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DECISIONS OF 78TH MEETING OF MEDICAL DEVICE BOARD  

HELD ON 21-02-2025 
 

 

REGISTRATION/ENLISTMENT OF MEDICAL DEVICES (CLASS A, B, C & D) FOR LOCAL 

MAUFACTURE 

 

 

 

Sr. 

No. 

Name & Address of 

Establishment 

Name of Medical Devices With Size Decision of MDB 

1.  Mediplas Innovations Pvt 

Ltd. 

Plot No. LE-15, A1, 

Korangi Creek Industrial 

Park, Karachi 

(ELM-00058) 

 [629-6L] 

Indihaler 
Dry Powder Inhaler Device 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip No. 4549731034 

Size/code: INH-0056 

 

Approved subject to 

submiossion of 

completetly fillerd, 

signed and stamped 

application Form 6.  

2.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-00071) 

 

[630-6L] 

Medpro Surgical Face Mask 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 80347678513 

Approved 

3.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[618-6L] 

Medpro Craniotomy Drape Pack 

 

Class A 

Shelf Life: 3 Years 

Fee: 6000 

Fee Slip No. 22293669 

Approved subject to 

confirmation of 

sterilization facility. 

4.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[619-6L] 

Medpro Hip Replacement Drape Pack 

 

Class A 

Shelf Life: 3 Years 

Fee: 6000 

Fee Slip No. 249851976 

Approved subject to 

confirmation of 

sterilization facility. 

5.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[620-6L]  

Medpro TUR Drape Pack 

 

Class A 

Shelf Life: 3 Years 

Fee: 6000 

Fee Slip No. 685161791 

Approved subject to 

confirmation of 

sterilization facility. 

6.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[621-6L] 

Medpro PCNL Drape Pack 

 

Class A 

Shelf Life: 3 Years 

Fee: 6000 

Fee Slip No. 555268432057 

Approved subject to 

confirmation of 

sterilization facility. 

7.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[622-6L] 

Medpro OT Sheet 

 

Class A 

Shelf Life: 3 Years 

Fee: 6000 

Fee Slip No. 75978257346 

Approved subject to 

confirmation of 

sterilization facility. 
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8.  Ryma Private Limited, 

Plot No. F-441, Metroville 

SITE Karachi 

(ELM-0064) 

[613-6L] 

Surgical Adhesive Dressing  

Class A 

Shelf Life: As Per Stability 

Fee: 6000 

Fee Slip No. 519172573 

Approved subject to 

submission of 

prescribed Form as 

per MDR, 2017 

9.  Ryma Private Limited, 

Plot No. F-441, Metroville 

SITE Karachi 

(ELM-0064) 

[614-6L] 

Surgical Drape Set 

Class A 

Shelf Life: As Per Stability 

Fee: 6000 

Fee Slip No. 58280665947 

Approved subject to 

submission of 

prescribed Form as 

per MDR, 2017 

10.  Ryma Private Limited, 

Plot No. F-441, Metroville 

SITE Karachi 

(ELM-0064) 

[615-6L] 

Surgical Gown Disposable 

Class A 

Shelf Life: As Per Stability 

Fee: 6000 

Fee Slip No. 41425218824 

Approved subject to 

submission of 

prescribed Form as 

per MDR, 2017 

11.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

 

[631-7L] 

MEDI  AQUA 24G x 1” NEEDLES 

Disposable Needles 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

Fee Slip: 36154263 

Sizes: 24G x 1” NEEDLES 

Approved 

12.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

MEDI  AQUA 23G x 1” NEEDLES 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

 

Fee Slip: 4084757179 

Sizes: 23G x 1” NEEDLES 

Approved 

13.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

MEDI  AQUA 21G x 1.5” NEEDLES 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

Fee Slip: 55253658089 

Sizes: 21G x 1.5” NEEDLES 

Approved 

14.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

MEDI  AQUA 18G x 1.2” NEEDLES 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

Fee Slip: 01402367493 

Sizes: 18G x 1.2” NEEDLES 

Approved 

15.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Disposable Syringe 20ML 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

Fee Slip: 3924371658 

Sizes: 20M 

Approved 

16.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua  

Blood Collection Tube (Plain) 

 

Class A 

Shelf Life: 5 Years 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 
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Fee: 6000 

Fee Slip: 76887160 

17.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Clot Activator 

Blood Collection Tube 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 715156956909 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

18.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Gel & Clot Activator 

Blood Collection Tube 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 4121861375 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

19.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Lithium Heparin 

Blood Collection TUBE 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 88612456 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

20.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Edta K3 

Blood Collection Tube 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 2238638945 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

21.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua Calcium Tube 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 6153948986 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

22.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua 3.2 % Sodium Citrate 

Blood Collection Tube 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 0053528636 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

23.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

Medi Aqua  

Blood Transfusion Set 

 

Class B 

Shelf Life: 3 Years 

Fee: 25000 

Fee Slip: 51838399921 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 

24.  Frontier Pharmaceutical 

(Pvt) Ltd., W-10, Industrial 

Estate, Jamrud Road, 

Peshawar 

(ELM-0042) 

MEDI AQUA Drainage Bag 

Urine Drainage Bag 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip: 1988949908 

Deferred as the firm 

does not have the 

required 

manufacturing 

facility. 
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25.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

 

 

5G PLUS Disposable Suction Tube 

 

Class B 

 

Shelf Life: 05 years 

 

Sizes: (6,8,10,12,14,16,18,20) 

 

Approved 

26.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

 

 

5G PLUS Disposable Stomach Tube 

 

Class B 

 

Shelf Life: 05 years 

 

Sizes: (4,6,8,10,12,14,16,18,20,22,24,26) 

Approved 

27.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

 

 

5G PLUS Disposable Nelaton Catheter 

 

Class B 

 

Shelf Life: 05 years 

 

Sizes: (4, 6,8,10,12,14,16,18,20,22,24,26) 

Approved 

28.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

 

 

5G D-Set with Y-Port  

(Disposable Infusion Set) 

 

Class B 

 

Shelf Life: 05 years 

 

Size: Standard 

Approved 

29.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

 

 

5G PLUS Disposable Feeding Tube 

 

Class B 

 

Shelf Life: 05 years 

 

Sizes:4, 6,8,10,12,14,16,18,20,22,24,26 

Approved 

30.  5G Healthcare (PVT) 

Limited 
 

F-35, SITE II, Scheme 33, 

Main Superhighway, 

Karachi. 

 

(ELM-0072) 

5G FINE Urine Bag 

 

Class A 

 

Shelf Life: 05 years 

 

Sizes:[Adult, Pediatric, Child] 

Approved 
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31.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

 

 

UNiTULLE 

Paraffin Gauze Dressing Tulle Grass B.P. 5cm x 5cm 

Paraffin Gauze Dressing Tulle Grass B.P. 7.5cm x 7.5cm 

Paraffin Gauze Dressing Tulle Grass B.P. 10cm x 10cm 

Paraffin Gauze Dressing Tulle Grass B.P. 10cm x 15cm 

Paraffin Gauze Dressing Tulle Grass B.P. 15cm x 20cm 

 

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 276262396188 

Deferred for 

verification of 

manufacturing & 

testing facility. 

32.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

 

 

UNiROLL 

Absorbent Gauze Cloth Roll BPC  

Sizes: 

100cm x 20m 

100cm x 30m 

100cm x 40m 

 

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 45475115049 

Deferred for 

verification of 

manufacturing & 

testing facility. 

33.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

UNiWOOL 

Absorbent Cotton Wool B.P. 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip No. 187662009239 

Sizes:25gm,50gm,75gm,100gm,150gm,175gm,200gm,250gm

,300gm,350gm,400gm,450gm,500gm 

Deferred for 

verification of 

manufacturing & 

testing facility. 

34.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

[659-6L] 

January 2025 

UNiCRED 

Crepe Bandage B.P.C. 

 

Sizes:2.5cm x 4m, 5cm x 4.5m, 7.5cm x 4.5m, 10cm x 4.5m, 

15cm x 4.5m 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip No. 45379616438 

Deferred for 

verification of 

manufacturing & 

testing facility. 

35.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

 

 

UNiCOT 

Cotton Bandage BP Type 2 

 

Sizes:5cm x 4m, 6.5cm x 4m, 7.5cm x 4m, 10cm x 4m, 15cm 

x 4m 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

 

Fee Slip No. 1153520810 

Deferred for 

verification of 

manufacturing & 

testing facility. 
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36.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

UNiSWAB 

Gauze Swabs / Sponges USP-IV 

Sizes:7.5cm x 7.5cm 4-ply, 7.5cm x 7.5cm 8-ply, 

10cm x 10cm 4-ply, 

10cm x 10cm 8-ply, 

15cm x 15cm 4-ply, 

15cm x 15cm 8-ply 

 

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 882326225 

Deferred for 

verification of 

manufacturing & 

testing facility. 

 

The firm shall submit 

Form 7 and fee (as 

per 

SRO1324(I)/2024 

dated 30-08-2024) 

for Gauze Sponges.  

 

 

37.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

[662-6L] 

January 2025 

UNiPLASTER 

Plaster of Paris  

Sizes:5cm x 2.7m to 3.5m 

Plaster of Paris 7.5cm x 2.7m to 3.5m 

Plaster of Paris 10cm x 2.7m to 3.5m 

Plaster of Paris 12.5cm x 2.7m to 3.5m 

Plaster of Paris 15cm x 2.7m to 3.5m 

Plaster of Paris 20cm x 2.7m to 3.5m 

 

Class A 

Shelf Life: 5 Years 

Fee: 6000 

Fee Slip No. 45281574 

 

Deferred for 

verification of 

manufacturing & 

testing facility. 

38.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

[663-7L] 

January 2025 

UNiWAY 

One-Way Stop Cock, 

Two-Way Stop Cock, 

Three-Way Stop Cock, 

Four-Way Stop Cock. 

 

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 2730995387 

Deferred for 

verification of 

manufacturing & 

testing facility. 

 

The firm shall 

submit the required 

fee for the other 

types 

[One-Way Stop 

Cock, 

Three-Way Stop 

Cock, 

Four-Way Stop 

Cock] 

39.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

[664-7L] 

January 2025 

UNiHD 

One-Way, Two-Way, 

Three-Way, Four-Way Stop Cock with Extension Tube  

Sizes: Ranging 10cm to 100cm 

 

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 449556021 

Deferred for 

verification of 

manufacturing & 

testing facility. 

 

The firm shall submit 

the required fee for 

the other type 

[One-Way Stop 

Cock with 

extension, 

Two-Way Stop 

Cock with 

extension, 

Four-Way Stop 

Cock with 
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extension] 

40.  Unisa Pvt. Ltd. 

Main GT Road\, Adamzai 

Akora Khattak, Nowshera 

KPK Pakistan 

(ELM-0002) 

 

[665-7L] 

January 2025 

UNiLiNE 

One-Way, Two-Way, 

Three-Way, Four-Way, Extension Tube  

Sizes: ranging from 10cm to 100cm  

Class B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 993729747994 

Deferred for 

verification of 

manufacturing & 

testing facility. 

 

The firm shall 

submit the required 

fee for the other 

type 

[Two-Way 

Extension Tube, 

Three-Way 

Extension Tube, 

Four-Way 

Extension Tube] 

41.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

 

[666-7L] 

January 2025 

Brand name: GLOW CK-MB Fluorescence 

Immunochromatography Kit 

Generic:  GLOW CK-MB Fluorescence 

Immunochromatography Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 99736191036 

Rs. 25,000/-  

Approved 

42.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[667-7L] 

January 2025 

Brand name: GLOW Troponin I Fluorescence 

Immunochromatography Kit 

Generic: Troponin I Fluorescence Immunochromatography 

Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 210609058229 

Rs. 25,000/-  

Approved 

43.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[668-7L] 

January 2025 

Brand name: GLOW NT-proBNP Fluorescence 

Immunochromatography Kit 

Generic: NT-proBNP Fluorescence Immunochromatography 

Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 35593977633 

Rs. 25,000/-  

Approved 
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44.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[669-7L] 

January 2025 

Brand name: GLOW Myoglobin Fluorescence 

Immunochromatography Kit 

Generic: Myoglobin  Fluorescence Immunochromatography 

Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 69512268709 

Rs. 25,000/-  

Approved 

45.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[670-7L] 

January 2025 

Brand name: GLOW LH Fluorescence 

Immunochromatography Kit 

Generic: LH Fluorescence Immunochromatography Kit 

Class: B 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 9636554096 

Rs. 25,000/-  

Approved 

46.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[671-7L] 

January 2025 

Brand name: GLOW D-Dimer Fluorescence 

Immunochromatography Kit 

Generic: D-Dimer Fluorescence Immunochromatography Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 50497269736 

Rs. 25,000/-  

Approved 

47.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[672-7L] 

January 2025 

Brand name: GLOW cTnI/Myo/CK-MB Fluorescence 

Immunochromatography Kit 

Generic: cTnI/Myo/CK-MB Fluorescence 

Immunochromatography Kit 

Class: C 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 63120698280 

Rs. 25,000/-  

Approved 

48.  Lab Diagnostic Systems 

(SMC) Pvt Ltd.,  Plot No. 

36-A, PSIC, SIE, Taxila, 

Rawalpindi 

(ELM-0028) 

[672-7L] 

January 2025 

Brand name: GLOW AMH Fluorescence 

Immunochromatography Kit 

Generic:  AMH Fluorescence Immunochromatography Kit 

Class: B 

Shelf-life:                     18 months 

Sizes: 40 pcs / pack 

Fee Challan No. 2700170306 

Rs. 25,000/-  

Approved 

49.  SILC Surgicals 

Plot No. E-39, Eastern 

Zone, Light Medium 

Industry, Port Qasim 

Authority Karachi 

(ELM-0090) 

[678-7L] 

January 2025 

Intra Insulin Syringes 

 

Insulin Syringes 

0.3ml, 0.5ml and 1ml with needle 

Class B 

Shelf Life: 5 Years  

Fee: 25000 

Fee Slip No. 291098427548 

Approved 
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50.  SILC Surgicals 

Plot No. E-39, Eastern 

Zone, Light Medium 

Industry, Port Qasim 

Authority Karachi 

(ELM-0090) 

[679-7L] 

January 2025 

 

Intra Disposable Syringes 

 

Disposable Syringes 

10ml, 20ml, 30ml, 50ml with needle 

 

Class B 

Shelf Life: 5 Years  

Fee: 25000 

Fee Slip No. 38370178 

Approved 

51.  SILC Surgicals 

Plot No. E-39, Eastern 

Zone, Light Medium 

Industry, Port Qasim 

Authority Karachi 

(ELM-0090) 

[680-7L] 

January 2025 

 

 

Intra Auto Disable Syringes 

 

Auto Disable Syringes 

1ml, 2ml, 3ml, 5ml with needle 

 

Class B 

Shelf Life: 5 Years  

Fee: 25000 

Fee Slip No. 2880811790 

Approved 

52.  GENISCO Life Sciences, 

Plot No. C-937, B Block, 

Azizabad Industrial Area, 

Bhangoria Town, Karachi 

(ELM-0068) 

 

[673-6L] 

January 2025 

SNOW and WHITE Carton Bandage 

 

2 inch, 3 inch, 4 inch, 6 inch 

 

Class A 

Shelf Life: Not Mentioned 

Fee: 5000 

Fee Slip No. 965304440398 

 

Approved subject to 

submission of 

prescribed form as 

per MDR, 2017 

53.  GENISCO Life Sciences, 

Plot No. C-937, B Block, 

Azizabad Industrial Area, 

Bhangoria Town, Karachi 

(ELM-0068) 

 

[674-6L] 

January 2025 

GEN CAREB Bandage 

 

2 inch, 3 inch, 4 inch, 6 inch 

 

Class A 

Shelf Life: Not Mentioned 

Fee: 5000 

Fee Slip No. 800396088874 

Approved subject to 

submission of 

prescribed form as 

per MDR, 2017 

54.  GENISCO Life Sciences, 

Plot No. C-937, B Block, 

Azizabad Industrial Area, 

Bhangoria Town, Karachi 

(ELM-0068) 

 

[675-6L] 

January 2025 

SNOW WHITE Carton Bandage 

 

25G 

50G 

100G 

200G 

400G 

500G 

 

Class A 

Shelf Life: Not Mentioned 

Fee: 5000 

Fee Slip No. 269408157383 

Approved subject to 

submission of 

prescribed form as 

per MDR, 2017 
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55.  Medipak Ltd., 132/1, 

Industrial Estate, Kot 

Lakhpat, Lahore  

(ELM-0048) 

 

[655-7L] 

January 2025 

Medisol AC 

 

Sodium Chloride 210.69g 

Potassium Chloride 5.22g 

Glacial Acetic acid 8.75g 

Calcium Chloride 2H2O 6.43g 

Magnesium, Chloride 6H2O 3.56g 

Dextrose Anhydrous 35.0g 

 

Pack Size: 4000mL in PET Bottle 

Class B 

Shelf Life: 36 Months 

Fee: 25000 

Fee Slip No. 264971536201 

Approved 

56.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[681-6L] 

February 2025 

 

Medpro Pediatric Drape Pack 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 892884246 

Approved 

57.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[682-6L] 

February 2025 

Medpro ENT Drape Pack 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 87649241653 

Approved 

58.  Anax Associates Pvt Ltd. 

Plot # 15, HDR Industrial 

Estate Next to Zaamin City 

Gajjumatah Lahore 

(ELM-000) 

[683-6L] 

February 2025 

Medpro U Drape Sheet 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 63873241271 

Approved 

59.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

 

[684-7L]  Feb-2025 

Cot-Gaz-X-Ray Detectable Gauze Swab / Sponges USP-IV 

 

Class B 

Shelf Life: 3 Years  

Fee: 25000 

Fee Slip No. 858866420405 

Approved in Class-C 

only [Cot-Gaz-X-Ray 

Detectable Gauze 

Swab] the firm shall 

submit the required 

Form-7 & fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024 for 

the other type Cot-

Gaz-X-Ray Detectable 

Gauze Sponges. 

 

Codes/Sizes 

required. 

60.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

Cardio Wrap 

 

X-Ray Detectable Gauze Swab / Sponges / USP-IV 

Class B 

Shelf Life: 3 Years  

Fee: 6000 

Approved in Class-C 

subject to submission 

of differential fee of 

Rs.19,000/- for  

[Cardio Wrap 

X-Ray Detectable 
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[685-7L] 

Feb-2025 

Fee Slip No. 2948383571 Gauze Swab, USP-IV] 

and the firm shall 

submit the required fee 

for the other type 

[Cardio Wrap 

X-Ray Detectable 

Sponge, USP-IV] 

 

61.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[686-6L] 

Feb-2025 

RibGauze 

 

Absorbent Cotton Ribbon Gauze BPC 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 9593525804 

Approved in Class-B 

subject to submission 

fee as per SRO.1324(1)/ 

2024 dated 30-08-2024 

& Form-7. 

 

62.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[687-6L] 

Feb-2025 

Surgipore Absorbent Gauze BPC 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 298183236 

Approved in Class-B 

subject to submission  

fee as per SRO.1324(1)/ 

2024 dated 30-08-2024 

& Form-7. 

 

63.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[688-7L] 

Feb-2025 

Surgipore Gauze Swab /Sponges BPC Sterile / Non-Sterile 

 

Class B 

Shelf Life: 3 Years  

Fee: 12000 

Fee Slip No. 5485005833 

Approved subject to 

submission of 

differential fee of Rs. 

13,000/- for Non-

Sterile Surgipore 

Gauze Swab BPC 

 

The firm shall submit 

the required fee & Form-

7 for the Non-Sterile 

Surgipore Sponge BPC 

 

64.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[689-7L] 

Feb-2025 

Cot-Gaz 

 

Gauze Swab / Sponges USP-IV 

 

Class B 

Shelf Life: 3 Years  

Fee: 25000 

Fee Slip No. 9796474864 

Approved Cot-Gaz 

Gauze Swab USP-IV 

 

The firm shall submit 

the required fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024 & 

Form-7 for the Cot-Gaz 

Sponge USP-IV 

 

65.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[690-7L] 

Feb-2025 

ABD SPONGES 

 

X-Ray Detectable Abdominal Pack BP 

 

Class B  

Shelf Life: 3 Years  

Fee: 25000 

Fee Slip No. 0094896699 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 
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66.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[691-6L] 

Feb-2025 

Surgi Wool 

 

Absorbent Cotton Wool BPC 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 29917222295 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

67.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[692-6L] 

Feb-2025 

SURGIGRIP 

 

Cotton Crepe Bandage BPC 

 

Class A 

Shelf Life: 5 Years  

Fee: 6000 

Fee Slip No. 831242583192 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024.. 

68.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[693-6L] 

Feb-2025 

Care Bandage 

 

Open Wove Bandage BP Type-2 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 99118759 

Approved subject to 
submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

69.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[694-6L] 

Feb-2025 

Care Bandage 

 

Open Wove Bandage BPC 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 565203277370 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

70.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[695-6L] 

Feb-2025 

SIMBA PLASTER 

 

Capsicum Plaster, Belladona Plaster 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 721405334458 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

71.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[696-6L] 

Feb-2025 

ZEROPLAST 

 

First Aid Bandage 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 6898165641 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 
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72.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[697-6L] 

Feb-2025 

MEDIPLAST  

(First Aid) Acriflavin 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 73716628771 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024.s. 

73.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[698-6L] 

Feb-2025 

SURGIPLAST 

 

Zinc Oxide Adhesive plaster Bandage 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 1820633833 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

74.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[699-6L] 

Feb-2025 

BELLA SURGIPLAST 

 

Belladona Plaster 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No. 8754543558 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

75.  Surgical Fiber, 

1-Km Kartar Bund Road, 

Street No. 5 Thokar Niaz 

Baig, Off Multan Road, 

Lahore 

(ELM-0089) 

[700-6L] 

Feb-2025 

CAPSI SURGIPLAST 

 

Capsicum Plaster 

 

Class A 

Shelf Life: 3 Years  

Fee: 6000 

Fee Slip No.  6489176476 

Approved subject to 

submission of 

Codes/Sizes 

alongwith the 

differential fee as per 

SRO.1324(1)/ 2024 

dated 30-08-2024. 

76.  Cotton Craft Pvt Ltd. 

Plot No. 407-408, Sunder 

Industrial Estate, Raiwind 

Road Lahore. 

(ELM-0015) 

[677-6L] 

January 2025 

Orthoplast 

Plaster of Paris Bandage BPC 

 

Class A 

Shelf Life: 5 Years  

Fee: 5000 

Fee Slip No. 059670774 

Approved 

 

REGISTRATION/ENLISTMENT OF MEDICAL DEVICES (CLASS A, B, C & D) FOR IMPORT 

 

 

 

S# Name of 

Applicant(s) 

Name of Manufacturer Name of Medical Device  Decision of MDB 

1.  Jasani Scientifics,  

SC-45, Marium 

Square, Chadni 

Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 

 

(Legal Manufacturer) 

 

Name: Nidek Co., Ltd 34-14, 

Maehama, Hiroishi, Gemagori. 

Aichi 443-0038, Japan 

 

 

 

CP-9 Chart Projector  

Class-A 

 

LOA validity: 31-12-2027 

FSC JAPAN Validity: 

13-09-2024 

Shelf life: not applicable   

 

Approved  
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Date of R& I 

Dy. No. 22941 

Dated: 26-12-2024 

 

Fee: PKR 6000/- 

Slip: 57052499701 

Dated: 25-11-2024 

 

 

 

 

 

 

 

2.  Jasani Scientifics,  

SC-45, Marium 

Square, Chadni 

Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 

 

Date of R& I 

Dy. No. 22909 

Dated: 26-12-2024 

 

Fee: PKR 6000/- 

Slip: 96037007389 

Dated: 25-11-2024 

 

(Legal Manufacturer) 

 

Name: Nidek Co., Ltd 34-14, 

Maehama, Hiroishi, Gemagori. 

Aichi 443-0038, Japan 

 

 

 

SL-2000 Slit Lamp  

Class-A 

 

LOA validity: 31-12-2027 

FSC JAPAN Validity: 

13-09-2024 

Shelf life: not applicable   

 

 

Approved  

3.  Jasani Scientifics,  

SC-45, Marium 

Square, Chadni 

Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 

 

Date of R& I 

Dy. No. 22908 

Dated: 26-12-2024 

 

Fee: PKR 6000/- 

Slip: 438203160 

Dated: 25-11-2024 

 

(Legal Manufacturer) 

 

Name: Nidek Co., Ltd 34-14, 

Maehama, Hiroishi, Gemagori. 

Aichi 443-0038, Japan 

 

 

 

SL-1800 Slit Lamp  

 

Class-A 

 

LOA validity: 31-12-2027 

FSC JAPAN Validity: 

13-09-2024 

Shelf life: not applicable   

 

 

Approved  

4.  Jasani Scientifics,  

SC-45, Marium 

Square, Chadni 

Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 

 

Date of R& I 

Dy. No. 22907 

Dated: 26-12-2024 

 

Fee: PKR 6000/- 

Slip: 02566707625 

Dated: 25-11-2024 

 

(Legal Manufacturer) 

 

Name: Nidek Co., Ltd 34-14, 

Maehama, Hiroishi, Gemagori. 

Aichi 443-0038, Japan 

 

 

 

Auto Lens Meter (LM-7 / 7P) 

 

Class-A 

 

LOA validity: 31-12-2027 

FSC JAPAN Validity: 

13-09-2024 

Shelf life: not applicable   

 

 

Approved 

5.  Jasani Scientifics,  

SC-45, Marium 

(Legal Manufacturer) 

 

Auto Lens Meter (LM-1800p / 

1800PD) 
Approved  
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Square, Chadni 

Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 

 

Date of R& I 

Dy. No. 22907 

Dated: 26-12-2024 

 

Fee: PKR 6000/- 

Slip: 368383667 

Dated: 25-11-2024 

 

Name: Nidek Co., Ltd 34-14, 

Maehama, Hiroishi, Gemagori. 

Aichi 443-0038, Japan 

 

 

 

Class-A 

 

LOA validity: 31-12-2027 

FSC JAPAN Validity: 

13-09-2024 

Shelf life: not applicable   

 

 

6.  Roche Pakistan 

Limited 

1st Floor, 37-B, Block 

6, P.E.C.H.S, Karachi 

(ELI-00009) 

 

Dy. No. 22567 

Dated: 26-12-2024 

Fee: PKR 25000/- 

Slip: 375960622157 

Dated: 25-11-2024 

 

(Legal Manufacturer) 

Diamond Diagnostics Inc. 

3333 Fiske Street, Holliston MA 

01746, United Stattes of 

America 

CFG Validity: 

24-03-2026 

ISO 13485 validity: 

06-11-2026 

 

 

 

Reference Electrode (AV-BP5026R) 

Reference Electrode Housing (AV-

BP5019D) 

 

MD Group: Family 

Class: A 

Catalogue: 

09969772001 

09969764001 

 

LOA validity: 21-07-2029 

Shelf life: 12 months   

Storage Conditions: 

18 – 25oC 

 

 

Approved subject to 

submission of Brand 

name valid FSC. 

7.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Dy. No. 22472 

Dated: 23-12-2024 

 

Fee: PKR 25000/- 

Slip: 98419341116 

Dated: 14-12-2024 

Bonree Medical Co., Ltd. 

1st Floor of building No. 2, 

Building No. 4, Longzhou 

Village Economic Estate, 

Longzhu Avenue, Nanlang, 

528451 Zhongshan, 

Guangdong, China  

FSc China Validity: 

24-10-2025 

EC Certificate validity: 

26-05-2024 

ISO 13485 Validity: 

31-07-2025 

DOC validity: 

31-12-2028 

Promed Nasopharyngeal Airways 

 

Class: A 

MD Group: Family 

Sizes: 

I.D 3.0, I.D 3.5, I.D 4.0, I.D 4.5, I.D 

5.0, I.D 5.5, I.D 6.0, I.D 6.5, I.D 7.0, 

I.D 7.5, I.D 8.0, I.D 8.5, I.D 9.0, 

 

LOA validity: 30-10-2029 

Shelf life: 05 years    

Storage Conditions: 

In a clean, dry and well-ventilated 

area, away from direct sunlight. 

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 and valid CE 

certificate or CE 

Extension certificate 

or FSC of any SRA 

country 

8.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

 

Fee:  

Slip:  

Dated:  

Ningbo Luk e Medi c a l De v i 

ce s Co. , Ltd. Add: Gujiayan, 

Yangming Road, 315400 Yuyao 

City, Zhejiang Province, 

People’s Republic of China. 

 

Suction Reservoir  

Generic:  

Wound Drainage System (Silicone 

Type) 

Class: A 

Sizes: 

100 ml, 150 ml, 200 ml, 400ml  

LOA validity: 10-12-2029 

Shelf life: 05 years    

Storage Conditions: 

In a clean, dry and well-ventilated 

area, away from direct sunlight. 

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 and valid CE 

certificate or CE 

Extension certificate 
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or FSC of any SRA 

country 

9.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S ABC 

TIP SAĞLIK SPOR 

MALZEMELERİ TEKS. TUR. 

İNŞ. SAN. TİC. LTD. ŞTİ. 

Address: Osmangazi Mah. 

Mehmet Deniz Kopuz Cad. 

No:20 K:3 Esenyurt - 

ISTANBUL/TURKEY 

 

FSC: Turkey Validity: 29-09-

2026  

 

LOA Validity:  

02-07-2029. 

 

DUAL MED 

Generic: Medical Compression 

Stockings (Opened Toe)  

 

Class: A 

Shelf life: N/A    

 

Sizes: 

• Knee Length (Infragenual): Small, 

Medium, Large, Extra Large, Extra 

Extra Large 

• Thigh Length (Supragenual): Small, 

Medium, Large, Extra Large, Extra 

Extra Large 

 

Approved both types 

Infragenual & 

Supragenual subject 

to submission Form 

and Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024 

for both types of 

Stockings 

 

10.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S ABC 

TIP SAĞLIK SPOR 

MALZEMELERİ TEKS. TUR. 

İNŞ. SAN. TİC. LTD. ŞTİ.  

Address: Osmangazi Mah. 

Mehmet Deniz Kopuz Cad. 

No:20 K:3 Esenyurt - 

ISTANBUL/TURKEY 

FSC: Turkey Validity: 29-09-

2026  

 

LOA Validity:  

02-07-2029. 

THROM-MED 

Generic:  

Medical DVT/ TED/ Antiembolism 

Stockings 

 

Class: A 

 

Sizes: 

• Knee Length (Infragenual): Small, 

Medium, Large, Extra Large, Extra 

Extra Large  

• Thigh Length (Supragenual): Small, 

Medium, Large, Extra Large, Extra 

Extra Large 

Approved both types 

Infragenual & 

Supragenual subject 

to submission Form 

and Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024 

for both types of 

Stockings 

 

11.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S 

SHANGHAI HEALTH 

MEDICAL CO., LTD  

No.79 North Qingyang Road, 

Tianning District 

Changzhou, 213017, Jiangsu, 

P.R. China. 

 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Promed  

Generic:  

Needle Free Connector 

Class: A 

 

Model No.: SHHMP0006 

 

Shelf Life: 05 years 

 

 

LOA Validity:  

7-Nov-2029  

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form and Fee. 

12.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S 

SHANGHAI HEALTH 

MEDICAL CO., LTD  

No.79 North Qingyang Road, 

Tianning District 

Changzhou, 213017, Jiangsu, 

P.R. China. 

 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Promed  

Generic:  

Three Way Stopcock 

Class: A 

 

Model No.: SHHMP0008-1 

 

Shelf Life: 05 years 

 

 

LOA Validity:  

7-Nov-2029  

 

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 
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13.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S 

SHANGHAI HEALTH 

MEDICAL CO., LTD  

No.79 North Qingyang Road, 

Tianning District 

Changzhou, 213017, Jiangsu, 

P.R. China. 

 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Promed  

Generic:  

Three Way Stopcock with extension 

tube 

Class: A 

 

Model No.: SHHMP0017 

 

Shelf Life: 05 years 

 

LOA Validity:  

7-Nov-2029  

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

14.  Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S 

SHANGHAI HEALTH 

MEDICAL CO., LTD  

No.79 North Qingyang Road, 

Tianning District 

Changzhou, 213017, Jiangsu, 

P.R. China. 

 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Promed  

Generic:  

Extension Tube – IV Flow Regulator 

 

Class: A 

 

Model No.: SHHMP-0029 

 

Shelf Life: 05 years 

LOA Validity:  

7-Nov-2029  

 

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

15.  M/s Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

JEB-GUL-5EX2 

Fee:  

Slip:  

Dated:  

Legal Manufacturer: M/S 

SHANGHAI HEALTH 

MEDICAL CO., LTD  

No.79 North Qingyang Road, 

Tianning District 

Changzhou, 213017, Jiangsu, 

P.R. China. 

 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Promed Heparin Cap 

Generic: Infusion Connector 

 

Class: A 

Model No.:  

SHHMP-0025  

(Yellow colored)  

SHHMP-0026  

(Transparent) 

 

Shelf Life: 05 years 

LOA Validity:  

7-Nov-2029  

 

Board approved the 

device in Class B 

subject to 

submission of 

revised application 

Form 7A alongwith 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

16.  M/s Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Track ID: 

9YE-RP9-99WG 

Fee: PKR 5000/- 

Slip: 2010121 

Dated: 15-01-2020 

Legal Manufacturer: Site 1: 

Zhangjiagang Shengang 

Medical Products Co., Ltd. Site 

2: Jiangsu Hongxin Medical 

Technology Co., Ltd 

FSC: Spain  

Date of Issuance:  

31-Oct-2024  

 

Urine meter 

Generic:  

Urine meter drainage bag 

 

Class: A 

 

Shelf Life: 05 years 

LOA Validity:  

17-04-2029  

 

Approved subject to 

submission of Brand 

name.  

17.  M/s Medichem 

Enterprises, 331/C, 

Block no. 3, DMCHS 

Society Alamgir 

Road, Karachi. 

 

        (ELI-00252) 

Legal Manufacturer: 

Zhangjigang Shengang Medical 

Products CO, LTD. Xican 

village, Fenghuang 

town,215614 Zhangjigang City, 

Jiangsu, province, China 

 

Urine bag  

Generic:  

Urine bag 

 

Class: A 

Model No.:  

 

Shelf Life: 05 years 

Approved subject to 

submission of Brand 

name. 
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LOA Validity:  

17-04-2029  

 

18.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 22533 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 2235702419 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

ISO 13485 validity: 

18-05-2026 

Anti-Glutamic Acid Decarboxylase 

(65 kDa) (GAD65) IIFT 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

19.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22532 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 1674261373 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

ISO 13485 validity: 

18-05-2026 

Aspergillus Antigen ELISA 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC  

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

20.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22531 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 175144294667 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

ISO 13485 validity: 

18-05-2026 

IIFT Adrenal Gland (Monkey) 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

21.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22530 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 126373094 

Dated:20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

Anti-CCD Absorbent 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

ISO 13485 validity: 

18-05-2026 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee, Brand 

name and brief 

description of the 

product. 
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22.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22529 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 887245170379 

Dated:19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

IIFT Myasthenia Gravis Mosaic 2 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

ISO 13485 validity: 

18-05-2026 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

23.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 22528 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 096941964350 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

IIFT Mosaic HEp-2  Liver (Monkey) 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

ISO 13485 validity: 

18-05-2026 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

24.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 22527 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 104365591 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

IIFT Liver (Monkey) IgA 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

Approved subject to 

submission of 

clarification of Class, 

Brand aname, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

25.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 22526 

Dated: 24-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

 

IIFT Anti-VGKC Associated Proteins 

Mosaic 1 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 
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Fee: PKR 6000/- 

Slip: 9945723785 

Dated: 19-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC  

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

26.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22525 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 5292395255 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 25-04-2022 

 

Anti-Glutamate Receptor (Type 

NMDA) IIFT 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

27.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 22524 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 12255832374 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

 

IIFT Granulocyte Mosaic 2 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

28.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22523 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 33629390267 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Mosaic Pancreas (Monkey)  

Cerebellum (Monkey) 

 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 
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29.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22522 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 038185956 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

 

IIFT : NMOSD SCREEN 1 

MD Group: Kit  

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

30.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22521 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 3291488424 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

 

IIFT Mosaic Basic Profile 3 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Approved subject to 

submission of 

clarification of Class, 

Brand name, generic 

name of the product. 

and accordingly 

relevant Form & Fee. 

31.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 22520 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 5182385807 

Dated: 20-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-Treponema pallidum IIFT (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

32.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-Diphtheria Toxoid ELISA (IgG) 

 

MD Group: Kit 

Class: A 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 
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Dy. No. 22519 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 6100683171 

Dated: 20-12-2024 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Storage Conditions: 2 – 8oC 

 

33.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21932 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 6072404870 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Avidity: Anti-Rubella Virus ELISA  

(IgG) 

 

MD Group: Kit 

Class: A 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

34.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21931 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 8725779953 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-Parvovirus B19 ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

35.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21929 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 8011377767 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

 

CSF: Anti-Mumps Virus ELISA  

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

36.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21930 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

CSF: Anti-Measles Virus ELISA  

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 
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Slip: 020751719410 

Dated: 17-12-2024 

  

37.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21928 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 23826852295 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-Parvovirus B19 ELISA  (IgM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

38.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21927 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 029272495585 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-BP180-NC16A-4X ELISA  

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

39.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21926 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 40230949118 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-HSV-1/2 Pool ELISA  (IgM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

40.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21925 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 260018218 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-HSV-1  (gc1)ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

41.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

Anti-HSV-2 (gc2)ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

Approved  subject to 

submission of 

clarification of Class 

of product and 
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Karachi. 

 

(ELI-00105). 

Dy. No. 21924 

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 26362480 

Dated: 17-12-2024 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

42.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21899 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 142381079680 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE  FOOD "Turkey 1"  

(IgE) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

43.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21898 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 81892046275 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-TG ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

44.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21897 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 57438733 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-GAD ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 09 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 

45.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21896 

Dated: 19-12-2024 

 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

Anti-Desmoglein 3 ELISA  (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee and 

Brand name of the 

product. 
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Fee: PKR 6000/- 

Slip: 5043331051 

Dated: 17-12-2024 

 

DOC dated 02-05-2022 

 

Storage Conditions: 2 – 8oC 

 

46.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21895 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 04834729 

Dated: 19-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE  Inhalation "Turkey 1"  

(IgE) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

& generic name of 

product and 

accordingly relevant 

Form & Fee. 

47.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21895 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 6738534419 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE  Anti-ENA ProfilePlus 1 

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

48.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21894 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 54336838183 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE  Auto-Immune Liver 

Diseases 9 Ag Plus F-Actin (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

49.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21032 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 586497387 

Dated: 05-12-2024 

 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA 

 

LOA validity:  

31-12-2025 

 

DOC dated 30-11-2023 

DECLARED IT S Class A 

IVDR based on Annex VIII 

Rule 5(b). 

Brand: Flexmap 3D Calibration Kit 

Generic: 

Calibration Kit for Multiplex Test 

Systems 

 

 

MD Group: Single  

Class: A 

 

CFG Validity: 16-05-2025 

 

Shelf life: 24 months   

Storage Conditions: 2 – 8oC  

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 
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50.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21031 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 64135929407 

Dated: 05-12-2024 

 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA. 

 

 

LOA validity:  

31-12-2025 

 

DOC dated 30-11-2023 

DECLARED IT S Class A 

IVDR based on Annex VIII 

Rule 5(b). 

Brand:  

Flexmap 3D Instrument 

Generic: 

Multiplex Test Systems 

 

MD Group: Single  

Class: A 

 

CFG Validity: 16-05-2025 

 

Shelf life: 24 months   

Storage Conditions: 2 – 8oC  

Approved 

51.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21030 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 392496716 

Dated: 05-12-2024 

 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA. 

 

 

LOA validity:  

31-12-2025 

Brand: Flexmap 3D®  Performance 

Verification Kit 

Generic: 

Reagent for Multiplex Test Systems 

 

MD Group: Single  

Class: A 

 

CFG Validity: 16-05-2025 

 

Shelf life: 24 months   

Storage Conditions: 2 – 8oC 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

52.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21029 

Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 64560171910 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EUROLINE  ANA Profile 5 (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

53.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21028 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EUROLINE  ANA Profile 3 (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 18 months   

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 
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Dated: 24-12-2024 

 

Fee: PKR 6000/- 

Slip: 0678730226 

Dated: 06-12-2024 

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

54.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21027 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 42007162773 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE  ANA Profile et Mi-2, 

Ku, DFS70 (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

55.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21026 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 6739738436 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

EUROLINE Paraneoplastic 

Neurologic Syndromes 12 Ag (IgG) 
 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

 

Approved  subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form & Fee. 

56.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21025 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 8081324931 

Dated: 05-12-2024 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA 

 

LOA validity:  

31-12-2025 

 

Brand: Luminex 200TM System with 

xPONENT 

Generic:  

Multiplex Test Systems 

 

MD Group: Single  

Class: A 

 

CFG Validity: 16-05-2025 

 

Shelf life: not applicable   

Storage Conditions:  

no specific storage conditions.  

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 

57.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA 

 

LOA validity:  

Brand: Luminex 100/200 

performance Verification Kit 

Generic: 

Reagent for Multiplex Test Systems 

 

Approved 
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(ELI-00105). 

Dy. No. 21024 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 023538703689 

Dated: 05-12-2024 

31-12-2025 MD Group: Single  

Class: A 

 

CFG Validity: 16-05-2025 

 

Shelf life: 24 months   

Storage Conditions: 2 – 8oC  

58.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21023 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 216001759 

Dated: 05-12-2024 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA 

 

LOA validity:  

31-12-2025 

 

CFG Validity: 16-05-2025 

Brand: Luminex 100/200 Calibraion 

Kit 

Generic: 

Reagent for Multiplex Test Systems 

 

MD Group: Single  

Class: A 

 

Shelf life: 24 months   

Storage Conditions: 2 – 8oC  

Approved 

59.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21022 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 117081673402 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

Anti-Beta2-Glycoprotein 1 ELISA 

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 

60.  M/s Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21021 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 56154828 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

 

Anti-Beta2-Glycoprotein 1 ELISA 

(IgAGM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

EC Certificate validity: 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 
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26-05-2025 

 

DOC dated 02-05-2022 

 

61.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21020 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 67314513 

Dated: 05-12-2024 

Luminex Corporation 

12212 Technology Blvd, 

AUSTIN TX 78727, USA 

 

LOA validity:  

31-12-2025 

 

CFG Validity:  

16-05-2025 

Brand: 

xMAP Sheath Fluid PLUS 

Generic: 

Reagent for Multiplex Text System 

 

MD Group: Single  

Class: A 

 

Shelf life: 24 months   

Storage Conditions:  

15 –  30oC  

Approved 

62.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21019 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 4766456009 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

Anti-EBNA-1 ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 

63.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21018 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 567979108 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

 

Anti-Intrinsic factor ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

ISO 13485 validity: 

18-05-2026 

 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 

64.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No. 21017 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 59490592126 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-Cardiolipin ELISA (IgAGM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 
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65.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21016 

Dated: 09-12-2024 

 

Fee: PKR 6000/- 

Slip: 8531337849 

Dated: 06-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

IIFT: Glutamate Receptor Mosaic 3 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 36 months   

Storage Conditions: 2 – 8oC 

 

Approved subject to 

submission of 

differential fee and 

revised Form 7-A as 

the product fall in 

Class C medical 

66.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 534709635719 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-Desmoglein 1 ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

67.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 41454306308 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-GBM ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

68.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 66720568276 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-TPO ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

69.  Labserv 

House No. B-165/2 

Euroimmun Medizinische 

Laboradiagnostika AG,  

EUROLINE Coeliac Disease Profile 

(IgA) 

Approved 
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Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21016 

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 64021140453 

Dated: 17-12-2024 

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

70.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 123157456 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

EUROLINE Coeliac Disease Profile 

(IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

Approved 

71.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 

3584274720Dated: 

17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

EUROLINE Anti-Gangliosides 

Profile 2 (IgM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

Approved 

72.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 18180002859 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

EUROLINE Food India (IgE) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

Approved 

73.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Euroimmun Medizinische 

Laboradiagnostika AG,  

EUROLINE Inhalation India (IgE) 

 

Approved 
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Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 19-12-2024 

 

Fee: PKR 6000/- 

Slip: 1984195617 

Dated: 17-12-2024 

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 18 months   

Storage Conditions: 2 – 8oC 

 

74.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 0679324979 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-BP230-CF ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

75.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 018782162 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-Chikungunya Virus ELISA 

(IgM) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

76.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 05876676416 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Anti-Echinococcus ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 15 months   

Storage Conditions: 2 – 8oC 

 

Approved 

77.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

Anti-Tetanus Toxoid ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

Approved 
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(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 8616754728 

Dated: 17-12-2024 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

78.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 0450162910 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Avidity: Anti-CMV ELISA (IgG) 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

79.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 20-12-2024 

 

Fee: PKR 6000/- 

Slip: 86924375 

Dated: 17-12-2024 

Euroimmun Medizinische 

Laboradiagnostika AG,  

Lubeck Seekamp 31, 23560 

Lubeck Germany. 

 

EC Certificate validity: 

26-05-2025 

 

DOC dated 02-05-2022 

 

ISO 13485 validity: 

18-05-2026 

 

Calprotectin ELISA 

 

MD Group: Kit 

Class: A 

 

FSC Germany issuance date: 19-03-

2024 

LOA validity: 31-12-2024 

 

Shelf life: 12 months   

Storage Conditions: 2 – 8oC 

 

Approved 

80.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 30194047517 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

Anti-HLA Negative Control 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: –20 °C or below 

 

Approved 

81.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

Anti-HLA Positive Control 

 

MD Group: Single 

Class: A 

 

Approved 
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(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 8212847182 

Dated: 20-11-2024 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: –20 °C or below 

 

82.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No. 21016 

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 081786840930 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

FluoGene Color Control Kit 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: 8°C - 30°C 

 

Approved 

83.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 01898367524 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

HLA FluoGene ABC 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: -20°C or below 

 

Approved 

84.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 37144264010 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

HLA FluoGene ABDR 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: -20°C or below 

 

Approved 

85.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No.  

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

HLA FluoGene DRDQ 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

Approved 
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Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 6529289034 

Dated: 20-11-2024 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

 

Shelf life: 24 months 

Storage Conditions: -20°C or below 

 

86.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 85986489 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

Lymphodex 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: 2°C - 8°C 

 

Approved 

87.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 358363765 

Dated: 20-11-2024 

Inno-train Diagnostik GmbH 

Niederhöchstädter Str. 62, 

61476 Kronberg,  

Germany. 

 

EC Certificate validity: 

N/A 

 

DOC dated 17-11-2021 

 

ISO 13485 validity: 

30-11-2027 

Lymphod Rabbit Complement 

Lyophilized ex 

 

MD Group: Single 

Class: A 

 

FSC Germany issuance date: 

15.08.2024 

LOA validity: 31-12-2026 

 

Shelf life: 24 months 

Storage Conditions: -20°C or below 

 

Approved 

88.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 03573379848 

Dated: 20-11-2024 

AMA Co. Ltd. 

199034, Saint Petersburg, 

17 line of Vasilievsky Island, 

Russia. 

 

EC Certificate validity: 

N/A 

 

DOC dated 22-08-2022 

 

ISO 13485 validity: 

14-08-2025 

HELIC ABT Reader 

 

MD Group: Single 

Class: A 

 

FSC Russia issuance date: 07-02-

2028 

LOA validity: 31-12-2024 

 

Shelf life: N/A 

Storage Conditions: –50 °C to +40 °C 

 

Approved 

89.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 22-11-2024 

 

Fee: PKR 6000/- 

Slip: 760326951779 

AMA Co. Ltd. 

199034, Saint Petersburg, 

17 line of Vasilievsky Island, 

Russia. 

 

EC Certificate validity: 

N/A 

 

DOC dated 22-08-2022 

 

ISO 13485 validity: 

14-08-2025 

HELIC ABT Reader Indicator Tube 

Kit 

 

MD Group: Single 

Class: A 

 

FSC Russia issuance date: 07-02-

2028 

LOA validity: 31-12-2024 

 

Shelf life: 24 months 

Storage Conditions: +5 °C to +40 °C 

 

Approved 
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Dated: 20-11-2024 

90.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 24-11-2023 

 

Fee: PKR 5000/- 

Slip: 34296795869 

Dated: 17-05-2023 

The Binding Site Group 

Limited,  

8 Calthrope Road Edgbaston, 

Birmingham, B15 1QT, United 

Kingdom. 

 

EC Certificate validity: 

N/A 

 

DOC dated 18-05-2022 

 

ISO 13485 validity: 

10-04-2024 

Optilite® Analyzer 

 

MD Group: Single 

Class: A 

 

FSC UK issuance date: 19.08.2027 

LOA validity: 31-12-2024 

 

Shelf life: N/A 

Storage Conditions: N/A 

 

Approved 

91.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 31-05-2023 

 

Fee: PKR 5000/- 

Slip: 9726799683 

Dated: 17-05-2023 

The Binding Site Group 

Limited,  

8 Calthrope Road Edgbaston, 

Birmingham, B15 1QT, United 

Kingdom. 

 

EC Certificate validity: 

N/A 

 

DOC dated 18-05-2022 

 

ISO 13485 validity: 

10-04-2024 

Optilite® Special Wash 1 

 

MD Group: Single 

Class: A 

 

FSC UK issuance date: 19.08.2027 

LOA validity: 31-12-2024 

 

Shelf life: 18 months 

Storage Conditions: 2 – 8oC 

 

Approved 

92.  Labserv 

House No. B-165/2 

Block 3A Gulistan e 

Jauhar, Scheme 36, 

Karachi. 

 

 

(ELI-00105). 

Dy. No.  

Dated: 31-05-2023 

 

Fee: PKR 5000/- 

Slip: 9445140482 

Dated: 17-05-2023 

The Binding Site Group 

Limited,  

8 Calthrope Road Edgbaston, 

Birmingham, B15 1QT, United 

Kingdom. 

 

EC Certificate validity: 

N/A 

 

DOC dated 18-05-2022 

 

ISO 13485 validity: 

10-04-2024 

Optilite® Diluents 

 

MD Group: Single 

Class: A 

 

FSC UK issuance date: 19.08.2027 

LOA validity: 31-12-2024 

 

Shelf life: 18 months 

Storage Conditions: 2 – 8oC 

 

Approved 

93.  M/s Medtronic 

Pakistan Private 

Limited. Ocean 

Tower, 21st Floor, 

Plot # G-3, Khayaban-

e-Iqbal, Block 09, 

Clifton, Karachi.  

 

(ELI-00273)  

 

 

Fee: PKR: 50,000/- 

Slip: 38367140 

Dated: 02-12-2022 

Legal Manufacturer:  

710 Medtronic Parkway 

Minneapolis, MN 55432 USA  

 

Manufacturer:  

Medtronic Inc 8200 Coral Sea 

Street NE Mounds View MN 

USA 55112  

 

Contract Manufacturer: NEW 

DEANTRONICS TAIWAN 

LTD.12F.No.51, Sec 4, 

Zhongyang Rd. Tucheng Dist. 

New Taipei City, New Taipei 

TAIWAN 236 

Patient Cables  

 

Class: D  

 

MD group: Cables  

 

Letter of Authorization:  

Issuance Date:  

21-10-2022  

Validity Date: NA  

 

FSC Validity: 29-09-2023 

Approved. 
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94.  Applicant: 

M/s Hoora Pharma 

(Private) Limited. 

WH-01-20-A7-A8, 

Korangi-Creek 

Industrial Park, Near 

Pakistan Refinery 

Karachi. 

 

(ELI-00037). 

 

Legal Manufacturer: 

Terumo Corporation. Address: 

44-1, 2-chome, Hatagaya, 

Shibuya-Im, Tokyo 151-0072, 

Japan. 

 

Manufacturing Site 

Terumo Corporation (Ashitaka 

Factory) Address: 150, 

Maimaigi cho, Fujinomiya City, 

Shizuoka Prefecture, Japan. 

 

Brand name: Terumo Sterile Tubing 

Welder TSCD-II 

 

Generic Name: Sterile Tube 

Connecting System 

 

Codes / Sizes (if any): 

MESC203A 

 

Class-A 

 

LOA validity: 14-04-2027 

Shelf life: TSCD-II serviced once 

every twelve (12) months or every 

20,000 wafers used.  

Approved subject to 

submission of fee 

details  

95.  M/s Medtronic 

Pakistan Private 

Limited. Ocean 

Tower, 21st Floor, 

Plot # G-3, Khayaban-

e-Iqbal, Block 09, 

Clifton, Karachi.  

(ELI-00273) 

 

Fee: PKR: 5000/- 

Slip:950297726739 

Dated: 04-07-2024 

Legal Manufacturer:  

M/s Micro Therapeutics Inc. 

DBA ev3 Neurovascular, 9775 

Toledo Way, Irvine, CA, 92618 

USA  

 

 

Solitaire Cable Sets  

 

Class: A  

MD group:  

Electrical-only medical device 

connection cable  

 

Letter of Authorization:  

Issuance Date: 21-10-2022 Validity 

Date: N/A  

FSC Validity: 23-03-2027 

Approved 

96.  Applicant: 

M/s. REAGNCHEM 

SCIENTIFIC 

SECOND FLOOR 

A21- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi  

(ELI: 000345) 

  

Legal Manufacturer: 

M/s Meizhou Cornley Hi-Tech 

CO LTD  

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

HiTechZone, Meixian, 514700 

Meizhou, Guangdong PR China 

 

LOA Validity: 

02-02-2026 

Brand Name:  

Electrolyte Analyzer K-LITE 8 Series  

Generic Name:  

Electrolyte Analyzer  

 

Class A  

Shelf Life: NA  

Codes / Sizes (if any): 

K-LITE 8A,K-LITE 8B,K-LITE 8D , 

KLITE 8E, K-LITE 8F, K-LITE 8G, 

K-LITE 8H 

Approved all applied 

models subject to 

submission of fee 

details  

97.  Applicant: 

M/s. REAGNCHEM 

scientific second floor 

A21- Block 13-D1 

Rufi Cottages, Sehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi  

(ELI: 000345) 

Fee:  

Slip: 

Dated:  

Legal Manufacturer: 

M/s Meizhou Cornley Hi-Tech 

CO LTD  

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

HiTechZone, Meixian, 514700 

Meizhou, Guangdong PR China 

 

LOA Validity: 

02-02-2026 

MINI ISE ELECTROLYTE 

ANALYZER  

 

Class A  

Shelf Life: 05 years  

Codes / Sizes (if any): 

K-LITE 8A,K-LITE 8B,K-LITE 8D , 

KLITE 8E, K-LITE 8F, K-LITE 8G, 

K-LITE 8H 

Deferred for 

clarification of 

Product, grouping 

and classification 

since same models 

are mebtioned as of 

K-lite analyzer 8. 

98.  Applicant: 

M/s. WASEEM 

BROTHERS B-45, 

Block5, Gulshan-e-

Iqbal, Karachi  

Legal Manufacturer:  

M/s China Qingdao Bright 

Medical Manufacturing Co. Ltd. 

1 Tian Kang Road, Cheng yang 

District Qingdao 266107, China 

Brand Name: MY HEART Generic 

Name: 

Disposable ECG Electrodes  

 

Class A  

Approved  
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(ELI-00342) 

 

Shelf Life: 03 years  

Codes / Sizes (if any)  

•ADULT (PE FOAM, ROUND 

SHAPE, 55 ø)  

• PEADS (PE FOAM, DROP LIKE 

SHAPE,36x42) 

 

LOA validity: 19/07/2026 

99.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Brand Name:  

Microtome Blade 

Generic Name: 

Microtome Blade 

 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

3050835, 3153735, 1001593 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and Brand 

name 

100.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Cassette 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

B851010GN, B851120OR , 

B851010GY, B851010PK , 

B851010WH, B851100WH, 

B851010YW, B851100GN  

 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and Brand 

name 

101.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Xylene 

 

Class A  

Shelf Life: 48 months  

 

Codes / Sizes (if any)  

6615 

 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

102.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Single Cytofunnel white 

 

Class A  

Shelf Life: NA  

 

Codes / Sizes (if any)  

5991040 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

103.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Cytology Collection Fluid  

 

Class A  

Shelf Life: 32 months   

 

Codes / Sizes (if any)  

6768315 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 
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104.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Cytology Stain 

 

Class A  

Shelf Life: 31 months 

 

Codes / Sizes (if any)  

6766003- EA-65, 

6766005- OG-6 

 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

105.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Isopropyl Alcohol High Purity 

 

Class A  

Shelf Life: 24 months 

Codes / Sizes (if any)  

9500-1  

 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

106.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Isopropyl Alcohol High Purity 

 

Class A  

Shelf Life: 24 months 

Codes / Sizes (if any)  

9500-1  

 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

107.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Stainless Steel Base Molds  

 

Class A  

Shelf Life: NA 

Codes / Sizes (if any)  

6401015, 6401016 6401017, 6401018  

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details 

108.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Cryomatrix 

 

Class A  

Shelf Life: 30 months  

Codes / Sizes (if any)  

6769006 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

109.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Gill 1 Hemtoxylin  

 

Class A  

Shelf Life: 29 months  

Codes / Sizes (if any)  

6765006 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 
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(ELI-00343) 

 

110.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Eosin Y Aqueous (Series S)  

 

Class A  

Shelf Life: 34 months  

Codes / Sizes (if any)  

6766009 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

111.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Mounting Medium  

Class A  

Shelf Life: 38 months  

Codes / Sizes (if any)  

4112 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details  

112.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Histoplast IM Paraffin  

Class A  

Shelf Life: 60 months  

Codes / Sizes (if any)  

8331 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details  

113.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

HistoGel Vial  

Class A  

Shelf Life: 24 months  

Codes / Sizes (if any)  

HG-4000-012 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details  

114.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Rapid Fixx 

Class A  

Shelf Life: 42 months  

Codes / Sizes (if any)  

6764212 

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details and generic 

name. 

115.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Tissue Marking Dye Kit 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

3120123  

LOA validity: 31-03-2027 

Approved subject to 

submission of fee 

details  



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 41 of 578 

 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

 

116.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 7837033085 

Dated: 27-12-2021 

 

Legal Manufacturer:  

M/s RICHARD- ALLAN 

SCIENTIFIC LLC 4481 

Campus Drive, Kalamazoo, 

Michigan 49008 USA 

Cytocool II 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

8323 

LOA validity: 31-03-2027 

Approved subject to 

submission of 

description and 

Generic name. 

117.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKER 5000/- 

Slip: 4443745223 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

AUTOSTAINER 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A80500003,  

A80500007, 

A80500009 

 

Approved 

118.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 450824559014 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

ClearVue  

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A79200001 

 

Approved subject to 

submission of 

Generic name. 

119.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 9376241090 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

Cytospin 4  

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A78300002 A78300003 A78300004 

A78300005  

Approved subject to 

submission of 

Generic name. 

120.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Excelsior  

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A82300001 

Approved subject to 

submission of 

Generic name. 
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Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 76213570649 

Dated: 27-12-2021 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

 

121.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 6678977098 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

Gemini AS   

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A81500001 A81500002 

 

Approved subject to 

submission of 

Generic name. 

122.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 501056145 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

Histostar   

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

Histostar 

A8000001  

Cold Module 

A8000004  

Embedding Module-  

A8000007  

 

Approved subject to 

submission of 

Generic name. 

123.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 0359743447 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

HM325    

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

HM325 Rotary Microtome E- 901140 

HM325 Rotary Microtome- 902100 

HM325 Rotary Microtome 

E902100A HM325 Rotary 

Microtome ER902100ER  

Approved 

124.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 16943738 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

HM340E Microtome    

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

HM340 E Microtome - 905190 

HM340 Rotary Microtome 

E905190A HM340 Rotary 

Microtome ER905190ER 

 

Approved 

125.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

Legal Manufacturer:  HM355S Microtome     

Class A  

Shelf Life: NA  

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 43 of 578 

 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 7837033085 

Dated: 27-12-2021 

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

Codes / Sizes (if any)  

HM355S Microtome - 905200  

HM355S Microtome E- 905200A  

HM355S Microtome ER- 905200ER  

HM355S Microtome STS- 

905200STS 

 

126.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 627734465 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

HM430 Microtome     

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

HM430 Sliding Microtome - 910010 

 

Approved 

127.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 942334746916 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

HM450 Microtome     

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

HM450 Sliding Microtome - 910020 

 

Approved 

128.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 6334978085 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

HM525 NX Cryotome     

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

956650-HM525 NX Cryostat 

956650EC70-HM525 NX Cryostat  

956651-HM525 NX UV Cryostat  

956651EC70-HM525 NX UV 

Cryostat 

 

Approved 

129.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 176077927838 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

NX50 Cryotome      

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

957140, 957140L, 957150, 957150L, 

957160, 957160L, 957170, 957170L, 

957200, 957200L, 957210, 957210L, 

957220, 957220L, 957240, 957240L  

 

Approved 

130.  Applicant: Legal Manufacturer:  NX70 Cryotome     Approved 
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M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 215923602565 

Dated: 27-12-2021 

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

957040, 957040L, 957050, 957050L, 

957060, 957060L, 957070, 957070L,  

 

 

131.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 8017090996 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

PT Module      

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A80400011  

 

Approved 

132.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 03276612 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

REVOS      

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A84100001  

 

Approved subject to 

submission of 

Generic name. 

133.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 69868046843 

Dated: 27-12-2021 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

Slide Basket Transfer System      

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

A84500001  

 

Approved 

134.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Fee: PKR 5000/- 

Slip: 9842440876 

Legal Manufacturer:  

M/s SHANDON 

DIAGNOSTICS LIMITED (A 

SUBSIDIARY OF EPREDIA) 

Tudor Road, Manor Park, 

Runcorn, Cheshire WA7 1TA 

UK 

LOA Validity: 31/03/2026 

 

STP-120  

Class A  

Shelf Life: NA  

Codes / Sizes (if any)  

STP-120-1- 813140  

STP-120-2- 813150  

STP-120-3-813160  

 

Approved subject to 

submission of 

Generic name. 
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Dated: 27-12-2021 

135.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Track ID: 

QRX-2XS-JN9Q 

Fee: PKR 25000/- 

Slip: 2360260325 

Dated: 23-12-2024 

Legal Manufacturer:  

M/s New Erie Scientific LLC (a 

subsidiary of Epredia) 20 Post 

Road, Portsmouth, NH 03801 

USA 

 

FSC: UK Validity: 08/06/2027 

LOA Validity: 31/03/2027 

Adhesion Microscope Slides  

Class A  

Shelf Life: NA  

Codes / Sizes (if any) J1800AMNZ 

J1810AMNZ J1840AMNZ 

J2800AMNZ J7800AMNZ 

K5800AMNZ72 TT-40418218-PS-W 

TT-50418218-PS-B TT-60418218-

PS-G TT-70418218-PS-P TT-

80418218-PS-Y LS-4041IPS8523- 

1CE LS-5041IPS8523- 1CE LS-

6041IPS8523- 1CE LS-7041IPS8523- 

1CE LS-8041IPS8523- 1CE 

J1800BMNZ J1800CMNZ 5991056 

5991055 

Approved 

136.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Track ID: 

QRX-2XS-JN9Q 

Fee: PKR 25000/- 

Slip: 8569166746 

Dated: 23-12-2024 

Legal Manufacturer:  

M/s New Erie Scientific LLC (a 

subsidiary of Epredia) 20 Post 

Road, Portsmouth, NH 03801 

USA 

 

FSC: UK Validity: 08/06/2027 

LOA Validity: 31/03/2027 

Non-Adhesion Microscope Slides  

Class A  

Shelf Life: NA  

Codes / Sizes (if any) 

AB00008432E01M NZ11 

AG00008032E01M NZ11 

AA00000112E01M NZ11 

AA00008032E01M NZ11 

AG00000112E01M NZ11 

AB00000112E01M NZ10 

AF00000112E01M NZ10 

AG00008032E01M NZ10 

AG00000102E01M NZ10 

AB00008032E01M NZ10 

AF00008032E01M NZ10 LS-4041I-

8524-1CE LS-5041I-8524-1CE LS-

6041I-8524-1CE LS-7041I-8524-1CE 

LS-8041I-8524-1CE X1XER302W 

X2XER202W X5XER202LCC2 

X1XER311B 

Approved 

137.  Applicant: 

M/s. DIAGNOSTIC 

SYSTEMS 

A31- Block 13-D1 

Rufi CottagesSehba 

Akhter Road, 

Gulshan-e-Iqbal, 

Karachi 

(ELI-00343) 

Track ID: 

QRX-2XS-JN9Q 

Fee: PKR 25000/- 

Slip: 4294453563 

Dated: 23-12-2024 

Legal Manufacturer:  

M/s New Erie Scientific LLC (a 

subsidiary of Epredia) 20 Post 

Road, Portsmouth, NH 03801 

USA 

 

FSC: UK Validity: 08/06/2027 

LOA Validity: 31/03/2027 

Microscope Slides Coverslip 

Class A  

Shelf Life: NA  

Codes / Sizes (if any) 

BB02400500A113 MNZ0 

BB02400500AC13 MNZ0 

BB02200220A123 MNZ0 

BB02200220AC23 MNZ0 

BB02200220A123 MNZ0 

BB02000200A123 MNZ0 

BB02000200AC23 MNZ0 

BB02200500A113 MNZ0 

BB02200600A113 MNZ0 

BB02400240A123 MNZ0 

BB02400400A113 MNZ0 

BB02400500A033 MNZ0 

BB02400500A113 MNZ0 

BB02400500A233 MNZ0 

BB02400500AC13 MNZ0 

BB02400500S113M NZ0 

BB02400550A113 MNZ0 

BC02500250A233 MNZ0 

Approved 
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BC02500550A113 MNZ0 

BC02500750A240 MNZ0 

138.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

12-12-2024 

Fee: PKR 6000/- 

Slip # 62151961391 

 

 

 

 

(Legal Manufacturer) 

Name: JiangXi Handspro 

Products Solution Co., Ltd  

Chuangye Avenue Fenglin New 

District, De’an County, JiuJing 

City, JiangXi Province, 330400 

P.R. China 

 

 

Brand name: 

Life Care Plus  

Generic Name:  

Nitrile Examination Gloves 

 

Class-A 

 

Xs, S, M, L, XL 

 

LOA validity: 19-04-2027 

Shelf life:  

Storage Conditions: 

FSC validity: 03-06-2025 

 

Approved  

139.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

29-11-2024 

Fee: PKR 5000/- 

Slip # 16105739828 

 

Legal Manufacturer: 

M/s ZIBO EASTMED 

HEALTHCARE PRODUCTS 

CO., LTD 

Address: No.118 Huaguang 

Road, Zhangdian District, Zibo 

255000, Shandong, China 

 

LOA Validity: 11/10/2027 

Brand Name: 

LIFECARE PLUS 

Generic Name: 

STERILE URINE BAGS FOR 

SINGLE USE 

 

Class A 

 

Shelf Life: 05 years 

Storage Conditions:  

Codes / Sizes (if any):  

1000 ml, 2000ml 

 

Approved 

140.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

(ELI-00282) 

 

Date of R& I  

10-08-2022 

Fee: PKR 5000/- 

Slip # 85888157 

 

(Legal Manufacturer) 

 

JiangXi Handspro Products 

Solution Co., Ltd  

Chuangye Avenue Fenglin New 

District, De’an County, JiuJing 

City, JiangXi Province, 330400 

P.R. China 

 

Brand name:  

Life Care Plus 

Generic Name:  

Vinyl Examination Gloves 

 

Class-A 

 

LOA validity:  19-04-2027 

Shelf life: 5 years 

Codes/ Size: (If Any): 

Xs, S, M, L, XL 

 

Approved 

141.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

21-04-2022 

Fee: PKR 5000/- 

(Legal Manufacturer) 

M/s Jiangsu Shuangsheng  

Medical Appliance Co., Ltd 

Address: Dandong Industrial 

Park, Danyang city, Jiangsu 

province, China 

LOA Validity: 15/02/2027 

Brand Name: 

Life Care Plus  

Generic Name:  

ANTI DECUBITUS MATTRESS 

 

Class A 

 

Shelf Life: 05 years 

Storage Conditions:  

Codes / Sizes (if any):  

SF-TA18, SF-TA22, SF-B01, SF-C01 

 

Approved 
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Slip # 634283055 

 

142.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

11-04-2022 

Fee: PKR 5000/- 

Slip # 994516207150 

 

Legal Manufacturer: 

M/s DANYANG AIRTECH 

CO., LTD. 

Address: No.8 Electrotechnical 

Industrial Park, Situ Town, 

Danyang City, Jiangsu Province 

China 

 

LOA Validity: 10/02/2027 

Brand Name: LIFECARE 

Generic Name: 

MEDICAL OXYGEN REGULATOR 

 

Class A 

 

Shelf Life: 03 years 

Storage Conditions:  

Codes / Sizes (if any):  

A-10 & A-15 

 

Approved 

143.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

05-03-2022 

Fee: PKR 5000/- 

Slip # 33513449243 

Legal Manufacturer: 

M/s BSS MEDICAL SUPPLY 

CO., LIMITED 

Address: N0.18 Shabian Road 

Torch Hi-tech Industry Zone, 

Zhongshan, China. 

 

LOA Validity: 10/06/2026 

Brand Name: LIFECARE 

 

Generic Name: DISPOSABLE ECG 

ELECTRODE 

 

Class A 

 

Shelf Life: 02 years 

Storage Conditions:  

Codes / Sizes (if any):  

B2, B4 & B6  

 

Approved 

144.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

18-12-2024 

 

Fee: PKR 6000/- 

Slip # 371333952956 

Dated: 27-11-2024 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

 

Sample Diluent E 

(Chemiluminescent Immunoassay 

Analyzer 

(45ml x 2 bottles) 

 Model No: 20190199  

 

Class-A 

 

LOA validity: 31-Dec-2025 

Shelf life: 12 Months 

Storage Conditions:  

2 - 8°C 

 

FSC validity: 14-June-2025 

 

Approved 

145.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

 

STart Max 

(Automatic clinical analyzer) 

  

Model No: 59017  

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

Approved 
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13-12-2024 

 

Fee: PKR 6000/- 

Slip # 614564276 

Dated: 09-12-2024 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

146.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 64089701609 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

 

         STA – Compact Max 

(Automatic clinical analyzer) 

  

Model No: 59202 

 

Class-A 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 

147.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 14100976 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

 

         STA – Satellite Max 

(Automatic clinical analyzer) 

  

Model No: 58030 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 

148.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 906390949 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

         STA – Owren Koller 

(Buffered Solution) 

(24 x 15ml Bottles) 

  

Model No: 00360 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions: 2-8°C 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 
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149.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 36986945074 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

         STA – Desorb U 

(Decontaminating Solution) 

(24 x 15ml Bottles) 

  

Model No: 00975 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions: 2-8°C 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 

150.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 783795280944 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

      STA – Cleaner Solution 

(Decontaminating Solution) 

(24 x 15ml Bottles) 

  

Model No: 00973 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions: 2-40°C 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 

151.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 41759680 

Dated: 09-12-2024 

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France  

 

 

      STA – CaCl2 0.025 M 

(Aqueous Solution) 

(24 x 15ml Bottles) 

  

Model No: 00367 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

Storage Conditions: 2-8°C 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

Approved 

152.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

Legal Manufacturer: 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France.  

 

                Accessories 

(Ball Vials) 

(Cuvettes) 

(STA – Cuvettes) 

(STA – Microcups) 

Approved 
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A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

13-12-2024 

 

Fee: PKR 6000/- 

Slip # 280377877546 

Dated: 09-12-2024 

       (STA - Satellite Cuvettes) 

 

Model No:  

Ball Vials - 26441 

Cuvettes - 38876 

STA – Cuvettes - 38669 

STA – Microcups - 00802 

STA - Satellite Cuvettes - 39430 

 

Class-A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity:  

Date of Issue: 24-May-2024 

 

 

153.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 8962094615 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

Erba H360 Lyse 

(In-Vitro Diagnostic Reagent 

(500ml) 

 

Model No: HEM00029 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions:  

2°C - 30°C 

 

FSC validity: 31-Mar-2026 

 

Shelf Life: 24 Months 

 

 

Approved in class B 

subject to 

submission of 

clarificdation of 

class. 

154.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 42003286800 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

Erba H360 Dil 

(In-Vitro Diagnostic Reagent 

(20L) 

 

Model No: HEM00028 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions:  

2°C - 30°C 

 

FSC validity: 31-Mar-2026 

 

Approved 
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Shelf Life: 24 Months 

 

 

155.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 13643152 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

 

Erba Clean I 

Buffered Wash Solution IVD 

(6 x 50ml) 

 

Model No: EHL00042 

 

Class: A 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions:  

2°C - 8°C 

 

FSC validity: 18-Jan-2026 

 

Shelf Life: 12 Months 

Approved 

156.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 4947877423 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

Erba Owrens Veronal Buffer 

(Buffered Sample Diluent IVD) 

 

Model No: EHL00021 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions:  

2°C - 8°C 

 

FSC validity: 18-Jan-2026 

 

 

Approved 

157.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 3461633494 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

EC 90 

(Ion-Selective analyzer IVD) 

 

Model No: INS00079 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions:  

2°C - 35°C 

 

FSC validity: 11- Dec -2025 

 

 

Approved 

158.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

LAURA 

(Urine analyzer IVD) 

 

Model No: INS00063 

Approved 
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7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 8947941321 

Dated: 15-11-2024 

 

 

 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

Storage Conditions:  

20 °C to + 60 °C 

 

FSC validity: 21-Jul-2025 

 

 

159.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 6000/- 

Slip # 84984730 

Dated: 15-11-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

LAURA SMART 

(Urine analyzer IVD) 

 

Model No: INS00064 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions:  

20 °C to + 60 °C 

 

FSC validity: 21-Jul-2025 

 

 

Approved 

160.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 5000/- 

Slip # 84984730 

Dated: 30-07-2024 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc.  

1000 Lee Road  

Rochester, NY 14606  USA 

 

 

VITROS 7600 Integrated System  

(Multiple Clinical Chemistry 

Analyzer) 

 

Model No:  

VITROS 7600 Integrated System - 

6844461 

 VITROS Immuno Wash -   1830033 

VITROS  

Immunodiagnostic Product Cleaning 

Solution - 1877158 

VITROS Microsample Cup - 

1213115 

ECi Solid Waste DSP CNT BX/10 - 

6800355 

UNIV WASH RESERVIOR FILTER 

- 6801060 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 30-Aug-2028 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 
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161.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 5000/- 

Slip # 5199874399 

Dated: 30-07-2024 

 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc.  

1000 Lee Road  

Rochester, NY 14606  USA 

 

 

VITROS 5600 Integrated System and 

VITROS 5600 Integrated System  

Refurbished  

(Multiple Clinical Chemistry 

Analyzer) 

 

Model No:  

VITROS 5600 Integrated System -  

6802413 

VITROS 5600 Integrated System 

Refurbished -  6802915 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 30-Aug-2028 

 

Deferred as the 

procedure for the 

regulation of 

refurbished medical 

devices is yet to be 

prescribed and also 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 

162.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 5000/- 

Slip # 6854126916 

Dated: 30-07-2024 

 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc.  

1000 Lee Road  

Rochester, NY 14606  USA 

 

 

VITROS XT 3400 System 

(Multiple Clinical Chemistry 

Analyzer) 

 

Model No: 6844458 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 30-Aug-2028 

 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 

163.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 5000/- 

Slip # 244429705549 

Dated: 30-07-2024 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc.  

1000 Lee Road  

Rochester, NY 14606  USA 

 

 

VITROS 4600 Chemistry System and 

VITROS 4600 Chemistry System 

Refurbished  

(Multiple Clinical Chemistry 

Analyzer) 

 

Model No:  

VITROS 4600 Chemistry System - 

6802445 

VITROS 4600 Chemistry System 

Refurbished - 690040 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

Deferred as the 

procedure for the 

regulation of 

refurbished medical 

devices is yet to be 

prescribed and also 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 
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Storage Conditions: N/A 

 

FSC validity: 30-Aug-2028 

164.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 5000/- 

Slip # 789013244 

Dated: 30-07-2024 

 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1 YHLO 

Biopark, Baolong 2nd road, 

Baolong Subdistrict Longgang 

District, 518116 Shenzhen, 

PEOPLE’S REPUBLIC OF 

CHINA 

 

 

Immunoassay Multi Control (Level 1: 

2 x 3.0ml) 

(Level 2: 2 x 3.0ml) 

 

Model No: CC817 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 36 Months 

 

Storage Conditions:  

2°C - 8°C 

FSC validity: RRA – FSC 

(Australia) 

Date of Issue: 07-Aug-2023 

Approved 

165.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-05-2024 

 

Fee: PKR 5000/- 

Slip # 055021515 

Dated: 29-01-2024 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

Opti Sol – XL 1500 

(Cleaning Solution IVD) 

 

Model No: REG00055 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24Months 

 

Storage Conditions:  

+2°C +25°C 

 

FSC validity: 21-July-2025 

 

Approved 

166.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

28-12-2023 

 

Fee: PKR 5000/- 

Slip # 57471969562 

Dated: 18-05-2023 

Legal Manufacturer: 

Erba Lachema s.r.o. located at 

Karásek 2219/1d 62100 Brno 

Czech Republic 

 

 

 

Opti Sol – XL 750 

(Cleaning Solution IVD) 

 

Model No: REG00054 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 24 Months 

 

Storage Conditions:  

+2°C +25°C 

 

FSC validity: 21-July-2025 

 

Approved 
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167.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

06-03-2023 

 

Fee: PKR 5000/- 

Slip # 2326774559 

Dated: 03-02-2023 

Legal Manufacturer: 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden  

 

 

Swelab Alfa Plus Basic (Hematology 

Analyzer) 

 

Model No: 1420041 

 

Class: A 

 

LOA validity: 31-Dec-2024 

Shelf life: 08 Years (96 Months) 

 

Storage Conditions:  

18°C - 32°C 

 

FSC validity:  

Date of Issue: 21-09-2022 

 

Approved 

168.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 5000/- 

Slip # 03973781783 

Dated: 15-11-2022 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc. 

100 Indigo Creek Drive 

Rochester, NY 14626 USA  

 

 

Ortho – Consumables 

(Signal Reagent Box/2 packs 

(2x28ml) 

VITROS Versatip Box  

(1000 Tips) 

Maintenance PK box/2 packs  

(2x100 Tests) 

HI Sample Diluent B (ON) (100 

Tests) 

Wash Reagent box/ 2 bottles (2x5L) 

 

Model No:  

Signal Reagent Box/2 packs - 

1072693 

VITROS Versatip Box - 6801715 

Maintenance PK box/2packs - 

1831312 

HI Sample Diluent B (ON) –  

8321200 

Wash Reagent box/ 2 bottles -  

8389793 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life:  

Signal Reagent Box/2 packs – 26 

weeks 

VITROS Versatip Box (1000 Tips) – 

N/A 

Maintenance PK box/2 packs  

(2x100 Tests) 

HI Sample Diluent B (ON) (100 

Tests) – 52 Weeks 

Wash Reagent box/ 2 bottles (2x5L) - 

52 Weeks 

 

Storage Conditions:  

Signal Reagent Box/2 packs – 2-8°C 

VITROS Versatip Box (1000 Tips) – 

N/A 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 
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Maintenance PK box/2 packs  

(2x100 Tests) 2-25°C 

HI Sample Diluent B (ON) (100 

Tests) – 2-8°C 

Wash Reagent box/ 2 bottles (2x5L) - 

2-25°C 

 

FSC validity:  

Date of Issue: 28-Oct-2020 

169.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

18-11-2022 

 

Fee: PKR 5000/- 

Slip # 92824108 

Dated: 15-11-2022 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc. 

100 Indigo Creek Drive 

Rochester, NY 14626 USA  

 

 

VITROS ECiQ Immunodiagnostic 

System 

(VITROS ECiQ Immunodiagnostic 

System Refurbished) 

(VITROS Instructions for Use USB-

NONUS) 

(ECiQ INSTALLATION KIT) 

(ECi/ECiQ REFERENCE SET-

A4/ENG) 

 

Model No:  

VITROS ECiQ Immunodiagnostic 

System - 1922814 

VITROS ECiQ Immunodiagnostic 

System Refurbished - 6801059 

VITROS Instructions for Use USB-

NONUS – J65470 

ECiQ INSTALLATION KIT - 

6801881 

ECi/ECiQ REFERENCE SET-

A4/ENG - 6800172  

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

Storage Conditions: N/A 

 

FSC validity:  

Date of Issue: 28-Oct-2020 

Deferred as the 

procedure for the 

regulation of 

refurbished medical 

devices is yet to be 

prescribed and also 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 

170.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

18-11-2022 

 

Fee: PKR 5000/- 

Slip # 45624596 

Dated: 15-11-2022 

Legal Manufacturer: 

Ortho-Clinical Diagnostics, Inc. 

100 Indigo Creek Drive 

Rochester, NY 14626 USA  

 

 

VITROS 3600 Immunodiagnostic 

System 

(3600 Immunodiagnostic Software) 

(FS 5,1 ASSAY DATA DISK) 

(3600 Uses Doc DC) 

(3600 Documentation Binder) 

(Power Cable - UK Plug) 

Model No:  

VITROS 3600 Immunodiagnostic 

System –  

6802783 

3600 Immunodiagnostic Software –  

6802865 

FS 5,1 ASSAY DATA DISK – 

6801876 

3600 Uses Doc DC – 6802899 

3600 Documentation Binder – 

6802902 

Referred to Legal 

affairs Division for 

legal opinion 

regarding court case 
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Power Cable - UK Plug –  

2621154 

 

Class: A 

 

LOA validity: 12-June-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity:  

Date of Issue: 28-Oct-2020 

171.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-11-2022 

 

Fee: PKR 5000/- 

Slip # 00702272952 

Dated: 04-11-2022 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

iFlash - Consumables 

(Wash Buffer) 

(Wash Buffer - concentrated) 

(Pre-Trigger Solution) 

(Trigger Solution) 

(Reaction Vessel) 

(Sample Diluent B) 

(Waste Box) 

(Cleaning Solution) 

 

Model No:  

Wash Buffer – C89997  

Wash Buffer - concentrated – 

C80001, C89995 

Pre-Trigger Solution – C89999, 

C89959. C89949 

Trigger Solution – C89998, C89958. 

C89948 

Reaction Vessel – C6100 

Sample Diluent B – C89911,  

C89912, C89914, C89915, C89917, 

C89918, C89919, C89919-1 

Cleaning Solution – C80003, C89923 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life:  

Wash Buffer – 24 Months 

Wash Buffer (concentrated) – 24 

Months 

Pre-Trigger Solution – 12 Months 

Trigger Solution – 12 Months 

Reaction Vessel – 03 Years 

Sample Diluent B – 12 Months 

Waste Box – N/A 

Cleaning Solution – 14 Months 

 

Storage Conditions:  

Wash Buffer –  2-35°C 

Wash Buffer (concentrated) – 2-35°C 

Pre-Trigger Solution –  

2-8°C 

Trigger Solution – 2-30°C 

Approved 
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Reaction Vessel –  

Sample Diluent B – 2-8°C 

Waste Box – N/A 

Cleaning Solution – 2-30°C 

 

FSC validity: 30-11-2024 

172.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 5000/- 

Slip # 9629749965 

Dated: 04-11-2022 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

 

iFlash - 3000 

(Chemical Immunoassay Analyzer) 

 

Model No: C6111. C6109, C6110, 

C6106 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 29-03-2025 

Approved 

173.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-11-2022 

 

Fee: PKR 5000/- 

Slip # 72362234443 

Dated: 04-11-2022 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

 

iFlash – 1200  

(Chemical Immunoassay Analyzer) 

 

Model No: FG0074 

 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: 10 Years 

 

Storage Conditions: N/A 

 

FSC validity: 29-03-2025 

 

 

 

Approved 

174.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 5000/- 

Slip # 8438245130 

Dated: 04-11-2022 

Legal Manufacturer: 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

 

iFlash – 1800  

(Chemical Immunoassay Analyzer) 

 

Model No: C6104 

Class: A 

 

LOA validity: 31-Dec-2025 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 29-03-2025 

 

 

Approved 
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175.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-03-2022 

 

 

Fee: PKR 5000/- 

Slip # 90760140527 

Dated: 14-02-2022 

 

Legal Manufacturer: 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

 

 

Wash Solution A & B 

(Wash Solution A: 16x26ml) 

(Wash Solution B: 8x26ml) 

 

Model No:  

Wash Solution A – SOLA-M163 

Wash Solution B – SOLA-M830 

 

Class: A 

 

LOA validity: 29-July-2027 

 

Shelf life:  

Wash Solution A: 24 Months 

Wash Solution B: 24 Months 

 

Storage Conditions: 2-25°C 

 

FSC validity:  

Date of Issue: 06-06-2024 

Approved 

176.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-03-2022 

 

Fee: PKR 5000/- 

Slip # 6645611572 

Dated: 14-02-2022 

Legal Manufacturer: 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

 

System Solution 

(1x1L) 

 

Model No: SLSY - 5905 

 

Class: A 

 

LOA validity: 29-July-2027 

 

Shelf life: 24 Months 

 

Storage Conditions: 2-25°C 

 

FSC validity:  

Date of Issue: 06-06-2024 

 

Approved 

177.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

10-11-2021 

 

Fee: PKR 5000/- 

Slip # 32232440856 

Dated: 15-06-2021 

Legal Manufacturer: 

VitalScientific B.V. (Formerly 

known as ELITech Group 

B.V.)Van Rennselaerweg 46956 

AV Spankeren 

The Netherlands 

 

 

 

Selectra Mach 5 

(Multiple Clinical Chemistry 

Analyzer) 

 

Model No: 6004-301 

 

Class: A 

 

LOA validity: 17-Oct-2027 

 

Shelf life: N/A 

 

Storage Conditions: N/A 

 

FSC validity: 08-10-2029 

Approved 

178.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

Legal Manufacturer: 

Diasys Diagnostic Systems 

GmbH, Alte StraBe 9, 65558 

Holzheim, Germany 

LDL - Precipitant 

(Lipid Profile – Pack Size: 250ml) 

 

Model No: 14330 

Approved 
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7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 5000/- 

Slip # 027649177702 

Dated: 15-06-2021 

 

 

 

Class: A 

 

LOA validity: 02-Dec-2025 

 

Shelf life: 22 Months 

 

Storage Conditions: 2-8°C 

 

FSC validity:  

Date of Issue: 19-Jan-2021 

 

 

179.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 5000/- 

Slip # 5716887500 

Dated: 15-06-2021 

Legal Manufacturer: 

Diasys Diagnostic Systems 

GmbH, Alte StraBe 9, 65558 

Holzheim, Germany 

 

 

 

HDL - Precipitant 

(Lipid Profile – Pack Size: 250ml) 

 

Model No: 13540 

 

Class: A 

LOA validity: 02-Dec-2025 

 

Shelf life: 22 Months 

 

Storage Conditions: 15-25°C 

 

FSC validity:  

Date of Issue: 19-Jan-2021 

 

 

Approved 

180.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

22-02-2021 

 

Fee: PKR 5000/- 

Slip # 2026412 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

 

 

System Cleaning Solution 

 

Model No: SLNA - 5900 

 

Class: A 

 

LOA validity: 29-July-2027 

 

Shelf life: 24 Months 

 

Storage Conditions: 15-25°C 

 

FSC validity:  

Date of Issue: 06-06-2024 

 

Approved 

181.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Legal Manufacturer: 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

 

 

System Solution  

(1000) 

 

Model No: SLSY - 5900 

 

Class: A 

 

LOA validity: 29-July-2027 

 

Shelf life: 24 Months 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 61 of 578 

 

 

Date of R& I  

22-02-2021 

 

Fee: PKR 5000/- 

Slip # 2026411 

Dated: 28-12-2020 

 

Storage Conditions: 15-25°C 

 

FSC validity:  

Date of Issue: 06-06-2024 

 

182.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

22-02-2021 

 

Fee: PKR 5000/- 

Slip # 2026409 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

 

Acid Solution  

 

Model No: SLHC - 5900 

 

Class: A 

 

LOA validity: 29-July-2027 

 

Shelf life: 24 Months 

 

Storage Conditions: 15-25°C 

FSC validity:  

Date of Issue: 06-06-2024 

 

Approved 

183.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-01-2021 

 

Fee: PKR 5000/- 

Slip # 2026416 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific B.V. (Formerly 

known as ELITech Group 

B.V.)Van Rennselaerweg 46956 

AV Spankeren 

The Netherlands 

 

 

 

Selectra Pro S 

 

Model No: 6003-500 

 

Class: A 

 

LOA validity: 28-Nov-2027 

 

Shelf life: N/A 

 

Storage Conditions:  

10 - 45 °C 

 

FSC validity: 31-12-2029 

Approved subject to 

generic name of the 

product. 

184.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-01-2021 

 

Fee: PKR 5000/- 

Slip # 2026414 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific B.V. (Formerly 

known as ELITech Group 

B.V.)Van Rennselaerweg 46956 

AV Spankeren 

The Netherlands 

 

 

Selectra Pro M 

 

Model No: 6003-400 

 

Class: A 

 

LOA validity: 17-Oct-2027 

 

Shelf life: N/A 

 

Storage Conditions:  

10 - 45 °C 

 

FSC validity: 08-10-2029 

Approved subject to 

generic name of the 

product. 
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185.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-01-2021 

 

Fee: PKR 5000/- 

Slip # 2026415 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific B.V. (Formerly 

known as ELITech Group 

B.V.)Van Rennselaerweg 46956 

AV Spankeren 

The Netherlands 

 

 

 

Selectra Pro M Lite 

 

Model No: 6003-439 

 

Class: A 

 

LOA validity: 17-Oct-2027 

 

Shelf life: N/A 

 

Storage Conditions:  

10 - 45 °C 

 

FSC validity: 08-10-2029 

Approved subject to 

generic name of the 

product. 

186.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-01-2021 

 

Fee: PKR 5000/- 

Slip # 2026418 

Dated: 28-12-2020 

Legal Manufacturer: 

VitalScientific B.V. (Formerly 

known as ELITech Group 

B.V.)Van Rennselaerweg 46956 

AV Spankeren 

The Netherlands 

 

Microlab 300 LX 

 

Model No: 6003-075 

 

Class: A 

 

LOA validity: 17-Oct-2027 

 

Shelf life: N/A 

 

Storage Conditions:  

10 - 45 °C 

 

FSC validity: 08-10-2029 

Approved subject to 

generic name of the 

product. 

187.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I: 

27-08-2020 

 

Fee: PKR 5000/- 

Slip # 1932817 

Dated: 21-04-2020 

Legal Manufacturer: 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden 

 

 

Boule Easy Cleaner 

 

Model No: 1504113 

 

Class: A 

 

LOA validity: 31-Dec-2024 

 

Shelf life: 24 Months 

 

Storage Conditions:  

2 - 30 °C 

 

FSC validity: 25-05-2022 

Approved 

188.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Legal Manufacturer: 

Shanghai Huarai Aerosol Co. 

Ltd. 

222, Yuan Chun Road,Pu Dong 

New Area,Shang Hai,China 

 

 

Dowhaler BDD10 

 

Model No: 20150027 

 

Class: A 

LOA validity: 21-Mar-2021 

Approved subject to 

generic name of the 

product. 
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Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I: 

09-04-2020 

 

Fee: PKR 5000/- 

Slip # 2010733 

Dated: 30-03-2020 

 

(Validity: Authorization will be 

renewed automatically for a year in 

case of Martin Dow Specialties and 

Huarui do not cancel it in written 

announcement) 

 

Shelf life: 36 Months 

 

Storage Conditions:  

Sealed and store in a dry place. 

Do not use in humid environment 

 

FSC validity: 20-08-2020 

189.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I: 

09-04-2020 

Fee: PKR 5000/- 

Slip # 2010732 

Dated: 30-03-2020 

Legal Manufacturer: 

Shanghai Huarai Aerosol Co. 

Ltd. 

222, Yuan Chun Road,Pu Dong 

New Area,Shang Hai,China 

 

LOA validity: 21-Mar-2021 

(Validity: Authorization will be 

renewed automatically for a 

year in case of Martin Dow 

Specialties and Huarui do not 

cancel it in written 

announcement) 

Dowhaler BDD07 

 

Model No: 20150027 

Class: A 

 

 

Shelf life: 36 Months 

Storage Conditions:  

Sealed and store in a dry place. 

Do not use in humid environment 

 

FSC validity: 20-08-2020 

Approved subject to 

generic name of the 

product. 

190.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I: 

09-04-2020 

 

Fee: PKR 5000/- 

Slip # 2010731 

Dated: 30-03-2020 

 

Legal Manufacturer: 

Shanghai Huarai Aerosol Co. 

Ltd. 

222, Yuan Chun Road,Pu Dong 

New Area,Shang Hai,China 

 

LOA validity: 21-Mar-2021 

(Validity: Authorization will be 

renewed automatically for a 

year in case of Martin Dow 

Specialties and Huarui do not 

cancel it in written 

announcement) 

 

Dowhaler BDD05 

 

Model No: 20150027 

Class: A 

 

 

Shelf life: 36 Months 

Storage Conditions:  

Sealed and store in a dry place. 

Do not use in humid environment 

 

FSC validity: 20-08-2020 

Approved subject to 

generic name of the 

product. 

191.  M/S Sohail 

Corporation,  

Plot No. 07, SR-05, 

Serai Quarters, 

Techno City, 

Warehouse No. 42, 

Karachi - Pakistan 

 

ELI-00676 

 

R&I details 

Legal Manufacture: 

M/s TOP GLOVE SDN BHD 

Manufacturing Site: located at 

Lot 4969, Jalan Teratai, Batu 6, 

Off Jalan Meru, 41050 Klang, 

Selangor D.E., Malaysia. 

 

FSC Validity:  

Malaysia  

30-05-2025 

 

Metro Disposable Latex Examination 

Powdered Gloves 

 

Class: A 

 

Shelf Life: 5 Years 

 

Codes/sizes (If any): 

According to FSC 

 

 

Approved subject to 

sizes/codes. 
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27-May-2024 

Fee 

Rs. 5,000/ through 

slip no.1311785349, 

dated 13-03-2024 

LOA Validity: 

28-11-2028 

 

 

192.  M/S Sohail 

Corporation,  

Plot No. 07, SR-05, 

Serai Quarters, 

Techno City, 

Warehouse No. 42, 

Karachi - Pakistan 

 

ELI-00676 

 

R&I details 

17 April 2024 

Fee 

Rs.5,000/ through slip 

no. 485453205366, 

dated 05/04/2024 

Legal Manufacture: 

M/s: Jiangsu Sunclean Medical 

Co., Ltd 

Manufacturing Site: located at: 

No.11 Fenghuang South Road, 

Hutang Town, Wujin District 

213162 Changzhou City, 

Jiangsu Province, China 

 

FSC Validity:  

China  

21-11-2025 

 

LOA Validity: 

12-10-2028 

Brand Name: 

Metro Alcohol Swab 

 

(Generic Name): 

Alcohol Swab 

 

Class: A 

 

Shelf Life: 5 Years 

 

 

Approved 

193.  Applicanrt: 

M/s. A.Feroz & Co.,  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

30-12-2024 

Fee: PKR 6000/- 

Slip # 52043597154 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing Sdn Bhd (SGM) 

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Sungai Buloh, Selangor, 

MALAYSIA 

 

ISO 

Validity:06-02-2026  

 

FSC: MALAYSIA 

Validity: 19-09-2026 

Brand Name:  

Safety-Max-Non-Sterile Generic: 

Non-Sterile Latex Examination 

Gloves, Powdered 

Codes / Sizes (if any)  

XS, S, M, L, XL  

 

Class A 

 

LOA Validity: 25-08-2029 

Shelf Life: 05 years 

Storage conditions: Store in cool, 

clean, dry, and insect-free location. 

Protect from direct sunlight and damp 

conditions. 

Approved 

194.  M/s. A.Feroz & Co.,  

Address:  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

30-12-2024 

Fee: PKR 6000/- 

Slip # 7573174475 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing Sdn Bhd (SGM) 

 

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Sungai Buloh, Selangor, 

MALAYSIA 

 

ISO 

Validity:06-02-2026 

 

FSC: MALAYSIA 

Validity: 19-09-2026 

Brand Name: Safety-Max 

Generic Name: Non-Sterile Latex 

Examination Gloves, Powder-Free 

Codes / Sizes (if any)  

XS, S, M, L, XL  

 

Class A 

 

LOA Validity: 25-08-2029 

Shelf Life: 05 years 

 

Storage conditions: Store in cool, 

clean, dry, and insect-free location. 

Protect from direct sunlight and damp 

conditions. 

 

Approved 

195.  M/s. A.Feroz & Co.,  

Address:  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing Sdn Bhd (SGM) 

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Brand Name: Safety-Max- 

Generic Name: Non-Sterile Nitrile 

Examination Gloves, Powder-Free 

Codes / Sizes (if any)  

XS, S, M, L, XL  

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 65 of 578 

 

ELI:00066 

 

Date of R& I  

30-12-2024 

Fee: PKR 6000/- 

Slip # 85210855788 

Sungai Buloh, Selangor, 

MALAYSIA 

 

ISO 

Validity:06-02-2026 

FSC: MALAYSIA 

Validity: 19-09-2026 

Class A 

LOA Validity: 25-08-2029 

Shelf Life: 05 years 

Storage conditions: Store in cool, 

clean, dry, and insect-free location. 

Protect from direct sunlight and damp 

conditions. 

196.  M/s. A.Feroz & Co.,  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

30-12-2024 

Fee: PKR 6000/- 

Slip # 5811572295 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing Sdn Bhd (SGM) 

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Sungai Buloh, Selangor, 

MALAYSIA 

 

ISO 

Validity:06-02-2026 

 

FSC: MALAYSIA 

Validity: 19-09-2026 

Brand Name: Safety-Max- 

Generic Name: Non- Non-Sterile 

Latex Examination Gloves, Powder-

Free Peppermint 

 

Codes / Sizes (if any)  

XS, S, M, L, XL  

 

Class A 

LOA Validity: 25-08-2029 

Shelf Life: 05 years 

Storage conditions: Store in cool, 

clean, dry, and insect-free location. 

Protect from direct sunlight and damp 

conditions. 

Approved 

197.  M/s. A.Feroz & Co.,  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

30-12-2024 

Fee: PKR 6000/- 

Slip # 44329058378 

Legal Manufacturer: 

M/s Nantong Angel Medical 

Instruments Co., Ltd. 

Address: 

No. 8 Fusheng Road, Xiayuan 

Town Rugao City 

 

ISO Validity:31-01-2026 

 

FSC: CHINA 

Validity: 23-04-2026 

Brand Name: Safety External Male 

Catheter 

Generic Name:  

External Male Catheter 

Codes / Sizes (if any)  

S (25mm), M (30mm), L(35mm), XL 

(40mm) 

 

Class A 

LOA Validity: 20-11-2029 

Shelf Life: 05 years 

Storage conditions: Store in cool, 

clean, dry, and insect-free location. 

Protect from direct sunlight and damp 

conditions. 

 

Approved. 

198.  M/s. A.Feroz & Co.,  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

11-10-2022 

Fee: PKR 5000/- 

Slip # 500856442397 

Legal Manufacturer: 

M/s Wuxi Medical Instrument 

Factory Co., Ltd.,  

Address: 

No.43 Xixin Road, Zhangjing, 

Xibei Town, Wuxi City, Jiangsu 

214194 China 

 

ISO Validity:18-03-2027 

 

FSC: CHINA 

Validity: 16-01-2025  

Brand Name:  

Safety Alcohol Pad 

Generic Name: Alcohol Pad 

Codes / Sizes (if any)  

D-014, D-010, D-013, D-015, D-016, 

D-020,  

D-023 

 

Class A 

LOA Validity: 26-11-2026 

Shelf Life: 05 years 

Storage conditions: Store at room 

temperature. Keep away from direct 

sunlight. Keep out of the reach of 

children 

 

Approved 

199.  M/s. A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, 

Karachi 

Legal Manufacturer: 

M/s Xiantao Daoqi Plastic 

Co.,Ltd 

Address: NO.83 Wagou New 

Brand Name:  

Safety Disposable Surgical Gown 

Generic Name:  

Disposable Surgical Gown 

Approved 
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ELI:00066 

 

Date of R& I  

10-08-2022 

Fee: PKR 5000/- 

Slip # 1906406 

District, Pengchang 

Town, Xiantao City, Hubei 

Province, China 

 

 

ISO Validity: 21/05/2025 

 

FSC: China 

Validity: 08/01/2025 

 

Codes / Sizes (if any)  

S, M, L, XL, XXL, XXXL 

Class A 

 

LOA Validity: 27/07/2025 

Shelf Life: 05 years 

Storage conditions: Keep it in a cool 

and dry place, away from heat, 

moisture and insects. Avoid direct 

exposure to sunlight. 

200.  M/s. A.Feroz & Co. 

Address:  

Medicine Street No.1, 

Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

10/08/2020 

Fee: PKR 5000/- 

Slip # 1906407 

Legal Manufacturer: 

M/s Xiantao Daoqi Plastic 

Co.,Ltd 

Address:  

NO.83 Wagou New District, 

Pengchang Town, Xiantao City, 

Hubei Province, China 

 

ISO 13485 

Validity: 21/05/2025 

 

 

FSC: China 

Validity: 05/12/2025 

Brand Name:  

Safety Disposable Cap 

Generic Name:  

Disposable Cap 

 

Codes / Sizes (if any)  

Strip cap  

(45cm, 48cm, 50cm, 53cm, 61cm) 

Round cap  

(45cm, 48cm, 50cm, 53cm, 61cm) 

Strapped cap (62cm, 64cm) 

Elastic cap 

(62cm, 64cm) 

 

Class A 

LOA Validity: 27/07/2025 

Shelf Life: 05 years 

Storage conditions: Keep it in a cool 

and dry place, away from heat, 

moisture and insects. Avoid direct 

exposure to sunlight. 

 

Approved  

201.  M/s. A.Feroz & Co. 

Address:  

Medicine Street No.1, 

Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

10/08/2020 

Fee: PKR 5000/- 

Slip # 1906404 

Legal Manufacturer: 

M/s Xiantao Daoqi Plastic 

Co.,Ltd 

Address:  

NO.83 Wagou New District, 

Pengchang Town, Xiantao City, 

Hubei Province, China 

 

ISO 13485 

Validity: 21/05/2025 

 

LOA Validity: 27/07/2025 

 

Brand Name:  

Safety Disposable Mask 

Generic Name:  

Disposable Mask 

Codes / Sizes (if any)  

Earloop Face Mask: 

14.5cm×9cm、17.5cm×9.5cm、 

Tie on Face Mask: 

14.5cm×9cm、 

17.5cm×9.5cm 

Class A 

Shelf Life: 05 years 

Storage conditions: Keep it in a cool 

and dry place, away from heat, 

moisture and insects. Avoid direct 

exposure to sunlight. 

 

FSC: China 

Validity: 24/10/2025 

Approved Earloop 

Face Mask and for 

Tie on Face 

Mask.submit form 

and fee  

202.  M/s. A.Feroz & Co. 

Address:  

Medicine Street No.1, 

Marriot Road, 

Karachi 

Legal Manufacturer: 

M/s Jiangsu Kanghua Medical 

Equipment Co., Ltd  

Address:  

Brand Name:  

Star + Urine Collection Bags 

Generic Name:  

Urine Collection Bags 

Codes / Sizes (if any)  

Approved subject to 

submission of valid 

FSC. 
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ELI:00066 

 

Date of R& I  

13/03/2020 

Fee: PKR 5000/- 

Slip # 1907932 

Sanhekou, Changzhou, Jiangsu, 

213115, P.R. China.  

 

ISO 13485 

Validity: 30/04/2026 

100ml, 200ml, 500ml, 750ml, 

1000ml, 2000ml 

 

Class A 

LOA Validity: 03/11/2029 

Shelf Life: 05 years 

 

203.  M/s. A.Feroz & Co.,  

Address:  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

13/03/2020 

Fee: PKR 5000/- 

Slip # 1907917 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing SDN BHD 

(SGM),  

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Sungai Buloh, Selangor, 

MALAYSIA 

 

FSC: MALAYSIA 

Validity: 06-07-2027 

Brand Name; Supermax 

Generic Name;  

Non-Sterile Latex Examination 

Gloves, Powder Free 

Codes / Sizes (if any)  

XS, S, M, L, XL 

 

Class A 

LOA Validity: 22-01-2029 

Shelf Life: 05 years 

 

 

Approved 

204.  M/s. A.Feroz & Co.,  

Address:  

Medicine Street No. 

1, Marriot Road, 

Karachi 

 

ELI:00066 

 

Date of R& I  

13/03/2020 

Fee: PKR 5000/- 

Slip # 1907918 

Legal Manufacturer: 

M/s Supermax Gloves 

Manufacturing SDN BHD 

(SGM),  

Address: 

Lot 38, Putra Industrial Park, 

Bukit Rahman Putra, 47000 

Sungai Buloh, Selangor, 

MALAYSIA 

 

FSC: MALAYSIA 

Validity: 06-07-2027 

Brand Name: Supermax 

Generic Name:  

Non-Sterile Latex Examination 

Gloves, Powdered 

Codes / Sizes (if any)  

XS, S, M, L, XL 

 

Class A 

LOA Validity: 22-01-2029 

Shelf Life: 05 years 

 

 

Approved 

205.  M/s.Excel 

Corporation 

 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

05-04-2023 

Fee: PKR 5000/- 

Slip # 7099451632 

Legal Manufacturer: 

M/s Ningbo Haishu Medical 

Treatment Appliance Factory,  

 

Address:  

Xinzhuang Village, Gaoqiao 

Town 315175 Ningbu People’s 

Republic Of China 

 

ISO 13485 

Validity: 30-09-2026 

Brand Name:  

Safety Three Ball Spirometer 

Generic Name:  

Respiratory Exerciser 

Codes / Sizes (if any)  

Three Ball Type 

 

Class A 

LOA Validity: 01-02-2028 

Shelf Life: 05 years 

 

FSC: CHINA 

Validity: 01-04-2025 

Approved 

206.  M/s. Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

09-02-2023 

Fee: PKR 5000/- 

Slip # 5224010711 

Legal Manufacturer: 

M/s Sri Trang Gloves 

(Thailand) Public Company 

Limited,  

Address:  

No.110, Kanjanavanit Road, 

Pahtong, Hat Yai, Songkhla 

90230 Thailand 

 

ISO 13485 

Validity: 31-10-2026 

Brand Name:  

Senior Latex Powder Free Gloves 

Generic Name:  

Non-Sterile Latex Powder Free 

Examination Gloves 

Codes / Size (if any)  

XS, S, M, L, XL 

 

Class A 

LOA Validity: 21-12-2027 

Shelf Life: 05 years 

 

Approved 

207.  M/s.Excel 

Corporation 

Legal Manufacturer: Brand Name: 

Senior Latex Powdered Gloves 

Approved 
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Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

09-02-2023 

Fee: PKR 5000/- 

Slip # 79123050257 

M/s Sri Trang Gloves 

(Thailand) Public Company 

Limited,  

Address:  

No.110, Kanjanavanit Road, 

Pahtong, Hat Yai, Songkhla 

90230 Thailand 

 

ISO 13485 

Validity: 31-10-2026 

Generic Name: Non-Sterile Latex 

Powdered Examination Gloves 

Codes / Sizes (if any)  

XS, S, M, L, XL 

 

Class A 

LOA Validity: 21-12-2027 

Shelf Life: 05 years 

 

208.  M/s.Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1903540 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

 

 

ISO 13485 

Validity: 03-08-2027 

Brand Name:  

Wepack Sterilization Rolls 

Generic Name:  

Sterilization Rolls 

 

Codes / Sizes (if any)  

Flat: 

50mm*200m, 55mm*200m, 

75mm*200m, 100mm*200m, 

120mm*200m, 125mm*200m, 

150mm*200m, 200mm*200m, 

250mm*200m, 300mm*200m, 

350mm*200m, 380mm*200n, 

400mm*200m, 450mm*200m, 

500mm*200m, 550mm*200m, 

600mm*200m 

Gusseted: 

75mm*100m, 100mm*100m, 

120mm*100m, 125mm*100m, 

150mm*100m, 200mm*100m, 

250mm*100m, 300mm*100m, 

350mm*100m, 380mm*100m, 

400mm*100m, 450mm*100m, 

500mm*100m, 550mm*100m 

 

 

Approved 

209.  M/s.Excel 

Corporation 

 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1904607 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

Brand Name: Wepack Plasma 

Sterilization Rolls 

 

Generic Name: Plasma Sterilization 

Rolls 

 

Codes / Sizes (if any)  

50mm*100m, 75mm*100m, 

100mm*100m, 120mm*100m, 

125mm*00m, 150mm*100m, 

200mm*100m, 250mm*100m, 

300mm*100m, 350mm*100m, 

380mm*100m, 400mm*100m, 

450mm*100m, 500mm*100m, 

550mm*100m, 600mm*100m 

 

 

Approved 

210.  M/s.Excel 

Corporation 

 

Address:  

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

 

Address:  

Brand Name: Wepack Sterilization 

Pouches 

Generic Name:  

Sterilization Pouch 

Class A 

Approved 
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435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1904611 

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

 

LOA Validity: 04-11-2029 

 

FSC: China 

Validity: 05-11-2026 

Codes / Sizes (if any)  

Self-seal:  

57mm*130mm, 90mm*165mm, 

70mm*260mm, 90mm*230mm, 

90mm*260mm, 135mm*280mm, 

135mm*283mm, 140mm*280mm, 

140mm*305mm, 160mm*200mm, 

190mm*360mm, 190mm*380mm, 

200mm*320mm, 200mm*360mm, 

230mm*395mm, 235mm*395mm, 

300mm*420mm, 305mm*430mm, 

360mm*360mm, 400mm*400mm, 

400mm*530mm, 400mm*535mm, 

420mm*600mm, 500mm*630mm 

Heat-seal: 

7.5cm*26cm, 8cm*25cm, 8cm*12cm. 

10cm*15cm, 10cm*25cm, 

10cm*20cm, 12cm*15cm, 

15cm*18cm, 15cm*20cm, 

15cm*30cm, 16cm*20cm, 

20cm*25cm, 20cm*30cm, 

20cm*40cm, 25cm*26cm, 

25cm*35cm, 25cm*30cm, 

30cm*40cm, 30cm*45cm, 

30cm*50cm, 30cm*60cm, 

35cm*50cm, 35cm*45cm, 

40cm*50cm, 40cm*55cm, 

40cm*60cm, 45cm*50cm, 

45cm*60cm, 50cm*60cm, 

50cm*70cm 

 

211.  M/s.Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1903539 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

Brand Name: Star Wepack Medical 

Crepe Papers 

Generic Name: Medical Crepe Paper 

Class A 

Codes / Sizes (if any)  

20cm*20cm, 30cm*30cm, 

35cm*35cm, 40cm*40cm, 

45cm*45cm, 50cm*50cm, 

60cm*60cm, 75cm*75cm, 

80cm*80cm, 90cm*90cm, 

100cm*100cm, 120cm*120cm, 

120cm*140cm, 120cm*160cm, 

120cm*180cm, 140cm*140cm, 

140cm*160cm, 140cm*180cm, 

54cm*50m, 54cm*100m 

Approved 

212.  M/s.Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1903541 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

 

Brand Name;  

Wepack Non-Woven Wrapping 

Material 

Generic Name;  

Non-Woven Wrapping Material 

Codes / Sizes (if any)  

20cm*20cm, 30cm*30cm, 

35cm*35cm, 40cm*40cm, 

45cm*45cm, 50cm*50cm, 

60cm*60cm, 75cm*75cm, 

80cm*80cm, 90cm*90cm, 

100cm*100cm, 120cm*120cm, 

Approved 
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FSC: China 

Validity: 05-11-2026 

140cm*140cm, 120cm*140cm, 

120cm*160cm, 120cm*180cm, 

140cm*160cm, 140cm*180cm  

213.  M/s.Excel 

Corporation 

 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1903538 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

 

LOA 

Validity: 04-11-2029 

 

 

FSC: China 

Validity: 05-11-2026 

Brand Name:  

Wepack Steam Sterilization Indicator 

Tape 

Generic Name:  

Steam Sterilization Indicator Tape 

Class A 

Codes / Sizes (if any)  

12mm*50m, 18mm*50m, 

19mm*50m, 22mm*50m, 

25mm*50m, 12mm*55m, 

18mm*55m, 19mm*55m, 

22mm*55m, 25mm*55m, 

12mm*50m, 18mm*50m, 

19mm*50m, 22mm*50m, 

25mm*50m, 12mm*55m, 

18mm*55m, 19mm*55m, 

22mm*55m, 25mm*55m, 

12mm*50m, 18mm*50m, 

19mm*50m, 22mm*50m, 

25mm*50m, 12mm*55m, 

18mm*55m, 19mm*55m, 

22mm*55m, 25mm*55m, 

12mm*50m, 18mm*50m, 

19mm*50m, 22mm*50m, 

25mm*50m, 12mm*55m, 

18mm*55m, 19mm*55m, 

22mm*55m, 25mm*55m 

Approved 

214.  M/s.Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

29-10-2020 

Fee: PKR 5000/- 

Slip # 1904609 

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

ISO 13485 

Validity: 03-08-2027 

 

 

LOA 

Validity: 04-11-2029 

 

FSC: China 

Validity: 05-11-2026 

Brand Name:  

Wepack Sterilization Indicator 

Card/Strip 

Generic Name: Sterilization Indicator 

Card/Strip 

Class A 

Codes / Sizes (if any)  

15mm*100mm, 18mm*105mm, 

15mm*80mm*2, 15mm*100mm*2, 

20mm*105mm, 20mm*75mm, 

15mm*100mm, 18mm*105mm, 

15mm*80mm*2, 15mm*100mm*2, 

20mm*105mm, 20mm*75mm, 

15mm*100mm, 18mm*105mm, 

15mm*80mm*2, 15mm*100mm*2, 

20mm*105mm, 20mm*75mm, 

15mm*100mm, 18mm*105mm, 

15mm*80mm*2, 15mm*100mm*2, 

20mm*105mm, 20mm*75mm 

Approved 

215.  M/s.Excel 

Corporation 

Address:  

435BYJ Society, 

Bahadurabad, Karachi 

 

ELI:00110 

 

Date of R& I  

Legal Manufacturer: 

M/s Anqing Yipak Packaging 

Material Co., Ltd. 

Address:  

Intersection of Fangxing Road 

and Huangpu Road, 

Development Zone, Anqing, 

246008, Anhui, P.R. China 

 

Brand Name:  

Wepack Bowie-Dick Test Pack 

Generic Name:  

Bowie-Dick Test Pack 

 

Codes / Sizes (if any)  

115mm*125mm 

 

Class A 

Approved 
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29-10-2020 

Fee: PKR 5000/- 

Slip # 1904608 

ISO 13485 

Validity: 03-08-2027 

 

LOA Validity: 04-11-2029 

Shelf Life: 03 years 

 

216.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

27-12-2022 

Fee: PKR 5000/-  

Slip: 388729401416 

Dated: 23-12-2022 

 

Legal Manufacturer 

M/s Haemokinesis Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-06-2025 

ISO 13485 validity: 

13-01-2027 

LOA validity:  

01-12-2025 

 

Stargel 10 Centrifuge 

 

Model #/ Cat #:  

GT2013 

 

Class: A 

 

Shelf Life: 07 years 

Storage Condition: 

15 °C and 35 °C.   

 

 

Approved 

217.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

27-12-2022 

Fee: PKR 5000/-  

Slip: 46653865956 

Dated: 23-12-2022 

 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-06-2025 

 

ISO 13485 validity: 

13-01-2027 

 

 

STARGEL 10 Incubator 

 

Model #/ Cat #:  

GT2014 

 

Class: A 

Shelf Life: 07 Years  

Storage Condition: 

15 °C and 35 °C.   

 

LOA validity: 

01-12-2025 

 

Approved 

218.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

27-12-2022 

Fee: PKR 5000/-  

Slip: 522812542509 

Dated: 23-12-2022 

 

 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-06-2025 

 

ISO 13485 validity: 

13-01-2027 

 

 

 

STARGEL10 Satellite Reader 

 

Model #/ Cat #:  

GT2015 

 

Class: A 

Shelf Life: 07 Years  

  

LOA validity: 01-12-2025 

 

Approved 

219.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-09-2025 

Daymate S Analyser 

 

Model #/ Cat #:  

209030-1 

 

Class: A  

Shelf life: 

Storage conditions: 

Approved 
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(ELI-00347) 

Dossier Submission:  

05-01-2023 

Fee: PKR 5000/-  

Slip: 7905267342 

Dated: 30-12-2022 

 

ISO 13485 validity: 

13-01-2027 

 

 

-20 ˚C to +55 ˚C 

   

LOA validity: 01-12-2025 

 

220.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

26-07-2023 

Fee: PKR 5000/-  

Slip: 19514570 

Dated: 23-06-2023 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC validity:  

24-09-2025 

ISO 13485 validity: 

13-01-2027 

LOA validity: 

01-12-2025 

 

Daymate S Consumables (Plastic 

accessories and Potentiators) 

Class: A  

Model #/ Cat #:  

09310-20 

09020-20 

090210-16 

10010-6 

30010,30011 

32010-6 

31010-4 

09820-1 

 

Approved 

221.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

19-04-2023 

Fee: PKR 5000/-  

Slip: 0612346540 

Dated: 05-04-2023 

 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-06-2025 

ISO 13485 validity: 

13-01-2027 

LOA validity: 

01-12-2025 

 

Dispet Mini (Dispenser) 

 

Model #/ Cat #:  

MC9013 

MC9014 

 

Class: A  

 

 

   

 

 

Approved 

222.  Applicant: 

M/s ZEDCO 

No.203, 602, Sky 

Mark Tower, Plot No. 

A-13, Block 

7/8,K.C.H, S.U 

Shahrah-e-Faisal 

Road, Karachi 

(ELI-00347) 

Dossier Submission:  

09-05-2024 

Fee: PKR 5000/-  

Slip: 2070531555 

Dated: 09-01-2024 

Company Name: Haemokinesis 

Pty Ltd 

Address: 16 Technology 

Circuit, Hallam, Victoria, 3803, 

Australia 

 

FSC Validity:  

24-06-2025 

ISO 13485 validity: 

13-01-2027 

LOA validity:  

01-12-2025 

 

 

STATUS 1 Centrifuge 

 

Model #/ Cat #:  

TT!005 

 

Class: A  

Storage conditions: 

-20 C to +55C 

 

Life span: 05 years 

 

   

 

 

Approved 

223.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower, I.I. 

Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I: 

Legal Manufacturer: 

M/S Shanghai Chongjen 

Industry Co., Ltd 

Address: Room 402, Building 

37, No.258 Xinzhuan Road, 

Caohejing Hi-Tech Park, 

Songjiang Distirct, Shanghai, 

China 

 

Brand Name: LIFECARE  

Generic Name; DISPOSABLE 

VINYL GLOVES (POWDER FREE) 

 

Class A 

Shelf Life: 03 years 

Storage Conditions:  

10 – 30oC 

Codes / Sizes (if any):  

Approved 
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 09-09-2022 

Fee: PKR 5000/- 

Slip: 89816608097 

FSC Validity: 

30/06/2024 

 

S, M, L, XL 

LOA Validity: 08/06/2025 

224.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

13-10-2021 

Fee: PKR 5000/- 

Slip: 394493111124 

Dated: 13-10-2021 

Legal Manufacturer: 

M/s Supermax Glove 

Manufacturing Sdn Bhd  

Address: Lot 38 Putra 

Industrial Park Bukit Rahman 

Putra 47000 Sungai Buloh 

Selangor Darul Ehsan Malaysia 

 

FSC Validity: 21/04/2023 

 

 

Brand Name: Lifecare 

Generic Name: 

Non-Sterile Latex Examination 

Gloves (Powdered)    

Class A 

Shelf Life: 05 years 

Storage Conditions:  

10 – 30oC  

Codes / Sizes (if any):  

S, M, L, XL 

LOA Validity: 02/04/2026 

Approved 

225.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower 

,I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 16105739828 

Dated: 29-11-2022 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District, 

Foshan City, Guangdong 

Province, CHINA 

 

FSC Validity: 16/06/2023 

 

LOA Validity:  

08/06/2025 

Brand Name:  

LIFECARE PLUS 

Generic Name:  

BATH BENCH 

Class A 

Shelf Life: 05 years 

Storage Conditions:  

10 – 30oC 

Models:  

KJT501, KJT502, KJT503, 

KJT504, KJT505, KJT506, 

KJT507, KJT508, KJT509A, 

KJT509B, KJT56S, KJT569, 

KJT510, KJT511, KJT512, 

KJT513 

 

Approved 

226.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower, I.I. 

Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 43444227286 

Dated: 30-08-2021 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District, 

Foshan City, Guangdong 

Province, CHINA 

 

FSC Validity: 

16/06/2023 

LOA Validity: 

08/06/2025 

 

Brand Name: 

LIFECARE PLUS 

Generic Name:  

COMMODE CHAIR 

Class: A 

Models: KJT717, KJT-SS715, 

KJT715, KJT-SS716, KJT716, 

KJT718, KJT713, KJT710C, 

KJT710B, KJT710BU, KJT725U, 

KJT729, KJT26, KJT709, 

KJT709B, KJT709C, KJT709D, 

KJT709DU, KJT705, KJT708. 

KJT707C, KJT708L, KJT720, 

KJT707, KJT707B, KJT703, KJT706, 

KJT706B, KJT721, KJT730, KJT731, 

KJT732, KJT733, KJT735, KHT735, 

KHT736, 

KJT737, KJT738 

Approved 

227.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

31-08-2021 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District, 

Foshan City, Guangdong 

Province, CHINA 

 

Brand Name: 

LIFECARE PLUS 

Generic Name: 

MANUAL HOSPITAL BED 

Class: A 

Shelf Life: 05 years 

Storage Conditions:  

10 – 30oC 

Models: KJT200, KJT201, 

Approved 
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Fee: PKR 5000/- 

Slip: 5761819600 

Dated: 30-08-2021 

 

FSC Validity:  

16/06/2023 

 

LOA Validity: 08/06/2025 

KJT202, KJT203, KJT204 

KJT205, KJT206, KJT207 

KJT208, KJT209, KJT210 

KJT261, KJT262, KJT263 

KJT264, KJT265, KJT266 

KJT267 

 

228.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower 

,I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 3668605876 

Dated: 30-08-2021 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District 

,Foshan City, Guangdong 

Province, CHINA 

FSC Validity: 

16/06/2023 

LOA Validity: 

08/06/2025 

Brand Name:  

LIFECARE PLUS 

Generic Name:  

ROLLATOR 

Class A 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

Models:  

KJT921, KJT921B, 

KJT-SS936, KJT-SS935 

KJT931, KJT930, KJT940, 

KJT941, KJT9125, KJT939, 

KJT942 

 

Approved 

229.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 9450062386 

Dated: 30-08-2021 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District, 

Foshan City, Guangdong 

Province, CHINA 

 

FSC Validity:  

16/06/2023 

 

LOA Validity:  

08/06/2025 

Brand Name: 

LIFECARE PLUS 

Generic Name: 

WALKER 

Class: A 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

Models: KJT901, KJT902, 

KJT902S, KJT903, KJT904, 

KJT905A, KJT905B, 

KJT905C, KJT905D, 

KJT-SS905Y, KJT909A, 

KJT909B, KJT935, KJT936, 

KJT937, KJT938A, KJT938B, 

KJT943, KJT944, 

KJT945, KJT946, KJT947, 

KJT948 

 

 

Approved 

230.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower 

,I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 5881261252 

Dated: 30-08-2021 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Address: Qixing Precint, 

Xiqiao town, Nanhai District 

,Foshan City, Guangdong 

Province, CHINA 

 

FSC Validity:  

16/06/2023 

 

LOA Validity:  

08/06/2025 

Brand Name:  

LIFECARE PLUS 

Generic Name:  

WALKING STICK 

Class: A 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

  

Approved 

231.  M/s. Maqsood 

Brothers. 

Address: 503B Saima 

Trade Tower, 

Legal Manufacturer: 

M/s Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

LTD 

Brand Name:  

LIFECARE PLUS 

 

Generic Name;  

Approved 
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I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

 

Date of R&I:  

31-08-2021 

Fee: PKR 5000/- 

Slip: 5881261252 

Dated: 30-08-2021 

Address: Qixing Precint, 

Xiqiao town, Nanhai District, 

Foshan City, Guangdong 

Province, CHINA 

 

FSC Validity:  

16/06/2023 

 

LOA Validity:  

08/06/2025 

MANUAL WHEELCHAIR 

 

Class A 

 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

 

Brief Description: 

Wheelchairs provide mobility, 

postural support and freedom to those 

who cannot walk or have difficulty 

walking, enabling them to move 

around, participate in everyday 

activities and live life on their own 

terms. 

 

 

 

 

232.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

 

Date of R&I: 

30-09-2021 

Fee: PKR 5000/- 

Slip: 302277641 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

LOA Validity:  

27/01/2026 

Brand Name: BOKANG 

Generic Name: 

ANEROID 

SPHYMOMANOMETER  

Class A 

 

Shelf Life: 05 years 

Storage: 10 -30C 

Models: 

BK2001 

BK2002 

BK2003 

BK2004 

BK2005 

BK2006 

 

Approved 

233.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 50199273 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

LOA Validity:  

27/01/2026 

Brand Name: ATOM 

Generic Name: 

ANEROID 

SPHYMOMANOMETER  

 

Class A 

 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

 

Codes / Sizes (if any): Models: 

AT956 

AT924 

 

Approved 

234.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Brand Name:  

LIFECARE MEDICAL 

 

Generic Name: 

ANEROID 

SPHYMOMANOMETER  

 

Class A 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 76 of 578 

 

30-09-2021 

Fee: PKR 5000/- 

Slip: 0857871018 

Issue Date: 22/06/2021 

LOA Validity:  

27/01/2026 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

Models: 

LC927 

LC928 

 

235.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

 

Date of R&I: 30-09-

2021 

Fee: PKR 5000/- 

Slip Number : 

710652537 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

 

Brand Name: UCHECK 

Generic Name: 

ANEROID 

SPHYMOMANOMETER  

Class A 

 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

 

Models: 

UC8500, UC8900 

 

LOA Validity: 27/01/2026 

Approved 

236.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 70861764845 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

 

 

Brand Name: ATOM 

Generic Name:  

INFRARED FOREHEAD 

THERMOMETER 

 

Class A 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

Models: AT965 

 

LOA Validity: 27/01/2026 

Approved 

237.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 807177292177 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

 

Brand Name: UCHECK 

Generic Name: 

MERCURY 

SPHYMOMANOMETER  

 

Class A 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

 

Models: UC8700 

LOA Validity: 27/01/2026 

 

Approved 

238.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 154232081581 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: GERMANY 

Issue Date: 22/06/2021 

 

Brand Name: 

LIFECARE MEDICAL 

Generic Name:  

MERCURY 

SPHYMOMANOMETER  

Class A 

 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

 

Models: LC929 

LOA Validity: 27/01/2026 

Approved 
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239.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 329480127 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

FSC REFERENCE 

COUNTRY: Germany 

Issue Date: 22/06/2021 

 

LOA Validity:  

27/01/2026 

Brand Name: BOKANG 

Generic Name: 

MERCURY 

SPHYMOMANOMETER  

Class A 

 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

 

Models: 

BK1001, BK1002, BK1003 

BK1003P, BK1004 

BK1005, BK1010 

 

Approved 

240.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 223671214308 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: Germany 

Issue Date: 22/06/2021 

 

Brand Name: ATOM 

Generic Name:  

MERCURY 

SPHYMOMANOMETER  

 

Class A 

 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

 

Models: AT940 

LOA Validity: 27/01/2026 

 

Approved 

241.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 61231112336 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

FSC REFERENCE 

COUNTRY: Germany 

Issue Date: 22/06/2021 

LOA Validity:  

27/01/2026 

Brand Name: ATOM 

Generic Name:  

MERCURY FREE 

SPHYGMOMANOMETER 

(ELECTRONIC 

SPHYGMOMANOMETER) 

 

Class A 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

Models: AT943, AT788, 

AT888 

 

Approved 

242.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 27808816827 

Dated: 28-09-2021 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC REFERENCE 

COUNTRY: Germany 

Issue Date: 22/06/2021 

 

 

Brand Name: BOKANG 

Generic Name: 

MERCURY FREE 

SPHYGMOMANOMETER 

(ELECTRONIC 

SPHYGMOMANOMETER) 

Class A 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

Models: BK6002, BK6022, 

BK6032, BK6003, BK6023 

LOA Validity: 27/01/2026 

 

Approved 

243.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Brand Name: ATOM 

Generic Name;  

STETHOSCOPE 

 

Class A 

Approved 
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I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 87065492567 

Dated: 28-09-2021 

 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC Reference Country: 

Germany 
Issue Date: 22/06/2021 

 

 

Shelf Life: 05 years 

 

Models: AT942, AT948, 

AT975, AT935, AT945 

 

LOA Validity: 27/01/2026 

244.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 973337499675 

Dated: 28-09-2021 

 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC Reference Country: 

Germany 
Issue Date: 22/06/2021 

LOA Validity:  

27/01/2026 

Brand Name: BOKANG 

Generic Name:  

STETHOSCOPE 

 

Class A 

 

Shelf Life: 05 years 

Models: 

BK3001, BK3002 

BK3003, BK3004 

BK3005, BK3006 

BK3007, BK3009 

BK3012, BK3013 

Approved 

245.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 54706951019 

 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC Reference Country: 

Germany 
Issue Date: 22/06/2021 

 

 

Brand Name:  

LIFECARE MEDICAL 

Generic Name;  

STETHOSCOPE 

 

Class A 

Shelf Life: 05 years 

 

Models: LC931, LC932 

 

LOA Validity: 27/01/2026 

Approved 

246.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

30-09-2021 

Fee: PKR 5000/- 

Slip: 0353273282 

Dated: 28-09-2021 

 

Legal Manufacturer: 

M/s Wenzhou Bokang 

Instruments Co., Ltd 

Address: No.1500 Haining 

Road, Longwan, Wenzhou 

35024, CHINA    

 

FSC Reference Country: 

Germany 
Issue Date: 22/06/2021 

 

 

Brand Name: UCHECK 

Generic Name:  

STETHOSCOPE 

 

Class A 

 

Shelf Life: 05 years 

Models: 

UC8200, UC8300, UC8400 

 

LOA Validity: 27/01/2026 

Approved 

247.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

18-10-2022 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

 

 

Brand Name: 

LIFECARE A+ 

(Generic name) 

DISPOSABLE IRRIGATION 

SYRINGE 

 

Class A 

Shelf Life: 03 years 

Storage Conditions: 10-30C 

Approved 
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Fee: PKR 5000/- 

Slip: 88337537 

Dated: 23-11-2022 

 

 Codes/Sizes: 

60 ml 

LOA Validity: 16-03-2025 

 

248.  M/s. Maqsood 

Brothers. 

Address: 503B, 

Saima Trade Tower, 

I.I.Chundrigar Road, 

Karachi. 

ELI:00282 

Date of R&I:  

18-10-2022 

Fee: PKR 5000/- 

Slip: 5902989457 

Dated: 23-11-2022 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

 

 

Brand Name:  

LIFECARE A+ 

(Generic name) 

LATEX EXAMINATION GLOVES 

(POWDERED) 

Class A 

Shelf Life: 05 years 

Storage Conditions: 10-30C 

Codes/Sizes: 

X-Large, Large, Medium, Small  

LOA Validity: 16-03-2025 

 

Approved 

249.  Applicant: 

M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

08-Dec-22 

 

Legal Manufacturer: 

Abbott Laboratories 4551 Great 

America Pkwy Santa Clara CA, 

95054 USA. 

 

Actual Manufacturer. 

BIT Analytical Instruments 

Am Kronberger Hang 3, 65824 

Schwalbach, Germany 

 

CELL-DYN Emerald 

 

Class: A 

Shelf Life: N/A 

Size Codes: 09H39-01 

 

LOA 

Date of Issue:  

06-Apr-22 

 

FSC:  

USA Validity: 30-Apr-24 

 

 

Approved  

250.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

08-Dec-22 

 

Legal Manufacturer: 

Abbott Laboratories 4551 Great 

America Pkwy Santa Clara CA, 

95054 USA. 

 

Actual Manufacturer. 

BIT Analytical Instruments 

Am Kronberger Hang 3, 65824 

Schwalbach, Germany 

 

 

 

CELL-DYN Emerald 22 

 

Class: A 

Shelf Life: N/A 

Size Codes: 09H59-01 

 

LOA 

Date of Issue:  

06-Apr-22 

 

Approved  

251.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

08-Dec-22 

 

 

Legal Manufacturer: 

Abbott Laboratories 4551 Great 

America Pkwy Santa Clara CA, 

95054 USA. 

 

Actual Manufacturer. 

BIT Analytical Instruments 

Am Kronberger Hang 3, 65824 

Schwalbach, Germany 

 

 

 

CELL-DYN Emerald 22 AL 

Instrument 

 

Class: A 

Shelf Life: N/A 

Size Codes: 04R13-01 

 

LOA 

Date of Issue:  

06-Apr-22 

 

Approved  
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252.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

08-Dec-22 

 

 

Legal Manufacturer: 

Abbott Laboratories 4551 Great 

America Pkwy Santa Clara CA, 

95054 USA. 

 

Actual Manufacturer. 

Flextronics Manufacturing 

(Singapore) Pte Ltd. 

1 Kallang Place, Singapore, 

South East SINGAPORE 

339211 

 

 

CELL-DYN Ruby 

 

Class: A 

Shelf Life: N/A 

Size Codes: 

08H67-01, 08H67-03 

LOA 

Date of Issue:  

06-Apr-22 

 

Approved  

253.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

08-Dec-22 

 

Legal Manufacturer: 

Abbott Laboratories 4551 Great 

America Pkwy Santa Clara CA, 

95054 USA. 

 

Actual Manufacturer. 

Flextronics Manufacturing 

(Singapore) Pte Ltd. 

1 Kallang Place, Singapore, 

South East SINGAPORE 

339211 

 

 

CELL-DYN Sapphire 

 

Class: A 

 

Shelf Life: N/A 

 

Size Codes: 

08H00-01, 08H00-03 

 

FSC:  

USA 

Validity: 30-Apr-24 

 

LOA 

Date of Issue:  

06-Apr-22 

 

Approved  

254.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

12-Mar-23 

 

 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 17-12-25 

ARCHITECT i1000sr Integrated 

Module 

 

 

Class: A 

Shelf Life: N/A 

Size Codes: 01L86-40 

 

FSC:  

USA 

Validity: 21-March-24 

 

LOA 

Date of Issue:  

12-July-22 

 

Approved  

255.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

ARCHITECT c4000 Processing Module 

(Integrated) 

 

Class: A 

 

Shelf Life: N/A 

 

Size Codes: 

02P24-40 

 

Approved  
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Date of R&I:  

31-Mar-23 

 

 

Validity: 17-12-25 FSC:  USA 

Validity: 21-March-24 

 

LOA Date of Issue:  

12-July-22 

 

256.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

31-Mar-23 

 

 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 17-12-25 

Alinity ci-series System Control Module 

 

Class: A 

 

Shelf Life: N/A 

 

Size Codes: 03R70-01 

 

FSC:  

USA 

Validity: 21-March-24 

 

LOA 

Date of Issue:  

12-July-22 

 

Approved 

257.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

15-Aug-23 

 

 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 17-12-25 

ARCHITECT i1000SR PROCESSING 

MODULE, refurbished 

 

 

Class: A 

 

Shelf Life: N/A 

Size Codes: 01L86-97 

 

FSC:  

Germany 

Issuance: 06-June-23 

LOA 

Date of Issue:  

27-March-22 

Deferred as the 

procedure for the 

regulation of 

refurbished medical 

devices is yet to be 

prescribed. 

258.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

15-Aug-23 

 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 17-12-25 

ARCHITECT i1000SR Processing 

Module (integrated), refurbished 

 

Class A 

Shelf Life: N/A 

Size Codes: 01L87-97 

FSC:  

Germany 

Issuance: 06-June-23 

 

LOA 

Date of Issue:  

27-March-22 

 

Approved 

259.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Legal Manufacturer: 

Abbott Laboratories 1915 Hurd 

Drive Irving, TX USA 75038 

 

Actual Manufacturer: 

Canon Medical System 

Corporation, 

ARCHITECT i2000SR Processing 

Module, refurbished 

 

Class A 

 

Shelf Life: N/A 

 

Deferred as the 

procedure for the 

regulation of 

refurbished medical 

devices is yet to be 

prescribed. 
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Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

23-Apr-24 

 

FEE: PKR 5000/- 

Slip: 948309745 

Dated: 24-02-2024 

 

 

1385, Shimoishigami, Otawara-

shi Tochigi 324-8550, Japan 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 17-12-25 

Size Codes: 03M74-97 

 

FSC:  

Germany 

Issuance: 20-Dec-23 

 

LOA 

Date of Issue:  

11-Dec-22 

 

 

260.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

 

Date of R&I:  

21-March-23 

 

 

Legal Manufacturer: 

Abbott Ireland Diagnostics 

Division, Finisklin Business 

Park, Sligo Ireland 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 01-03-26 

ARCHITECT ARM Concentrated 

Wash Buffer 

 

Class A 

 

Shelf Life:  11 Months 

Size Codes: 6C54-88 

 

FSC:  

Ireland 

Validity: 27-May-25 

 

LOA 

Issuance:02-March-21 

 

Approved 

261.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

16-Oct-23 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 15-12-26 

Alinity m Bottle for Ethanol Use 

 

Class A 

Shelf Life: 2 years. 

Size Codes:  09N20-012 

FSC:  

Germany 

Issuance: 19-May-23 

 

LOA 

Date of Issue:  

28-Oct-22 

 

Approved 

262.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

16-Oct-23 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 15-12-26 

m2000rt Optical Calibration Kit 

Class A 

Shelf Life: 12 Months 

Size Codes:  04J71-93 

FSC:  

Germany 

Issuance: 19-May-23 

 

LOA 

Date of Issue:  

28-Oct-22 

Approved 
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263.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

28-Nov-23 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

EC Certificate 

Explanation Letter Provided 

ISO 13485 

Validity: 15-12-26 

Abbott mSample Preparation System  

Class A 

Shelf Life: 18 Months 

Size Codes:  04J70-24 

FSC:  

USA 

Validity: 21-Dec-24 

LOA 

Date of Issue:  

26-Jan-23 

Approved 

264.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

16-Oct-23 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

FSC: USA Validity: 

21-Dec-24 

LOA Date of Issue:  

26-Jan-23 

 

Abbott mSample Preparation 

SystemDNA 

Class A 

Shelf Life: 18 Months 

Size Codes:  06K12-24 

 

Approved 

265.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

(ELI-00019) 

Date of R&I:  

16-Oct-23 

Fee: PKR 5000/- 

Slip: 11345804838 

Dated: 14-12-2023 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

FSC: Germany 

Issuance: 19-May-23 

 

LOA Date of Issue:  

28-Oct-22 

 

Abbott Cervi-Collect Specimen 

Collection Kit 

Class A 

Shelf Life: 18 Months 

Size Codes:  4N73-06 

 

Approved 

266.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

(ELI-00019) 

Date of R&I:  

19-Jan-24 

Fee: PKR 5000/- 

Slip: 6853478825 

Dated: 14-12-2023 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

FSC: USA Validity:  

25-June-25 

 

LOA 

Date of Issue:  

28-Oct-22 

 

Uracil-N-Glycosylase (UNG) 

 

Class A 

Shelf Life: 30 Months 

Size Codes:  6L87-02 

 

Approved 
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267.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

29-Feb-24 

Fee: PKR 5000/- 

Slip: 0252235843 

Dated: 14-12-2023 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

FSC: USAValidity: 

01-Aug-24 

 

LOA Date of Issue:  

28-Oct-22 

 

DAPI I Counterstain 2 x 500 µL (1000 

ng/mL) 

Class A 

Shelf Life: N/A 

Size Codes:  06J49-001 

 

Approved 

268.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

29-Feb-24 

Fee: PKR 5000/- 

Slip: 33758311211 

Dated: 14-12-2023 

 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

FSC: USA Validity: 

01-Aug-24 

 

LOA 

Date of Issue:  

28-Oct-22 

 

 

DAPI II Counterstain 2 x 500 µL (125 

ng/mL) 

Class A 

Shelf Life: N/A 

Size Codes:  06J50-001 

 

Approved 

269.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

29-Feb-24 

Fee: PKR 5000/- 

Slip: 67549104571 

Dated: 14-12-2023 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

 

 

FSC:  

USA 

Validity: 01-Aug-24 

 

LOA 

Date of Issue:  

28-Oct-22 

 

NP-40 

Class A 

Shelf Life: N/A 

Size Codes:  07J05-001 

 

Approved 

270.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

Vysis LSI/WCP Hybridization Buffer

  

Class A 

Approved 
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Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

29-Feb-24 

Fee: PKR 5000/- 

Slip: 0001538965 

Dated: 14-12-2023 

 

 

 

 

FSC:  

USA 

Validity: 16-Feb-25 

 

LOA 

Date of Issue:  

24-Jan24 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 15-12-26 

Shelf Life: N/A 

Size Codes:  06J67-001 

 

271.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

 

(ELI-00019) 

Date of R&I:  

29-Feb-24 

Fee: PKR 5000/- 

Slip: 35802937697 

Dated: 14-12-2023 

 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

 

FSC:  

USA 

Validity: 26-Feb-25 

 

LOA 

Date of Issue:  

26-Jan-23 

 

EC Certificate 

Explanation Letter Provided 

 

ISO 13485 

Validity: 15-12-26 

Thermobrite Humidity Strips 

  

Class A 

Shelf Life: N/A 

Size Codes:  07J68-001 

 

Approved 

272.  M/s Abbott 

Laboratories 

(Pakistan) Ltd, 

Opposite Radio 

Pakistan 

Transmission Center, 

Hyderabad Road, 

Landhi, Karachi  

(ELI-00019) 

Date of R&I:  

29-Feb-24 

FEE: PKR 5000/- 

Slip: 019598502 

Dated: 21-12-2023 

 

Legal Manufacturer: 

Abbott Molecular Inc.  

1300 East Touhy Avenue Des 

Plaines, IL 60018 USA   

FSC: USA 

Validity: 16-Feb-25 

LOA 

Date of Issue:  

24-Jan-24 

 

Abbott Proteinase K Recombinant, 

PCR Grade    

Class A 

Shelf Life: N/A 

Size Codes:  3L78-60 

 

Approved subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form and Fee along 

with shelf life of the kit. 

273.  Briogene Pvt Ltd,  

 

196-A, Sindhi 

Muslim Cooperative 

Housing Society, 

Shahrah-e-Faisal,  

Karachi  

 

(ELI-00015) 

Date of submission: 

13th Dec 2022 

Manufacturing Site  

QIAGEN GmbH, 

Qiagen Strasse 1, 40724 Hilden, 

Germany 

 

LOA 

Validity: 23-March-2027 

 

FSC: GERMANY 

Date of issuance: 16th March 

2022 

Brand Name; 

QIAstat DX Analyzer and Modules  

Generic Name; 

QlAstat-DxAnalyzer (9002824)  

QlAslat-DxAnalytical Module 

(9002814) 

QlAstat-DxOperational Module 

(9002813) 

 

Class A 

Shelf Life: N/A 

Deferred for the 

clarification 

grouping of the 

applied prodcuts and 

Class of the product. 
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Fee submitted:  

PKR 5,000/- 

Tracking id:  

LJ9-5VZ-NPA2 

 

 

 

 

Codes/ Sizes (if any)  

N/A 

 

274.  Briogene Pvt Ltd,  

 

196-A, Sindhi 

Muslim Cooperative 

Housing Society, 

Shahrah-e-Faisal,  

Karachi  

 

(ELI-00015) 

Date of submission: 

13th Dec 2022 

Fee submitted: PKR 

5,000/- 

Tracking id:  

9P9-3BJ-9LB7 

Manufacturing Site 

 

QIAGEN GmbH, 

Qiagen Strasse 1, 40724 Hilden, 

Germany 

 

LOA 

Validity: 23-March-2027 

 

FSC: GERMANY 

Date of issuance: 12th March 

2021 

Brand Name: 

QIAamp® DSP DNA FFPE Tissue 

Kit 

 

Generic Name; 

QIAamp® DSP DNA FFPE Tissue 

Kit  

Cat # 60404 (50) 

 

Class A 

 

Shelf Life: N/A 

 

Codes / Sizes (if any) 

N/A 

Approved subject to 

submission of 

clarification of Class 

of product and 

accordingly relevant 

Form and Fee along 

with shelf life of the kit. 

275.  Briogene Pvt Ltd,  

 

196-A, Sindhi 

Muslim Cooperative 

Housing Society, 

Shahrah-e-Faisal,  

Karachi  

(ELI-00015) 

Date of submission: 

14th July 2023 

Fee submitted: PKR 

5,000/- 

Tracking id:  

6ER-JNH-TDWB 

 

Manufacturing Site  
Thermo Fisher Scientific Oy, 

Ratastie 2,FI-01620 Vantaa, 

Finland 

 

FSC Country of Origin: Finland 

Date of Issuance:  

12-Sep-2024 

 

ISO 13485  

Expiry: 31-3-2027 

 

Brand Name; 

Tencell Cuvettes 986000 

Generic Name: 

Analyzer Consumables 

 

Class A 

Shelf Life: N/A 

Codes / Sizes (if any): N/A 

LOA validity: 27-01-2026 

 

 

Approved 

276.  Name of Firm (s) 

 

Briogene Pvt Ltd,  

196-A, Sindhi 

Muslim Cooperative 

Housing Society, 

Shahrah-e-Faisal,  

Karachi  

 

(ELI-00015) 

Date of submission: 

14th July 2023 

Fee submitted: PKR 

5,000/- 

Tracking id:  

SLA-QB8-L6NS 

Name of Manufacturer Legal 

Manufacture 

 

Manufacturing Site  
Thermo Fisher Scientific Oy, 

Ratastie 2,FI-01620 Vantaa, 

Finland 

 

 

FSC Country of Origin: Finland 

Date of Issuance: 12-Sep-2024 

 

ISO 13485  

Expiry: 31-3-2027 

 

Brand Name  

Indiko Plus 

Indiko Plus with ISH 

Generic Name; 

Indiko Plus 98640000 

Indiko Plus with ISE 98641000 

 

Class A 

Shelf Life: N/A 

Codes / Sizes (if any)  

N/A 

LOA validity: 

27th January 2026 

Approved both types 

subject to 

submission of 

revised form-7A and 

differential fee as the 

product fall in Class 

B and form and fee 

for Indiko Plus with 

ISH 

277.  Briogene Pvt Ltd,  

 

196-A, Sindhi 

Muslim Cooperative 

Housing Society, 

Shahrah-e-Faisal,  

Manufacturing Site  

SFRI SAS 

 

Lieu-dit Berganton – 33127 

Saint Jean d’lllac 

France  

Hemix 3-60  

Class B 

Shelf Life:  

Codes:  

Name Code  Shelf 

Life 

Approved subject to 

submission of 

revised form-7A and 

differential fee as the 

product fall in Class 

B. 
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Karachi  

(ELI-00015) 

Date of submission: 

18th Oct 2023 

Fee submitted: PKR 

25,000/- 

Tracking id: 87W-

ZTH-YMR4 

 

LOA  

Expiry Date: 30th June 2025  

 

 

FSC : France 

Date of Issuance: 21-July-2022 

 

ISO 13485  

Expiry: 27-11-2023 

 

Hemi

x 3-

60 

Analy

zer 

A0214 36 

Months 

SFRI 

Dilue

nt 3-

60 

HSD3

26 

36 

Months 

SFRI 

Lyse 

3-60 

HSL3

06 

24 

Months 

SFRI 

Clean

EZ 3-

60 

HSC3

06 

24 

Months 

SFRI 

Clair 

3-60 

HSC1

06 

12 

Months 

 

278.  F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 2P2-

HX9-PZAA 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Neural & Neuroendocrine Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

Calcitonin Rabbit Polyclonal 

Antibody 

229A-14, 229A-15, 229A-16, 229A-

18 

 

Calcitonin (SP17) Rabbit Monoclonal 

Antibody  

229R-14, 229R-15, 229R-16, 229R-

18 

 

CD56 (123C3.D5) Mouse 

Monoclonal Antibody  

156M-84, 156M-85, 156M-86, 

156M-88 

 

CD56 (MRQ-42) Rabbit Monoclonal 

Antibody  

156R-94, 156R-95, 156R-96, 156R-

98 

 

Chromogranin A (LK2H10) Mouse 

Monoclonal Antibod  

238M-94, 238M-95, 238M-96, 

238M-98 

 

Gastrin  Rabbit Polyclonal Antibody

  

256A-14, 256A-15, 256A-16, 256A-

18 

 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 88 of 578 

 

Glial Fibrillary Acidic Protein 

(EP672Y) Rabbit Monoclonal 

Primary Antibod 

258R-14, 258R-15, 258R-16, 258R-

18 

 

Glial Fibrillary Acidic Protein 

(GFAP) (SP78) Rabbit Monoclonal 

Antibody  

258R-24, 258R-25, 258R-26, 258R-

28 

 

Glucagon (EP74) Rabbit Monoclonal  

Primary Antibody  

259R-14, 259R-15, 259R-16, 259R-

18 

 

Glucagon Rabbit Polyclonal Antibod

  

259A-14, 259A-15, 259A-16, 259A-

18 

 

IDH-1 R132H (MRQ-67) Rabbit 

Monoclonal Antibody 

456R-34, 456R-35, 456R-36, 456R-

38 

 

INSM1 (MRQ-70) Rabbit 

Monoclonal Antibody  

475R-94, 475R-95, 475R-96, 475R-

98 

 

Islet-1 (EP283) Rabbit Monoclonal 

Primary Antibody  

431R-14, 431R-15, 431R-16, 431R-

18 

 

Neurofilament (2F11) Mouse 

Monoclonal Antibody  

302M-14, 302M-15, 302M-16, 

302M-18 

 

Neurofilament (EP79) Rabbit 

Monoclonal Primary Antibody  

302R-14, 302R-15, 302R-16, 302R-

18 

 

NSE (MRQ-55) Mouse Monoclonal 

Antibody  

306M-24, 306M-25, 306M-26, 

306M-28 

 

Olig2 (211F1.1) Mouse Monoclonal 

Antibody  

387M-14, 387M-15, 387M-16, 

387M-18 

 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 89 of 578 

 

Olig2 (EP112) Rabbit Monoclonal 

Primary Antibody  

387R-14, 387R-15, 387R-16, 387R-

18 

 

Parathyroid Hormone (PTH) (MRQ-

31) Mouse Monoclonal Antibody  

310M-24, 310M-25, 310M-26, 

310M-28 

 

PGP 9.5 Rabbit Polyclonal Antibody

  

318A-14, 318A-15, 318A-16, 318A-

18 

 

PHOX2B  (EP312) Rabbit 

Monoclonal Primary Antibody  

422R-14, 422R-15, 422R-16, 422R-

18 

 

SF-1 (EP434) Rabbit Monoclonal 

Primary Antibody  

462R-14, 462R-15, 462R-16, 462R-

18 

 

Somatostatin (EP130) Rabbit 

Monoclonal Primary Antibody  

332R-14, 332R-15, 332R-16, 332R-

18 

 

Somatostatin Receptor 2a  (EP149) 

Rabbit Monoclonal Primary Antibody 

486R-14, 486R-15, 486R-16, 486R-

18 

 

STAT6 (EP325) Rabbit Monoclonal 

Primary Antibody  

426R-14, 426R-15, 426R-16, 426R-

18 

 

Synaptophysin (EP158) Rabbit 

Monoclonal Primary Antibody  

336R-14, 336R-15, 336R-16, 336R-

18 

 

Synaptophysin (MRQ-40) Rabbit 

Monoclonal Antibod  

336R-94, 336R-95, 336R-96, 336R-

98 

 

Synaptophysin Rabbit Polyclonal 

Antibody  

336A-74, 336A-75, 336A-76, 336A-

78 

 

Tyrosine Hydroxylase (LNC1) Mouse 

Monoclonal Antibod 
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490M-14, 490M-15, 490M-16, 

490M-18 

279.  F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 

4LR-7S2-8734 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date:  

31st Dec 2025 

 

FSC  

Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Mesothelioma Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Calretinin (SP13) Rabbit Monoclonal 

Antibody  

232R-14, 232R-15, 232R-16, 232R-

18 

 

Cytokeratin 5 & 6 (D5 & 16B4) 

Mouse Monoclonal Antibody  

356M-14, 356M-15, 356M-16, 

356M-18 

 

Cytokeratin 5 & 6 (EP24 & EP67) 

Rabbit Monoclonal Primary Antibody

  

356R-14, 356R-15, 356R-16, 356R-

18 

 

Cytokeratin 5 (EP1601Y) + 

Cytokeratin 14 (LL002) Mouse & 

Rabbit Monoclonal Antibody 

905H-08 

HBME-1 (HBME-1) Mouse 

Monoclonal Antibody  

283M-14, 283M-15, 283M-16, 

283M-18 

 

Mesothelin (EP140) Rabbit 

Monoclonal Primary Antibody 

439R-18    

 

Thrombomodulin (1009) Mouse 

Monoclonal Antibody  

339M-14, 339M-15, 339M-16, 

339M-18 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 

280.  F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Manufacturing Site  
CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

Mesenchymal Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

Codes:  

 

Actin, Muscle Specific (HHF35) 

Mouse Monoclonal Antibody  

201M-94, 201M-95, 201M-96, 

201M-98 

 

Actin, Smooth Muscle (1A4) Mouse 

Monoclonal Antibody  

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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Fee submitted: PKR 

25,000/- 

 

Tracking id: JU4-

XZX-8H2M 

ISO 13485  

Expiry: 20-12-2025 

 

 

202M-94, 202M-95, 202M-96, 

202M-98 

 

Caldesmon (E89) Rabbit Monoclonal 

Primary Antibody  

230R-14, 230R-15, 230R-16, 230R-

18 

 

Calponin Muscle (CALP) Mouse 

Monoclonal Antibody  

231M-14, 231M-15, 231M-16, 

231M-18 

 

Calponin-1 (EP798Y) Rabbit 

Monoclonal Primary Antibody  

231R-14, 231R-15, 231R-16, 231R-

18 

 

CD117, c-kit (YR145) Rabbit 

Monoclonal Primary Antibody  

117R-14, 117R-15, 117R-16, 117R-

18 

 

Desmin (D33) Mouse Monoclonal 

Antibody  

243M-14, 243M-15, 243M-16, 

243M-18 

 

Desmin (EP15) Rabbit Monoclonal 

Primary Antibody  

243R-14, 243R-15, 243R-16, 243R-

18 

 

DOG1 (SP31) Rabbit Monoclonal 

Antibody  

244R-14, 244R-15, 244R-16, 244R-

18 

 

h-Caldesmon (hHCD) Mouse 

Monoclonal Antibody  

451M-14, 451M-15, 451M-16, 

451M-18 

 

HHV-8 (13B10) Mouse Monoclonal 

Antibody  

265M-14, 265M-15, 265M-16, 

265M-18 

 

INI-1  (MRQ-27) Mouse Monoclonal 

Antibody  

272M-14, 272M-15, 272M-16, 

272M-18 

 

MDM2 (IF2) Mouse Monoclonal 

Antibody  

479M-94, 479M-95, 479M-96, 

479M-98 
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Myogenin  (EP162) Rabbit 

Monoclonal Primary Antibody  

296R-14, 296R-15, 296R-16, 296R-

18 

 

Myogenin (F5D) Mouse Monoclonal 

Antibody  

296M-14, 296M-15, 296M-16, 

296M-18 

 

Myoglobin Rabbit Polyclonal 

Antibody  

297A-74, 297A-75, 297A-76, 297A-

78 

 

Myosin, Smooth Muscle  (EP166) 

Rabbit Monoclonal Primary Antibody 

298R-14, 298R-15, 298R-16, 298R-

18 

 

Myosin, Smooth Muscle (SMMS-1) 

Mouse Monoclonal Antibody  

298M-14, 298M-15, 298M-16, 

298M-18 

 

Smoothelin (R4A) Mouse 

Monoclonal Antibody  

377M-14, 377M-15, 377M-16, 

377M-18 

281.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: N73-

WVR-H2QQ 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA  

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Name of Medical Device 

 

 

Melanoma Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Cathepsin K (3F9) Mouse 

Monoclonal Antibody  

402M-14, 402M-15, 402M-16, 

402M-18 

 

CD63  (NKI/C3) Mouse Monoclonal 

Antibody  

263M-14, 263M-15, 263M-16, 

263M-18 

 

CDK4 (DCS-31) Mouse Monoclonal 

Antibody  

478M-94, 478M-95, 478M-96, 

478M-98 

 

HMB-45  (HMB-45) Mouse 

Monoclonal Antibody  

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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282M-94, 282M-95, 282M-96, 

282M-98 

 

KBA.62  (KBA.62) Mouse 

Monoclonal Antibody  

366M-94, 366M-95, 366M-96, 

366M-98 

 

MART-1 (Melan A)  (A103) Mouse 

Monoclonal Antibody  

281M-84, 281M-85, 281M-86, 

281M-88 

 

MART-1 (Melan A)  (M2-7C10) 

Mouse Monoclonal Antibody  

281M-94, 281M-95, 281M-96, 

281M-98 

 

MART-1 (M2-7C10) + Tyrosinase  

(T311) Mouse Monoclonal Antibody 

903H-08 

 

Microphthalmia Transcription Factor 

(MiTF)  (C5/D5) Mouse Monoclonal 

Antibody 

284M-94, 284M-95, 284M-96, 

284M-98 

 

Nestin  (10C2) Mouse Monoclonal 

Antibody  

388M-14, 388M-15, 388M-16, 

388M-18 

 

PNL2  (PNL2) Mouse Monoclonal 

Antibody  

365M-98    

 

PRAME  (EP461) Rabbit Monoclonal 

Primary Antibody  

484R-14, 484R-15, 484R-16, 484R-

18 

 

S100 beta (EP32) Rabbit Monoclonal 

Primary Antibody  

449R-14, 449R-15, 449R-16, 449R-

18 

 

SOX-10  (EP268) Rabbit Monoclonal 

Primary Antibody  

383R-14, 383R-15, 383R-16, 383R-

18 

 

SOX-10  Rabbit Polyclonal Antibody

  

383A-74, 383A-75, 383A-76, 383A-

78 
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Tyrosinase  (T311) Mouse 

Monoclonal Antibody  

344M-94, 344M-95, 344M-96, 

344M-98 

282.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: M4G-

34U-2UEU 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Name of Medical Device 

 

 

Hematolymphoid Marker 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

A-1 Antitrypsin Rabbit Polyclonal 

Antibody  

223A-14, 223A-15, 223A-16, 223A-

18 

 

ALK Protein (ALK-1) Mouse 

Monoclonal Antibody  

204M-14, 204M-15, 204M-16, 

204M-18 

 

Annexin A1 (MRQ-3) Mouse 

Monoclonal Antibody  

221M-14, 221M-15, 221M-16, 

221M-18 

 

BCL2 (124) Mouse Monoclonal 

Antibody  

226M-94, 226M-95, 226M-96, 

226M-98 

 

BCL2 (E17) Rabbit Monoclonal 

Primary Antibody  

226R-14, 226R-15, 226R-16, 226R-

18 

 

BCL2 (SP66)  Rabbit Monoclonal 

Antibody  

226R-24, 226R-25, 226R-26, 226R-

28 

 

BCL6 (EP278)  Rabbit Monoclonal 

Primary Antibody  

227R-24, 227R-25, 227R-26, 227R-

28 

 

BCL6 (GI191E/A8) Mouse 

Monoclonal Antibody 

227M-94, 227M-95, 227M-96, 

227M-98 

 

BOB.1 (SP92) Rabbit Monoclonal 

Antibody  

294R-14, 294R-15, 294R-16, 294-18 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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CD10 (56C6) Mouse Monoclonal 

Antibody  

110M-14, 110M-15, 110M-16, 

110M-18 

 

CD103 (EP206) Rabbit Monoclonal 

Primary Antibody  

437R-14, 437R-15, 437R-16, 437R-

18 

 

CD11c (5D11) Mouse Monoclonal 

Antibody  

111M-14, 111M-15, 111M-16,  

111M-18 

 

CD123 (6H6) Mouse Monoclonal 

Antibody  

198M-14, 198M-15, 198M-16, 

198M-18 

 

CD13 (EP117) Rabbit Monoclonal 

Primary Antibody  

113R-24, 113R-25, 113R-26, 113R-

28 

 

CD13 (SP187) Rabbit Monoclonal 

Antibody  

113R-14, 113R-15, 113R-16, 113R-

18 

 

CD138 (EP201) Rabbit Monoclonal 

Primary Antibody  

138R-24, 138R-25, 138R-26, 138R-

28 

 

CD138/syndecan-1 (B-A38) Mouse 

Monoclonal Antibody  

138M-14, 138M-15, 138M-16, 

138M-18 

 

CD14 (EPR3653)  Rabbit 

Monoclonal Primary Antibody  

114R-14, 114R-15, 114R-16, 114R-

18 

 

CD15 (MMA) Mouse Monoclonal 

Antibody  

115M-14, 115M-15, 115M-16, 

115M-18 

 

CD16 (SP175) Rabbit Monoclonal 

Antibody  

116R-14, 116R-15, 116R-16, 116R-

18 

 

CD163 (MRQ-26) Mouse 

Monoclonal Antibody  
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163M-14, 163M-15, 163M-16, 

163M-18 

 

CD19  (EP169) Rabbit Monoclonal 

Primary Antibody  

119R-14, 119R-15, 119R-16, 119R-

18 

 

CD19 (MRQ-36) Mouse Monoclonal 

Antibody  

119M-14, 119M-15, 119M-16, 

119M-18 

 

 

 

CD1a (EP3622) Rabbit Monoclonal 

Primary Antibody  

101R-14, 101R-15, 101R-16, 101R-

18 

 

CD2 (EP222) Rabbit Monoclonal 

Primary Antibody  

102R-14, 102R-15, 102R-16, 102R-

18 

 

CD2 (MRQ-11) Mouse Monoclonal 

Antibody  

102M-14, 102M-15, 102M-16, 

102M-18 

 

CD20 (L26) Mouse Monoclonal 

Antibody  

120M-84, 120M-85, 120M-86, 

120M-88 

 

CD20 (SP32) Rabbit Monoclonal 

Antibody  

120R-14, 120R-15, 120R-16, 120R-

18 

 

CD21 (2G9) Mouse Monoclonal 

Antibody  

121M-14, 121M-15, 121M-16, 

121M-18 

 

 

 

CD21 (EP3093) Rabbit Monoclonal 

Primary Antibody  

121R-14, 121R-15, 121R-16, 121R-

18 

 

CD23 (1B12)  Mouse Monoclonal 

Antibody  

123M-14, 123M-15, 123M-16, 

123M-18 
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CD23 (MRQ-57) Mouse Monoclonal 

Antibody  

123M-24, 123M-25, 123M-26, 

123M-28 

 

CD23 (SP23)  Rabbit Monoclonal 

Antibody  

123R-14, 123R-15, 123R-16, 123R-

18 

 

CD25 (4C9) Mouse Monoclonal 

Antibody  

125M-14, 125M-15, 125M-16, 

125M-18 

 

CD3 (MRQ-39) Rabbit Monoclonal 

Antibody  

103R-94, 103R-95, 103R-96, 103R-

98 

 

 

 

CD3 Rabbit Polyclonal Antibody 

103A-74, 103A-75, 103A-76, 103A-

78 

 

CD30 (Ber-H2) Mouse Monoclonal 

Antibody  

130M-94, 130M-95, 130M-96, 

130M-98 

 

CD31  (EP78) Rabbit Monoclonal 

Primary Antibody  

131R-24, 131R-25, 131R-26, 131R-

28 

 

CD31 (JC70) Mouse Monoclonal 

Antibody  

131M-94, 131M-95, 131M-96, 

131M-98 

 

CD33 (PWS44) Mouse Monoclonal 

Antibody  

133M-14, 133M-15, 133M-16, 

133M-18 

 

CD35 (EP197) Rabbit Monoclonal 

Primary Antibody  

135R-14, 135R-15, 135R-16, 135R-

18 

 

CD38 (SP149) Rabbit Monoclonal 

Antibody  

118R-14, 118R-15, 118R-16, 118R-

18 

 

CD4 (EP204) Rabbit Monoclonal 

Primary Antibody  
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104R-24, 104R-25, 104R-26, 104R-

28 

 

CD4 (SP35) Rabbit Monoclonal 

Antibody  

104R-14, 104R-15, 104R-16, 104R-

18 

 

CD43 (MT1) Mouse Monoclonal 

Antibody  

143M-14, 143M-15, 143M-16, 

143M-18 

 

CD45 (LCA) (2B11 & PD7/26 

Mouse Monoclonal Antibody  

145M-94, 145M-95, 145M-96, 

145M-98 

 

CD45RO (UCHL-1) Mouse 

Monoclonal Antibody  

147M-94, 147M-95, 147M-96, 

147M-98 

 

CD5 (4C7) Mouse Monoclonal 

Antibody  

205M-14, 205M-15, 205M-16, 

205M-18 

 

CD5 (EP77)  Rabbit Monoclonal 

Primary Antibody  

205R-24, 205R-25, 205R-26, 205R-

28 

 

CD5 (SP19) Rabbit Monoclonal 

Antibody  

205R-14, 205R-15, 205R-16, 205R-

18 

 

CD57 (NK-1) Mouse Monoclonal 

Antibody  

157M-94, 157M-95, 157M-96, 

157M-98 

 

CD61 (2f2) Mouse Monoclonal 

Antibody  

161M-14, 161M-15, 161M-16, 

161M-18 

 

CD68 9Kp-1) Mouse Monoclonal 

Antibody  

168M-94, 168M-95, 168M-96, 

168M-98 

 

CD7 (EP132) Rabbit Monoclonal 

Primary Antibody  

107R-14, 107R-15, 107R-16, 107R-

18 
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CD7 (MRQ-56) Mouse Monoclonal 

Antibody  

107M-24, 107M-25, 107M-26, 

107M-28 

 

CD71 (EP232) Rabbit Monoclonal 

Primary Antibody  

171R-14, 171R-15, 171R-16, 171R-

18 

 

CD71 (MRQ-48) Mouse Monoclonal 

Antibody  

171M-94, 171M-95, 171M-96, 

171M-98 

 

CD79a (JCB117) Mouse Monoclonal 

Antibody  

179M-94, 179M-95, 179M-96, 

179M-98 

 

CD79a (SP18) Rabbit Monoclonal 

Antibody  

179R-14, 179R-15, 179R-16, 179R-

18 

 

CD8 (C8/144B) Mouse Monoclonal 

Antibody  

108M-94, 108M-95, 108M-96, 

108M-98 

 

CD8 (SP16) Rabbit Monoclonal 

Antibody  

108R-14, 108R-15, 108R-16, 108R-

18 

c-Myc (EP121) Rabbit Monoclonal 

Primary Antibody  

395R-14, 395R-15, 395R-16, 395R-

18 

 

Cyclin D1 (EP12) Rabbit Monoclonal 

Primary Antibody  

241R-44, 241R-45, 241R-46, 241R-

48 

 

Cyclin D1 (SP4) Rabbit Monoclonal 

Antibody  

241R-14, 241R-15, 241R-16, 241R-

18 

 

Factor XIIIa (AC-1A1) Mouse 

Monoclonal Antibody  

251M-14, 251M-15, 251M-16, 

251M-18 

 

Factor XIIIa (EP3372) Rabbit 

Monoclonal Primary Antibody  

251R-14, 251R-15, 251R-16, 251R-

18 
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Fascin (55-k2) Mouse Monoclonal 

Antibody  

252M-14, 252M-15, 252M-16, 

252M-18 

 

FoxP1  (EP137) Rabbit Monoclonal 

Primary Antibody  

350R-24, 350R-25, 350R-26, 350R-

28 

 

FoxP1 (SP133) Rabbit Monoclonal 

Antibody  

350R-14, 350R-15, 350R-16, 350R-

18 

 

Glycophorin A (GA-R2) Mouse 

Monoclonal Antibody  

260M-14, 260M-15, 260M-16, 

260M-18 

 

Granzyme B Rabbit (EP230) 

Monoclonal Primary Antibody  

262R-14, 262R-15, 262R-16, 262R-

18 

 

Granzyme B Rabbit Polyclonal 

Antibody  

262A-14, 262A-15, 262A-16, 262A-

18 

 

Hemoglobin A (EPR3608) Rabbit 

Monoclonal Primary Antibody  

360R-14, 360R-15, 360R-16, 360R-

18 

 

HGAL (MRQ-49) Mouse 

Monoclonal Antibody  

375M-94, 375M-95, 375M-96, 

375M-98 

IgA (EP170) Rabbit Monoclonal 

Primary Antibody  

267R-14, 267R-15, 267R-16, 267R-

18 

 

IgA Rabbit Polyclonal Antibody  

267A-14, 267A-15, 267A-16, 267A-

18 

 

IgD (EP173) Rabbit Monoclonal 

Primary Antibody  

268R-14, 268R-15, 268R-16, 268R-

18 

 

IgD Rabbit Polyclonal Antibody  

268A-14, 268A-15, 268A-16, 268A-

18 
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IgG Rabbit Polyclonal Antibody  

269A-14, 269A-15, 269A-16, 269A-

18 

 

IgG4 (EP138) Rabbit Monoclonal 

Primary Antibody  

367R-14, 367R-15, 367R-16, 367R-

18 

 

IgG4 (MRQ-44) Mouse Monoclonal 

Antibody  

367M-14, 367M-15, 367M-16, 

367M-18 

 

IgM Rabbit Polyclonal Antibody  

270A-14, 270A-15, 270A-16, 270A-

18 

 

Kappa (EP171) Rabbit Monoclonal 

Primary Antibody  

274R-14, 274R-15, 274R-16, 274R-

18 

 

Kappa (L1C1) Mouse Monoclonal 

Antibody  

274M-94, 274M-95, 274M-96, 

274M-98 

 

Lambda (EP172) Rabbit Monoclonal 

Primary Antibody  

277R-14, 277R-15, 277R-16, 277R-

18 

 

Lambda (Lamb 14) Mouse 

Monoclonal Antibody  

277M-94, 277M-95, 277M-96, 

277M-98 

 

Langerin (12D6) Mouse Monoclonal 

Antibody  

392M-14, 392M-15, 392M-16, 

392M-18 

 

LEF1 (EP310) Rabbit Monoclonal 

Primary Antibody  

442R-14, 442R-15, 442R-16, 442R-

18 

 

LMO2 (SP51) Rabbit Monoclonal 

Antibody  

370R-14, 370R-15, 370R-16, 370R-

18 

 

Lysozyme Rabbit Polyclonal 

Antibody  

278A-14, 278A-15, 278A-16, 278A-

18 
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MUM1 (EP190) Rabbit Monoclonal 

Primary Antibody  

358R-14, 358R-15, 358R-16, 358R-

18 

 

MUM1 (MRQ-43) Rabbit 

Monoclonal Antibody  

358R-74, 358R-75, 358R-76, 358R-

78 

 

MUM1 (MRQ-8)  Mouse Monoclonal 

Antibody 

358M-14, 358M-15, 358M-16, 

358M-18 

 

Myeloperoxidase (EP151) Rabbit 

Monoclonal Primary Antibody  

289R-24, 289R-25, 289R-26, 289R-

28 

 

Myeloperoxidase Rabbit Polyclonal 

Antibody  

289A-74, 289A-75, 289A-76, 289A-

78 

 

Myeloperoxidase (SP72) Rabbit 

Monoclonal Antibody  

289R-14, 289R-15, 289R-16, 289R-

18 

 

Oct-2 (MRQ-2) Mouse Monoclonal 

Antibody  

308M-14, 308M-15, 308M-16, 

308M-18 

 

PAX-5 (24) Mouse Monoclonal 

Antibody  

312M-14, 312M-15, 312M-16, 

312M-18 

 

Pax-5  (EP156) Rabbit Monoclonal 

Primary Antibody  

312R-24, 312R-25, 312R-26, 312R-

28 

 

PAX-5 (SP34) Rabbit Monoclonal 

Antibody  

312R-14, 312R-15, 312R-16, 312R-

18 

 

PD-1 (EP239) Rabbit Monoclonal 

Primary Antibody  

315R-14, 315R-15, 315R-16, 315R-

18 

 

PD-1  (NAT105)  Mouse Monoclonal 

Antibody  
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315M-94, 315M-95, 315M-9, 315M-

98 

 

Perforin  (MRQ-23) Mouse 

Monoclonal Antibody  

316M-14, 316M-15, 316M-16, 

316M-18 

 

PU.1 (EPR3158Y) Rabbit 

Monoclonal Primary Antibody  

328R-14, 328R-15, 328R-16, 328R-

18 

 

SOX-11 (MRQ-58) Mouse 

Monoclonal Antibody 

382M-14, 382M-15, 382M-16, 

382M-18 

 

Spectrin (RBC2/3D5) Mouse 

Monoclonal Antibody  

333M-14, 333M-15, 333M-16, 

333M-18 

 

T-bet  (MRQ-46) Rabbit Monoclonal 

Antibody  

368R-74, 368R-75, 368R-7, 368R-78 

 

TCL1 (MRQ-7) Mouse Monoclonal 

Antibody  

357M-14, 357M-15, 357M-16, 

357M-18 

 

TdT (EP266) Rabbit Monoclonal 

Primary Antibody  

338R-24, 338R-25, 338R-2, 338R-28 

TdT Rabbit Polyclonal Antibody  

338A-74, 338A-75, 338A, 76338A-

78 

 

Tryptase  (G3) Mouse Monoclonal 

Antibody 

342M-14, 342M-15, 342M-16, 

342M-18 

283.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

Name of Medical Device 

 

 

Germ Cell Tumor Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Alpha-Fetoprotein (EP209) Rabbit 

Monoclonal Primary Antibody  

203R-14, 203R-15, 203R-16, 203R-

18 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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Fee submitted: PKR 

25,000/- 

 

Tracking id: 9Q7-

EYM-SYXX 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

 

Alpha-Fetoprotein  

203A-14, 203A-15, 203A-16, 203A-

18 

 

GLUT3  Rabbit Polyclonal Antibody 

413A-14, 413A-15, 413A-16, 413A-

18 

 

hCG Rabbit Polyclonal Antibody  

234A-14, 234A-15, 234A-16, 234A-

18 

 

 

 

Human Placental Lactogen (hPL) 

Rabbit Polyclonal Antibody  

266A-14, 266A-15, 266A-16, 266A-

18 

 

MAGEC2 (EP405) Rabbit 

Monoclonal Primary Antibody  

477R-14, 477R-15, 477R-16, 477R-

18 

 

Oct-4  (MRQ-10) Mouse Monoclonal 

Antibody  

309M-14, 309M-15, 309M-16, 

309M-18 

 

p53 (DO7) Mouse Monoclonal 

Antibody  

453M-94, 453M-95, 453M-96, 

453M-98 

 

p53 (SP5) Rabbit Monoclonal 

Antibody  

453R-14, 453R-15, 453R-16, 453R-

18 

 

p57 Kip2 (Kp10) Mouse Monoclonal 

Antibody  

457M-94, 457M-95, 457M-96, 

457M-98 

 

 

 

PLAP (NB10) Mouse Monoclonal 

Antibody  

321M-14, 321M-15, 321M-16, 

321M-18 

 

PLAP (SP15) Rabbit Monoclonal 

Antibody  

321R-14, 321R-15, 321R-16, 321R-

18 
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SALL4 (6E3) Mouse Monoclonal 

Antibody  

385M-14, 385M-15, 385M-16, 

385M-18 

 

SALL4 (EP299) Rabbit Monoclonal 

Primary Antibody  

385R-14, 385R-15, 385R-16, 385R-

18 

284.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 2WN-

4Q4-D9XG 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Name of Medical Device 

 

 

Carcinoma Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes: (110 Reagents) 

 

Adipophilin Rabbit Polyclonal 

Antibody  

393A-14, 393A-15, 393A-16, 393A-

18 

 

Arginase-1 (EP261) Rabbit 

Monoclonal Primary Antibody  

380R-24, 380R-25, 380R-26, 380R-

28 

 

Arginase-1 (SP156) Rabbit 

Monoclonal Antibody  

380R-14, 380R-15, 380R-16, 380R-

18 

 

ARID1A (EP303) Rabbit Monoclonal 

Primary Antibody  

407R-14, 407R-15, 407R-16, 407R-

18 

 

ATRX Rabbit Polyclonal Antibody 

485A-14, 485A-15, 485A-16, 485A-

18 

 

BCA-225  (Cu-18) Mouse 

Monoclonal Antibody  

225M-14, 225M-15, 225M-16, 

225M-18 

 

BG8, Lewis Y  (F3) Mouse 

Monoclonal Antibody  

228M-14, 228M-15, 228M-16, 

228M-18 

 

CA-125  (OC125) Mouse Monoclonal 

Antibody  

325M-14, 325M-15, 325M-16, 

325M-18 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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CA19-9 (121SLE) Mouse 

Monoclonal Antibody  

399M-14, 399M-15, 399M-16, 

399M-18 

 

Cadherin-17 (SP183) Rabbit 

Monoclonal Antibody  

378R-14, 378R-15, 378R-16, 378R-

18 

 

Carbonic Anhydrase IX (CA IX)  

(EP161) Rabbit Monoclonal Primary 

Antibody  

379R-14, 379R-15, 379R-16, 379R-

18 

 

CD44  (MRQ-13) Mouse Monoclonal 

Antibody  

144M-94, 144M-95, 144M-96, 

144M-98 

 

CDX-2 (EPR2764Y) Rabbit 

Monoclonal Primary Antibody  

235R-14, 235R-15, 235R-16, 235R-

18 

 

CEA (CEA31) Mouse Monoclonal 

Antibody  

236M-94, 236M-95, 236M-96, 

236M-98 

 

CEA   Rabbit Polyclonal Antibod  

236A-14, 236A-15, 236A-16, 236A-

18 

 

CITED1 (5H6) Mouse Monoclonal 

Antibody  

424M-14, 424M-15, 424M-16, 

424M-18 

 

Claudin 1  Rabbit Polyclonal 

Antibody  

359A-14, 359A-15, 359A-16, 359A-

18 

 

Collagen Type IV  (CIV22) Mouse 

Monoclonal Antibody  

239M-14, 239M-15, 239M-16, 

239M-18 

 

COX-2 (SP21) Rabbit Monoclonal 

Antibody  

240R-14, 240R-15, 240R-16, 240R-

18 

 

Cytokeratin (35betaH11) Mouse 

Monoclonal Antibody  
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335M-94, 335M-95, 335M-96, 

335M-98 

 

Cytokeratin (CAM 5.2) Mouse 

Monoclonal Antibody  

452M-94, 452M-95, 452M-96, 

452M-98 

 

Cytokeratin  (OSCAR) Mouse 

Monoclonal Antibody  

300M-14, 300M-15, 300M-16, 

300M-18 

 

Cytokeratin 14 (LL002) Mouse 

Monoclonal Antibody  

314M-14, 314M-15, 314M-16, 

314M-18 

 

Cytokeratin 14  (SP53) Rabbit 

Monoclonal Antibody  

314R-14, 314R-15, 314R-16, 314R-

18 

 

Cytokeratin 17 (EP98) Rabbit 

Monoclonal Primary Antibody  

317R-14, 317R-15, 317R-16, 317R-

18 

 

Cytokeratin 19  (A53-B/A2.26) 

Mouse Monoclonal Antibody  

319M-14, 319M-15, 319M-16, 

319M-18 

 

Cytokeratin 19 (EP72) Rabbit 

Monoclonal Primary Antibody  

319R-24, 319R-25, 319R-26, 319R-

28 

 

Cytokeratin 20 (Ks20.8) Mouse 

Monoclonal Antibody  

320M-14, 320M-15, 320M-16, 

320M-18 

 

Cytokeratin 5  (EP1601Y) Rabbit 

Monoclonal Primary Antibody  

305R-14, 305R-15, 305R-16, 305R-

18 

 

Cytokeratin 5&6 (D5/16B4) + TTF-

1(8G7G3/1) Mouse Monoclonal 

Antibody  

  902H-08    

Cytokeratin 7 (OV-TL 12/30) Mouse 

Monoclonal Antibody  

307M-94, 307M-95, 307M-96, 

307M-98 
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Cytokeratin 8&18 (B22.1&B22.3) 

Mouse Monoclonal Antibody  

818M-94, 818M-95, 818M-96, 

818M-98 

 

Cytokeratin, HMW (AE3) Mouse 

Monoclonal Antibody  

303M-14, 303M-15, 303M-16, 

303M-18 

 

Cytokeratin, LMW (AE1) Mouse 

Monoclonal Antibody  

301M-14, 301M-15, 301M-16, 

301M-18 

 

E-cadherin (EP700Y) Rabbit 

Monoclonal Primary Antibody  

246R-14, 246R-15, 246R-16, 246R-

18 

 

EGFR (EP22) Rabbit Monoclonal 

Primary Antibody  

414R-24, 414R-25, 414R-26, 414R-

28 

 

EGFR (SP84) Rabbit Monoclonal 

Antibody  

414R-14, 414R-15, 414R-16, 414R-

18 

 

EMA (E29) Mouse Monoclonal 

Antibody  

247M-94, 247M-95, 247M-96, 

247M-98 

 

Ep-CAM/Epithelial Specific Antigen 

(Ber-EP4) Mouse Monoclonal 

Antibody  

248M-94, 248M-95, 248M-96, 

248M-98 

 

Ep-CAM/Epithelial Specific Antigen 

(MOC-31) Mouse Monoclonal 

Antibody  

248M-14, 248M-15, 248M-16, 

248M-18 

 

EZH2 (11) Mouse Monoclonal 

Antibody  

415M-14, 415M-15, 415M-16, 

415M-18 

 

GATA3 (L50-823) Mouse 

Monoclonal Antibody 

390M-14, 390M-15, 390M-16, 

390M-18 
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GCDFP-15 (23A3) Mouse 

Monoclonal Antibody  

 

257M-14, 257M-15, 257M-16, 

257M-18 

GCDFP-15 (EP1582Y) Rabbit 

Monoclonal Primary Antibody  

257R-14, 257R-15, 257R-16, 257R-

18 

 

GLUT1 Rabbit Polyclonal Antibod 

355A-14, 355A-15, 355A-16, 355A-

18 

 

Glutamine Synthetase  (GS-6) Mouse 

Monoclonal Antibody  

389M-14, 389M-15, 389M-16, 

389M-18 

 

Glypican-3  (1G12) Mouse 

Monoclonal Antibody  

261M-94, 261M-95, 261M-96, 

261M-98 

 

Heat Shock Protein 70 (EP377) 

Rabbit Monoclonal Primary Antibody

  

460R-14, 460R-15, 460R-16, 460R-

18 

 

IMP3 (EP286) Rabbit Monoclonal 

Primary Antibody  

433R-14, 433R-15, 433R-16, 433R-

18 

 

Inhibin, alpha (MRQ-63) Rabbit 

Monoclonal Antibody  

271R-24, 271R-25, 271R-26, 271R-

28 

 

Inhibin, alpha (R1) Mouse 

Monoclonal Antibody  

271M-14, 271M-15, 271M-16, 

271M-18 

 

Ksp- cadherin (MRQ-33) Mouse 

Monoclonal Antibody  

276M-94, 276M-95, 276M-96, 

276M-98 

 

Mammaglobin (31A5) Rabbit 

Monoclonal Antibody  

280R-14, 280R-15, 280R-16, 280R-

18 

 

MLH1 (M1) Mouse Monoclonal 

Antibody  
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285M-24, 285M-25, 285M-26, 

285M-28 

 

MUC1 (EP85) Rabbit Monoclonal 

Primary Antibody  

290R-14, 290R-15, 290R-16, 290R-

18 

 

MUC1  (MRQ-17) Mouse 

Monoclonal Antibody  

290M-14, 290M-15, 290M-16, 

290M-18 

 

MUC2  (MRQ-18) Mouse 

Monoclonal Antibody 

291M-14, 291M-15, 291M-16, 

291M-18 

 

MUC4  (8G7) Mouse Monoclonal 

Antibody  

406M-14, 406M-15, 406M-16, 

406M-18 

 

MUC5AC  (MRQ-19) Mouse 

Monoclonal Antibody  

292M-94, 292M-95, 292M-96, 

292M-98 

 

MUC6  (MRQ-20) Mouse 

Monoclonal Antibody  

293M-94, 293M-95, 293M-96, 

293M-98 

 

MyoD1 (EP212) Rabbit Monoclonal 

Primary Antibody  

386R-14, 386R-15, 386R-16, 386R-

18 

 

Napsin A  (EP205) Rabbit 

Monoclonal Primary Antibody  

352R-14, 352R-15, 352R-16, 352R-

18 

 

Napsin A (MRQ-60) Mouse 

Monoclonal Antibody  

352M-94, 352M-95, 352M-96, 

352M-98 

 

Napsin A Rabbit Polyclonal Antibody 

352A-74, 352A-75, 352A-76, 352A-

78 

 

Nerve Growth Factor 

Receptor(NGFR) (MRQ-21) Mouse 

Monoclonal Antibody  

304M-14, 304M-15, 304M-16, 

304M-18 

 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 111 of 578 

 

NKX2.2 (EP336) Rabbit Monoclonal 

Primary Antibody  

445R-14, 445R-15, 445R-16, 445R-

18 

 

 

p120 Catenin  (MRQ-5) Mouse 

Monoclonal Antibody  

420M-14, 420M-15, 420M-16, 

420M-18 

 

p16INK4A  (JC2) Mouse Monoclonal 

Antibody  

416M-14, 416M-15, 416M-16, 

416M-18 

 

p21  WAF1  (DCS-60.2) Mouse 

Monoclonal Antibody  

421M-14, 421M-15, 421M-16, 

421M-18 

 

p40 (ZR8) Rabbit Monoclonal 

Antibody  

483R-14, 483R-15, 483R-16, 483R-

18 

 

p53 (EP9) Rabbit Monoclonal 

Primary Antibody 

453R-24, 453R-25, 453R-26, 453R-

28 

 

p63 (EP174) Rabbit Monoclonal 

Primary Antibody  

482R-18, 482R-18, 482R-18, 482R-

18 

 

PAX-2 (EP235) Rabbit Monoclonal 

Primary Antibody  

311R-14, 311R-15, 311R-16, 311R-

18 

 

PAX-8  (MRQ-50) Mouse 

Monoclonal Antibody  

363M-14, 363M-15, 363M-16, 

363M-18 

 

PAX-8  Rabbit Polyclonal Antibody 

363A-14, 363A-15, 363A-18 

 

PAX-8  (SP348) Rabbit Monoclonal 

Antibody  

363R-34, 363R-35, 363R-36, 363R-

38 

 

PD-L1 (28-8) Rabbit Monoclonal 

Primary Antibody  

438R-14, 438R-15, 438R-16, 438R-

18 
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PD-L1  (ZR3) Rabbit Monoclonal 

Primary Antibody  

438R-24, 438R-25, 438R-26, 438R-

28 

 

Renal Cell Carcinoma  (PN-15) 

Mouse Monoclonal Antibody  

329M-94, 329M-95, 329M-96, 

329M-98 

ROS1 (MRQ-68) Rabbit Monoclonal 

Antibody  

469R-94, 469R-95, 469R-96, 469R-

98 

 

S-100  (4C4.9) Mouse Monoclonal 

Antibody  

330M-14, 330M-15, 330M-16, 

330M-18 

 

S100A1 (EP184) Rabbit Monoclonal 

Primary Antibody  

408R-14, 408R-15, 408R-16, 408R-

18 

 

S100P  (16/f5) Mouse Monoclonal 

Antibody  

376M-94, 376M-95, 376M-96, 

376M-98 

 

SATB2 (EP281) Rabbit Monoclonal 

Primary Antibody  

384R-14, 384R-15, 384R-16, 384R-

18 

 

SMAD4  (MRQ-72) Rabbit 

Monoclonal Antibody  

487R-94, 487R-95, 487R-96, 487R-

98 

 

SOX-2 (EP103) Rabbit Monoclonal 

Primary Antibody  

371R-24, 371R-25, 371R-26, 371R-

28 

 

SOX-2 (SP76) Rabbit Monoclonal 

Antibody  

371R-14, 371R-15, 371R-16, 371R-

18 

 

TAG-72  (B72.3) Mouse Monoclonal 

Antibody  

337M-84, 337M-85, 337M-86, 

337M-88 

 

TFE3 (MRQ-37) Rabbit Monoclonal 

Antibody  
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354R-14, 354R-15, 354R-16, 354R-

18 

 

Thyroglobulin  (2H11+6E1) Mouse 

Monoclonal Antibody  

340M-14, 340M-15, 340M-1, 340M-

18 

 

Thyroglobulin  (MRQ-41) Mouse 

Monoclonal Antibody  

340M-94, 340M-95, 340M-96, 

340M-98 

 

TLE1  (1F5) Mouse Monoclonal 

Antibody  

401M-14, 401M-15, 401M-16, 

401M-18 

 

TROP2 (EP431) Rabbit Monoclonal 

Primary Antibody  

465R-14, 465R-15, 465R-16, 465R-

18 

 

TTF-1  (8G7G3/1) Mouse 

Monoclonal Antibody 

343M-94, 343M-95, 343M-96, 

343M-98 

 

TTF-1  (EP229) Rabbit Monoclonal 

Primary Antibody  

343R-14, 343R-15, 343R-16, 343R-

18 

 

Uroplakin III  (AU-1) Mouse 

Monoclonal Antibody  

345M-14, 345M-15, 345M-16, 

345M-18 

 

Uroplakin III (SP73) Rabbit 

Monoclonal Antibody  

345R-14, 345R-15, 345R-16, 345R-

18 

 

Villin  (CWWB1) Mouse Monoclonal 

Antibody  

346M-14, 346M-15, 346M-16, 

346M-18 

 

Villin  (EP163) Rabbit Monoclonal 

Primary Antibody  

346R-14, 346R-15, 346R-16, 346R-

18 

 

WT1  (6F-H2) Mouse Monoclonal 

Antibody  

348M-94, 348M-95, 348M-96, 

348M-98 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 114 of 578 

 

285.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: PZN-

TJS-M9J7 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Name of Medical Device 

 

 

Breast Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Estrogen Receptor (EP1) Rabbit 

Monoclonal Primary Antibody  

249R-24, 249R-25, 249R-26, 249R-

28 

 

Estrogen Receptor  (SP1) Rabbit 

Monoclonal Antibody  

249R-14, 249R-15, 249R-16, 249R-

18 

 

FOXA1 (2F83) Mouse Monoclonal 

Antibody  

405M-14, 405M-15, 405M-16, 

405M-18 

 

Her2/Neu  (EP3) Rabbit Monoclonal 

Primary Antibody  

237R-24, 237R-25, 237R-26, 237R-

28 

 

Her2/Neu  

237R-14, 237R-15, 237R-16, 237R-

18 

 

Mammaglobin Cocktail (304-

1A5/31A5) Mouse & Rabbit Cocktail 

Antibody  

280C-14, 280C-15, 280C-16, 280C-

18 

 

Progesterone Receptor (SP42) Rabbit 

Monoclonal Antibody  

323R-34, 323R-35, 323R-36, 323R-

38 

 

Progesterone Receptor (Y85) Rabbit 

Monoclonal Primary Antibody  

323R-14, 323R-15, 323R-16, 323R-

18 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 

286.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

Name of Medical Device 

 

 

Undifferentiated Tumor Marker 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

1st April 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: GAZ-

A6Q-XVA3 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

 

Codes:  

 

CD99 (EPR3097Y) Rabbit 

Monoclonal Antibody 

199R-14, 199R-15, 199R-16, 199R-

18 

 

Cytokeratin Cocktail (AE1 & AE3) 

Mouse Monoclonal Antibody 

313M-14, 313M-15, 313M-16, 

313M-18 

 

Galectin-3 (9C4) Mouse Monoclonal 

Antibody 

255M-14, 255M-15, 255M-16, 

255M-18 

 

Vimentin (EP21) Rabbit Monoclonal 

Antibody 

347R-24, 347R-25, 347R-26, 347R-

28 

 

Vimentin (V9) Mouse Monoclonal 

Antibody 

347M-14, 347M-15, 347M-16, 

347M-18 

287.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

8th August 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 3ML-

5QJ-J5A8 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

Name of Medical Device 

 

 

Viral Infection Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Adeno virus (20/11 & 2/6) Mouse 

Monoclonal Antibody 

212M-14, 212M-15, 212M-16, 

212M-18 

 

Epstein-Barr Virus (CS1-4) Mouse 

Monoclonal Antibody 

245M-14, 245M-15, 245M-16, 

245M-18 

 

Epstein-Barr Virus (MRQ-47) Rabbit 

Monoclonal Antibody 

245R-14, 245R-15, 245R-16, 245R-

18 

 

Herpes Simplex Virus I (10A3) 

Mouse Monoclonal Antibody 

361M-14, 361M-15, 361M-16, 

361M-18 

 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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Herpes Simplex Virus I Rabbit 

Polyclonal Antibody 

361A-14, 361A-15, 361A-16, 361A-

18 

 

Herpes Simplex Virus II Rabbit 

Polyclonal Antibody 

362A-74, 362A-75, 362A-76, 362A-

78 

 

Parvovirus B19 (R92F6) Mouse 

Monoclonal Antibody 

218M-14, 218M-15, 218M-16, 

218M-18 

 

Varicella Zoster Virus (SG-1, SG1-

SG4, NCP-1 & IE-62) Mouse 

Monoclonal Antibody 

364M-14, 364M-15, 364M-16, 

364M-18 

288.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

8th Aug 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: YQH-

EJJ-UNGL 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

Name of Medical Device 

 

 

Proliferation Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Ki-67 (MRQ-64) Rabbit Monoclonal 

Antibody 

275R-34, 275R-35, 275R-36, 275R-

38 

 

Ki-67 (SP6) Rabbit Monoclonal 

Antibody 

275R-14, 275R-15, 275R-16, 275R-

18 

 

Phosphohistone H3 (PHH3) Rabbit 

Polyclonal Antibody 

369A-14, 369A-15, 369A-16, 369A-

18 

 

Approved 

289.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Name of Medical Device 

 

 

Endothelial Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

CD34 (EP88) Rabbit Antibody 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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Date of submission: 

8th Aug 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: X8U-

D6S-LPBM 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

 

 

134R-18, 134R-16, 134R-15, 134R-

14 

 

CD34 (QBEnd/10) Mouse 

Monoclonal Antibody 

134M-18, 134M-16, 134M-15, 

134M-14 

 

Claudin-4 (EP417) Rabbit 

Monoclonal Antibody 

468R-18, 468R-16, 468R-15, 468R-

14 

 

ERG (EP111) Rabbit Monoclonal 

Primary Antibody 

434R-18, 434R-16, 434R-15, 434R-

14 

 

Factor VIII Related Antigin Rabbit 

Polyclonal Antibody 

250A-18, 250A-16, 250A-15, 250A-

14 

 

FLI-1 (MRQ-1) Mouse Monoclonal 

Antibody 

254M-18, 254M-16, 254M-15, 

254M-14 

 

Podoplanin (D2-40) Mouse 

Monoclonal Antibody 

322M-18, 322M-16, 322M-15, 

322M-14 

 

SDHB (EP288) Rabbit Monoclonal 

Primary Antibody 

466R-18, 466R-16. 466R-15, 466R-

14 

290.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

8th Aug 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 4SA-

1R9-Z341 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

Name of Medical Device 

 

 

Cancer Markers 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

Androgen Receptors (EP120) Rabbit 

Monoclonal Antibody 

200R-24, 200R-25, 200R-26, 200R-

28 

 

Androgen Receptors (SP107) Rabbit 

Monoclonal Antibody 

200R-14, 200R-15, 200R-16, 200R-

18 

 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 
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Beta-Catenin (14) Mouse Monoclonal 

Antibody 

224M-14, 224M-15, 224M-15, 

224M-18 

 

Hepatocyte Specific Antigen (Hep-

Par1) (EP265) Rabbit Monoclonal 

Antibody 

264R-14, 264R-15, 264R-16, 264R-

18 

 

Hepatocyte Specific Antigen (Hep-

Par1) (OCH1E5) Rabbit Monoclonal 

Antibody 

264M-94, 264M-95, 264M-96, 

264M-98 

 

p27 kip1 (SX53G8) Mouse 

Monoclonal Antibody 

427M-98, 427M-96, 427M-95, 

427M-94 

291.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

8th Aug 2024 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id: 2VW-

8U9-QU47 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD 

ROCKLIN, CA USA 95677 

 

LOA 

Expiry Date: 31st Dec 2025 

 

FSC Country of Origin: USA 

Validity: 17 April 2026 

 

FSC: Netherland   

Validity: 26-5-2026 

 

ISO 13485  

Expiry: 20-12-2025 

Name of Medical Device 

 

 

Rejection Marker 

(Immunohistochemistry) 

Class B 

 

Shelf Life: 3 years Months  

 

Codes:  

 

C3d Rabbit Polyclonal Antibody 

403A-74, 403A-75, 403A-76, 403A-

78 

 

C4d Rabbit Polyclonal Antibody 

404A-14, 404A-15, 404A-16, 404A-

18 

 

C4d (SP91) Rabbit Monoclonal 

Antibody 

404R-14, 404R-15, 404R-16, 404R-

18 

 

Approved 

292.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

DIAsource ImmunoAssays S.A. 

Rue du Bosquet, 2, B-1348 

Louvain-la-Neuve, Belgium. 

 

LOA 

Expiry Date: 31st Dec 2025 

 

Name of Medical Device 

 

 

25OH Vitamin D Total ELISA 90’ - 

KAP1071/F1 

 

Class B 

 

Shelf Life: 24 Months  

 

Codes:  

 

 

Approved 
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Date of submission: 

3rd October 2024 

 

Fee submitted: PKR 

31,000/- 

FSC : Belgium  

Date of Issuance: 28-May-2024 

 

ISO 13485  

Expiry: 11-11-2024 

 

 

 

293.  Name of Firm (s) 

 

F Y Diagnostics & 

Surgicals 

 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL-7/8, 

K.C.H.S.U, Shahrah-

e-Faisal, Karachi-

75350, Pakistan 

ELI-00323 

 

Date of submission: 

20th November 2024 

 

Fee submitted: PKR 

31,000/- 

 

Tracking id:  

UBJ-XPJ-T22E 

Name of Manufacturer Legal 

Manufacture 

 

 

Manufacturing Site  

DIA.PRO Diagnostic Bioprobes 

S.r.l. 

Via Giosuè Carducci 27 – 

20099 Sesto San Giovanni, 

Milan, Italy 

 

LOA from DiaPro to Dia Source  

Expiry Date: 31st Dec 2025 

 

LOA from Dia Source to FY 

Diagnostics   

Expiry Date: 31st Dec 2025 

 

FSC : Italy 

Date of Issuance: 5-April-2024 

 

ISO 13485  

Expiry: 17-11-2026 

Name of Medical Device 

 

 

HEV IgM ELISA 

 

Class B 

 

Shelf Life: 15 Months  

 

Codes: KAPDEVM 

 

 

Approved 

294.  RA Healthcare (SMC-

Pvt) Ltd                  

2nd Floor, Building # 

50, Mir Arcade, Mini 

Commercial, Phase 7, 

Bahria Town, 

Islamabad. Pakistan                                     

 

(ELI-00482) 

Date of submission: 

3rd August 2023 

 

Fee submitted: PKR 

25,000/- 

 

Tracking id:  

E6D-1LQ-V29U 

 

Manufacturing Site  
Oneness Biotech Co., Ltd 

No. 8, Tangchang Rd., Nanchou 

Township, Pingtung County 

926, Taiwan 

 

FSC : Taiwan 

Validity: 17-3-2028 

 

ISO 13485  

Expiry: 21-3-2025 

 

 

Bonvadis Topical Cream  

Class B 

 

Shelf Life: 24 Months  

Codes: N/A 

 

LOA 

Expiry Date: 20-6-2028 

 

FSC: US FDA  

Issuance date: 13-2-2025 

 

 

 

 

Approved  

295.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi. 

 

 ELI-00098 

 Date of issuance: 03-

08-2018 

  

Fee challan No 

0507283846  

Legal Manufacturer:  

M/s Assure Tech. (Hangzhou) 

Co., Ltd. Address: Building 4, 

No. 1418-50, Moganshan Road, 

Gongshu District, Hangzhou 

310011, Zhejiang,  

China 

 

 FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

Brand Name: Medicare  

 

Generic Name: Dengue Rapid Test  

MD Group: Kit  

 

Class B  

 

Shelf Life: 5years  

 

Storage Condition: 

 2-30°C  

 

Approved in class-C 

subject to 

submission of form 

and fee as per 

revised SRO. 
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PKR.25,000/-  

 

Date:26/07/2024 

 

ISO : 2025/11/25  

 

DOC: 2026/03/1 

Codes / Sizes 

DEN NS1- W23 & DEN NS1-W11 

296.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi. 

 

 ELI-00098 Date of 

issuance: 03-08-2018  

 

Fee challan No 

52046178829  

 

PKR.25,000/-  

 

Date:26/07/2024 

Legal Manufacturer: M/s Assure 

Tech. (Hangzhou) Co., Ltd. 

Address: Building 4, No. 1418-

50, Moganshan Road, Gongshu 

District, Hangzhou 310011, 

Zhejiang, China  

 

FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

 

ISO : 2025/11/25  

 

DOC: 2026/03/10 

Brand Name: Medicare  

 

Generic Name: HBsAg Rapid Test 

Device  

 

MD Group: Kit  

 

Class B  

 

Shelf Life: 5years  

 

Storage Condition: 2-30°C 

 

Codes / Sizes  

HbsAg-w11 & HbsAgW23 HbsAg-

P11, HbsAg-p23, 

Deferred since the 

device is registered 

in Class-D. 

The firm is required 

to submit form, fee 

and design 

examination 

certificate. 

297.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi.  

 

ELI-00098 Date of 

issuance: 03-08-2018  

 

Fee challan No 

8045979176  

 

PKR.25,000/-  

 

Date:26/07/2024 

Legal Manufacturer: M/s Assure 

Tech. (Hangzhou) Co., Ltd. 

Address: Building 4, No. 1418-

50, Moganshan Road, Gongshu 

District, Hangzhou 310011, 

Zhejiang, China  

 

FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

 

ISO : 2025/11/25  

 

DOC: 2026/03/10 

Brand Name: Medicare  

 

Generic Name: HCG Rapid Test MD  

 

Group: Kit  

 

Class B  

 

Shelf Life: 5years  

 

Storage Condition: 2-30°C  

 

Codes / Sizes  

HCG-U35H10, HCGU35H-20, HCG-

U35H25 & HCGU35 

Approved subject to 

submission of CE  

298.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi.  

 

ELI-00098  

 

Date of issuance: 03-

08-2018  

 

Fee challan No 

183411915818  

 

PKR.25,000/-  

 

Date:26/07/2024 

Legal Manufacturer: M/s Assure 

Tech. (Hangzhou) Co., Ltd. 

Address: Building 4, No. 1418-

50, Moganshan Road, Gongshu 

District, Hangzhou 310011, 

Zhejiang, China  

 

FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

 

ISO : 2025/11/25  

 

DOC: 2026/03/10 

Brand Name: Medicare  

 

Generic Name: Malaria P.f/Pan Rapid 

Test MD  

 

Group: Kit Class B 

 

 Shelf Life: 5years  

 

Storage Condition: 2-30°C  

 

Codes / Sizes  

MAL-W23M002 & MAL-W11M002 

Approved subject to 

submission of CE 

299.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi.  

 

Legal Manufacturer: M/s Assure 

Tech. (Hangzhou) Co., Ltd. 

Address: Building 4, No. 1418-

50, Moganshan Road, Gongshu 

District, Hangzhou 310011, 

Zhejiang, China  

Brand Name: Medicare  

 

Generic Name: Typhoid Rapid Test  

 

MD Group: Kit 

 

Approved subject to 

submission of CE 
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ELI-00098 Date of 

issuance: 03-08-2018  

 

Fee challan No 

283955522  

 

PKR.25,000/-  

 

Date:26/07/2024 

 

FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

 

ISO : 2025/11/25  

 

DOC: 2026/03/10 

 Class B  

 

Shelf Life: 5years  

 

Storage Condition: 2-30°C  

 

Codes / Sizes  

 

TYP-W23, TYP-P23, TYP-P11, 

TYP-W11, TYP-W23M 

300.  M/s. Mana & Co 

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-

eLiaquat, Karachi.  

 

ELI-00098  

Date of issuance: 03-

08-2018  

 

Fee challan No 

283955522  

 

PKR.25,000/-  

 

Date:26/07/2024 

Legal Manufacturer: M/s Assure 

Tech. (Hangzhou) Co., Ltd. 

Address: Building 4, No. 1418-

50, Moganshan Road, Gongshu 

District, Hangzhou 310011, 

Zhejiang, China  

 

FSC: China Validity: 

2026/01/03  

 

LOA Validity: 2029/01/25  

 

ISO : 2025/11/25  

 

DOC: 2026/03/10 

Brand Name: Medicare  

 

Generic Name: Tuberculosis Rapid 

Test  

 

MD Group: Kit  

 

Class B  

 

Shelf Life: 5years  

 

Storage Condition: 2-30°C  

 

Codes / Sizes  

TB-W23, TBP23 TB-W11, TB-P11 

Approved subject to 

submission of CE 

301.  M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

 

ELI-00423 

 

Fee challan No 

421129045396 

 

PKR.25,000/- 

 

R&I 

Date:30/05/2024 

 

Legal Manufacturer:  

M/s Yangzhong Medi Tech Co., 

Ltd. Address: No.1088, East 

Hongsheng area, Science and 

Technology Zone, Xinba Town, 

212212, Yangzhong, Jiangsu, P. 

R. China 

 325600 CHINA 

  

FSC: China Validity: 

2023/11/06 

LOA Validity: 2028/05/20 

 ISO: 2025/05/31 

DOC: 2026/05/26 

Brand Name: Medicare 

Generic Name:  

Foley Catheter 

 

MD Group: Single 

Class B 

  

Shelf Life:    5years 

Storage Condition:  

Store at room Temperature 

 

Codes / Sizes   

2.0mm(6Fr) 2.7mm(8Fr) 

3.3mm(10Fr) 4.0mm(12Fr) 

4.7mm(14Fr) 5.3mm(16Fr) 

6.0mm(18Fr) 6.7mm(20Fr) 

7.3mm(22Fr) 8.0mm(24Fr)  

Approved 

302.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Brand Name; VAPRO® Vapor 

Pressure Osmometer (5600),  

 

Class A 

 

Shelf Life: Instrument- No shelf lfie 

Reagents-24 Months 

 

Codes / Sizes (if any)  

VAPRO® Vapor Pressure 

Osmometer (5600),  

VAPRO® Vapor Pressure 

Osmometer Extended Range 

(5600XR), 

 

Approved 
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303.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

FreezePoint Freezing Point 

Osmometer 

 

Class A 

 

Shelf Life: 7 Years 

 

Codes / Sizes (if any)  

 

FreezePoint Freezing Point 

Osmometer (6000) 

FreezePoint Freezing Point 

Osmometer (6000S) 

FreezePoint Freezing Point 

Osmometer (6000P) 

FreezePoint Freezing Point 

Osmometer (6000SP) 

FreezePoint Calibration Standard, 300 

mOsmol/kg (SS-276) 

FreezePoint Calibration Standard, 850 

mOsmol/kg (SS-277) 

FreezePoint Calibration Standard, 0 

mOsmol/kg (SS-278) 

Calibration Standard, 100 mOsmol/kg 

(SS-283) 

Reference Solution, 290 mOsmol/kg 

(SS-284) 

Calibration Standard, 500 mOsmol/kg 

(SS-285) 

Calibration Standard, 2000 

mOsmol/kg (SS-286) 

Approved 

304.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Aerospray® Hematology Stat Slide 

Stainer/Cytocentrifuge 

 

Class A 

 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-02, SS-029C and SS-266- 24 

months 

SS-035A, SS-035/049B, SS-035C, 

SS-048, SS-049A, SS-049C, SS-

049P, SS-135/149C\A SYSTEM, SS-

135/149C\B SYSTEM, SS-135/149C 

SYSTEM, SS-135S, SS-148, SS-

149P SYSTEM, & SS-230- 18 

months 

 

 

Codes / Sizes (if any)  

Aerospray® Hematology Stat Slide 

Stainer/Cytocentrifuge (7122) 

Aerospray® Nozzle Cleaning 

Solution (SS-029) 

Aerospray® Nozzle Cleaning 

Solution Concentrate (SS-029C) 

Approved having 

FSC of RRA 
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Aerospray® Hematology Stat 

Reagent A, Rinse (SS-035A) 

Aerospray® Hematology Stat 

Reagent B, Thiazin Stain (SS-

035/049B) 

Aerospray® Hematology Stat 

Reagent C, Eosin Stain (SS-035C) 

Aerospray® Hematology Reagent D, 

Aerofix® Fixative (SS-048)  

Aerospray® Hematology Stat 

Reagent A, Basofix™ Rinse (SS-

049A) 

Aerospray® Hematology Stat 

Reagent C, Basofix™ Eosin Stain 

(SS-049C) 

Aerospray® Hematology Stat, 

Basofix™ Pre-dip Fixative (SS-049P) 

Aerospray® Hematology Stat 

Reagent A, Rinse Concentrate (SS-

135/149A SYSTEM) 

Aerospray® Hematology Stat 

Reagent B, Thiazin Stain Concentrate 

(SS-135/149B SYSTEM) 

Aerospray® Hematology Stat 

Reagent C, Eosin Stain Concentrate 

(SS-135/149C SYSTEM) 

Aerospray® Hematology Stat 

Surfactant (SS-135S) 

Aerospray® Hematology Reagent D, 

Aerofix® Fixative Concentrate (SS-

148) 

Aerospray® Hematology Stat, 

Basofix™ Pre-dip Fixative 

Concentrate (SS-149P SYSTEM) 

Aerospray® Stain Residue Solvent 

(SS-230) 

Aerospray® PM Cleaning Solution 

(SS-266) 

 

305.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Aerospray® Hematology Pro Slide 

Stainer/Cytocentrifuge 

 

Class A 

 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-029, SS-029C, SS-222, & SS-266-

24 months 

SS-048, SS-071A, SS-071B, SS-

071C, SS-072A, SS-148, SS-171A, 

SS-171B2, SS-171C2, SS-172A, SS-

230- 18 months 

 

 

Codes / Sizes (if any)  

 

Aerospray® Hematology Pro Slide 

Stainer/Cytocentrifuge (7152) 

Approved having 

FSC of RRA 
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Aerospray® Hematology Pro Reagent 

A, Buffer (pH 6.8) (SS-071A) 

Aerospray® Hematology Pro Reagent 

B, Thiazin Stain (SS-071B) 

Aerospray® Hematology Pro Reagent 

C, Eosin Stain (SS-071C) 

Aerospray® Hematology Pro Reagent 

A, Buffer (pH 7.2) (SS-072A) 

Aerospray® Hematology Pro Reagent 

A, Buffer (pH 6.8) Concentrate (SS-

171A) Aerospray® Hematology Pro 

Reagent B, Thiazin Stain Concentrate 

(SS-171B2) 

 

Aerospray® Hematology Pro Reagent 

C, Eosin Stain Concentrate (SS-

171C2) 

Aerospray® Hematology Pro Reagent 

A, Buffer (pH 7.2) Concentrate (SS-

172A) 

Aerospray® Line Cleaner (SS-222) 

Aerospray® Hematology Pro Reagent 

A, Buffer (pH 6.8) (SS-071A) 

306.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Aerosprey® Gram Slide 

Stainer/Cytocentrifuge (7322) 

 

 

Class A 

 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-041B-6 months, SS-041A, SS-

041AA, SS-041AF, SS-041C-18 

months 

 

 

Codes / Sizes (if any)  

 

Aerosprey® Gram Slide 

Stainer/Cytocentrifuge (7322) 

Gram Stain Control Slides (SS-250) 

Aerospray® Gram Reagent A, 

Decolorizer with Safranine (SS-

041A) 

Aerospray® Gram Reagent A, 

Decolorizer with Acetone and 

Safranine (SS-041AA) 

Aerospray® Gram Reagent A, 

Decolorizer with Fuchsin (SS-041AF) 

Aerospray® Gram Reagent B, Iodine 

(SS-041B) 

Aerospray® Gram Reagent C, Crystal 

Violet (SS-041C) 

Approved having 

FSC of RRA 

307.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Aerosprey® Cytology Slide 

Stainer/Cytocentrifuge (7522) 

 

Class A 

 

Approved having 

FSC of RRA 
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e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-051A, SS-051B, SS-051C, SS-

051D, SS-051D2, SS-051E, SS-051F-

18 months 

 

 

Codes / Sizes (if any)  

Aerosprey® Cytology Slide 

Stainer/Cytocentrifuge (7522) 

Aersospray® Cytology Stain A, EA-

50 Stain (SS-051A) 

Aersospray® Cytology Stain B, 

Orange G Stain (SS-051B) 

Aerospray® Cytology Stain C, 

Bluing Agent (SS-051C) 

Aerospray® Cytology Stain D, 

Hematoxylin I Stain (SS-051D) 

Aerospray® Cytology Stain D, 

Hematoxylin Stain II( SS-051D2) 

Aerospray® Cytology Stain E, 

Alcohol Wash (SS-051E) 

Aerospray® Cytology Stain F, Acid 

Alcohol Wash (SS-051F) 

 

308.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Cytopro® Cytocentrifuge (7622) 

Class A 

 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-110, SS-111, SS-112, SS-113, SS-

114, SS-115, SS-116, SS-210, SS-

211, SS-212, SS-213, SS-214, SS-

215, SS-216- 2 years 

 

Codes / Sizes (if any)  

Cytopro® Cytocentrifuge (7622) 

Cytopro® Single Sample Chamber 

Caps (SS-110) 

Cytopad®, Single, Fast (White) (SS-

111) 

Cytopad®, Single, Slow (Tan) (SS-

112) 

Cytopro® Single Chambers & 

Cytopad®, Fast (white) & Caps (SS-

113) 

Cytopro® Single Chambers & 

Cytopad®, Slow (tan) & Caps (SS-

114) 

Cytopro® Single Chambers & 

Cytopad®, Fast (white) (SS-115) 

Cytopro® Single Chambers & 

Cytopad® ,Slow (tan) (SS-116) 

Cytopro® Single Microscope Slides, 

Uncoated (SS-117) 

Cytopro® Dual Sample Chamber 

Caps (SS-210) 

Approved having 

FSC of RRA 
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Cytopad®, Dual Fast (White) (SS-

211) 

Cytopad®, Dual Slow (Tan) (SS-212) 

Cytopro® Dual Chambers & 

Cytopad®, Fast (white) & Caps (SS-

213) 

Cytopro® Dual Chambers & 

Cytopad®, Slow (tan) & Caps (SS-

214) 

Cytopro® Dual Chambers & 

Cytopad®, Fast (white) (SS-2150 

Cytopro® Dual Chambers & 

Cytopad® ,Slow (tan) (SS-216) 

Cytopro® Dual Microscope Slides, 

Uncoated (SS-217) 

Cytopro® Dual Microscope Slides, 

Coated (SS-218) 

Cytopro® Magnum Microscope 

Slides, UnCoated (SS-232) 

Cytopro® Magnum Microscope 

Slides, Coated (SS-233) 

 

Cytopro® Magnum Sample 

Chambers w/Caps, Qty 24 (ss-234) 

309.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Aerosprey® TB Slide 

Stainer/Cytocentrifuge (7722) 

 

Class A 

 

Shelf Life: Instrument- No shelf life 

Reagent  

SS-029, SS-029C-24 Months,  

 

SS-061A, SS-061AF, 061BBG, 

061BMB, SS-061BP, SS-061CA, SS-

061CAR, SS-061CEZ, SS-061M, SS-

061A, SS-061AF, SS-161BBG, SS-

161BMB, SS-161BP, SS-161M-18 

Months 

 

Codes / Sizes (if any)  

Aerosprey® TB Slide 

Stainer/Cytocentrifuge (7722) 

AFB/TB Stain Control Slides (SS-

249) 

Aerospray® TB Reagent A, Carbol 

Fuchsin Decolorizer (SS-061A) 

Aerospray® TB Reagent A, 

Fluorescence Decolorizer (SS-

061AF) 

Aerospray® TB Reagent B, Brilliant 

Green SS-(061BBG) 

Aerospray® TB Reagent B, 

Methylene Blue SS-(061BMB) 

Aerospray® TB Reagent B, 

Potassium Permanganate (SS-061BP) 

Aerospray® TB Reagent C, 

Auramine O (SS-061CA) 

Approved having 

FSC of RRA 
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Aerospray® TB Reagent C, 

Auramine/Rhodamine (mod) (SS-

061CAR) 

Aerospray® TB Reagent C, ELITe 

ZN (SS-061CEZ) 

Aerospray® TB, Mycohold™ Cell 

Adhesive (SS-061M) 

Aerospray® TB Reagent A, Carbol 

Fuchsin Decolorizer Concentrate (SS-

061A) 

Aerospray® TB Reagent A, 

Fluorescence Decolorizer Concentrate 

(SS-061AF) 

Aerospray® TB Reagent B, Brilliant 

Green Concentrate (SS-161BBG) 

Aerospray® TB Reagent B, 

Methylene Blue Concentrate (SS-

161BMB) 

Aerospray® TB Reagent B, 

Potassium Permanganate Concentrate 

(SS-161BP) 

Aerospray® TB, Mycohold™ Cell 

Adhesive Concentrate (SS-161M) 

 

310.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

DISTRIBULTOR ADDRESS: 

GRIFOLS DIAGNOSTIC 

SOLUTION INC, LOCATED 

AT 4560 HORTON STREET, 

EMERYVILLE,CA 94608,USA 

  

MENUFACTURER  

ADDRESS : 

DATA INNOVATIONS LLC 

463 MOUNTAIN 

VIEWDRIVE  

COLCHESTER , VT USA 

05446 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 1/05/2025 

 

LOA 

Validity: 1/3/2028 

BLOODSTREAM SOFTWARE 

 

Class A 

 

Shelf Life: NA 

 

Code 

BSB01 

Approved 

311.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

GRIFOLS DIAGNOSTIC 

SOLUTION INC 

 

4560 HORTON STREET, 

EMERYVILLE,CA 94608,USA 

Date of R&I  

 

10-06-2024 

 

FSC: SPAIN 

Validity: NA 

PROCLEIX REAGENT 

EQUILIBRATION SYSTEM(RES) 

 

Class A 

 

Shelf Life: NA 

 

Code 

741597 

Approved  
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LOA 

Validity: 25/OCT/2024 renewed 

copy also provided 

312.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

GRIFOLS DIAGNOSTIC 

SOLUTION INC 

 

4560 HORTON STREET, 

EMERYVILLE,CA 94608,USA 

Date of R&I  

 

10-06-2024 

 

FSC: SPAIN 

Validity: NA 

 

LOA 

Validity: 25/OCT/2024 renewed 

copy also provided 

PROCLEIX PARASITE 

TRANSPORT MEDIUM   

 

Class A 

 

Shelf Life: 24 Months 

 

Code 

9051577 

Approved  

313.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

Masimo corporation  

 

Masimo corporation 52 

discovery Irvine, California, 

United states 92618  

Date of R&I  

 

01-02-2023 

 

FSC: USA 

Validity: 12-Sep-2024 

 

LOA 

Validity: 4-Dec-2024 

4248)RD Sedline EEG SENSOR 

(4329)RD Sedline EEG PEDIATRIC 

 

Class A 

 

Shelf Life: 32 Months 

 

Code 

(4248),(4329) 

Approved  

314.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Masimo corporation  

 

Manufacturing Site: 

 

Masimo corporation 52 

discovery Irvine, California, 

United states 92618  

 

 

Date of R&I  

 

31-01-2023 

 

FSC:  

Country of Origin USA 

Validity: 12-SEP-2024 

 

FSC: NA 

FSC of Reference Country 

Validity:  

 

LOA 

Validity: 04-DEC-2024 

Brand Name   

NomoLine HH Adult/Pediatric 

Airway Adapter Set, NomoLine HH 

Adult/Pediatric Airway Adapter Set, 

3m 

 

 

Class B 

 

Shelf Life: 36 MONTHS 

 

 

Codes/Sizes: (3827)(3828) 

 

 

Approved 
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EC Certificate 

Validity: 15-AUG-2023 

 

ISO 13485 

Validity: 29-APRIL-2024 

 

315.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Masimo corporation  

 

Manufacturing Site: 

 

Masimo corporation 52 

discovery Irvine, California, 

United states 92618  

 

 

Date of R&I  

 

14-05-2024 

 

FSC:  

Country of Origin USA 

Validity: 12-SEP-2024 

 

FSC: NA 

FSC of Reference Country 

Validity:  

 

LOA 

Validity: 04-DEC-2024 

 

EC Certificate 

Validity: 15-AUG-2023 

 

ISO 13485 

Validity: 29-APRIL-2024 

 

Brand Name   

NomoLine Adult/Pediatric Airway 

Adapter Set with Luer  

 

 

Class B 

 

Shelf Life: 36 MONTHS 

 

 

Codes/Sizes: (3801) 

 

 

Approved 

316.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Nanoduct Neonatal Sweat Analysis 

System (1030) 

 

Class B 

 

Shelf Life: Instrument- No  

 

shelf life 

 SS-150- 5 YEARS and SS-043- 24 

months 

FOR SS-2310- Strap No Stability 

Required  

 

Codes / Sizes (if any)  

Nandoduct® Supply Kit (SS-043) 

Sweat Controls (SS-150) 

Nandoduct® Conductivity Sensor 

Cell (SS-231) 

Approved 
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317.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Chlorochek Chloridometer (3400) 

 

Class B 

 

Shelf Life: Instrument- No  

 

shelf life Reagent 

SS-150 and SS-251- 5 YEARS and 

SS-248- 3 years 

 

Codes / Sizes (if any)  

Chlorochek Chloridometer (3400) 

Sweat Controls (SS-150) 

ChloroChek Standard Solution (SS-

251) 

ChloroChek Reagent Set (SS-248) 

Approved 

318.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s ELITechGroup Inc 

 

370 West 1700 South, Logan, 

Utah 84321, USA 

Date of R&I  

 

10-06-2024 

 

FSC: USA 

Validity: 24/12/2024 

 

LOA 

Validity: 21/8/2024 

Macroduct Advanced Sweat 

Collection System (3710) 

 

Class B 

 

Shelf Life: Instrument- No  

 

shelf life Reagent 

ss-268 and ss-268 ND- 24 month 

FOR SS-269, 270- These Are Strap 

No Stability Required  

 

 

Codes / Sizes (if any)  

Macroduct Advanced Sweat 

Collection System (3710) 

Macroduct® Advanced Supply Kit 

(SS-268) 

Macroduct® Advanced Supply Kit, 

w/o Dye (SS-268-ND) 

Macroduct® Advanced Strap Set Qty 

18 (SS-269) 

Macroduct® Advanced Strap Set, Qty 

180 (SS-270) 

 

Approved 

319.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s Hangzhou Lysun 

Biotechnology Co., Ltd 

 

6th Floor, 6th Building No.  95 

Binwen Road Xixing Street 

Binjiang District Hangzhou 

Zhejiang China   

 

Date of R&I  

 

10-06-2024 

 

FSC: China FSC 

Validity: NA 

Applied on CE (Netherland) 

 

Renal Function Analysis Meter RFM-

101 

Class B 

 

Shelf Life: 4 Years 

 

 

Codes / Sizes (if any)  

RFM-101 

 

 

Approved 
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LOA 

Validity: 22/11/2027 

 

ISO 13485 

03-08-2025 

 

 

320.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s Hangzhou Lysun 

Biotechnology Co., Ltd 

 

6th Floor, 6th Building No.  95 

Binwen Road Xixing Street 

Binjiang District Hangzhou 

Zhejiang China   

 

Date of R&I  

 

10-06-2024 

 

FSC: China FSC 

Validity: NA 

Applied on CE (Netherland) 

 

LOA 

Validity: 22/11/2027 

 

ISO 13485 

03-08-2025 

 

 

Renal Function Analysis Meter RFS-

101 

Class B 

 

Shelf Life: 12 Months 

 

 

Codes / Sizes (if any)  

RFS-101 

 

Approved 

321.  M/s. HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI-00274 

 

 

Legal Manufacturer: 

M/s AESKU.Diagnostics GmbH 

& Co. KG 

 

Mikroforum Ring 2, 55234 

Wendelsheim, Germany  

 

Date of R&I  

 

08-01-2025 

 

FSC: Germany 

Validity: NA 

 

LOA 

Validity: 18/08/2026 

 

ISO 13485 

19-03-2025 

 

 

AESKUBLOTS Allergy 

Class B 

 

Shelf Life: 18 Months 

 

 

Codes / Sizes (if any)  

421001 AESKUBLOTS® Allergy 

ONE 

421002 AESKUBLOTS® Allergy 

TWO 

421003 AESKUBLOTS® Allergy 

THREE 

421004 AESKUBLOTS® Allergy 

FOUR 

421005 AESKUBLOTS® Allergy 

FIVE 

421006 AESKUBLOTS® Allergy 

SIX 

421009 AESKUBLOTS® Allergy 

NINE 

421010 AESKUBLOTS® Allergy 

TEN 

421407 AESKUBLOTS® Allergy 

SEVEN 

421408 AESKUBLOTS® Allergy 

EIGHT 

Approved 
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421411 AESKUBLOTS® Allergy 

ELEVEN 

421412 AESKUBLOTS® Allergy 

TWELVE 

421413 AESKUBLOTS® Allergy 

THIRTEEN 

 

322.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

Electrocardiograph  

 

Class B 

 

SHELF Life: NA 

 

 

Codes/Sizes: (E30, E65) 

Approved 

323.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Biolight Fingertip pulse oximeter  

 

Class B 

 

SHELF Life: NA 

 

 

Codes/Sizes: (M70、M70A、M70B

、M70C、M70D) 

Approved 
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Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

324.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Masimo corporation  

 

Manufacturing Site: 

 

Masimo corporation 52 

discovery Irvine, California, 

United states 92618  

 

 

Date of R&I  

 

3-01-2023 

 

FSC:  

Country of Origin USA 

Validity: 12-SEP-2024 

 

FSC: NA 

FSC of Reference Country 

Validity:  

 

LOA 

Validity: 04-DEC-2024 

 

EC Certificate 

Validity: 15-AUG-2023 

 

ISO 13485 

Validity: 29-APRIL-2024 

 

Brand Name RAD-97 Pulse Co 

Oximeter 

 

(Generic name) Pulse Co Oximeter 

 

Class C 

 

Shelf Life: NA 

 

 

Codes/Sizes: 9738 

 

Approved 

325.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Masimo corporation  

 

Manufacturing Site: 

 

Masimo corporation 52 

discovery Irvine, California, 

United states 92618  

 

 

Date of R&I  

Brand Name   

RAD-97 Pulse Co Oximeter with 

Nomoline Capnography  

 

(Generic name) Pulse Co Oximeter 

 

Class C 

 

Shelf Life: NA 

 

 

Codes/Sizes: 9799 

Approved 
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3-01-2023 

 

FSC:  

Country of Origin USA 

Validity: 12-SEP-2024 

 

FSC: NA 

FSC of Reference Country 

Validity:  

 

LOA 

Validity: 04-DEC-2024 

 

EC Certificate 

Validity: 15-AUG-2023 

 

ISO 13485 

Validity: 29-APRIL-2024 

 

 

326.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE & FDA 

510K 

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

Fetal Monitor (F30,  

F50,F80,  AND F90) 

 

Class C 

 

SHELF Life: NA 

 

 

Codes/Sizes: F30,  

F50,F80,  AND F90 

 

Approved 

327.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

Patient Monitor  

Class C 

 

SHELF Life: NA 

Approved 
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A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

 

 

Codes/Sizes: (M10/M12, 

M900A,M9500 

328.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

Patient Monitor  

Class C 

 

SHELF Life: NA 

 

 

Codes/Sizes: (P1/P12/P15/P18/P22) 

Approved 
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ISO 13485 

Validity: 31-01-2026 

 

329.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

Patient Monitor  

Class C 

 

SHELF Life: NA 

 

 

Codes/Sizes: (Q3/Q5/Q7) 

Approved 

330.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

Patient Monitor  

Class C 

 

SHELF Life: NA 

 

 

Codes/Sizes: (S10，S12) 

Approved 
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FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

331.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Guangdong Biolight Meditech 

Co., 

 

Manufacturing Site: 

 

No.2 , Innovation First Road, 

Technical Innovation Coast, 

HiTech Zone, Zhuhai, P.R. 

China 

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 14-11-2026 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 10-DEC-2025 

 

EC Certificate 

Validity: 10-04-2028 

 

ISO 13485 

Validity: 31-01-2026 

 

Vital Signs Monitor  

 

Class C 

 

SHELF Life: NA 

 

 

Codes/Sizes: (V6, V9) 

Approved 

332.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Beijing Siriusmed Medical 

Device Co., Ltd. 

 

Manufacturing Site: 

 

A 501, Building 17, No. 8 

Liangshuihe, 2nd Street, 

YiZhuang Economic-Technical 

Development Area, Beijing, 

100176, China  

 

Anaesthetic Workstation  

(X55/X50/X45/X40) 

Class C 

 

SHELF Life: 8 YEARS 

 

 

Codes/Sizes: (X55/X50/X45/X40) 

 

Approved 
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Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 26-9-2025 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 01-03-2026 

 

EC Certificate 

Validity: 6-03-2024 extension 

letter attached 

 

ISO 13485 

Validity: 06-03-2026 

 

333.  HOSPICARE 

SYSTEMS  

9th Floor, Emarah 

Suites, Plot 8-B Block 

A ,SMCHS Shahrah-

e-Faisal Karachi, 

75350 

ELI: 00274 

 

 

Legal Manufacturer: 

 

Beijing Siriusmed Medical 

Device Co., Ltd. 

 

Manufacturing Site: 

 

A 501, Building 17, No. 8 

Liangshuihe, 2nd Street, 

YiZhuang Economic-Technical 

Development Area, Beijing, 

100176, China  

 

 

Date of R&I  

 

08-01-2025 

 

FSC:  

Country of Origin China 

Validity: 26-9-2025 

 

FSC: NA 

Applied on basis of CE  

 

LOA 

Validity: 01-03-2026 

 

EC Certificate 

Validity: 6-03-2024 extension 

letter attached 

 

ISO 13485 

Validity: 06-03-2026 

 

Ventilator (R30/R50/R55) 

 

Class C 

 

SHELF Life: 8 YEARS 

 

 

Codes/Sizes: (R30/R50/R55) 

 

Approved 

334.  Applicant: Legal Manufacturer: Brand Name: GaleMed Approved 
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M/s Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

 

ELI-000357 

Track ID:  

18D-NSZ-LYWN 

Fee: PKR: 5000/- 

Slip: 01869180 

Dated: 16-05-2024 

 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

 

FSC: Taiwan  

Validity: 09-06-2025 

 

LOA Validity:  

17-01-2027 

 

 

Guedel Airway 

Generic Name: Oropharyngeal 

Airway 

 

Class A 

Shelf Life: 3 years 

 

Codes / Sizes (if any) 

*AW0001-Guedel Airway 40mm 

pink 

*AW0046-Guedel Airway 50mm 

Blue 

*AW0047-Guedel Airway 60mm 

Black 

*AW0048-Guedel Airway 70mm 

white 

*AW0005-Guedel Airway 80mm 

Green 

*AW0006-Guedel Airway 90mm 

Yellow 

*AW0049-Guedel Airway 100mm 

Red 

*AW0002-Guedel Airway 110mm 

Orange 

 

335.  Applicant: 

M/s Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

 

ELI-000357 

Fee: PKR: 5000/- 

Slip: 330217819 

Dated: 16-05-2024 

 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

 

FSC Taiwan  

Validity: 10-08-2025 

 

LOA Validity:  

17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

Brand Name: GaleMed 

Neoprene Headgear 

Generic Name: Headgear 

 

Class A 

Shelf Life: 5years 

Codes / Sizes (if any)  

*AM0042-Neoprene Head Harness 

Large 

Approved 

336.  Applicant: 

M/s Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

ELI-000357 

Fee Slip 

No: 20134313963 

 

PKR: 5000/- 

Fee submitted Dated:  

16-05-2024 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

 

FSC Taiwan  

Validity:28-12-2026 

 

LOA Validity:  

17-01-2027 

 

 

BrandName: 

GaleMed Tri-Ball Incentive  

Spirometer 

Generic Name: Spirometry 

Class A 

Shelf Life: 3years 

 

Codes / Sizes (if any)  

AL0014/4311-Tri-ball Incentive 

Spirometer 

Approved 

337.  Applicant: 

M/s Aftab Life Care 

Impex 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

FSC Taiwan  

Brand Name: 

GaleMed Test Lung    

Generic Name: 

Test Lung    

 

Deferred for further 

deliberation. 
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1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

ELI-000357 

Track ID:  

SDX-WSM-P4HY 

Fee: PKR 5000/- 

Slip: 46287667743 

Dated: 16-05-2024 

 

Validity: 12-09-2026 

 

LOA Validity:  

17-01-2027 

 

 

Class A 

Shelf Life: 05years 

 

Codes / Sizes (if any)  

AB0001-Test Lung, 1L 

AB0002-Test Lung, 0.5L 

338.  Applicant: 

M/s Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

ELI-000357 

Fee PKR: 5000/- 

Slip: 08867390525 

Dated: 28-07-2022 

 

Legal Manufacturer: 

PT. SuighInstrumendo Abadi 

JI. Tembokan RT.1/01 , Ds. 

Cipeundeuy, Padalarang 40533 

Indonesia 

 

LOA Validity:  

13-07-2025 

 

Brand Name: 

ABN INFUSION PRESS CUFF    

Generic Name: INFUSION PRESS 

CUFF    

Class: A 

Shelf Life: 5 years   

Codes / Sizes (if any)  

*IC-500  

*IC-1000 

Approved 

339.  Applicant: 

M/s Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

 

ELI-000357 

Fee: PKR: 5000/- 

Slip: 0141735015 

Dated:  28-07-2022 

 

Legal Manufacturer: 

PT. SuighInstrumendo Abadi 

JI. Tembokan RT.1/01 , Ds. 

Cipeundeuy, Padalarang 40533 

Indonesia 

FSC Indonesia 

Validity: 22-05-2025 

LOA Validity:  

13-07-2025 

 

Brand Name:  

ABN STETHOSOPE:                                                       

ABN CLASSIC OPTIMAABN 

CARDIOLOGY OPTIMA     

Generic Name: Stethosope 

Class: A 

Shelf Life: 10,000cycles of usage 

Codes / Sizes (if any)  

Xyz: *SS-021P--XX ABN   

*SS-011P--XX ABN 

Approved 

340.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

MEDICAL BAZAR 

Manual Wheelchair  

CLASS: A 

SHELF LIFE: 5 YEARS 

 

Approved 

clarification/change 

of brand name 

341.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

 

Brand Name  

(MEDICAL BAZAR) 

WALKER  

 

CLASS: A 

SHELF LIFE: 3 YEARS 

 

Approved 

clarification/change 

of brand name 
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FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

342.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

(MEDICAL BAZAR) 

COMMODE CHAIR  

 

CLASS: A 

SHELF LIFE: 3 YEARS 

 

Approved 

clarification/change 

of brand name 

343.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

(MEDICAL BAZAR) 

SHOWER CHAIR  

 

CLASS: A 

SHELF LIFE: 3 YEARS 

 

Approved 

clarification/change 

of brand name 

344.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

(MEDICAL BAZAR) 

ROLLATOR  

 

CLASS: A 

SHELF LIFE: 5 YEARS 

 

Approved 

clarification/change 

of brand name 

345.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

(MEDICAL BAZAR) 

CRUTCH  

 

CLASS: A 

SHELF LIFE: 3 YEARS 

 

Approved 

clarification/change 

of brand name 

346.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Brand Name  

(MEDICAL BAZAR) 

WALKING STICK  

Approved 

clarification/change 

of brand name 
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BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

 

CLASS: A 

SHELF LIFE: 3 YEARS 

 

347.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

FSC VALIDITY: 29-05-2026 

LOA VALIDITY: 05-07-2029 

 

Brand Name  

(MEDICAL BAZAR) 

Generic: 

ELECTRIC WHEELCHAIR 

CLASS: A 

SHELF LIFE: 5 YEARS 

 

Approved 

clarification/change 

of brand name 

348.  M/s. Hakimi Medtech 

Address: Room # 4 

Jason Centre  

BC-8, Block Clifton, 

Karachi Pakistan. 

 

ELI-00627 

 

R&I 04/09/2024 

 

M/s. Guangdong Dayang 

Medical 

Address: Technology Co., Ltd.  

Xingxian Development Zone 

Changhongling Industrial Park 

(2nd Phase), Shishan 

Nanhai District 528234 Foshan 

PEOPLE'S REPUBLIC OF 

CHINA 

 

 

 

Brand Name  

(MEDICAL BAZAR) 

ELECTRIC HOSPITAL BED  

 

CLASS: A 

SHELF LIFE: 5 YEARS 

 

FSC VALIDITY:  

29-05-2026 

LOA VALIDITY:  

05-07-2029 

 

Approved 

clarification/change 

of brand name 

349.  Applicant Details:  

M/s Ghazi Brothers,  

Ghazi House, D-35, 

KDA Scheme No. 1, 

Miran Muhammad 

Shah Road, Karachi. 

 

(ELI-00002) 

 

Track ID: 

Z1G-22D-AB9M 

Fee: PKR  

Slip #  

 

(Legal Manufacturer) 

Manufacturing Site: H&O 

Equipment nv/sa, 1 Rue Des 

Journaliers ,7822 Ghislenghien 

Belgium.  

 

FSC:   

Country of Origin: 

Belgium  

Validity: 13-07-2025  

Brand Name: CRYOPEN O 

(Cryogenic pen)  

 

Class-B 

Shelf Life: 10 years  

 

EC Certificate Validity: 24-05-2024 

 

ISO 13485 Validity:  

09-09-2025 

LOA Validity: 07-05-2025  

 

Approved 

350.  Applicant Details:  

M/s Ghazi Brothers,  

Ghazi House, D-35, 

KDA Scheme No. 1, 

Miran Muhammad 

Shah Road, Karachi. 

 

(ELI-00002) 

(Legal Manufacturer) 

Manufacturing Site: H&O 

Equipment nv/sa, 1 Rue Des 

Journaliers ,7822 Ghislenghien 

Belgium.  

 

FSC:   

Country of Origin: 

Brand Name:  

CRYOPEN B+  

(Cryogenic pen)  

Codes/Sizes: B+ 

Class-B 

Shelf Life: 10 years  

 

EC Certificate Validity: 24-05-2024 

Approved 
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Track ID: 

Z1G-22D-AB9M 

Fee: PKR  

Slip #  

 

Belgium  

Validity: 13-07-2025  

 

ISO 13485 Validity:  

09-09-2025 

LOA Validity: 07-05-2025  

 

351.  Applicant Details:  

M/s Swiss healthcare,  

204, 2nd floor maryam 

complex 

Bahadurabad, 

Karachi. 

 

(ELI-00566) 

 

Track ID: 

RPG-JEM-Y5BH 

Fee: PKR 25000/-  

Slip # 0830324 

Dated: 21-01-2021 

 

(Legal Manufacturer) 

M/s Hangzhou Rollmed Co. 

Ltd.  

Room No. 913, Yuanmao 

Mansion No. 05, Wen Er West 

Road, Xihu District, Hangzhou, 

China. 

 

FSC Validity:  

Oxygen Mask 

MD group: Single 

Sizes: Small, Medium, Large 

Class-B 

Shelf Life: 05 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

27-01-2024 

ISO 13485 Validity:  

27-01-2023 

LOA Validity: 31-12-2024  

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae 

required and Brand 

name. 

352.  Applicant Details:  

M/s Swiss healthcare,  

204, 2nd floor maryam 

complex 

Bahadurabad, karachi. 

 

(ELI-00566) 

 

Track ID: 

RPG-JEM-Y5BH 

Fee: PKR 25000/-  

Slip # 0830325 

Dated: 21-01-2021 

 

(Legal Manufacturer) 

M/s Hangzhou Rollmed Co. 

Ltd.  

Room No. 913, Yuanmao 

Mansion No. 05, Wen Er West 

Road, Xihu District, Hangzhou, 

China. 

 

FSC Germany 

Issued on: 30-01-2020  

 

ISO 13485 Validity:  

27-01-2023 

 

MED Sterile Syringes for Single use 

 

MD group: Single 

Sizes: 3ml, 5ml & 10ml 

Class-B 

Shelf Life: 05 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

27-01-2024 

LOA Validity: 31-12-2024  

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae 

required  

353.  Applicant Details:  

M/s Swiss healthcare,  

204, 2nd floor maryam 

complex 

Bahadurabad, karachi. 

 

(ELI-00566) 

 

Track ID: 

4GW-1ET-ZGEJ  

Fee: PKR  

Slip #  

Dated:  

 

(Legal Manufacturer) 

M/s Hangzhou Rollmed Co. 

Ltd.  

Room No. 913, Yuanmao 

Mansion No. 05, Wen Er West 

Road, Xihu District, Hangzhou, 

China. 

 

FSC Germany 

Issued on: 30-01-2020  

 

ISO 13485 Validity:  

27-01-2023 

 

MED Urine Bag  

 

MD group: Single 

Sizes: 1000 ml, 2000 ml 

Class-B 

Shelf Life: 05 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

27-01-2024 

LOA Validity: 31-12-2024  

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae 

required  

354.  Applicant Details:  

M/s Swiss healthcare,  

204, 2nd floor maryam 

complex 

Bahadurabad, karachi. 

 

(ELI-00566) 

 

Track ID: 

(Legal Manufacturer) 

M/s Hangzhou Rollmed Co. 

Ltd.  

Room No. 913, Yuanmao 

Mansion No. 05, Wen Er West 

Road, Xihu District, Hangzhou, 

China. 

 

FSC Germany 

MED Infusion set for single use   

 

MD group: Single 

Sizes: 1000 ml, 2000 ml 

Class-B 

Shelf Life: 05 years  

Storage Conditions:  

Room temperature 

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae and 
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4GW-1ET-ZGEJ  

Fee: PKR  

Slip # Dated:  

 

Issued on: 30-01-2020  

 

ISO 13485 Validity:  

27-01-2023 

EC Certificate Validity:  

27-01-2024 

LOA Validity: 31-12-2024  

 

details of fee 

required  

355.  Applicant Details:  

M/s UDL Distribution 

(Pvt) Ltd. 

1-D-13, Sector 30 

Korangi Industrial 

Area, Karachi. 

 

(ELI-00073) 
 

Track ID: 

1J2-JBQ-28TD  

Fee: PKR 25000/- 

Slip # 0270105062 

Dated: 02-08-2023 

 

(Legal Manufacturer) 

Karex Industries Sdn. Bhd..  

Lot No.2244, Batu 39 ½ Pontian 

Besar, 8200 Pontian Johor, 

Malaysia. 

FSC validity: 

19-05-2023 

 

ISO 13485 Validity:  

02-07-2025 

Brand: Pulse Warming Lubricant 

60G 

Generic: Non-sterile Warming, 

Cooling and Regular Plain Water-

based Lubricant 

 

MD group: family 

Class-B 

Shelf Life: 03 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

26-05-2024 

LOA Validity: 19-01-2025  

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae and 

details of fee 

required  

356.  Applicant Details:  

M/s UDL Distribution 

(Pvt) Ltd. 

1-D-13, Sector 30 

Korangi Industrial 

Area, Karachi. 

 

(ELI-00073) 
 

Track ID: 

L12-3GD-VDTT  

Fee: PKR 25000/- 

Slip # 337771185215 

Dated: 02-08-2023 

 

(Legal Manufacturer) 

Karex Industries Sdn. Bhd. 

Lot No.2244, Batu 39 ½ Pontian 

Besar, 8200 Pontian Johor, 

Malaysia. 

FSC validity: 

19-05-2023 

 

ISO 13485 Validity:  

02-07-2025 

Brand: Pulse Strawberry Lubricant 

60G 

Generic: Non-sterile Regular Plain 

Water-based Lubricant Jelly 

 

MD group: family 

Class-B 

Shelf Life: 03 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

26-05-2024 

LOA Validity: 19-01-2025  

 

Deferred for 

submission of valid 

and Notarized Letter 

of Authorization, 

Valid Free sale 

certificate, EC 

certificate, ISO 

13485 certifictae and 

details of fee 

required  

357.  Applicant Details:  

M/s RA Healthcare 

(SMC-Pvt) Ltd 2nd 

Floor, Building # 50, 

Mir Arcade, Mini 

Commercial, Phase 7, 

Bahria Town, 

Islamabad. 

 

(ELI-00482) 

 

Track ID: 

E6D-1LQ-V29U  

Fee: PKR 25000/- 

Slip # 337771185215 

Dated: 25-08-2023 

 

(Legal Manufacturer) 

Oneness Biotech Co., Ltd No. 8, 

Tangchang Rd., Nanchou 

Township, Pingtung County 

926, Taiwan. 

 

FSC validity: 

17-3-2028  

ISO 13485 Validity:  

21-3-2025 

FSC: US FDA  

Issuance date: 13-2-2025 

Brand: Bonvadis 

Generic: Topical Cream 

 

MD group: family 

Class-B 

Shelf Life: 02 years  

Storage Conditions:  

Room temperature 

 

EC Certificate Validity:  

26-05-2024 

LOA Validity: 20-6-2028 

 

Approved 

358.  Applicant Details:  

M/s Iqbal and 

Company 

 

Alfalah Manzil Opp. 

National Police 

(Legal Manufacturer) 

Medical Components INC 

DBA-Medcomp 1499 DELP 

DRIVE HARLEYSVILLE, PA 

USA 19438  

 

Brand: MIDLINE 

Generic: CATHETER SETS 

 

MD group: Single 

Class-B 

Shelf Life: 03 years  

Approved 
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Foundation, 

Street#26, Sector, E-

11/4, Islamabad, 

Pakistan  

(ELI-00117) 

Date of R&I  

26-10-2020 

Track ID: 

Q2R-6AH-DX6Y  

Fee: PKR 25000/- 

Slip #  

Dated: 26-10-2020 

 

Manufacturing Site: Martech 

Medical Products 

Calle Mercurio N 46 Parque 

Industrial Mexicali 1 Mexicali, 

Baja California MEXICO 21210 

 

Storage Conditions:  

Room temperature 

LOA Validity: 31-12-2025 

Codes/Sizes: ML3S20, ML4S20, 

ML5S20, ML4D20, ML5D20, 

MLCT3S15, MLCT4S20, 

MLCT5S20, MLCT5D20 

FSC validity: 

27-05-2026 

 

359.  Applicant Details:  

M/s Iqbal and 

Company 

Alfalah Manzil Opp. 

National Police 

Foundation, 

Street#26, Sector, E-

11/4, Islamabad, 

Pakistan  

(ELI-00117) 

Track ID: 

PD5-L4G-4Q1B  

Fee: PKR 5000/- 

Slip # 671247721674 

Dated: 26-10-2020 

 

(Legal Manufacturer) 

M/s Multicare(Wuxi) Medical 

Devices Co. Ltd, No.9, Hexin 

Road, Xishan Industry Park, 

Wuxi City, Jiangsu, China  

 

LOA Validity:  

01/12/2027 

Brand: Incentive Breathing Exerciser 

Generic:  

Incentive Spirometer 

 

MD group: Single 

Class-A 

Shelf Life: 05 years  

Storage Conditions:  

Room temperature 

Codes/Sizes:  

61IS001  

61IS002 

 

Approved 

360.  Applicant Details:  

M/s Medilution 

Healthcare 

A-322 (1st Floor), 

Gulshan-eIqbal Block 

2, KDA Scheme No. 

24, Karachi  

(ELI-00157) 

Track ID:  

MU6-UZJ-BJR9  

Fee: PKR 5000/- 

Slip # 406335883 

Dated: 26-10-2020 

 

(Legal Manufacturer) 

M/s ME Medical AG via 

Valresa 52C, 6645 Brione sopra 

Minusio, Switzerland.  

 

LOA Validity:  

01/12/2027 

Brand:  

ME Professional Clipper with 

Charger Stand,  

ME Universal Clipper Blades,  

ME Clipper Neuro Blades,  

ME Professional Clipper, 

ME Charging Station for Prof. 

Clipper 

Generic:  

Surgical Clipper 

Class-A 

Codes/Sizes:  

SC001, SC002, SC003, SC004, 

SC005 

 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 

361.  Applicant Details:  

TRI-TECH 

INTERNATIONAL 

10-C , 6th Sunset 

Commercial Lane, 

Phase II EXT, DHA , 

KARACHI. 

(ELI-00247) 

 

Track ID: 

PRZ-TUD-R841  

Fee:  

Slip #  

(Legal Manufacturer) 

Shenzen Le Medical 

Technology CO., LTD 

5F, Block A, XinYongFeng 

Industrial Park, No.2, TianBao 

Road, YongRenShi Community, 

Shiyan Sub-district, Baoan 

District, Shenzhen, Guangdong 

Province, China.  

 

 

Brand: LE MEDICAL 

Generic:  

Electrocardiograph ECG 301 

 

Class-A 

Shelf Life: NA  

Storage Conditions:  

10 – 40 OC 

LOA Validity: 13-09-2028 

 

Approved subject to 

submission of fee 

details  
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Dated:  

 

362.  Applicant Details:  

TRI-TECH 

INTERNATIONAL 

10-C , 6th Sunset 

Commercial Lane, 

Phase II EXT, DHA , 

KARACHI. 

(ELI-00247) 

 

Track ID: 

T8X-SXN-RMN2  

Fee:  

Slip #  

Dated:  

 

(Legal Manufacturer) 

ELMASLAR İMALAT TIBBİ 

CİHAZLAR İNŞ. TAŞ 

İTH.İHR.SAN. VE TİC.A.Ş. 

(Babürşah Cad. 1. Organized 

Industrial Zone No: 17 

SİNCAN ANKARA) Turkiye.  

 

 

Brand: Nebtime  

Generic:  

Ultrasonic Nebuliser  

Models: UN300A, UN600A 

Class-A 

Shelf Life: NA  

Storage Conditions:  

10 – 40 OC 

LOA Validity: 15-10-2029 

 

Approved subject to 

submission of fee 

details 

363.  Applicant Details:  

M/s Hamza Trading 

Co, Ltd,  

Office NO 302, 3RD 

Floor Makkah 

Market, Katchi Gali 

No 1, Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

 

Track ID: 

T8X-SXN-RMN2  

Fee: PKR 6000/- 

Slip # 4591276084 

Dated: 27-01-2025 

 

(Legal Manufacturer) 

M/s Changzhou Baidelin Health 

Material CO. 

Address: No.218, Sanhe Road, 

Sanhekou Development Zone, 

Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China. 

  

 

 

Brand:  

RECCO Nonwooven Tape 

Generic:  

Nonwoven fabric + release paper 

Class-A 

Shelf Life: 05 years   

LOA Validity: 17-12-2029 

 

Codes / Sizes (if any) 1.25cmx5m, 

2.5cmx 5m, 

5cmx5m, 

7.5cm x5m, 

10cmx5m, 

1.2 5cmx 3yards,  

2.5cmx3yards,  

5cmx3yards,  

7.5cmx3yards,  

10cmx3yards 

 

Approved 

364.  Applicant Details:  

M/s Hamza Trading 

Co, Ltd,  

Office NO 302, 3RD 

Floor Makkah 

Market, Katchi Gali 

No 1, Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

 

Track ID: 

6LP-9PJ-HL5V  

Fee: PKR 6000/- 

Slip # 12093527883 

Dated: 27-01-2025 

 

(Legal Manufacturer) 

M/s Changzhou Baidelin Health 

Material CO. 

Address: No.218, Sanhe Road, 

Sanhekou Development Zone, 

Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China. 

  

 

 

Brand:  

RECCO wound dressing roll 

Generic:  

Nonwoven fabric + release paper 

Class-A 

Shelf Life: 05 years   

LOA Validity: 17-12-2029 

 

Codes / Sizes (if any)  

5cmx5m,7.5cmx5m , 

10cmx5m,15cmx5 

m,5cmx10m,7.5cm x10m, 

10cmx10m, 15cmx10m,5cmx10 

y,7.5cmx10y, 10cmx10y, 15cmx10y 

Approved 

365.  Applicant Details:  

M/s SULTANSONS 

Address:   

133 Kutchi Gali # 1, 

Marriott Road 

(Legal Manufacturer) 

M/s Changzhou Yuekang 

Medical Appliance Co., Ltd. 

Address:  

Brand:  

“CLASSIC SUPER” 

Generic:  

URINE BAGS Sterile 

 

Approved 
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Karachi74000, 

Pakistan KARACHI  

(ELI-00051) 

Track ID: 

XQE-2UU-526D  

Fee: PKR 5000/- 

Slip # 932616373995 

Dated: 09-03-2023 

 

Jiaoxi Town，Wujin County 

213116 Changzhou, Jiangsu, 

China. 

  

 

 

Class-A 

Shelf Life: 05 years   

 

LOA Validity: 05-01-2028 

 

Codes / Sizes (if any)  

2000 ml  

366.  Applicant Details:  

M/s SULTANSONS 

Address:   

133 Kutchi Gali # 1, 

Marriott Road 

Karachi74000, 

Pakistan KARACHI  

(ELI-00051) 

Track ID: 

MZ1-NTV-ZGZR  

Fee: PKR 5000/- 

Slip # 391335603442 

Dated: 28-11-2022 

 

(Legal Manufacturer) 

M/s Changzhou Baidelin Health 

Material Co., Ltd. 

Address:  

M/s No.218, Sanhe road, 

Sanhekou Development Zone, 

Zhenglu Town,Tianning 

District, China. 

  

 

 

Brand:  

CLASSIC PLASTER 

Generic:  

Disposable Zinc Oxide Adhesive 

Plaster 

Class-A 

Codes / Sizes (if any)  

1.25 cm x 1m, 1.25 cm x 3m, 1.25 cm 

x 4m, 2.5cm x 1m, 2.5cm x 3m, 

2.5cm x 4m, 5cm x 1m, 5cm x 3m, 

5cm x 4m, 7.5cm x 1m, 7.5cm x 3m, 

7.5cm x 4m 

Approved 

367.  Applicant Details:  

M/s SULTANSONS 

Address:   

133 Kutchi Gali # 1, 

Marriott Road 

Karachi74000, 

Pakistan KARACHI  

(ELI-00051) 

Track ID: 

UN4-EG3-MJXS  

Fee: PKR 5000/- 

Slip # 023793779587 

Dated: 28-11-2022 

 

(Legal Manufacturer) 

M/s Changzhou Baidelin Health 

Material Co., Ltd. 

Address:  

M/s No.218, Sanhe road, 

Sanhekou Development Zone, 

Zhenglu Town, Tianning 

District, China. 

  

 

 

Brand:  

CLASSIC TAPE 

Generic:  

DISPOSABLE PE TAPES 

 

Class-A 

 

Codes / Sizes (if any)  

1.25 cm x 3m, 1.25 cm x 5m, 2.5cm x 

3m, 2.5cm x 5m, 5cm x 3m, 5cm x 

5m, 7.5cm x 3m, 7.5cm x 5m 

 

Shelf Life: 05 years   

 

LOA Validity:  

30-11-2027 

 

Approved 

368.  Applicant Details:  

M/s SULTANSONS 

Address:   

133 Kutchi Gali # 1, 

Marriott Road 

Karachi74000, 

Pakistan KARACHI  

(ELI-00051) 

Track ID: 

Z9X-X6Z-WAHR  

Fee: PKR 5000/- 

Slip # 779017041102 

Dated: 28-11-2022 

 

(Legal Manufacturer) 

M/s Changzhou Baidelin Health 

Material Co., Ltd. 

Address:  

M/s No.218, Sanhe road, 

Sanhekou Development Zone, 

Zhenglu Town, Tianning 

District, China. 

  

 

 

Brand:  

CLASSIC TAPE 

Generic:  

DISPOSABLE NON WOVEN 

TAPES 

Class-A 

Codes / Sizes (if any)  

1.25 cm x 3m, 1.25 cm x 5m, 2.5cm x 

3m, 2.5cm x 5m, 5cm x 3m, 5cm x 

5m, 7.5cm x 3m, 7.5cm x 5m, 10cm x 

8m, 10cm x 9m 

Shelf Life: 05 years   

LOA Validity:  

30-11-2027 

 

Approved 

369.  Applicant Details:  

M/s SULTANSONS 

Address:   

(Legal Manufacturer) Brand:  

“ST CLASSIC” 

Generic:  

Approved 
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133 Kutchi Gali # 1, 

Marriott Road 

Karachi.  

(ELI-00051) 

Track ID: 

NSD-TUD-77ET  

Fee: PKR 5000/- 

Slip # 0237987809 

Dated: 09-03-2023 

 

M/s Taizhou Kangping Medical 

Science and Technology Co., 

Ltd. 

Address:  

Building 3, No.27, Tai’an Road, 

Hailing Industrial park, 

Taizhou, Jiangsu, China. 

  

 

 

ALCOHOL SWABS (ALCOHOL 

WIPE PIECE), STERILE 

Class-A 

Shelf Life: 03 years   

LOA Validity: 05-01-2028 

Codes / Sizes (if any)  

65mm x 30mm 

370.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

QN9-V7B-1P1Q  

Fee: PKR 5000/- 

Slip # 0838578551 

Dated: 24-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Brand:  

Evacuated Blood Collection Tube 

(Sodium & lithium Heparin Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,4ml ,4.5ml,5ml, 

6ml,7ml,8ml, 9ml,9.5ml,10ml. 

Approved 

371.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

QN9-V7B-1P1Q  

Fee: PKR 5000/- 

Slip # 0838578551 

Dated: 24-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Brand:  

Evacuated Blood Collection Tube 

(Sodium & lithium Heparin Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,4ml ,4.5ml,5ml, 

6ml,7ml,8ml, 9ml,9.5ml,10ml. 

Approved 

372.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

LZH-NQD-E8AM  

Fee: PKR 5000/- 

Slip # 30634647646 

Dated: 24-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Brand:  

Evacuated Blood Collection Tube 

(No Additive tube). Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,4ml ,4.5ml,5ml, 

6ml,7ml,8ml, 9ml,9.5ml,10ml. 

Approved 

373.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Brand:  Approved 
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Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

DVV-642-T2EJ 

Fee: PKR 5000/- 

Slip # 2857049774 

Dated: 24-05-2022 

 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Evacuated Blood Collection Tube 

(Glucose Tube, Fluoride/ oxalate 

Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

Glucose Tube (Sodium Fluoride& 

EDTA.K2): 2ml,3ml,3.5ml,4ml, 

5ml,6ml, Glucose Tube (Sodium 

Fluoride& EDTA. Na2) 

:2ml,3ml,4ml,5ml Fluoride / Oxalate 

Tube :2ml,3ml,3.5ml,4ml ,5ml,6ml. 

374.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

95U-4QT-2S56 

Fee: PKR 5000/- 

Slip # 793177783 

Dated: 24-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Brand:  

Evacuated Blood Collection Tube 

(Gel & Sodium Heparin Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,3.5ml, 

4ml,4.5ml,5ml,6ml, 7ml, 

8ml,8.5ml,9ml. 

Approved 

375.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

V13-BJ7-UMSX 

Fee: PKR 5000/- 

Slip # 3056934225 

Dated: 24-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

 

Brand:  

Evacuated Blood Collection Tube 

(Gel & Lithium Heparin Tube) 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,3.5ml, 

4ml,4.5ml,5ml,6ml, 7ml, 

8ml,8.5ml,9ml. 

Approved 

376.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

778-WH1-68T3 

Fee: PKR 5000/- 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(Gel & EDTA. K2 Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

2ml,3ml,3.5ml,4ml, 4,5ml, 

5ml,6ml,7ml,8ml,8. 5ml,9ml. 

Approved 
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Slip # 2522224286 

Dated: 27-05-2022 

 

377.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

6LJ-NQ2-5SJM 

Fee: PKR 5000/- 

Slip # 9099142682 

Dated: 27-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(Gel & Clot Activator Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

2ml,3ml,3.5ml,4ml, 5ml, 

6ml,7ml,8ml,8.5ml, 9ml. 

Approved 

378.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

4Q3-6WR-D682 

Fee: PKR 5000/- 

Slip # 02790618 

Dated: 23-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(ESR Tube 4NC 0.109M/0.129M). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE. 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1.28ml, 1.44ml,1.6ml, 2.4ml,3.2ml, 

4.0ml, 4.8ml,5.6ml, 6.4ml, 7.2ml,8ml. 

Approved 

379.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

D98-537-MRV3 

Fee: PKR 5000/- 

Slip # 015470153928 

Dated: 23-05-2022 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

Brand:  

Evacuated Blood Collection Tube 

(EDTA.K3 Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,3.5ml, 

4ml,4.5ml,5ml,6ml, 

7ml,8ml,8.5ml,9ml, 10ml. 

Approved 

380.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

YNA-5D3-QYNL 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(EDTA.K2 Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

Approved 
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Fee: PKR 5000/- 

Slip # 7378746743 

Dated: 24-05-2022 

 

1ml,2ml,3ml,3.5ml, 

4ml,4.5ml,5ml,6ml, 

7ml,8ml,8.5ml,9ml, 10ml. 

381.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

8L1-MZ2-XNJV 

Fee: PKR 5000/- 

Slip # 72215462 

Dated: 23-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(Clot Activator Tube). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

1ml,2ml,3ml,3.5ml, 

4ml,4.5ml,5ml,6ml, 

7ml,8ml,9ml,9.5ml, 10ml 

Approved 

382.  Applicant Details:  

M/s. Hoora Pharma 

(Pvt.) Ltd. 

Address:   

WH-01-20-A7- A8, 

Korangi Creek 

Industrial Park, 

Karachi.  

(ELI-00037) 

Track ID: 

Z1M-LV1-7ZPM 

Fee: PKR 5000/- 

Slip # 939997058468 

Dated: 23-05-2022 

 

(Legal Manufacturer) 

M/s Guangzhou Improve 

Medical Instruments Co. Ltd. 

Address:  

102, Kaiyuan Avenue Science 

City, Guangzhou Economical & 

Technological Development 

District, 510530 Guangzhou, 

China. 

  

 

Brand:  

Evacuated Blood Collection Tube 

(Citrate Tube or Trisodium Tube 9NC 

0.109M/0.129M). 

Generic:  

IMPROVACUTER BLOOD 

COLLECTION TUBE 

Class-A 

Shelf Life: 15 months    

LOA Validity: 31-12-2026 

Codes / Sizes (if any)  

0.9ml,1.8ml,2.7ml, 3.6ml,4.2ml, 

4.5ml,5.4ml,6.3ml, 7.2ml,8.1ml 

2ml,3ml,4ml 

Approved 

383.  Applicant Details:  

M/s. Usmanco 

International. 

Address:   

220 Block-3 D. M. C. 

H. S., S.Abdul 

Tawwab Road, 

Karachi.  

(ELI-00121) 

Track ID: 

N8Q-BL6-V8XQ 

Fee: PKR 25000/- 

Slip # 28119953294 

Dated: 31-10-2022 

 

(Legal Manufacturer) 

M/s Shandong Caremed 

Medical Products Co. Ltd. 

Address:  

Dingtao (YANTAI) Indusrial 

Park (the east of Zhanqian 

Road) China. 

 

FSC Validity: 

17-02-2024 

  

 

Brand: Uflo  

Generic:  

Infusion Set wit 100ml burette 

Class-B 

Shelf Life: 03 years  

LOA Validity: 13-07-2027 

Codes / Sizes (if any)  

100 ml, 150 ml  

 

ISO 13485 Validity: 

17-07-2024 

Approved subject to 

submission of valid 

EC certificate, Free 

sale certificate, ISO 

13485 certificate. 

 

384.  Applicant Details:  

M/s. Usmanco 

International. 

Address:   

220 Block-3 D. M. C. 

H. S., S.Abdul 

Tawwab Road, 

Karachi.  

(ELI-00121) 

(Legal Manufacturer) 

M/s Shandong Caremed 

Medical Products Co. Ltd. 

Address:  

Dingtao (YANTAI) Indusrial 

Park (the east of Zhanqian 

Road) China. 

 

FSC Validity: 

Brand: Uflo  

Generic:  

Infusion Set premium  

Class-B 

Shelf Life: 03 years     

LOA Validity: 13-07-2027 

Codes / Sizes (if any)  

100 ml, 150 ml  

 

Approved subject to 

submission of valid 

EC certificate, Free 

sale certificate, ISO 

13485 certificate. 
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Track ID: 

4H1-31H-X6DU 

Fee: PKR 25000/- 

Slip # 9973830852 

Dated: 31-10-2022 

 

17-02-2024 

  

 

ISO 13485 Validity: 

17-07-2024 

385.  Applicant Details:  

M/s. Usmanco 

International. 

Address:   

220 Block-3 D. M. C. 

H. S., S.Abdul 

Tawwab Road, 

Karachi.  

(ELI-00121) 

Track ID: 

WSB-V8T-QU3Q 

Fee: PKR 25000/- 

Slip # 2195049671 

Dated: 31-10-2022 

 

(Legal Manufacturer) 

M/s Shandong Caremed 

Medical Products Co. Ltd. 

Address:  

Dingtao (YANTAI) Indusrial 

Park (the east of Zhanqian 

Road) China. 

 

FSC Validity: 

17-02-2024 

  

 

Brand: Uflo  

Generic:  

Infusion Set ECO  

Class-B 

Shelf Life: 03 years     

LOA Validity: 13-07-2027 

Codes / Sizes (if any)  

100 ml, 150 ml  

 

ISO 13485 Validity: 

17-07-2024 

Approved subject to 

submission of valid 

EC certificate, Free 

sale certificate, ISO 

13485 certificate. 

 

386.  Applicant Details:  

M/s. Usmanco 

International. 

Address:   

220 Block-3 D. M. C. 

H. S., S.Abdul 

Tawwab Road, 

Karachi.  

(ELI-00121) 

Track ID: 

VAE-PA3-ZE3U 

Fee: PKR 25000/- 

Slip # 9489765747 

Dated: 31-10-2022 

 

(Legal Manufacturer) 

M/s Shandong Caremed 

Medical Products Co. Ltd. 

Address:  

Dingtao (YANTAI) Indusrial 

Park (the east of Zhanqian 

Road) China. 

 

FSC Validity: 

17-02-2024 

  

 

Brand: Uflo  

Generic:  

Auto disable syringe  

Class-B 

Shelf Life: 03 years     

LOA Validity: 13-07-2027 

Codes / Sizes (if any)  

1ml, 3ml, 5ml, 10ml  

 

ISO 13485 Validity: 

17-07-2024 

Approved subject to 

submission of valid 

EC certificate, Free 

sale certificate, ISO 

13485 certificate. 

 

387.  Applicant Details:  

M/s United 

Healthcare. 

Address:   

Plot No. 330/A 2nd 

Floor, Block 3, 

DMCHS, Alamgir 

Road, Karachi.  

(ELI-000293) 

R&I: 09-12-2024 

Track ID: 

L78-2M9-HTQA 

Fee: PKR 6000/-  

Slip # 1296897857 

Dated: 26-11-2024 

 

(Legal Manufacturer) 

M/s M/s Zhejiang Kindly 

Medical Devices Co., Ltd. 

Address:  

No. 758, 5th Binhai Road, 

Binhai Industrial Park, 

Longwan District, 325025, 

Wenzhou, Zhejiang China. 

 

FSC Validity: 

06-02-2026  

 

Brand: Safety Flo 

Generic: Extension Set 

Class-A 

Shelf Life: 05 years     

LOA Validity: 13-07-2027 

Codes / Sizes (if any)  

ES-M, ES-I, ES-C, ES-P 

 

Approved 

388.  Applicant Details:  

M/s United 

Healthcare. 

Address:   

Plot No. 330/A 2nd 

Floor, Block 3, 

(Legal Manufacturer) 

M/s M/s Zhejiang Kindly 

Medical Devices Co., Ltd. 

Address:  

No. 758, 5th Binhai Road, 

Binhai Industrial Park, 

Brand: Safety Flo 

Generic: Heparin Cap 

Class-A 

Shelf Life: 05 years     

LOA Validity: 13-07-2027 

 

Approved subject to 

submission of fee 

details 
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DMCHS, Alamgir 

Road, Karachi.  

(ELI-000293) 

R&I: 09-12-2024 

Track ID: 

L78-2M9-HTQA 

Fee:  

Slip #  

Dated:  

Longwan District, 325025, 

Wenzhou, Zhejiang China. 

 

FSC Validity: 

06-02-2026  

 

389.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

11248782789 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

2.4/3.0 Headless Compression 

Screw Instruments Set     

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-23 

 

 

Approved 

390.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

1877668853 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

4.0mm KCS Cannulated Screws 

Instruments Set 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-76 

Approved 

391.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

4.5 mm KCS Cannulated Screws 

Instruments Set 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-93 

 

Approved 
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25/July/2024 

Fee Challan No.: 

297061132560 

PKR: 5000/- 

 

Validity Date: N/A 

 

392.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

865799949 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

7. 3 mm KCS Cannulated Screws 

Instruments Set 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-94 

Approved 

393.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

459491508113 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

7.0mm KCS Cannulated Screws 

Instruments Set 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-30 

Approved 

394.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

45359394565 

PKR: 5000/- 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

ECO Posterior Thoracolumbar 

Fixation System (Degen) 

Instrument Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-153 

 

Approved 
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395.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

1824087597 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

Monoloc 1.5/2.0mm Locking Plate 

System Instrument Set 

 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-25 

 

Approved 

396.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

634096174 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

MonoLoc 2.7mm Instruments Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-09 

 

Approved 

397.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

879571004620 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

MonoLoc 3.5mm Instruments Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-90 

Approved 

398.  M/s Medtronic 

Pakistan Private 

Limited. 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

MonoLoc 5.0mm Instruments Set  

 

 

Approved 
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Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

368026221952 

PKR: 5000/- 

 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-91 

399.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

501315732 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

MonoLoc Locking Plates 

2.4/2.7mm System Instruments Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-55 

Approved 

400.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

46374772472 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

NeoGen AR Nail Instrument Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-16 

Approved 

401.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Neogen Nail Instruments Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Approved 
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Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

04328456 

PKR: 5000/- 

 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

Codes/Sizes: 

QXB-24 

402.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

7406615119 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

VariLoc 2.4/2.7mm Plate System 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-114 

Approved 

403.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

01962480045 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

VariLoc 2.7/3.5mm Plate System 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-57 

Approved 

404.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

VariLoc 5.0mm Plate System 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-58 

Approved 
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R&I Dated: 
25/July/2024 

Fee Challan No.: 

589575418999 

PKR: 5000/- 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

405.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

91271048056 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

VariLoc 5.0/7.0mm Proximal 

Femoral Plate System 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-59 

Approved 

406.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

9460838294 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

VariLoc Locking Compression 

Plates Removal Kit Instruments Set 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-113 

Approved 

407.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

701231366 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

Variloc Pelvic Instruments Set 1 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-154 

Approved 
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PKR: 5000/- 

 

408.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

7116511432 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

M/s Changzhou Kanghui 

Medical Innovation Co., Ltd, 

No.11, North Changjiang Road, 

Xinbei Zone, 213022 

Changzhou, Jiangsu, People’s 

Republic of China. 

 

FSC Validity: 18-11-2024 

 

LOA Validity:  

Issuance Date:  11-06-2024 

Validity Date: N/A 

 

Variloc Pelvic Instruments Set 2 

 

Generic Name:  Bone Screws 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

QXB-159 

Approved 

409.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Oct/2024 

Fee Challan No.: 

6052908773 

PKR: 6000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Sofamor 

Danek Deggendorf 

GMBH located at 

Ulrichsbergerstr. 17 

Deggendorf, Bavaria 

Germany 94469. 

ii. M/s Medtronic Puerto 

Rico Operations Co., 

Humacao located at Road 

909, KM.0.4. Barrio 

Mariana Humacao, PR 

USA 00792. 

iii. M/s Medtronic Sofamor 

Danek USA, Inc. located 

at 4340 Swinnea Road 

Memphis, TN USA 

38118 

 

FSC Validity: 28-03-2026 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

CRESCENTTM Spinal System 

 

Generic Name: Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

9199915 CRESCENT BONE 

OUTER CASE, 

9296005 CRESCENT 

INSTRUMENT SET OUTER, 

92960081 CRESCENT 

SUPPLEMENTAL TRAY, 

9590000 CRESCENT FULL 

LENGTH TRIAL CASE, 

9590001 CRESCENT FULL 

LENGTH TRIAL TRAY 

Approved subject to 

submission of 

justification 

grouping of medical 

devices, relevant 

description and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

410.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

Orthopedic Manual Surgical 

Instruments 

 

Generic Name: Accessories 

 

Class: A 

Approved subject to 

submission of 

justification 

grouping of medical 

devices applied and 

accordingly requisite 
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Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
01/Nov/2024 

Fee Challan No.: 

1751369258 

PKR: 6000/- 

 

i. M/s Medtronic Sofamor 

Danek Deggendorf 

GMBH located at 

Ulrichsbergerstr. 17 

Deggendorf, Bavaria 

Germany 94469. 

ii. M/s Medtronic Puerto 

Rico Operations Co., 

Humacao located at Road 

909, KM.0.4. Barrio 

Mariana Humacao, PR 

USA 00792. 

iii. M/s Medtronic Sofamor 

Danek USA, Inc. located 

at 4340 Swinnea Road 

Memphis, TN USA 38118 

 

FSC Validity: 28-03-2026 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

 

Shelf Life: N/A 

 

Codes/Sizes: 

9199914 CRESCENT BONE 

INSTRUMENT TRAY, 

9296003 CRESCENT 

INSTRUMENT TRAY 1, 

9296004 CRESCENT 

INSTRUMENT TRAY 2, 

9296100 CRESCENT 

INSTRUMENT TRAY 3. 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

411.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/July/2024 

Fee Challan No.: 

950297726739 

PKR: 5000/- 

 

Manufacturer Name: 

M/s Micro Therapeutics Inc. 

DBA ev3 Neurovascular, 9775 

Toledo Way, Irvine, CA, 92618 

USA 

 

FSC Validity: 23-03-2027 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

Solitaire Cable Set 

  

Generic Name: Electrical-only 

medical device connection cable  

 

Class: A 

 

Shelf Life: 3 years 

 

Codes/Sizes: 

CSS-2.75-1X                  CSS-2.75-5X  

Approved 

412.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
05/Aug/2024 

Fee Challan No.: 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Refrigerant Gas tank  

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

124N2 

103N2 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 161 of 578 

 

564002563 

PKR: 5000/- 

 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

413.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

22116174 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Footswitch 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

104FS 

Approved 
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Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

414.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

60742537 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

Autoconnection box 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

2037A 

Approved 
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5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

415.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

3283551087 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Power Cords 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

1038E, 1038U; 1038Y, 1038SW, 

1038D 

Approved 
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Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

416.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

5629706953 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Scavenging Hose 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

1035E,1035F,1035EW, 1035FW, 

1035G 

Approved 
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Issuance Date:  15-01-2025 

Validity Date: N/A 

417.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

39058409797 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

Wrench 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

1036W 

Approved 

418.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

Scavenging Hose Adapters 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

Approved 
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Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

47257286524 

PKR: 5000/- 

 

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

 

Codes/Sizes: 

1036L, 1036M, 1036N 

419.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

ECG Cable 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

2035W 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 167 of 578 

 

75025682097 

PKR: 5000/- 

 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

420.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
25/July/2024 

Fee Challan No.: 

92429711543 

PKR: 5000/- 

 

Legal Manufacturer: 

Name: 

Medtronic Inc, 710 Medtronic 

Parkway Minneapolis, MN, 

USA 55432 

 

Manufacturing facilities:  

1. M/s PLEXUS CORP.  

located at 2400 Millbrook 

Dr, BUFFALO GROVE, 

IL, USA 60089 

2. CEA Medical 

Manufacturing Inc located 

at d.b.a Nissha Medical 

Technologies, 1755 

Merchants Ct, Colorado 

Springs, CO, USA 80916 ,  

3. CEA Global Dominicana 

d.b.a Nissha Medical 

Technologies located at 

Zona Franca Industrial, San 

Pedro de Macoris, San 

Pedro de Macoris, 

Nitron Remote 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

NITRONRMT 

Approved 
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DOMINICAN REPUBLIC 

21000,  

4. Lake Region Medical 

located at 340 Lake 

Hazeltine Dr, CHASKA, 

MN USA 55318 

5. Covidien located at Michael 

Collins Road, H91, W9N4 

Mervue, Galway, 

IRELAND 

 

FSC Validity: 13-02-2026 

 

Original, Valid, Legalized Free 

Sale Certificate attached with 

registration application of 

Nitron Cryoconsole dated 3rd 

July 2024 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

421.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

362583542642 

PKR: 5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

Depth Stop 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7426001 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 169 of 578 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

422.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

7290054174 

PKR: 5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

Funnel 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7426005 

Approved 

423.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

3311310940 

PKR: 5000/- 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

Tamp 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7426006 

Approved 
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 iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

424.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

02264312062 

PKR: 5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

Packing Fixture 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7426009 

Approved 
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425.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

0098067165 

PKR: 5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

Packing Fixture Lid 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7426010 

Approved 

426.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

748223566104 

PKR: 5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Rialto SI Fusion Instrument Set 

Upper Tray 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7429000 

Approved 
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Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

427.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

6639212929PKR: 

5000/- 

 

Legal Manufacturer Name: 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

Rialto SI Fusion Instrument Lower 

Tray 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7429001 

Approved 

428.  M/s Medtronic Legal Manufacturer Name: Rialto Nav Instrument Tray Approved 
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Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
30/Sep//2024 

Fee Challan No.: 

0869915120 

PKR: 5000/- 

 

Medtronic Sofamor Danek 

USA, Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing Facilities 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol 

Free Zone Bldg B7 

Multitenant 7-8, Module 

F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 

Swinnea Road Memphis, 

TN USA 38118 

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor 

Danek Manufacturing 

Located At 2500 Silveus 

Crossing Warsaw, IN 

USA 46582 

 

FSC Validity: 13-02-2026 

 

(Original, Valid, and Notarized 

attached with registration 

application of RIALTO™ SI 

Fusion System dated 10th 

September 2024) 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

 

Generic Name:   Accessory 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

7429002 

429.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

878213605 

PKR: 6000/- 

 

Authorized Representative: 

Medtronic B.V. Earl 

Bakkenstraat 10 6422 PJ 

Heerlen The Netherlands 

 

Manufacturer: 

Covidien IIc. 

15 Hampshire Street 02048 

Mansfield, Massachusetts USA 

 

Manufacturing facilities 

 

1. Covidien IIc. 15 

Hampshire Street 

02048 Mansfield, 

Massachusetts USA 

2. Plexus Corp. 2400 

Millbrook Dr. Buffalo 

Grove, IL 60089 USA 

Hugo™ RAS Class I Accessories 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life:  

The use life for 3d glasses is as 

needed. 

The use life of SIM is 20 uses, and 

the endoscope adapter is 50 uses.  

The use-life for the sterile interface 

module and endoscope adapter is 

tracked by the Hugo RAS system. 

The system will indicate when these 

devices have reached the end of its 

useful life 

 

Codes/Sizes: 

Hugo RAS Endoscope Adapter 

MRASA0002, 

Approved subject to 

submission of 

justification 

grouping of medical 

devices applied and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 
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3. Viant AS&O Holdings, 

LLC a.t.a. (formerly 

Lake Region Medical) 

45 Lexington Dr 

Laconia, NH 03246 

USA 

4. DAS Medical 

International, SRL 

Industrial Free Zone II 

22000 La Romana 

Dominican Republic 

5. Covidien (Davis & 

Geck Caribe, Ltd.) 

Zona Franca de San 

Isidro Carretera San 

Isidro Km 17 Santa 

Domingo, Dominican 

Republic. 

6. Covidien 60 

Middletown Ave North 

Haven, CT 06473 USA 

 

FSC Validity: 06-10-2026 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

 

Hugo RAS 3D Glasses – Surgeon 

MRASA0004,  

 

Hugo RAS 3D Glasses – Observer 

MRASA0005, 

 

Hugo RAS Sterile Interface Module 

MRASA0003 

430.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

43469429 

PKR: 6000/- 

 

Authorized Representative: 

Medtronic B.V. Earl 

Bakkenstraat 10 6422 PJ 

Heerlen The Netherlands 

 

Manufacturer: 

Covidien IIc. 

15 Hampshire Street 02048 

Mansfield, Massachusetts USA 

 

Manufacturing facilities 

 

1. Covidien IIc. 15 Hampshire 

Street 02048 Mansfield, 

Massachusetts USA 

2. Plexus Corp. 2400 

Millbrook Dr. Buffalo 

Grove, IL 60089 USA 

3. Viant AS&O Holdings, 

LLC a.t.a. (formerly Lake 

Region Medical) 45 

Lexington Dr Laconia, NH 

03246 USA 

4. DAS Medical International, 

SRL Industrial Free Zone II 

Hugo™ RAS Sterile Drape 

 

Generic Name:   Accessories 

 

Class: A 

 

Shelf Life:  

2-year shelf life 

 

Codes/Sizes: 

Hugo™ RAS Sterile Drape 

MRASA0006, 

 

Hugo™ RAS Sterile Drape 

MRASA0007, 

 

Hugo™ RAS Sterile Drape 

MRASA0008. 

 

Approved 
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22000 La Romana 

Dominican Republic 

5. Covidien (Davis & Geck 

Caribe, Ltd.) Zona Franca 

de San Isidro Carretera San 

Isidro Km 17 Santa 

Domingo, Dominican 

Republic. 

6. Covidien 60 Middletown 

Ave North Haven, CT 

06473 USA 

 

FSC Validity: 06-10-2026 

 

LOA Validity:  

Issuance Date:  15-01-2025 

Validity Date: N/A 

 

431.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

176332151 

PKR: 6000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway 

Minneapolis, MN USA 55432 

 

Manufacturing sites 

QUALITEL CORPORATION 

11831 Beverly Park Road, Bldg 

A Everette, WA USA 98204 

 

FSC Validity: 08-03-2026 

Original, Valid and Legalized 

Attached. 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

StrataVarius System and 

Accessories 

 

Generic Name:  System and 

Accessories 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

45806 STRATAVARIUS SYSTEM 

 

45807 STRATA VARIUS (II) 

SMART CARD REPLACEMENT 

 

45808 STRATAVARIUS NSC 

SMART CARD REPLACEMENT 

 

45809 STRTAVARIUS MAGNET 

REPLACEMENT 

Approved having 

FSC of RRA 

 

432.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

267643822 

PKR: 6000/- 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway  

 

Manufacturing sites 

i. CEA Medical 

Manufacturing, Inc. d.b.a 

Nissha Medical 

Technologies 1755 

Merchants Ct Colorado 

Springs, CO USA 80916 

 

ii. Plexus Manufacturing Sdn. 

Bhd. Bayan Lepas Free 

Industrial Zone, Phase II 

Laser Level 

 

Generic Name:  Laser patient 

positioning system 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

27613 Replacement Laser Level with 

Screw Assembly, 

46918 Clear-Site           Laser Level 

Approved having 

FSC of RRA 
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 Bayan Lepas, Pulau 

Pinang Malaysia 11900 

 

 

FSC Validity: 06-05-2026 

Original, Valid and Legalized 

Attached. 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

433.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

8724422432 

PKR: 6000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway  

 

Manufacturing sites 

i. CEA Medical 

Manufacturing, Inc. 

d.b.a Nissha Medical 

Technologies 1755 

Merchants Ct Colorado 

Springs, CO USA 

80916 

 

ii. Plexus Manufacturing Sdn. 

Bhd. Bayan Lepas Free 

Industrial Zone, Phase II 

Bayan Lepas, Pulau 

Pinang Malaysia 11900 

 

 

FSC Validity: 06-05-2026 

Original, Valid and Legalized 

Attached with registration 

application of Laser Level dated 

31st January 2025 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

Pole Clamp 

 

Generic Name:  Laser patient 

positioning system 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

46137 EDM, Quick Attach Pole 

Clamp, With Laser, 

46711 Exacta Pole Clamp with Laser 

Level, 

46715 Exacta Pole Clamp Negative 

25 cm with Laser Level 

Approved having 

FSC of RRA 

 

434.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway 

Minneapolis, MN USA 55432 

 

Manufacturing sites 

i. Medtronic Mexico S. de 

R.L. de CV Av. Paseo 

Cucapah 10510 El Lago 

Tijuana, Baja California 

Mexico C.P.22210. 

 

Becker EDMS 

 

Generic Name:  External Drainage 

and Monitoring System 

 

Class: A 

 

Shelf Life: 5 years 

 

Codes/Sizes: 

27670 BECKER EDMS WITH 

STOPCOCK BELOW DRIP 

CHAMBER AND NEEDLELESS 

Approved having 

FSC of RRA 
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14/Feb//2025 

Fee Challan No.: 

1436741409 

PKR: 6000/- 

 

ii. Medtronic Neurosurgery 

Located at 5290 California 

Ave Irvine, CA USA 

92617 

 

FSC Validity: 05-02-2027 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

INJECTION SITE 

 

25120 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

 

27510 BECKER EDMS WITH Y-

SITE AT PATIENT LINE  

 

24146 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

 

27702 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

 

27672 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

 

46129 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

 

27609 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM WITH NEEDLELESS 

INJECTION SITES 

 

27779 BECKER EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM WITH BLUE CORE 

NEEDLELESS 

 

435.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

17641797 

PKR: 6000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway 

Minneapolis, MN USA 55432 

 

Manufacturing sites 

i. Medtronic Mexico S. de 

R.L. de CV Av. Paseo 

Cucapah 10510 El Lago 

Tijuana, Baja California 

Mexico C.P.22210. 

 

ii. Medtronic Neurosurgery 

Located at 5290 California 

Ave Irvine, CA USA 

92617 

 

FSC Validity: 05-02-2027 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Exacta EDMS 

 

Generic Name:  External Drainage 

and Monitoring System 

 

Class: A 

 

Shelf Life: 5 years 

 

Codes/Sizes: 

27636 EXACTA DRAINAGE AND 

MONITORING SYSTEM 

 

27666 EXACTA DRAINAGE 

SYSTEM 

 

46705 EXACTA DRAINAGE 

SYSTEM 100ML, WITH LUER 

LOCK 

 

46700 EXACTA EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM 

Approved having 

FSC of RRA 
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Validity Date: N/A 

 

 

27785 EXACTA EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM WITH BLUE CORE 

NEEDLESS INJECTION SITES 

 

27732 EXACTA DRAINAGE AND 

MONITORING SYSTEM 

 

27579 EXACTA WITH Y-SITE AT 

PATIENT LINE 

 

436.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
14/Feb//2025 

Fee Challan No.: 

913131718328 

PKR: 6000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway 

Minneapolis, MN USA 55432 

 

Manufacturing sites 

i. Medtronic Mexico S. de 

R.L. de CV Av. Paseo 

Cucapah 10510 El Lago 

Tijuana, Baja California 

Mexico C.P.22210. 

 

ii. Medtronic Neurosurgery 

Located at 5290 California 

Ave Irvine, CA USA 

92617 

 

FSC Validity: 05-02-2027 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

Duet EDMS 

 

Generic Name:  External Drainage 

and Monitoring System 

 

Class: A 

 

Shelf Life: 3-Year-And-1-Month  

 

Codes/Sizes: 

 

46914 DUET EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM, SMARTSITE 

INJECTION SITES 

 

46913 DUET EXTERNAL 

DRAINAGE AND MONITORING 

SYSTEM, INTERLINK INJECTION 

SITES 

 

Approved having 

FSC of RRA 

 

437.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
09/Dec/2022 

Fee Challan No.: 

38367140 

PKR: 50,000/- 

 

Legal Manufacturer: 

710 Medtronic Parkway 

Minneapolis, MN 55432 USA 

 

Manufacturer: 

Medtronic Inc 8200 Coral Sea 

Street NE Mounds View MN 

USA 55112 

 

Contract Manufacturer: 

NEW DEANTRONICS 

TAIWAN LTD.12F.No.51, Sec 

4, Zhongyang Rd. Tucheng 

Dist. New Taipei City, New 

Taipei TAIWAN 236 

 

FSC Validity: 29-09-2023 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

Patient Cables 

  

Generic Name: Cables 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 

5492A, 5492AL, 5492VL, 5492VL 

 

Approved  
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438.  M/s Medtronic 

Pakistan Private 

Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated: 
13/Dec/2022 

Fee Challan No.: 

254669824612 

PKR: 5,000/- 

 

Legal Manufacturer: 

Medtronic MiniMed,18000 

Devonshire Street Northridge, 

CA 91325 USA 

 

FSC Validity: 20-07-2027 

 

 

LOA Validity:  

Issuance Date:  11-10-2022 

Validity Date: N/A 

 

MMT-7715 

Charger 

  

Generic Name: Charger 

 

 

Class: A 

 

Shelf Life: N/A 

 

Codes/Sizes: 
MMT-7715 

Approved  

439.  M/s Medtronic 

Pakistan Private 

Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st 

floor Plot No. G3, 

Khayaban-e-Iqbal, 

Block 9, Clifton.  

 

R&I Dated: 
15/Sep/2023 

Fee Challan No.: 

7137933475 

PKR: 5,000/- 

Date of Fee 

Submission: 

10-08-2023 

Legal manufacturer:  

MICRO THERAPEUTICS, 

INC, DBA EV3 

NEUROVASCULAR, 9775 

Toledo Way, Irvine, CA, USA 

92618  

 

FSC: 

Original submitted on 18th 

January 2024. 

USFDA 

Issuance Date: 30-03-2023 

Validity Date: 29-03-2025 

 

ISO: 

Copy attached. Original ISO 

attached with registration 

application of Cadence 

Precision Injector dated 16th 

August 2023.  

 

Issuance Date: 25-08-2022 

Validity Date: 30-11-2023 

 

FQA: 

Copy attached. Original ISO 

attached with registration 

application of Cadence 

Precision Injector dated 16th 

August 2023.  

 

Issuance Date: 20-04-2023 

Validity Date: 23-03-2027 

 

EC Certificate: 

NA 

 

LOA: 

Issuance Date: 21-10-2022 

103-1203 

1ml Syringe 

 

Class:  A 

 

Shelf life: 3 years 

 

Size & Model: 103-1203 

 

Storage and Temperature 

conditions: No specific storage 

condition.  

 

Approved  
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Validity Date: NA 

 

Original Letter of Authorization 

attached with shortcoming 

submission of Affinity 

Temperature probe dated 16th 

November 2022. 

 

440.  M/s Medtronic 

Pakistan Private 

Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st 

floor Plot No. G3, 

Khayaban-e-Iqbal, 

Block 9, Clifton.  

 

R&I Dated:  
15/Sep/2023 

Fee Challan No.: 

688850537779 

PKR: 5,000/- 

Date of Fee 

Submission: 

10-08-2023 

 

Legal manufacturer:  

MICRO THERAPEUTICS, 

INC, DBA EV3 

NEUROVASCULAR, 9775 

Toledo Way, Irvine, CA, USA 

92618  

 

FSC: 

Original submitted on 18th 

January 2024. 

USFDA 

Issuance Date: 30-03-2023 

Validity Date: 29-03-2025 

 

ISO: 

Original, Valid and Notarized 

attached 

Issuance Date: 25-08-2022 

Validity Date: 30-11-2023 

 

FQA: 

Original, Valid and Notarized 

attached 

Issuance Date: 20-04-2023 

Validity Date: 23-03-2027 

 

EC Certificate: 

NA 

 

LOA: 

Issuance Date: 21-10-2022 

Validity Date: NA 

 

Original Letter of Authorization 

attached with shortcoming 

submission of Affinity 

Temperature probe dated 16th 

November 2022 

 

Cadence Precision Injector Thread 1 

mL Syringe 

 

Class:  A 

 

Shelf life: 3 years 

 

Size & Model: 103-0304 

 

 

Storage and Temperature 

conditions: No specific storage 

condition.  

 

Approved 

441.  M/s Medtronic 

Pakistan Private 

Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st 

floor Plot No. G3, 

Khayaban-e-Iqbal, 

Block 9, Clifton. 

Name of Manufacturer: 

Micro Therapeutics Inc. DBA 

ev3 Neurovascular, 9775 

Toledo Way, Irvine, CA, 92618 

USA 

 

FSC: 

Copy attached. 

Original, Valid and legalized 

attached with registration 

application of solitaire cable set 

OnyxTM Syringe-Catheter Interface-

Adapter 

[103-1207] 

 

Class: A 

 

Shelf life: 3 years  

 

Size & Model:  
103-1207 

 

Approved  
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R&I Dated: 
10/01/2023 

Fee Challan No.: 

4861042371 

PKR: 5,000/- 

Date of Fee 

Submission: 

28-12-2022 

dated 19th July 2024. 

The Netherlands 

Validity Date: 23-03-2027 

 

ISO: 

Copy attached. 

Original, Valid and Notarized, 

attached with registration 

application of Artisse  

Detachment Device dated 22nd 

May 2024. 

 

Issuance Date: 01-12-2023 

Validity Date: 30-11-2026 

 

FQA: 

Copy attached. 

Original, Valid and Notarized 

attached with registration 

application of solitaire cable set 

dated 19th July 2024. 

Issuance Date: 12-10-2023 

Validity Date: 23-03-2027 

 

EC Certificate: 

NA 

 

LOA: 

Issuance Date:  21-10-2022 

Validity Date: NA 

 

Original Letter of Authorization 

attached with shortcoming 

submission of Affinity 

Temperature probe dated 16th 

November 2022. 

 

 

442.  Applicant Details:  

M/s. Ali Gohar & 

Company (Pvt) Ltd. 

Address:   

State Life Building 1-

B, I.I. Chundrigar 

Road, Karachi.  

(ELI-00004) 

Track ID: 

HUD-23T-XQ2J 

Fee: PKR 6000/- 

Slip # 678678781015 

Dated: 05-12-2024 

 

(Legal Manufacturer) 

M/s M/s Smiths Medical 

International Company 

Address:  

1500 Eureka Park, Lower 

Pemberton ASHFORD, Kent, 

TN25 48F, UK. 

FSC AUSTRALIA Validity: 

15/09/2025  

  

 

Brand:  

LockIt® Plus. 

Generic:  

Catheter securement device 

 

Class-A 

 

Shelf Life: 05 years     

 

Codes / Sizes (if any)  

100/399/216 100/399/218 

LOA Validity: 14/12/2027 

Approved 

443.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

Brand:  

Agilent Technologies. 

Generic:  

Dako FLEX RTU IVD Antibody 

MD Group: Cluster  

Class-A 

 

Deferred for the 

submission of Valid 

LoA. 
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(ELI-000052) 

Track ID: 

BXX-5BU-ALN2 

Fee: PKR 5000/- 

Slip # 210423685686 

Dated: 18-10-2022 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Shelf Life: 02 years     

 

 

444.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

E68-JXS-JJQ8 

Fee: PKR 5000/- 

Slip # 0025131180 

Dated: 17-10-2022 

 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Brand:  

Agilent Technologies. 

Generic:  

Dako FLEX RTU IVD Antibody for 

thyroid function 

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

 

 

Deferred for the 

submission of Valid 

LoA. 

445.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

867-33E-MQYV 

Fee: PKR 5000/- 

Slip # 0456949680 

Dated: 18-10-2022 

 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Brand:  

Agilent Technologies. 

Generic:  

Dako FLEX RTU IVD Antibody  

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

 

 

Deferred for the 

submission of Valid 

LoA. 

446.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

962-ZM7-DQ78 

Fee: PKR 5000/- 

Slip # 1976185 

Dated: 2-02-2020 

 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Brand:  

Agilent Technologies. 

Generic:  

EnVision FLEX, Mini Kit, High pH 

(Link) 

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

 

Codes / Sizes: K802321-2 

 

 

Deferred for the 

submission of Valid 

LoA. 

447.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

Brand:  

Agilent Technologies. 

Generic:  

EnVision FLEX Mini Kit, High pH 

(Dako Omnis) 

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

Deferred for the 

submission of Valid 

LoA. 
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6AA-M6Y-WVJ5 

Fee: PKR 5000/- 

Slip # 730506717450 

Dated: 17-10-2022 

 

LOA Validity: 31/12/2024  

 

Codes / Sizes: GV82311-2 

 

 

448.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

RH5-LN9-Z9DD 

Fee: PKR 5000/- 

Slip # 1907678 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Brand:  

Agilent Technologies. 

Generic:  

FLEX Mono Mo a Pneumocystis 

Jiroveci, Clone 3F6, RTU, 12 mL 

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

 

Codes / Sizes: IR63561-2 

 

 

Deferred for the 

submission of Valid 

LoA. 

449.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

QZ4-QAP-MVUE 

Fee: PKR 5000/- 

Slip # 40428645 

Dated: 18-10-2022 

 

(Legal Manufacturer) 

M/s Agilent Technologies 

Denmark ApS 

Address:  

Produktionsvej 42, DK-2600 

Glostrup Denmark. 

 

FSC: Denmark  

Validity: 23/05/2025  

 

LOA Validity: 31/12/2024  

 

Brand:  

Agilent Technologies. 

Generic:  

Dako FLEX RTU IVD Antibody 

MD Group: Cluster  

Class-A 

 

Shelf Life: 02 years     

 

Codes / Sizes: IR63561-2 

 

 

Deferred for the 

submission of Valid 

LoA. 

450.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

W82-6SD-DUVH 

Fee: PKR 5000/- 

Slip # 1907661 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

Brand:  

Milestone  

Generic:  

Haematology/ histology/ cytology_ 

Histology/cytology reagents_IVD 

Reagents (Cluster_9) 

 

MD Group: Cluster  

Class-A 

 

Shelf Life: not applicable      

 

 

 

Approved  

 Description of Milestone, Generic: Haematology/ histology/ cytology_ Histology/cytology 

reagents_IVD Reagents (Cluster_9) 

 

FineFIX The Formalin Substitute: FineFIX is a patented formalin-free and water-based 

concentrate fixative. When diluted with ethanol, its formulation of low toxicity additives 

overcomes the drawbacks commonly associated with the use of pure ethanol or ethanol-based 

fixatives (e.g. significant tissue shrinkage, vacuolization and pyknotic nuclei).  

FormSAFE  

FormSAFE is an innovative prefilled container designed to prevent formalin exposure when 

working with biopsies. The formalin layer is protected by a specially designed floating shield 

fluid, engineered to be nonmiscible with formalin, ensuring a constant barrier against toxic 

fumes.  
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JFC Solution  

High Performance Xylene-Free Processing Solution JFC Solution is an innovative, patented 

solution composed of a mixture of ethanol, isopropanol and a long chain hydrocarbon. 

MCC  

Milestone Cryoembedding Compound MCC is a proprietary formulation specifically developed 

for optimal support during cryotomy of dissected tissues down to -40°C. Being water soluble, 

MCC doesn’t leave residue on the slides, eliminating nonspecific background staining. 

Additionally, MCC will not dull cryostat knives.  

MileGREEN The Xylene Substitute MileGREEN is a solvent, consisting of iso-paraffins and 

replaces xylene both at the clearing and mounting process. Moreover, it can be used for cleaning 

purposes for paraffin contaminated items, for example in HistosMATE module.  

MileONE  

Dehydration Solution for Tissue Processing MileONE is a Milestone alcoholbased solution 

designed to grant consistent processing of normal and high-fat content tissues like breast, brain, 

fatty colon and skin.  

MileTWO  

Clearing Solution for Green Tissue Processing MileTWO, a xylenefree solution, ensures optimal 

preservation of fat cell integrity and maintains nuclear and cytoplasmic morphology during the 

clearing step.  

MoLDECALCIFIER.  

EDTA Based Decalcifying Solution For enhanced decalcification, the process with EDTA is best 

carried out at a pH value of 7.2-7.4. Milestone has developed an innovative, pure unbuffered 10% 

EDTA solution, based on a stoichiometric mixture of bibasic or tribasic EDTA to reach this pH 

value without the addition of an acid/base buffer.  

Synergy  

Embedding represents one of the most critical bottlenecks in the histology workflow. This time-

consuming procedure is carried out manually, and it is therefore operator dependent. Synergy 

technology eliminates the need to reopen the cassettes and reorient the tissues. 

 

451.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

XME-VGW-BAT7 

Fee: PKR 5000/- 

Slip # 1907662 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

WorkSTATION 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 102302     

 

 

 

Approved  

452.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

4SN-APL-J3SX 

Fee: PKR 5000/- 

Slip # 1907663 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

TissueSAFE plus 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 68900     

 

 

 

Approved  

453.  Applicant Details:  (Legal Manufacturer) Brand:  Approved  
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M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

W16-VL2-P5SW 

Fee: PKR 5000/- 

Slip # 1907664 

Dated: 25-02-2020 

 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Milestone  

Generic:  

SealSAFE 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 68460     

 

 

 

454.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

PNV-7AW-V461 

Fee: PKR 5000/- 

Slip # 1907665 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone 

Generic:  

RoseSTATION 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 101202    

 

 

 

Approved  

455.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

P1T-1D6-4GWL 

Fee: PKR 5000/- 

Slip # 1907666 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

PrestoCHILL 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 100850    

 

 

 

Approved  

456.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

MAY-64W-W6DR 

Fee: PKR 5000/- 

Slip # 1907667 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

Presto PRO 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 100300    

 

 

 

Approved  

457.  Applicant Details:  

M/s Meximp 

Technologies. 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

Brand:  

Milestone  

Generic:  

Approved  
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Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

TSL-GHA-4VUR 

Fee: PKR 5000/- 

Slip # 1905324 

Dated: 25-02-2020 

 

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Pathos DELTA 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 66000    

 

 

 

458.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

M17-ASY-1N14 

Fee: PKR 5000/- 

Slip # 1905325 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

MAGNUS 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 10423050DSF    

 

 

 

Approved  

459.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

315-8X7-LN2J 

Fee: PKR 5000/- 

Slip # 1976173 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

MacroPATH 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 370600    

 

 

 

Approved  

460.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

QEX-B7H-JXBQ 

Fee: PKR 5000/- 

Slip # 1976176 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

Logos 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 61500    

 

 

 

Approved  

461.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Brand:  

Milestone 

Generic:  

Logos ONE 

Class-A 

Approved  
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B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

9XD-YRN-PPAP 

Fee: PKR 5000/- 

Slip # 1976174 

Dated: 25-02-2020 

 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

 

Shelf Life: not applicable  

 

Codes / Sizes: 61500/R   

 

 

 

462.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

D3S-AL3-2RZ6 

Fee: PKR 5000/- 

Slip # 1976175 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

Logos J 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 65500 

 

 

 

Approved  

463.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

4EP-VX6-55P7 

Fee: PKR 5000/- 

Slip # 1976177 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone 

Generic:  

KOS 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 67051/W 

 

 

 

Approved  

464.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

4EP-VX6-55P7 

Fee: PKR 5000/- 

Slip # 1907659 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

HistoDREAM EW 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 50000 

 

 

 

Approved  

465.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

Brand:  

Milestone  

Generic:  

FlashFREEZE 

Class-A 

 

Approved  
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B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

1D5-X63-9J1G 

Fee: PKR 5000/- 

Slip # 1976178 

Dated: 27-02-2020 

 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Shelf Life: not applicable  

 

Codes / Sizes: 100780 

 

 

 

466.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

MPU-DDB-N927 

Fee: PKR 5000/- 

Slip # 1976179 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

FixSTATION 1RH 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 69300 

 

 

 

Approved  

467.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

8TN-MXH-Y93D 

Fee: PKR 5000/- 

Slip # 1976180 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

FineFIX Module 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 70070 

 

 

 

Approved  

468.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

TV7-WAL-XPUS 

Fee: PKR 5000/- 

Slip # 1976181 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone  

Generic:  

eGROSS  

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 102902 

 

 

 

Approved  

469.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

Brand:  

Milestone 

Generic:  

DecalMATE 

Class-A 

 

Approved  
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B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

MVY-5NP-PJTR 

Fee: PKR 5000/- 

Slip # 1907657 

Dated: 27-02-2020 

 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Shelf Life: not applicable  

 

Codes / Sizes: 101006 

 

 

 

470.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

YQ1-MWU-5VJN 

Fee: PKR 5000/- 

Slip # 1907658 

Dated: 27-02-2020 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

LOA Validity: 31/12/2025  

 

Brand:  

Milestone 

Generic:  

BoneSTATION 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 67700 

 

 

 

Approved  

471.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

MBJ-16Q-QTZS 

Fee: PKR 5000/- 

Slip # 56199387091 

Dated: 17-10-2022 

 

(Legal Manufacturer) 

M/s Milestone S.R.L. 

Address:  

1) Corso Europa,6 - 24030 

Valbrembo (BG) - ITALY 2) 

Viale S. Pietro Martire,1054 - 

45030 Pontecchio Polesine 

(RO) - ITALY 3) Via Zona 

artigianale, 262 - 45030 

Pontecchio Polesine (RO) - 

ITALY. 

 

Brand:  

Milestone  

Generic:  

HistoDream M 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 500300 

 

 

LOA Validity: 31/12/2025  

 

Approved  

472.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

VS8-GX5-VY2N 

Fee: PKR 5000/- 

Slip # 1907669 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

 

LOA Validity:  

31/12/2025 

Brand:  

Pfm Medical ag  

Generic:  

pfm Waterbath 1000 

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 041010 

 

 

Approved  

473.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

Brand:  

Pfm Medical ag  

Generic:  

Sliding Microtome 4004 M 

 

Class-A 

Approved  
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B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

B73-SYA-RGQY 

Fee: PKR 5000/- 

Slip # 1976184 

Dated: 25-02-2020 

 

 

LOA Validity:  

31/12/2025 

 

Shelf Life: not applicable  

 

Codes / Sizes: 400410 

 

 

474.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

B73-SYA-RGQY 

Fee: PKR 5000/- 

Slip # 1976183 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

 

LOA Validity:  

31/12/2025 

Brand:  

Pfm Medical ag  

Generic:  

pfm Sliding Microtome 4005 E  

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 400510 

 

 

Approved  

475.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

3R9-HZ7-4T7Z 

Fee: PKR 5000/- 

Slip # 1907672 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

 

LOA Validity:  

31/12/2025 

Brand:  

Pfm Medical ag  

Generic:  

Rotary Microtome 3006 EM  

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 0300610 

 

 

Approved  

476.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

16Q-356-RHXN 

Fee: PKR 5000/- 

Slip # 1907660 

Dated: 25-02-2020 

 

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

 

LOA Validity:  

31/12/2025 

Brand:  

Pfm Medical ag  

Generic:  

Rotary Microtome 3005 E   

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 0300510 

 

 

Approved  

477.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

Brand:  

Pfm Medical ag  

Generic:  

Rotary Microtome 3004 M    

Class-A 

 

Approved  
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B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

ZQ6-5GJ-J21S 

Fee: PKR 5000/- 

Slip # 1976182 

Dated: 25-02-2020 

 

 

LOA Validity:  

31/12/2025 

Shelf Life: not applicable  

 

Codes / Sizes: 0300410 

 

 

478.  Applicant Details:  

M/s Meximp 

Technologies. 

Address:   

B-62, Block 5, 

Gulshan-e-Iqbal, 

Karachi.  

(ELI-000052) 

Track ID: 

7U4-3GB-UMAQ 

Fee: PKR 5000/- 

Slip # 3178713028 

Dated: 17-10-2022 

 

(Legal Manufacturer) 

M/s Pfm Medical GmbH. 

Address:  

WanklestraBe 60, 50996 Koln 

Germany. 

 

 

LOA Validity:  

31/12/2025 

Brand:  

Pfm Medical ag  

Generic:  

Pfm Rotary 3000 Compact    

Class-A 

 

Shelf Life: not applicable  

 

Codes / Sizes: 0300310 

 

 

Approved  

479.  Applicant Details:  

M/s. United Brothers. 

Address:   

Office # 301, Mehrab 

Market, Medicine 

Street No. 1, Marriot 

Road, Karachi.  

(ELI-000451) 

Track ID: 

Y58-DAP-ZX5N 

Fee: PKR 5000/- 

Slip # 555501021997 

Dated: 03-08-2022 

 

(Legal Manufacturer) 

M/s. Anji Hengfeng Sanitary 

Material Co., Ltd. 

Address:  

Ancheng, Dipu Town, 313300 

Anji County, Zhejiang Province, 

China. 

 

LOA Validity: 17/08/2026 

 

Brand:  

UB Elastic Bandage 

Generic:  

Dressing Roll  

Class-A 

 

Shelf Life: 05 years   

 

Codes / Sizes:  

 

 

 

Approved subject to 

submission of 

relevant product 

description generic 

name 

480.  Applicant Details:  

M/s. United Brothers. 

Address:   

Office # 301, Mehrab 

Market, Medicine 

Street No. 1, Marriot 

Road, Karachi.  

(ELI-000451) 

Track ID: 

QZU-X8R-ZUSM 

Fee: PKR 5000/- 

Slip # 555501021997 

Dated: 03-08-2022 

 

(Legal Manufacturer) 

M/s. Anji Hengfeng Sanitary 

Material Co., Ltd. 

Address:  

Ancheng, Dipu Town, 313300 

Anji County, Zhejiang Province, 

China. 

 

LOA Validity: 17/08/2026 

 

Brand:  

UB Elastic Bandage Dressing Roll 

Generic:  

Dressing Roll  

Class-A 

 

Shelf Life: 05 years   

 

Codes / Sizes:  

 

 

 

Approved subject to 

submission of 

relevant product 

description generic 

name 

481.  Applicant Details:  

M/s. United Brothers. 

Address:   

Office # 301, Mehrab 

Market, Medicine 

(Legal Manufacturer) 

M/s. Anji Hengfeng Sanitary 

Material Co., Ltd. 

Address:  

Brand:  

UB Dressing Roll Padding 

Generic: Cast Padding 

 

Class-A 

 

Approved subject to 

submission of brand 

name and description 

of the prodcut 
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Street No. 1, Marriot 

Road, Karachi.  

(ELI-000451) 

Track ID: 

BLJ-DRL-6NUZ 

Fee: PKR 5000/- 

Slip # 56385566942 

Dated: 07-06-2022 

 

Ancheng, Dipu Town, 313300 

Anji County, Zhejiang Province, 

China. 

 

LOA Validity: 17/08/2026 

 

Shelf Life: 05 years   

 

Codes / Sizes:  

2.5CM-20CM;  

2.5M-10M 

 

 

482.  Applicant Details:  

M/s. United Brothers. 

Address:   

Office # 301, Mehrab 

Market, Medicine 

Street No. 1, Marriot 

Road, Karachi.  

(ELI-000451) 

Track ID: 

R7J-LRM-7WWX 

Fee: PKR 5000/- 

Slip # 56385566942 

Dated: 10-01-2023 

 

(Legal Manufacturer) 

M/s. Top Glove Sdn. Bhd. 

Address:  

Lot 4969, Jalan Teratai, Batu 6, 

Off Jalan Meru, 41050 Klang, 

Selangor D.E., Malaysia. 

 

LOA Validity:  

04-12-2027 

 

Brand: UB 

Generic: Latex Examination 

Powdered Gloves 

 

Class-A 

 

Shelf Life: 05 years   

 

Codes / Sizes:  

XS, S, M, L 

 

 

Approved  

483.  Applicant Details:  

M/s. United Brothers. 

Address:   

Office # 301, Mehrab 

Market, Medicine 

Street No. 1, Marriot 

Road, Karachi.  

(ELI-000451) 

Track ID: 

UQH-VVZ-H4YY 

Fee: PKR 5000/- 

Slip # 97601023181 

Dated: 25-01-2023 

 

(Legal Manufacturer) 

M/s. Changzhou Chuangjia 

Medical Appliance Co., Ltd. 

Address:  

Sanhekou Development Zone, 

Zhenglu Town213115, 

Changzhou, People’s Republic 

of China. 

 

LOA Validity:  

31-12-2028 

 

Brand: UB 

Generic:  

Urine Drainage Bags 

 

Class-A 

 

Shelf Life: 05 years   

 

Codes / Sizes:  

500ml, 750ml, 1000ml, 1500ml, 

2000ml  

 

Approved  

484.  Applicant Details:  

M/s. Nassir Trading 

Company. 

Address:   

Suite No. 109, 1 st 

Floor, AlRehman 

Trade Centre, 

Shahrahe-Liaquat, 

Opp Sindh Madrasa, 

Karachi.  

(ELI-000511) 

Track ID: 

HXP-S76-7LXJ 

Fee: PKR 5000/- 

Slip # 97601023181 

Dated: 24-11-2022 

 

(Legal Manufacturer) 

M/s CURAMEDICAL B.V. 

Address:  

Industrieweg 6 B - 1566 JP 

ASSENDELFT, The 

Netherlands. 

 

LOA Validity:  

11-01-2025 

 

Brand: CuraTamp 

Generic:  

Sterile Absorbable Haemostat, Type 

Oxidized Cellulose Gauze 

Class-A 

Shelf Life: 04 years   

Codes / Sizes:  

(CT-101 12.5x50mm, CT-103 

25x25mm, CT-105 25x50mm, CT-

107 50x75mm, CT-135 50x350mm, 

CT-137 75x100mm, CT-138 

100x100mm, CT-140 100x200mm 

Deferred for the 

clarification of 

grouping and 

classification of the 

products applied and 

accordingly revised 

Form and requisite 

fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

485.  Applicant Details:  

M/s. Nassir Trading 

Company. 

Address:   

(Legal Manufacturer) 

M/s CURAMEDICAL B.V. 

Address:  

Brand: CuraSpon 

Generic:  

Sterile Absorbable Haemostat, Type 

Gelatin & Powder 

Deferred for the 

clarification of 

grouping and 

classification of the 
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Suite No. 109, 1 st 

Floor, AlRehman 

Trade Centre, 

Shahrahe-Liaquat, 

Opp Sindh Madrasa, 

Karachi.  

(ELI-000511) 

Track ID: 

644-HED-JU2H 

Fee: PKR 5000/- 

Slip # 5021220568 

Dated: 24-11-2022 

 

Industrieweg 6 B - 1566 JP 

ASSENDELFT, The 

Netherlands. 

 

LOA Validity:  

11-01-2025 

 

Class-A 

Shelf Life: 04 years   

Codes / Sizes:  

Standard: CS-010 80x50x10mm  

Size 12-7: CS-060 60x20x7mm  

Special: CS-110 80x50x1mm 

Tampon: CS-210 30x80mm Powder 

Paste: CS260 1gram container Cube: 

CS-310 10x10x10mm Dental 60: CS-

330 10x10x10mm Dial 2-2: CS-420 

20x20x10mm Dial 4-2: CS-442 

40x10x10mm Nasal Tampon 5-2: 

CS-452 50x10x10mm Size 100: CS-

610 125x80x10mm Film: CS-950 

200x70x0.5mm 

 

products applied and 

accordingly revised 

Form and requisite 

fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

486.  Applicant Details:  

M/s. Nassir Trading 

Company. 

Address:   

Suite No. 109, 1 st 

Floor, AlRehman 

Trade Centre, 

Shahrahe-Liaquat, 

Opp Sindh Madrasa, 

Karachi.  

(ELI-000511) 

Track ID: 

SWS-693-T768 

Fee: PKR 5000/- 

Slip # 5021220568 

Dated: 24-11-2022 

 

(Legal Manufacturer) 

M/s CURAMEDICAL B.V. 

Address:  

Industrieweg 6 B - 1566 JP 

ASSENDELFT, The 

Netherlands. 

 

LOA Validity:  

11-01-2025 

 

Brand: CuraCel 

Generic:  

ORC Fabric and Gauze 

Class-A 

Shelf Life: 03 years   

Codes / Sizes:  

Standard  

CC-501 50x12.5mm,  

CC503 25x25mm,  

CC505 50x25mm,  

CC507 50x75mm,  

CC535 50x350mm,  

CC-537 100x75mm,  

CC538 100x100mm,  

CC-540 100x200mm,  

CC560 150x230mm  

High Density:  

CH-603 26x26mm,  

CH-607 50x75mm,  

CH-637 76x102mm,  

CH660 152x230mm  

Fibrillar:  

CF-705 25x51mm,  

CF-710 51x102mm,  

CF738 102x102mm 

 

Approved Standard 

Size and the firm 

will submit fee as 

per revised SRO for 

High density and 

fibrillar 

487.  Applicant: 

M/s Amanco, 

402,Marine 

Point,BI.9,Clifton, 

Karachi 

 

ELI- 00261 

Track ID: 

1VG-DBA-XLAZ 

Fee: PKR 5000/- 

Slip: 8228289713 

Dated: 25-11-2022 

 

Legal Manufacturer: 

Foshan Rongjun Medical & 

Cosmetic Equipment Co., Ltd., 

Address; No.2 Shadunhu 

Industrial Center, Liansha 

Avenue, Linsha, Danzhao Town, 

NAnhai District, Foshan City, 

Guangdong, China 

 

FSC Validity: 

02/12/2026 

 

LOA Validity:  
01/01/2028 

 

Brand Name:  

KYA Wheel Chair with Commode 

Generic Name; Wheelchair / Manual 

Wheelchair / Wheelchair with 

Commode 

 

Class A 

Model: 

R.J608, RJ608EB, RJ609, RJ681, 

RJ608GC, RJ607GCJ, RJ610GCJ, 

RJ608L, RJ608LGC, RJ608LGCJ, 

RJ681C-51, RJ607-70, RJ691, RJ695, 

RJ692U, RJ692E, RJ690, RJ689U. 

RJ693, RJ695S, RJ697S, RJ697S-B, 

RJ696, RJ697, RJ698L, RJ606LAY, 

R.18835 RJ-TR01, RJ-TR02, RJ-

Approved  
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TR03 

 

488.  Applicant: 

M/s Amanco, 

402, Marine Point, 

BI.9, Clifton, Karachi 

 

ELI- 00261 

Track ID: 

GPS-V7V-VXY3 

Fee: PKR 5000/- 

Slip: 6360627472 

Dated: 25-11-2022 

 

 

Legal Manufacturer: 

Foshan Rongjun Medical & 

Cosmetic Equipment Co., Ltd., 

Address; No.2 Shadunhu 

Industrial Center, Liansha 

Avenue, Linsha, Danzhao Town, 

NAnhai District, Foshan City, 

Guangdong, China 

FSC Validity: 

02/12/2026 

 

Brand Name:  

KYA Wheel Chair Manual 

Generic Name; Wheelchair / Manual 

Wheelchair / Wheelchair with 

Commode 

 

Class A 

Models: 

As per FSC 

 

LOA Validity: 01/01/2028 

 

Approved  

489.  Applicant: 

M/s Amanco, 

402, Marine Point, 

BI.9, Clifton, Karachi 

 

ELI- 00261 

Track ID: 

V3D-TDU-NGTS 

Fee: PKR 5000/- 

Slip: 97829564372 

Dated: 29-11-2022 

 

Legal Manufacturer: 

Foshan Rongjun Medical & 

Cosmetic Equipment Co., Ltd., 

Address; No.2 Shadunhu 

Industrial Center, Liansha 

Avenue, Linsha, Danzhao Town, 

NAnhai District, Foshan City, 

Guangdong, China 

 

FSC Validity: 

02/12/2026 

LOA Validity:  
01/01/2028 

 

 

Brand Name;  

KYA Wheel Chair Electric  

Generic Name; 

Electric Wheel Chair / Motorized 

Wheel Chair 

Class A 

 

Model: 

DY01110LA, DY01101, DY01102, 

DY01105, DY01106, DY01107, 

DY01108, DY01109, DY01117L, 

DY01113LA, DY01121C, 

DY01114LA, DY01112A, 

DY01111A, DY01110A 

 

 

Approved  

490.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

R&I details 

30-09-2022 

 

Fee: Rs. 25,000/- 

Slip: 78722101 

Dated: 30-09-2022 

 

Legal Manufacturer: 

 

Optimed Medizinische 

Instrumente GmbH 

 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Abscess Drainage Set (Gastrosoft) 

Generic Name: Percutaneous 

Drainage Catheter Set 

Class B 

Shelf Life: 05 years 

Codes/Sizes: 

1577-0500, 1577-0700, 1577-0900, 

1577-1000 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance: 26-10-

2023 (Valid for 5 years from the date 

of issuance) 

 

Approved  

491.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  

Brand Name:  

Direct Puncture Set, OD 

Generic Name:  
Percutaneous Drainage Catheter 

Class B 

Shelf Life: 5 Years 

Codes/Sizes: 

1554-0500,1554-0800,  

1554-0900, 1559-0800,  

Approved  
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ELI- 00242 

 

R&I details 

30-09-2022 

Fee: Rs. 25,000/- 

Slip:182837291 

Dated: 30-09-2022 

 

 

31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

1559-0900. 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

492.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

30-09-2022 

 

Fee: Rs. 25,000/- 

Slip:7785124322 

Dated: 30-09-2022 

 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  

31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

 

 

 

Brand Name:  

Abscess Drainage Set in “Seldinger 

Technique”, Nephrosoft. 

Generic Name:  
Percutaneous Drainage Catheter Set 

Class B 

Shelf Life: 5 Years 

Codes/Sizes: 

1594-0800, 1594-0900,  

1594-1000, 1595-0800,  

1595-0900, 1595-1000. 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

Approved  

493.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

30-06- 2022 

 

Fee: Rs. 25,000/- 

Slip:8387900763 

Dated: 29-06-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  
31-12-2026 

 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-

10-2023 (Valid for 5 years from 

the date of issuance) 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Gastrosoft Biliary Endoprosthesis 

Generic Name:  
Gastroenterological Drainage/ Biliary 

Stent  

Class B 

Shelf Life: 3 Years. 

Codes/Sizes: 

4000-4860, 4000-4870, 4000-

4880, 4000-4960, 4000-4970, 

4000-4980, 4000-4810, 4000-

4820, 4000-4840, 4000-4850, 

4000-4910, 4000-4920, 4000-

4940, 4000-4950, 4000-5100, 

4000-5110, 4000-5120, 4000-

5130, 4000-5140, 4000-5150, 

4000-5160, 4000-5170, 4000-

5180, 4000-5190. 

 

Approved  

494.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

Brand Name:  

Optimed Splitsheath 

Generic Name:  
Splitsheath 

Class B 

Shelf Life: 5Years. 

Codes/Sizes: 

Approved  
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Near Rohail Khund 

Society, Karachi.  

 

ELI- 00242 

 

R&I details 

30-09- 2022 

 

Fee: Rs. 25,000/- 

Slip:54517536087 

Dated: 30-09-2022. 

 

LOAValidity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

 

 

1235-0500, 1235-0600, 1235-0700, 

1235-0901, 1235-1101, 1235-1301. 

 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

495.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

30-06- 2022 

 

Fee: Rs. 25,000/- 

Slip:2095475008 

Dated: 29-06-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

 

Brand Name:  

Pancreatic Stent 

Generic Name:  
Percutaneous Drainage 

Class B 

Shelf Life: 3 Years. 

Codes/Sizes: 

4000-4508, 4000-4510, 4000-4512, 

4000-4514, 4000-4516, 1000-4702, 

4000-4704, 4000-4706, 4000-4708, 

4000-4710 

 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

Approved  

496.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

30-09- 2022 

 

Fee: Rs. 25,000/- 

Slip:23345801147 

Dated: 30-09-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  
31-12-2026 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-

10-2023 (Valid for 5 years from 

the date of issuance) 

 

Brand Name:  

Epsylar Percutaneous Introducer 

Sheath 

Generic Name:  
Introducer Sheath 

Class B 

Shelf Life: 3 Years. 

Codes/Sizes: 

1224-0445, 12240465, 

1224-0512, 1224-0545,  

1224-0590, 1224-0645,  

1224-0665, 1224-0690, 

1224-0745, 1224-0765,  

1224-0790, 1224-0845,  

1224-0865. 

ISO 13485 

Validity: 04-08-2025 

 

EC Certificate 

Validity: 26-05-2024 

 

Approved  

497.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

Brand Name:  

Optimed Bile Duct Introduction Set 

Generic Name:  
Introduction Set for Biliary Stent 

Placement 

Class B 

Approved  
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Near Rohail Khund 

Society, Karachi.  

 

ELI- 00242 

R&I details 

30-06- 2022 

 

Fee: Rs. 25,000/- 

Slip:8399259554 

Dated: 29-06-2022. 

 

 

LOAValidity:  

31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

Shelf Life: 3 Years. 

Codes/Sizes: 

4000-0082, 4000-0010, 4000-0014. 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

498.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

ELI- 00242 

R&I details 

30-09- 2022 

 

Fee: Rs. 25,000/- 

Slip:4625663669 

Dated: 30-09-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  

31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Single Catheter, OD 

Generic Name:  
Percutaneous Drainage Catheter. 

Class B 

Shelf Life: 5 Years. 

Codes/Sizes: 

1550-0500,  

1550-0550 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

Approved  

499.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

ELI- 00242 

R&I details 

30-09- 2022 

Fee: Rs. 25,000/- 

Slip:41354465 

Dated: 30-09-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Abscess Drainage Set “Locco set” 

Generic Name:  
Percutaneous Drainage Catheter Set 

Class B 

Shelf Life: 5 Years. 

Codes/Sizes: 

1630-0400,1630-0500, 1630-

0800,1630-0900, 1630-1000 

 

 

 

Approved  

500.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

ELI- 00242 

R&I details 

30-09- 2022 

Fee: Rs. 25,000/- 

Slip:.361705671316 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  

31-12-2026 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

Brand Name:  

"Fulda B" Pediatric Nephrostomy Set  

Generic Name:  
Percutaneous Drainage Catheter Set  

Class B 

Shelf Life: 5 Years. 

Codes/Sizes: 

1590-0124. 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

Approved  



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 198 of 578 

 

Dated: 30-09-2022. 

 
 

 

 

 

501.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

30-09- 2022 

 

Fee: Rs. 25,000/- 

Slip:.924616430 

Dated: 30-09-2022. 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Single Catheter Nephrosoft 

Generic Name:  
Percutaneous Drainage Catheter 

Class B 

Shelf Life: 5 Years. 

Codes/Sizes: 

1591-0300, 1591-0500, 1591-0700 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:26-10-2023 

(Valid for 5 years from the date of 

issuance) 

 

Approved  

502.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

ELI- 00242 

R&I details 

30-09- 2022 

Fee: Rs. 25,000/- 

Slip:9421067886 

Dated: 30-09- 2022 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  
31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

 

Brand Name: Optimed Dilator 

Generic Name: Dilator 

 

Class B 

Shelf Life: 3Years. 

 

Codes/Sizes: 

1230-0200,1230-0300, 1230-

0400,1230-0500, 1230-0600,1230-

0700, 1230-0800,1230-0900, 1230-

1000, 1230-1100. 

 

 

Approved  

503.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

ELI- 00242 

R&I details 

30-06-2022 

Fee: Rs. 25,000/- 

Slip:24895410 

Dated: 29-06-2022 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOAValidity:  

31-12-2026 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 04-08-2025 

 

 

 

Brand Name:  

Optimed Angiography Needle 

Generic Name:  
Interventional Needle 

 

Class B 

Shelf Life: 5 Years. 

 

Codes/Sizes: 

1201-1200. 

 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:18-12-2020 

(Valid for 5 years from the date of 

issuance) 

 

Approved  

504.  Name  Legal Manufacturer: Brand Name:  

Optimed Chiba Needle 

Approved  
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Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

 

 

ELI- 00242 

 

R&I details 

18-01-2024 

 

Fee: Rs. 25,000/- 

Slip: 565534316666 

Dated: 12-01-2024 

 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  

31-12-2026 

 

FSC:  

Country of Origin: Germany 

Validity: Date of issuance:18-

12-2020 (Valid for 5 years from 

the date of issuance) 

 

Generic Name:  
Interventional Needle/Puncture 

Needle 

Class B 

Shelf Life:  5 Years. 

Codes/Sizes: 

Vascular 

1411-1150, 1411-1220. 

 

Urology 

1413-1090, 1413-1150, 1413-1220, 

1413-3220 

 

EC Certificate 

Validity: 26-05-2024 

 

505.  Name  

Medisurg Innovative 

Health Care (Private) 

Limited, First Floor of 

Plot No 35-N/3, 

PECHS Block-6, 

Near Rohail Khund 

Society, Karachi.  

LI- 00242 

R&I details 

30-09-2022 

Fee: Rs. 25,000/- 

Slip:53676572689 

Dated: 30-09-2022 

 

Legal Manufacturer: 

Optimed Medizinische 

Instrumente GmbH 

Manufacturing Site: 

M/s Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen, Germany. 

 

LOA Validity:  
31-12-2026 

 

ISO 13485 

Validity: 04-08-2025 

 

Brand Name:  

Optimed Initial Puncture Needle 

Generic Name:  
Interventional Needle/Puncture 

Needle 

Class B 

Shelf Life: 5 Years. 

 

Codes/Sizes: 

1403-0200, 1403-0151 

 

EC Certificate 

Validity: 26-05-2024 

 

 

Approved  

506.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

 

ELI-00098 

Fee: PKR.25,000/- 

Slip: 7965991018  

R&I 

Date:22/05/2024 

 

Legal Manufacturer:  

M/s. Huaian Medicom Medical 

Technology Co, ltd. 

Address. 123 Meicheng West 

Road Huaian City223002, 

Jiangsu, China  

 

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

  

Brand Name: Medicare 

Generic Name:  

Heparin Cap 

 

MD Group: Single 

Class  B 

 Shelf Life:    5years 

Storage Condition:  

Store at room temperature 

 

Codes / Sizes   

Red, Blue, White 

Yellow & transparent 

Approved  

507.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

Fee: PKR.25,000/- 

Slip: 4104471072   

R&I 

Dated: 22/05/2024 

 

Legal Manufacturer:  

M/s. Huaian medicom medical 

technology co, ltd. 

Address. 123 Meicheng West 

Road Huaian City223002, 

Jiangsu, China  

 

FSC Validity: 

2025/03/27 

 

LOA Validity: 2028/04/11 

  

Brand Name: Medicare 

Generic Name: IV Catheter 

 

MD Group: Single 

Class  B 

  

Shelf Life:    5years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

14G, 16G, 18G, 20G, 22G, 24G 26G 

 

Approved subject to 

CE 
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ISO : 2024/12/26 

DOC: 2023/12/26 

 

508.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

Fee: PKR.25,000/- 

Slip: 1260459009   

R&I 

Date:22/05/2024 

 

Legal Manufacturer:  

M/s. Huaian Medicom Medical 

Technology Co, ltd. 

Address. 123 Meicheng West 

Road Huaian City223002, 

Jiangsu, China  

 

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

  

Brand Name: Medicare 

Generic Name  
Needle Free connector  

 

MD Group: Single 

Class  B 

  

Shelf Life:    5years 

Storage Condition:  

Store at room temperature 

 

Codes / Sizes   

straight type & Y type 

Approved  

509.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

Fee: PKR.25,000/- 

Slip: 7452531803   

R&I Date: 

22/05/2024 

 

Legal Manufacturer:  

M/s. Huaian Medicom Medical 

Technology Co, Ltd. 

Address: 123 Meicheng West 

Road Huaian City223002, 

Jiangsu, China  

DOC: 2023/12/26 

LOA Validity: 2028/04/11 

 

Brand Name: Medicare 

Generic Name  

Nelaton Catheter 

MD Group Set 

Class  B 

 

Shelf Life: 05years 

Codes / Sizes   

Fr4, fr5, fr6, fr7, fr8, fr10, fr12 fr14, 

fr16, fr18, fr20, fr22, fr24 

Approved  

510.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 20597606030   

R&I Date: 

22/05/2024 

 

Legal Manufacturer:  

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

 

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

  

 

Brand Name: Medicare 

Generic Name  

Stomach tube or feeding tube 

 

MD Group Set 

Class  B 

 Shelf Life: 05years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

Fr4, fr5, fr6, fr7, fr8, fr10, fr12 fr14, 

fr16, fr18, fr20, fr22, fr24, 

Approved  

511.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 19158248    

R&I Date: 

22/05/2024 

 

   

 

Legal Manufacturer:  

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

 

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

ISO 13485: 2024/12/26 

DOC: 2023/12/26 

Brand Name: Medicare 

Generic Name  

Suction Connecting Tube 

 

MD Group Set 

Class  B 

  

Shelf Life: 05years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

1.8m,2m,2.5m,3m, 

3.6m,1.8m,2m,2.5m, 

3m,3.6m 

Approved  

512.  Applicant: 

M/s. Mana & Co  

Legal Manufacturer:  Brand Name: Medicare 

Generic Name  

Approved  
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Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 573534979 

R&I Date: 

22/05/2024 

 

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

 

Three way stopcock  

MD Group Single 

Class  B 

 Shelf Life: 05 years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

10CM, 15CM, 20CM, 25CM30CM, 

50CM, 100CM, 150CM 

 

513.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 573534979 

R&I Date: 

22/05/2024 

   

Legal Manufacturer:  

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

 

Brand Name: Medicare 

Generic Name  

Three way stopcock  

MD Group Single 

Class  B 

Shelf Life: 05 years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

10CM, 15CM, 20CM, 25CM30CM, 

50CM, 100CM, 150CM 

Approved  

514.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 12074690098 

R&I Date: 

22/05/2024 

 

Legal Manufacturer:  

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

 

Brand Name: Medicare 

Generic Name: 

Feeding Bag 

MD Group:Set 

Class  B 

 Shelf Life: 05 years 

Storage Condition:  

Store at room temperature 

 

Codes / Sizes   

500ml, 1000ml, 1200ml,1500ml 

Approved  

515.  Applicant: 

M/s. Mana & Co  

Office # 401, 4th 

floor, Masood 

Chamber, Shahrah-e-

Liaquat, Karachi.  

ELI-00098 

 

Fee: PKR.25,000/- 

Slip: 461226352839 

R&I Date: 

22/05/2024 

    

Legal Manufacturer:  

M/s.Huaian Medicom Medical 

Technology Co, Ltd. 

Address:123 Meicheng 

WestRoad Huaian City223002, 

Jiangsu, China  

FSC Validity: 

2025/03/27 

LOA Validity: 2028/04/11 

 

 

Brand Name: Medicare 

Generic Name  

Urine Drainage Bag  

 

Class  A 

 Shelf Life: 05 years 

Storage Condition:  

Store at room temperature 

Codes / Sizes   

100ml, 200ml, 750ml750ml,1000ml, 

1500ml, 2000ml 

Approved  

516.  Applicant: 

M/s. Technology 

Links (Pvt) Ltd 

  

Office # 4/18, Rimpa 

Plaza, 4th floor, M.A 

Jinnah Road, Karachi.  

ELI-00427 

Legal Manufacturer:  

M/s. Enraf Nonius B.V. 

Address: Vareseweg 127, 3047 

At Rotterdam, Netherland. 

  

FSC Validity: 11/06/2026  

 

 

Brand Name:  

Quadriceps Bench 

Generic Name  

Exercise Bench Cycle 

Class A 

 Shelf Life: NA 

 

LOA Validity: 31/12/2024 

Deferred for 

submission of valid 

and notarized LOA 
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Track ID:  

EPZ-XX4-PH4M 

Fee: PKR 5,000/- 

Slip: 61501830 

Dated: 09-06-2022 

    

 

517.  Applicant: 

M/s. Technology 

Links (Pvt) Ltd 

  

Office # 4/18, Rimpa 

Plaza, 4th floor, M.A 

Jinnah Road, Karachi.  

ELI-00427 

Track ID:  

GB2-WXY-W5EJ 

Fee: PKR 5,000/- 

Slip: 098928835 

Dated: 09-06-2022 

    

Legal Manufacturer:  

M/s. Enraf Nonius B.V. 

Address: Vareseweg 127, 3047 

At Rotterdam, Netherland. 

  

FSC Validity: 11/06/2026  

 

 

Brand Name:  

Paraffin bath 

Generic Name  

Thermotherapy bath  

 

Class A 

 Shelf Life: NA 

 

LOA Validity: 31/12/2024 

 

Deferred for 

submission of valid 

and notarized LOA 

518.  Applicant: 

M/s. Technology 

Links (Pvt) Ltd 

  

Office # 4/18, Rimpa 

Plaza, 4th floor, M.A 

Jinnah Road, Karachi.  

ELI-00427 

Track ID:  

N6L-UYQ-UQNX 

Fee: PKR 5,000/- 

Slip: 1573604693 

Dated: 09-06-2022 

    

Legal Manufacturer:  

M/s. Enraf Nonius B.V. 

Address: Vareseweg 127, 3047 

At Rotterdam, Netherland. 

  

FSC Validity: 11/06/2026  

 

 

Brand Name: Manumed 

Generic Name  

Treatment Couch 

Class A 

 Shelf Life: NA 

 

LOA Validity: 31/12/2024 

 

Deferred for 

submission of valid 

and notarized LOA 

519.  Applicant: 

M/s. Technology 

Links (Pvt) Ltd 

  

Office # 4/18, Rimpa 

Plaza, 4th floor, M.A 

Jinnah Road, Karachi.  

ELI-00427 

Track ID:  

QGE-66H-NDJU 

Fee: PKR 5,000/- 

Slip: 8573108095 

Dated: 09-06-2022 

    

Legal Manufacturer:  

M/s. Enraf Nonius B.V. 

Address: Vareseweg 127, 3047 

At Rotterdam, Netherland. 

  

FSC Validity: 11/06/2026  

 

 

Brand Name: EN Dynamic 

Generic Name  

Air Compressor  

Class A 

 Shelf Life: NA 

 

LOA Validity: 31/12/2024 

 

Deferred for 

submission of valid 

and notarized LOA 

520.  Applicant: 

M/s. Technology 

Links (Pvt) Ltd 

  

Office # 4/18, Rimpa 

Plaza, 4th floor, M.A 

Jinnah Road, Karachi.  

ELI-00427 

Track ID:  

P9R-S6S-SZDJ 

Legal Manufacturer:  

M/s. Enraf Nonius B.V. 

Address: Vareseweg 127, 3047 

At Rotterdam, Netherland. 

  

FSC Validity: 11/06/2026  

 

 

Brand Name: Bike Reha 

Generic Name  

Rehabilitation Cycle 

 

Class A 

 Shelf Life: NA 

 

LOA Validity: 31/12/2024 

 

Deferred for 

submission of valid 

and notarized LOA 
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Fee: PKR 5,000/- 

Slip: 956342669497 

Dated: 09-06-2022 

    

521.  Applicant: 

M/s. Uniprom 

Healthcare 

 L-151, 2nd Floor, 13-

G, Sehba Akhtar 

Road, Gulshan e 

Iqbal, Karachi.  

ELI-00286 

Track ID:  

JPN-N76-LV9J 

Fee: PKR 6,000/- 

Slip: 9285248519 

Dated: 04-12-2024 

    

Legal Manufacturer:  

M/s. Planet (Anhui) Medical 

Products Co., Ltd. 

Address: No.2066 West Jianshe 

Road, Hi-tech Zone 239300 

Chuzhou City, Anhui China. 

  

 

Brand Name: Nichi Tape 

Generic Name  

Medical Tapes 

 

Class A 

 Shelf Life: 03 years  

 

LOA Validity: 31-03-2029 

Sizes:  

12.5 mm x 4.5 m  

25 mm x 4.5 m  

50 mm x 4.5 m  

75 mm x 4.5 m 

 

Deferred for 

submission of valid 

and notarized LOA 

522.  Applicant: 

M/s. Uniprom 

Healthcare 

 L-151, 2nd Floor, 13-

G, Sehba Akhtar 

Road, Gulshan e 

Iqbal, Karachi.  

ELI-00286 

Track ID:  

2P9-8Z7-B3P1 

Fee: PKR 6,000/- 

Slip: 17748799099 

Dated: 04-12-2024 

    

Legal Manufacturer:  

M/s Anhui Putian Plastic 

Industry Co., Ltd 

 

Address: East Batian Street, 

Datong Town, Tianchang, 

Anhui Province, China. 

 

LOA Validity:  

23-02-2025 

 

  

 

Brand Name: UniSheet 

Generic Name  

Sterilization Crepe Paper 

Class A 

 Shelf Life: 05 years  

LOA Validity: 31-03-2029 

Sizes:  

30 x 30 cm  

50 x 50 cm  

60 x 60 cm  

75 x 75 cm  

90 x 90 cm  

100 x 100 cm  

120 x 120 cm  

Approved 

523.  Applicant: 

M/s. Uniprom 

Healthcare 

 L-151, 2nd Floor, 13-

G, Sehba Akhtar 

Road, Gulshan e 

Iqbal, Karachi.  

ELI-00286 

Track ID:  

XZT-JRQ-VBNQ 

Fee: PKR 6,000/- 

Slip: 23410062659 

Dated: 04-12-2024 

    

Legal Manufacturer:  

M/s. Wuhan Huawei 

Technology Co., Ltd 

Address: Room 808-810, 8th 

Floor, Unite I,C1 Building, The 

Eastern Shopping Park, 

Spaceflight Star Town, Two, 

Jiang’an District, 430012, 

Wuhan, Hubei, China. 

Factory  

B-F-11-3, Huazhong 

International Industrial Park, 

Yangluo Port, 430415, Wuhan 

Hubei China 

 

Brand Name:  

HUAWEI PU INCISE DRAPE 

Generic Name  

Medical Surgical Incision Drape  

Class A 

Shelf Life: 03 years  

LOA Validity: 31-03-2029 

Sizes:  

10cm x 14cm, 15cm x 28cm 

30cm x 28cm, 28cm x 45cm 

45cm x 55cm, 

 84 cm x 56cm 

 

LOA Validity:  

13-07-2026 

 

Approved 

524.  Zhangjiakou 

Dongfang 

Pharmaceutical 

Pakistan (Private) 

Limited. 

D-2, 2nd Floor, 

Westland Trade 

Center, Plot No. C-5, 

Block 7/8 KCHSU, 

Shaheed E Millat 

Guangdong Haiou Medical 

Apparatus Co., Ltd. 

Nanyuan Industrial Zone, North 

Liusha, Puning City, Guangdong 

Province, China 

Tie Shan Lan - Disposable Infusion 

Set 
 

MD Group: Set 

Class: B 

 

FSC China issuance date: 07-10-

2021 

 

LOA validity: 14-08-2023 

Approved subject to 

submission of  codes/ 

sizes as per FSC  
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Road Karachi. 

 

ELI- 00374 (Renewal 

Reference No. 

86A5A2824C) dated 

4th April 2024 

 

Dy. No.  

Dated: 25-11-2020 

Fee: PKR 25000/- 

Slip: 2026158 

Dated: 26-11-2020 

 

Shelf life: 5 years  

Storage Conditions: Room 

temperature 

 

ISO 13485 validity: 

17-10-2022 

 

EC Certificate validity: 

24-05-2024  

 

DOC dated 24-05-2024 

 

525.  Zhangjiakou 

Dongfang 

Pharmaceutical 

Pakistan (Private) 

Limited. 

D-2, 2nd Floor, 

Westland Trade 

Center, Plot No. C-5, 

Block 7/8 KCHSU, 

Shaheed E Millat 

Road Karachi. 

 

ELI- 00374 (Renewal 

Reference No. 

86A5A2824C) dated 

4th April 2024 

 

Dy. No.  

Dated: 06-10-2022 

 

Fee: PKR 25000/- 

Slip: 341170697822 

Dated: 06-10-2020 

Guangdong Haiou Medical 

Apparatus Co., Ltd. 

Nanyuan Industrial Zone, North 

Liusha, Puning City, 

Guangdong Province, China 

Tie Shan Lan® Needle Retractable 

Safety Syringe 

 

MD Group: Family 

Class: B 

 

FSC China issuance date: 21-01-

2023 

 

LOA validity: 14-08-2023 

 

Shelf life: 5 years  

Storage Conditions: Room 

temperature 

 

ISO 13485 validity: 

17-10-2022 

 

EC Certificate validity: 

24-05-2024  

 

DOC dated 24-05-2024 

 

Approved subject to 

submission of  codes/ 

sizes as per FSC  

526.  Zhangjiakou 

Dongfang 

Pharmaceutical 

Pakistan (Private) 

Limited. 

D-2, 2nd Floor, 

Westland Trade 

Center, Plot No. C-5, 

Block 7/8 KCHSU, 

Shaheed E Millat 

Road Karachi. 

 

ELI- 00374 (Renewal 

Reference No. 

86A5A2824C) dated 

4th April 2024 

 

Dy. No.  

Dated: 06-10-2022 

 

Fee: PKR 25000/- 

Guangdong Haiou Medical 

Apparatus Co., Ltd. 

Nanyuan Industrial Zone, North 

Liusha, Puning City, 

Guangdong Province, China 

Tie Shan Lan® - Auto Disable 

Syringe 

 

MD Group: Family 

Class: B 

 

FSC China issuance date: 10-04-2024 

 

LOA validity: 14-08-2023 

 

Shelf life: 5 years  

Storage Conditions: Room 

temperature 

 

ISO 13485 validity: 

17-10-2022 

 

EC Certificate validity: 

24-05-2024  

 

DOC dated 24-05-2024 

Approved subject to 

submission of  codes/ 

sizes as per FSC  
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Slip: 7443507660 

Dated: 06-10-2020 

 

527.  M/s Aswad Medical 

Co. 

 

C-2, 3rd Floor, Rahat 

Jo Daro, P.E.C.H.S, 

Block-2, Tariq Road, 

KARACHI. 

(ELI-00523) 

 

Dy. No.:  

 

Dated: 26-07-2024 

Fee Challan No.: 

45149657422 

PKR: 50,000/- 

Dated: 26-07-2024 

 

Legal Manufacturer: 

Name: 

M/s Beijing Eternity Electronic 

Technology Co, Ltd 

Manufacturer Address: 

No:502-1 & 502-2, F5, Building 

1. Yard 19, Pingguoyuan Xixiao 

Street, Shijingshan District 

100041, Beijing, PRC, CHINA  

 

 

 

 

Anesthesia Machine 

 

Class: C 

 MD group: Machine  

LOA Validity:  

18-06-2026 

FSC Validity  

(country of origin):  

20-05-2025 

EC Certificate validity: 

31-07-2029 

 

ISO 13485 Certificate validity: 16-

07-2027 

Shelf life:  
 

Approved subject to 

submission of brand 

name and model of 

the machine 

528.  M/s Aswad Medical 

Co. 

 

C-2, 3rd Floor, Rahat 

Jo Daro, P.E.C.H.S, 

Block-2, Tariq Road, 

KARACHI. 

(ELI-00523) 

 

Dy. No.:  

 

Dated: 26-07-2024 

Fee Challan No.: 

02710571 

PKR: 50,000/- 

Dated: 26-07-2024 

 

Legal Manufacturer: 

Name: 

M/s Beijing Eternity Electronic 

Technology Co, Ltd 

Manufacturer Address: 

No:502-1 & 502-2, F5, Building 

1. Yard 19, Pingguoyuan Xixiao 

Street, Shijingshan District 

100041, Beijing, PRC, CHINA  

 

 

 

 

Ventilator Machine 
Class: C  

MD group: Machine 

 LOA Validity:  

18-06-2026 

 

FSC Validity  

(country of origin):  

20-05-2025 

 

EC Certificate validity: 

31-07-2029 

 

ISO 13485 Certificate validity: 16-07-

2027 

Shelf life:  

  

Approved subject to 

submission of brand 

name and model of 

the machine 

529.  M/s Ear Technic (Pvt) 

Ltd, 2nd Floor Square 

Plaza G-8 Markaz 

Islamabad.  

(ELI-00956) 

 

Date of R& I 

Dated:31-12-2023 

 

Fee: PKR 31000/- 

Slip:99519020967 

Dated:30-12-2023 

 

(Legal Manufacturer) 

Ear Teknik İşitme ve 

Odyometri Cihazları San. ve 

Tic. A.Ş. 

AvrupaSerbest Bölgesi, 

KaramehmetMahallesi, 

Adnan Arısoy Bulvarı No: 11 

/Z02, 

59930, Ergene – Turkiye. 

 

Earnet Hearing System 

Class-B 

 

LOA validity: 12-12-2026 

FSC Turkiye Validity: 

09-10-2027 

Shelf life: not applicable   

ISO 13485 Validity: 

02-10-2026 

EC Certificate validity: 

09-10-2027 

 

 

 

Approved subject to 

submission of 

codes/model as per 

FSC 

530.  M/s Ear Technic (Pvt) 

Ltd, 2nd Floor Square 

Plaza G-8 Markaz 

Islamabad.  

(ELI-00956) 

 

Date of R& I 

Dated:31-12-2023 

(Legal Manufacturer) 

 

Ear Teknik İşitme ve 

Odyometri Cihazları San. ve 

Tic. A.Ş. 

AvrupaSerbest Bölgesi, 

KaramehmetMahallesi, 

Adnan Arısoy Bulvarı No: 11 

Helix Hearing System 

 

MD Group Hearing Aid 

Class-B 

 

LOA validity: 12-12-2026 

FSC Turkiye Validity: 

05-06-2027 

Approved subject to 

submission of 

codes/model as per 

FSC 
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Fee: PKR 31000/- 

Slip:422815296 

Dated:30-12-2023 

 

/Z02, 

59930, Ergene –Tekirdağ 

/TÜRKİYE  

 

Shelf life: not applicable  

ISO 13485 Validity: 

02-10-2026 

EC Certificate validity: 

09-10-2027 

531.  M/s Bone Solution 

 

Plot No. 35-C, 

Stadium Lane-2. 

Phase V, D.H.A., 

Karachi, Pakistan 

(ELI-00517) 
D.O.I: 06-02-2020 

D.O.E:05-02-2025 

Fee Challan No.: 

41030871553 

PKR: 62000/- 

Dated: 09-12-2024 

 

Legal Manufacturer: 

Name: 

Christoph Miethke GmbH & 

Co.KG 

Manufacturer Address: 

Christoph Miethke GmbH & 

Co.KG 

Ulanenweg 2 

14469 Potsdam, Germany 

 

 

 

Miethke Hydrophelus ShuntsGAV2.0, 

proGAV2.0, miniNAV, Accessories 

Class: D 

MD group:  Family 

LOA Validity:  

22-07-2028 

FSC Validity  

(country of origin):  

05-09-2028 

EC Certificate validity: 

26-05-2024 

ISO 13485 Certificate validity: 11-

06-2025 

Shelf life: 5 Years 

Storage condition: Store in cool and 

dry place  

Approved Miethke 

Hydrophelus Shunt 

GAV2.0 along wuth 

other two types. 

 

Separate fee (as per 

SRO 1324(I)/2024 

dated 30th August, 

2024) will be 

submitted for 

Miethke 

Hydrophelus Shunts 

proGAV2.0 and 

miniNAV  

532.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

19-Jun-20 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

1959350 

 

Legal Manufacturer: 

Ethicon Endo-Surgery, LLC 

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

 

Physical Manufacturer: 

CEA Medical Manufacturing, 

Inc. d.b.a Biomedical 

Innovations, Co./USA 

1755 Merchants Court, 

Colorado Springs, CO 80916 

United States 

HARMONIC® Disposable Hand 

Switching Adaptor 

 

Code: HSA08 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: 5 years 

Approved 

533.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

22-Jun-20 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

2000888 

 

Legal Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

 

Physical Manufacturer: 

Post-Surgical Manufacturing, 

Inc. 

25 Plant Avenue 

Hauppauge, NY 11788 USA 

 

 

Ligaclip Endoscopic Clip Appliers 

 

Codes: 

EL214 

EL314 

EL414 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

 

Approved 

534.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Legal Manufacturer: 

Johnson & Johnson MEDICAL 

GmbH 

Purse String Clamp 

 

Code: EH40 

Approved 
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Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

23-Feb-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

2051467 

 

Robert-Koch-Strasse 1, 

Norderstedt, 22851, Germany 

 

Physical Manufacturer: 

Bauer and Haselbarth 

Chiurg, Sauerbruchstr 7, 

Ellerau, 25479, Germany 

 

Class A 

 

CFS Validity: 26-Aug-25 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

535.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

28-May-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

2051496 

 

Manufacturer: 

Johnson & Johnson 

International 

Address: c/o European Logistics 

Centre, Leonardo Da Vincilaan 

15, BE-1831 Diegem, Belgium 

 

 

LAPRA-TY II Clip Applier 

 

Code: MIC4030 

 

Class A 

 

FSC Validity: 15-Feb-26 

 

LoA Valid 

 

Shelf-life: Non-sterile 

Approved 

536.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

28-May-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

2051495 

 

Legal Manufacturer: 

 

Johnson & Johnson MEDICAL 

GmbH 

Robert-Koch-Strasse 1, 

Norderstedt, 22851, Germany 

 

Manufacturing Site: 

JakuTec Medizintechnik GmbH 

& Co. KG 

Address: Auf der Hohe 15, 

78576 Emmingen-Liptingen, 

Germany 

LIGACLIP Dismantlable 

Endoscopic Applier 

 

Codes: 

LC2010Z 

LC3010Z 

LC4010Z 

 

Class A 

 

CFS Validity: 16-Feb-26 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

 

 

Approved 

537.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

Legal Manufacturer: 

Johnson & Johnson MEDICAL 

GmbH 

Robert-Koch-Strasse 1, 

Norderstedt, 22851, Germany 

 

Physical Manufacturer: 

JakuTec Medizintechnik GmbH 

& Co. KG 

Address: Auf der Hohe 15, 

ENDOPATH Endoscopic Needle 

Holders 

 

Class A 

 

Codes: 

E705R 

SRNH1 

 

CFS Validity: 26-Aug-25, 16-Feb-

Approved 
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28-May-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 

2051466 

78576 Emmingen-Liptingen, 

Germany 
26 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

538.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

14-Jun-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 
2051493 

Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

Circular Sizers 

 

Codes: 

CS23 

CS31 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

 

Approved 

539.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

14-Jun-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 
2051494 

Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

Intraluminal Stapler Circular Sizer 

Set 

 

Code: CSS 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

Approved 

540.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

14-Jun-21 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 
2051485 

Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

LIGACLIP Clip Applier Cartridge 

Base 

 

Code: LC800 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

Approved 

541.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Legal Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

GEN11 Verification Key 

 

Code: GEN11VK 

 

Approved 
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Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

2-Jan-23 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 
99531591657 

 

Physical Manufacturer: 

Jabil Inc.; 3800 Giddings Road; 

Auburn Hills, MI 48326 USA 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-sterile, Reusable 

542.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

15-Aug-23 

 

Fee: PKR 5,030/- 

 

Paid deposit slip# 
519393067111 

Legal Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

 

Physical Manufacturer: 

Jabil Inc.; 3800 Giddings Road; 

Auburn Hills, MI 48326 USA 

ENSEAL Generator Connector 

 

Code: EGA11 

 

Class A 

 

USFDA CFG 1699-11-2023 

validity: 26-Nov-2025 

 

LoA Valid 

 

Shelf-life: Non-Sterile, Reusable 

Approved 

543.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

705880821493 

Legal manufacturer: 

 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

 

CORAIL REVISION INSTRUMENT 

 

 

Codes:  

L95057 

L95058 

L98700 

L98701 

L98702 

L98703 

L98704 

 

Class A 

 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

Approved 

544.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

DURALOC 

 

Code: 

227402000 

 

 

Class A 

 

Approved 
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Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

16019843445 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

545.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

93549177 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

LPS™ 

 

Codes: 

298772010 

298772020 

298772025 

298772040 

298772045 

298799004 

298799008 

298799012 

298799016 

298799020 

298799039 

 

Class A 

 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

Approved 

546.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

40550015849 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

 

M.B.T. REVISION 

 

Codes:  

217830124 

217863124 

217863126 

217863134 

217863196 

217864100 

217864105 

217864110 

217864115 

217866100 

 

 

Class A 

 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

Approved 

547.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Legal manufacturer: PINNACLE® CASE 

 

Approved 
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Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

87043424 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

Codes: 

221701510 

221701514 

221701516 

221750044 

222000100 

222000110 

222000120 

222000130 

222000135 

222000140 

222000160 

222000170 

222000180 

222000200 

244000501 

 

Class A 

 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

548.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

456552303 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

SIGMA KNEE INSTRUMENTS 

 

Codes: 

201103049 

865151 

961673 

961674 

201103050 

201103057 

966550 

966552 

966553 

966554 

966555 

966560 

966566 

966569 

966572 

966574 

966583 

966586 

201103070 

950502055 

200420933 

865189 

860277 

860284 

991016 

201103080 

950502813 

992011 

950502801 

Approved 
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950502841 

950502803 

950502815 

950502802 

950502808 

950502814 

950502807 

950502812 

950502800 

950502804 

 

Class A 

 

CFG No. 15098-9-2021 valid till 26-

Sep 2023 

 

LoA valid 

 

Shelf-life: N/A, Non-sterile 

 

549.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Manufacturer: 

Technomed Europe 

Amerikalaan 71 

6199 AE Maastricht-Airport 

THE-NETHERLANDS 

 

 

FSC Validity: 31-Dec-28 

QwikCable (Catheter electrical 

connection cable) 

 

Code: 

39F54R 

39F55R 

 

Class A 

 

Shelf-life: 3 Years 

 

Fee Deposited: PKR 5,000/- 

 

Submission Date: 

21-May-20 

Approved 

550.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Legal Manufacturer: 

BIOSENSE WEBSTER, INC., 

31 TECHNOLOGY DRIVE, 

SUITE 200, IRVINE, CA 

92618, USA 

 

Physical Manufacturers: 

1. BIOSENSE WEBSTER, 

INC., 15715 ARROW 

HIGHWAY, IRWINDALE, CA 

91706, USA 

 

2. BIOSENSE WEBSTER, 

INC., CIRCUITO INTERIOR 

NORTE 1820, PARQUE 

INDUSTRIAL SALVARCAR, 

CIUDAD JUAREZ, 

CHIHUAHUA 32574, 

MEXICO 

 

USFDA CFG Validity: 19-May-

26 

D128709 Reverse Cable 

 

Code: D128709 

 

Class A 

 

Shelf-life: 3 Years  

 

Fee Deposited: PKR 5,000/- 

 

Submission Date: 21-May-20 

 

Approved 
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551.  

Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Legal Manufacturer: 

Biosense Webster, Inc. 

31 Technology Drive, Suite 200  

Irvine, CA 92618 USA 

 

Physical Manufacturers: 

1. BIOSENSE WEBSTER, 

INC. 

15715 ARROW HWY, 

IRWINDALE, CA USA 91706 

 

2. BIOSENSE WEBSTER, 

INC. 

CIRCUITO INTERIOR 

NORTE, No. 1820 

PARQUE INDUSTRIAL 

SALVARCAR 

JUAREZ, Chihuahua MEXICO 

32574 

 

USFDA CFG Validity: 19-May-

26 

CARTO 3 System Interface Cables 

Non-sterile 

 

Codes: 

D129704 

D129707 

 

Class A 

 

Shelf-life: 3 Years 

 

Fee Deposited: PKR 5,000/- 

 

Submission Date: 20-Oct-20 

Approved 

552.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

 

 

Manufacturer: 

ITD GMBH, 

SPORTPLATZSTRASSE 3, 

84381 JOHANNISKIRCHEN, 

BAYERN, GERMANY 

 

FSC Validity: 14-Jun-28 

MA5402330 Ablation Cart 

 

Code: MA5402330 

 

Class A 

 

Shelf-life: N/A 

 

Fee Deposited: PKR 5,000/- 

 

Submission Date: 17-Nov-2023 

Approved 

553.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Manufacturer: 

ITD GMBH, 

SPORTPLATZSTRASSE 3, 

84381 JOHANNISKIRCHEN, 

Deutschland, GERMANY 

 

FSC Validity: 6-Sep-26 

Carto 3 System WorkStation Cart 

 

Codes: 

EM540200 

EM5402020 

 

Class A 

 

Shelf-life: 10 Years 

 

Fee Deposited: PKR 5,000/-  

 

Submission Date: 2-Feb-22 

Approved 

554.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Legal Manufacturer: 

Biosense Webster, Inc. 

31 Technology Drive, Suite 200  

Irvine, CA 92618 

  

Manufacturing Site: 

BIOSENSE WEBSTER, INC., 

CIRCUITO INTERIOR 

NORTE 1820, PARQUE 

INDUSTRIAL SALVARCAR, 

CIUDAD JUAREZ, 

Sterile Interface Cables 

 

Codes: 

D133703 

D133701 

D135703 

 

Class A 

 

Shelf-life: 1095 Days 

 

Approved 
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CHIHUAHUA 32574, 

MEXICO 

 

FSC Validity: 5-Jul-28 

Fee Deposited: PKR 5,000/- 

 

Submission Date: 5-Oct-2023 

555.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

Manufacturer: 

Medos International SARL  

Chemin Blanc 38, Le Locle CH-

2400, Switzerland 

 

USFDA CFG Validity: 12 Dec 

2025 

ENPOWER Connecting and Control 

Cables for the Microcoil Delivery 

System 

 

Codes: 

CCB00015700 

ECB00018200 

 

Class A 

 

Shelf-life: 1095 Days 

 

Fee Deposited: PKR 5,000/-  

 

Submission Date: 9-Jul-21 

 

Approved 

556.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton, 

Karachi 

 

(ELI-00154) 

 

Date of R& I:  

26-Aug-2020  

 

Fee: PKR 5,030/- 

 

Paid deposit slip 

No.:  2045405 

Legal Manufacturer: 

Ethicon LLC, 475 C Street, Los 

Frailes  

Industrial Park, Suite 401 

 Guaynabo, Puerto Rico 

 00969, USA  

 

Physical Manufacturer: 

Ethicon, INC. Calle Durango 

No. 2751, LOTE BRAVO, 

CIUDAD JUAREZ Chihuahua 

MEXICO C.P. 32575 

 

U11T Cotton Umbilical Tape 

 

Code: U11T 

 

Class A 

 

USFDA CFG 9130-5-2024-1 validity: 

5-June-2026 

 

LoA Valid 

 

Shelf-life: 

5 years 

 

Storage condition: Store at or below 

30ºC 

 

Approved 

557.  Name  

National Enterprises 

Address of Importer  

409, 4th floor Al-

Sehat Centre Annexe 

Reagent Plaza, 

Shahrah-e-Faisal 

Karachi 

 

ELI- 00043 

 

R & I 

18-10-2024  

& 

04-12-2024 

 

Legal Manufacturer: 

Disa Medinotec (Pty) Ltd 

Manufacturing Site: 

Stand 171,Northlands Business 

Park, Bush Telegraph Street , 

Northriding, Johannesburg, 

2169, South Africa 

 

FSC:  

Country of Origin 

Validity :06-02-2025 

 

LOA 

Validity: 01-01-2027 

 

Brand Name  

Trachealator Rx Non-Occlusive 

Airway Dilation Catheter 

(Generic name) 

Trachealator Rx Non-Occlusive 

Airway Dilation Catheter 

Class  A 

Shelf Life: 03 years 

Codes/Sizes: 

TRD1-06030 TRD1-07030 TRD1-

08030 TRD1-09030 TRD1-10030 

TRD1-12040 TRD1-14540 TRD1-

16040 TRD1-18040 

 

Deferred for the 

justification of the 

Class of the product, 

brand name and 

accordingly revised 

form and requisite 

fee as per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

 

558.  M/s The IBL 

HealthCare Limited 

Section A, 2nd Floor, 

One IBL Centre, 2nd 

Floor, Plot # 1 Block 7 

Legal Manufacturer:  

M/s Topwin (Hubei) Medical 

Products 

Manufacturer, located at 9-

102, 684 Jiefang Ave., 430032 

Brand Name: Afixx 

Generic Name:  

Surgical Tape (PE, Non-woven, Silk, 

Fabric) 

Class A 

Approved 
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& 8, D.M.C.H.S, Tipu 

Sultan Rd, off 

Shahrah-e-Faisal, 

Karachi City, Sindh 

(ELI-00119) 

Fee: 5000/- 

Slip: 2104945 

Dated: 24/03/2021 

 

Wuhan, Hubei, China 

 

FSC Validity:  
08-01-2023 

 

LOA Validity:  

01-12-2022 

Shelf Life: 4 years  

 

Codes / Sizes (if any)  

HS  

Code: 3005109000 

GMDN Code: 16769 

 

 

559.  M/s The IBL 

HealthCare Limited 

Section A, 2nd Floor, 

One IBL Centre, 2nd 

Floor, Plot # 1 Block 7 

& 8, D.M.C.H.S, Tipu 

Sultan Rd, off 

Shahrah-e-Faisal, 

Karachi City, Sindh 

(ELI-00119) 

Fee: 5000/- 

Slip: 1975222 

Dated: 26/03/2020 

 

Legal Manufacturer:  

M/s. Ultra for Medical 

Products Co. (Ultramed) 

Manufacturing Site:  Industrial 

Area, Arab El-Awamer, 

Abnoub, Assiut, Egypt. 

 

Headquarter at:   

64 Nakhla El Motaiy Street, 

Triumph Square, Heliopolis, 

Cario, Egypt. 

 

Brand Name: Ultramed  

Generic Name:  

Urine Collection Bag 

 

Class A 

Shelf Life: 60 months 

 

Codes / Sizes (if any)  

HS Code: 3926.9050 

GMDN Code: Not Applicable  

 

 

Approved 

560.  M/s The IBL 

HealthCare Limited 

Section A, 2nd Floor, 

One IBL Centre, 2nd 

Floor, Plot # 1 Block 7 

& 8, D.M.C.H.S, Tipu 

Sultan Rd, off 

Shahrah-e-Faisal, 

Karachi City, Sindh 

 

(ELI-00119) 

Fee: 5000/- 

Deposit Slip no: 
854237818006 

Dated: 31/10/2022 

 

Legal Manufacturer:  

M/s Ningbo Yingmed Medical 

Instruments Co., Ltd. China, 

located at Room 1201-9, 

No.456 Tai'an Middle RD, 

Yinzhou District, Ningbo, 

Zhejiang, CHINA 

 

FSC: China 

Validity: 06-06-2024 

 

LOA 

Validity: 21-Oct-2025 

Brand Name; UROMIT 

Generic Name; Urine Bag 

 

Class A 

 

Shelf Life: 36 months 

 

Codes / Sizes (if any)  

HS Code: 3926.9050 

GMDN Code: Not Applicable  

 

 

 

Approved 

561.  M/s The Searle 

Company Limited  
Section D, 2nd Floor, 

One IBL Centre, 2nd 

Floor, Plot # 1 Block 7 

& 8, D.M.C.H.S, Tipu 

Sultan Rd, off 

Shahrah-e-Faisal, 

Karachi City, Sindh 

(ELI: 00057) 

Fee: 5000/- 

Slip: 1996685 

Dated: 13-03-2020 

 

Legal Manufacturer: 

Taian Dalu Medical Instrument 

Co., Ltd., West Part of 

Yitianmen Street, Hi-tech Zone, 

Taian City, Shandong, China. 

 

FSC: China 

Validity: not mentioned 

 

LOA 

Validity: 24/12/2021 

Brand Name; Robust Generic Name; 

Dry Powder Inhaler 

 

Class A 

 

Shelf Life: 03 years 

 

Codes / Sizes:  

HS Code: 9012.2000 

GMDN Code: 12447  

 

 

Approved 

562.  Maqsood Brothers  

503B Saima Trade 

Tower 

I.I. ChundrigarRoad 

Karachi. 

Legal Manufacturer: 

Shandong Caremed Products 

Co.Ltd. 

 

Address: (Yan Tai) Industrial 

Brand Name: Lifecare Plus  

Generic Name:   Sterile Self 

Destruction Safety Syringe With 

Needle For Single Use (Auto Disable 

Syringe) 

Approved 
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ELI-00282 

 

Date of R&I:             
09-12-2021 

Slip: 07701207 

Fees: Rs 25000/- 

 

 

Park, Ding Tao County (The 

East of Zhanqian Road), Heze, 

274100 Shandong, P.R.China. 

 

FSC:  

FSC of Reference Country: 

MHRA UK 

Validity: 26-05-2025 

 

LOA Validity:  

28-01-2026 

 

 

Class B  

Shelf Life: 5 Years 

Codes / Sizes (if any):  

3ml, 5ml, 10ml, 20ml 

 

EC Certificate 

Validity: 26-05-2024 (EXTENDED) 

ISO 13485 

Validity: 17-07-2027 

 

563.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

Fee slip: 

317448297478  

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

100% SILICONE FOLEY 

CATHETER 

Class B 

 

Shelf Life: 03 years 

Storage Conditions:  

10-30C 

Codes/Sizes: 

2-way & 3-way: Fr.6, Fr.8, Fr.10, 

Fr.12, Fr.14, Fr.16, Fr.18, Fr.20,Fr.22, 

Fr.24, Fr.26, Fr.28 

Approved 

564.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

84594403692 

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

LOAValidity:  
16-03-2025 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

Disposable Auto Disable SYRINGE 

With Needle 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  

10-30C 

Codes/Sizes: 

0.5 ml, 1.0 ml, 2 ml, 3 ml, 5 ml, 10 ml  

EC Certificate 

Validity: 22-02-2023 

ISO 13485 

Validity: 11-02-2024 

 

Approved 

565.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

428393924 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

Brand Name  

LIFECARE A+ 

(Generic name) 

DIPOSABLE BLOOD 

TRANSFUSION SET 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

 

Codes/Sizes: 

With 18G x 1 ½” needle 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 217 of 578 

 

 

 

 

LOAValidity:  

16-03-2025 

 

 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

 

566.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

8945408507 

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC Validity:  
23-03-2022 

LOA Validity:  
16-03-2025 

ISO 13485 

Validity: 11-02-2024 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE BURETTE 

INFUSION SET 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

100ml,  150ml 

EC Certificate 

Validity: 22-02-2023 

 

Approved 

567.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

98593800885  

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

 

 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE SYRINGE 

WITH NEEDLE  

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

1ml, 10ml, 20ml, 30ml, 50ml  

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

 

Approved 

568.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

384120282 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

LOA 

Validity: 16-03-2025 

 

EC Certificate 

Validity: 22-02-2023 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE 

ENDOTRACHEAL TUBE  

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  

10-30C 

Codes/Sizes: 

Un Cuffed:  

2.0 mm, 2.5 mm, 3.5 mm 4.0 mm 4.5 

mm 5.0 mm  

5.5 mm 6.0 mm 6.5 mm 

7.0 mm 7.5 mm 8.0 mm 8.5 mm 9.0 

mm 9.5 mm  

10.0 mm 

Cuffed:  

2.0 mm, 2.5 mm, 3.5 mm 4.0 mm 4.5 

mm 5.0 mm  

5.5 mm 6.0 mm 6.5 mm 

Approved 
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ISO 13485 

Validity: 11-02-2024 

 

7.0 mm 7.5 mm 8.0 mm 8.5 mm 9.0 

mm 9.5 mm  

10.0 mm 

 

569.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

68219791 

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE FEEDING 

TUBE  

 

Class B 

Shelf Life: 03 years 

Storage Conditions:  

10-30C 

 

Codes/Sizes: 

Fr.4, Fr.6, Fr.8, Fr.10, Fr.12, Fr.14, 

Fr.16, Fr.18, Fr.20, Fr.22, Fr.24 

 

Approved 

570.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

7733502 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE 

HYPODERMIC NEEDLE 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  

10-30C 

 

Codes/Sizes: 

18G, 19G, 20G, 21G, 22G, 23G, 24G, 

25G, 26G, 27G  

Approved 

571.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

658261318907 

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE INFUSION 

SET 

Class B 

 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

 

LOA 

Validity: 16-03-2025 

 

EC Certificate 

Validity: 22-02-2023 

 

Approved 

572.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE INSULIN 

SYIRNGE 

 

Approved 
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503-B, Saima Trade 

Tower, Karachi 

Pakstan 

Date of R&I  

18-10-2022 

68174372195 

 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

 

Codes/Sizes: 

0.5ml, 1.0ml  

 

ISO 13485 

Validity: 11-02-2024 

 

573.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

34247709  

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

 

(Generic name) 

DISPOSABLE LATEX FOLEY 

CATHETER  

 

Class B 

Shelf Life: 03 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

2-way & 3 way: Fr.6, Fr.8, Fr.10,  

Fr.12, Fr.14, Fr.16, Fr.18, Fr.20,Fr.22, 

Fr.24, Fr.26, Fr.28 

Approved 

574.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

833516523  

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

Brand Name  

LIFECARE A+ 

(Generic name) 

LATEX SURGICAL  GLOVES 

(POWDERED) 

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

 

Codes/Sizes: 

# 6.0, #6.5, #7.0,# 7.5, #8.0, #8.5,# 

9.0 

Approved 

575.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

191169230268  

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE NELATON 

CATHETER  

 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

Fr.4, Fr.6, Fr.8, Fr.10, Fr.12, Fr.14, 

Fr.16, Fr.18, Fr.20, Fr.22, Fr.24 

Approved 
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03-06-2022 

 

576.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

293210887  

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 
DISPOSABLE NON-

REBREATHING MASKS 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

S, M, L, XL 

 

ISO 13485 

Validity: 11-02-2024 

 

Approved 

577.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

 

Date of R&I  

18-10-2022 

037776435 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE SCALP VEIN SET  

 

Class B 

 

Shelf Life: 05 years 

Storage Conditions:  

10-30C 

 

Codes/Sizes: 

18G,19G, 20G, 21G, 22G, 23G, 24G, 

25G, 26G,27G 

Approved 

578.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

3273193255 

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE STERILE BLOOD 

LANCET  

Class B 

 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

 

Codes/Sizes: 

28G, 29G, 30G, 31G, 32G 

 

LOA 

Validity: 16-03-2025 

 

Approved 

579.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE STERILE 

SURGICAL BLADE 

Class B 

 

Approved 
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Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

3091019470  

 

 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

 

Shelf Life: 05 years 

Storage Conditions:  

10-30C 

Codes/Sizes: 

9 #, 10 #, 11 #, 12 #, 13 #, 14 #, 15 #, 

16 #, 18 #, 19 #, 20 #, 21 #, 22 #, 23 

#, 24 #, 25 #, 26 #, 27 #, 34 #, 36 # 

 

ISO 13485 

Validity: 11-02-2024 

580.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

76516548165  

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPSOSABLE STOMACH TUBE  

 

Class B 

Shelf Life: 03 years 

Storage Conditions:  

10-30C 

 

Codes/Sizes: 

Fr.4, Fr.6, Fr.8, Fr.10, Fr.12, Fr.14, 

Fr.16, Fr.18, Fr.20, Fr.22, Fr.24 

Approved 

581.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

2477771685  

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE SUCTION 

CATHETER 

Class B 

Shelf Life: 03 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

Fr.4, Fr.6, Fr.8, Fr.10, Fr.12, Fr.14, 

Fr.16, Fr.18, Fr.20, Fr.22, Fr.24 

 

ISO 13485 

Validity: 11-02-2024 

 

Approved 

582.  Name:  

Maqsood Brothers  

 

ELI-00282 

 

Address:  

503-B, Saima Trade 

Tower, Karachi 

Pakstan 

 

Date of R&I  

18-10-2022 

122443556577  

 

 

Legal Manufacturer: 

Zhejiang Vansun Medical 

Equipment Co., Ltd 

Manufacturing Site: 

22-1-1 Floor, 05 Building, No. 

555, JUXian Road, High Tech 

Zone, 315042 Ningbo, China 

FSC:  

Country of Origin: China 

Validity: 23-03-2022 

FSC:  

FSC of Reference Country: 

Germany 

Issue Date:  

03-06-2022 

 

Brand Name  

LIFECARE A+ 

(Generic name) 

DISPOSABLE YANKAUER 

SUCTION SETS 

Class B 

Shelf Life: 05 years 

Storage Conditions:  
10-30C 

Codes/Sizes: 

1/4" x 1.5m, 1/4" x 1.8m, 1/4" x 2m, 

1/4" x 2.5m, 1/4" x3m, 1/4" x 3.6m, 

3/16" x 1.5m, 3/16" x 1.8m, 3/16" x 

2m, 3/16" x 2.5m, 3/16" x 3m, 3/16" 

x 3.6m 

 

Approved 
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583.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

12-12-2024 

Fee: PKR 25000/- 

Slip # 92037470 
 

 

 

 

(Legal Manufacturer) 

 

Name: Huaian Poly Medicial 

Technology Corporation  

 Address: 

Add: No 5, West Huaqing 

Road 223002, Huaian City, 

China  

 

 

Brand name: Life Cath  

Generic Name: IV Cannula (with 

Injection Port & Wings type) 

 

Class-B  

 

LOA validity: 17-12-2025 

Storage condition: 10-30C 

Shelf life: 5 years  

FSC ISSUED : Germany 

29/07/2021  

Codes/ Sizes (If Any) 

14G, 16G, 18G, 20G, 22G, 24G, 

26G 

 

 

Approved 

584.  Applicant Details:  

M/s Maqsood 

Brothers,  

503-B, SaimaTrade 

Tower, I.I Chundrigar 

Road, Karachi. 

 

(ELI-00282) 

 

Date of R& I  

20-11-2024 

 

Fee: PKR 25000/- 

Slip # 6560462179 

 

Legal Manufacturer: 

Name: Huaian Poly Medicial 

Technology Corporation  

 Address: 

Add: No 5, West Huaqing 

Road 223002, Huaian City, 

China  

 

FSC ISSUED : Germany 

29/07/2021  

 

 

Brand name: Life Cath  

Generic Name: IV Cannula (Pen 

type) 

 

Class-B  

LOA validity: 17-12-2025 

 

Storage condition:  

10-30C 

 

Shelf life: 5 years  

Codes/ Sizes (If Any) 

14G, 16G, 18G, 20G, 22G, 24G, 26G 

 

Approved 

585.  Applicant: 

M/s Brands Konnect 

General Trading (Pvt) 

Ltd. 

Office # 311-B 3rd 

Floor Trade Avenue, 

Hasrat Mohani Road 

Off ,I.I Chundrigar 

Road Karachi 

 (ELI-000974) 

 

Fee: PKR 5000/- 

Slip # 02917513 

Dated: 12-07-2023 

 

(Legal Manufacturer) 

M/s Anji Hongde Medical 

Products Co., LTD. Building 

No.1,3,4,5,Bamboo 

Industrial Zone, Xiaofeng 

Town, Anji County,Huzhou 

City, Zhejiang Province. China. 

LOA Validity:  

11-01-2025 

 

FSC validity:  

28-06-2025 

 

Brand name: Mass Care  

Generic Name:  

Non Woven Wound Dressing Roll 

 

Models/ Specification  

(as per Free sale certificate):  

Class-A 

 

LOA validity: 02-01/2028 

 

Shelf life: 5 Years 

Storage Conditions:  

Cool and Dry Places 

 

Approved sizes as 

per Valid FSC  

586.  Applicant: 

M/s Brands Konnect 

General Trading (Pvt) 

Ltd. 

Office # 311-B 3rd 

Floor Trade Avenue, 

Hasrat Mohani Road 

Off ,I.I Chundrigar 

Road Karachi 

 (ELI-000974) 

(Legal Manufacturer) 

M/s Anji Hongde Medical 

Products Co., LTD. Building 

No.1,3,4,5,Bamboo 

Industrial Zone, Xiaofeng 

Town, Anji County,Huzhou 

City, Zhejiang Province. China. 

LOA Validity:  

11-01-2025 

 

Brand name: Mass Care  

Generic Name: Non Woven Surgical 

Paper Tape 

Models/ Specification  

(as per Free sale certificate):  

Class-A 

LOA validity: 02-01/2028 

Shelf life: 5 Years 

Storage Conditions:  

Cool And Dry Places 

Approved sizes as 

per Valid FSC  
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Date of R& I  

11-04-2023 

Fee: PKR 5000/- 

Slip # 82338529 

 

FSC validity:  

28-06-2025 

 

 

FSC validity: 

28-06-2025 

 

587.  Applicant: 

M/s Brands Konnect 

General Trading (Pvt) 

Ltd. 

Office # 311-B 3rd 

Floor Trade Avenue, 

Hasrat Mohani Road 

Off ,I.I Chundrigar 

Road Karachi 

 (ELI-000974) 

 

Date of R& I  

11-04-2023 

Fee: PKR 5000/- 

Slip # 10083815747 

 

(Legal Manufacturer) 

M/s Tianchang City Anrui 

Medical Equipments Co., Ltd. 

Renhe Industrial Zone 

Tianchang City, Anhui Province 

China. 

LOA Validity:  

11-01-2025 

 

FSC validity:  

28-06-2025 

 

 

Brand name: Mass Care  

Generic Name: Latex Surgical 

Gloves (Powderd) 

Models/ Specification  

(as per Free sale certificate):  

Class-A 

LOA validity: 28-12/2028 

Shelf life: 5 Years 

Storage Conditions:  

Cool and Dry Places 

FSC validity: 

15-01-2026 

 

Approved the 

product in Class B 

subject to 

submission of CE 

certificate, Form 7A 

and differential fee 

as per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product fall in c;ass 

B and applied as 

Family. 

 

588.  Applicant: 

M/s Brands Konnect 

General Trading (Pvt) 

Ltd. 

Office # 311-B 3rd 

Floor Trade Avenue, 

Hasrat Mohani Road 

Off ,I.I Chundrigar 

Road Karachi 

 (ELI-000974) 

 

Date of R& I  

11-04-2023 

Fee: PKR 5000/- 

Slip # 8722639788 

 

(Legal Manufacturer) 

M/s Fitone Latex Products 

Co.,Ltd. Guangdong. 

No.5 Tongyi Road, Lingbei 

Industrial Zone, Suixi, 524338 

Zhanjiang, Guangdong, China. 

LOA Validity:  

11-01-2025 

 

FSC validity:  

28-06-2025 

 

 

Brand name:  

Mass Care Plus  

Generic Name: Latex Examination 

Gloves (Powdered) 

Models/ Specification  

(as per Free sale certificate):  

Class-A 

LOA validity: 01-02/2028 

Shelf life: 5 Years 

Storage Conditions:  

Cool and Dry Places 

FSC validity:24-04-2025 

 

Approved 

models/sizes as per 

the Valid FSC  

589.  Applicant: 

M/s Brands Konnect 

General Trading (Pvt) 

Ltd. 

Office # 311-B 3rd 

Floor Trade Avenue, 

Hasrat Mohani Road 

Off ,I.I Chundrigar 

Road Karachi 

 (ELI-000974) 

 

Date of R& I  

11-04-2023 

Fee: PKR 5000/- 

Slip # 01384160 

 

(Legal Manufacturer) 

M/s Fitone Latex Products 

Co.,Ltd. Guangdong. 

No.5 Tongyi Road, Lingbei 

Industrial Zone, Suixi, 524338 

Zhanjiang, Guangdong, China. 

LOA Validity:  

11-01-2025 

 

FSC validity:  

28-06-2025 

 

 

Brand name:  

Mass Care Plus  

Generic Name:  

Latex Surgical Gloves (Powderd) 

Models/ Specification  

(as per Free sale certificate):  

Class-A 

LOA validity: 01-02/2028 

Shelf life: 5 Years 

Storage Conditions: Cool and Dry 

Places 

FSC validity:24-04-2025 

 

Approved the 

product in Class B 

subject to 

submission of CE 

certificate, Form 7A 

and differential fee 

as per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product fall in c;ass 

B and applied as 

Family. 

 

590.  M/s. A.J & Sons 

 

Office No: Plot-

MRI/20, Marriot 

(Legal Manufacturer) 

 

Name of Product 

Manufacturer & Legalization 

National Plus + (Sterile Burette-Type 

Infusion set with Needles for Single 

use) 

 

Approved 
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Road, 12 Makkah 

Market, Kathchi Gali 

1, Karachi South 

Saddar town 

 

(ELI-01253) 

 

Date of R& I: 28th 

Aug 2024 

Dy. No.  

Dated:  

 

Deposit slip 

no:5447346736 

Fee: 25030/- 

Deposit date:27th-08-

2024 

Holder: 

Hebei Zoje Medical Equipment 

Co. Ltd  

 

Site Address: 

No 19, Zhuming north Street, 

Xincheng Industerial Park, 

Linzhung County 056600 

Handan City, Hebei Province 

P.R China 

 

 

 

 

Class-B 

 

Codes / Sizes (if any) BIS100, 

BISI150   

LOA validity: LOA   
Validity: 31st Dec, 2025 

 

FSC CHINA Validity: March 2, 

2025 

Shelf life: 5-Years 

 

ISO CERTIFICATE: 

31-01-2023 TILL 24-01-2026 

 

EC CERTIFICATE: 

Validity: 27-10-2024--26-10-2028 

 

591.  M/s. A.J & Sons 

 

Office No: Plot-

MRI/20, Marriot 

Road, 12 Makkah 

Market, Kathchi Gali 

1, Karachi South 

Saddar town 

 

 

(ELI-01253) 

 

Dy. No. 22527 

Dated: 28-Aug-2024 

 

Fee: PKR 25030/- 

Slip: 8828822100 

Dated: 27-08-24 

Name of Product 

Manufacturer & Legalization 

Holder: 

Hebei Zoje Medical Equipment 

Co. Ltd  

 

Site Address: 

No 19, Zhuming north Street, 

Xincheng Industerial Park, 

Linzhung County 056600 

Handan City, Hebei Province 

P.R China 

 

National Plus + (Sterile Infusion set 

with Needles for Single use) 

 

Class-B 

LOA validity: LOA   
Validity: 31st Dec, 2025 

 

FSC CHINA Validity: March 2, 

2025 

Shelf life: 5-Years 

 

ISO CERTIFICATE: 

31-01-2023 TILL 24-01-2026 

 

EC CERTIFICATE: 

Validity: 27-10-2024--26-10-2028 

 

Approved 

592.  M/s. A.J & Sons 

 

Office No: Plot-

MRI/20, Marriot 

Road, 12 Makkah 

Market, Kathchi Gali 

1, Karachi South 

Saddar town 

 

 

(ELI-01253) 

Dy. No. 22527 

Dated: 28-Aug-2024 

 

Slip Number: 

9478235577 

R&I Dated: 27th Aug, 

2024 

Fee=5030/- 

 

Manufacturer & Product 

License Holder:  

 TOP GLOVE SDN.BHD.  

  

Manufacturing Site: 

LOT 4969, JALAN 

TERATAI, BATU 6, OFF 

JALAN MERU, 

41050KLANG, SELANGORE 

D.E. , 

MALAYSIA   

National Plus + (Latex 

Examination Gloves Powdered)   

 

Class: A 

Codes / Sizes:  

Latex 

examina

tion 

Gloves(

Powdere

d) 

XS, S, 

M, L, 

XL 

 

Latex 

examina

tion 

Gloves(

Powdere

d free) 

XS, S, 

M, L, 

XL 

 

 

FSC Medical Devices Authority 

Ministry of Health Malaysia 

 

Validity: 29/1/2029 

Approved both types 

of gloves (powdered 

& powder free) 

subject to submission 

requisite fee for 

National Plus + 

(Latex Examination 

Gloves Powder Free) 

as per revised fee 

SRO 
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LOA Validity: 5/2/2025 

 

Shelf Life: 5-Year 

 

ISO CERTIFICATE: 

5-01-2023 TILL 30-04-2026 

 

EC CERTIFICATE: 

Validity: 27-10-2024--26-10-2028 

593.  M/s. A.J & Sons 

 

Office No: Plot-

MRI/20, Marriot 

Road, 12 Makkah 

Market, Kathchi Gali 

1, Karachi South 

Saddar town 

 

 

(ELI-01253) 

 

Dy. No.  

Dated: 28-Aug-2024 

 

Fee: PKR 5030/- 

Slip: 77361238494 

Dated: 27-08-24 

 

Legal Manufacturer: 

M/s Hebei Titans Hongsen 

Medical Technology, Co, Ltd 

ADDRESS: Eastern Industrial 

zone, Nangong City, Hebei 

Province, China 

 

Brand Name; National Plus + (Nitrile 

Examination Gloves Powdered free) 

 

Class A 

 

Shelf Life: 05 years 

 

Codes / Sizes (if any)  

Nitrile 

examina

tion 

Gloves(

Powdere

d free) 

XS, S, 

M, L, 

XL 

 

 

FSC: People’s Republic of China 

CERTIFICATE FOR 

EXPORTATION OF MEDICAL 

DEVICES 

 

Validity: 17/12/2025 

 

LOA 

Issuance date: 29/1/2024 

 

ISO CERTIFICATE: 

10-5-2024 TILL 9-5-2028 

 

EC CERTIFICATE: 

Validity: 24-4-2024 till 23-4-2028 

 

Approved 

594.  M/s. A.J & Sons 

 

Office No: Plot-

MRI/20, Marriot 

Road, 12 Makkah 

Market, Kathchi Gali 

1, Karachi South 

Saddar town 

 

 

(ELI-01253) 

 

Dy. No. 22527 

Dated: 28-Aug-2024 

 

Fee: PKR 25030/- 

Slip: 8828822100 

Legal Manufacturer: 

M/s Hebei Titans Hongsen 

Medical Technology, Co, Ltd 

ADDRESS: Eastern Industrial 

zone, Nangong City, Hebei 

Province, China 

 

Brand Name; National Plus + (Vinyl 

Examination Gloves Powdered) 
 

Class A 

 

Shelf Life: 05 years 

 

Codes / Sizes (if any)  

Vinyl 

examinati

on 

Gloves(P

owdered) 

XS, S, 

M, L, 

XL 

 

Approved both types 

of gloves (powdered 

& powder free) 

subject to submission 

of Form 6A and 

requisite fee for 

National Plus + 

(Vinyl Examination 

Gloves Powder Free) 

as per revised fee 

SRO 
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Dated: 21-08-24 

 

 

Vinyl 

examinati

on 

Gloves(P

owdered 

free) 

XS, S, 

M, L, 

XL 

 

 

 

FSC: People’s Republic of China 

CERTIFICATE FOR 

EXPORTATION OF MEDICAL 

DEVICES 

 

Validity: 17/12/2025 

 

LOA 

Issuance date: 29/1/2024 

 

ISO CERTIFICATE: 

10-5-2024 TILL 9-5-2028 

 

EC CERTIFICATE: 

Validity: 24-4-2024 Till 23-4-2028 

 

595.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 9810072975 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Needle 

for Single use  

Generic Name: Butterfly Needle 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity:24-06-2025 

Approved subject to 

CE certificate,  brand 

name of product and 

valid FSC for gauges 

and sizes 

596.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 811242724534 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Needle 

for Single use  

Generic Name: Multi-Sample Needle 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity:24-06-2025 

Approved subject to 

CE certificate, brand 

name of product and 

valid FSC for gauges 

and sizes  

597.  Applicant details: 

M/s Dolphin Care. 

(Legal Manufacturer) Brand name: Blood Collection Needle 

Holder for Single use  

Approved subject to 

submission of 
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Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 4936174264 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

 

Generic Name: Needle Holder 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity:24-06-2025 

clarification of class 

and Valid FSC for 

models/sizes 

 

598.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 524107388062 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab Clot 

Activator Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 

 

599.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 026418684 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab 

Coagulation Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 

 

600.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab Glucose 

Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 
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Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 2893308238 

601.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 30738370 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab K2EDTA 

Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 

 

602.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 8321219535 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab K3EDTA 

Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 

 

603.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 8207172325 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

Vacu Lab Lithium Heparin Tube 

 

Blood Collection Tubes for Single 

use  

 

Models/ Specification  

(as per Free sale certificate):  

 

Class-B 

 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 

 

604.  Applicant details: 

M/s Dolphin Care. 

 

Office # Plot # FLS-

IV/1-36, Sector IV, 

Ahsanabad Town, 

(Legal Manufacturer) 

Name: Liuyang SANLI 

Medical Technology 

Development Co., Ltd.  

 

Brand name: Blood Collection Tubes 

for Single use  

Generic Name: Vacu Lab SSGT Tube 

Models/ Specification  

(as per Free sale certificate):  

Class-B 

Approved subject to 

submission of 

clarification of class 

and Valid FSC for 

models/sizes 
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Maymar Ahsan 

Bunglows, KDA 

Scheme no 33, 

Karachi. 

 

(ELI-00484) 

Date of R& I  

21-09-2022 

Fee: PKR 25000/- 

Slip # 10160793843 

Building NO.99, Jinsha North 

Road, Liuyang, Hunan, P.R. 

China. 

LOA validity: 31-12/2026 

Shelf life: N/A 

Storage Conditions: Room 

Temperature 

FSC validity: 01-01-2027 

605.  NI healthcare 

products Pvt Ltd 

Office No. A, Unit 10 

Survey No. 263, 

Damlotte Road 

District Malir,Karachi  

 

 

ELI-01117 

Legal Manufacturer: 

Mcreat (GUAGNZHOO) Bio-

Tech CO. Ltd 

Address: 3rd Floor, b15 

Huachuang Industry Area 

Jinshan, Shiji Town, Panyu 

District, Guangzhou, 

Guangdong China. 

  

FSC: China 

Validity: 24-03-2026  

 

LOA 

Validity: 31-12-2026  

Brand Name: Mcreat Suction Liner 

Bag and Canister  

 

Generic Name: Suction Liner Bag 

and Canister  

 

Class A 

 

Shelf Life: 02years 

 

Sizes: 

1500ml 

2000ml 

2500ml 

 

Approved 

606.  NI healthcare 

Products Pvt Ltd 

Office No. A, Unit 10 

Survey No. 263, 

Damlotte Road 

District Malir, 

Karachi  

 

 

ELI-01117 

 

Legal Manufacturer: 

Medcaptain Medical 

Technology CO Ltd. Legal 

Address: 12th floor Baiwang 

No.5158 Shahe West Road, Xili, 

Nanshan, 518055 Shenzhen, 

Guangdong, Peoples Republic of 

China 

 

Manufacturing Address  

Medcaptain Medical 

Technology CO Ltd. Building C 

Jiale Science and Technology 

Industrial Park Matian Street, 

Guangming 518106 Shenzen, 

Guangdong, Peoples Republic of 

China  

Tel: +86-755-269563369 

Fax: +86-755-26001651 

mc.service@medcaptain.com 

     
FSC: China 

Validity: 19-12-2024 

 

LOA 

Validity: 14-08-2027 

Brand Name: Navi-60 

 

Generic Name: Vien Finder 

 

 

 

Class: A 

 

 

 

Shelf Life: 05years 

 

 

 

 

Approved 

607.  NI healthcare 

Products Pvt Ltd 

Office No. A, Unit 10 

Survey No. 263, 

Damlotte Road 

District Malir, 

Karachi  

Legal Manufacturer: 

Medcaptain Medical 

Technology CO Ltd. Legal 

Address: 12th floor Baiwang 

No.5158 Shahe West Road, Xili, 

Nanshan, 518055 Shenzhen, 

Guangdong, Peoples Republic of 

Brand Name: Video Laryngoscope 

VS-10S/VS-10M/VS-10H 

 

Generic Name: Video Laryngoscope 

 

 

 

Approve Video 

Laryngoscope VS-

10S, the firm shall  

submit fee for the 

other models Video 

Laryngoscope 

mailto:mc.service@medcaptain.com
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ELI-01117 

 

China 

 

Manufacturing Address  

Medcaptain Medical 

Technology CO Ltd. Building C 

Jiale Science and Technology 

Industrial Park Matian Street, 

Guangming 518106 Shenzen, 

Guangdong, Peoples Republic of 

China  

Tel: +86-755-269563369 

Fax: +86-755-26001651 

mc.service@medcaptain.com 

     
FSC: China 

Validity: 15-03-2025 

 

LOA 

Validity: 08-02-2028 

Class: A 

 

 

 

Shelf Life: 05years 

 

VS-10M & Video 

Laryngoscope VS-

10H before issuance 

of letter 

608.  NI healthcare 

products Pvt Ltd 

Office No. A, Unit 10 

Survey No. 263, 

Damlotte Road 

District Malir, 

Karachi  

 

 

ELI-01117 

Legal Manufacturer: 

Nanyang Major Medical 

Products Co Ltd 

Address: No. 16 County Road, 

Jinhua Town, Wenchang 

District, Nanyang City, Henan 

Province, China 

  

 

FSC: China 

Validity: 29-02-2024 

 

 

 

LOA 

04-01-2029 

Brand Name: WARMA Hyperthermia 

System full body Blanket 

 

Generic Name: Warming Blanket 

 

Class: A 

 

 

Shelf Life: 5 years 

 

 

 

Sizes:  

220*120 cm 

230*75cm 

120*100cm 

140*100cm 

 

Approved 

609.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Kossan International Sdn Bhd 

Wisma Kossan,  

Lot 782, Jalan Sungai Putus,  

Off Batu 3 ¾, Jalan Kapar,  

42100 Klang, Selangor,  

Malaysia 

 

FSC: Malaysia 

Validity:9/10/2028 

 

LOA 

Validity: 30/08/2028 

Brand Name:  

Dyco Non-Sterile Powder Free Nitrile 

Examination Gloves 

 

Generic Name: Powder Free Nitrile 

Examination Gloves, Finger Textured 

 

Class: A 

 

Shelf Life: 03years 

 

Code: OCPFNF-BF 3.0G  

 

Sizes: XS/S/M/L/XL 

 

Approved 

610.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Kossan International Sdn Bhd 

Wisma Kossan,  

Lot 782, Jalan Sungai Putus,  

Off Batu 3 ¾, Jalan Kapar,  

42100 Klang, Selangor,  

Brand Name:  

DYCO, non-sterile powder free latex 

examination gloves 

 

Generic Name: Polymer Coated 

Powder Free Latex Examination 

Approved 

mailto:mc.service@medcaptain.com
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Malaysia 

 

FSC: Malaysia 

Validity:9/10/2028 

 

LOA 

Validity: 30/08/2028 

Gloves, Smooth 

 

Class A 

 

Shelf Life: 03years 

 

Code: OLPYS 5.4 G  

 

Sizes: XS/S/M/L/XL 

 

611.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA 

Validity: 28-02-2028 

Brand Name: Membraning kits  

tc Sensor 54 Membraning kit 54, 

 

 

 

Class A 

 

Shelf Life: N/A 

 

Codes: 905-868 

 

Approved 

612.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA 

Validity: 28-02-2028 

Brand Name: Membraning kits  

tc Sensor 84 Membraning kit 84, 

 

 

Class A 

 

Shelf Life: N/A 

 

Codes: 905-871 

 

 

Approved 

613.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA Validity: 28-02-2028 

Brand Name: Membraning kits  

TOSCA Sensor preparation supplies,   

 

 

Class A 

 

Shelf Life: N/A 

 

 

Codes:5601100  

 

Approved 

614.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA 

Validity: 28-02-2028 

Brand Name: Sensor fixations 

Adhesive rings N20 kit 

 

Class A 

 

Shelf Life: N/A 

 

 

Codes: 905-872 

 

 

Approved 

615.  Noor International, Legal Manufacturer: Brand Name: Sensor fixations Approved 
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29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA Validity: 28-02-2028 

Fixation kit N20 

 

 

Class A 

 

 

Shelf Life: N/A 

 

Codes: 905-873 

 

616.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA Validity: 28-02-2028 

Brand Name: TCM5 Calibration Gas 

 

 

Class A 

 

 

Shelf Life: N/A 

 

Codes: 962-209 

 

 

Approved 

617.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

Radiometer Medical 

Åkandevej 21 

2700 Brønshøj-Denmark 

Ph: +45 38 27 38 27 

www.radiometer.com 

 

FSC: Denmark 

Validity:26-09-2025 

 

LOA 

Validity: 28-02-2028 

Brand Name: tc Sensors contact gel 

 

 

Class A 

 

Shelf Life: N/A 

 

 

Codes: 0603210 

 

Approved 

Shelf life of the 

product 

618.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

Legal Manufacturer: 

Schaerer Medical AG 

Erlenauweg 17 

3110 Muebsingen, Switzerland 

Phone: +41 31 7202200 

Fax: +41 31 7202230 

www.Schaerermedical.co 

 

 

FSC: Switzerland 

Validity: 25-10-2026 

 

LOA: 

Validity: 31-12-2024 

Brand Name: Schaerer Axis 

500,600,700 

 

Generic Name: Operating table  

 

Class A 

 

Shelf Life: 10 years 

 

Codes:  

90776 

91595 

91596 

91597 

 

 

Approve Schaerer 

Axis 500 Operating 

Table The firm shall  

submit the form 6A 

and fee for the other 

models  

Schaerer Axis 600 & 

Schaerer Arcus 700 

before issuance of 

letter 

619.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

Legal Manufacturer: 

Schaerer Medical AG 

Erlenauweg 17 

3110 Muebsingen, Switzerland 

Phone: +41 31 7202200 

Fax: +41 31 7202230 

www.Schaerermedical.co 

 

FSC: Switzerland 

Brand Name: Schaerer Arcus 501, 

601, 701 

 

Generic Name: Operating table 

 

Class A 

 

Shelf Life: 10 years 

 

Approve Schaerer 

Arcus 501 Operating 

Table The firm shall  

submit the form 6A 

and fee for the other 

models  

Schaerer Arcus 

601& Schaerer 

http://www.schaerermedical.co/
http://www.schaerermedical.co/
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Validity: 25-10-2026 

 

LOA: 

Validity: 31-12-2024 

Codes:  

92226 

92226D 

92227 

92227D 

92228 

92228D 

 

Arcus 701 before 

issuance of letter 

620.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

Legal Manufacturer: 

Schaerer Medical AG 

Erlenauweg 17 

3110 Muebsingen, Switzerland 

Phone: +41 31 7202200 

Fax: +41 31 7202230 

www.Schaerermedical.co 

 

 

FSC: Switzerland 

Validity: 25-10-2026 

 

LOA: 

Validity: 31-12-2024 

Brand Name: Schaerer Axis 350 

 

Generic Name: Operating table with 

general and specific accessories 

 

Class A 

 

Shelf Life: 10 years 

 

 

Codes:  

92600 

Approved 

621.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 350 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015725 

141-0015724 

161-0015729 

161-0015732 

161-0015728 

161-0015731 

161-0015730 

161-0015733 

161-0016802 

161-0016803 

161-0016498 

161-0016812 

161-0017646 

 

Approved 

622.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

Brand Name: Sim. LED 450 MC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015800 

141-0015801 

141-0015802 

Approved 

http://www.schaerermedical.co/
http://www.simeonmedical.com/
http://www.simeonmedical.com/
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LOA: 

Validity: 4-12-2025   

141-0015803 

141-0017239 

141-0017240 

141-0015804 

141-0015805 

161-0016493 

161-0016499 

161-0016813 

161-0017643 

 

623.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 450 SC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015700 

141-0015702 

141-0015703 

141-0017527 

141-0017237 

141-0017238 

141-0015704 

141-0015705 

161-0016492 

Approved 

624.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 500 MC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015635 

141-0015365 

141-0015367 

141-0015368 

141-0017233 

141-0017234 

141-0015639 

141-0015640 

161-0016491 

161-0016497 

161-0016811 

 

Approved 

625.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

Brand Name: Sim. LED 500 SC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

Approved 

http://www.simeonmedical.com/
http://www.simeonmedical.com/
http://www.simeonmedical.com/
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FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

141-0015640 

141-0015615 

141-0015616 

141-0015617 

141-0015618 

141-0017229 

141-0017230 

141-0015619 

161-0016490 

161-0016496 

161-0016810 

626.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 700 MC 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015645 

141-0015646 

141-0015647 

141-0015648 

141-0017235 

141-0017236 

141-0015649 

141-0015650 

 

Approved 

627.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 700 SC 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0015625 

141-0015626 

141-0015627 

141-0015628 

141-0017231 

141-0017232 

141-0015629 

141-0015630 

 

Approved 

628.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

Brand Name: Sim. LED 3500+ 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Approved 

http://www.simeonmedical.com/
http://www.simeonmedical.com/
http://www.simeonmedical.com/
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FSC: Germany 

Validity: 11-9-2024 

 

LOA:Validity: 4-12-2025   

Codes: 

141-0013150 

161-0013153 

161-0013151 

161-0013154 

161-0016801 

 

629.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA:Validity: 4-12-2025   

Brand Name: Sim. LED 4500 

 

Generic Name: OT Surgical Light 

 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0012550 

161-0013148 

161-0013146 

161-0013149 

161-0016801 

 

Approved 

630.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 5000 MC 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0012771 

141-0012772 

141-0018690 

141-0018691 

141-0014177 

141-0017225 

141-0017223 

141-0018692 

141-0018693 

141-0012776 

141-0012779 

141-0014623 

141-0014622 

141-0018694 

141-0018695 

141-0014740 

141-0014741 

141-0018684 

141-0018685 

141-0014742 

141-0017227 

141-0017117 

141-0018686 

141-0018687 

141-0014748 

Approved 

http://www.simeonmedical.com/
http://www.simeonmedical.com/
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141-0014749 

141-0014746 

141-0014747 

141-0018688 

141-0018689 

161-0012516 

161-0018746 

161-0012517 

161-0018749 

161-0016805 

161-0018750 

631.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 5000 SC 

 

Generic Name: OT Examination 

Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

161-0013360 

161-0018745 

161-0013362 

161-0018747 

161-0016806 

161-0018748 

 

Approved 

632.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Validity: 4-12-2025   

Brand Name: Sim. LED 7000 MC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

161-0012919 

161-0012947 

161-0016804 

161-0016489 

161-0016495 

161-0016809 

 

Approved 

633.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

Legal Manufacturer: 

S.I.M.E.O.N Medical GMBH 

and CO.KG 

IN Grubenacker 18 

78532 Tuttlingen, Germany 

Tel: +49746190068-0 

Fax: +49746190068-900 

www.simeonmedical.com 

Info@simoenmedical.com 

 

FSC: Germany 

Validity: 11-9-2024 

 

LOA: 

Brand Name: Sim. LED 7000 SC 

 

Generic Name: OT Surgical Light 

 

Class A 

 

Shelf Life: 05years 

 

Codes: 

141-0014750 

141-0014751 

141-0014752 

141-0017228 

141-0017115 

Approved 

http://www.simeonmedical.com/
http://www.simeonmedical.com/
http://www.simeonmedical.com/
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Validity: 4-12-2025   141-0014758 

141-0014759 

141-0014756 

141-0014757 

161-0013365 

161-0013367 

161-0016807 

161-0016488 

161-0016494 

161-0016808 

 

634.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

STEMA Medizintechnik GmbH 

take-off GewerbePark 74 

 78579 Neuhausen ob 

Eck/Germany  

 

FSC: Germany 

23-09-2024 

 

LOA 

03-07-2025 

Brand Name: Needle holder   

 

Generic: Needle holder 

 

Class A 

 

Shelf Life: 09years 

 

Codes:  

EG-003-052 

EG-003-053 

 

 

Approved 

635.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061) 

Legal Manufacturer: 

STEMA Medizintechnik GmbH 

take-off GewerbePark 74 

 78579 Neuhausen ob 

Eck/Germany  

 

FSC: Germany 

23-09-2024 

 

LOA 

03-07-2025 

Brand Name: Reducer Sleeves   

 

Generic: Trocars, other (UMDNS) 

Laparoscopic access, cannula, 

reusable 

 

Class A 

Shelf Life: 09years 

Codes:  

EH-032-001 

EH-032-002 

 

Approved 

636.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

Dy. No. 22527 

Dated: 18-8-2022 

Fee: PKR 5030/- 

Slip: 20531283291 

Dated: 11-08-22 

Legal Manufacturer: 

M/s Jinhua Jingdi Medical 

Supplies Co, Ltd. 

ADDRESS: Building 2, Ditian 

Function Xiaoshun Town, 

Jindong Zone 321000 Jinhua 

city, Zhejiang People’s Republic 

of China 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: 28/12/2022 

 

 

Brand Name; COOLING GEL 

PATCH/ National 

Generic Name; non-woven fabric, 

hypoallergenic gel 

 

Class A 

Shelf Life: 5-Years 

Codes / Sizes (if any)  

Not-Applicable 

LOA Validity:  

8/4/2027 

 

ISO CERTIFICATE: 

23-03-2024 

  

Approved 

637.  M/s. M/s Hamza 

Trading Co, Ltd,  

 

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Legal Manufacturer: 

M/s China Qingdao Bright 

Medical Manfacturing Co. Ltd. 

ADDRESS: No 1, Tiankang 

Road, Chengyang District 

Qingdao, China People’s 

Brand Name; RECCO 

DISPOSABLE ECG 

ELECTRODES 

Generic ECG Electrodes(Disposable) 

 

Class A 

Approved 
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Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

Dy. No. 22527 

Dated: 13-Aug-2021 

Fee: PKR 5030/- 

Slip: 1945693011 

Dated: 10-8-2021 

Republic of China 

 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: 1/8/2023 

Shelf Life: 3-Years 

Codes / Sizes (if any)  

QGD-SF01-ɸ45mm, QGD-SFO1-

ɸ55mm 

QGD-SF02-30×35, 

QGD-SF02-30×40, 

QGD-SF02-30×45, 

QGD-SF02-42×46 

 

ISO CERTIFICATE: 

Validity: 7-7-2023 

638.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

Dy. No. 22527 

Dated: 14-Feb-2022 

Slip Number: 

92422207340 

R&I Dated: 9-2-22 

Fee=25030/- 

 

Legal Manufacturer: 
M/s JIANGSU YADA 

TECHNOLOGY GROUP CO., 

LTD 

ADDRESS: YADA 

ROAD TOUQIAO 

TOWN GUANGLING 

DISTRICT YANGZHOU 

225109 JIANGSU, China 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: 1/8/2023 

 

Brand  Name;  

RECCO  Umbilical Cord Clamps   

Generic Name; Umbilical Cord 

Clamp   

Class B  

Shelf Life: 5-Years  

Codes / Sizes (if any) Not Applicable.    

 

 

LOA Validity: 

 15/June/2025 

 

Shelf Life: 5-Year 

 

ISO CERTIFICATE: 

2019-6-7 TILL 2024-6-6 

 

Approved 

639.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

ELI:00280 

Dated: 7-Dec-2020 

Fee: PKR 5030/- 

Slip: 1994567 

Dated: 25-11-2020 

 

Legal Manufacturer: 

M/s WUXI MEDICAL 

INSTRUMENT FACTORY 

CO., LTD 

ADDRESS: No.43, 

XIXIN ROAD 

ZHANGJING, XIBEI TOWN 

WUXI CITY, China 

 

ISO CERTIFICATE: 

2018-5-9 TILL 2021-3-18 

Brand Name; 

RECCO  

ALCOHOL PADS Generic Name; 

ALCOHOL PADS 

 

Class A 

Shelf Life: 05 years 

 

EC CERTIFICATE: 

Validity: 2021-8-8 till 2017-5-26 

Approved 

640.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

ELI:00280 

Dy. No. 22527 

Dated: 22 Jan 2020 

Fee: PKR 5030/- 

Slip: 1927456 

Dated: 21-01-2021 

Legal Manufacturer: 

M/s Changzhou 

Baidelin Health 

Material CO., LTD 

ADDRESS: No.218 ,Sanhe 

Road, Sanhekou Development 

Zone, 

Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China. 

ISO CERTIFICATE: 

20 Nov 2018 TILL 20 Nov-

2021 

 

Brand Name; 

RECCO IV- 

CANNULA 

FIXATION 
 

Class A 

Shelf Life: 05 years 

Codes / Sizes (if any)  

6cm × 8cm 

 

Approved 

641.  M/s. M/s Hamza 

Trading Co, Ltd,  

Legal Manufacturer: 
M/s WUXI MEDICAL 

Brand Name; 

RECCO STETHOSCOPE 

Approved 
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Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

ELI:00280 

Dy. No. 22527 

Dated: 14-Feb-2022 

Fee: PKR 25030/- 

Slip: 797878162 

Dated: 9-2-2022 

INSTRUMENT FACTORY 

CO., LTD 

ADDRESS: No.43, 

XIXIN ROAD 

ZHANGJING, XIBEI TOWN 

WUXI CITY, China 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: April 6, 2024 

 

 

Class B 

Shelf Life: 05 years 

 

Codes / Sizes (if any)  

Codes / Sizes (if any) Stethoscope 

dual head (Model YQ101/ 

YQ102/YQ103/YQ 105) 

 

LOA Validity: January 2, 2027 

 

ISO CERTIFICATE: 

18-7-2019 TILL 17-7-2022 

642.  M/s. M/s Hamza 

Trading Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

ELI:00280 

Dy. No. 22527 

Dated: 15-Feb-2022 

Fee: PKR 25030/- 

Slip: 639919460048 

Dated: 9-2-2022 

 

Legal Manufacturer: 
M/s WUXI MEDICAL 

INSTRUMENT FACTORY 

CO., LTD 

ADDRESS: No.43, 

XIXIN ROAD 

ZHANGJING, XIBEI TOWN 

WUXI CITY, China 

 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: March 2, 2025 

Brand Name; 

RECCO ANEROID 

SPHYGMOMANO METER 

Class B 

Shelf Life: 05 years 

Codes / Sizes (if any)  
Without Stethoscope 
(Model YQ200) 

LOA Validity:  

31st Dec, 2025 

EC CERTIFICATE: 

Validity: 17-7-2023 

Approved 

643.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

 

Dy. No. 22527 

Dated: 27-1-2025 

 

Fee: PKR 6030/- 

Slip: 4591276084 

Dated: 27-1-2025 

 

M/s Changzhou Baidelin Health 

Material CO., LTD  

 

ADDRESS:  No.218 ,Sanhe 

Road, Sanhekou Development 

Zone, Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China  

 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

MEDICAL DEVICES 

Validity: Nov 23, 2025 

Brand Name; 

RECCO WOND DRESSING ROLL  

 

Class A 

 

Shelf Life: 05 years 

 

Codes / Sizes (if any)  

5cmx5m,7.5cmx5m, 

10cmx5m,15cmx5m, 

5cmx10m,7.5cmx10m, 10cmx10m, 

15cmx10Sm,5cmx10y,7.5cmx10y, 

10cmx10y, 15cmx10y  

 

 

Approved 

644.  M/s Hamza Trading 

Co, Ltd,  

Address: office NO 

302, 3RD Floor 

Makkah Market, 

Katchi Gali No 1, 

Marriot Road, 

Densohall Karachi.  

 

ELI:00280 

 

Dy. No. 22527 

M/s Changzhou Baidelin Health 

Material CO., LTD  

ADDRESS: No.218, Sanhe 

Road, Sanhekou Development 

Zone, Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China. 

 

FSC: People’s Republic of 

China 

CERTIFICATE FOR 

EXPORTATION OF 

RECCO NON-WOOVEN TAPE  

 

Class A 

Shelf Life: 05 years 

Codes / Sizes (if any)  

1.25cmx5m,2.5cmx5m, 

5cmx5m,7.5cmx5m, 

10cmx5m,1.25cmx 3yards, 

2.5cmx3yards, 5cmx3yards, 

7.5cmx3yards, 10cmx3yards  

 

LOA Validity: 05 years  

Approved 
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Dated: 27-1-2025 

Fee: PKR 6030/- 

Slip: 12093527883 

Dated: 27-1-2025 

 

MEDICAL DEVICES Validity: 

Nov 23, 2025 

 

645.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

(ELI-01322) 

Fee PKR 31,000/- 

 

Legal Manufacturer  

GE Vingmed Ultrasund AS, 

Strandpromenaden 45 3191 

Horten, Norway 

 

FSC Norway:  

Issuance date:26-09-2024 

Validity: 26-09-2026  

 

Vscan Air CL 

General ultrasound imaging system, 

battery-powered 

 

60924  

Class B 

Shelf Life: 05 Years 

LOA: Valid  

 

 

Approved 

646.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

(ELI-01322) 

Fee PKR 31,000/- 

Legal Manufacturer  

GE Vingmed Ultrasund AS, 

Strandpromenaden 45 3191 

Horten, Norway 

 

FSC Norway:  

Issuance date:26-09-2024 

Validity: 26-09-2026  

 

Vscan Air SL 

Extracorporeal ultrasound imaging 

system transducer, handheld 

 

Code: 40768 

Class B 

LOA: Valid  

Shelf Life 05 Years 

 

Approved 

647.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

(ELI-01322) 

Fee PKR 31,000/- 

Legal Manufacturer 
GE Medical Systems (China) 

Co. Ltd. 

Address: No 19. Changjiang 

Road, Wuxi National Hi-Tech 

Dev. Zone, 214028, Jiangsu, 

China. 

QMS (FQA) Certificate  
Issuance date:23-10-2023 

Validity: 07-05-2026  

 

 

 

Versana Balance 

General-purpose ultrasound 

imaging system 

 

40761 

Class B 

Shelf Life N/A 

LOA: Valid  

FSC  
Issuance date:27-08-2024 

Validity: 25-08-2025 

 

Approved 

648.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

(ELI-01322) 

Fee PKR 31,000/- 

Legal Manufacturer 
GE Medical Systems (China) 

Co. Ltd. 

Address: No 19. Changjiang 

Road, Wuxi National Hi-Tech 

Dev. Zone, 214028, Jiangsu, 

China. 

QMS Certificate  
Issuance date:23-10-2023 

Validity: 07-05-2026  

 

Versana Premier 

General-purpose ultrasound 

imaging system 

40761 

Class B 

Shelf Life N/A 

 

FSC Validity: 25-08-2025 

EU Certificate  
Validity: 21-07-2026  

 

Approved 

649.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

Legal Manufacturer 
GE Medical Systems (China) 

Co. Ltd. 

Address: No 19. Changjiang 

Road, Wuxi National Hi-Tech 

Dev. Zone, 214028, Jiangsu, 

China. 

QMS Certificate  

Versana Essential 

General-purpose ultrasound 

imaging system 

40761 

Class B 

Shelf Life N/A 

 

FSC Validity: 25-08-2025 

Approved 
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(ELI-01322) 

Fee PKR 31,000/- 

Issuance date:23-10-2023 

Validity: 07-05-2026  

 

EU Certificate  
Validity: 21-07-2026  

 

650.  Applicant: 

M/s Alsons 

Technology (Pvt.) Ltd 

Plot # 8-C, Old 

Sunset Boulevard, 

Commercial Street, 

Phase 2, DHA, 

Karachi-75000 

(ELI-01322) 

Fee PKR 31,000/- 

Legal Manufacturer  
M/s GE Ultrasound Korea, 

LTD. 

Address: 9, Sunhwan-ro 

21beaon-gil, Jungwon-gu 

Seongnam-Si, gyeonggi-do 

13204 Republic of Korea. 

 

QMS Certificate  
Validity: 18-10-2027  

 

Voluson P8 

General-purpose ultrasound 

imaging system 

Class B 

Shelf Life N/A 

FSC  
Issuance date:16-04-2024 

Validity: N/A 

EC Certificate  
Validity: 09-10-2025  

 

Approved 

651.  M/s 

Aston Medical 

Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

31/12/2024  

 

Fee Details: 

581357674113 

31,000/- submitted on 

31-12-2024 

Legal Manufacturer: Sky 

Medical Technology Limited 

also Trading as Firstkind 

Limited, UK  

Manufacturing Site: Hawk 

House, Peregrine Business Park, 

Gomm Road, High Wycombe, 

HP13 7DL,United Kingdom   

LOA: 

Validity: 03-12-2024 to 03-12-

2029 

FSC: 

Country of Origin: UK  

Validity: 21-11-2024--30-06-

2029 

 

geko T-3 Neuromuscular Electro 

stimulation device 

Shelf life:27 months  

Class: B 

Codes: T3EA02 & T3EA02-25 

 

EC Certificate: 

Validity: 15-04-2024--31-12-2028 

 

ISO 13485: 

Validity:24-06-2024--24-06-2027 

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

652.  M/s 

Aston Medical 

Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

31/12/2024    

 

Fee Details: 

853931403919 

31,000/- submitted on 

31-12-2024 

Legal Manufacturer: Sky 

Medical Technology Limited 

also Trading as Firstkind 

Limited, UK  

Manufacturing Site: Hawk 

House, Peregrine Business Park, 

Gomm Road, High Wycombe, 

HP13 7DL,United Kingdom   

EC Certificate: 

Validity: 15-04-2024--31-12-

2028 

ISO 13485: 

Validity:24-06-2024--24-06-

2027 

geko W-3 Neuromuscular Electro 

stimulation device 

Shelf life:27 months  

Class: B 

Codes: W3FE01 & W3FE01-07. 

 

LOA: 

Validity: 03-12-2024 to 03-12-2029 

FSC: 

Country of Origin: UK  

Validity: 21-11-2024--30-06-2029 

 

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

653.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

Legal Manufacturer: UNICOS 

Co., Ltd (282-30, Munji-ro, 

Yuseonj-Gu, Deajeon, Korea) 

UNICOS 

AUTO LENSMETER 

ULM- 900  

 

Class-A  

 

Service Life: 10 years  

 

Model: 

(ULM- 900)  

Deffered for further 

delebration. 
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654.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

Legal Manufacturer: UNICOS 

Co., Ltd (282-30, Munji-ro, 

Yuseonj-Gu, Deajeon, Korea) 

UNICOS 

AUTO LENSMETER  

ULM- 800 

 

Class-A  

 

Shelf Life: 7 years  

 

Model: 

(ULM- 800)  

Deffered for further 

delebration. 

655.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

Legal Manufacturer: UNICOS 

Co., Ltd (282-30, Munji-ro, 

Yuseonj-Gu, Deajeon, Korea) 

UNICOS 

AUTO CHART PROJECTOR ACP 

900 

 

Class-A  

 

Shelf Life: 10 years 

 

Model: 

(ACP 900) 

Deffered for further 

delebration. 

656.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

RETINOSCOPE  

 

Class-A  

 

Service Life: 7 years 

 

Models: 

Beta200 

Beta200 LED 

Approved HEINE 

Beta200 LED 

retinoscope  

along with Beta200 

retinoscope subject 

to submission of 

requisite forms and 

fee for HEINE 

Beta200 retinoscope 

657.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

POCKET LIGHT  

Class-A  

 

Service Life: 7 years 

 

Model: 

(Clip lamp mini-c)  

Approved 

658.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

OTOSCOPES  

 

Class-A  

 

Service Life: 7 years 

 

Models: 

Beta400 LED 

K180 

Mini3000 F.O 

Mini3000 LED F.O 

 

 

Approved Beta400 

LED Otoscope along 

with all the applied 

types of Otoscope 

subject to submission 

of fee for remaining 

types applied. 

659.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

HEINE  

INDIRECT OPHTHALMOSCOPES  

 

Class-A  

 

Approved 
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Fee-5,000/- 

2021 submission 

FSC: Germany 

22-06-2020 

Service Life: 7 years  

 

Model: 

(Omega 600)  

660.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

LARYNGOSCOPES  

 

Class-A  

 

Service Life: 7 years  

 

Models: 

Classic+ macintosh 

Flex tip+ macintosh 

 

Deferered for 

submission of 

clarification whether 

the applied device is 

Laryngeoscope or 

Laryngeoscope 

blade. Along with 

justification of 

grouping and 

classification of the 

products. 

 

661.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

HEAD LIGHTS  

 

Class-A  

 

Service Life: 7 years  

 

Models: 

ML4 LED 

LoupeLight LED 

Approved both types 

HEINE ML4 LED 

HEAD LIGHTS & 

HEINE Loupe LED 

HEAD LIGHTS 

subject to submission 

of requisite form and 

fee for HEINE Loupe 

LED 

HEAD LIGHTS  

 

 

662.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

INDIRECT OPHTHALMOSCOPE 

 

Class-A  

 

Service Life: 7 years  

 

Model: 

Omega500 

Sigma 250 

Approved both types 

of HEINE  

INDIRECT 

OPHTHALMOSCO

PE 

Omega 500 and 

Sigma 250 subject to 

submission of form 

& fee for HEINE  

INDIRECT 

OPHTHALMOSCO

PE Sigma 250 

 

663.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

DIRECT OPHTHALMOSCOPE  

 

Class-A  

 

Service Life: 7 years 

 

Models: 

(Beta200/Beta200 LED/ 

K180/Mini3000 LED)  

Approved HEINE  

DIRECT 

OPHTHALMOSCO

PE Beta200 

 

The firm shall  

submit the form 6A 

and differential fee 

for the other models  

[HEINE  

DIRECT 

OPHTHALMOSCO

PES Beta200 LED/ 

K180/Mini3000 

LED] before 

issuance of letter 

664.  M/s Haji S. Ameer Legal Manufacturer: HEINE DELTA ONE DERMATOSCOPE  Approved 
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Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

 

Class-A  

 

Service Life: 7 years  

 

Model: 

(DELTA ONE) 

665.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

DELTA 30/PRO DERMATOSCOPE  

 

Class-A  

 

Service Life: 7 years  

 

Model: (DELTA 30/PRO)  

Approved 

666.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-6,000/- 

 

Legal Manufacturer: HEINE 

Optotechnik GmbH & Co. KG. 

(Dornierstr 6, 82205 Gilching, 

Germany)  

 

FSC: Germany 

22-06-2020 

HEINE  

BINOCULAR  

LOUPES 

 

Class-A 

 

Service Life: 7 years 

 

Models: 

(HR/HRP/C 2.3) 

Approved  HEINE  

BINOCULAR  

LOUPES (HR) The 

firm shall submit the 

form 6A and 

differential fee for 

the other models 

[HEINE  

BINOCULAR  

LOUPES HRP/C 

2.3] 

667.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission  

Legal Manufacturer:  

VOLK OPTICAL Inc., 

7893 Enterprise Drive  

Mentor, Ohio 44060  

USA 

 

FSC: US FDA validity 2026 

 

MERLIN  

SURGICAL  

SYSTEM 

 

Class-A 

 

Service Life: not provided 

 

Codes:  

Assy,merlin CLA, Manual, 

200mm=11378 

  

Assy, merlin LPU, For CLA, 

200mm=11174  

 

Assy, merlin Mid-Field NC 

Lens=11182  

 

Assy, merlin Wide Angle NC 

Lens=11183  

 

Assy, merlin Small orbit Wide Angle 

NC  

Lens=11184 

 

Assy, merlin Sterilizable 

Handle=11178  

 

Adapter Kit, Merlin Mount, 

Leica=11409  

 

Adapter Kit, Merlin Mount, 

Zeiss=11408  

Approved subject to 

submission of 

clarification/justifica

tion of applied codes 

as system, Shelf life/ 

Service life 

(whichever is 

applicable), 

description and role 

of rols assembly in 

MERLIN  

SURGICAL  

SYSTEM 
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Adapter Kit, Merlin Mount, 

Topcon=11413  

 

Adapter Kit, Merlin Mount, Topcon  

 

OMS90=11947 

Adapter Kit, Merlin Mount,  

L820/840/841/844=12160 

 

Adapter Kit, Merlin Mount, Leica  

M690=12159 

 

Adapter Kit, Merlin Mount, Zeiss  

Visu=12163 

 

Assy, ROLS, Zeiss – Manual=11313  

 

ROLS Reinverter- Zeiss=VROLS-Z 

668.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission  

Legal Manufacturer:  

VOLK OPTICAL Inc., 

7893 Enterprise Drive  

Mentor, Ohio 44060  

USA 

 

FSC: US FDA validity 2026 

 

VOLK 

Gonioscopy Lens  

 

Class-A 

 

Shelf Life: 5 years 

 

Models: 

V3MIR 

VMSLT  

VG4HAN2 

VSLT 

 

  

  

 

Approved subject to 

submission of Shelf 

life/ Service life 

description of the 

product applied 

669.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2021 submission  

Legal Manufacturer:  

VOLK OPTICAL Inc., 

7893 Enterprise Drive  

Mentor, Ohio 44060  

USA 

 

FSC: US FDA validity 2026 

 

VOLK 

CONTACT LASER AND 

DIAGNOSTIC LENS  

 

Class-A  

 

Shelf Life: 5 years  

 

Models: 

(VAC/VHRWF /VQFL/ VIMV/ 

VSQUAD160/ VTE / VCAPS/ 

VMPIRID) 

Approved only 

VOLK 

CONTACT LASER 

AND DIAGNOSTIC 

LENS VAC The firm 

shall  submit the 

revised form 6A and 

differential fee for 

the other models 

VOLK 

CONTACT LASER 

AND DIAGNOSTIC 

LENS [VHRWF 

/VQFL/ VIMV/ 

VSQUAD160/ VTE / 

VCAPS/ VMPIRID] 

670.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2020 submission  

Legal Manufacturer:  

VOLK OPTICAL Inc., 

7893 Enterprise Drive  

Mentor, Ohio 44060  

USA 

 

FSC: US FDA validity 2026 

VOLK 

CLASSIC SLIT  

LAMP LENS 

 

Class-A 

 

Shelf Life: 10 years 

Approved only 

VOLK 

CLASSIC SLIT  

LAMP LENS V60C 

The firm shall  

submit the revised 

form 6A and 
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Models: 

(V60C/V78C/  

V90C /VS66/ 

VSFNC/ 

VDGTLWF/VDG 

TLHM)  

 

 

differential fee for 

the other models 

VOLK 

CLASSIC SLIT  

LAMP LENS 

[V78C/  

V90C /VS66/ 

VSFNC/ 

VDGTLWF/VDG 

TLHM] 

 

671.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

2020 submission  

Legal Manufacturer:  

VOLK OPTICAL Inc., 

7893 Enterprise Drive  

Mentor, Ohio 44060  

USA 

 

FSC: US FDA validity 2026 

 

VOLK 

BINOCULAR   

LENS 

 

Class-A 

 

Shelf Life: 10 years 

 

Models: 

20D Large Clear  

V20LC 

28D Large Clear  

V28LC 

30D Large Clear  

V30LC 

Pan Retinal 2.2 Clear 

VPRC 

 

 

Approved only 

VOLK 

BINOCULAR   

LENS 20D Large 

Clear  

V20LC The firm 

shall  submit the 

revised form 6A and 

differential fee for 

the other models 

VOLK 

BINOCULAR   

LENS [28D Large 

Clear  

V28LC 

30D Large Clear  

V30LC 

Pan Retinal 2.2 Clear 

VPRC] 

672.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

April 2024 submission  

Legal Manufacturer: 

Good-Lite Company, 

1155 Jansen Farm Drive Elgin, 

IL 60123, USA. 

 

FSC: USA. 

Validity: 09-01-2025. 

Good-Lite  

Eye Examination Tools 

 

Class-A 

 

Shelf Life: N/A 

 

Models: 

Handheld Bagolini striated Lens Set  

Loose individual prism set 22pcs  

GL Horizontal & Vertical Prism Bar  

Set  

Worth 4 – dot attachment for muscle  

light with adult red/green glasses  

GL Retinoscopy Paddles w/Axis  

Compass  

Heavy duty Hertel  

Exophthalmometer  

GL OKN Drum 10  

GL expanded Amsler Grid book  

GL Tangent screen 22.5-degree one  

meter roll-up 

Deferred for the 

clarification of 

grouping of medical 

devices applied and 

brief description of 

the relevant product 

aling with European 

type DoC of the 

products applied. 

673.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

Legal Manufacturer: 

Good-Lite Company, 

1155 Jansen Farm Drive Elgin, 

IL 60123, USA. 

 

FSC: USA. 

Good-Lite  

Color Vision Test Sets  

 

Class-A  

 

Shelf life: N/A 

Approved 
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April 2024 submission  Validity: 09-01-2025.  

Models: 

Panel-16 color vision test  

Farnsworth D15 color test  

HRR 4th Edition, laminated color test 

 

674.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

April 2024 submission  

Legal Manufacturer: 

Good-Lite Company, 

1155 Jansen Farm Drive Elgin, 

IL 60123, USA. 

 

FSC: USA. 

Validity: 09-01-2025. 

Good-Lite  

Vision acuity screening items 

 

Class-A 

 

Shelf Life: N/A 

 

Articles: 

LEA SYMBOLS Single Symbol  

Book Set  

LEA SYMBOLS 2.5% Single  

Symbol Book Set  

LEA SYMBOLS Low Contrast  

Flipchart Set  

LEA SYMBOLS Near Screener  

Card  

LEA GRATINGS  

LEA GRATINGS Low Contrast Test  

HIDING HEIDI Low Contrast Face  

Test  

LEA SYMBOLS Distance Screener  

Book Set 

Deferred for 

clarification of 

grouping and generic 

name. 

675.  Fresenius Medical 

Care Pakistan (Pvt) 

Ltd. TAMC, First 

Floor, 27-C III, M.M 

Alam Road Gulberg 

III, Lahore 

 

ELI: 00315 

5,000/- 

Legal Manufacturer: 

M/s Fresenius Medical Care AG 

& Co. KGaA Else-Kroner-Str.1 

61352 Bad Homburg, Germany.  

 

FSC Germany issuance 

27-10-2023 

 

Multieffluent Bag 10L 

 

Class-A 

 

Shelf life: 3 years 

 

Article No. 

5029011 

Approved. 

676.  RHS International 1st 

Floor of Building, 

S60-R34 Mozang 

Road Opp. Total 

Petrol Pump Lahore. 

 

Warehouse address: 

2nd Floor of Building 

S60 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

 

ELI: 00354; 

5,000/- 

 

Legal Manufacturer: 

M/s JOYTECH Health Care Co., 

Ltd No.365 Wuzhou Road, 

Yuhang Economic Development 

Zone, Hangzhou City, 311100 

Zhejiang, P.R China 

 

FSC China validity:  

30-06-2023 

LOA ossuance 29-01-2024 valid 

for 5 years. 

Certeza 

Manual Breast Pump 

 

Class-A 

 

Shelf life: N/A 

 

Model: 

BR-520 

Approved subject to 

submission of valid 

FSC and updated 

LOA with subject 

model 

677.  RHS International 1st 

Floor of Building, 

S60-R34 Mozang 

Road Opp. Total 

Petrol Pump Lahore. 

 

Legal Manufacturer: 

M/s JOYTECH Health Care Co., 

Ltd No.365 Wuzhou Road, 

Yuhang Economic Development 

Zone, Hangzhou City, 311100 

Zhejiang, P.R China 

Certeza 

Electric Breast Pump 

 

Class-A 

 

Shelf life: N/A 

Approved subject to 

submission of valid 

FSC 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 249 of 578 

 

Warehouse address: 

2nd Floor of Building 

S60 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

 

ELI: 00354: 5,000/- 

 

 

FSC China validity:  

30-06-2023 

LOA ossuance 29-01-2024 valid 

for 5 years. 

 

Model: 

BR-550 

678.  Muslim Medical 

Services, 1st Floor of 

Shy Star Travels, 3- 

Syed Moj Darya 

Road, Lahore 

 

ELI: 00373 

461-P 

5,000/- 

Legal Manufacturer: 

Wenzhou Jianda Medical 

Instrument Co., Ltd 661 Xiayang 

St. Youngxing Wenzhou 325024 

Zhejiang China 

 

FSC: China 

Date of issue: 22-11-2023 valid 

for 2 years. 

Certeza 

(Stethoscope) 

 

Class: A 

 

Shelf Life: 5 years 

 

Codes as per FSC 

 

Approved subject to 

submission of the 

FSC for applied 

codes 

 

679.  Bio Sphere 

Marketing, 

House 2, Street 4 

Adjacent to the best 

grammar school, Pak 

Town Chungi Amar 

Sidhu Lahore 

Pakistan. 

 

ELI-00922 

5,000/- 

Legal Manufacturer: 

Jiangsu Audicomn Medical 

Technology, 

4F, No. 4 Building, Hig-tech 

Industrial Park, No. 36 Nanwei 4 

Rd., Dingmao, Zhenjiang, 

Jiangsu, China. 

 

FSC: China. 

Validity: 31-08-2022 

Hemoglobin A1c Analyzer 

HbA1c Analyzer 

 

Class-A 

 

Shelf Life: 5 Year 

 

Model: 

AH10 

 

Approved subject to 

submission of valid 

FSC, Brand Name, 

ISO 13485 and 

revised form-6A. 

 

The applied device is 

not mentioned is FSC 

clarification required  

680.  Bio Sphere 

Marketing, 

House 2, Street 4 

Adjacent to the best 

grammar school, Pak 

Town Chungi Amar 

Sidhu Lahore 

Pakistan. 

 

ELI-00922 

6,000/- 

Legal Manufacturer: 

Guangzhou Excbio Technology 

Co., Ltd, 

No. 301, Unit G8, Science City 

Kefeng Road No. 31, 

Guangzhou Hi-Tech Industry 

Development Zone, Guangzhou 

China. 

 

FSC:  Netherlands 

Validity:   26-05-2027. 

 

EH8300 3 Part Hematology Analyzer 

EC9005 Semi auto biochemistry 

Analyzer  

 

Class-A 

 

Shelf Life: 36 Months 

 

Model: 

EH8300 

Approve both 

analyzers and firm 

shall submit relevant 

Form and requisite 

fee of EC9005 Semi 

auto biochemistry 

Analyzer 

681.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

5,000/- 

Legal Manufacturer: 

Suparmax Gloves 

Manufacturing SDN.BHD. 

located at Lot 38, Putra 

Industrial Park, Bukit Rahman 

Putra, 47000 Sungai Buloh, 

Selangai Darul Ehsan,  

Malaysia, 

 

FSC: Malaysia 

Validity: 06/07/2027 

LOA 

Validity: 12/10/2025 

 

MaxLife 

Non Sterile Latex Examination Gloves 

(Powder free) 

 

Class-A 

 

Shelf life: 5 years 

 

Sizes: 

XS, S, M, L, XL 

Approved 

682.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

Legal Manufacturer: 

Suparmax Gloves 

Manufacturing SDN.BHD. 

located at Lot 38, Putra 

MaxLife 

Non Sterile Nitrile Examination 

Gloves (Powder free) 

 

Approved  
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ELI: 00459 

5,000/- 

Industrial Park, Bukit Rahman 

Putra, 47000 Sungai Buloh, 

Selangai Darul Ehsan,  

Malaysia, 

 

FSC: Malaysia 

Validity: 06/07/2027 

LOA 

Validity: 12/10/2025 

 

Class-A 

 

Shelf life: 5 years 

 

Sizes: 

XS, S, M, L, XL 

683.  M/s. F.W 

Distributors, F.w 

building, opposite 

Poonch house, 

Adamjee Road, 

Saddar, Rawalpindi. 

 

ELI:00221 

6,000/- 

Legal Manufacturer: 

M/s CERACARTA SPA, 

via secondo casadei, N*14, Z.I 

villa Selva, 47122 foli(FC), 

Italy. 

TEL: 0039 0543 780055 

FAX: 0039 0543 781404 

WEBSITE: 

WWW.CERACARTA.IT 

EMAIL: 

INFO@CERACARTA.IT 

 

CERACARTA S.p.A. Sede 

Legale e Operativa Via Secondo 

Casadei 47122 Forlì Italy. 

 

FSC Italy issuance 

10-10-2015 

ECO SUPERGEL 

Ultrasound Gel 

 

Class A 

 

Shelf Life: 5 years  

 

Codes: 

ECO SUPERGEL  

(5 LITERS) – 

BLUE REF:10746 

ECO SUPERGEL  

(5 LITERS) – 

CLEAR REF:13123 

Approved both types 

of gels blue and clear 

subject to submission 

of Form and fee for 

clear type along with 

relevant FSC having 

required codes of the 

product. 

684.  M/s. F.W 

Distributors, F.w 

building, opposite 

Poonch house, 

Adamjee Road, 

Saddar, Rawalpindi. 

 

ELI:00221 

6,000/- 

Legal Manufacturer: 

M/s CERACARTA SPA, 

via secondo casadei, N*14, Z.I 

villa Selva, 47122 foli(FC), 

Italy. 

TEL: 0039 0543 780055 

FAX: 0039 0543 781404 

WEBSITE: 

WWW.CERACARTA.IT 

EMAIL: 

INFO@CERACARTA.IT 

 

CERACARTA S.p.A. Sede 

Legale e Operativa Via Secondo 

Casadei 47122 Forlì Italy. 

 

FSC Italy issuance 

10-10-2015 

Defibrillation Plates Defibrillation 

Plates/ Pads 

 

Class A 

 

Shelf Life: 2 years  

 

Codes / Sizes  

0014793 

0014984 

0014985 

0015034 

0015103 

0015282 

0015607 

0015608 

0016029 

0016345 

0016489 

0016766 

0018498 

0019189 

0020501 

0020039 

0018503 

0015978 

0015775 

Approved subject to 

submission of FSC 

having required 

codes, brand name of 

product  and 

clarification of the 

grouping of 

Defibrillator Plates 

ans pads together. 

685.  M/s. F.W 

Distributors, F.w 

building, opposite 

Legal Manufacturer: 

M/s PARKER 

LABORATORIES, INC. 286 

AQUASONIC® 100 Ultrasound 

Transmission N Gel 

(Ultrasound Gel) 

Approved 
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Poonch house, 

Adamjee Road, 

Saddar, Rawalpindi. 

 

ELI:00221 

6,000/- 

ELRIDGE RD. FAIRFIELD, NJ 

USA 

07004. 

Authorized Distributor  
M/S CERACARTA SPA, 

located at VIA SECONDO 

CASADEI 

N*14, Z.I. VILLA SELVA, 

47122 FORLI (FC), ITALY 

TEL: 0039 0543 780055 

FAX: 0039 0543 781404 

WEBSITE: 

WWW.CERACARTA.IT 

 

FSC US FDA validity  

19/06/2026 

 

 

 

Class A 

 

Shelf Life: 5 years 

 

Codes: 

01-02, 

01-08, 

01-20, 

01-34, 

01-50. 

686.  M/s. F.W 

Distributors, F.w 

building, opposite 

Poonch house, 

Adamjee Road, 

Saddar, Rawalpindi. 

 

ELI:00221 

6,000/- 

Legal Manufacturer: 

M/s CERACARTA SPA, 

via secondo casadei, N*14, Z.I 

villa Selva, 47122 foli(FC), 

Italy. 

TEL: 0039 0543 780055 

FAX: 0039 0543 781404 

WEBSITE: 

WWW.CERACARTA.IT 

EMAIL: 

INFO@CERACARTA.IT 

 

CERACARTA S.p.A. Sede 

Legale e Operativa Via Secondo 

Casadei 47122 Forlì Italy. 

 

FSC Italy issuance 

10-10-2015 

TOP TRACE® 

(ECG ELECTRODE) 

 

Class A 

 

Shelf Life: 03 years 

 

Codes: 

ST 50 RFI 

ST 50 RLI 

RT 50 RFI 

NP 30 RFI 

Approved subject to 

submission of 

relevant FSC having 

required codes of the 

product. 

687.  M/s. F.W 

Distributors, F.w 

building, opposite 

Poonch house, 

Adamjee Road, 

Saddar, Rawalpindi. 

 

ELI:00221 

25,000/- 

Legal Manufacturer: 

M/s Coloplast A/s 

Holterdam 1, 3050 

Humlebaek Denmark 

Manufacturing Site; 

Coloplast Manufacturing 

France SAS 9 Avenue Edmond 

Rostand 

CS70218 24206 Sarlat-la-

Canéda Cedex France. 

and 

Coloplast Hungary KFT 

Búzavirág út 15 

2800 Tatabánya Hungary 

Coloplast Manufacturing 

France SAS ZAC du Clotais 2b, 

Route du Chemin Blanc 91160 

Champlan France 

 

FSC: Denmark 

Validity: 20-10-2025 

LOA validity 03-04-2026 

FOLYSIL® 

(Urinary Catheter, 2 Way) 

 

Class B  

 

Shelf Life: 5 years 

 

Codes: 

AA6106 

AA6108 

116110 

AA6112  

AA6114  

AA6116  

AA6118  

AA6120 

AA6122 

AA6124 

Approved subject to 

submission of 

differential fee and 

accordingly revised 

Form 7A. 

Furthermore, board 

approved other two 

types as well subject 

to submission of 

Form and requisite 

fee. 

http://www.ceracarta.it/
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688.  I Care Health 512  

Pak Medical Centre, 

Khyber Bazar 

Peshawar KP, 

Pakistan 

 

ELI-00336 

5,000/- 

Legal Manufacturer: 

Carestream Health Inc., 

Address: 150 Verona Street 

Rochester  

New York USA 

Contact No: – 585-627-6621 

Email:  

Health.imaging.tsc@carestream.

com 

Manufacturing Site:  

Rayco (Shanghai) Medical 

Products Company Limited. 

Building 7, No. 1510 Chuanqiao 

Road, China (Shanghai) Pilot  

Free Trade Zone, 201206 

Shanghai, People’s Republic of 

China. 

 

FSC China 

Validity: 22-11-2024 

LOA Validity: 04-01-2024 

TRIMAX TXE  

(Laser imaging Film) 

 

Class A 

 

Shelf Life: 24 months  

 

Codes: 

Catalog 

No: 

Size 

1735984 35x43 cm 

( 14x17 in) 

1735950 25x30 cm 

(10x12 in) 

1735968 28x35 cm( 

11x14 in) 

1735943 20x25 cm( 

8x10 in ) 

 

 

Approved subject to 

submission of valid 

FSC, ISO 13485 and 

Linkup letter 

between the Legal 

manufacturer and the 

manufacturing site 

located in China 

689.  I Care Health 512  

Pak Medical Centre, 

Khyber Bazar 

Peshawar KP, 

Pakistan 

 

ELI-00336 

5,000/- 

Legal Manufacturer: 

COLENTA Labortechnik 

GmbH & Co. KG Neunkirchner 

Str. 117, A-2700 Wiener 

Neustadt, Austria 

Phone: +43 2622  

28311-0 

Fax: +43 2622 28311-7 

Website:  

www.colenta.at 

E-Mail:  

office@colenta.at 

 

FSC Austria validity  

18-08-2024 

MEDIPHOT DL 

Dry Laser Imaging film 

 

Class A 

 

Shelf Life: 2 years 

 

Codes/sizes: 

DL35x43  

(REF no. 47410 29044)  

DL26x36  

(REF no. 47410 29038) 

DL25x30  

(REF no. 47410 29040) 

DL20x25  

(REF no. 47410 29039) 

Approved 

690.  I Care Health 512  

Pak Medical Centre, 

Khyber Bazar 

Peshawar KP, 

Pakistan 

 

ELI-00336 

5,000/- 

Legal Manufacturer: 

Baoding Lekai International Ltd. 

6 Lekai South Street, Baoding 

City, Hebei Province,  

China. 

Tel: 0086 312 7923699 

Fax: 0086 312 3226296 

Email: wangmeng@lkintl.com 

Official website: 

www.cnlkintl.com 

Manufacturing Site:  

Lucky Healthcare Co., Ltd. No.6 

Lekai South Street, Baoding, 

Hebei, China 

Tel: +86 312 7922289 

Fax: +86 312 7922996 

Email: lisy@lkintl.com 

Official website: 

www.luckyxrayfilm.com 

 

FSC: China 

I-CARE 

Medical Dry Film 

 

Class A 

 

Shelf Life: 2 years 

 

Codes / Sizes: 

 

Product Code: KX410 

Sizes: 

1. 35x43 cm (14x17 inch) 

2. 28x35 cm (11x14 inch)  

3. 25x30 cm (10x12 inch) 

4. 26x36 cm (10x14 inch) 

5. 20x25 cm (8x10 inch) 

Approved 

mailto:office@colenta.at
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Validity: 24-10-2024 

 

LOA Validity:  

26-10-2025 

691.  Trowmedic 

International, 

Building NO. 117, 

sagian, T4, Opposite 

Sanda stop Band Road 

Lahore. 

 

ELI: 00069 

Legal Manufacturer: 

M/s M&G Products Co., Ltd No. 

968-970 Mingzhuwan 

Yangzhong 212200, Jiangsu, 

China. 

  
FSC China  

Date of Issue: 10.04.2023  

Valid for 2 years  

 

LOA valid till 2028 

Trow Tape 

(Surgical Adhesive, nonwoven Paper 

Tape) 

 

Class-A 

 

Shelf Life: 5 years 

Sizes: 

1.25cm x5m, 

2.5cm x 5m,  

5cm x 5m,  

7.5cm x 5m,  

10cm x 5m,  

1.25cm x9m,  

2.5cm x 9m,  

5cm x 9m,  

7.5cm x 9m,  

10cm x9m, 

Approved 

692.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA. 

Manufacturing Site: 

Enercon Technologies 

25 Northbrook Dr. P.O. Box665 

Gray, ME USA 04039 

 

FSC: USA 

Validity: 10/02/2022 

 

LOA Validity: 31/12/2024 

Exalt Controller 

Endoscopic Video Imaging Processing 

Unit 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M00542430 

M0054243D0 

M0054243H0 

M0054243R0 

M0054243S0 

M0054243Z0 

M00542460 

M0054246D0 

M0054246H0 

M0054246R0 

M0054246S0 

M0054246Z0 

Approved subject to 

submission of valid 

LoA and FSC and 

identification of 

codes required 

693.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA. 

Manufacturing Site: 

Boston Scientific Corporation 

150 Baytech Drive, San Jose, 

CA 95134, USA 

 

FSC: IRELAND 

Validity: 10/02/2022 

 

LOA 

Validity: 31/12/2024 

LABSYSTEM PRO EP 

Recording System Blood Pressure 

Cable for Clearsign 

Amplifier 

Electrical- only medical device 

connection cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M0042004670 M00420020631 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 
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694.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 

300, Boston Scientific Way, 

Marlborough, MA 01752 USA. 

Manufacturing Site: 

Boston Scientific Corporation 

150 Baytech Drive, San Jose, 

CA 95134, USA 

FSC: IRELAND 

Validity: 10/02/2022 

 

LOA Validity: 31/12/2024 

LABSYSTEM™ PRO EP 

Recording System, Stimulator Cable 

for CLEARSIGN™ 

Amplifier 

Electrical- only medical device 

connection cable  

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M00420012530 M00420012540 

M00420012550 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

695.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 

300, Boston Scientific Way, 

Marlborough, MA 01752 USA 

Manufacturing Site: 

AMPHENOL ALDEN 

PRODUCTS COMPANY 

Parque Industrial Dynatech Ave. 

Severiano Talamante No. 6-B 

Hermosillo, Sonora 

MEXICO 83170. 

 

FSC: USA 

Validity: 10/02/2022 

LOA Validity: 31/12/2024 

Rhythima HDx 6m Clearsign Direct 

Connect IC A/B 

(Electrical- only medical device 

connection cable) 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M004RA9000ICAB60 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

696.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

AMPHENOL ALDEN 

PRODUCTS COMPANY 

Parque Industrial Dynatech Ave. 

Severiano Talamante No. 6-B 

Hermosillo, Sonora 

MEXICO 83170. 

 

FSC: USA 

Validity: 10/02/2022 

LOA 

Validity: 31/12/2024 

Rhythmia HDx 6m Clearsign Direct 

Connect Orion 

Electrical- only medical device 

connection cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M004RA9000ICM60 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

697.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA. 

Manufacturing Site: 

Nicolay GMBH 

GRAF-ZEPPELIN-STRASSE 

21 NAGOLD, Baden- 

Wurttemberg GERMANY 

Rhythmia HDx 6m Rhythmia HDx 

IEC ECG IN Cable (Limb & Chest) 

Electrical- only medical device 

connection cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 
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72202. 

 

FSC: USA 

Validity: 10/02/2022 

LOA 

Validity: 31/12/2024 

M004RA5110I0 

698.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

Nicolay GMBH 

GRAF-ZEPPELIN-STRASSE 

21 NAGOLD, Baden-

Wurttemberg GERMANY 

72202 

 

FSC: USA 

Validity: 10/02/2022 

LOA 

Validity: 31/12/2024 

Rhythmia HDx IEC ECG IN Cable 

(Trunk) 

Electrical- only medical device 

connection cable  

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M004RA5010I0 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

699.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA. 

Manufacturing Site: 

AMPHENOL ALDEN 

PRODUCTS COMPANY 

Parque Industrial Dynatech Ave. 

Severiano Talamante No. 6-B 

Hermosillo, Sonora 

MEXICO 83170 

 

FSC: USA 

Validity: 10/02/2022 

LOA 

Validity: 31/12/2024 

 

Rhythmia HDx 6m CardioLab Direct 

Connect ECG 

Electrical- only medical device 

connection cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M004RA9100ECG60(ECG) 

M004RA9100IC60(IC) 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

700.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA. 

Manufacturing Site: 

Phillips-Medisize Costa Mesa 

LLC 3545 Harbor Blvd Ste 150 

Costa Mesa, CA USA 92626 

 

FSC: USA 

Validity: 10/02/2022 

LOA 

Validity: 31/12/2024 

Rhythmia HDx 72 lntracardiac Out 

Cable 

Electrical- only medical device 

connection cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M004RH11220 

M004RAMMTIPS220 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

701.  M/s Ferozsons 

Laboratories 

Limited  

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

CinchPad 

Foot Switch 

 

Class A 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 
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(ELI-00120) 

 

MA 01752 USA 

Manufacturing Site: 

Boston Scientific Corporation 

100 Boston Scientific Way 

Marlborough, MA 01752 USA 

 

FSC: USA 

Validity: 17-11-/2022 

LOA 

Validity: 31/12/2024 

 

Shelf Life: Not Applicable 

 

Codes: 

SPX-017-25  

SPX-017 

702.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

Linemaster Switch Corp 

29 Plaine Hill Road Woodstock, 

CT 06281 USA 

 

FSC: USA 

Validity: 20/07/2023 

LOA 

Validity: 31/12/2024 

Maestro 4000 Switch, RF Cardiac 

Ablation System 

Instrument hygienic- Transportation 

Bag 

 

Class A 

 

Shelf Life: Not Applicable 

 

Code: 

M004218500 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

703.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 

300, Boston Scientific Way, 

Marlborough, MA 01752 USA 

Manufacturing Site: 

Jiangsu JianYu Health Medical 

Co., Ltd No. 88 Longxi Avenue, 

Zhulin Town Jintan District 

Changzhou City, Jiangsu 

CHINA 213241 

FSC: USA 

Validity: 13/04/2023 

LOA Validity: 31/12/2024 

Trapease Poly Traps 

Surgical Suction System Collection 

Container 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

STE-298-25  

STE-297-50 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

704.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 

300, Boston Scientific Way, 

Marlborough, MA 01752 USA. 

Manufacturing Site: 

ENDOCHOICE, INC. 11810 

Wills Rd Alpharetta, GA USA 

30009 

LOA Validity: 31/12/2024 

FSC: USA 

Validity: 17/11/2022 

Koala Cleaning Sponge 

Medical Device Cleaning Sponge 

 

Class-A 

 

Shelf life: N/A 

 

Codes: 

SSB-210  

SSB-210-50 

Approved subject to 

submission of valid 

FSC and valid and 

notarized LOA 

705.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Exalt Monitor 

Endoscopic Video Image 

display monitor 

 

Class A 

Approved both Exalt 

Monitor Endoscopic 

Video Image display 

monitor with mount 

& Exalt Monitor 
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 Manufacturing Site: 

SWEMCO 1215 N. Church ST 

Moorestown, NJ USA 08057 

 

FSC: USA 

Validity: 09/11/2023 

LOA 

Validity: 31/12/2024 

 

Shelf Life: Not Applicable 

 

Codes: 

M00542760 

M0054276H0  

M0054276Z0 

M00542770 

M00542780 

M0054278H0 

M00542820 

M00542790 

M0054278Z0 

Endoscopic Video 

Image display 

monitor without 

mount. The firm shall 

submit fee for Exalt 

Monitor Endoscopic 

Video Image display 

monitor without 

mount along with 

submission of valid 

FSC and valid and 

notarized LOA  

706.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

Viant AS&O Holdings, LLC 45 

Lexington Dr LACONIA, NH 

USA 

 

FSC: USA 

Validity: 05-02-2025 

LOA Validity: 31/12/2024 

Alliance II Integrated Inflation 

/Lithotripsy Device 

Catheter Balloon Inflator 

 

Class A 

 

Shelf Life: Not Applicable 

 

Code: 

M00550620 

Approved subject to 

submission of brand 

anme clarification, 

valid FSC and valid 

and notarized LOA 

707.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

AMPHENOL DC 

ELECTRONICS 1870 Little 

Orchard St. San Jose, CA, 95125 

USA. 

 

FSC: USA 

Validity: 20/07/2023 

LOA Validity: 31/12/2024 

Non-Sterile Electrophysiology Cable 

Medical Device Electrical Cable 

 

Class A 

 

Shelf Life: Not Applicable 

 

Codes: 

M0046610  

M0046630  

M0046640 

Approved subject to 

submission of Brand 

name valid FSC and 

valid and notarized 

LOA  

708.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

Boston Scientific Corporation 

4100 Hamline Avenue North St.  

Paul, MN  55112 USA 

 

FSC: IRELAND 

Issuance 31-01-2024 

LOA 

Validity: 31/12/2024 

Permanent Sled 

Ultrasound Imaging Accessory 

 

Class A 

 

Shelf Life: Not Applicable 

 

Code: 

H749393160100 

Approved subject to 

submission of valid 

notarized LOA 
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709.  M/s Ferozsons 

Laboratories 

Limited  

 

(ELI-00120) 

 

Legal Manufacturer: 

M/s Boston Scientific 

Corporation 300, Boston 

Scientific Way, Marlborough, 

MA 01752 USA 

Manufacturing Site: 

Boston Scientific Corporation 

4100 Hamline Avenue North St.  

Paul, MN  55112 USA 

 

FSC: IRELAND 

Issuance 01/12/2022 

LOA 

Validity: 31/12/2024 

ACURATE neo2TM Loading Kit 

 

Class A 

 

Shelf Life: 12 Months 

 

Codes / Sizes (if any) 

H749393160100 

Approved subject to 

submission of valid 

and notarized LOA 

710.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

5,000/- 

Legal Manufacturer: 

Analyticon Biotechnologies 

GmbH  

Am Mühlenberg 10 35104 

Lichtenfels  

Germany. 

 

FSC: Germany. 

Issuance 12-09-2022 

LOA 

Validity: 02-04-2025 

Analyticon Urilyzer 100 Pro 

 

Urine Chemistry Analyzer 

 

Class A 

 

Shelf Life: N/A 

 

Model: 

Urilyzer 100  

Pro (UL0100Pro) 

Approved 

711.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

5,000/- 

Legal Manufacturer: 

Analyticon Biotechnologies 

GmbH  

Am Mühlenberg 10 35104 

Lichtenfels  

Germany. 

 

FSC: Germany. 

Issuance 12-09-2022 

LOA 

Validity: 02-04-2025 

Analyticon Urilyzer 500Pro 

 

Urine Chemistry Analyzer 

 

Class A 

 

Shelf Life: N/A 

 

Model: 

Urilyzer 500Pro 

(UL0500Pro ) 

Approved 

712.  Al-Amin Associates, 

125- Habitat Flats, 

Shadman-II, Lahore 

 

ELI: 00104 

5,000/- 

Legal Manufacturer:  

Oculus Optikgerate GmbH 

MunchholzhauserStraBe 29 

35582 Wetzlar Germany 

 

FSC: Germany 

Date of Issue: 22-10-2018 

 SDI 4 

Stereo Diagonal Inverter 

 

Class-A 

 

Service Life: 8 years 

 

Models: 

SDI® 4m 54302, 54312 

SDI® 4e 54300, 54310 

SDI® 4c 54320, 54330 

Approved subject to 

submission of 

justification 

grouping of medical 

devices, relevant 

description and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

713.  Al-Amin Associates, 

125- Habitat Flats, 

Shadman-II, Lahore 

 

ELI: 00104 

5,000/- 

Legal Manufacturer:  

Oculus Optikgerate GmbH 

MunchholzhauserStraBe 29 

35582 Wetzlar Germany 

 

FSC: Germany 

Date of Issue: 22-10-2018 

Myopia Master 

(Advanced with chin and head rest 

with Scheimpflug camera, Basic 

without chin and head rest without 

Scheimpflug camera) 

 

Class-A 

Approved subject to 

the submission of the 

brand name of the 

product and valid 

FSC. 
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Service Life: 8 years 

 

Codes: 

68100 

68110 

68120 

68130 

714.  Al-Amin Associates, 

125- Habitat Flats, 

Shadman-II, Lahore 

 

ELI: 00104 

5,000/- 

Legal Manufacturer:  

Oculus Optikgerate GmbH 

MunchholzhauserStraBe 29 

35582 Wetzlar Germany 

 

FSC: Germany 

Date of Issue: 22-10-2018 

BIOM® 5  

Binocular Indirect 

Ophthalmomicroscope 

 

Class-A 

 

Service Life: 8 years 

 

Models: 

BIOM 5m (Mechanically)  

BIOM 5ml (long version)  

BIOM 5c (motorized) 

BIOM 5cl (long version) 

Approved subject to 

submission of 

clarification of the 

grouping of medical 

devices. 

715.  Al-Amin Associates, 

125- Habitat Flats, 

Shadman-II, Lahore 

 

ELI: 00104 

5,000/- 

Legal Manufacturer:  

Oculus Optikgerate GmbH 

MunchholzhauserStraBe 29 

35582 Wetzlar Germany 

 

FSC: Germany 

Date of Issue: 22-10-2018 

Pentacam 

(Anterior Segment tomographer) 

 

Class-A 

 

Service Life: 8 years 

 

Model: 70700 

Approved 

716.  Al-Amin Associates, 

125- Habitat Flats, 

Shadman-II, Lahore 

 

ELI: 00104 

5,000/- 

Legal Manufacturer:  

Oculus Optikgerate GmbH 

MunchholzhauserStraBe 29 

35582 Wetzlar Germany 

 

FSC: Germany 

Date of Issue: 22-10-2018 

Corvis ST  

(Tonometer) 

 

Class-A 

 

Service Life: 8 years 

Model: 72100 

Approved 

717.  M/s. Liocon 

Biomedical Services 

Office # 20, 2nd Floor 

Habib Plaza Satellite 

town Rawalpindi. 

 

ELl-01071 

6,000/- 

Legal Manufacturer: 

M/s GC MEDICAL  

SCIENCE CORP. (GCMS). 

 

FSC: South Korea 

Validity: 26/11/2024 

LOA 

Validity: 09/09/2029 

GREENCARE  

A1C Analyzer  

 

Class A 

 

Shelf Life: 00 years 

 

Model  

RT 100 

Approved 

718.  Khan Muhammad 

Enterprises, Street No. 

01, Near Dera Saleem 

Ladhar, Niaz Town, 

Multan. 

 

ELI-00879 

1390-Kp 

6,000/- 

Legal Manufacturer: 

Xiamen Ants Bro Technology 

Co., Ltd. 

No. 18 Xinyuan South Road, 

Haicang District, Xiamen City, 

Fujian Province, 361026, P.R. 

China. 

 

FSC:  China. 

Validity:   12-07-2025. 

Compressor Nebulizer 

 

Class-A 

 

Shelf Life:  5 Year 

 

Codes as per FSC 

Approved subject to 

submission of 

justification of 

Classification of the 

product and brand 

name of product 

719.  Khan Muhammad Legal Manufacturer: Automatic Digital Blood Pressure Approved subject to 
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Enterprises, Street No. 

01, Near Dera Saleem 

Ladhar, Niaz Town, 

Multan. 

 

ELI-00879 

1402-Kp 

6,000/- 

Xiamen Ants Bro Technology 

Co., Ltd. 

No. 18 Xinyuan South Road, 

Haicang District, Xiamen City, 

Fujian Province, 361026, P.R. 

China. 

 

FSC:  China. 

Validity:   12-07-2025. 

Monitor 

Automatic Digital Blood Pressure 

Monitor 

 

Class-A 

 

Shelf Life:  2 Year 

 

Codes as per FSC 

submission of 

justification of 

Classification of the 

product and brand 

name of product 

720.  Al Fajar Traders, 

Office: 133, J Block, 

Sabzazar, Lahore. 

 

ELI-01247 

1389-P 

6,000/- 

Legal Manufacturer: 

Jiangsu Coopwin Med S&T Co., 

Ltd, B3 Hutang Science & 

Technology Industrial Park, No. 

198, Xiahe Road, Changzhou, 

China. 

 

FSC:  China. 

Validity:   09-02-2025. 

MediSafe  

Remover for skin stapler 

 

Class-A 

 

Shelf Life: 3 Year 

 

Codes as per FSC 

(KHPF-CW,KHPFCB) 

Approved 

721.  AL FAJAR 

TRADERS 

OFFICE:133, J-

BLOCK 

SABZAZAR, 

LAHORE  

 

(ELI-01247)  

Legal Manufacturer: TIANCK 

MEDICAL CO., LTD. 

Manufacturing Site: ADD: 1-2 

Floor, Building C,No.16 Yinkui 

road,Kuichong town, Dapeng 

new district,Shenzhen,518119 

Guangdong P.R. China TEL: 

+8675528395386 FAX: 

+8675528397620 

Website:www.tianck.com  

 

Date of R&I 24-12-2024 FSC: 

Country of origin China 

Validity: 03-02-2026 FSC: 

Reference Country Validity: 

N/A LOA Validity: 25-12-2029 

EC Certificate Validity: 31-12-

2028 ISO 13485 Validity: 16-11-

2026 

MEDI SAFE  

(GUIDE WIRE)  

 

Class B  

 

Shelf Life: 3 years  

 

Codes/Sizes: 1. PTFE Guide wire 

Family Model PTFE coated 0.025＂

x150cm(J) PTFE coated 0.035＂

x150cm(J) PTFE coated 0.025＂

x150cm(S) PTFE coated 0.035＂

x150cm(S) PTFE coated 0.025＂

x180cm(J) PTFE coated 0.035＂

x180cm(J) PTFE coated 0.025＂

x180cm(S) PTFE coated 0.035＂

x180cm(S) PTFE coated 0.025＂

x260cm(J) PTFE coated 0.035＂

x260cm(J) PTFE coated 0.025＂

x260cm(S) PTFE coated 0.035＂

x260cm(S) PTFE coated 0.032＂

x150cm(J) PTFE coated 0.038＂

x150cm(J) PTFE coated 0.032＂

x150cm(S) PTFE coated 0.038＂

x150cm(S) PTFE coated 0.032＂

x180cm(J) PTFE coated 0.038＂

x180cm(J) PTFE coated 0.032＂

x180cm(S) PTFE coated 0.038＂

x180cm(S) PTFE coated 0.032＂

x260cm(J) PTFE coated 0.038＂

x260cm(J) PTFEcoated0.032＂

x260c(s) PTFEcoated0.038＂x260m 

2. Hydrophilic coated Model 

Hydrophilic coated 0.018＂x260cm 

(S) Hydrophilic coated 0.032＂

Approved subject to 

submission of 

justification 

grouping & 

classification of 

medical device, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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x180cm (S) Hydrophilic coated 0.025

＂x150cm (J) Hydrophilic coated 

0.032＂x260cm (J) Hydrophilic 

coated 0.025＂x150cm (S) 

Hydrophilic coated 0.032＂x260cm 

(S) Hydrophilic coated 0.025＂
x180cm Guide wire is mainly used to 

guide and assist the catheter to reach 

the exact location of the arteries and 

veins. (J) Hydrophilic coated 0.035＂
x150cm (J) Hydrophilic coated 0.025

＂x180cm (S) Hydrophilic coated 

0.035＂x150cm (S) Hydrophilic 

coated 0.025＂x260cm (J) 

Hydrophilic coated 0.035＂x180cm 

(J) Hydrophilic coated 0.025＂
x260cm (S) Hydrophilic coated 0.035

＂x180cm (S) Hydrophilic coated 

0.028＂x150cm (J) Hydrophilic 

coated 0.035＂x260cm (J) 

Hydrophilic coated 0.028＂x150cm 

(S) Hydrophilic coated 0.035＂
x260cm (S) Hydrophilic coated 0.028

＂x180cm (J) Hydrophilic coated 

0.038＂x150cm (J) Hydrophilic 

coated 0.028＂x180cm (S) 

Hydrophilic coated 0.038＂x150cm 

(S) Hydrophilic coated 0.028＂
x260cm (J) Hydrophilic coated 0.038

＂x180cm (J) Hydrophilic coated 

0.028＂x260cm (S) Hydrophilic 

coated 0.038＂x180cm (S) 

Hydrophilic coated 0.032＂x150cm 

(J) Hydrophilic coated 0.038＂
x260cm (J) Hydrophilic coated 0.032

＂x150cm (S) Hydrophilic coated 

0.038＂x260cm (S) Hydrophilic 

coated 0.032＂x180cm (J) 

722.  AL FAJAR 

TRADERS 

OFFICE:133, J-

BLOCK 

SABZAZAR, 

LAHORE  

 

(ELI-01247)  

Legal Manufacturer: TIANCK 

MEDICAL CO., LTD. 

Manufacturing Site: ADD: 1-2 

Floor, Building C,No.16 Yinkui 

road,Kuichong town, Dapeng 

new district,Shenzhen,518119 

Guangdong P.R. China TEL: 

+8675528395386 FAX: 

+8675528397620 

Website:www.tianck.com  

 

Date of R&I 24-12-2024 FSC: 

Country of origin China 

Validity: 03-02-2026 FSC: 

Reference Country Validity: 

MEDI SAFE Hemodialysis catheter  

Hemodialysis catheter  

 

Class B  

 

Shelf Life: 3 years  

 

Codes/Sizes:  

1. Short term Hemodialysis catheter 

Model Description Double channel 

8F*16cm Straight extension tube 

Triple channel 8.5F*16cm Straight 

extension tube 8F*16cm Curved 

extension tube 8.5F*16cm Curved 

extension tube 11.5F*16cm Straight 

extension tube 11.5F*16cm Straight 

Approved subject to 

submission of 

justification 

grouping of medical 

devices, relevant 

description and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 
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N/A LOA Validity: 25-12-2029 

EC Certificate Validity: 31-12-

2028 ISO 13485 Validity: 16-11-

2026 

extension tube 11.5F*16cm Curved 

extension tube 11.5F*16cm Curved 

extension tube 12F*16cm Straight 

extension tube 12F*16cm 

Hemodialysis catheters are used for 

hemodialysis and intravenous 

infusion, and can also continuously 

monitor central venous pressure. 

Straight extension tube 12F*16cm 

Curved extension tube 12F*16cm 

Curved extension tube 8F*13cm 

Straight extension tube 8.5F*13cm 

Straight extension tube 8F*13cm 

Curved extension tube 8.5F*13cm 

Curved extension tube 11.5F*13cm 

Straight extension tube 11.5F*13cm 

Straight extension tube 11.5F*13cm 

Curved extension tube 11.5F*13cm 

Curved extension tube 12F*13cm 

Straight extension tube 12F*13cm 

Straight extension tube 12F*13cm 

Curved extension tube 12F*13cm 

Curved extension tube 8F*20cm 

Straight extension tube 8.5F*20cm 

Straight extension tube 8F*20cm 

Curved extension tube 8.5F*20cm 

Curved extension tube 11.5F*20cm 

Straight extension tube 11.5F*20cm 

Straight extension tube 11.5F*20cm 

Curved extension tube 11.5F*20cm 

Curved extension tube 12F*20cm 

Straight extension tube 12F*20cm 

Straight extension tube 12F*20cm 

Curved extension tube 12F*20cm 

Curved extension tube Long term 

Hemodialysis catheter Model 

Description double lumen 14F*19cm 

Straight extension tube double lumen 

14F*23cm Straight extension tube 

Long-term double lumen 14F*28cm 

Straight extension tube double lumen 

14F*33cm Straight extension tube 

double lumen 14F*55cm Straight 

extension tube double lumen 

14.5F*19cm Straight extension tube 

double lumen 14.5F*23cm Straight 

extension tube double lumen 

14.5F*28cm Straight extension tube 

double lumen 14.5F*33cm Straight 

extension tube double lumen 

14.5F*55cm Straight extension tube 

double lumen 15F*19cm Straight 

extension tube double lumen 

15F*23cm Straight extension tube 

double lumen 15F*28cm Straight 

extension tube double lumen 

15F*33cm Straight extension tube 

double lumen 15F*55cm Straight 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 263 of 578 

 

extension tube double lumen 

14.5F*25cm Straight extension tube 

double lumen 14F*27cm Straight 

extension tube double lumen 

14F*31cm Straight extension tube 

double lumen 14.5F*27cm Straight 

extension tube double lumen 

14.5F*31cm Straight extension tube 

double lumen 15F*27cm Straight 

extension tube double lumen 

15F*31cm Straight extension tub 

723.  AL FAJAR 

TRADERS 

OFFICE:133, J-

BLOCK 

SABZAZAR, 

LAHORE  

 

(ELI-01247)  

Legal Manufacturer: 

Jiangsu Coopwin Med S&T Co., 

Ltd, B3 Hutang Science & 

Technology Industrial Park, No. 

198, Xiahe Road, Changzhou, 

China. 

 

Date of R&I 24-12-2024 FSC: 

Country of Origin Validity: 09-

02-2025 CHINA  

 

LOA Validity: 06-12-2029  

EC Certificate Validity: 31-12-

2028  

ISO 13485 Validity: 14-01-202 

MEDI SAFE  

Disposable Skin Stapler  

 

Class B  

 

Shelf Life: 3 years  

 

Codes/Sizes:  

KHPF-10W、KHPF,10A、KHPF-

10B、KHPF-15W、KHPF-15A、 

KHPF-15B、KHPF-25W、KHPF-

25A、KHPF-25B、KHPF-35W、

KHPF-35A、KHPF-35B、KHPF-

45W、KHPF-45A、KHPF-45  

Approved 

724.  Hanson International, 

Office Address 57-D, 

EME DHA Multan 

Road, Lahore, 

Pakistan. 

 

ELI-00773 

1387-P 

6,000/- 

Legal Manufacturer: 

Qingdao Hainuo Biological 

Engineering Co. Ltd, No. 1 

Guangdong Road, Jiangshan 

Industrial Park, Laixi, Qingdao, 

China. 

 

Original FSC:    China 

Date of Issuance:    01-03-2023. 

Hynaut 

Zinc Oxide Tape 

 

Class-A 

 

Shelf Life: 3 Year 

 

Codes as per FSC 

Approved suject to 

submission of brand 

name and valid FSC 

for sizes. 

725.  Hanson International, 

Office Address 57-D, 

EME DHA Multan 

Road, Lahore, 

Pakistan. 

 

ELI-00773 

1386-P 

6,000/- 

Legal Manufacturer: 

Qingdao Hainuo Biological 

Engineering Co. Ltd, No. 1 

Guangdong Road, Jiangshan 

Industrial Park, Laixi, Qingdao, 

China. 

 

FSC:          China 

Validity:    11-07-2025. 

Hynaut 

Fever Cooling Patch 

 

Class-A 

 

Shelf Life: 3 Year 

 

Codes as per FSC 

Approved 

726.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1385-P 

Legal Manufacturer: 

Oxford Immunotec Limited, 143 

Park Drive East, Milton Park, 

Abingdon, Oxfordshire, OX14 

4SE UK. 

 

FSC:          UK 

Validity:    05-08-2027. 

FSC of Reference 

Country-United  

AIM-V Medium 

 

Class-A 

 

Shelf Life: 14 Month 

 

Codes as per FSC 

Approved 
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6,000/- Kingdom 

Validity: 05-08-2027 

LOA 

Validity: 12-07-2027 

EC Certificate 

Validity: 14-03-2024 

ISO 13485 

Validity: 11-04-2025 

727.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1384-P 

6,000/- 

Legal Manufacturer: 

Oxford Immunotec Limited, 143 

Park Drive East, Milton Park, 

Abingdon, Oxfordshire, OX14 

4SE UK. 

 

FSC:          UK 

Validity:    05-08-2027. 

FSC of Reference 

Country-United  

Kingdom 

Validity: 05-08-2027 

LOA 

Validity: 12-07-2027 

EC Certificate 

Validity: 14-03-2024 

ISO 13485 

Validity: 11-04-2025 

Leucosep Tubes 

 

Class-A 

 

Shelf Life: 2 Years 

 

Codes: 

LTK-615 

Approved 

728.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1359-P 

6,000/- 

Legal Manufacturer: 

Oxford Immunotec Limited, 143 

Park Drive East, Milton Park, 

Abingdon, Oxfordshire, OX14 

4SE UK. 

 

FSC:          UK 

Validity:    05-08-2027. 

FSC of Reference 

Country-United  

Kingdom 

Validity: 05-08-2027 

LOA 

Validity: 12-07-2027 

EC Certificate 

Validity: 14-03-2024 

ISO 13485 

Validity: 11-04-2025 

T-Cell Select 

Reagent kit 

 

Class-A 

 

Shelf Life: 12 Months 

 

Codes: 

TSK-910 

Approved having 

FSC of RRA 

729.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

Legal Manufacturer: 

Oxford Immunotec Limited, 143 

Park Drive East, Milton Park, 

Abingdon, Oxfordshire, OX14 

4SE UK. 

 

FSC:          UK 

Validity:    05-08-2027. 

FSC of Reference 

The T-Cell Xtend® reagent 

 

Class-A 

 

Shelf Life: 12 Weeks 

 

Code: 

TTK-61 

Approved having 

FSC of RRA 
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1360-P 

6,000/- 
Country-United  

Kingdom 

Validity: 05-08-2027 

LOA 

Validity: 12-07-2027 

EC Certificate 

Validity: 14-03-2024 

ISO 13485 

Validity: 11-04-2025 

730.  MR Medical Pakistan 

Pvt Ltd, Office No. 

1101, 11th Floor, ISE 

Tower, Jinnah 

Avenue, Blue Area, 

Islamabad Pakistan. 

 

ELI-01008 

1383-IBD 

6,000/- 

Legal Manufacturer: 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd. 

Mindray Building, Keji 12th 

Road South, High-Tech 

Industrial Park, Nanshan, 

518057, Shenzhen, Reople's 

Republic of China. 

 

Original FSC:            China. 

Validity:    01-04-2026. 

Mindray 

Chemistry Analyzer  

 

Class-A 

 

Model No: BS-1000M 

 

Service Life: 10 Years 

Approved 

731.  MR Medical Pakistan 

Pvt Ltd, Office No. 

1101, 11th Floor, ISE 

Tower, Jinnah 

Avenue, Blue Area, 

Islamabad Pakistan. 

 

ELI-01008 

1382-IBD 

6,000/- 

Legal Manufacturer: 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd. 

Mindray Building, Keji 12th 

Road South, High-Tech 

Industrial Park, Nanshan, 

518057, Shenzhen, Reople's 

Republic of China. 

 

Original FSC:            China. 

Validity:    01-04-2026. 

Mindray 

Automated Blood Culture System 

 

Class-A 

 

Shelf Life: 7 Years 

 

Model No: 

TDR-X060 

TDR-X120 

 

 

Approved subject to 

submission of 

differential fee as 

product applied as 

Family 

732.  MR Medical Pakistan 

Pvt Ltd, Office No. 

1101, 11th Floor, ISE 

Tower, Jinnah 

Avenue, Blue Area, 

Islamabad Pakistan. 

 

ELI-01008 

1381-IBD 

6,000/- 

Legal Manufacturer: 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd. 

Mindray Building, Keji 12th 

Road South, High-Tech 

Industrial Park, Nanshan, 

518057, Shenzhen, Reople's 

Republic of China. 

 

Original FSC:            China. 

Validity:    01-04-2026. 

Mindray TDR-X240 

Automated Blood Culture System 

 

Class-A 

 

Shelf Life: 7 Years 

 

Model No: 

TDR-X240 

Approved  

733.  MR Medical Pakistan 

Pvt Ltd, Office No. 

1101, 11th Floor, ISE 

Tower, Jinnah 

Avenue, Blue Area, 

Islamabad Pakistan. 

 

ELI-01008 

1380-IBD 

6,000/- 

Legal Manufacturer: 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd. 

Mindray Building, Keji 12th 

Road South, High-Tech 

Industrial Park, Nanshan, 

518057, Shenzhen, Reople's 

Republic of China. 

 

Original FSC:            China. 

Validity:    01-04-2026. 

Mindray 

Probe Cleanser 

 

Class-A 

 

Shelf Life: 12 Months 

 

Codes as per FSC 

Approved 
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734.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town Lahore 

Pakistan. 

 

ELI-00186 

1379-P 

6,000/- 

Legal Manufacturer 

altona Diagnostics GmbH 

Morkenstr. 12 22767 Hamburg 

Germany. 

 

FSC:   Hamburg, Germany. 

Issuance 22-06-2023. 

LOA validity 31-12-2024 

AltoStar® Whole Blood Pretreatment 

Buffer 1.5 

AltoStar® Purification Kit 1.5 

 

Class-A 

 

Shelf Life:   24 Month 

Shelf Life:   12 Month 

 

Codes as per FSC 

WBPB 15-46 

PK15-46 

Approved  both 

products AltoStar® 

Whole Blood 

Pretreatment Buffer 

1.5 & AltoStar® 

Purification Kit 1.5 

subject to submission 

of requisite Form and 

feeling with relevant 

product description 

735.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town Lahore 

Pakistan. 

 

ELI-00186 

31,000/- 

Legal Manufacturer 

altona Diagnostics GmbH 

Morkenstr. 12 22767 Hamburg 

Germany. 

 

FSC:   Hamburg, Germany. 

Issuance 22-06-2023. 

LOA validity 31-12-2024 

AltoStar®  

Internal Control 1.5 

 

Class-B 

 

Shelf Life:   21 Month 

 

Codes as per FSC 

IC 15-46 

Approved 

736.  Anwar & Sons, 

Appartment-10, Safari 

Villas-2, Commercial 

Complex, Bahria 

Town, Phase 7, 

Rawalpindi. 

 

ELI-00017 

1378-P 

6,000/- 

Legal Manufacturer 

MBK Group Tekstil Sanayi Ic 

Ve Dis Tic. Ltd. Sti, Ikitelli OSB 

Mah. ISDOK SOSYAL TESIS 2 

Sok. A Block No. 9 KAT:2, 

Basaksehir / Istanbul, 34490, 

Turkey 

 

FSC:   UK. 

Validity:  22-07-2029. 

Midikal 

Anti-Embolism Stockings 

 

Class-A 

 

Shelf Life:   N/A 

 

Codes as per FSC 

Approved 

737.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1377-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela  

Disposable Collection Accessories for 

Basic & Dominant Flex – General 

Accessories   

 

Service Life: 5 Years. 

 

 

Class A 

 

Codes: 

077.0082, 077.0083, 077.0084, 

077.0085, 077.0086, 077.0087,  

077.0094   

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

738.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1376-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela AG 

Disposable Tubing 

 

Class-A 

 

Shelf Life:   5 Years 

 

Codes as per FSC 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

739.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

Medela  The board disposed 

of the application 

since the same device 
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- Pakistan. 

 

ELI-00150 

1375-P 

5,000/- 

 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Reusable Collection System for Basic 

& Dominant Flex – General 

Accessories   

 

Service Life: 5 Years. 

 

 

Class A 

 

Codes: 

077.0562, 077.0564 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

740.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1374-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela  

Silicon Tubing Reusable for Basic & 

Dominant Flex – General Accessories 

 

Service Life: 5 Years. 

 

Class A 

 

Codes: 

077.0055, 077.0053, 077.0056, 

077.0054 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

741.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1373-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela  

Foot on / off Switch & Foot Vacuum 

Regulator for Basic & Dominant Flex 

– General Accessories   

 

Service Life: 5 Years. 

 

Class A 

 

Codes: 

077.0723 Foot on / off Switch  

 

077.0731 Foot Vacuum Regulator 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

742.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1372-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela AG 

Trolley for Basic & Dominant Flex 

 

Class-A 

 

Shelf Life:   7 Year 

 

Codes as per FSC 

071.0034 

 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

743.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1371-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela  

Sterile Tubing for Basic & Dominant 

Flex – General Accessories 

 

Service Life: 5 Years. 

 

Class A 

 

Codes: 

074.0003, 077.0951, 077.0184, 

077.0170, 620.0018, 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

744.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 
Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

Medela  The board disposed 

of the application 
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F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1370-P 

5,000/- 

 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Surgical Suction Pump Accessories 

for Basic & Dominant Flex – General 

Accessories 

 

Service Life: 5 Years. 

 

 

Class A 

 

Codes: 

077.0521, 077.0523, 077.0751, 

077.0752, 077.0526, 077.0527, 

077.0528, 077.0529, 077.0192 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

745.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1369-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela  

Tubing Filters Coupling for Basic & 

Dominant Flex – General Accessories   

 

Service Life: 5 Years. 

 

Class A 

 

Codes: 

077.0571, 077.0572, 077.0573, 

077.0575, 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

746.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1368-P 

5,000/- 

 

Legal Manufacturer 

Medela AG, Lattichstrasse 4b, 

6340 Baar / Switzerland. 

 

FSC:   Switzerland. 

Validity:  21-03-2027. 

Medela AG 

Apgar Timer for standard rail 

Class-A 

 

Shelf Life:   5 Years 

 

Codes as per FSC 

017.0015 

 

The board disposed 

of the application 

since the same device 

with the same brand 

is already enlisted for 

M/s Pharma 

consultant, Lahore. 

747.  Lab Medikal 

Solutions Pvt. Ltd, 

Off. No. 14/1-A Main 

Harley Street 

Rawalpindi. 

 

 

ELI-00694 

1365-P 

31,000/- 

Legal Manufacturer 

Shanghai Medconn Medical 

Technology Co., Ltd. No. 1018 

Weichang Road, Shanyang 

Town Jinshan District 201508 

Shanghai China. 

 

Original FSC:   Netherlands. 

Validity:  12-07-2029. 

MQ-8000/MQ-3000 

HPLC Analyzer 

Approved having 

FSC of RRA 

748.  KASBN International, 

41-K Gulberg III 

Lahore. 

 

ELI-00434 

1364-P 

5,000/- 

Legal Manufacturer: 

EB Neuro S.P.A, VIA P. Fanfani 

97/A-50127-Firenze-Italy. 

 

FSC:    Italy. 

Date of Issuance:    10-05-2021. 

1. NCS/EMG Machine with 

accessories 

2. EEG Machine with accessories 

3. Trans-Cranial Magnetic Stimulator 

/ RTMS with accessories. 

 

Class-A 

 

Shelf Life:   N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

justification 

grouping of medical 

devices, brief 

bdescription of 

prodcut applied and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

749.  Global Health Care, 

GHC Midway 

Commercial Plaza 

Legal Manufacturer: 

E-Lab Biological Science & 

Technology Co Ltd, 

Semi-Auo Chemistry Analyzer ES-

101C  

(OEM Semi-Auto Chemistry Analyzer 

Approved subject to 

Clarification  

regarding the applied 
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No.20, Bahria Town 

Phase 7, Rawalpindi. 

 

ELI-00086 

1358-P 

6,000/- 

No. 1, Kechuang Road, Yaohua 

Street, Qixia District, Nanjing 

City, Jiangsu Province, China, 

P.C. 210046. 

 

Original FSC:   China. 

Validity:  19-05-2025. 

IVC-S300) 

 

Class-A 

 

Shelf Life: N/A 

 

Codes As per FSC 

OEM product. 

750.  Global Health Care, 

GHC Midway 

Commercial Plaza 

No.20, Bahria Town 

Phase 7, Rawalpindi. 

 

ELI-00086 

1357-P 

6,000/- 

Legal Manufacturer: 

E-Lab Biological Science & 

Technology Co Ltd, 

No. 1, Kechuang Road, Yaohua 

Street, Qixia District, Nanjing 

City, Jiangsu Province, China, 

P.C. 210046. 

 

Original FSC:   China. 

Validity:  19-05-2025. 

Auto Hematology Analyzer EC-31 

(OEM Auto Hematology Analyzer 

IVH 31) 

 

Class-A 

 

Shelf Life: N/A 

 

Codes As per FSC 

Approved subject to 

Clarification  

required regarding 

the applied OEM 

product. 

751.  Universal Dental (Pvt) 

Ltd, 

17-Mcleod Road 

Lahore - 54000 

 

 

ELI-00071 

1356-P 

6,000/- 

 

Legal Manufacturer: 
CAVEX Holland BV, 

Fustweg 5, 2031CJ Haarlem, the 

Netherlands. 

 

Original FSC:   Netherlands. 

Date of Issuance:  28-11-2023. 

Cavex Bite & white Shade Correction  

 

Class-A 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

Deferred for the 

submission of 

justification grouping 

& classification of 

medical device & 

relevant description 

752.  Lab Diagnostic 

Systems (SMC) Pvt. 

Ltd, 111, Hali Road 

Westridge 1, 

Rawalpindi, Pakistan. 

Warehouse: 

Plot No. 36-A, PSIC, 

SIE, Taxila, 

Rawalpindi, Pakistan. 

 

ELI-00496 

1354-P 

6,000/- 

Legal Manufacturer: 

Molbio Diagnostics Private 

Limited, Plot No. L-46, Phase II 

D, Verna Industrial Estate, 

Verna, Goa - 403722, India. 

 

FSC:   India. 

Issuance date:  06-05-2022. 

Truelab® Duo 

Real Time Quantitative micro PCR 

Analyzer 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Referred to Authority  

for case to case 

guidelines regarding 

import of medical 

devices from india. 

753.  Lab Diagnostic 

Systems (SMC) Pvt. 

Ltd, 111, Hali Road 

Westridge 1, 

Rawalpindi, Pakistan. 

 

 

Warehouse: 

Plot No. 36-A, PSIC, 

SIE, Taxila, 

Rawalpindi, Pakistan. 

 

ELI-00496 

1353-P 

6,000/- 

 

Legal Manufacturer: 

Molbio Diagnostics Private 

Limited, Plot No. L-46, Phase II 

D, Verna Industrial Estate, 

Verna, Goa - 403722, India. 

 

 

FSC:   India. 

Issuance date:  06-05-2022. 

Truelab® Quattro 

Real Time Quantitative micro PCR 

Analyzer 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Referred to Authority  

for case to case 

guidelines regarding 

import of medical 

devices from india. 

754.  Bioactive Diagnostic 

Systems, 3 C/B, First 
Legal Manufacturer: 

Labnovation Technologies INC., 

Cleaner 

 

Deferred for the 

saubmission 
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Floor Chuburji Centre 

Multan Road, Lahore 

Pakistan. 

 

ELI-01037 

1349-P 

6,000/- 

8th Floor, 2-Unit Building 1, 

Sheng Hui Hongxing Chuangzhi 

Square, Tongren Road, Tianliao 

Community, Yutang Street, 

Guangming District, 518107 

Shenzhen, Guangdong, Peoples 

Republic of China. 

 

Original FSC:   China. 

Validity:  21-04-2026 

Class-A 

 

Shelf Life          N/A 

 

Codes as per FSC 

completely filled 

application Form. 

755.  Bioactive Diagnostic 

Systems, 3 C/B, First 

Floor Chuburji Centre 

Multan Road, Lahore 

Pakistan. 

 

ELI-01037 

1348-P 

6,000/- 

Legal Manufacturer: 

Labnovation Technologies INC., 

8th Floor, 2-Unit Building 1, 

Sheng Hui Hongxing Chuangzhi 

Square, Tongren Road, Tianliao 

Community, Yutang Street, 

Guangming District, 518107 

Shenzhen, Guangdong, Peoples 

Republic of China. 

 

Original FSC:   China. 

Validity:  21-04-2026 

Lyse for Hematology Analyzers 

 

Class-A 

 

Shelf Life          N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

clarificdation of class 

of applied product & 

brand name 

756.  Bioactive Diagnostic 

Systems, 3 C/B, First 

Floor Chuburji Centre 

Multan Road, Lahore 

Pakistan. 

 

ELI-01037 

1347-P 

6,000/- 

Legal Manufacturer: 

Labnovation Technologies INC., 

8th Floor, 2-Unit Building 1, 

Sheng Hui Hongxing Chuangzhi 

Square, Tongren Road, Tianliao 

Community, Yutang Street, 

Guangming District, 518107 

Shenzhen, Guangdong, Peoples 

Republic of China. 

 

Original FSC:   China. 

Validity:  21-04-2026 

Diluent for Hematology Analyzers 

 

Class-A 

 

Shelf Life          N/A 

 

Codes as per FSC 

Approved subject to 

submission of brand 

name 

757.  M/s Vertex Medical 

Pvt. Ltd.  

 

Address: 401-402, 

Block – F, Johar 

Town, Lahore  

 

ELI-00150 

 

 

Application 

Submitted in R&I 

26-April-2021 

Fee 

Rs. 5,000/ through slip 

no. 2078028 

 

LEGAL 

MANUFACTEURER) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome 

Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan 

 

ISO 13485 Certificate:  

Valid till: 14-05-2027 

Fujifilm VP7000 

Endoscopic Video Image Processor  

 

Service Life: 6 Years 

 

 

Class A 

 

Codes: 

Endoscopic Video Image Processor – 

VP7000 

 

Approved 

758.  M/s Vertex Medical 

Pvt. Ltd.  

 

Address: 401-402, 

Block – F, Johar 

Town, Lahore  

LEGAL 

MANUFACTEURER) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome 

Fujifilm VP3500HD 

Endoscopic Video Image Processor 

VP3500HD 

 

Service Life: 6 Years 

 

Approved 
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ELI-00150 

 

 

Application 

Submitted in R&I 

26-April-2021 

Fee 

Rs. 5,000/ through slip 

no. 2078030 

 

Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan 

 

ISO 13485 Certificate:  

Valid till: 14-05-2027 

Class A 

 

Codes: 

Endoscopic Video Image Processor 

VP3500HD 

 

759.  M/s Vertex Medical 

Pvt. Ltd.  

 

Address: 401-402, 

Block – F, Johar 

Town, Lahore  

 

ELI-00150 

 

 

Application 

Submitted in R&I 

29-Dec-2022 

Fee 

Rs. 5,000/ through slip 

no. 05316500110 

 

LEGAL 

MANUFACTEURER) 

 

ARJOHUNTLEIGH AB - 

ADDRESS: Hans 

Michelsensgatan 10 

211 20 Malmo 

Sweden 

 

LOA  

Valid till: 31-12-2025 

 

FSC: Country of Origin  

Sweden 

 

ISO 13485 Certificate:  

Valid till: 05-01-2027 

 

Arjo 

DVT Garments 

Flowtron ACS 900 

 

Shelf Life: 3 Years 

 

 

Class A 

 

Codes: 

DVT 5, DVT 10, DVT 20,  

DVT 30, DVT 40, DVT 60L 

FG 100, FG 200, TRP 10 

TRP 20, TRP 30, TRP 40 

TRP 60L, L501-M, L503-M  

Approved 

760.  M/s Vertex Medical 

Pvt. Ltd.  

 

Address: 401-402, 

Block – F, Johar 

Town, Lahore  

 

ELI-00150 

 

 

Application 

Submitted in R&I 

05-Oct-2020 

Fee 

Rs. 5,000/ through slip 

no. 2041814 

 

LEGAL 

MANUFACTEURER) 

 

ARJOHUNTLEIGH AB - 

ADDRESS: Hans 

Michelsensgatan 10 

211 20 Malmo 

Sweden 

 

LOA  

Valid till: 31-12-2025 

 

FSC: Country of Origin  

Sweden 

 

ISO 13485 Certificate:  

Valid till: 05-01-2027 

ArjoHuntleigh AB 

Hospital Trolley  

Lifeguard 20 

Lifeguard 50  

Lifeguard 55 

 

Service Life: 10 Years 

 

Class A 

 

Codes: 

Lifeguard 20 

Lifeguard 50  

Lifeguard 55 

157003, 157009, 157018, 157021, 

157006PE02, 99901PE16, 

LG/ACC03, LG/ACC04, LG/ACC05, 

LGMAT/10, LGMAT/13, 

LGMAT/13PN, TRM2, TRM3 

 

Approved all types 

of trolley subject to 

submission of Form 

and requisite fee for 

each type as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

761.  Vertex Medical Pvt 

Ltd, 401 - 402, Block - 

F, Johar Town, Lahore 

- Pakistan. 

 

ELI-00150 

1338-P 

5,000/- 

Legal Manufacturer: 

Sorin Group Italia S.r.l 

Via Statale 12 Nord, 86-41037 

Mirandola, (MO) Italy. 

 

FSC: Italy. 

Date of Issuance:  01-08-2022. 

Brackets and Holders 

05103-Easy Lilliput Holder 

09017-Hemoconcentrator Holder 

050137-HSC Holder Heat Exchanger 

050640-Brackets for Inspire 

Oxygenator 

 

Class-A 

Approved only 

Brackets and Holders 

05103-Easy Lilliput 

Holder.  

The firm shall submit 

the requisite fee and 

form 6A for other 

models/products 
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Shelf Life: 15 Years 

 

Codes as per FSC 

09017-

Hemoconcentrator 

Holder 

050137-HSC Holder 

Heat Exchanger 

050640-Brackets for 

Inspire Oxygenator 

762.  ASTO Life Science 

Pvt. Ltd, 

Plaza No. 1 Block 

Orchard 1, Paragon 

City Barki Road, 

Lahore Cantt. 

 

ELI-00103 

1337-P 

6,000/- 

Legal Manufacturer: 
NEPHROCAN INC. 

940 - 1040 West Georgia Street, 

Vancouver, B.C. V6E 4H1, 

Canada. 

 

FSC:   Italy 

Validity:  12-06-2023 

NephroChairs  

Dialysis Chairs 

 

Class-A 

 

Shelf Life             N/A 

 

Codes: 

4640110 

4640111 

Approved 

763.  F.W Distributor, 

Opposite Poonch 

House, Adamjee 

Road, Saddar, 

Rawalpindi. 

 

ELI-00221 

1336-P 

6,000/- 

Legal Manufacturer: 
CERACARTA SPA 

VIA SECONDO CASADEI 

N*14, Z.I, VILLA SELVA, 

47122 FORLI (FC), ITALY. 

 

FSC:    Italy. 

Validity:     10-10-2015. 

ECO SUPERGEL 

ULTRASOUND GEL 

 

Class-A 

 

Shelf Life:    5 Year 

 

Codes as per FSC 

Approved subject to 

submission of 

updated LOA and 

codes. 

764.  F.W Distributor, 

Opposite Poonch 

House, Adamjee 

Road, Saddar, 

Rawalpindi. 

 

ELI-00221 

1401-P 

6,000/- 

Legal Manufacturer: 

SPENGLER SAS 30, rue Jean de 

Guiramand 13290 Aix-en-

Provence France. 

 

FSC:  France. 

Date of Issuance:  23-10-2024. 

Pressure Cuffs-Easy Fuse®  

Intravenous Pressure Infuser 

 

Class-A 

 

Shelf Life:  N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

updated LOA and 

codes. 

765.  F.W Distributor, 

Opposite Poonch 

House, Adamjee 

Road, Saddar, 

Rawalpindi. 

 

ELI-00221 

1400-P  6,000/- 

Legal Manufacturer: 

SPENGLER SAS 30, rue Jean de 

Guiramand 13290 Aix-en-

Provence France. 

 

FSC:  France. 

Date of Issuance:  23-10-2024. 

Pressure Cuffs-Clear Fuse® 

Intravenous Pressure Infuser 

 

 

Class-A 

 

Shelf Life:  N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

updated LOA and 

codes. 

766.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1335-P 

6,000/- 

Legal Manufacturer: 

Zhangjiagang Shengang 

Medical Products Co., Ltd, 

Xican Village, Fenghuang Town 

215625 Zhangiagang City, 

Jiangsu Province Peoples 

Republic of China. 

 

FSC:    China. 

Date of Issuance:     24-04-2024. 

Zhangjiagang Secure Suction 

Connecting Tube with or without 

Yankauer 

 

Class-A 

 

Shelf Life:    5 Years 

 

Codes as per FSC 

Approved subject to 

submission of 

justification of 

grouping & 

classification of 

medical devices, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

767.  SA Knitwear, Kothi Legal Manufacturer: LEBOO Gown (Non-Sterilized) Approved 
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No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1295-P 

5,000/- 

Leboo Healthcare Products 

Limited, A-1506, Lar Valley 

International No. 168 

Guang'anmen Wai St., Xicheng 

District, 100055 Beijing, P.R 

China. 

 

FSC: China. 

Date of issuance: 18-04-2023. 

 

Class-A 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

768.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1294-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

AlphaNovoCam Gimmi® Camera  

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission and brief 

description of 

product 

769.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1293-P 

5,000/- 

Legal Manufacturer: 

Hill-Rom S.A.S. Z.I. du 

Talhouet 56330 Pluvigner - 

France. 

 

FSC: France. 

Issuance 17-01-2019 

LOA validity 30-09-2026 

Hill-Rom Bed CenturisTM Pro 

Electric Bed  

 

Class-A 

 

Shelf Life: N/A 

 

 

Approved 

770.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1292-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

Fiber Optic Light Cable 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of brnad 

name and brief 

description of 

product 

771.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1291-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

HF Cables 

Monopolar Cables 

Bipolar Cables 

Neutral Electrode Cables 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved HF  

Monopolar Cables 

subject to submission 

of product 

description. 

 Board also approved 

Bipolar Cables & 

Neutral Electrode 

Cables as well 

subject to submission 

of Forms and 

requisite fee for the 

two types as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

772.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1290-P : 5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

Gimmi Products for Cleaning and 

Storage 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of brnad 

name clarification 

and brief description 

of product 

773.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

TruVidia Wireless Camera/1940442 

TruVidia Wireless Receiver/1940747 

 

Approved subject to 

submission of 

justification 
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Town, Lahore. 

 

ELI-00135 

1289-P 

5,000/- 

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

grouping of medical 

devices applied, brief 

description of 

product 

 

774.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1288-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

AlphaLED  

AlphaXenon Light Source 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

justification 

grouping of medical 

devices applied, brief 

description of 

product 

 

775.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1287-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

Gimmi® Gimmi Surgical Instrument 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of brief 

description of 

product 

 

776.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1286-P 

5,000/- 

Legal Manufacturer: 

Gimmi GmbH, 

Carl-Zeiss-Str. 6 78532 

Tuttlingen Germany. 

 

FSC: Germany. 

Validity: N/A. 

TV Adapters 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of barnd 

name & brief 

description of 

product 

 

777.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1285-P 

5,000/- 

Legal Manufacturer: 

Hill-Rom S.A.S. Z.I. du 

Talhouet 56330 Pluvigner - 

France. 

 

FSC: France. 

Issuance 17-01-2019 

 

LOA validity 30-09-2026 

HILL-ROM® 900. BED Basic electric 

hospital bed 

 

Class-A 

 

Shelf Life: N/A 

 

Codes: 

LI900B0, LI900B2, LI900B3 

Approved 

778.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1060-P-P 

5,000/- 

Legal Manufacturer: 

Hill-Rom S.A.S. Z.I. du 

Talhouet 56330 Pluvigner - 

France. 

 

FSC: France. 

Issuance 17-01-2019 

 

LOA validity 30-09-2026 

HILL-ROM 900 Accella Bed With 

Scale and without Scale 

 

Class-A 

 

Shelf Life: N/A. 

 

Codes & Sizes: As per FSC 

 

Approved both types 

HILL-ROM 900 

Accella Bed With 

Scale & HILL-ROM 

900 Accella Bed 

Without Scale 

subject to submission 

of Form and requisite 

fee(as per SRO 

1324(I)/2024 dated 

30th August, 2024) 

for HILL-ROM 900 

Accella Bed Without 

Scale 

779.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

Legal Manufacturer: 

Hill-Rom S.A.S. Z.I. du 

Talhouet 56330 Pluvigner - 

France. 

 

Basic Bed Mattress NSP  

 

Class-A 

 

Shelf Life: N/A 

Approved subject to 

submission of barnd 

name & brief 

description of 

product 
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ELI-00135 

1060-P-P 

5,000/- 

FSC: France. 

Issuance 10-02-2021 

 

LOA validity 30-09-2026 

 

 

 

Models: 

NP50/NP100/NP150 

 

 

780.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1284-P 

5,000/- 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

TruVidia Wireless Camera and control 

Unit 1940442 

TruVidia HD 2000 

TruVidia HD 5000 

TruVidia HD 7500 

TruVidia HD Cam 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved TruVidia 

Wireless Camera 

TruVidia HD 2000 

along with all other 

types of TruVidia 

Wireless Camera & 

Control unit subject 

to submission of 

Form & requisite 

fee(as per SRO 

1324(I)/2024 dated 

30th August, 2024) 

for other types of 

TruVidia Wireless 

Camera & Control 

unit  

781.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1063-P 

5,000/- 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

PST 500 

PST 500 

mobile operating table 

Class-A 

 

Shelf Life:  

 

Code: 

4080100 

Approvrd subject to 

submission of 

requisite fee. 

782.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1064-P 

5,000/- 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

PST 300, Mobile Operating Table 

(PST 300, Mobile Operating Table) 

 

Class-A 

 

Shelf Life: N/A 

 

Model as per FSC 

 

Approved 

783.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1282-P 

5,000/- 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

ALVO Operating Table Alvo 

RAPSODIA  

 

Class-A 

 

Shelf Life: 10 Year 

 

Codes as per FSC 

Approved 

784.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

ELI-00995 

1281-P 

5,000/- 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Date of Issuance: 17-07-2023. 

Vento 62 ICU Ventilator 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved the 

product in Class C 

subject to submission 

of Form 7A and 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 
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785.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

ELI-00995 

1280-P 

5,000/- 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Date of Issuance: 17-07-2023. 

Ecut 400S  

Electrosurgical unit 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved the 

product in Class C 

subject to submission 

of Form 7A and 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

786.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1279-P 

5,000/- 

Legal Manufacturer: 

Leboo Healthcare Products 

Limited, A-1506, Lar Valley 

International No. 168 

Guang'anmen Wai St., Xicheng 

District, 100055 Beijing, P.R 

China. 

 

FSC: China. 

Date of issuance: 18-04-2023. 

LEBOO  

Underpads 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes as per FSC 

Approved 

787.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1278-P 

5,000/- 

Legal Manufacturer: 

Leboo Healthcare Products 

Limited, A-1506, Lar Valley 

International No. 168 

Guang'anmen Wai St., Xicheng 

District, 100055 Beijing, P.R 

China. 

 

FSC: China. 

Date of issuance: 18-04-2023. 

LEBOO Shoe cover 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes as per FSC 

Approved 

788.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

ELI-00995 

1277-P  5,000/- 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Date of Issuance: 17-07-2023. 

IPN 56 Infusion Pump 

 

Class-A 

 

Shelf Life:  

Codes as per FSC 

Approved the 

product in Class C 

subject to submission 

of Form 7A and 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

789.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1276-P 

5,000/- 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

ALVO Operating Table Alvo 

Preludium  

 

Class-A 

 

Shelf Life: 10 Year 

 

Codes as per FSC 

Approved 

790.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1275-P 

5,000/- 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

ALVO Operating Table Alvo Etiuda  

 

Class-A 

 

Shelf Life: 10 Year 

 

Codes as per FSC 

Approved 

791.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

ALVO System Alvo Integra 

 

Class-A 

Approved subject to 

submission of 

justification of 
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ELI-00150 

1274-P 

5,000/- 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

 

Shelf Life: 10 Year 

 

Codes as per FSC 

classification of 

product &n brief 

description of 

product 

 

792.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1271-P 

5,000/- 

Legal Manufacturer: 

ArjoHuntleigh AB, 

Hans Michelsensgatan 10 211 20 

Malmo Sweden. 

 

Original FSC: Stockholm, 

Sweden. 

Validity: 12-07-2023. 

Pentaflex 2-way turn 

Pentaflex 4-way turn 

Pentaflex Plus 

Pentaflex Premium 2-way turn 

Pentaflex Premium 4-way turn 

Pentaflex Seat Cushion 

Simulflex 2-way turn 

Simulflex 4-way turn 

 

Class-A 

 

Shelf Life: 5 Year 

Approved subject to 

submission of 

justification 

grouping of medical 

devices applied, brief 

description of 

product and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

793.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1270-P 

5,000/- 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

ALVO Operating Table Alvo 

SERENADA 

 

Class-A 

 

Shelf Life: 10 Year 

 

Codes as per FSC 

Approved subject to 

clarification of the 

name of the device 

alongwith FSC 

having codes of the 

applied products. 

 

 

794.  Vertex Medical Pvt 

Ltd, 70-B-1, Gulberg 

III, Lahore - Pakistan. 

 

ELI-00150 

1269-P 

5,000/- 

Legal Manufacturer: 

Alvo Spolka Z, 

Organiczona 

Odpowiedzialnoscia Spolka 

Komandytowa Ul Poludniowa 

21A - 64 - 030 Smigiel, Poland. 

 

Original FSC: Warsaw, Poland. 

Validity: N/A. 

ALVO Operating Table Alvo 

SONATA 

 

Class-A 

 

Shelf Life: 10 Year 

 

Codes as per FSC  

 

Approved 

795.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

ELI-00995 

1266-P   5,000/- 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Date of Issuance: 17-07-2023. 

SPN 58 Syringe Pump 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved the 

product in Class C 

subject to submission 

of Form 7A and 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

796.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

ELI-00995 

1265-P   5,000/- 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Date of Issuance: 17-07-2023. 

Avacs 50 Anesthesia unit 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved the 

product in Class C 

subject to submission 

of Form 7A and 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

797.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4 & 6 Queens 

Center Queens Road, 

Lahore. 

 

Legal Manufacturer: 

SternMed GmbH, 

Schubertstrasse 31 88214 

Ravensburg Germany. 

 

FSC: Germany. 

Macs Patient Monitor 

* Macs 10 

* Macs 20 

* Macs 30 

* Macs 50 

 

Approved subject to 

submission of 

justification 

grouping & 

classification of 

medical devices 
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ELI-00995 

1264-P 

5,000/- 

Date of Issuance: 17-07-2023. Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

applied and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

798.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

1263-P 

5,000/- 

Legal Manufacturer: 

AliveDx Suisse SA Business 

Park Terre Bonne Route de 

Crassier 13 1262 Eysins 

Switzerland. 

 

FSC: Switzerland. 

Validity: 08-04-2027. 

MosaiQ 125 Instrument Multiplex 

Analyzer IVD, Laboratory 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

justification of 

classification & brief 

descrition of medical 

device applied and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

799.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

31,000/- 

 

Legal Manufacturer:  

M/s Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Manufacturing Site:  

Hologic Surgical Products  

Costa Rica, S.R.L. 

(562 Parkway, Coyol Free  

Zone, El Coyol, Alajuela - 

Costa Rica) 

 

Free Sale Certificate (FSC)  

Attached 

Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Valid till 01-02-2025 

 

ISO 13485: 2016  

Attached  

Medical Devices Quality  

Management System,  

Certificate number: FM  

702779, EN ISO 13485:2016  

Valid till 02-10-2025 

 

CE Certificate 

Attached 

EC certificate Number: No.  

CE 544674 Valid till: 2024- 

05-25 along with Notified  

body confirmation letter  

dated: 05-Feb-2024 

MYOSURE MANUAL TISSUE  

REMOVAL DEVICE  

Tissue morcellation system  

handpiece, line-powered 

 

Class: B 

 

Shelf life: 36 Months  

 

Codes as per FSC:  

• MyoSure Manual  

Tissue Removal Device  

(Single)20-401ML,  

• MyoSure Manual  

Tissue Removal  

Device (3-pack) 

20-403ML 

Approved subject to 

submission of 

justification grouping 

of medical devices, 

relevant description 

applied and Valid 

FSC. 

800.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

Legal Manufacturer:  

M/s Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Manufacturing Site:  

MyoSure Hysteroscopic Tissue 

Removal System Tissue morcellation 

system  

 

Class: B  

 

Approved subject to 

clarification of the 

name of the device 

whether it is Tissue 

Removal System or 

Tissue morcellation 
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31,000/- 

 

Hologic Surgical Products  

Costa Rica, S.R.L. 

(562 Parkway, Coyol Free  

Zone, El Coyol, Alajuela - 

Costa Rica) 

 

Free Sale Certificate (FSC)  

Attached 

Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Valid till 01-02-2025 

 

ISO 13485: 2016  

Attached  

Medical Devices Quality  

Management System,  

Certificate number: FM  

702779, EN ISO 13485:2016  

Valid till 02-10-2025 

 

CE Certificate 

Attached 

EC certificate Number: No.  

CE 544674 Valid till: 2024- 

05-25 along with Notified  

body confirmation letter  

dated: 05-Feb-2024 

Shelf life: 36 Months  

 

Codes as per FSC: 10-401, 10-403, 30-

401LITE, 30- 403LITE, 50-401XL 

50-403XL, 50- 501XL, 50-503XL, 10-

401FC, 10- 403FC, 50-603XL, 50-

601XL, 10- 550, RM-10-550 

system. 

 

Also submit revised 

fee as per revised 

SRO for system. 

801.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

31,000/- 

 

Legal Manufacturer:  

M/s Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Manufacturing Site:  

Hologic Surgical Products  

Costa Rica, S.R.L. 

(562 Parkway, Coyol Free  

Zone, El Coyol, Alajuela - 

Costa Rica) 

 

Free Sale Certificate (FSC)  

Attached 

Hologic, Inc. 

250 Campus Drive, 

Marlborough, MA 01752,  

USA 

Valid till 01-02-2025 

 

ISO 13485: 2016  

Attached  

Medical Devices Quality  

Management System,  

Certificate number: FM  

702779, EN ISO 13485:2016  

Valid till 02-10-2025 

 

CE Certificate 

Omni Hysteroscopes & Accessories  

Rigid optical hysteroscope 

(hysteroscopes) Hysteroscopy cervical 

leakage sheath (OmniLok) Endoscope 

working-channel seal (cervical seals) 

Device sterilization/disinfection 

container, reusable (instrument tray)  

 

Class: B  

 

Shelf life: Hysteroscopes and tray: 

N/A  

OmniLOK: 36 months’ Cervical seals: 

12 months  

 

Codes as per FSC:  

60-250-1, 60-250-2, 60-200, 60- 201, 

60-202, 60-203, 60-200-30, 60-201-

30, 60-202-30, 60-203- 30, RM-60-

200, RM-60-200-30, 40-201-30, 50-

201XL-30, 40- 250, RM-40-250, 40-

200, 50- 250XL, RM-50-250XL, 50-

200XL, 40-201,50-201XL, 40-902, 

60- 5FR, OLK-100, 60-903-1 

Approved subject to 

submission of 

justification of 

grouping of medical 

devices applied and 

valid FSC 
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Attached 

EC certificate Number: No.  

CE 544674 Valid till: 2024- 

05-25 along with Notified  

body confirmation letter  

dated: 05-Feb-2024 

802.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109  

R&I: 14-Oct-2022 

 

 

Legal Manufacturer: M/s 

Hologic, Inc. 250 Campus Drive, 

Marlborough, MA 01752, USA 

Hologic BVBA Da Vincilaan 5 

1930 Zaventem Belgium  

 

Free Sale Certificate (FSC) 

Certificate No. 000010  

Issuance 08-09-20 Attached  

 

ISO 13485: 2016 Attached  

 

LOA issuance 1 May 2024 

Aptima Specimen Transfer kit  

Transfer kit  

 

Class: A  

 

Shelf life: N/A  

 

Codes: 

301154C 

Approved subject to 

submission of shelf 

life along with 

supporting stability 

study data 

803.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109  

R&I: 14-Oct-2022 

 

 

Legal Manufacturer: M/s 

Hologic, Inc. 250 Campus Drive, 

Marlborough, MA 01752, USA 

Hologic BVBA Da Vincilaan 5 

1930 Zaventem Belgium  

 

Free Sale Certificate (FSC) 

Certificate No. 000010  

Issuance 08-09-20 Attached  

 

ISO 13485: 2016 Attached  

 

LOA issuance 1 May 2024 

Aptima Assay Fluids Kit Fluid Kit  

 

Class: A  

 

Shelf life: 30 Months  

 

Codes: 

303014 

Approved subject to 

submission of produt 

description 

804.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109  

R&I: 14-Oct-2022 

 

 

Legal Manufacturer: M/s 

Hologic, Inc. 250 Campus Drive, 

Marlborough, MA 01752, USA 

Hologic BVBA Da Vincilaan 5 

1930 Zaventem Belgium  

 

Free Sale Certificate (FSC) 

Certificate No. 000010  

Issuance 08-09-20 Attached  

 

ISO 13485: 2016 Attached  

 

LOA issuance 1 May 2024 

Aptima Auto Detect Kit Detection kit  

 

Class: A  

 

Shelf life: 31 Months  

 

Codes:  

301048 , 303013  

Approved subject to 

submission of produt 

description 

805.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109  

R&I: 07 Jul-2020 

 

 

Legal Manufacturer: M/s 

Hologic, Inc. 250 Campus Drive, 

Marlborough, MA 01752, USA 

Hologic BVBA Da Vincilaan 5 

1930 Zaventem  

 

Free Sale Certificate (FSC) 

Certificate No. 4115-1-2022 

Attached Hologic, Inc. 250 

Campus Drive, Marlborough, 

MA 01752, USA Valid till 02-

02-2024  

 

Thin Prep 5000 System  

Pap Smear preparation system  

 

Class: A  

 

Shelf life: N/A  

 

Codes: 

Thin Prep 5000 (benchtop) (71362-

001/71914- 001)  

• Thin Prep non gynecological Filters 

(70205-001)  

• Thin Prep pap test filters 500 packs 

Approved subject to 

submission of 

justification of 

grouping of medical 

devices applied and 

valid FSC 
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ISO 13485: 2016 Attached 

Medical Devices Quality 

Management System, Certificate 

number: FM 702779, EN ISO 

13485:2016 Valid till 02-10-

2025  

 

CE Certificate N/A Design 

Examination N/A 

(70099-001)  

• Thin Prep pap test microscope slides 

Thin Prep non gynecological 

microscopic slide (70303-001, 70372-

001)  

• Thin Prep cytolyt solution bottle 

Thin prep Preservcyt solution, vials, 

gynecological use 250 pack (70408-

002)  

• Thin prep Preservcyt solution, vials, 

non-gynecological use 100 pack 

(ASY-14753)  

• Thin prep Preservcyt solution, non-

gynecological use (bottle 4/pack) 

(70787-002, 70406-002)  

• Thin Prep genesis accessory kit 

(PRD04720)  

• Thin Prep genesis Aliquot starter kit 

(PRD-05064)  

• Thin Prep genesis processor (PRD-

04573)  

• Rovers’ cervix brush (70671-001) 

806.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109  

R&I: 07 Jul-2020 

 

 

Legal Manufacturer: M/s 

Hologic, Inc. 250 Campus Drive, 

Marlborough, MA 01752, USA 

Hologic BVBA Da Vincilaan 5 

1930 Zaventem  

 

Free Sale Certificate (FSC) 

Certificate No. 4115-1-2022 

Attached Hologic, Inc. 250 

Campus Drive, Marlborough, 

MA 01752, USA Valid till 02-

02-2024  

 

ISO 13485: 2016 Attached 

Medical Devices Quality 

Management System, Certificate 

number: FM 702779, EN ISO 

13485:2016 Valid till 02-10-

2025  

 

CE Certificate N/A Design 

Examination N/A 

Brand Name  

Celerity 20 HP Biological Indicator 

System  

 

Generic Name: Biological indicator 

and incubator  

 

Class: A  

 

Shelf life: Indicator: 10 months  

 

Codes as per FSC:  

CELERITY: • CELERITY 20 HP BI 

(BOX OF 25 BIS) (3822005090) • 

 

CELERITY HP INCUBATOR 

(8419899585) 

Approved subject to 

submission of valid 

FSC of USA 

807.  Medint, Office No. 17, 

1st Floor, Shan 

Arcade, Barkat 

Market, New Garden 

Town, Lahore. 

 

ELI-01048 

1260-P 

5,000/- 

Legal Manufacturer: 

Wuhan Mindray Scientific Co., 

Ltd, 18, Qinglinghe Road, 

Hongshan District, Wuhan City, 

430065 Hubel Province, P.R 

China. 

 

FSC: China. 

Validity:  13-06-2025. 

LOA validity 31-12-2027 

Mindray Hip Prosthesis Surgical 

Instruments 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

the submission of 

justification 

grouping & 

classification of 

medical devices, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

808.  Medint, Office No. 17, Legal Manufacturer: Mindray Knee Prosthesis Surgical Approved subject to 
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1st Floor, Shan 

Arcade, Barkat 

Market, New Garden 

Town, Lahore. 

 

ELI-01048 

1259-P 

5,000/- 

Wuhan Mindray Scientific Co., 

Ltd, 18, Qinglinghe Road, 

Hongshan District, Wuhan City, 

430065 Hubel Province, P.R 

China. 

 

FSC: China. 

Validity:  13-06-2025. 

LOA validity 31-12-2027 

Instruments 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

submission of 

justification 

grouping & 

classification of 

medical devices, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

809.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1258-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei  

Barrier Adhesive Film 

 

Class-A 

 

Shelf Life: 3 Year 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

810.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1257-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei  

Non-Woven Sponge 

 

Class-A 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

811.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1256-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei  

Suction Saliva Ejector Tube 

 

Class-A 

 

Shelf Life: 2 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

812.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1255-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei  

Cotton Roll 

 

Class-A 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

813.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1254-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei  

Sterilization Pouch 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

814.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1253-P 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

Hefei Disposable Irrigation Dental 

Needle 

 

Class-A 

 

Shelf Life: 3 Years 

Approved subject to 

submission of codes/ 

sizes as per FSC 
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5,000/- FSC: China. 

Validity: 26-04-2025. 

 

Codes as per FSC 

815.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1252-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei Dental Bib 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

816.  Stomns Co, Peoples 

Colony, Near Anwar 

Club, Sialkot. 

 

ELI-01084 

1251-P 

5,000/- 

Legal Manufacturer: 

Hefei Mlush Sanitary Product 

Co., Ltd, Room 612, Shengjing 

Building, 461 Huangshan RD., 

SHU Shandistrict, Hefei, China. 

 

FSC: China. 

Validity: 26-04-2025. 

Hefei Mixing Tip (Yellow, Blue, Pink) 

 

Class-A 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

817.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1243-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking  

Steam Autoclave Tape 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

818.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1242-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking PL Strips Indicator strips for 

gas plasma 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

819.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1241-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking  

Neutral Sterilization Tape  

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

820.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1240-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking  

Indicator strips for Ethylene Oxide 

Sterilization 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

821.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1239-P 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking Daily Control Test Single 

Use Bowie & Dick Type Test 

 

Class-A 

 

Shelf life: 5 years 

 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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5,000/- Codes as per FSC 

822.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1238-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking AC Strips Indicator strips for 

Steam Sterilization 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

823.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

1237-P 

5,000/- 

Legal Manufacturer: 

WIPAK OY, Wipaktie 2, FI-

15560, Nastola Finland. 

 

FSC: Finland. 

Validity: 12-10-2021. 

Steriking Helix Challenge Test 

Process Challenge Device (PCD) 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

824.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

 

Legal Manufacturer:  
M/s FUJIAN BESTWAY 

MEDICAL POLYMER 

CORPORATION ADDRESS: 

Room 02, 17th Floor, West 

District of Jinyuan Grand Plaza, 

No 68 Guangda Road, Taijiang 

District, Fuzhou, Fujian, China  

Manufacturing Site:  
SITE 1: 138, GUANPU ROAD, 

FUZHOU, FUJIAN, CHINA 

SITE 2: S2# & S3# BUILDING, 

MEDICAL DEVICE 

INDUSTRIAL PARK, 

INDUSTRIAL NEW ZONE, 

NO 66 TINGZHOU AVENUE 

SOUTH ROAD, CEWU 

TOWN, CHANGTING 

COUNTY, FUJIAN 

PROVINCE, CHINA  

 

LOA Validity: 31-12-2028 

FSC: Country of Origin Validity: 

29-12-2025  

 

EC Certificate Validity: 26-10-

2023 Extended till 31-12-2028 ( 

letter attached ) ISO 13485 

Validity: 26-10-2027 

Medibell IV Cannula with Wings 

(Straight Type)  

IV Cannula with Wings (Straight 

Type)  

 

Class B  

 

Shelf Life: 05 Years  

 

Codes / Sizes: 

 1. 10Gx48mm  

2. 12Gx48mm  

3. 14Gx140mm  

4. 14Gx52mm  

5. 14Gx50mm  

6. 14Gx48mm  

7. 14Gx45mm  

8. 14Gx32mm  

9. 16Gx140mm  

10. 16Gx52mm  

11. 16Gx50mm  

12. 16Gx48mm  

13. 16Gx45mm  

14. 16Gx32mm  

15. 18Gx52mm  

16. 18Gx50mm  

17. 18Gx48mm  

18. 18Gx45mm  

19. 18Gx33mm  

20. 18Gx32mm  

21. 18Gx30mm  

22. 18Gx25mm  

23. 20Gx52mm  

24. 20Gx50mm  

25. 20Gx48mm  

26. 20Gx45mm  

27. 20Gx33mm  

28. 20Gx32mm  

29. 20Gx30mm  

30. 20Gx25mm  

31. 22Gx32mm  

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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32. 22Gx25mm  

33. 22Gx19mm  

34. 24Gx19mm  

35. 26Gx19mm  

36. 26Gx12.7mm 

 

825.  SBK International, 23, 

Valley Road, Street 3, 

Westridge 1, 

Rawalpindi. 

 

ELI-00100 

 

Legal Manufacturer:  
M/s FUJIAN BESTWAY 

MEDICAL POLYMER 

CORPORATION ADDRESS: 

Room 02, 17th Floor, West 

District of Jinyuan Grand Plaza, 

No 68 Guangda Road, Taijiang 

District, Fuzhou, Fujian, China  

Manufacturing Site:  
SITE 1: 138, GUANPU ROAD, 

FUZHOU, FUJIAN, CHINA 

SITE 2: S2# & S3# BUILDING, 

MEDICAL DEVICE 

INDUSTRIAL PARK, 

INDUSTRIAL NEW ZONE, 

NO 66 TINGZHOU AVENUE 

SOUTH ROAD, CEWU 

TOWN, CHANGTING 

COUNTY, FUJIAN 

PROVINCE, CHINA  

 

LOA Validity: 31-12-2028 

FSC: Country of Origin Validity: 

29-12-2025  

 

EC Certificate Validity: 26-10-

2023 Extended till 31-12-2028 ( 

letter attached ) ISO 13485 

Validity: 26-10-2027 

Medibell IV Cannula Pen Type 

IV Cannula Pen Type 

 

Class B  

 

Shelf Life: 05 Years  

 

Codes / Sizes: 

1. 10Gx48mm  

2. 12Gx48mm  

3. 14Gx140mm  

4. 14Gx52mm  

5. 14Gx50mm  

6. 14Gx48mm  

7. 14Gx45mm  

8. 14Gx32mm  

9. 16Gx140mm  

10. 16Gx52mm  

11. 16Gx50mm  

12. 16Gx48mm  

13. 16Gx45mm  

14. 16Gx32mm  

15. 18Gx52mm  

16. 18Gx50mm  

17. 18Gx48mm  

18. 18Gx45mm  

19. 18Gx33mm  

20. 18Gx32mm  

21. 18Gx30mm  

22. 18Gx25mm  

23. 20Gx52mm  

24. 20Gx50mm  

25. 20Gx48mm  

26. 20Gx45mm  

27. 20Gx33mm  

28. 20Gx32mm  

29. 20Gx30mm  

30. 20Gx25mm  

31. 22Gx32mm  

32. 22Gx25mm  

33. 22Gx19mm  

34. 24Gx19mm  

35. 26Gx19mm  

36. 26Gx12.7mm  

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

826.  Flowtronix Systems, 

Flat No. 02, 1st Floor 

Al-Ashraf Plaza 

Range Road 

Rawalpindi. 

 

ELI-00217 

1236-P 

Legal Manufacturer: 

Hemonart Medikal Sistemler 

Sanayi Ticaret A.S, Mimarsian 

Mah. Kiztasi sok. No 11A 

Sultanbeyli, Istanbul Turkey. 

 

FSC: Turkey. 

Validity:  27-07-2023. 

Hemonart  

Compact One 9 ACT Analyzer 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of 

generic name & brief 

description of 

product 
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5,000/- 

827.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

ELI-00040 

1235-P 

5,000/- 

Legal Manufacturer: 

Grupa Medikal Teks.Tibbi Malz. 

Ikl.San.Tic.Ltd. STI. Buca 058 

Mah. Dogus Cad. 3/19 Sok. No: 

6, OSB 1. Bolge, Buca, Izmir, 

Turkey. 

 

FSC: Turkey. 

Date of Issued:01-09-2022. 

GRUPA  

Microscope Cover 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

828.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

ELI-00040 

1234-P 

5,000/- 

Legal Manufacturer: 

Grupa Medikal Teks.Tibbi Malz. 

Ikl.San.Tic.Ltd. STI. Buca 058 

Mah. Dogus Cad. 3/19 Sok. No: 

6, OSB 1. Bolge, Buca, Izmir, 

Turkey. 

 

FSC: Turkey. 

Date of Issued:01-09-2022. 

GRUPA  

Fluoroscopy Cover 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

829.  Assuza Incorporation, 

17-Rabbani Road, Old 

Anarkali, Lahore. 

 

ELI-00546 

1233-P 

5,000/- 

Legal Manufacturer: 

Ningbo HI, Tech Unicmed 

IMP@ Exp Co., Ltd. 11/F, Green 

Town, Lvyuan Tower, 588 

Canghai Road, Ningbo, 315040, 

China. 

 

FSC: China. 

Date of Issued:11-10-2023. 

Nangbo Hi-Tech Disposable Urinary 

Drainage Bags 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes as per FSC 

Approved subject to 

submission FSC 

having codes/sizes of 

applied product 

830.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

ELI-00040 

5,000/- 

Legal Manufacturer: Jiangsu 

Weikang Jiejing Medical 

Apparatus Co., Ltd. 18# 

Wenzhou Rd. Economical 

Development District Shuyang 

223600. China  

 

LOA: Validity 30-12-2026  

 

FSC: country of origin: CHINA 

Validity: 22-09-2025 

 

WERACON 

URINE METER WITH DRAINAGE 

BAG  

 

CLASS-A  

 

Shelf Life 5 Years  

 

Codes not provided 

Approved subject to 

submission FSC 

having codes/sizes of 

applied product 

831.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

ELI-00040 

31,000/- 

Legal Manufacturer: Jiangsu 

Weikang Jiejing Medical 

Apparatus Co., Ltd. 18# 

Wenzhou Rd. Economical 

Development District Shuyang 

223600. China  

 

LOA: Validity 30-12-2026  

 

FSC: country of origin: CHINA 

Validity: 22-09-2025 

WERACON  

Laryngeal Mask Airway 

 

CLASS-B 

 

Shelf Life:5 Years 

 

Codes/Sizes 

 

 

 

 

Approved subject to 

submission FSC 

having codes/sizes of 

applied product 

832.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

Legal Manufacturer: Jiangsu 

Weikang Jiejing Medical 

Apparatus Co., Ltd. 18# 

Wenzhou Rd. Economical 

Development District Shuyang 

223600. China  

Weracon 

Drainage urine bag 

 

Class a 

 

Shelf life: 5 years 

Approved subject to 

submission FSC 

having codes/sizes of 

applied product 
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ELI-00040 

5,000/- 

 

LOA: Validity 30-12-2026  

 

FSC: country of origin: CHINA 

Validity: 22-09-2025 

 

 

Codes 

 

 

 

833.  Tech Zone, Ground 

Floor, Weal House 8, 

Faiz Road, Old 

Muslim Town, 

Lahore. 

 

ELI-00040 

25,000/- 

Legal Manufacturer: Jiangsu 

Weikang Jiejing Medical 

Apparatus Co., Ltd. 18# 

Wenzhou Rd. Economical 

Development District Shuyang 

223600. China  

 

LOA: Validity 30-12-2026  

 

FSC: country of origin: CHINA 

Validity: 22-09-2025 

Weracon 

Nebulizer kit 

(aerosol mask & nebulizer) 

 

Class-b 

 

Shelf life: 5 years 

 

Codes/sizes 

Approved Weracon 

Nebulizer 

834.  Healer International, 

Office Address 

Office No. 13, 3rd 

Floor Satellite 

Shopping Centre 6th 

Road Rawalpindi. 

 

ELI-01167 

1232-P 

5,000/- 

Legal Manufacturer: 

Hubei MeterOmega Technology 

Ltd, Biomedical Industrial Park, 

Jianqiu 5th Road, Duodao 

district, Jingmen City, Hubei 

Province China. 

 

FSC: China. 

Validity: 23-12-2025. 

Arterial Hemostasis Compressor 

 

Class-A 

 

Shelf Life: 2 Years 

 

Codes as per FSC 

Approved subject to 

the submission of 

justification 

classification of 

medical device, 

brand name, relevant 

description and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

835.  Multan Chemical 

Limited, Plot No. 6-7-

8 FIEMDC, Industrial 

Estate, Sahianwala, 

Faisalabad. 

 

ELI-01158 

1231-P 

5,000/- 

Legal Manufacturer: 

Yuyao Yufeng Medical 

Equipment Co., Ltd, No. 168 

Sihai Avenue, Simen Town, 

Yuuao Ningbo City, Zhejiang, 

China. 

 

FSC: China. 

Validity: 20-05-2025. 

Yufeng  

Medical Alarm System 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of model/ 

codes as per FSC. 

836.  Imtiaz Brothers, Suite 

No. 7B, 2nd Floor, 

Abrar Business 

Center, 25 Main 

Wahdat Road, Lahore. 

 

ELI-00133 

1230-P 

5,000/- 

Legal Manufacturer: 

Changzhou Major Medical 

Products Co., Ltd, No. 1 Beiyang 

Road, Hexi Village, Zouqutown, 

213144, Changzhou City, 

Jiangsu Province, People's 

Republic of China. 

 

FSC: China. Validity: 20-09-

2024. 

Major Medical Disposable Adhesive 

Wound Dressing 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of model/ 

codes as per FSC. 

837.  Audio Medics, 30-A, 

Shan Centre, Near 

Honda Fort Queens 

Road, Abid Market, 

Lahore. 

 

Godown Address 

13-F, Fatima Centre, 

14-A Queens Road, 

Lahore. 

 

Legal Manufacturer: 

Cochlear Limited, 1 University 

Avenue, Macquarie University, 

NSW 2109, Australia. 

 

FSC: Australia. 

Validity: 02-06-2023. 

Cochlear Integrity Test System 

 

Class-A 

 

Shelf Life: N/A 

 

Codes as per FSC 

Approved subject to 

submission 

justification of 

classification & brief 

descripotion of 

medical devices 

applied, brief 

description of 

product 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 288 of 578 

 

ELI-01011 

1229-P  5,000/- 

838.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1228-P 

5,000/- 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

Mini-Cube 

 

Cube 30 Touch 

 

VES-Matic 5 

 

VES-Matic Original 

 

VES-Matic Cube Track 

 

Class-A 

 

Shelf Life: N/A 

 

Codes: 

MINI-CUBE 103921  

Analyzer 

CUBE 30  

TOUCH 103951  

Analyzer 

  

VES-MATIC 5 103601  

Analyzer 

  

VES-MATIC  

ORIGINAL 103401  

Analyzer 

  

VES-MATIC  

CUBE TRACK 103851  

Analyzer 

Approved subject to 

the submission of 

justification grouping 

& classification of 

medical devices 

along with 

clarification of brand 

name and generic 

name 

839.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1227-P 

5,000/- 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

VACU-Tec 

 

VACU-Tec Cuvette-L 

 

VES-Tec Bulk 

 

VES-Tec Cuvette-L 

 

Class-A 

 

Shelf Life: 10 to14 Month 

 

Codes: 

VACU-TEC 10200 100 Tubes 

VACU-TEC CUVETTE-L 10208 200 

Tubes VES-TEC BULK 10212 1500 

Tubes VES-TEC CUVETTE-L 10214 

200 Tubes 

Approved subject to  

submission of 

justification grouping 

& classification of 

medical devices 

along with 

clarification of brand 

name, generic name 

and relevant product 

description 

840.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

ESR Control 

ESR Control Cube 

 

Class-A 

 

Shelf Life: 18 Month 

 

Approved subject to 

the submission of 

justification grouping 

of medical devices 

along with brand 

name, and relevant 

product description 
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Rawalpindi, Pakistan. 

 

ELI-00209 

1226-P 

5,000/- 

Codes as per FSC 

ESR Control 10430 4x9ml 

ESR Control 10434 2x9ml 

ESR Control  

Cube 10435 4x9ml 

ESR Control  

Cube 10436 2x9ml 

841.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1225-P 

5,000/- 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

Chorus Trio 

Chorus Trio Ras 

Chorus Autosampler 

Chorus Autosampler Upgrade Kit 

Chorus Expander Upgrade Kit 

 

Class-A 

 

Shelf Life: N/A 

 

Codes: 

CHORUS TRIO 81200 1Analyzer 

CHORUS  

AUTOSAMPLE 

R 

81210 1Analyzer 

AUTOSAMPLE 

R UPGRADE  

KIT  

81215 01 kit 

CHORUS TRIO  

RAS 81220 1Analyzer 

CHORUS  

EXPANDER  

UPGRADE KIT  

88600 01 kit 

Approved subject to 

the submission of 

justification grouping 

of medical devices 

along with brand 

name, and relevant 

product description 

842.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1225-P 

5,000/- 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

CHORUS LINE-CONSUMEABLE 

CLUSTER  

 

Class -A  

 

Shelf Life:  

 

CODE PACK SIZE CHORUS 

CLEANING SOLUTION 2000 

83609 4x20ml (36 Months) 

CHORUS SANITIZING SOLUTION 

83604 1x20ml 

18 Months 

CHORUS WASHING BUFFER 

AUTOIMMUNIT Y 86004 12x20ml 

ENZY-WELL 18 Months 

CHORUS WASHING BUFFER 

83606 4x100ml  

18 Months 

CHORUS NEGATIVE CONTROL 

SAMPLE DILUENT 83607 1x5ml 

36-Months 

Approved subject to 

submission of 

Generic name & 

relevant brief 

description of 

product 

 

843.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

Chorus Sanitizing Solution 

Enzy-Well / Chorus Washing Buffer 

Chorus Negative 

Approved subject to 

the submission of 

justification grouping 
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Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1224-P 

5,000/- 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

Control / Sample Diluent 

Chorus Cleaning Solution 2000 

Chorus Washing Buffer 

Autoimmunity 

 

Class-A 

 

Shelf Life: 36 Month, 18 Month, 18 

Month, 18 Month, 36 Month 

& classification of 

medical devices 

along with generic 

name and relevant 

product description 

844.  Future Scientific, FS 

House, Opposite 

Street # 04, Main 

Road Shaheen Town, 

Gangaal West, Post 

Office, Fazaia Colony, 

Post Code 46330 

Rawalpindi, Pakistan. 

 

ELI-00209 

1223-P 

5,000/- 

Legal Manufacturer: 

DIESSE Diagnostica Senese 

S.p.A, Strada dei Laghi 39, 

53035, Monteriggioni (SI), Italy. 

 

FSC: Italy. 

Validity: 29-11-2022. 

Chorus Coprocollect 

 

Class-A 

 

Shelf Life: 24 Month 

 

Codes as per FSC 

86602 

Approved 

845.  M/S Future Scientific 

Address: FS House, 

Opposite Street # 04, 

Main Road Shaheen 

Town, Gangal West, 

Post Office, Fazaia 

Colony, Post Code 

46330, Rawalpindi, 

Pakistan.  

 

(ELI-00209) Date of 

R&I 09-09-2024  

Legal Manufacturer: DIESSE 

Diagnostica Senese SPA 

Address: Viale Decumano 36 - 

20157 Milano - Italy Operational 

Headquarters: Strada dei Laghi, 

39 - 53035 Monteriggioni (SI) – 

Italy  

 

FSC: Country of Origin-Italy 

Validity: 22-10-2025 FSC: FSC 

of Reference Country-ITALY 

Validity: 22-10-2025  

 

LOA Validity: 31-12-2024 EC 

Certificate Validity: 26-05-2025 

ISO 13485 Validity: 26-06-2027  

CHORUS Virology Cluster  

 

Class-B 

 

Shelf life: 12 Months 

 

CODE PACK SIZE CHORUS 

CHIKUNGUNYA IgG (36) 81133 36 

test  

CHORUS CHIKUNGUNYA IgM 

(36) 81134 36 Test  

CHORUS DENGUE IgG (36) 81154 

36Test  

 

CHORUS DENGUE IgM capture(36) 

81157 36 Test  

Approved subject to 

the submission of 

justification 

grouping & 

classification of 

medical devices, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

846.  M/S Future Scientific 

Address: FS House, 

Opposite Street # 04, 

Main Road Shaheen 

Town, Gangal West, 

Post Office, Fazaia 

Colony, Post Code 

46330, Rawalpindi, 

Pakistan.  

 

(ELI-00209) Date of 

R&I 09-09-2024  

Legal Manufacturer: DIESSE 

Diagnostica Senese SPA 

Address: Viale Decumano 36 - 

20157 Milano - Italy Operational 

Headquarters: Strada dei Laghi, 

39 - 53035 Monteriggioni (SI) – 

Italy  

 

FSC: Country of Origin-Italy 

Validity: 22-10-2025 FSC: FSC 

of Reference Country-ITALY 

Validity: 22-10-2025  

 

LOA Validity: 31-12-2024 EC 

Certificate Validity: 26-05-2025 

ISO 13485 Validity: 26-06-2027  

CHORUS Trab  

 

Class-B  

 

Shelf Life: 12 month 

 

Code Pack Size CHORUS TRab 

86112 36 Test 

Approved subject to 

submission of 

Generic name & 

relevant brief 

description of 

product & as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

847.  M/S Future Scientific 

Address: FS House, 

Opposite Street # 04, 

Main Road Shaheen 

Town, Gangal West, 

Legal Manufacturer: DIESSE 

Diagnostica Senese SPA 

Address: Viale Decumano 36 - 

20157 Milano - Italy Operational 

Headquarters: Strada dei Laghi, 

CHORUS Bacteriology Cluster  

 

Class-B  

 

Shelf Life: 12 months  

Approved subject to 

the submission of 

justification 

grouping & 

classification of 
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Post Office, Fazaia 

Colony, Post Code 

46330, Rawalpindi, 

Pakistan.  

 

(ELI-00209) Date of 

R&I 09-09-2024  

39 - 53035 Monteriggioni (SI) – 

Italy  

 

FSC: Country of Origin-Italy 

Validity: 22-10-2025 FSC: FSC 

of Reference Country-ITALY 

Validity: 22-10-2025  

 

LOA Validity: 31-12-2024 EC 

Certificate Validity: 26-05-2025 

ISO 13485 Validity: 26-06-2027  

 

Codes/Sizes: 

Products Description Code Pack Size 

CHORUS CLOSTRIDIUM 

DIFFICILE GDH(12) 81168 12 

CHORUS CLOSTRIDIUM 

DIFFICILE A/B TOXINS(12) 81170 

12 

medical devices, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

848.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1222-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 4200 Shower Trolley  

 

Class-A 

 

Shelf Life: N/A 

 

  

Approved 

849.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1221-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 4000 Shower Trolley  

 

Class-A 

 

Shelf Life: N/A 

 

 

Approved 

850.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1220-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 3200 - Battery operated Shower 

Trolley 

 

Class-A 

 

Shelf Life: N/A 

 

Approved 

851.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1219-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 2810 Shower Panel 

 

Class-A 

 

Shelf Life: N/A 

 

 

 

Approved subject to 

submission of the 

clarification of the 

product applied 

alongwith relevant 

brief description of 

the product applied. 

852.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1217-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 2000 Shower Trolley 

 

Class-A 

 

Shelf Life: N/A 

 

 

 

Approved 

853.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1216-P 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

TR 1700 Bathing System TR 1700 

Height Adjustable Bathtub 

 

Class-A 

 

Service Life: 10 years 

 

Approved 
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5,000/- LOA validity 20-02-2026  

 

854.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1215-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 1000 Shower Chair 

 

Class-A 

 

Service Life: 10 years 

 

 

 

Approved 

855.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1214-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 900 Bathing System Bathtub TR 

900 

 

Class-A 

 

Service Life: 10 years 

 

 

 

Approved 

856.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1213-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR Swing Bathing System Swing 

Recline Bathtub 

 

Class-A 

 

Shelf Life: N/A 

 

 

 

Approved 

857.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1212-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR Comfortline Bathing System TR 

Comfortline Bathtub 

 

Class-A 

 

Shelf Life: N/A 

 

 

 

Approved 

858.  Radiant Medical (Pvt) 

Ltd, 06-Sher Shah 

Block New Garden 

Town, Lahore. 

 

ELI-00135 

1211-P 

5,000/- 

Legal Manufacturer: 

TR Equpment AB 

Rundelgatan 2573 35 Tranas 

Sweden. 

 

FSC: Sweden. 

Validity: 14-03-2024. 

LOA validity 20-02-2026 

TR 9650 Patient Mobile Bath Lift 

System 

 

Class-A 

 

Shelf Life: N/A 

 

 

 

Approved 

859.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

1206-P 

5,000/- 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

Vacutest Plast (9NC Buffeed Citrate 

3.2%) 

 

Class-A 

 

Shelf Life 18 Month 

 

Codes as per FSC 

Approved subject to 

submission of 

generic name & 

relevant brief 

description 

860.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

Vacutest Plast (Clot Activator) 

 

Class-A 

Approved subject to 

submission of 

generic name & 
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Westridge I, 

Rawalpindi. 

 

ELI-00196 

1205-P 

5,000/- 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

 

Shelf Life 18 Month 

 

Codes as per FSC 

relevant brief 

description 

861.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

1203-P 

5,000/- 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

Vacutest Plast (9NC Buffeed Citrate 

3.2%) 

 

Class-A 

 

Shelf Life 18 Month 

 

Codes as per FSC 

Approved 

862.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

1202-P 

5,000/- 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

Vacutest Plast (9NC Buffeed Citrate 

3.2%) 

 

Class-A 

 

Shelf Life 18 Month 

 

Codes as per FSC 

Approved 

863.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

1201-P 

5,000/- 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

Vacutest Plast (9NC Buffeed Citrate 

3.2%) 

 

Class-A 

 

Shelf Life 18 Month 

 

Codes as per FSC 

Approved 

864.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

1200-P 

5,000/- 

Legal Manufacturer: 

Vacutest Kima S.R.L. Via Dell 

Industria, 12 35020 Arzergrande 

(PD) Italy. 

 

FSC: Italy. 

Validity: 07-07-2023. 

Vacutest Plast (9NC Buffeed Citrate 

3.2%) 

 

Class-A 

 

Shelf Life 18 Month 

 

Codes as per FSC 

Approved 

865.  Global Clinical Cura 

(Pvt) Ltd, House No. 

18, Main Iqbal Road, 

Westridge I, 

Rawalpindi. 

 

ELI-00196 

5,000/- 

 

Legal Manufacturer: 
M/S BonrayBio Co., Ltd 

4F., No. 118, Gongye 9th Rd., 

Dali Dist., Taichung City 

41280, Taiwan (R.O.C.) 

 

EU Certificate Validity : 

07/12/2028 

 

LOA Validity : 17/02/2026 

 

ISO 13485 Validity: 27/08/2026 

 

LensHooke X1 PRO  

Semen Quality Analyzer 

 

Class-A 

 

Shelf Life: 2 years shelf life of the 

accessory, semen test cassette 

 

Code/sizes  

X1 PRO  

Approved 

 

866.  Pak Punjab Cardex 

Medical System, 

Ground Floor, 210-J/2 

Legal Manufacturer: 

Kossel Medtech (Suzhou) Co., 

Ltd, Building 6, No. 8 Jinfeng 

Selestem®  

Radial Artery Tourniquet 

 

Approved 
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Block M.A Johar 

Town Lahore. 

 

ELI-00174 

1199-P 

5,000/- 

Road, Suzhou New district, P.R. 

China. 

 

FSC: China. 

Validity: 19-07-2026. 

LOA validity 25-03-2027 

Class-A 

 

Shelf Life 2 years 

 

Codes as per FSC 

Codes / Sizes  

KRAT-L0 

KRAT-M0 

KRAT-S0 

KRAT-L1 

KRAT-M1 

KRAT-S1 

867.  Global Health Care, 

GHC Midway 

Commercial Plaza 

No.20, Bahria Town 

Phase 7, Rawalpindi. 

 

ELI-00086 

1198-P 

6,000/- 

Legal Manufacturer: 

E-Lab Biological Science & 

Technology Co Ltd, 

No. 1, Kechuang Road, Yaohua 

Street, Qixia District, Nanjing 

City, Jiangsu Province, China, 

P.C. 210046. 

 

 

Original FSC:   China. 

Validity:  19-05-2025. 

Auto Chemistry Analyzer AS-120 

(OEM Auto Chemistry Analyzer 

IVC120) Auto Chemistry Analyzer 

AS-160 (OEM Auto Chemistry 

Analyzer IVC160) 

 

Class-A 

 

Shelf Life: N/A 

 

Codes As per FSC 

Approved 

 

868.  Decent Traders, KH 

No. 2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore 

Pakistan. 

 

ELI-00516 

1194-P 

5,000/- 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 668 

Chanhua Road, Fotang Town 

Industrial Functional Area, Yiwu 

City, 322002, Zhejiang 

Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

Smileplus Film Island wound dressing 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Approved subject to 

the submission of 

clarification of 

classification of 

medical device, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

869.  Decent Traders, KH 

No. 2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore 

Pakistan. 

 

ELI-00516 

1193-P 

5,000/- 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 668 

Chanhua Road, Fotang Town 

Industrial Functional Area, Yiwu 

City, 322002, Zhejiang 

Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

 

Smileplus PE Tape Medical adhesive 

tape 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Approved subject to 

submission of codes/ 

sizes as per FSC 

870.  Decent Traders, KH 

No. 2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore 

Pakistan. 

 

ELI-00516 

1192-P 

5,000/- 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 668 

Chanhua Road, Fotang Town 

Industrial Functional Area, Yiwu 

City, 322002, Zhejiang 

Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

Smileplus Transparent Film Dressing 

Wound dressing 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Deferred for the 

submission of 

clarification of 

classification of 

medical device, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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871.  Decent Traders, KH 

No. 2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore 

Pakistan. 

 

ELI-00516 

1191-P 

5,000/- 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 668 

Chanhua Road, Fotang Town 

Industrial Functional Area, Yiwu 

City, 322002, Zhejiang 

Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

Smileplus Calcium alginate dressing 

Wound dressing 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Deferred for the 

submission of 

clarification of 

classification of 

medical device, 

relevant description 

and accordingly 

requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 

 

872.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1190-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji  

Tongue Depressor 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

873.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1189-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji Cotton Roll 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

874.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1188-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji Elastic Bandage 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

875.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1187-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji Plaster of Pairs Bandage / P.O.P 

Bandage 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

876.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

Anji Cast Padding / Orthopedic 

Bandage 

 

Class-A 

 

Shelf Life: 5 Year 

Approved subject to 

submission of codes 

as per FSC. 
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1186-P 

5,000/- 

 

 

FSC: China. 

Validity: 04-06-2024. 

 

 

Codes/ sizes as per FSC 

877.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1185-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji PU / Transparent / Non-Woven 

Wound Dressing 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

878.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1184-P 

5,000/- 

 

Legal Manufacturer: 

Anji Hongde Medical Products 

Co., Ltd, Building No. 1, 3, 4, 5, 

Bamboo Industrial Zone, 

Xiaofeng Town, Anki County, 

Zhejiang, R.R. China. 

 

FSC: China. 

Validity: 04-06-2024. 

 

Anji Medical Tape 

 

Class-A 

 

Shelf Life: 2 Years 

 

Codes/ sizes as per FSC 

Approved 

submission of 

constituent material 

of the tape and codes 

879.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1183-P 

5,000/- 

 

Legal Manufacturer: 

Zhangjiagang Shengang 

Medical Products Co., Ltd, 

Xican Village, Fenghuang Town 

215625 Zhangiagang City, 

Jiangsu Province Reoples 

Republic of China. 

 

FSC: China. 

Validity: 24-04-2024. 

 

Zhangjiagang Secure Suction Liner / 

Jar 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

880.  SA Knitwear, Kothi 

No. 7 Teshi Kabirwala 

District Khanewal 

Pakistan. 

 

ELI-00849 

1182-P 

5,000/- 

 

Legal Manufacturer: 

Zhangjiagang Shengang 

Medical Products Co., Ltd, 

Xican Village, Fenghuang Town 

215625 Zhangiagang City, 

Jiangsu Province Reoples 

Republic of China. 

 

FSC: China. 

Validity: 24-04-2024. 

 

Zhangjiagang Secure Urine Bag 

 

Class-A 

 

Shelf Life: 5 Years 

 

Codes/ sizes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

881.  Cardiac Care, 

848-C, Shadman-1, 

Lahore - 54610. 

 

ELI-00070 

1181-P 

5,000/- 

Legal Manufacturer: 
Celsius Medical SL, 

Ctra Torrejon-Ajalvir km. 5,200; 

28864 - Ajalvir (Madrid) Spain. 

 

FSC: Spain. 

Validity: 02-01-2023. 

Calima Non Sterile Blankets 

Patient warming blankets 

 

Class-A 

 

Shelf Life: 5 Year 

 

Codes as per FSC 

Approved subject to 

submission of codes 

as per FSC. 

882.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

Riester e-Scope-Ophthalmoscope 

 

Class-A 

 

Approved subject to 

submission of FSC 

having product 

code/model 
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Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1171-P 

5,000/- 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Shelf life: 5 years 

 

Codes as per FSC 

883.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1170-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Pen-Diagnostic Pen Light 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having product 

code/model 

884.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1169-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester SuperVu Galilean-Binocular 

Loupe 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having product 

code/model 

885.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1168-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Schiotz C-Tonometer 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having product 

code/model 

886.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1167-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Duplex 2.0-Stethoscope 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having product 

code/model 

887.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1166-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Penscope-Ophthalmoscope 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having product 

code/model 

888.  Metro Commercial 

Enterprises, Suit No. 
Legal Manufacturer: 

Rudolf Riester GmbH,  

Riester Ri-Mini-Otoscope 

 

Approved subject to 

submission of FSC 
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1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1165-P 

5,000/- 

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

having product 

code/model 

889.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1164-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-scope L-Otoscope and its 

accessories 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

890.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1163-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Penscope-Otoscope and its 

accessories  

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

891.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1162-P  5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester e-Scope-Otoscope 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

892.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1161-P  5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-scope L-Ophthalmoscope 

and its accessories 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

893.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1160-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Mini-Ophthalmoscope and 

its accessories 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

894.  Metro Commercial 

Enterprises, Suit No. 
Legal Manufacturer: 

Rudolf Riester GmbH,  

Riester Ri-scope L-Retinoscope and 

its accessories 

Approved subject to 

submission of FSC 
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1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1159-P 

5,000/- 

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

having the codes of 

the applied product. 

895.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1158-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester SuperVu High-Res.Galilean-

Binocular Loupe 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

896.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1157-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester SuperVu Galilean-Binocular 

Loupe 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

897.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1156-P 5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Duplex-Stethoscope 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

898.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1155-P  5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Pneumatic Tourniquet-

Komprimeter with accessories 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

899.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1154-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Module-Laryngoscope 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

900.  Metro Commercial 

Enterprises, Suit No. 
Legal Manufacturer: 

Rudolf Riester GmbH,  

Riester Ri-Former-Diagnostic Station 

 

Approved subject to 

submission of FSC 
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1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1153-P 

5,000/- 

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

having the codes of 

the applied product. 

901.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1152-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Econom-Diagnostic Set 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

902.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1151-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Clip-Tourniquet 

 

Class-A 

 

Shelf life: 3 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

903.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1150-P 5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Magic-Examination Light 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

904.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1149-P   5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Focus-Examination Light 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

905.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1148-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Big Ben-Aneroid 

Sphygmomanometer 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

906.  Metro Commercial 

Enterprises, Suit No. 
Legal Manufacturer: 

Rudolf Riester GmbH,  

Riester Precisa N-Aneroid 

Sphygmomanometer 

Approved subject to 

submission of FSC 
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1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1147-P 

5,000/- 

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC 

having the codes of 

the applied product. 

907.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1146-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-Standard-Laryngoscope 

with accessories 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC   

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

908.  Metro Commercial 

Enterprises, Suit No. 

1, L.G.F, Abrar 

Business Centre, 

Wahadat Road, 

Lahore Pakistan. 

 

ELI-00137 

1145-P 

5,000/- 

Legal Manufacturer: 

Rudolf Riester GmbH,  

Bruckstrabe 31 72417 Jungingen 

Germany. 

 

FSC: Germany. 

Issuance 23-11-2023 

 

LOA validity 31-12-2026 

Riester Ri-San-Aneroid 

Sphygmomanometer 

 

Class-A 

 

Shelf life: 5 years 

 

Codes as per FSC   

Approved subject to 

submission of FSC 

having the codes of 

the applied product. 

909.  ORBIT. AR 

PRIVATE LIMITED, 

A-1 Block, Plot No. 

43, Haji Park, 

Ferozpur Road, Kasur. 

 

ELI-00830 

1398-P 

6,000/- 

 

Legal Manufacturer: 

Jiangsu Tai Medical Technology 

Co., Ltd, 

Building 1, 56 Youshan Road, 

Gaochun Economic 

Development Zone, Nanjin, 

China. 

 

Original FSC:  China 

Validity:   02-08-2026. 

LOA issuance 01-10-2024 

ORBIT 

Medical Tape 

 

Class-A 

 

Shelf Life:  3 years 

 

Codes/sizes as per FSC 

Approved 

910.  MBS Distributor, Flat 

101, Shah Alam 

Arcade, Defence Road 

Rawalpindi. 

 

ELI-01287 

1397-P 

6,000/- 

 

Legal Manufacturer: 

Nanyang Major Medical 

Products Co., Ltd, No. 16 

County Road, Jinhua Town, 

Wancheng District, nanyang 

City, Henan Province, China. 

 

Original FSC:  China 

Dated:   14-11-2024 valid for 2 

years. 

LOA validity 31-12-2028 

Ultrasound Probe Cover 

 

Class-A 

 

Shelf Life:  3Year 

 

Codes as per FSC 

10x61cm, 13x61cm, 13x122cm, 

15x122cm 

Approved 

911.  MBS Distributor, Flat 

101, Shah Alam 

Arcade, Defence Road 

Rawalpindi. 

 

ELI-01287 

1418-P 

6,000/- 

Legal Manufacturer: 

Nanyang Major Medical 

Products Co., Ltd, No. 16 

County Road, Jinhua Town, 

Wancheng District, nanyang 

City, Henan Province, China. 

 

Original FSC:  China 

C-arm cover 

C-arm cover 

 

Class-A 

 

Shelf Life:  3 Year 

 

Codes: 

Approved 
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 Dated:   14-11-2024 valid for 2 

years. 

LOA validity 31-12-2028 

75x90cm, 90x90cm, 80x120cm 

912.  MBS Distributor, Flat 

101, Shah Alam 

Arcade, Defence Road 

Rawalpindi. 

 

ELI-01287 

1419-P 

6,000/- 

 

Legal Manufacturer: 

Nanyang Major Medical 

Products Co., Ltd, No. 16 

County Road, Jinhua Town, 

Wancheng District, nanyang 

City, Henan Province, China. 

 

Original FSC:  China 

Dated:   14-11-2024 valid for 2 

years. 

LOA validity 31-12-2028 

Microscope Drape 

Microscope Drape 

 

Class-A 

 

Shelf Life:  3 Year 

 

Code: 

137x381cm 

Approved 

913.  Bio Sphere 

Marketing, House 2, 

Street 4 Adjacent to 

the best grammar 

school, Pak Town 

Chungi Amar Sidhu 

Lahore Pakistan. 

 

ELI-00922 

 

31,000/- 

Legal Manufacturer: 

AEHEALTH LIMITED 

Floor 11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen, China. 

 

FSC:  Germany 

Dated :   16-05-2023 

Hemoglobin Test kit for Laffinite II 

(HbA1c Reagent kit)  

  

 

Class-B 

 

Shelf Life:  2 Years 

 

Codes/sizes: 

500 Tests/kit 

 

Approved 

914.  Medicamp 

International, Office 

No. 1, First Floor, 

Raja Naseer Plaza, 

New Abadi, Morgah, 

Rawalpindi. 

 

ELI-00200 

1394-P 

25,000/- 

Legal Manufacturer: 

Jiangsu Ostup Medical jProducts 

Co., Ltd., No. 9, Caofang Road, 

Luhe Zone, Nanjing, 211500 

Jiangsu, China. 

 

Original FSC:  China 

Validity:   06-09-2026. 

Ostupmed 

Hydrocolloid Dressing 

 

Class-A 

 

Shelf Life:  3 Years 

 

Codes as per FSC 

Approved subject to 

ubmission of codes 

as per FSC 

915.  M/s M & N Health 

Care, located at House 

No 40, Block-A 

Satellite Town, 

Gujranwala. 

 

ELI No. 00370 

31,000/- 

 

 

Legal Manufacturer: 

Tianjin Huashang Medical 

Equipment Co., Ltd. located at 

East 1F, C-10 Building NO.80 

HuaiYun Street，
TEDA,300457 Tianjin P.R. 

China. 

 

FSC China validity 18-03-2026 

 

LOA validity Nov, 2025 

 

Careplus  

Blood Lancets 

 

Class-B 

 

Shelf life: 5 years 

 

Codes/models: 

HSL1, HSS! 

Deferred for the 

clarification as the 

applied Brand name 

is already registered 

for Ghazali Brothers. 

916.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

R&I Details: 

Submission  

Date  

12.01.2024 

Paid Slip No 

Legal Manufacturer: 

Zhejiang Longterm Medical  

Technology Co.,  

Ltd 

(Manufacturing site) 

Shuang Shan Road 277, Fuxi 

Substrict, Deqing County, 

313200 Huzhou City, Zhejiang 

Province,  

People's Republic of China. 

 

INNOMED 

Urostomy Bag 

 

CLASS A 

 

Shelf Life: 5 Years  

 

Codes/ Sizes 

One-Piece Urinary 

Ostomy bag 

4038 5038 6038 4039 

Approved One-Piece 

Urinary 

Ostomy bag and 

Two-Piece Urinary  

Ostomy Bag is 

approved subject to 

submission of fee for 

other types as per the 

revised SRO for 

family. 
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322134818502 LOA: 

Validity 21-10-2028 

FSC: 

COUNTRY OF ORIGIN:  

CHINA 

Validity: 08-11-2025 

5039 6039 4040 5040 

6040 4041 5041 6041 

4042 5042 6042 4043 

5043 6043 10438 10538  

10638 10439 10539  

10639 10440 10540  

10640 10441 10541  

10641 10442 10542  

10642 10443 10543  

10643 10444 10544  

10644 10445 10545  

10645 10446 10546  

10646 10447 10547 

10647； 

Two-Piece Urinary  

Ostomy Bag: 

4044 4045 20444 20445  

20446 20447 20448  

20449 20450 20451； 

Two-Piece Chassis: 

4026, 5026, 6026,  

4027, 5027, 6027 4028 

5028 6028 4029 5029 

6029 4030 5030 6030 

4031 5031 6031 4032 

5032 6032 4033 5033 

6033 4034 5034 6034 

4035 5035 6035 4036  

5036 6036 4037 5037  

6037 30426 30526  

30626 30427 30527  

30627 30428 30528  

30628 30429 30529  

30629 30430 30530  

30630 30431 30531  

30631 30432 30532  

30632 30433 30533  

30633 30434 30534  

30634 30435 30535  

30635 30436 30536 

30636 30437 30537 

30637 

917.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

R&I Details: 

Submission  

Date  

12.01.2024 

Paid Slip No 

1519758728 

Legal Manufacturer: 

Zhejiang Longterm Medical  

Technology Co.,  

Ltd 

(Manufacturing site) 

Shuang Shan Road 277, Fuxi 

Substrict, Deqing County, 

313200 Huzhou City, Zhejiang 

Province,  

People's Republic of China. 

 

LOA: 

Validity 21-10-2028 

FSC: 

COUNTRY OF ORIGIN:  

CHINA 

Innomed  

Colostomy Bag 

 

CLASS A 

 

Shelf Life: 5 Years  

 

Codes/ Sizes 

One-piece Closing 

Ostomy Bag: 

4001 5001 6001 4002 

5002 6002 4003 5003 

6003 4004 5004 6004 

10041 10051 10061 

10042 10052 10062  

10043 10053 10063  

Approved One-piece 

Closing Ostomy Bag 

and  

One-Piece Opening 

Ostomy Bag, Two-

Piece Opening bag, 

Two-Piece Closing 

Ostomy bag and 

Two-Piece Chassis 

are approved subject 

to submission of fee 

as per the revised 

SRO for family. 
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Validity: 08-11-2025 10044 10054 10064  

10045 10055 10065  

10046 10056 10066  

10047 10057 10067  

10048 10058 10068  

10049 10059 10069 

10050 10060 10070； 

One-Piece Opening 

Ostomy Bag: 

4005 5005 6005 4006 

5006 6006 4007 5007 

6007 4008 5008 6008 

4009 5009 6009 4010 

5010 6010 40115011 

6011 4012 5012 6012 

4013 5013 6013 4014  

5014 60144015 5015  

6015 10405 10505  

10605 10406 10506  

10606 10407 10507  

10607 10408 10508  

10608 10409 10509  

10609 10410 10510  

10610 10411 10511  

10611 10412 10512  

10612 10413 10513  

10613 10414 10514  

10614 10415 10515 

10615； 

Two-Piece Opening 

4020 4022 4024 4021  

4023 4025 20420  

20422 20424 20421  

20423 20425 20426  

20428 20430 20427  

20429 20431 20432  

20434 20436 20433  

20435 20437 20438  

20440 20442 20439  

20441 20443； 

Two-Piece Closing 

Ostomy bag: 

4016 4018 4017 4019 

24160 24180 24170 

24190 24200 24220  

24210 24230 24240  

24260 24250 24270 

24280 24300 24290 

24310； 

Two-Piece Chassis: 

4026, 5026, 6026,  

4027, 5027, 6027 4028 

5028 6028 4029 5029 

6029 4030 5030 6030 

4031 5031 6031 4032 

5032 6032 4033 5033 

6033 4034 5034 6034 
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4035 5035 6035 4036  

5036 6036 4037 5037  

6037 30426 30526  

30626 30427 30527  

30627 30428 30528  

30628 30429 30529  

30629 30430 30530  

30630 30431 30531  

30631 30432 30532  

30632 30433 30533  

30633 30434 30534  

30634 30435 30535  

30635 30436 30536 

30636 30437 30537 

30637 

918.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

Submission Date 

14.11.2024 

Legal Manufacturer: GUILIN 

HBM HEALTH PROTECTION 

NO.1-2, SHUIJING EAST 

ROAD, ECONOMIC AND 

TECHNOLOGICAL 

DEVELOPMENT AREA, 

GUILIN, CHINA  

 

LOA: Validity 20-08-2027 

FSC: COUNTRY OF ORIGIN: 

CHINA Validity: 22-09-2025 

EC  

MEDISPO  

Surgical Gloves (POWDERED)  

 

Class-B  

 

Shelf Life 5 Years  

 

Codes/ Sizes:  

6, 6.5, 7, 7.5, 8, 8.5,9  

Deferred for the 

clarification as Brand 

name alrady 

registered for assuza 

corporation, Lahore. 

919.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

Submission Date 

14.11.2024 

Legal Manufacturer: GUILIN 

HBM HEALTH PROTECTION 

NO.1-2, SHUIJING EAST 

ROAD, ECONOMIC AND 

TECHNOLOGICAL 

DEVELOPMENT AREA, 

GUILIN, CHINA  

 

LOA: Validity 20-08-2027 

FSC: COUNTRY OF ORIGIN: 

CHINA Validity: 22-09-2025 

EC  

MEDISPO  

Surgical Gloves (POWDER FREE)  

 

Class-B  

 

Shelf Life 5 Years  

 

Codes/ Sizes:  

6, 6.5, 7, 7.5, 8, 8.5,9  

Deferred for the 

clarification Brand 

name alrady 

registered for assuza 

corporation, Lahore. 

920.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

 

Legal Manufacteurer 

ZHEJIANG LONGTERM 

MEDICAL TECHNOLOGY 

CO., LTD 

(Manufacturing site) 

SHUANG SHAN ROAD 277, 

FUXI SUBSTRICT, DEQING 

COUNTY, 313200 HUZHOU 

CITY, ZHEJIANG 

PROVINCE, PEOPLE'S 

REPUBLIC OF CHIN 

 

LOA: 

Validity 21-10-2028 

FSC: 

COUNTRY OF ORIGIN: 

CHINA 

Validity: 08-11-2025 

 

 “INNOMED” 

Negative Pressure Wound Therapy 

Dressing 

 

CLASS A 

 

Shelf Life: 5 Years 

 

Codes/ Sizes 

SUPER SIZE: NP1010-0, NP1010-1, 

NP1010-2, 

SMALL: NP1510-0, NP1510-1, 

NP1510-2 

BETWEEN SMALL 7 MEDIUM: 

NP2010-0, NP2010-1, NP2010-2 

MEDIUM: NP2015-0, 

NP2015-1, NP2015-2 

BETWEEN MEDIUM & LARGE: 

NP2515-0, NP2515-1, NP2515-2 

Approved 
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LARGE: NP3020-0, NP3020-1, 

NP3020-2 

OVER SIZE: NP3030-0, NP3030-1, 

NP30302 

 

921.  Tech Zone Ground 

Floor, Weal House, 8 

Faiz Road Old  

Muslim Town Lahore. 

 

ELI- 00040 

 

Legal Manufacteurer 

ZHEJIANG LONGTERM 

MEDICAL TECHNOLOGY 

CO., LTD 

(Manufacturing site) 

SHUANG SHAN ROAD 277, 

FUXI SUBSTRICT, DEQING 

COUNTY, 313200 HUZHOU 

CITY, ZHEJIANG 

PROVINCE, PEOPLE'S 

REPUBLIC OF CHIN 

 

LOA: 

Validity 21-10-2028 

FSC: 

COUNTRY OF ORIGIN: 

CHINA 

Validity: 08-11-2025 

 

 

 

 

 

“INNOMED” 

SKIN CLOSURE STRIPS 

 

CLASS-A 

 

Shelf Life: 5 Years 

 

Codes/Sizes 

 

:0.3cm×3.8cm、0.3cm×7.5cm、

0.6cm ×3.6cm、0.6cm×3.8cm、

0.6cm×7.5cm、0.6cm ×10cm、

0.6cm×10.2cm、1.2cm×5cm、

1.2cm ×10cm、1.2cm×10.2cm、

1.2cm×12.5cm、1.2cm ×15cm、

1.3cm×10cm、1.3cm×10.2cm、

1.3cm ×15cm、2cm×8cm、

2cm×9cm、2.1cm×10cm、 

2.5cm×10cm、2.5cm×10.2cm、

2.5cm×12.5cm、 2.5cm×18cm、

10cm×12cm； 

 

2.5cm×150cm、1cm×500cm、

1.25cm×500cm、 2.5cm×500cm、

3cm×500cm、4cm×500cm、5cm 

×500cm、7.5cm×500cm、

10cm×500cm、15cm ×500cm、

1cm×910cm、1.25cm×910cm、

2.5cm ×910cm、3cm×910cm、

4cm×910cm、5cm×910cm、 

7.5cm×910cm、10cm×910cm、

15cm×910cm、1cm ×914cm、

1.25cm×914cm、2.5cm×914cm、

3cm ×914cm、4cm×914cm、

5cm×914cm、7.5cm× 914cm、

10cm×914cm、15cm×914cm 

 

0.3cm×3.8cm、0.3cm×7.5cm、

0.6cm×3.6cm、 0.6cm×3.8cm、

0.6cm×7.5cm、0.6cm×10cm、 

0.6cm×10.2cm、1.2cm×5cm、

1.2cm×10cm、 1.2cm×10.2cm、

1.2cm×12.5cm、1.2cm×15cm、 

1.3cm×10cm、1.3cm×10.2cm、

1.3cm×15cm、 2cm×8cm、

2cm×9cm、2.1cm×10cm、

2.5cm×10cm、 2.5cm×10.2cm、

2.5cm×12.5cm、2.5cm×18cm、 

Approved 
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10cm×12cm 

2.5cm×150cm、1cm×500cm、 

1.25cm×500cm、2.5cm×500cm、

3cm×500cm、 4cm×500cm、

5cm×500cm、7.5cm×500cm、 

10cm×500cm、15cm×500cm、

1cm×910cm、 1.25cm×910cm、

2.5cm×910cm、3cm×910cm、 

4cm×910cm、5cm×910cm、

7.5cm×910cm、 10cm×910cm、

15cm×910cm、1cm×914cm、 

1.25cm×914cm、2.5cm×914cm、

3cm×914cm、 4cm×914cm、

5cm×914cm、7.5cm×914cm、 

10cm×914cm、15cm×914cm 

922.  ASTO Life Sciences 

private Limited ELI-

00103 

Legal Manufacturer: 

Becton Dickinson and Company 

BD BIOSCIENCES 155 

NORTH McCARTHY  

BOULEVARD, MILPITAS, 

CALIFORNIA 95035, USA. 

 

Date of R&I  

11.09.2024 

FSC:  

Country of Origin USA 

Validity: 12.09.2025 

LOA 

Validity: issued on  

30.01.2024 

ISO 13485 

Validity: 15.09.2024 

BD HLA-B27 KIT 

 

Class B 

 

Shelf Life: 12 Month 

 

Codes/Sizes:  

340183 

Approved 

923.  Moon Enterprises 5/6 

Rabani Road, Old 

Anarkali, Lahor 

 

ELI: 00356 

Date of R&I: 21-Dec-

2021 

 

 

Legal Manufacturer: 

M/s Guangzhou iCare Medical 

Technology Co., Ltd., China. 

Manufacturing Site: 

First Floor A No.8, Lianhua 

Port Industrial Zone, Lotus 

Mountain Bonded Area, Shilou 

Town, Panyu District, 

Guangzhou 511440, China. 

 

 

FSC: 

Country of Origin: China 

Validity: 27-06-2025 

 

LOA 

Validity: 31-12-2027 

 

EC Certificate 

Validity: 28-06-2023 

 

ISO 13485 

Validity: 28-06-2027 

iCare(ImuMed®) 

(Blood Lancet) 

 

Class B 

 

Shelf Life: 5 years 

 

 

Codes/Sizes:  

200 Pcs Pack 

 

Approved  

924.  Radiant Medical (Pvt) Legal Manufacturing: Buzz 2.0 Approved 
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Ltd 06-Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI: 00135 

436-P 

5,000/- 

Brainlab AG Olof-Palme-

Strasse 9, 81829 Munchen, 

Germany 

 

FSC: Germany issuance  

24.01.2020 

LOA validity 31-12-2025 

(Bio imaging Viewing Screens) 

 

Class-A 

 

Shelf Life: 8 years 

 

Model: 

Buzz 2.0 

 

925.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

622-P 

Legal Manufacturer: 

KATENA Products Inc. 6 

Campus Drive, Suite 310 

Parsippany, NJ 07054 USA 

 

FSC: U.S.A 

 

Valid Till: 13.07.2022 

KATENA 

(Reusable Ophthalmic Lenses) 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes &Sizes: As per FSC 

 

Approved subject to 

submission of  

claraification of the 

class of the product 

and accordingly 

revised application 

Form and fee. 

926.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

623-P 

Legal Manufacturer: 

KATENA Products Inc. 6 

Campus Drive, Suite 310 

Parsippany, NJ 07054 USA 

 

FSC: U.S.A 

 

Valid Till: 13.07.2022 

KATENA 

(Single Use Lenses) 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes &Sizes: As per FSC 

 

Approved subject to 

submission of  

claraification of the 

class of the product 

and accordingly 

revised application 

Form and fee. 

927.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

314-P 

HAAG-STREIT AG, 10, 

Gartenstadstrasse, 3098 Koeniz, 

Switzerland 

 

FSC: Switzerland 

 

Validity 22-11-2026 

 

LOA validity 31-12-2028 

HAAG-STREIT DIAGNOSTICS 

(TONOMETER) 

 

Class: A 

 

Shelf Life: not mentioned 

 

Models: 

 

AT 900  

Approved. 

928.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

313-P 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

TOPCON YAMAGATA Co., 

LTD 547 Aza Ishida Oaza 

Urushiyama, Yamagata-ken 

990-2196, JAPAN 

 

FSC: JAPAN 

Original FSC: JAPAN 

Date of Issue: 2020/11/25 

(Original Documents) 

LOA valid till 31-03-2029 

TOPCON 

SLIT LAMP 

 

Class- A 

 

Shelf Life: 8 years 

 

Models: 

SL-2G/SL-D2/SLD4/SL-

D301/SLD70 

Approved 

929.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

TOPCON 

(Refraction system Chronos) 

 

Class-A 

Approved 
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ELI- 00059 

5,000/- 

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

TOPCON YAMAGATA Co., 

LTD 547 Aza Ishida Oaza 

Urushiyama, Yamagata-ken 

990-2196, JAPAN 

 

FSC: JAPAN 

Original FSC: JAPAN 

Date of Issue: 31-10-2022 

 

LOA valid till 31-03-2029 

 

Shelf Life: N/A 

 

Model: 

Chronos 

 

 

930.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

913-P 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

TOPCON YAMAGATA Co., 

LTD 547 Aza Ishida Oaza 

Urushiyama, Yamagata-ken 

990-2196, JAPAN 

 

FSC: JAPAN 

Original FSC: JAPAN 

Date of Issue: 2020/11/25 

(Original Documents) 

LOA valid till 31-03-2029 

TOPCON 

Operating Microscopes  

 

Class-A  

 

Shelf Life: 8 years 

 

Models: 

(OMS-90/OMS-800) 

Approved 

931.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

5,000/- 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

ANTONI CARLES, S.A  

Pol. Ind. Els Garrofers  

08340 Vilassar de Mar  

Spain 

 

FSC Spain issuance Jan, 2018 

LOA valid till 31-03-2029 

TOPCON 

Ophthalmic Unit 

 

Class-A 

 

Shelf life: N/A 

 

Model: 

IS-100 

Approved 

932.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

5,000/- 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

TOPCON YAMAGATA Co., 

LTD 547 Aza Ishida Oaza 

Urushiyama, Yamagata-ken 

990-2196, JAPAN 

 

FSC: JAPAN 

Original FSC: JAPAN 

COMPU-VISION  

(CV-5000) 

 

Class-A  

 

Shelf Life: 8 years 

 

Models: 

CV-5000 

Approved 
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Date of Issue: 04-07-2019 

 

LOA valid till 31-03-2029 

933.  HAJI S. Ameer Din 

and Sons 305-A 

Upper Mall Lahore 

 

ELI- 00059 

5,000/- 

HAAG-STREIT AG, 10, 

TOPCON  

COPORATION 75-1 

Hasunuma-cho,  

Itabashi-ku, Tokyo 174- 

8580, JAPAN 

Manufacturing Site: 

TOPCON YAMAGATA Co., 

LTD 547 Aza Ishida Oaza 

Urushiyama, Yamagata-ken 

990-2196, JAPAN 

 

FSC: JAPAN 

Original FSC: JAPAN 

Date of Issue: 18-06-2019 

LOA valid till 31-03-2029 

TOPCON 

Auto chart Projector 

 

Class-A  

 

Shelf Life: 8 years 

 

Models: 

ACP-8 

Approved 

934.  Highsea 

Pharmaceutica, 2nd 

Floor, 39-Commercial 

Area, Cavalry 

Ground, Lahore - 

Pakistan. 

 

ELI-01251 

5468-P 

62,000/- 

Legal Manufacturer: 

SIDAPHARM P.C 21, Stageiriti 

& 24, Em.Fili str., Thessaloniki 

GR-54352, Greece 

 

Original FSC:  Greece. 

Date of Issuance:  25-09-2024. 

SIDA-HPMC 2% Hypromellose 

Ophthalmic Solution (10011) 

 

Class- B 

 

Shelf Life: 3 years 

 

Size & Model:  

10011 

Deferred for 

clarification of the 

class of the applied 

medical device. 

935.  Highsea 

Pharmaceutica, 2nd 

Floor, 39-Commercial 

Area, Cavalry 

Ground, Lahore - 

Pakistan. 

 

ELI-01251 

5467-P 

62,000/- 

Legal Manufacturer: 

SIDAPHARM P.C 21, Stageiriti 

& 24, Em.Fili str., Thessaloniki 

GR-54352, Greece 

 

Original FSC:  Greece. 

Date of Issuance:  25-09-2024. 

SIDA-JECT Disposable Cartridge and 

Injector (SPB2200) 

 

Class- B 

 

Shelf Life: 4 years 

 

Size & Model:  

SPB2200 

 

Approved 

936.  A.S Enterprises, 03- 

Mozang Lahore, 

Pakistan.  

 

ELI: 00190 

1021-P 

5,000/- 

Legal Manufacturer: 

MAXTER GLOVE 

MANUFACTURING, SDN, 

BHD. LOT 6070, JALAN HAJI 

ABDUL MANAN, 6TH MILES 

OFF JALAN MERU, 41050 

KLANG, SELANGOR, 

MALAYSIA 

 

FSC: Malaysia 

Valid till: 29/10/2028 

LOA validity 20-09-2026 

Elite Professional  

(Latex non-Sterile Examination 

Gloves-Powdered) 

  

Class-A 

 

Shelf Life: 5 years 

 

Sizes: 

X-Small-Small 

Medium-Large 

X-Large 

 

Approved 

937.  A.S Enterprises, 03- 

Mozang Lahore, 

Pakistan.  

 

ELI: 00190 

1022-P 

Legal Manufacturer: 

MAXTER GLOVE 

MANUFACTURING, SDN, 

BHD. LOT 6070, JALAN HAJI 

ABDUL MANAN, 6TH MILES 

OFF JALAN MERU, 41050 

Elite Professional  

(Non-Sterile Latex Examination 

Gloves-Powder Free) 

 

Class-A 

 

Approved 
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5,000/- KLANG, SELANGOR, 

MALAYSIA 

 

FSC: Malaysia 

Valid till: 29/10/2028 

LOA validity 20-09-2026 

Shelf Life: 5 years 

 

Sizes: 

X-Small-Small 

Medium-Large 

X-Large 

 

938.  A.S Enterprises, 03- 

Mozang Lahore, 

Pakistan.  

 

ELI: 00190 

1023-P 

5,000/- 

Legal Manufacturer: 

MAXTER GLOVE 

MANUFACTURING, SDN, 

BHD. LOT 6070, JALAN HAJI 

ABDUL MANAN, 6TH MILES 

OFF JALAN MERU, 41050 

KLANG, SELANGOR, 

MALAYSIA 

 

FSC: Malaysia 

Valid till: 29/10/2028 

LOA validity 20-09-2026 

Elite Professional  

(Non-Sterile Nitrile Examination 

Glove-Powder Free) 

 

Class-A 

 

Shelf Life: 5 years 

 

Sizes: 

X-Small-Small 

Medium-Large 

X-Large 

 

Approved 

939.  Biosoin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town Lahore 

 

ELI: 00186 

1025-P 

5,000/- 

Legal Manufacturer: 

M/s Esco Medical Technologies, 

UAB, Draugystes g, 19, Kaunas, 

Lithuania 

 

FSC Original: Lithuania 

 

Valid till: 2023/12/08 

Multi-zone ART Workstations 

(MAW) 

 

Class-A 

 

Shelf Life: N/A 

 

Models: 

(MAW 3D, MAW 4D, MAW 6D) 

 

Approved Multi-

zone ART 

Workstations MAW 

3D, firm shall submit 

Form & fee for other 

models i.e. MAW 

4D, MAW 6D  

 

940.  Cardiac Care, 848-C, 

Shadman-1, Lahore 

 

ELI: 00070 

1026-P 

5,000/- 

Lgal Manufacturer: 

M/s Ningbo Greetmed Medical 

Instruments Co., 16F-1, 

Building 1, No.98 Chuangyuan 

Road, Hi-Tech Zone, 315042 

Ningbo, Zhejiang Province, 

Peoples republic of China 

 

FSC:  China 

Date of Issue: 10/11/2023 

Greetmed Disposable Medical face 

mask 

 

(Disposable Medical face mask) 

 

Class-A 

 

Shelf Life: 05 Year 

 

 

Approved 

941.  Hanson International 

Office No. 57 3rd 

Floor Block DHA, 

EME, Multan Road, 

Lahore 

 

ELI: 00773 

1058-P 

5,000/- 

 

Legal Manufacturer:  

M/s VANSUN MEDICAL 

EQUIPMENT (FUJIAN) CO., 

LI DUN INDUSTRIAL ZONE, 

LIDUN DISTRICT 

ZHOUNING, 355402 NINGDE 

CITY, FUJIAN PEOPLE 

REPUBLIC OF CHINA. 

 

FSC: China 

Valid till:12/06/2024 

HMD Sterile Urine Bag 

(Sterile Urine Bag) 

 

Class-A 

 

Shelf Life: 5 years 

 

Sizes: 

100ml, 200ml, 1000ml,2000ml, 

2200ml, 3100ml 

Approved subject to 

submission of valid 

FSC. 

942.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1289-P 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

TruSystem 7500 

(Surgical Table, Configurable) 

 

Class-A 

 

Shelf Life: N/A 

 

Approved 
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5,000/- Issuance 14-03-2022 

LOA validity 30-09-2026  

 

943.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1061-P 

5,000/- 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

TruLight 1000-Examination Light 

 

Class-A 

 

Shelf Life: N/A 

 

 

Approved 

944.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

1065-P 

5,000/- 

Legal Manufacturer: 

TRUMPF Medizin Systeme 

GmbH + Co. KG, Carl-Zeiss-

Strasse 7-9, 07318 Saalfeld, 

Germany. 

 

FSC: Germany. 

Issuance 14-03-2022 

LOA validity 30-09-2026  

TruLight 3000-Surgical Light 

(TruLight 3000-Surgical Light) 

 

Class-A 

 

Shelf Life: N/A 

Approved 

945.  Radiant Medical (Pvt) 

Ltd, 06 Sher Shah 

Block, New Garden 

Town, Lahore. 

 

ELI-00135 

 

(Legal Manufacturer) 

IDMED S.A.S. 

Hotel Technoptic, 2 Rue Marc 

Donadille 13013 Marseille, 

France. 

 

FSC France issuance 17-06-

2019 

 

LOA validity 31-12-2025 

 

TOFSCAN  

Neuromuscular Transmission monitor 

 

 

Class-B 

 

Shelf life: 5 years 

 

Model: 

TOF-MU 

Approved subject to 

valid FSC 

946.  Care Concepts, # 19, 

3rd Floor, Majeed 

Plaza Bank Road, 

Sadar, Rawalpindi 

 

ELI: 00533 

1085-P 

5,000/- 

Legal Manufacturer: 

Anqinge Kangmingna 

Packaging Co., Ltd No. 8 

Wuxiang Road, Daqlao Street 

Yixlu District, 246000 Anqing 

City People's Republic of China 

 

FSC: China 

Date of Issue: 12/12/2022 

KMNCP 

(Heat Sealing Sterilization Flat Reel) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

947.  Care Concepts, # 19, 

3rd Floor, Majeed 

Plaza Bank Road, 

Sadar, Rawalpindi 

 

ELI: 00533 

1086-P 

5,000/- 

Legal Manufacturer: 

Anqinge Kangmingna 

Packaging Co., Ltd No. 8 

Wuxiang Road, Daqlao Street 

Yixlu District, 246000 Anqing 

City People's Republic of China 

 

FSC: China 

Date of Issue: 12/12/2022 

 

KMNCP 

(Medical Crepe Paper) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

948.  Care Concepts, # 19, 

3rd Floor, Majeed 

Plaza Bank Road, 

Sadar, Rawalpindi 

 

ELI: 00533 

1087-P 

5,000/- 

Legal Manufacturer: 

Anqinge Kangmingna 

Packaging Co., Ltd No. 8 

Wuxiang Road, Daqlao Street 

Yixlu District, 246000 Anqing 

City People's Republic of China 

 

FSC: China 

KMNCP 

(Tyvek Sterilization Reel) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 
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Date of Issue: 12/12/2022 

 

949.  Sudais Associates, 

Sudais House, Street 

No. 7, House NO. 1, 

Khan Bahadur 

Colony, Duran Pur, 

Peshawar 

 

ELI: 00031 

1088-KP 

5,000/- 

Legal Manufacturing: 

M/s Zhejiang Ailebao Medical 

Technology Co., Ltd, No. 599, 

Haijing Rd, Longgang City, 

Wenshou, Zhejiang, China 

325802 

 

FSC: China 

Valid till: 2024/10/23 

ILIFECARE 

(Colostomy Bag) 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes & Sizes: As per FSC 

 

Approved subject to 

submission of valid 

FSC with codes 

950.  Sudais Associates, 

Sudais House, Street 

No. 7, House NO. 1, 

Khan Bahadur 

Colony, Duran Pur, 

Peshawar 

 

ELI: 00031 

1089-KP 

5,000/- 

Legal Manufacturing: 

M/s Zhejiang Ailebao Medical 

Technology Co., Ltd, No. 599, 

Haijing Rd, Longgang City, 

Wenshou, Zhejiang, China 

325802 

 

FSC: China 

Valid till: 2024/10/23 

ILIFECARE 

(OSTOMY 

BASEPLATE/BARRIER) 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes & Sizes: As per FSC 

 

Approved subject to 

submission of valid 

FSC with codes 

951.  Medical Equipment & 

Systems, 60/61 F.C.C 

Syed Maratib Ali 

Road Gulberg IV, 

Lahore 

 

ELI: 00554 

1096-P 

5,000/- 

Legal Manufacturer: 

M/s Zoll Circulation, Inc. 2000, 

Ringwood Avenue San Jose, 

California 95131, USA 

 

FSC: U.S.A 

Valid Till: 08/08/2025 

Thermogard HQ Start-Up Kit 

(Start-Up Kit) 

TGHQ-500D 

 

 

Class: A 

 

Shelf Life: 2 years 

 

Approved 

952.  Medical Equipment & 

Systems, 60/61 F.C.C 

Syed Maratib Ali 

Road Gulberg IV, 

Lahore 

 

ELI: 00554 

1097-P 

5,000/- 

Legal Manufacturer: 

M/s Zoll Circulation, Inc. 2000, 

Ringwood Avenue San Jose, 

California 95131, USA 

 

FSC: U.S.A 

Valid Till: 08/08/2025 

Surface Start-Up Kit 

(Surface Start-Up Kit with 

Thermogard HQ) 

CG-SURF 

 

Class: A 

 

Shelf Life: 2 years 

 

 

Approved  

953.  Medical Equipment & 

Systems, 60/61 F.C.C 

Syed Maratib Ali 

Road Gulberg IV, 

Lahore 

 

ELI: 00554 

1098-P 

5,000/- 

Legal Manufacturer: 

M/s Zoll Circulation, Inc. 2000, 

Ringwood Avenue San Jose, 

California 95131, USA 

 

FSC: U.S.A 

Valid Till: 08/08/2025 

STx Vest 

(Surface Pad) 

 

Class: A 

 

Shelf Life: 2 years 

 

Sizes: 

(S/M), (L/XL) 

 

Approved 

954.  Medical Equipment & 

Systems, 60/61 F.C.C 

Syed Maratib Ali 

Road Gulberg IV, 

Lahore 

 

ELI: 00554 

Legal Manufacturer: 

M/s Zoll Circulation, Inc. 2000, 

Ringwood Avenue San Jose, 

California 95131, USA 

 

FSC: U.S.A 

Valid Till: 08/08/2025 

Thermogard HQ  

(Surface Start-Up Kit) 

TGHQ-SURF 
 

Class: A 

 

Shelf Life: 2 years 

Approved 
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1099-P 

5,000/- 

 

 

955.  Medical Equipment & 

Systems, 60/61 F.C.C 

Syed Maratib Ali 

Road Gulberg IV, 

Lahore 

 

ELI: 00554 

1100-P 

5,000/- 

Legal Manufacturer: 

M/s Zoll Circulation, Inc. 2000, 

Ringwood Avenue San Jose, 

California 95131, USA 

 

FSC: U.S.A 

Valid Till: 08/08/2025 

Start-Up Kit 

(Start-up Kit used with Thermogard 

HQ) 

CG-500D, CG-500D EX 

 

 

Class: A 

 

Shelf Life: 2 years 

Approved subject to 

submission of Brand 

Name of product 

956.  Muslim Trading 

Agencies,3 Syed Moj 

Darya Road Lahore 

 

ELI: 00359 

1101-P 

5,000/- 

Legal Manufacturer: 

M/s Randox Laboratories 

Limited 55 Diamond Road 

Crumlin, County Antrim BT29 

4QY United Kingdom 

Manufacturing Site: 

Furuno Electric Co., Ltd System 

Product Division 2-20 

Nishinomiyahama Nishinomiya 

Hyogo Japan 

FSC: UK 

Valid Till: 26/05/2025 

(RX4900) RX IMOLA Analyzer 

(Clinical chemistry Analyzer) 

 

Class: A 

 

Shelf Life: N/A 

 

 

Approved 

957.  Muslim Trading 

Agencies,3 Syed Moj 

Darya Road Lahore 

 

ELI: 00359 

1102-P 

5,000/- 

Legal Manufacturer: 

M/s Randox Laboratories 

Limited 55 Diamond Road 

Crumlin, County Antrim BT29 

4QY United Kingdom 

Manufacturing Site: 

Furuno Electric Co., Ltd System 

Product Division 2-20 

Nishinomiyahama Nishinomiya 

Hyogo Japan 

FSC: UK 

Valid Till: 26/05/2025 

(RX6015, RX6016) RX MISANO 

(Clinical Chemistry Analyzer) 

 

Class: A 

 

Shelf Life: N/A 

 

 

Approved RX6015 

RX MISANO 

Clinical Chemistry 

Analyzer firm shall 

submit form and fee 

for RX6016 RX 

MISANO Clinical 

Chemistry Analyzer 

958.  Muslim Trading 

Agencies,3 Syed Moj 

Darya Road Lahore 

 

ELI: 00359 

1103-P 

5,000/- 

Legal Manufacturer: 

M/s Randox Laboratories 

Limited 55 Diamond Road 

Crumlin, County Antrim BT29 

4QY United Kingdom 

Manufacturing Site: 

Furuno Electric Co., Ltd System 

Product Division 2-20 

Nishinomiyahama Nishinomiya 

Hyogo Japan 

FSC: UK 

Valid Till: 26/05/2025 

(RX9000), RX MODENA 

Clinical Chemistry Analyzer) 

 

Class: A 

 

Shelf Life: N/A 

 

 

Approved 

959.  Scientific Technical 

Corporation (Pvt) Ltd, 

LG-2,3,4&6 Queens 

Center Queens Road, 

Lahore 

 

ELI: 00995 

1104-P 

5,000/- 

Legal Manufacturer: 

M/s MetaSystems Hard & 

Software GmbH Robert-Bosch-

Str.6 68804 Altlussheim 

Germany 

 

FSC: Germany 

Date of Issue: 17/07/2023 

Metafer 

IVD Software 

 

Class-A 

 

Shelf Life: N/A 

 

 

Approved 

960.  Cardiac Care, 848-C, 

Shadman-1, Lahore 
Legal Manufacturer: 
Ningbo Pinmed 

Pinmed URINE BAG 

(Urine meter  drainage bag) 

Approved 
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ELI: 00070 

1105-P 

5,000/- 

Room (22-1)(22-2) No.455, East 

Zhongshan Road, Yinzhou  

District, 315040 Ningbo,  

PEOPLE'S REPUBLIC OF -

CHINA  

 

FSC Original: China 

Date of Issue: 07/12/2023 

(Urine meter) 

 

Class-A 

 

Shelf Life: 5 Years 

 

Sizes: 

100ml,600ml,750ml,900ml,1000ml,5

00ml,2000ml,2200ml,2600ml,2800ml 

3000ml,3100ml,4000ml 

 

961.  Cor-Med 2nd Floor, 

38/62,Bank 

Road,Saddar 

Rawalpindi 

 

ELI: 00226 

1123-P 

5,000/- 

Legal Manufacturer: 
M/s Merit Medical Systems, Inc, 

1600 West Merit Parkway, 

South Jordan, UT, USA, 84095 

Manufacturing Site: 

Merit Maquiladora Mexico, S. 

DERL DE C.V Avenida Sor 

Juana Line de la Cruz 19970 

Interior, B, Edificio 2, Tijuana, 

Baja Calfornia Mexico 22630 

FSC: USA 

Valid till: 20/06/2025 

Merit Drainage Depot 

(Drainage Depot) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes  

962.  MMS Enterprises, 323 

Rewaz Garden, Data 

Gunj Buksh Town, 

Lahore 

 

ELI: 01159 

1124-P 

5,000/- 

Legal Manufacturer: 
M/s Supermax Gloved 

Manufacturing SDN BHD Lot 

38 and 42, Putra Industrial Park, 

Bukit Rahman Putra, 40160 

Sungai Buloh, Selangor DaruI 

Ehsan, Malaysia 

 

FSC Original: Malaysia 
Valid till:31/10/2028 

SuperLife 

(Non-sterile Latex Examination 

Gloves  Powdered) 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes  

963.  MMS Enterprises, 323 

Rewaz Garden, Data 

Gunj Buksh Town, 

Lahore 

 

ELI: 01159 

1125-P 

5,000/- 

Legal Manufacturer: 
M/s Supermax Gloved 

Manufacturing SDN BHD Lot 

38 and 42, Putra Industrial Park, 

Bukit Rahman Putra, 40160 

Sungai Buloh, Selangor DaruI 

Ehsan, Malaysia 

 

FSC Original: Malaysia 
Valid till:31/10/2028 

SuperLife 

(Non-sterile Latex Examination 

Gloves  Powdered Free) 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes  

964.  MMS Enterprises, 323 

Rewaz Garden, Data 

Gunj Buksh Town, 

Lahore 

 

ELI: 01159 

1126-P 

5,000/- 

Legal Manufacturer: 
M/s Supermax Gloved 

Manufacturing SDN BHD Lot 

38 and 42, Putra Industrial Park, 

Bukit Rahman Putra, 40160 

Sungai Buloh, Selangor DaruI 

Ehsan, Malaysia 

 

FSC Original: Malaysia 
Valid till:31/10/2028 

SuperLife 

(Non-sterile Nitrile Examination 

Gloves Powder Free) 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

965.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

Single-use Container for Human 

Venous Blood Specimen Collection 

(Gel & Clot Activator Tube) 

 

Class-A 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 
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ELI 00655 

1127-P 

5,000/- 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

966.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1128-P 

5,000/- 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

Single-use Container for Human 

Venous Blood Specimen Collection 

(Plain Tube (No Additive) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 

967.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1130-P 

5,000/- 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

(Single- Use container for human 

venous Blood Specimen Collection) 

Glucose Tube (Sodium Fluroride/ 

Potassium Fluroride) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 

968.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1131-P 

5,000/- 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

(Single- Use container for human 

venous Blood Specimen Collection) 

(Heparin Tube (Heparin Lithium 

Heparin Sodium) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 

969.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1132-P 

5,000/- 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

(Single- Use container for human 

venous Blood Specimen Collection) 

(ESR tube (9NC/Sodium Citrate 9NC) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 

970.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1133-P 

5,000/- 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Valid till: 18/02/2025 

LOA: 13-09-2028 

Single-Use Container for Human 

Venous Blood Specimen Collection 

(PT Tube (4 NC/Sodium Citrate 4 NC) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 

971.  MOD Scientific 

Traders, 3- syed Mouj 

Darya Road (Edward 

Road) Lahore 

 

ELI 00655 

1134-P 

Legal Manufacturer: 

M/s HEBEI XIANGYUAN 

Medical Devices Co., Ltd, North 

Wufan Road, Xinle City, Hebei 

Province, China 

 

FSC: China 

Single-use container for Human 

Venous Blood Specimen collection 

(EDTA Tube (EDTA K3) 

 

Class-A 

 

Shelf Life: 05 years 

Approvrd subject to 

submission of  Brand 

name & valid FSC 

having product codes 
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5,000/- Valid till: 18/02/2025 

LOA: 13-09-2028 

 

Codes & Sizes: as per FSC 

972.  Quality Medical 

Services, H-49. 

Gordon College Road 

Rawalpindi 

 

ELI: 00123 

1141-P 

5,000/- 

Legal Manufacturer: 

M/s Zhangjiangang Xiehe 

Medical Apparatus & 

Instruments Co., Ltd, Zhashang 

Industrial Zone, Yangshe Town 

Zhangjiagang City, Jiangsu, 

China 

 

FSC Original China 

Valid till: 2025-02-24 

LOA 

Validity: 30/04/2027 

 

Zhangjiangang Xiehe Medical 

Apparatus & Instruments Co., Ltd 

(Emergency Stretcher & Stretcher 

Accessories) 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes & Sizes: as per FSC 

STAIR STRETCHER 

◦ ΥΧΗ-5Α ◦ YXH-5B 

◦ YXH-5Ε ◦ ΥΧΗ-5F 

◦ YXH-5G ◦ YΧΗ-5Η 

◦ YXH-5L ◦ YXH-5Ν 

◦ ΥΧΗ-5K ◦ YXH-5M 

TRANSFER BED  

◦ YXH-4L ◦ YXH-6L 

AMBULANCE STRETCHER 

◦ ΥΧΗ-3Α ◦ ΥΧΗ-3F 

◦ ΥΧΗ-3B ◦ YXH-3G 

◦ ΥΧΗ-3A2 ◦ YXH-2A 

◦ ΥΧΗ-3A3 ◦ YXH-2B 

◦ ΥΧΗ-3A5 ◦ YXH- 2C 

◦ YXH-3B2 ◦ YXH-3B3 

◦ YXH-3C ◦ YXH-3E2 

◦ YXH-3D ◦ YXH-3K 

◦ YXH-3D2 ◦ ΥΧΗ-3D3 

◦ YXH-3E ◦ YXH-4G 

◦ YXH-3E3 

TRANSFER BED  

◦ ΥΧΗ 2Η ◦ ΥΧΗ-3Η 

◦ ΥΧΗ-2H1 ◦ ΥΧΗ-4Η 

FOLDING STRETCHER  

◦ 20170191 

SCOOP STRETCHER 

◦ ΥΧΗ-4Α ◦ ΥΧΗ-4C 

◦ ΥΧΗ-4B ◦ YXH-4D 

STRETCHER  

◦ ΥΧΗ-1A6Α ◦ YXH-6C 

◦ ΥΧΗ-1A6Β ◦ ΥΧΗ-6D 

◦ ΥΧΗ-1Α6C ◦ YXH-6E 

◦ YXH-1A6D ◦ ΥΧΗ- 6F 

◦ YXH-1Α6Ε ◦ YXH-7A 

◦ ΥΧΗ-1A6F ◦ YXH-7B(A) 

◦ YXH-1A6G ◦ YXH-7B(B) 

◦ YXH-1A6K ◦ YXΗ-7C 

◦ YXH-1Α6Μ ◦ ΥΧΗ- 8C 

◦ ΥΧΗ-1Α6Ν ◦ YXH-8D 

◦ ΥΧΗ-1A6Η ◦ YXH-6B  

◦ ΥΧΗ-1A6L ◦ YXH-1А6J 

◦ YXH-6Α ◦ YXH-1A6P 

◦ ΥΧΗ-1A6A-2 

MEDICAL EXTERNAL 

FIXATOR 

◦ YXH-7H(A) ◦ XH- 17(A) 

Deferred for the 

justification of 

grouping of products 

applied, Brand name 

and valid FSC  
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◦ ΥΧΗ- 7H(B) ◦ XH-17(B) 

◦ XH-16(A) ◦ ΥΧΗ- 7D 

◦ XH-16(B) ◦ YXH-7Ν 

◦ ΥΧΗ- 8B(A) ◦ XH-15 

◦ YXH-8B(B) ◦ XH-18 

◦ YXH- 9 ◦ ΥΧΗ-10 

EMERGENCY BED  

◦ YXH-2L2 ◦ YXH-2T2 

◦ YXH-2R2 

◦ SAFETY BELTS ◦ S01 

◦ SPIDER STRAPS ◦ S02 

◦ 2 HOOKS IV POLE ◦ XH-509 

◦ 4 HOOKS IV POLE ◦ XH-510 

◦ XH-511 ◦ XH-512 

EMERGENCY  

STRETCHER 

◦ YXH-1A1 

◦ ATHENA I 

◦ YXH-2T2 

◦ YXH-4D 

◦ YXH-6D 

◦ YXH-1A2 

◦ YXH-1A6L 

◦ YXH-1M 

◦ YXH-3A 

◦ YXH-5A 

◦ YXH-C1 

◦ YXH-1A3 

◦ YXH-1K 

◦ ATHENA II 

◦ YXH-3A2 

◦ YXH-1A6A 

◦ YXH-5B 

◦ YXH-C2 

◦ YXH-1L 

◦ YXH-3B 

◦ YXH-5E 

◦ XH-5C 

◦ YXH-1B2 

◦ YXH-A2 

◦ YXH-3B2 

◦ YXH-5F 

◦ YXH-1B3 

◦ YXH-3B3 

◦ YXH-5K 

◦ YXH-1C 

◦ YXH-3C 

◦ YXH-5N 

◦ YXH-5C 

◦ YXH-1D 

◦ YXH-3D 

◦ YXH-1A6B 

◦ YXH-1A5 

◦ ΥΧΗ-1N(A) 

◦ YXH-3A3 

◦ ATHENA III 

◦ YXH-1A6C 

◦ YXH-1N(C) 
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◦ YXH-2R2 

◦ YXH-1A6 

◦ YXH-1N(B) 

◦ YXH-3A5 

◦ YXH-5D 

◦ HERMES I 

◦ XH-4C 

◦ YXH-1A6N 

◦ YXH-1A6M 

◦ HEPHAESTUS II 

◦ YXH-1B1 

◦ HESTIA III-B 

◦ YXH-1F4A 

◦ YXH-1A6A-2 

◦ HERMES II 

◦ VENUS II 

◦ ΥΧΗ-1E 

◦ YXH-1A6D 

◦ VENUS III 

◦ YXH-1EF 

◦ YXH-1A6E 

◦ VENUS IV 

◦ YXH-1A6G 

◦ NEPTUNE 

◦ ΥΧΗ-1A6H 

◦ YXH-1F1B 

◦ YXH-1A6K 

◦ 

◦ VENUS I 

◦ YXH-1DL 

◦ YXH-C3 

◦ HESTIA I 

◦ YXH-1F2 

◦ YXH-2L2 

◦ YXH-C4 

◦ YXH-1F3 

◦ YXH-3K 

◦ YXH-6A 

◦ YXH-1F4 

◦ YXH-4E 

◦ ΥΧΗ-3Η 

◦ YXH-6B 

◦ YXH-7N 

◦ YXH-6C 

◦ YXH-1G 

◦ YXH-2A 

◦ YXH-4A 

◦ YXH-3D2 

◦ ΥΧΗ-5H 

◦ YXH-3E 

◦ YXH-5L 

◦ ΥΧΗ-3E2 

◦ YXH-5M 

◦ ΥΧΗ-50 

◦ YXH-3F 

◦ YXH-5P 

◦ HESTIA 

◦ YXH-1EL 
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◦ YXH-3E3 

◦ YXH-1F1 

◦ YXH-3GYXH-5G 

 

973.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

11871132752 

PKR: 5,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton EDTA K2 Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

[Capacity] 1ml, 1. 28ml, 1. 6ml, 1. 

8ml, 2ml, 2. 4m1, 2. 5ml, 2. 7ml, 3ml, 

3. 2ml, 3. 5ml, 3. 6ml, 4m1, 4. 5ml, 

5ml, 5. 5ml, 6ml, 6. 5ml, 7ml, 7.5ml, 

8m1, 8. 5ml, 9ml, 10ml. 

Approved 

974.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

45042194 

PKR: 6,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton Sodium Citrate 3.2% Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

[Capacity] 1ml, 1. 28ml, 1. 6ml, 1. 

8ml, 2ml, 2. 4m1, 2. 5ml, 2. 7ml, 3ml, 

3. 2ml, 3. 5ml, 3. 6ml, 4m1, 4. 5ml, 

5ml, 5. 5ml, 6ml, 6. 5ml, 7ml, 7.5ml, 

8m1, 8. 5ml, 9ml, 10ml. 

Approved 

975.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

72167768835 

PKR: 6,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton Sodium Citrate 3.8% Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

[Capacity] 1ml, 1. 28ml, 1. 6ml, 1. 

8ml, 2ml, 2. 4m1, 2. 5ml, 2. 7ml, 3ml, 

3. 2ml, 3. 5ml, 3. 6ml, 4m1, 4. 5ml, 

5ml, 5. 5ml, 6ml, 6. 5ml, 7ml, 7.5ml, 

8m1, 8. 5ml, 9ml, 10ml. 

Approved 

976.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

Bolton Lithium Heparin Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

Approved 
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(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

135625883459 

PKR: 6,000/- 

 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

[Capacity] 1ml, 1. 28ml, 1. 6ml, 1. 

8ml, 2ml, 2. 4m1, 2. 5ml, 2. 7ml, 3ml, 

3. 2ml, 3. 5ml, 3. 6ml, 4m1, 4. 5ml, 

5ml, 5. 5ml, 6ml, 6. 5ml, 7ml, 7.5ml, 

8m1, 8. 5ml, 9ml, 10ml. 

977.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

4760330891 

PKR: 6,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton Sodium Fluoride/EDTA Na2 

Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

1ml, 1. 28ml, 1. 6ml, 1. 8ml, 2ml, 2. 

4m1, 2. 5ml, 2. 7ml, 3ml, 3. 2ml, 3. 

5ml, 3. 6ml, 4m1, 4. 5ml, 5ml, 5. 5ml, 

6ml, 6. 5ml, 7ml, 7.5ml, 8m1, 8. 5ml, 

9ml, 10ml. 

Approved 

978.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

1658595529 

PKR: 6,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton Clot Activator Tube 

 

Class: A 

 

Shelf life: 24 month 

Sizes: 

1ml, 1. 28ml, 1. 6ml, 1. 8ml, 2ml, 2. 

4m1, 2. 5ml, 2. 7ml, 3ml, 3. 2ml, 3. 

5ml, 3. 6ml, 4m1, 4. 5ml, 5ml, 5. 5ml, 

6ml, 6. 5ml, 7ml, 7.5ml, 8m1, 8. 5ml, 

9ml, 10ml. 

Approved 

979.  M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated: 02 SEP 

2022 

Fee Challan No.: 

331685644 

PKR: 6,000/- 

 

Legal Manufacturer: 

Jiangxi Exquisite Technology 

Co., Ltd.  1st Road Of Yuhu 

West Xiaolan Economic 

Development Zone, Nanchang 

City, Jiangxi Province P.R. 

China. 

 

LOA Validity: December 31, 

2025  

 

FSC Validity: 09-09-2026 

 

 

Bolton Separation Gel Tube 

 

Class: A 

 

Shelf life: 24 month 

 

Sizes: 

[Capacity] 1ml, 1. 28ml, 1. 6ml, 1. 

8ml, 2ml, 2. 4m1, 2. 5ml, 2. 7ml, 3ml, 

3. 2ml, 3. 5ml, 3. 6ml, 4m1, 4. 5ml, 

5ml, 5. 5ml, 6ml, 6. 5ml, 7ml, 7.5ml, 

8m1, 8. 5ml, 9ml, 10ml. 

Approved 

980.  Name  Legal Manufacturer: Tisenc Accre-8 Automatic Approved 
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M/s Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

(ELI-00442) 

 

R&I Dated:  

21 Nov 2022 

 

Fee Challan No: 

1864539879 

PKR: 5,000/- 

 

Guangzhou Wondfo Biotech Co, 

Ltd 

 

Address: No.8 Lizhishan Road, 

Science City, Huangpu District, 

510663, Guangzhou P.R China. 

 

LOA Validity:  

28-04-2027 

 

FSC Validity: 

19/03/2025 

 

Chemiluminescence Immunoassay 

Analyzer 

  

 

Class: A 

 

Shelf life: 5 Years 

 

Model:  

Accre-8 

981.  M/s Mian Scientific 

Corporation (PVT) 

Ltd  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

06 Aug 2021 

Fee Challan No: 

87585536 

PKR: 31,000/- 

 

Legal Manufacturer: 

Guilin Royalyze Medical 

Instrument Co., Ltd, Business, 

13 Lushan Road, Lushan 

Industrial Park, Zicheng 

Economic Development Zone, 

Guilin 541199, 

China. 

LOA Validity:  

02 December,2027 

 

 

FSC Validity: 

15 December,2025 

 

INST-ANSWER Hemoglobin Test 

Strips 

 

Class: B 

 

Shelf life: 24 month 

 

Model:  

HB-01 

 

Approved 

982.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

Rs. 25,000/ through 

slip no. 51174940, 

dated 01-02-2024 

Legal Manufacturer 
Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Anesthesia Mask)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

#00, 0, 1, 2, 3, 4, 5, & 6 

 

Approved 

983.  M/s MA Traders Khan 

G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Legal Manufacturer 
Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

MED-SURG 

(Disposable Anesthetic Breathing 

Circuits Adult  

 

Approved 
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Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 6802099969, 

dated 01-02-2024 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult 

984.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 011884777, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Nebulizer Mask Adult & Peads)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult Elongated (XL), Adult (L), 

Child Elongated (M), Child (S) 

Approved 

985.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 

457160009046, dated 

01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

MED-SURG 

(Disposable Heat Moisture Exchange 

Filters  

(Adult)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult  

Approved 
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Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

 

986.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 5,000/ through slip 

no. 8482408865, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Disposable Nitrile Examination 

Gloves, Powdered)  

 

Class-A 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Extra Small, Small, Medium, Large, 

Extra Large. 

Approved 

987.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 66011096169, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Non-Rebreathing Mask)   

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult Elongated (XL), Adult (L), 

Child Elongated (M), Child (S) 

Approved 

988.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

(Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

MED-SURG 

(Nasal Oxygen Cannula  

 

Approved 
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Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 10358390673, 

dated 01-02-2024 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult, Child, Infant & Neonate 

989.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 4437778402, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Oxygen Mask)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Adult Elongated (XL), Adult (L), 

Child Elongated (M), Child (S) 

Approved 

990.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 5451309899, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

MED-SURG 

(Suction Catheter)  

 

Class-B  

 

Shelf Life :5 years 

 

Code/ Sizes: 

Fr5 to Fr26 

Approved 
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Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

 

991.  M/s MA Traders Khan 

G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 7102698616, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Three-way Stopcock with Extension 

tube)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

with Extension tube, 10cm, 15cm, 

30cm, 60cm, 100cm, 150cm. 

Approved 

992.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 5,000/ through slip 

no. 9222032075, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Urine Bag)  

 

Class-A 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Plain Type (1500ml, 2000ml) 

Approved. 

993.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

MED-SURG 

(Disposable Vinyl Examination 

Gloves, Powdered)  

Approved. 
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Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 5,000/ through slip 

no. 5226402348, 

dated 01-02-2024 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

 

Class-A 

 

Shelf Life :5 years 

 

Code/ Sizes: 

Extra Small, Small, Medium, Large, 

Extra Large. 

994.  M/s MA TRADERS 

Khan G Arked Main 

Gulbahar Road Back 

Side Gulbahar Police 

Station, Peshawar 

ELI-00601 

 

R&I details 

22 February 2024 

 

Fee 

Rs. 25,000/ through 

slip no. 084085031, 

dated 01-02-2024 

Legal Manufacturer: 

Ningbo Great Mountain Medical 

Instruments Co., Ltd., No. 309 

Xigu Road Xiangshan County 

315700 Ningbo City, Zhejiang 

Province, China  

 

LOA: 

Validity: 31-12- 2027 

 

FSC: 

Validity:  28-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 (CE 

Extension Letter Reference: 

SH241520A01/ SRN Number: 

CN-MF-000033311 Date: 31-

Dec-2028) 

 

ISO-13485: 

Validity: 29-12-25 

 

MED-SURG 

(Yankauer Handle with Connecting 

Tube)  

 

Class-B 

 

Shelf Life :5 years 

 

Code/ Sizes: 

1.8m, 2.0m, 2.5m, 3m, 3.6m 

Approved 

995.  Medco Line, 31-Kach 

Ferozpur Road Near 

Sanam Arcade, 

Lahore 

 

ELI: 00848 

1108-P 

5,000/- 

Legal Manufacturer: 
M/s JR Engineering and Medical 

Technologies (M) SDN BHD, 

Lot 8 & 10, Jalan Zurah 3, Lot 

1&3 Pusat Perindustrian 2, 

44200 Rasa, Hulu Selangor 

Darul Ehsan, Malaysia 

 

FSC  Malaysia 

Valid till:  15/02/2026 

 

FSC  (Reference country): US 

Date of Issue: 10/03/2020 

JR Medic  

Nitrile Powder Free Elbow Length 

Examination Gloves 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Deferred for the 

calrifivation as as the 

same product with 

same brand name ia 

approved in the name 

of M/s Kaumedex, 

Lahore. 

996.  Medco Line, 31-Kach 

Ferozpur Road Near 
Legal Manufacturer: 
M/s JR Engineering and Medical 

JR Medic  

Latex Powder Free Examination 

Deferred for the 

calrifivation as as the 
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Sanam Arcade, 

Lahore 

 

ELI: 00848 

1111-P 

5,000/- 

Technologies (M) SDN BHD, 

Lot 8 & 10, Jalan Zurah 3, Lot 

1&3 Pusat Perindustrian 2, 

44200 Rasa, Hulu Selangor 

Darul Ehsan, Malaysia 

 

FSC  Malaysia 

Valid till:  15/02/2026 

 

FSC  (Reference country): US 

Date of Issue: 10/03/2020 

Gloves 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

same product with 

same brand name ia 

approved in the name 

of M/s Kaumedex, 

Lahore. 

997.  Medco Line, 31-Kach 

Ferozpur Road Near 

Sanam Arcade, 

Lahore 

 

ELI: 00848 

1110-P 

5,000/- 

Legal Manufacturer: 
M/s JR Engineering and Medical 

Technologies (M) SDN BHD, 

Lot 8 & 10, Jalan Zurah 3, Lot 

1&3 Pusat Perindustrian 2, 

44200 Rasa, Hulu Selangor 

Darul Ehsan, Malaysia 

 

FSC  Malaysia 

Valid till:  15/02/2026 

 

FSC  (Reference country): US 

Date of Issue: 10/03/2020 

JR Medic Latex Powder Free Elbow 

Length Examination Gloves 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Deferred for the 

calrifivation as as the 

same product with 

same brand name ia 

approved in the name 

of M/s Kaumedex, 

Lahore. 

998.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

Legal Manufacturer: 

M/s KAI Industries Co., Ltd 

Japan 1110 Oyana, Seki-shi, 

Gifu 501-3992, Japan. 

 

LOA validity 18-07-2026 

FSC issue date:  

24-04-2018  

 

 

 

 

KAI Medical 

Surgical Blade 

(Carbon Steel  

Surgical Blade 

) 

Class B 

 

Shelf Life: 5 Years 

 

Codes: 

Carbon Steel  

210-B, 211-B, 212-B, 212B-B, 215-B, 

215C-B, 220-B, 221-B, 222-B, 223-B, 

224-B, 225-B, 2SC-B 

Approved subject to 

submission of valid 

FSC with codes of 

the Carbon Steel  

Surgical Blade  

  

999.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

 

Legal Manufacturer: 

M/s Micromed s.r.l. Italy Via 

Val Padana, 126 B-00141 Roma, 

Italy  

Manufacturing Site: 

Via G. Oberdan, 21-00013 Fonte 

Nuova (RM), Italy 

 

LOA Validity Date is October 

18, 2025 

FSC expiry date: 07-03-2028 

 

Micromed PFCL (Perfluorodecalin) 

 

Class B 

 

Shelf Life: 3 Years 

 

Codes:  

MMD-747, MMD-747/A, MMD-749, 

MMD-750, and MMD-751 

 

Approved subject to 

submission of 

clarification of class, 

grouping of medical 

device applied and 

generic name. 

1000.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

 

Legal Manufacturer: 

M/s Alfa Instruments s.r.l. Italy 

Via F.lli Bandiera NCC-80026 

Casoria (NA), Italy  

 

Manufacturing Site: 

Via Silvio Maurano SNC, 84048 

Castellabate (SA), Italy. 

CO-VISC  

(Sodium Hyaluronate Viscoelastic 

Solution) 

 

Class B 

 

Shelf Life: 2 Years 

 

Approved subject to 

submission of 

strength of 

Viscoelastic solution 

and class of product 
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LOA validity December 31, 

2025 

FSC issuance 12/09/2024 

 

Codes: 

CO1.0, CO1.2, CO1.4, CO1.6, CO1.8, 

CO2.0, COT1.8 

1001.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

 

 

Legal Manufacturer: 

M/s Alfa Instruments s.r.l. Italy 

Via F.lli Bandiera NCC-80026 

Casoria (NA), Italy  

 

Manufacturing Site: 

Via Silvio Maurano SNC, 84048 

Castellabate (SA), Italy 

 

OFTALBLU  

(Trypan Blue 0.06%) 

 

Class B 

 

Shelf Life: 2 Years 

Approved subject to 

submission of 

clarification of class 

of the product 

applied 

1002.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

 

 

Legal Manufacturer: 

M/s Alfa Instruments s.r.l. Italy 

Via F.lli Bandiera NCC-80026 

Casoria (NA), Italy  

 

Manufacturing Site: 

 

Via Silvio Maurano SNC, 84048 

Castellabate (SA), Italy 

 

OFTALBLU V (Trypan Blue 0.06%) 

 

Class B 

 

Shelf Life: 2 Years 

Approved subject to 

submission of 

clarification of class 

of the product 

applied 

1003.  M/s Mian Enterprises 

Office No.UG-400, 

Deans Trade Center, 

Peshawar Cantt 25000 

Pakistan 

 

ELI-00507 

 

 

Legal Manufacturer: 

M/s ChongQing Sunkingdom 

Medical Instruments Co., Ltd, 

China, 35-2, Ying Tian Guang 

Dian Gong Gu, Jia Gang 

Industrial Zone, BeiBei District, 

Chongqing, China. 

 

LOA validity December 24, 

2025 

 

FSC expiry July 20, 2026 

 

Ophthalmic Slit Lamp Microscope 

 

Class B 

 

Shelf life: N/A 

 

Models/ Codes: 

LS3, LS-4, LS-5, LS-5C, LS-6, LS-

6C, LS-7, LS-7C, LS-7CS, LS-7CE,  

LS-7DS, LS-7DE, LS-8, LS-8A, LS-

8C, LS-8D, LS-9, LS-9C, LS-9CS, 

LS-9D 

Approved 

1004.  M/s BN Trading 

Company Office#207, 

Makkah Tower Main 

Namak Mandi 

Peshawar. 

 

ELI-00647 

R&I details 

29 Feb 2024 

Legal Manufacturer: 

Jiangsu Website Medical 

Product Co,LTD No.5 yingchun 

Road,Industrial Park,211700 

Xuyi,Jiangsu China 

 

LOA validity November 2028 

FSC validity 21-04-2025 

BESTLIFE 

(Non–Woven Fixing Tape) 

 

Class-A 

 

Shelf Life :5 years 

 

Sizes: 

5cm*10m,10cm*10m 

15cm*10m,5cm*10yard 

10cm*10yard, 15cm*10yard 

 

Approved 

1005.  M/s BN Trading 

Company Office#207, 

Makkah Tower Main 

Namak Mandi 

Peshawar 

ELI-00647 

R&I details 

29 Feb 2024 

Legal Manufacturer: 

Jiangsu Website Medical 

Product Co,LTD No.5 yingchun 

Road,Industrial Park,211700 

Xuyi,Jiangsu China 

 

LOA validity November 2028 

FSC validity 21-04-2025 

BESTLIFE 

(Surgical PE Tape) 

 

Class-A 

 

Shelf Life :5 years 

 

Sizes: 

1inch*3.5yard, 1inch*4yard 

Approved 
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1inch*4.5yard, 1inch*5yard 

1inch*6yard, 0.5inch*3.5yard 

0.5inch*4yard, 0.5inch*4.5yard 

2inch*3.5yard, 2inch*4yard 

3inch*3.5yard, 3inch*4yard 

 

1006.  M/s BN Trading 

Company Office#207, 

Makkah Tower Main 

Namak Mandi 

Peshawar 

ELI-00647 

R&I details 

29 Feb 2024 

Legal Manufacturer: 

Jiangsu Website Medical 

Product Co,LTD No.5 yingchun 

Road,Industrial Park,211700 

Xuyi,Jiangsu China 

 

LOA validity November 2028 

FSC validity 21-04-2025 

BESTLIFE 

(Wound Dressing) 

 

Class-A 

 

Shelf Life :5 years 

 

Sizes: 

6cm*7cm, 9cm*10cm, 

9cm*15cm, 10cm*20cm, 

10cm*25cm, 10cm*30cm, 

10cm*35cm, 10cm*14cm, 

45cm*54cm, 

 

Approved 

1007.  M/s BN Trading 

Company Office#207, 

Makkah Tower Main 

Namak Mandi 

Peshawar 

ELI-00647 

R&I details 

29 Feb 2024 

Legal Manufacturer: 

Jiangsu Website Medical 

Product Co,LTD No.5 yingchun 

Road,Industrial Park,211700 

Xuyi,Jiangsu China 

 

LOA validity November 2028 

FSC validity 21-04-2025 

BESTLIFE 

(Surgical Tape/Non-Woven) 

 

Class-A 

 

Shelf Life :5 years 

 

Sizes: 

1 inch*3.5, 1 inch*4yard, 

1inch*4.5yard, 1inch*5 yard 

1inch*6yard, 0.5inch*3.5yard 

0.5inch*4 yard, 0.5inch*4.5yard 

2inch*3.5yard,  

2inch*4yard 

 

Approved 

1008.  M/s BN Trading 

Company Office#207, 

Makkah Tower Main 

Namak Mandi 

Peshawar 

ELI-00647 

R&I details 

29 Feb 2024 

Legal Manufacturer: 

Jiangsu Website Medical 

Product Co,LTD No.5 yingchun 

Road,Industrial Park,211700 

Xuyi,Jiangsu China 

 

LOA validity November 2028 

FSC validity 21-04-2025 

BESTLIFE 

(I.V Dressing) 

 

Class-A 

 

Shelf Life :5 years 

 

Sizes: 

6cm*7cm, 6cm*8cm 

5cm*7cm, 8cm*10cm  

 

Approved 

1009.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 7/4/2021 

Fee Challan No.: 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Goeschwitzer Strasse 51-52, 

07745 Jena, Germany.  

Zeiss Ophthalmic Examination Unit 

 

Model: 

IOL Master 500,700  

 

Shelf Life:  5 Years  

Class: B 

MD group:  Family 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

Approved both 

models, firm shall 

submit Form and 

requisite fee for 

model IOL Master 

700  
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2080833 

PKR: 25000/- 

 

20-03-2023)  

1010.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 7/4/2021 

Fee Challan No.: 

2080944 

PKR: 25000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Goeschwitzer Strasse 51-52, 

07745 Jena, Germany.  

 

Zeiss Ophthalmic Examination Unit 

RESCAN 700 

 

Model: RESCAN 700 

 

Shelf Life: 5 Years 

 

Class: B 

MD group: Single  

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved 

1011.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 7/4/2021 

Fee Challan No.: 

2080938 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Ophthalmic Examination Unit 

VISUREF 150 

 

Model : VISUREF 150 

 

Shelf Life : 5 years  

 

Class: B 

MD group: Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved 

1012.  Latif Instruments Pvt 

Limited, 14 

Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 13-2-2024 

Fee Challan No.: 

3652742570 

PKR: 25000/- 

 

Legal Manufacturer: 

STAAR Surgical AG  

Hauptstrasse 104 

2560 Nidau, Switzerland 

Phone: +41 32 332 88 88 

 

(Manufacturing site) 

 

STAAR Surgical AG 1911 

Walker Avenue Monrovia, CA 

USA 91016. 

 

MicroSTAAR Injectors 

 

Code 

MIS TF, MIS PF, SFC-45 

FTP 

 

 

Shelf Life:  3 Years 

 

Class: B 

MD group:  Family 

LOA Validity: 31-12-2025 

FSC Validity:23-08-2026 

Approved subject to 

submission of 

justification of class, 

grouping of medical 

devices applied, brief 

description of 

product and 

accordingly requisite 

Fee as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

 

1013.  Latif Instruments Pvt 

Limited ,14 

Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

Legal Manufacturer: 

Medicel AG 

Address: Dornierstrasse 11 9423 

Altenrhein, Switzerland. 

Phone: +41 71 7271050  

E-mail: info@medicel.com  

 

Viscoject Injector Set 

 

Code: 

LP604340, LP604335 

LP604350 

 

Shelf Life: 3 Years 

 

Class: B 

MD group:  Family 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 332 of 578 

 

 22-11-2024 

Fee Challan No.: 

704647603560 

PKR: 30000/- 

LOA Validity: 05-07-2027 

FSC Validity: 19-7-2027 

  

1014.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 23-7-2021 

Fee Challan No.: 

159761878 

PKR: 25000/- 

 

Legal Manufacturer: 

TECNO-GAZ S.p.A 

StradaCavalli n. 4,43038, Sala 

Baganza Parma, ITALY 

 

 

TECNO Autoclave 

Europa B 

 

Shelf Life : 5 Years 

 

Class: B 

LOA issuance Date: 18-12-2024 

FSC Validity: 

Issuance Date:  

09-11-2024 

  

Approved 

1015.  Accu-Sight  

131, NICHS, Phase 1, 

Jinnah Avenue, 

Lahore, Pakistan 

 

ELI-00409 

 

R&I Dated: 

 5-3-2024 

Fee Challan No.: 

1765007626 

PKR: 25000/- 

 

Legal Manufacturer: 

 

SIDAPHARM P.C. 

21, Stageiriti & 24, Em.Fili str., 

Thessaloniki GR-54352, Greece 

 

 

 

 

SIDAPHARM Stab Knives 

 

 Code: 

62000, 62021, 62001, 62002                

 

Shelf Life: 4 years 

 

Class: B 

MD group:  Family 

LOA Validity: 31-12-2025 

FSC Validity:  

Date of issue: 12-09-2023 

Approved 

1016.  Accu-Sight  

131, NICHS, Phase 1, 

Jinnah Avenue, 

Lahore, Pakistan 

 

ELI-00409 

 

R&I Dated: 

 5-3-2024 

Fee Challan No.: 

0194672509 PKR: 

25000/- 

 

Legal Manufacturer: 

 

SIDAPHARM P.C. 

21, Stageiriti & 24, Em.Fili str., 

Thessaloniki GR-54352, Greece 

 

 

 

 

 

 

SIDAPHARM Slit Knives 

 

Code                 

62016, 62017, 62052, 62018-1, 62018, 

62019, 62020             

 

Shelf Life: 4 years 

 

Class: B 

MD group:  Family 

LOA Validity: 31-12-2025 

FSC Validity:  

Date of issue: 12-09-2023 

Approved 

1017.   

OPTIMUS 

ENTREPOT  

194-F/1-BLOCK, 

JOHAR TOWN, 

LAHORE 

 

ELI-00125 

 

R&I Dated: 

 4-6-2024 

Fee Challan No.: 

814370387056 

Legal Manufacturer: 

 

M/S Alsanza  Medizintechnik 

und Pharma GmbH Hermann-

Burkhardt-Str.3 

D-72793, Pfullingen, Germany. 

Telephone: +49 (7121) 69 06 

520.  

 

 

 

Alsanza Alsajet Sky (Injector) 

 

 ModeL: 

Alsajet Sky 2.2 

Alsajet Sky 1.8 

 

Shelf Life: 3 years 

 

Class: B 

MD group:  Family 

LOA Validity:13-05-2027 

FSC Validity:  

Date of issue: 14-03-2023 

Approved 
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PKR: 25000/- 

 

1018.  OPTIMUS 

ENTREPOT  

194-F/1-BLOCK, 

JOHAR TOWN, 

LAHORE 

 

ELI-00125 

 

R&I Dated: 

 28-2-2024 

Fee Challan No.: 

80127340 

PKR: 50000/- 

 

Legal Manufacturer: 

M/S LENSTEC (BARBADOS) 

INC 

 located at Airport Commercial 

Centre. Pilgrim Road. Christ 

Church, Barbados BB17092, 

Telephone: (246)420-6795.  

  

 

LENSTEC Posterior chamber 

intraocular lens 

 

Brand  

Softec HD Click 

 5.0 to 30.0 

 

Shelf Life: 5 years 

 

Class: C 

MD group:  Family 

LOA Validity:31-12-2026 

FSC Validity: 31-12-2028 

Deferred for the 

submission  of 

clarification of name 

of the product, FSC 

of any SRA country, 

or CE certification. 

1019.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Lahore. 

 

ELI-00615 

 

R&I Dated: 

 16-01-2025 

Fee Challan No.: 

91577423 

PKR: 62000/- 

 

Legal Manufacturer: 

 

Millennium Biomedical Inc 

Address: 340 and 360 E Bonita 

Ave. Pomona, CA 91767, USA  

Telephone number: 909-621-

7646 

 

 

PreciSAL  Soft Hydrophobic Acrylic 

Intraocular Lens Preloaded  

 

Model : SAL PS302A 

 

Shelf Life: 5 years 

 

Class: C 

MD group:  Single 

LOA Validity:31-12-2027 

FSC Validity:  

Issue date 28-11-2024 

Approved 

1020.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Lahore. 

 

ELI-00615 

 

R&I Dated: 

 16-01-2025 

Fee Challan No.: 

49405832819 

PKR: 62000/- 

 

Legal Manufacturer: 

 

Millennium Biomedical Inc 

Address: 340 and 360 E Bonita 

Ave. Pomona, CA 91767, USA  

Telephone number: 909-621-

7646 

 

 

PreciSAL  Soft Hydrophobic Acrylic 

Intraocular Lens   

 

Model : SAL 302A 

 

Shelf Life: 5 years 

 

Class: C 

MD group:  Single 

LOA Validity:31-12-2027 

FSC Validity:  

Issue date 28-11-2024 

Approved 

1021.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Lahore. 

 

ELI-00615 

 

R&I Dated: 

 18-07-2024 

Fee Challan No.: 

25439295114  

PKR: 25000/- 

 

Legal Manufacturer: 

 

MEDA CO., LTD. 

Address: F2C, Building C2, 

Xinmao Science Skill Park, 

Huayuan Industry Development 

Area, Tianjin 300384, China 

 

 

 

 

 

 

MEDA Ultrasonic A/B Scanner for 

Ophthalmology 

 

Model : MD-2300S 

 

Service life:  8 years 

 

Class: B 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

Issue date 26-09-2024 

Approved subject to 

submission of FSC of 

any RRA country or 

CE certificates 

1022.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Legal Manufacturer: 

 

MEDA CO., LTD. 

MEDA Ultrasonic Biometer for 

Ophthalmology MD-1000A 

 

Approved subject to 

submission of FSC of 

any RRA country or 
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Lahore. 

 

ELI-00615 

 

R&I Dated: 

 18-07-2024 

Fee Challan No.: 

5841671230  

PKR: 25000/- 

 

Address: F2C, Building C2, 

Xinmao Science Skill Park, 

Huayuan Industry Development 

Area, Tianjin 300384, China 

 (Manufacturing site) 

 

 

Model : MD-1000A 

 

Service life:  5 years 

 

Class: B 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

Issue date 26-09-2024 

CE certificates 

1023.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Lahore. 

 

ELI-00615 

 

R&I Dated: 

 18-07-2024 

Fee Challan No.: 

596464277  

PKR: 25000/- 

 

Legal Manufacturer: 

 

MEDA CO., LTD. 

Address: F2C, Building C2, 

Xinmao Science Skill Park, 

Huayuan Industry Development 

Area, Tianjin 300384, China 

  

 

 

MEDA Ultrasonic Biometer for 

Ophthalmology MD-1000A/P 

 

Model : MD-1000A/P 

 

Service life:  5 years 

 

Class: B 

MD group:  Single  

LOA Validity: 31-12-2027 

FSC Validity:  

Issue date 26-09-2024 

Approved subject to 

submission of FSC of 

any RRA country or 

CE certificates 

1024.  Medoptics 

House no 114, Block 

F1,Wapda Town, 

Lahore. 

 

ELI-00615 

 

R&I Dated: 

 18-07-2024 

Fee Challan No.: 

6553432580 

PKR: 25000/- 

 

Legal Manufacturer: 

 

MEDA CO., LTD. 

Address: F2C, Building C2, 

Xinmao Science Skill Park, 

Huayuan Industry Development 

Area, Tianjin 300384, China 

 

 

 

MEDA Ultrasonic A/B Scanner for 

Ophthalmology ODM-2200 

Model : ODM-2200 

 

Service life:  8 years 

 

Class: B 

MD group:  Single  

LOA Validity: 31-12-2027 

FSC Validity:  

Issue date 18-02-2025 

Approved subject to 

submission of FSC of 

any RRA country or 

CE certificates 

1025.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080943 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

Zeiss Surgical Microscope for 

Ophthalmology ARTIVO 800 

 

 

Model:  

ARTIVO 800 

 

Shelf Life :  7 Years  

Class: A 

MD group:  Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved 

1026.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Surgical Microscope Extaro 300 

 

 

Model: 

Extaro 300 

 

 

Approved 
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ELI-00118 

 

R&I Dated: 

 7-06-2021 

Fee Challan No.: 

499474559 

PKR: 5000/- 

 

 

 

 

 

Shelf Life : 7 Years 

 

 

Class: A 

MD group:  Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

1027.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080940 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Medical Loupes 

 

Model: 

EyeMag Pro S,F EyeMag Smart 

 

 

Shelf Life : 5 years  

 

 

Class: A 

MD group:  Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved both 

models, firm shall 

submit Form and 

requisite fee for  

1028.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080930 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Goeschwitzer Strasse 51-52, 

07745 Jena, Germany.  

 

 

Zeiss Surgical Microscope 

 

Model: 

Kinevo 900 with Qevo 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved 

1029.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080932 

PKR: 5000/- 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Surgical Microscope 

 

Model: 

OPMI Lumera i 

OPMI Lumera 700 

OPMI Pico 

OPMI Sensera 

OPMI PROergo 

OPMI Lumera T 

OPMI Pentero 800. 900 

 

Shelf Life : 7 Years 

 

Class: A 

LOA Validity: 30-09-2026 

Approved Zeiss 

Surgical Microscope 

OPMI Lumera i, firm 

shall submit Forms 

and requisite fee for 

other models 
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 FSC Validity:  

 

(FSC issue date 

20-03-2023)  

1030.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080939 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Surgical Microscope TIVATO 

700 

 

 

Model: 

TIVATO 700 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved 

1031.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 1-04-2021 

Fee Challan No.: 

2080931 

PKR: 5000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec AG 

Address: Goeschwitzer Strasse 

51-52, 07745 Jena, Germany.  

 

 

Zeiss Slit Lamp 

 

Model: 

Slit Lamp SL 120, 

SL 130, 

SL  800 

SL imaging solution,   

SL cam 5.0  

  

Shelf Life : 3 Years 

 

 

Class: A 

LOA Validity: 30-09-2026 

FSC Validity:  

 

(FSC issue date 

20-03-2023)  

Approved Zeiss  

Slit Lamp 120, firm 

shall submit Forms 

and requisite fee for 

other models 

 

1032.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080908 

PKR: 5000/- 

 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

 

.  

Neitz Binocular Loupe with spot 

Illuminator 

 

Model: 

Binocular Loupe BLS-1,2,3,4,5,6 with 

spot Illuminatir NSI-III and NSI-X 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved 

1033.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Neitz Ophthalmologic-Otological 

diagnostic set 

 

Model: 

Approved bothe 

models, firm shall 

submit Form and 

requisite fee for Bxa-
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Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080910 

PKR: 5000/- 

 

 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

 

 

.  

Ophthalmoscope Bxa-12345FO, Bxa-

134FO 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

134FO 

 

1034.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080906 

PKR: 5000/- 

 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

(Manufacturing site) 

 

 

.  

Neitz Ophthalmic diagnostic set 

 

Model: 

Ophthalmoscope BX-Alpha-13, Bxa-

13A, Bxa-RC 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved 

Ophthalmoscope 

BX-Alpha-13, firm 

shall submit Forms 

and requisite fee for 

other models 

1035.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080909 

PKR: 5000/- 

 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

 

.  

Neitz Otoscope 

(Fiber Otoscope FO 

) 

Model: 

Fiber Otoscope FO 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

 

(FSC issue date 29-03-2024)  

Approved 

1036.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080907 

PKR: 5000/- 

 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

 

 

.  

Neitz Binocular Indirect 

Ophthalmoscope 

 

Model: 

Binocular Indirect Ophthalmoscope 

IO-a, IO-a LED, 

IO-a LED(LPS-250), 

IO-a LED (+IO-BP3),  

IO-a LED Camera 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

Approved model IO-

a LED Camera 

firm shall submit 

Forms and requisite 

fee for other models 
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FSC Validity:  

 

(FSC issue date 

29-03-2024)  

1037.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 09-03-2021 

Fee Challan No.: 

2080905 

PKR: 5000/- 

 

Legal Manufacturer: 

Neitz Instruments Co., Ltd. 4F 

Ichibancho Court, 15-21 

Ichibancho, Chiyoda-ku, Tokyo 

102-0082, Japan 

 

 

 

.  

Neitz Streak Retinoscopy 

 

Model: 

 

Streak Retinoscopy RX-3, 

RX-3A and  

RX-RC 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2027 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved model 

RX-3, firm shall 

submit Forms and 

requisite fee for other 

models 

1038.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

08674084247 

PKR: 5000/- 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

 

.  

REXXAM Auto Refrectometer & 

Auto Ref-Keratometer 

 

Model: 

Accuref R-800 & Accuref K-900 

 

Shelf Life : 7 Years  

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

30-06-2019)  

Approved REXXAM 

Auto Refrectometer, 

firm shall submit 

Form and requisite 

fee for REXXAM 

Auto Ref-

Keratometer 

 

1039.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 01-06-2021 

Fee Challan No.: 

097430947791 

PKR: 5000/- 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

 

 

REXXAM Chart Projector 

 

Model: 

Chart Projector A Chart model CP-500 

 

Shelf Life : 5 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

30-06-2019)  

Approved Chart 

Projector A, firm 

shall submit Form 

and requisite fee for 

C REXXAM Chart 

Projector CP-500 

1040.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

REXXAM Refractor 

 

Model: 

Refrector BR-7 NB White Coated 

Lens W/R & G Filters 

 

Approved 
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ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

16847455 

PKR: 5000/- 

 

 

 

.  

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

30-06-2019)  

1041.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

8010321363 

PKR: 5000/- 

(not Clear) 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

 

 

 

 

 

 

 

 

 

REXXAM Non-Contact Tonomete 

NCT-200 

  

 

Model: 

NCT-200 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Family 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

05-11-2012)  

Approved subject to 

msubmission of valid 

FSC 

1042.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

2642252923 

PKR: 5000/- 

 

 

 

 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

REXXAM Topographer 

Ref-TOP Ret-700 

 

 

Model: 

Ref-TOP Ret-700 

 

 

Shelf Life : 7 Years 

 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

05-11-2012)  

Approved 

1043.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

104354723 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

(Manufacturing site) 

 

 

.  

 

REXXAM Refractor 

 

Model: 

Refrector BR-7 NB White Coated 

Lens W/R & G Filters 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

Disposed of as the 

case has been 

addressesd at Sr # 

1066 
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PKR: 5000/- 

 

 

 

(FSC issue date 

05-11-2012)  

1044.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

22881165106 

PKR: 5000/- 

 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

REXXAM Slit Lamp 

 

Model: 

SL-102, SL-203, SL-500, SL-95, TS-

300, RS-500, RS-5000 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Family 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

06-07-2020)  

Approved subject to 

submission of 

justification grouping 

of medical devices 

applied 

1045.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

9062891997 

PKR: 5000/- 

 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

 

.  

REXXAM Specular Microscope 

SPM-700 

 

Model: 

Microscope SPM-700 

 

 

 

Shelf Life : 7 Years 

 

Class: A 

MD group:  Family 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

30-01-2019)  

Approved 

1046.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

7871192055 

PKR: 5000/- 

 

 

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

 

 

 

.  

REXXAM Universal Trail Frame TF-

3 

 

Model: 

Trail Frame TF-3 

 

Shelf Life : 3 years  

 

Class: A 

MD group:  Family 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 

30-01-2019)  

Approved 

1047.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

Legal Manufacturer: 

REXXAM CO., LTD 

Address:  

958 Ikeuchi, Konan-cho, 

Takamatsu City, Kagawa, 761-

1494 Japan. 

REXXAM Slit Lamp 

(LED Slit Lamp XL-1) 

 

Shelf Life : 7 Years 

 

Class: A 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 341 of 578 

 

 

ELI-00118 

 

R&I Dated: 

 21-05-2021 

Fee Challan No.: 

18919026545 

PKR: 5000/- 

 

 

 

.  

MD group:  Single 

LOA Validity: 31-12-2024 

FSC Validity:  

 

(FSC issue date 30-01-2019)  

1048.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 06-05-2021 

Fee Challan No.: 

399254635 

PKR: 5000/- 

 

 

Legal Manufacturer: 

Takagi Seiko Co., Ltd 

Address:  

330-2 Iwafune, Nakano-shi, 

Nagano-ken, 383-8585 Japan. 

 

  

 

 

.  

Takagi Hydraulic Medical Chair 

 

Model: 

Hydraulic Medical Chair OC-1A and 

OC-1B 

 

Shelf Life :  7 years  

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2026 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved 

1049.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 06-05-2021 

Fee Challan No.: 

095845674 

PKR: 5000/- 

 

 

Legal Manufacturer: 

Takagi Seiko Co., Ltd 

Address:  

330-2 Iwafune, Nakano-shi, 

Nagano-ken, 383-8585 Japan. 

 

  

 

 

.  

Takagi Operating Microscope 

 

Model: 

Operating Microscope OM-19, OM-9, 

OM-6 and OM-5 

 

Shelf Life : 7 years 

 

Class: A 

MD group:  Family 

LOA Validity: 31-12-2026 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved model 

OM-19 firm shall 

submit Forms and 

requisite fee for other 

models 

1050.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 06-05-2021 

Fee Challan No.: 

5064939240 

PKR: 5000/- 

 

 

Legal Manufacturer: 

Takagi Seiko Co., Ltd 

Address:  

330-2 Iwafune, Nakano-shi, 

Nagano-ken, 383-8585 Japan. 

 

 

.  

Takagi Projection Perimeter MT-

325UD 

 

Model: 

Projection Perimeter MT-325UD 

 

Shelf Life : 7 years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2026 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 342 of 578 

 

1051.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 06-05-2021 

Fee Challan No.: 

0636590701 

PKR: 5000/- 

 

 

Legal Manufacturer: 

Takagi Seiko Co., Ltd 

Address:  

330-2 Iwafune, Nakano-shi, 

Nagano-ken, 383-8585 Japan. 

 

 

.  

Takagi Slit Lamp Microscope 

 

Model: 

Slit Lamp Microscope (700GL), Slit 

Lamp Microscope (30GL), Slit Lamp 

MSI Tonometer AT Electric 

Instruments Stand  

 

Shelf Life : 7 years 

 

Class: A 

MD group:  Single 

LOA Validity: 31-12-2026 

FSC Validity:  

 

(FSC issue date 

29-03-2024)  

Approved Takagi Slit 

Lamp Microscope 

 (700GL) subject to 

submission of valid 

FSC firm shall 

submit Forms and 

requisite fee for other 

models of Slit Lamp 

Microscope 

1052.  M/s. Tek  

Enterprises  

Office#  MZ-9,  

Al  Hafeez  

Heights 65-D sir  

Syed  Road  

Gulberg 3 lahore  

  

ELI-00189  

 

R&I Details 

23-05-2024 

  

  

Legal Manufacturer: M/s 
ASAHI Intecc  

co., ltd.,  

3-100 Akatsuki-cho,  

Seto, Aichi 489-0071  

Japan  

Tel. no.: +81-561-48- 

5551  

Fax no.: +81-561-48- 

5551  
Website : www.asahiintecc.com  

FSC: Japan.  

  

Validity: 12-10-2028 

  

 LOA Validity: 30/06/2025  

Asahi Extension  

Wire  

 

Class A  

  

Shelf Life: 3 Years   

  

  Codes / Sizes  

AG149000, AG149001   

 

Approved 

1053.  M/s. Pak Punjab 

Cardex Medical 

System 

 

Ground Floor, 210-J/2 

Block, M.A. Johar 

Town, Lahore 

 

ELI-00174 

 

 

Legal Manufacturer: 

M/s Kossel Medtech (Suzhou) 

Co. Ltd., BLDG 6,No.8 Jinfeng 

Road, Suzhou New District, 

215163 

P.R. China 

Tel:+86-512-8717 4080 

Fax:+86-512-8717 4081 

 

 Website: www.kossel-

medical.com 

 

FSC: China 

 

Validity: 01-07-2029 

 

CFG: USA 
LOA Validity: 25-03-27 

SelestemⓇ Radial Artery Tourniquet 

 

Shelf Life: 02 Years  

 

Codes/Sizes: 

KRAT-L0, KRAT-M0, KRAT-S0, 

KRAT-L1, KRAT-M1, KRAT-S1 

 

Already discussed at 

Sl.No.884. 

1054.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

Legal Manufacturer: 

Carl Zeiss Meditec, Inc 

Address:  5300 Central Parkway 

Dublin 

California 94568, USA. 

 

 

Zeiss CIRRUS HD-OCT 

 

Model: 

500, 5000, 6000 

 

Shelf Life:  7 Years  

Class: B 

Approved Zeiss 

CIRRUS HD-OCT 

6000 subject to 

submission of 

generic name and 

brief description of 

the device, firm shall 

http://www.kossel-medical.com/
http://www.kossel-medical.com/
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ELI-00118 

 

R&I Dated: 

 13/6/2024 

Fee Challan No.: 

9431241333 

PKR: 25000/- 

 

 

(Manufacturing site) 

 

Flextronics Manufacturing 

(Singapore) Pte Ltd.  

Address: NO. 1 Kallang Place, 

339211, Singapore.    

  

LOA Validity: 30-12-2025 

FSC Validity: 23-4-2025 

  

submit Form and fee 

for Zeiss CIRRUS 

HD-OCT 

Model 

500 & 5000 

 

1055.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 13/6/2024 

Fee Challan No.: 

81262355299 

PKR: 25000/- 

 

Legal Manufacturer: 

Carl Zeiss Meditec, Inc 

Address:  5300 Central Parkway 

Dublin 

California 94568, USA. 

 

 

 

(Manufacturing site) 

 

Flextronics Manufacturing 

(Singapore) Pte Ltd.  

Address: NO. 1 Kallang Place, 

339211, Singapore.    

  

Zeiss CLARUS 

 

Model: 

500, 700 

 

Shelf Life:  7 Years  

Class: B 

MD group:  Single  

LOA Validity: 30-12-2025 

FSC Validity: 23-4-2025 

  

Approved both 

models subject to 

submission of Form 

and requisite fee for 

Zeiss CLARUS 700 

 

1056.  Latif Instruments Pvt 

Limited  

14 Commercial 

Buildings, Shahrah E 

Quaid E Azam,, 

Lahore,  

 

ELI-00118 

 

R&I Dated: 

 13/6/2024 

Fee Challan No.: 

5998157123 

PKR: 25000/- 

 

Legal Manufacturer: 

Name: 

Carl Zeiss Meditec, Inc 

Address:  5300 Central Parkway 

Dublin 

California 94568, USA. 

 

 

 

Manufacturing site 
Flextronics Manufacturing 

(Singapore) Pte Ltd.  

Address: NO. 1 Kallang Place, 

339211, Singapore.    

  

Zeiss Humphrey Field Analyzer 3 

 

Model: 

830, 840, 850, 860 

 

Shelf Life:  7 Years  

Class: B 

MD group:  Single  

LOA Validity: 30-12-2025 

FSC Validity: 23-4-2025 

  

Approved subject to 

clarification of 

grouping of models 

830, 840, 850, 860 

along with generic 

name & brief 

description of the 

device 

1057.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 24-5-2024 

Fee Challan No.: 

49926622 

PKR: 25000/- 

 

Legal Manufacturer: 

M/s MERIT MEDICAL 

SYSTEM, Inc. 

1600 West Merit Parkway, 

South Jordan, Utah 84095, USA 

  

Manufacturing Site: 

Merit Maquiladora Mexico, 

S.DE R.L DE C.V Avenda Sor 

Juana Ines de la Cruz 19970 

Interior B, Edificio 2, Parque 

Industrial Frontera Tijuana, Baja 

California MEXICO 22630 

 

 

Merit Achieve Biopsy System II 

Class: B 

MD group: Single 

LOA Validity: 02/22/2026 

FSC Validity: 04/24/2025  

 

CA2011, CA2015 , CA2020, CA1811, 

CA1815, CA1820 , CA1611 , 

CA1615, CA1620, CA1411, CA1415, 

CA1420, A206 , A209 , A2011 , 

A2015 , A2020 , A186 , A189, A1811, 

A1815 , A1820, BA149, BA1411 

BCA1411, BA129, BA1211, BA1215, 

BCA1211, BCA1215 

Deferred for the 

clarification of 

grouping of the 

product applied, 

relevant brief 

description of the 

device with respt to 

part of the body from 

where the biopsy is 

intended 

1058.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

Legal Manufacturer: 

M/s MERIT MEDICAL 

SYSTEM, Inc. 

1600 West Merit Parkway, 

South Jordan, Utah 84095, USA 

Merit MAK/Mini Access Kit Type II 

Class: B 

 

LOA Validity: 02/22/2026 

FSC Validity: 04/24/2025 

Approved 
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RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 24-5-2024 

Fee Challan No.: 

4043212025 

PKR: 25000/- 

 

 

Manufacturing Site: 

Merit Maquiladora Mexico, 

S.DE R.L DE C.V Avenda Sor 

Juana Ines de la Cruz 19970 

Interior B, Edificio 2, Parque 

Industrial Frontera Tijuana, Baja 

California MEXICO 22630 

 

 

Codes/Sizes 

MAK401, MAK501, MAK401N, 

MAK501N, MAK501N-15 , 

MAK405, MAK505 , MAK401-E, 

MAK501-E , MAK401N-E, 

MAK501N-E, MAK405-E , 

MAK505-E , MAK401-PED , 

MAK501-PED , MAK401N-PED , 

MAK405-PED, MAK501N-PED , 

MAK505-PED, S-MAK401 , S-

MAK501 , S-MAK401N , S-

MAK501N , S-MAK501N-15, S-

MAK405 , S-MAK505 , S-

MAK501N15BT, PAKM4NPD4 , 

PAKM5NPD4 , PAKS4NPD4 , 

PAKS5NPD4 , PAKPHR47NPD4, 

PAKM4NPD7 , PAKM5NPD7 , 

PAKS4NPD7 , PAKS5NPD7 , 

PAKPHR47NPD7 , MAK4F-10 , 

MAK5F-10, MAK5F-15, S-MAK4F-

10 , S-MAK5F-10 , S-MAK5F-15, 

MAK001, MAK001N , MAK001N-

60 , MAK001N-80, MAK005, 

MAK005-60, MAK-NV-005, , MAK-

NV-014, , MAK-NV-020, , MAK-

NV-021, MAK-NV-007, , MAK-NV-

006, MAK-NV-015, MAK-NV-003, 

MAK-NV-004, MAK-NV-013, 

MAK-NV-012, MAK-NV-002, 

MAK-NV-008, MAK-NV-017, 

MAK-NV-018, MAK-NV-019, 

MAK-NV-001, MAK-NV-009, 

MAK-NV-010, MAK-NV-011, 

MAK-NV-016 

 

1059.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 11-11-

2024 

Fee Challan No.: 

622766183235 

PKR: 31000/- 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

 

EasyEndo Lite Linear Cutting Stapler  

Class: B 

MD group:  Single 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025  

U12S45G, U12M45G, U12L45G, 

U12S60G, U12M60G, U12L60G 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates  

1060.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

EASYENDO UNIVERSAL LINEAR 

CUTTING STAPLER 

Class: B 

MD group: Single 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

U12S, U12M, U12L 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 
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R&I Dated: 11-11-

2024 

Fee Challan No.: 

8079562572 

PKR: 31000/- 

1061.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 11-11-

2024 

Fee Challan No.: 

61007051 

PKR: 62000/- 

 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

Name of Medical device 

EASYENDO LITE LOADING 

UNITS 

Class: C 

 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

N45M 

N45W 

N45B 

N45C 

N45G 

N45BC 

N45CC 

N45GC 

N45VM 

N45MT 

N45XT 

N60M 

N60W 

N60B 

N60C 

N60G 

N60BC 

N60CC 

N60GC 

N60VM 

N60MT 

N60XT 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 

1062.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 11-11-

2024 

 

Fee Challan No.: 

88214767 

PKR: 31000/- 

 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

 

EASYCS CIRCULAR STAPLER 

Class: B 

MD group:  Single 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

CS2135 

CS2148 

CS2535 

CS2548 

CS2935 

CS2948 

CS3148 

CS3348 

CS2150EA 

CS2550EA 

CS2050EA 

CS3350EA 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 

1063.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

Name of Medical device 

EASYENDO FLEX LOADING 

UNITS 

Class: C 

MD group:  Single 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 
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RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 11-11-

2024 

Fee Challan No.: 

504436045352 

PKR: 62000/- 

 

 LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

L30W 

L30B 

L45W 

L45B 

L45C 

L45G 

L60W 

L60B 

L60C 

L60G 

R30M 

R30W 

R30B 

R45M 

R45W 

R45B 

R45C 

R45G 

R45T 

R60W 

R60B 

R60C 

R60G 

R60T 

R30MG 

R30WG 

R45MG 

R45WG 

R60WG 

1064.  M/s s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 11-11-

2024 

Fee Challan No.: 

19735202558 

PKR: 31000/- 

 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd.  

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

 

Name of Medical device 

EASYLC LINEAR CUTTER 

STAPPLER 

Class:B 

MD group:  Single 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

LCE60X 

LCE80X 

LCE100X 

LCE60 

LCE60B 

LCE60G 

LCE80 

LCE80G 

LCE100 

LCE100B 

 

 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 

1065.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd. 

399,Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

EASYLC LOADING UNITS 

Class: C 

MD group: Single 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates 
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(ELI-00226) 

 

R&I Dated: 11-11-

2024 

Fee Challan No.: 

40409636835 

PKR: 62000/- 

 

LCC60W 

LCC60B 

LCC60G 

LCC80B 

LCC80G 

LCC100B 

LCC100G 

1066.  M/s COR-MED 2ND 

FLOOR 38/62 

REHMAN PLAZA 

BANK ROAD 

SADDAR 

RAWALPINDI 

 

(ELI-00226) 

 

R&I Dated: 

30/01/2025 

Fee Challan No.: 

9573430611 

PKR: 62000/- 

 

Legal Manufacturer: 

M/s Ezisurg Medical Co., Ltd. 

399, Miaoqiao Rd., Pudong New 

District, 20135 Shanghai, China 

 

 

EASYENDO ULTRASONIC 

SURGICAL SYSTEM 

Class:C 

MD group:  Muliple 

LOA Validity: 09/18/2027 

FSC Validity: 03/02/2025 

 

eTR01 

ESO1 

SEC14A 

SHC23A 

SHC36A 

SHC45A 

SHF9A 

SHF9AB 

SHF9AG 

SHF17A 

SHF17AB 

SHF17AG 

TW01 

TW03-01 

TW03-02 

eHP01 

eHP02 

TP01 

TP02 

FSU01 

 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificates along 

with justification of 

grouping 

1067.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

TOWN, LAHORE 

 

 

 

ELI-000305 

 

 

 

R&I details: 

19-08-2020 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o. ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

Telephone No: 

 +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

FSC: 

FSC of Reference Country 

Validity: 2019-04-01 

OR 

EC Certificate 

OPTOPOL Spectral Optical 

Coherence Tomographer REVO 60 

 

Class B 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: REVO 60 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 348 of 578 

 

Validity: 2024-05-26 

 

ISO 13485 

Validity: 2021-07-08 

1068.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

TOWN, LAHORE 

 

 

 

ELI-000305 

 

 

 

R&I details 

19-08-2020 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o. ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA 

Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

FSC: 

FSC of Reference Country 

Validity: 2019-04-01 

OR 

EC Certificate 

Validity: 2024-05-26 

 

ISO 13485 

Validity: 2021-07-08 

 

OPTOPOL Spectral Optical 

Coherence Tomographer REVO 80 

 

Class B 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: REVO 80 

Approved 

1069.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

TOWN, LAHORE 

 

 

 

ELI-000305 

 

 

 

R&I details 

19-08-2020 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o.ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

FSC: 

FSC of  Reference Country 

Validity: 2019-04-01 

OR 

EC Certificate 

Validity: 2024-05-26 

 

ISO 13485 Validity: 2021-07-08 

 

OPTOPOL Spectral Optical 

Coherence Tomographer REVO FC 

 

Class B 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: REVO FC 

Approved 

1070.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

Legal Manufacturer: 

OPTOPOL TECHNOLOGY Sp. 

z o.o. ul. Zabia 42 42-400 

Zawiercie POLAND 

OPTOPOL Spectral Optical 

Coherence Tomographer REVO 

NX 130 
 

Approved 
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TOWN, LAHORE 

 

 

 

ELI-000305 

19/08/2020 

 

 

R&I details 

 

dd/mm/yy 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA 

Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

FSC: 

FSC of  Reference Country 

Validity: 2019-04-01 

OR 

EC Certificate 

Validity: 2024-05-26 

 

ISO 13485 

Validity: 2021-07-08 

 

Class B 

 

Shelf Life:  N/A 

 

Codes/Sizes: REVO NX 130 

1071.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

TOWN, LAHORE 

 

 

 

ELI-000305 

 

 

R&I details 

19-08-2020 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o.ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA 

Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

OPTOPOL Automated Projection 

Perimeter  

PTS 920 
Class A 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: PTS 920 

 

Approved 

1072.  M/s OPTISURG, 

 

Address: 

 17/ C-1, VALENCIA 

TOWN, LAHORE 

 

 

 

ELI-000305 

 

 

R&I details 

19-08-2020 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o.ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA 

Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

OPTOPOL Automated Perimeter 

PTS 925W 

 

Class A 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: PTS 925W 

Approved 

1073.  M/s OPTISURG, 17/ 

C-1, VALENCIA 

TOWN, LAHORE 

 

ELI-000305 

Legal Manufacturer: 

M/s OPTOPOL 

TECHNOLOGY Sp. z o.o.ul. 

Zabia 42 42-400 Zawiercie 

POLAND 

OPTOPOL Automated Projection 

Perimeter  

PTS 2000 
Class A 

 

Approved 
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R&I details 

19-08-2020 

Telephone No: +48 32609173 

Email: info@optopol.com.pl 

https://www.optopol.com/ 

 

LOA 

Validity: 31-12-2022 

 

FSC: 

Country of origin 

Validity: 2019-04-01 

 

Shelf Life:  N/A 

 

 

Codes/Sizes: PTS 2000 

1074.  UNIQUE PHARMA, 

House No. 1775/21, 

Street No. 1, 

Tariqbaad, MDA 

Road, Multan - 

Pakistan. 

 

ELI-00068 

5708-P 

31,000/- 

Legal Manufacturer: 
Tiachang City Anrui Medical 

Equipments Co., Ltd, Renhe 

Industriaal District, Tinaching 

City, Anhul Province, China. 

 

Original FSC: China. 

Validity:  15-01-2026. 

LOA validity 29-10-29 

Unirel  

Powdered Latex Sterile Surgical 

Gloves 

 

Class-B 

 

Shelf Life:  5 Years 

 

Sizes: 

6, 6.5, 7, 7.5, 8, 8.5, 9 

 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certifiactes & fee 

as per SRO 

1324(I)/2024 dated 

30th August, 2024 

1075.  Shafia Enterprises 2nd 

Floor, Nigar Centre 

Patiala Ground Link 

Mcleod Road Lahore. 

 

ELI-00766 

5791-P 

25,000/- 

Legal Manufacturer: 
M.R.I. Co., Ltd 

Address: 
313-315 Sec. 5, Tambon Surasak 

Ampher Sriacha Province 

Chonburi 20110 Thailand. 

 

FSC: Thailand. 

Validity:  08-08-2024. 

MOTEX Latex Surgical Gloves 

Powdered/ Powder Free  

 

Class-B 

 

Shelf Life:  8 Years 

 

Sizes: 

(6, 6.5, 7, 7.5, 8, 8.5, 9) 

Approved both types, 

firm shall submit fee 

for MOTEX Latex 

Surgical Gloves 

Powder Free  

 

1076.  M/s ElectroMed 

Corporation 

ELI-00163 

R&I details: 06-Mar-

2023 

25,000/- 

Legal Manufacturer: M/s 

MIR-Medical International 

Research S.p.A 

Manufacturing Site:  

Viale Luigi Schiavonetti 270 

00173, Roma, Italy 

LOA: 01-Mar-2027 

FSC: 01-Mar-2027 

Country of Origin: Italy 

EC Certificate: 15-Feb-2028 

ISO 13485: 15-Feb-2027 

MiniSpir 

PC-based Spirometer 

(MiniSpir Without Turbine Flowmeter 

911006) 

Class B 

 

Shelf Life: 10 years 

 

Codes/Sizes: 

911006 MiniSpir Without Turbine 

Flowmeter 

911006T MiniSpir With Reusable 

Turbine Flowmeter 

Approved both types 

of MiniSpir 

Spiromrters, subject 

to submission of fee 

& Form and fee for 

MiniSpir 

PC-based Spirometer 

(MiniSpir Without 

Turbine Flowmeter 

911006 

1077.  M/s ElectroMed 

Corporation 

ELI-00163 

R&I details: 06-Mar-

2023 

25,000/- 

Legal Manufacturer: M/s 

MIR-Medical International 

Research S.p.A 

Manufacturing Site:  

Viale Luigi Schiavonetti 270 

00173, Roma, Italy 

LOA: 01-Mar-2027 

FSC: 01-Mar-2027 

Country of Origin: Italy 

EC Certificate: 15-Feb-2028 

ISO 13485: 15-Feb-2027 

Spirolab 

Spirometer 

 

Class B 

 

Shelf Life: 10 years 

 

Models: 

911080 Spirolab Without Turbine 

Flowmeter 

911080T Spirolab with Reusable 

Turbine Flowmeter 

911081T Spirolab With Oximetry and 

Reusable Turbine Flowmeter 

Approved Spirolab 

Spirometer Model 

911080, subject to 

submission of fee & 

Form and fee for 

911080T Spirolab 

with Reusable 

Turbine Flowmeter 

& 

911081T Spirolab 

With Oximetry and 

Reusable Turbine 

Flowmeter  
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1078.  M/s ElectroMed 

Corporation 

ELI-00163 

R&I details: 06-Mar-

2023 

25,000/- 

Legal Manufacturer: M/s 

MIR-Medical International 

Research S.p.A 

Manufacturing Site:  

Viale Luigi Schiavonetti 270 

00173, Roma, Italy 

LOA: 01-Mar-2027 

FSC: 01-Mar-2027 

Country of Origin: Italy 

EC Certificate: 15-Feb-2028 

ISO 13485: 15-Feb-2027 

Spirodoc 

Spirometer 

 

Class B 

 

Shelf Life: 10 years 

 

Codes/Sizes: 

910600 – Spirodoc Without turbine 

flowmeter 

910610 – Spirodoc with Oximeter 

without turbine flowmeter 

910600T – Spirodoc with reusable 

turbine flowmeter 

910610T – Spirodoc with Oximeter 

and with reusable turbine flowmeter 

910606 – Spirodoc Oximeter 

Approved all models 

of Spirodoc 

Spirometer applied 

subject to submission 

of Forms and fee for 

all models. 

1079.  ElectroMed 

Corporation 53 Mall 

Avenue, 54 The Mall, 

Near Panorama 

Shopping Center, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: M/s 

MIR-Medical International 

Research S.p.A 

Manufacturing Site:  

Viale Luigi Schiavonetti 270 

00173, Roma, Italy 

LOA: 01-Mar-2027 

FSC: 01-Mar-2027 

Country of Origin: Italy 

EC Certificate: 15-Feb-2028 

ISO 13485: 15-Feb-2027 

FlowMIR 

Disposable Turbine Flowmeter with 

Cardboard Mouthpiece 

 

Class-B 

 

Shelf Life: 10 years 

 

Codes/Sizes: 

910004 Flowmir Disposable Turbine 

 

Approved  

 

1080.  ElectroMed 

Corporation 53 Mall 

Avenue, 54 The Mall, 

Near Panorama 

Shopping Center, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: 

M/s Bedfont Scientific Ltd, 

Station Road, Harrietsham, 

Maidstone, kent ME17 1JA, 

United Kingdom. 

 

FSC:  UK 

Valid till: 26/05/2025 

LOA validity 25-12-2025 

Gastrolyzer 

(Gastro+Gastrolyzer (Breath 

measuring device) 

 

Class-A 

 

Shelf Life:  5 years 

 

Model: 

Gastro 

Approved subject to 

submission of valid 

FSC of the product 

1081.  ElectroMed 

Corporation 53 Mall 

Avenue, 54 The Mall, 

Near Panorama 

Shopping Center, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: 

M/s Bedfont Scientific Ltd, 

Station Road, Harrietsham, 

Maidstone, kent ME17 1JA, 

United Kingdom. 

 

FSC:  UK 

Valid till: 26/05/2025 

LOA validity 25-12-2025 

Nobreath 

FeNO monitor 

NOBREATH V2 

 

Class-A 

 

Shelf Life: 5 years 

 

Codes/Sizes: 

NOBREATH V2 

 

 

Approved subject to 

submission of valid 

FSC of the product 

1082.  M/S Global Marketing 

Services  

 

(ELI- 00109)  

 (LEGAL 

MANUFACTEURER) 

bioMerieux Inc located 100 

Rodolphe Street, Durham, North 

Carolina 27712 – USA  

Legal Manufacturer: 
BioMérieux Inc. 100 Rodolphe 

Street Durham, North Carolina 

BACT/ALERT® MP Reagent System  

Mycobacterium Detection Kit  

 

Class: B  

 

Shelf life: 12 months  

 

Codes:  

Approved subject to 

clarification of the 

product whether is it 

a system or kit, class 

of device and brief 

description of the 

device 
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27712 – USA Authorized 

Representative BioMérieux SA 

376 Chemin de l'Orme 69280 

Marcy-l’Etoile France  

 

Free Sale Certificate (FSC) FSC:  

13-01-2022 issuance 

 

ISO 9001:2015  

attached Valid until December 

17th 2024 CE  

 

LOA valid till 31-03-2025 

414997, 419744  

1083.  Quality Medical 

Services, H-49. 

Gordon College Road 

Rawalpindi 

 

ELI: 00123 

5,000/- 

 

Legal Manufacturer: 
CONWELL MEDICAL CO., 

LTD. 2F, No. 127-3, 1st Road, 

Taichung Industrial Park, Situn 

District, Taichung 407270, 

Taiwan  

 

FSC: TAIWAN Validity: 

31/OCT/2026  

 

LOA Validity: 31/OCT/2024 

Conwell Medical –CO Limited  

Shoulder Series  

 

Class-A  

 

Shelf Life: N/A 

Approved subject to 

clarification of the 

name & type of the 

device applied and 

valid LoA.  

1084.  Quality Medical 

Services, H-49. 

Gordon College Road 

Rawalpindi 

 

ELI: 00123 

5,000/- 

 

Legal Manufacturer: 
CONWELL MEDICAL CO., 

LTD. 2F, No. 127-3, 1st Road, 

Taichung Industrial Park, Situn 

District, Taichung 407270, 

Taiwan  

 

FSC: TAIWAN Validity: 

31/OCT/2026  

 

LOA Validity: 31/OCT/2024 

Conwell Medical –CO Limited  

Medical Stocking Series  

 

Class A  

 

Shelf Life: N/A 

 

 Models: 

1. 1401.PANTYHOUE  

COMPRESS: 18-21 mmHg 

2. 1403. KNEE –HIGH  

COMPRESS: 18-21 mm Hg 

3. 1407.THIGH- HIGH  

COMPRESS: 18-21 mm Hg 

4. 2101. PANTYHOUSE  

COMPRESS : 21-24mm Hg 

5. 2103. KNEE – HIGH  

COMPRESS: 21-24 mm Hg 

6. 2107. THIGH-HIGH  

COMPRESS : 21-24 mm 

Hg 

7. 3601. PANTY HOUSE  

COMPRESS: 26-30 mm Hg 

8. KNEE HIGH COMPRESS:  

26-30 mm Hg 

9. 3605. KNEE HIGH OPEN  

TOE COMPRESS: 26-30  

mm Hg 

10. 3607. THIGH HIGH 

COMPRESS: 26-30 mm Hg 

11. 3609. THIGH HIGH OPEN  

TOE COMPRESS: 18- 

21mm Hg 

Approved all types of 

stockings subject to 

submission of valid 

LoA and forms and 

fee for all types 

applied. 

1085.  Quality Medical Legal Manufacturer: Conwell Medical –CO Limited  Deferred for the 
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Services, H-49. 

Gordon College Road 

Rawalpindi 

 

ELI: 00123 

 

CONWELL MEDICAL CO., 

LTD. 2F, No. 127-3, 1st Road, 

Taichung Industrial Park, Situn 

District, Taichung 407270, 

Taiwan  

 

FSC: TAIWAN Validity: 

31/OCT/2026  

 

LOA Validity: 31/OCT/2024 

Knee, ankle and foot, wrist Series 

 

Class A  

 

Shelf Life: 5 years  

submission of valid 

LoA, application 

Form, fee and 

required type of the 

product 

1086.  Quality Medical 

Services, H-49. 

Gordon College Road 

Rawalpindi 

 

ELI: 00123 

 

Legal Manufacturer: 
CONWELL MEDICAL CO., 

LTD. 2F, No. 127-3, 1st Road, 

Taichung Industrial Park, Situn 

District, Taichung 407270, 

Taiwan  

 

FSC: TAIWAN Validity: 

31/OCT/2026  

 

LOA Validity: 31/OCT/2024 

Conwell Medical –CO Limited  

Back & Collar Series  

 

Class A  

 

Shelf Life: 5 years  

 

Models: 

1. 5501 MASH BACK SUPPORT 

2. 5502.SOFT BACK SUPPORT 8” 

3. 5503.SACRO LUMBER  

SUPPORT 10” 

4. 5504.SUPER SACRO LUMBER  

SUPPORT WITH BACK PAD  

12” 

5. 5505. SPINAL BRACE WITH  

BACK PAD 

6. 5506. DELUXE SACRO  

LUMBER SUPPORT 

7. 5507. ABDOMINAL BINDER 9” 

8. 5508. ABDOMINAL BINDER12” 

9. 5509. RIB BELT 

10. 5510.HYPEREXTENSION  

BRACE 

11. 5511.CHAIRBACK BRACE 

12. 5512. DELUXE MATERNITY  

BELT 

13. 5513. HERNIA AID 

14. 5514.HYPERTENSION SPINE 

BRACE (LENGTH) 

15. 5515. HYPERTENSION SPINE  

BRACE (REGULAR) 

.  

16. 5517. ABDOMINAL BINDER  

11” 

17. 5518. LITE LSO BACK BRACE  

9” 

18. 5519. PRO BACK SUPPORT 9” 

19. 71010. HIP ORTHOSIS BRACE  

(LEFT) 

20. 71020. HIP ORTHOSIS BRACE  

(RIGHT) 

21. S. AIR SHIELD WALKER  

(STANDARD) 

22. S009. HYPEREXTENSION  

ORTHOSIS 

23. 5524. DELUXE  

HYPEREXTENSION SPINE  

Approved all types of 

collars subject to 

submission of valid 

LoA and forms and 

fee for all types 

applied. 
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BRACE (SHORT LENGTH) 

24. 5525. DELUXE  

HYPEREXTENSION SPINE  

BRACE (REGULAR LENGTH) 

25. 55200.CROSS HYPERTENSION  

BRACE 

26. 5101. CERVICAL COLLLAR  

27. 5102.CERVICAL COLLAR  

WIYH PLASTIC INSERT 

28. 5103.PLASTIC ADJUSTABLE  

COLLAR 

29. 5104. DELUXE PLASTIC  

CERVICAL COLLAR 

30. 5106. CERVICAL COLLAR  

WITH TRACHEA OPENING 2  

1/4:” 

31. 5107. CERVICAL COLLAR  

WITH TRACHEA OPENING 3  

1/4:” 

32. 5109. CERVICAL COLLAR  

WITH TRACHEA OPENING 4  

1/4:” 33. 5108.CERVICAL COLLAR  

WITH TRACHEA OPENING 5  

1/4:” 

34. 51100.DELUXE ADJUSTABLE  

CERVICAL COLLAR 

1087.  M/S Global Marketing 

Services  

 

(ELI- 00109)  

R&I: 29-04-2024 

 

Legal Manufacturer:  

M/s AliveDx Suisse SA 

Business Park Terre Bonne 

Route de Crassier 13 

1262 Eysins 

SWITZERLAND 

Free Sale Certificate (FSC)  

Certificate No. 00021286 

Validity: 08-04-2027 

 

ISO 13485: No. Q5 107728  

 

0001 Rev.01, Valid till 01- 

10-2026 

 

LOA valid till 11-04-2027 

MosaiQ® AiPlex CTD 

 Multiple extractable nuclear antigen  

antibody (anti-ENA) screening  

IVD, kit, multiplex 

  

Class: B 

Shelf life: 12 months (real time  

stability is in-process) 

 

Codes as per FSC:  

• MosaiQ® AiPlex CTD  

Quality Controls (132001) 

• MosaiQ® AiPlex CTD  

Magazine (160002) 

Approved 

1088.  M/S Global Marketing 

Services  

 

(ELI- 00109)  

R&I: 29-04-2024 

 

Legal Manufacturer:  

M/s AliveDx Suisse SA 

Business Park Terre Bonne 

Route de Crassier 13 

1262 Eysins 

SWITZERLAND 

Free Sale Certificate (FSC)  

Certificate No. 00021286 

Validity: 08-04-2027 

 

ISO 13485: No. Q5 107728  

 

0001 Rev.01, Valid till 01- 

10-2026 

 

LOA valid till 11-04-2027 

MosaiQ 125 Instrument Multiplex 

Analyzer  

 

Class: A  

 

Shelf life: NA  

 

Codes as per FSC: MosaiQ 125 

Instrument (126001) MosaiQ Wash 

Buffer 1 (155003) MosaiQ Wash 

Buffer 2 (155004) MosaiQ Sample 

Diluent (155002) MosaiQ Detection 

Reagent 1 (155031) MosaiQ 

Enhancement Reagent 1 (155007) 

MosaiQ Enhancement Reagent 2 

(155008)  

Approved 
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1089.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

 

Legal Manufacturer: Illumina, 

Inc. (HQ) Address: 5200 

Illumina Way, San Diego, CA 

92122, USA Telephone Number: 

858.202.4500 Fax: 

858.202.4545 Website: 

www.illumina.com 

Manufacturing, Packaging, 

QC Release and Distribution is 

performed at:  
Illumina Singapore 29 

Woodlands Industrial Park E1 

North Tech, Lobby 3, #02-13/18 

Singapore 757716 Design and 

Development is performed at: 

Illumina Inc, 5200 Illumina 

Way, San Diego, CA 92122, 

USA Telephone Number: 

858.202.4500 Fax: 

858.202.4545  

 

Free Sale Certificate (FSC) 

Attached validi till 29-09-2027 

ISO: Attached  

LOA validity 16-02-2026 

NextSeq™ 550Dx instrument  

DNA sequencing instrument  

 

Class: A  

 

Shelf life: N/A 

Approved 

1090.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

 

Legal Manufacturer: Illumina, 

Inc. (HQ) Address: 5200 

Illumina Way, San Diego, CA 

92122, USA Telephone Number: 

858.202.4500 Fax: 

858.202.4545 Website: 

www.illumina.com 

Manufacturing, Packaging, 

QC Release and Distribution is 

performed at:  
Illumina Singapore 29 

Woodlands Industrial Park E1 

North Tech, Lobby 3, #02-13/18 

Singapore 757716 Design and 

Development is performed at: 

Illumina Inc, 5200 Illumina 

Way, San Diego, CA 92122, 

USA Telephone Number: 

858.202.4500 Fax: 

858.202.4545  

 

Free Sale Certificate (FSC) 

Attached validi till 29-09-2027 

ISO: Attached  

LOA validity 16-02-2026 

NextSeq™ 550Dx Reagent kit  

High Output Reagent Kit  

 

Class: A  

 

Shelf life: 18 months 

 

Model: 

NextSeq™ 550Dx Reagent kit 

contains: 

- 20028871 

- 20028870 

 

Approved 

1091.  Global Marketing 

Services, 111, Hali 

Road Westridge 1, 

Rawalpindi, Pakistan. 

 

ELI-00109 

5,000/- 

 

Legal Manufacturer:  
M/S STERIS Corporation, 7501 

Page Avenue, St. Louis, MO 

63133, USA 

 

FSC US FDA validity 04-07-

2025 

Prolystica 2x Concentrate Alkaline 

Detergent Automatic washer system  

 

Class: A  

 

Shelf life: 24 months  

 

Codes as per FSC:  

Approved subject to 

submission of LoA  
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Prolystica 2x concentrate alkaline 

detergent: i) Prolystica 2x concentrate 

alkaline (2x5 l case - euro/asia) 

(1c34t4pe) ii) Prolystica 2x 

concentrate alkaline (10 l case - 

euro/asia) (1c34t6pe) iii) Prolystica 2x 

concentrate alkaline (20 l jerrican - 

euro/asia) (1c3472pe) iv) Prolystica 

2x conc alkaline emea (4 x 1 gallon 

plastic bottles - fiberboard box) 

(1c3408wr) 

1092.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application  

Submitted in R&I  

30 Sep 2024 

Fee  

Rs. 31,000/ through  

slip no. 4816152108 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

Siemens 

ACUSON SC2000  

Ultrasound system 

 

Service Life: 10 Years  

 

Class B  

 

Codes:  

ACUSON SC2000 -  

10433816, 10433921, 10789391,  

07695724, 11013704, 10789382,  

11575181, 10789393, 08266709,  

10135936, 08255790, 11657912,  

11575187, 10789380, 10855905 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 

1093.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 42351913142 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

ACUSON Freestyle 

Ultrasound system 

 

Service Life: 10 Years 

 

Class B 

 

Codes: 

ACUSON Freestyle - 

11002300, 11004317, 11004318, 

11003875, 11004329 

 

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 
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Valid till: 31-10-2027 

1094.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Rs. 31,000/ through 

slip no. 47856727998 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

ACUSON P500 

Ultrasound System 

 

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

ACUSON P500 Series - 

10785577, 10136143, 11014543, 

10136141, 10136142, 10789372, 

11014552, 10136144, 11370949, 

10135936, 08255790, 10789380, 

10789381, 11284923, 11319682, 

11284924 

 

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 

1095.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 2702848417 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

ACUSON Redwood 

Ultrasound imaging system 

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

ACUSON Redwood - 

11503314, 11014576, 11291796, 

11014578, 11014579, 10787114, 

11254090, 11575184, 11291794, 

11575182, 11013704, 10789380, 

10789381, 10787117, 11289564, 

11289565, 11289567 

 

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 

1096.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

ACUSON Juniper 

Ultrasound imaging system 

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

ACUSON Juniper Series - 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 
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30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 87340428896 

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

11335791, 11653093, 11014154, 

11284847, 11319697, 11284844, 

11575183, 11284846, 11268278, 

11268277, 11268679, 11361589, 

11370949, 11503732, 11503481, 

10136143, 10789380, 10789381, 

11284921, 11284922, 11284923, 

11284920, 11284924, 11503525, 

11319682, 11575443, 11575444, 

11014154, 11284844, 11575183, 

11268278, 11268679, 10136143, 

10789380, 10789381, 11284921, 

11319682, 11575443 

1097.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 6282322186 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

ACUSON Sequoia  

Ultrasound imaging system 

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

ACUSON Sequoia Series - 

11658635, 11148775, 11291794, 

11291796, 10787116, 10787114, 

11254090, 11575184, 11014576, 

11014578, 11014579, 11289427, 

11503103, 11502928, 10789380, 

10789381, 10787117, 11289564, 

11289565, 11289562, 11289567, 

11289561, 11291794, 11291796, 

10787116, 10787114, 11254090, 

11575184, 11575182, 11014576, 

11014578, 11014579, 11289427, 

11503103, 11502928, 10789380, 

10789381, 10787117, 11289564, 

11289565, 11289562, 11289567, 

11289561 

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 

1098.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 1270047468 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

ACUSON Origin ultrasound imaging 

system  

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

ACUSON Origin - 

11668590, 11291794, 11291796, 

10787116, 10787114, 11254090, 

11014576, 11014578, 11014579, 

11503103, 11290766, 11151267, 

10789380, 10789381, 11289562 

 

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 
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EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

1099.  M/s Vertex Medical  

Pvt. Ltd.  

Address: 401-402 

Block – F, Johar  

Town, Lahore 

  

ELI-00150  

Application 

Submitted in R&I 

30 Sep 2024 

Fee 

Rs. 31,000/ through 

slip no. 54228217 

Legal Manufacteurer) 

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

(Manufacturing site)  

SIEMENS MEDICAL  

SOLUTIONS USA,  

Inc. 22010 S.E. 51st  

STREET ISSAQUAH,  

WA 98029, USA  

 

LOA  

Valid till: 30-09-2025  

 

FSC: Country of Origin  

Germany  

 

EU MDR Certificate  

Valid till: 15-02-2028  

 

ISO 13485 Certificate:  

Valid till: 31-10-2027 

ACUSON NX3 Elite  Ultrasound 

imaging system  

 

Service Life: 10 Years 

 

Class-B 

 

Codes: 

11235411, 10789389, 10789386, 

11575186, 07471506, 10785041, 

10789383, 10789385, 11361584, 

11284842, 11013704, 10789380, 

10789381, 10786652, 10787072,  

10348181,  

11336164  

 

Approved subject to 

submission of Fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 

1100.  M/s Vertex Medical 

Pvt. Ltd.  

 

Address: 401-402, 

Block – F, Johar 

Town, Lahore  

 

ELI-00150 

 

 

Application 

Submitted in R&I 

06-Jan-2025 

Fee 

Rs. 6,000/ through slip 

no. 959008086274 

 

LEGAL 

MANUFACTEURER) 

Drägerwerk AG & Co. KGaA 

Moislinger Allee 53–55 

23542 Lübeck, Germany 

 

LOA  

Valid till: 31-12-2025 

 

FSC: Country of Origin  

Germany 

Page # 51 

 

 

ISO 13485 Certificate:  

Valid till: 13-01-2027 

Drager  

Polaris 100/200 

Polaris 600 

Polaris Multimedia  

 

Service Life: 12 Years 

 

 

Class A 

 

Codes: 

9054591, 9054447, 9052838, 

9054439, 9054444, G16720 

G16980, G92099, G36993, 8301349, 

G26256, G36182, G29662, MP05700, 

MP05701 

 

Approved all models 

applied subject to 

submission of Forms 

and fee for all models 

as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

1101.  RHS 

INTERNATIONAL 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

Legal Manufacturer: 

JOYTECH Healthcare Co., Ltd. 

Manufacturing Site: 

No. 365, Wuzhou Road, Yuhang 

Economic Development Zone, 

Hangzhou City, 311100 

Zhejiang, P.R. China 

 

Date of R&I 

28-02-2023 

 

FSC: 

CERTEZA BM-307, 

CERTEZA BM-407, 

CERTEZA BM-408 

Digital Blood Pressure Monitors 

 

Class-B 

 

Shelf Life: 03 years 

 

Codes/Sizes: N/A 

Approved all models 

applied subject to 

submission of Forms 

and fee for all models 

as per SRO 

1324(I)/2024 dated 

30th August, 2024. 
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ELI 00354 

Country of Origin 

Validity: 29.01.2029 

 

 

LOA 

Validity: 25-02-2027 

 

EC Certificate 

Validity: 26-05-2024 

Validity: 27-04-2027 

(UPDATED) 

 

ISO 13485 

Validity: 10-07-2025 

Validity: 27-04-2025 (MDR). 

1102.  RHS 

INTERNATIONAL 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

 

 

 

Date of R&I 

24-04-2024 

 

 

 

 

Legal Manufacturer: 

Shenzhen AOJ Medical 

Technology Co., Ltd 

Manufacturing Site: 

Address: Room 301&4F, Block 

A, Building A, Jingfa Intelligent 

Manufacturing Park, 

Xiaweiyuan, Gushu 

Community, Xixiang Street, 

Bao'an District, 518126, 

Shenzhen, China. 

 

FSC: 

Country of Origin 

Validity: 29-01-2026 

FSC: 

FSC of Reference Country 

N/A as CE is marked by 

conformity body listed in 

NANDO database. 

 

LOA 

Validity: 29-01-2029 

 

EC Certificate 

Validity: 17-10-2027 

 

ISO 13485 

Validity: 14-01-2026 

 

DOC 

Validity: 17-10-2027 

 

CERTEZA BM-303, 

BM-350, BM-404, BM-470 

Digital Blood Pressure Monitors 

 

Class B 

 

Shelf Life: 05 years 

 

Codes/Sizes: N/A 

 

 

Approved all models 

applied subject to 

submission of Forms 

and fee for all models 

as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

1103.  RHS 

INTERNATIONAL 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Legal Manufacturer: 

SHENZHEN JAMR 

TECHNOLOGY CO., LTD. 

Manufacturing Site: 

A101-301, D101-201, Jamr 

Science & Technology Park, No. 

2 Guiyuan Road, Guixiang 

Community, Guanlan Street, 

Longhua District, 518100 

Shenzhen, China 

CERTEZA BM-300, 

CERTEZA BM-400, 

CERTEZA BM-450 

Digital Blood Pressure Monitors 

 

Class B 

 

Shelf Life: 02 years 

 

Codes/Sizes: N/A 

Approved all models 

applied subject to 

submission of Forms 

and fee for all models 

as per SRO 

1324(I)/2024 dated 

30th August, 2024. 
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Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

Date of R&I 

07/04/2022 

 

 

 

Date of R&I 

07/04/2022 

 

FSC: 

Country of Origin 

Validity: 26-08-2023 

UPDATED:24.10.2026 

 

LOA 

Validity: 08-03-2027 

 

EC Certificate 

Validity: 26-05-2024 

UPDATED:03.11.2027 

 

ISO 13485 

Validity: 29-04-2024 

UPDATED: 29.04.2027 

 

DOC 

UPDATED:03.11.2027 

 

 

 

 

1104.  RHS 

INTERNATIONAL 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

28-02-2023 

 

Legal Manufacturer: 
JOYTECH Healthcare Co., Ltd. 

Manufacturing Site: 

No. 365, Wuzhou Road, 

Yuhang Economic 

Development Zone, Hangzhou 

City, 311100 Zhejiang, P.R. 

China 

Date of R&I: 

28-02-2023 

 

FSC: 

Country of Origin 

Validity: 09.05.2026 

 

LOA 

Validity: 11-09-2029 

 

EC Certificate 

Updated: 27.04.2027 

 

ISO 13485 

Updated: 27.04.2027 

 

 

The digital thermometers are 

intended to measure the 

human body temperature in 

regular mode orally, rectally or 

under the arm, and the devices 

are 

reusable for clinical or home use 

on people of all ages. 

 

CERTEZA- FT-705, 

707,708,709- 

CERTEZA- FT-710,712,715 

Digital Thermometer & Infrared- 

Thermometer 

 

Class-B 

 

Shelf Life: 03 years 

 

Codes/Sizes: N/A 

Approved all types 

and models applied 

subject to submission 

of Forms and fee for 

all models as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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The Infrared Forehead 

Thermometer DET series are 

intended to measuring the 

people’s 

body temperature by detecting 

the intensity of infrared light 

emitted from the forehead, 

and the devices are reusable for 

home use on people of all ages. 

Not allow children to use 

the device without the parents 

supervision. 

 

1105.  RHS 

INTERNATIONAL 

Office address: 1st 

floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

Warehouse address: 

2nd Floor of 

Building, S60-R34 

Mozang Road, Opp. 

Total Petrol Pump, 

Lahore. 

 

 

 

 

Legal Manufacturer: 
Guangdong Transtek Medical 

Electronics Co.,Ltd 

Manufacturing Site: 

Address: Zone A, No.105, 

Dongli Rd., Torch Development 

District,Zhongshan, Guangdong 

528437, China 

TEL: 0086-760-8828-2982 

FAX:0086-760-8674-2877 

Web：www.transtekcorp.com 

 

 

Date of R&I 

13-10-2023 

 

FSC: 

Country of Origin 

Validity: 11-08-2024 

 

FSC: 

FSC of Reference Country 

Validity: N/A as CE is marked 

by conformity body is listed in 

NANDO database. 

 

LOA 

Validity: 25-07-2028 

 

EC Certificate 

Validity: 02-09-2026 

 

ISO 13485 Validity: 05-05-

2024 

Updated:05-05-2027 

 

CERTEZA BM-405 

Digital Blood Pressure Monitors 

 

Class-B 

 

Shelf Life: 02 years 

 

Codes/Sizes:N/A 

 

 

Approved 

1106.  M/s. RHS 

International. (ELI-

00354) 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

CERTEZA PO-905 

Fingertip pulse oximeter 

 

 

Legal Manufacturer: 

JOYTECH Healthcare Co., Ltd. 

Manufacturing Site: 

No. 365, Wuzhou Road, Yuhang 

Economic Development Zone, 

CERTEZA PO-905 

Fingertip pulse oximeter 

 

Class B 

 

Shelf Life: 03 years 

 

Codes/Sizes: N/A 

 

Approved 
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2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

Date of R&I 

29-10-24 

 

 

Hangzhou City, 311100 

Zhejiang, P.R. China 

 

FSC: 

Country of Origin 

Validity: 09-05-2026 

 

FSC: 

FSC of Reference Country 

The CE certificate is issued by 

notified body listed in NANDO 

database. Hence Reference 

country FSC is not required. 

 

LOA 

Validity: 29-01-2029 

 

EC Certificate 

Validity: 27-04-2027 

 

ISO 13485 

Validity: 27-04-2025 

 

DOC 

Validity: 27-04-2027 

1107.  M/s. RHS 

International. (ELI-

00354) 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

Date of R&I 

09-05-2024 

 

 

Legal Manufacturer: 

SteriLance Medical (Suzhou) 

Inc. 

Manufacturing Site: 

Address: No.168 PuTuoShan 

Road, New District,215153 

Suzhou, Jiangsu, PEOPLE'S 

REPUBLIC OF CHINA 

 

 

FSC: 

Country of Origin 

Validity: 15-07-2026 

 

FSC: 

FSC of Reference Country 

N/A as CE is marked by 

conformity body listed in 

NANDO database. 

 

LOA 

Validity: 21-05-2027 

 

EC Certificate 

Validity: 23-11-2027 

 

ISO 13485 

Validity: 01-12-2025 

 

DOC 

Validity: 23-11-2027 

 

CERTEZA LT-28 

Disposable Blood Lancets 

 

Class B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

Pack of 10 

Pack of 25 

Pack of 50 

Pack of 200 

 

 

Approved 

1108.  M/s. RHS Legal Manufacturer:  Approved 
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International. (ELI-

00354) 

Office address: 1st 

floor of Building, S60-

R34 Mozang Road, 

Opp. Total Petrol 

Pump, Lahore. 

Warehouse address: 

2nd Floor of Building, 

S60-R34 Mozang 

Road, Opp. Total 

Petrol Pump, Lahore. 

 

ELI 00354 

Date of R&I 

05-12-24 

 

 

JOYTECH Healthcare Co., Ltd. 

Manufacturing Site: 

No. 365, Wuzhou Road, 

Yuhang Economic 

Development Zone, Hangzhou 

City, 311100 Zhejiang, P.R. 

China 

 

FSC: 

Country of Origin 

Validity: 09-05-2026 

 

FSC: 

FSC of Reference Country 

The CE certificate is issued by 

notified body listed in NANDO 

database. Hence Reference 

country FSC is not required. 

 

LOA 

Validity: 29-01-2029 

 

EC Certificate 

Validity: 27-04-2027 

 

ISO 13485 

Validity: 27-04-2025 

 

DOC 

Validity: 27-04-2027 

CERTEZA BM-444 

Digital Blood Pressure Monitor 

 

Class-B 

 

Shelf Life: 03 years 

 

 

Codes/Sizes:  

N/A 

 

 

1109.  M/s. RHS 

International Office 

address: 1st floor of 

Building, S60-R34 

Mozang Road, Opp. 

Total Petrol Pump, 

Lahore. 

Warehouse address: 

2nd Floor of 

Building, S60-R34 

Mozang Road, Opp. 

Total Petrol Pump, 

Lahore. 

 

(ELI-00354) 

 

 

 

 

 

Legal Manufacturer: 
Guangzhou AXD Electronic 

Co., Ltd. 

Manufacturing Site: 

Factory 3, No.9 Changxin Road, 

Changshapu, Zhongluotan 

Town, 510550, Baiyun District, 

Guangzhou City, Guangdong 

Province, P.R.China 

 

Date of R&I 

04-04-2024 

 

FSC: 

Country of Origin 

Validity: 04-01-2025 

Updated: 10.09.2025 

 

FSC: 

FSC of Reference Country 

N/A 

 

LOA 

Validity: 19-02-2029 

 

EC Certificate 

Validity: 24-05-2024. 

+ MDR Extension Letter 

CERTEZA NB-603 

Medical Compressor Nebulizer 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

NB-603 

 

 

Approved 
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31.12.2028 

 

ISO 13485 

Validity: 25-03-2025 

 

1110.  M/s Biodent Care  

Services, 82/C,  

Ferozepur Road, Near 

Shama Stop,  

Lahore –Pakistan 

 

Legal Manufacturer:  

Biotem Co., Ltd. #422,  

Sasang-ro, Sasang-gu,  

Busan City, Republic of  

Korea. 

TEL: +82-2-6278-3050  

 

FSC Validity: 19/12/2025 

LOA Validity: 01/12/2025 

Biotem Surgical Kit 

Surgical Instrument Kit, Hand 

instrument 

 

Class: A 

 

Shelf Life: 10 Years  

 

Codes/Sizes:  

IPA5813S,  

IPA6813S, IPA5813,  

IPA6813, IPA5813T,  

IPA5813TS 

 

Approved 

1111.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town, Lahore. 

 

ELI: 00186 

278-P 

5,000/- 

Legal manufacturer: 

M/s Halotech DNA S.L, Calle 

Farady 7, 28049, Cantoblanco, 

Madrid, Spain 

 

Original FSC: Spain 

Date of Issue: 19/06/2020 

LOA validity 12-04-2022 

Halosperm ® Kit 

Halosperm ® G2 

 

Class: A 

 

Shelf Life: 12 months 

 

Codes: 

HT-HS10 

HT-HSG2 

Deferred for the 

submission of valid 

LoA and separate 

application Form & 

Feen for Halosperm 

® G2 

kit 

1112.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town, Lahore. 

 

ELI: 00186 

3417-P 

25,000/- 

Legal Manufacturer: 

Invitek Molecular GmbH 

Robert- Roessle-Str.10.D-

13125 Berlin, Germany 

 

FSC: Germany 

Date of Issue: 01.03.2021 

LOA issuance 31-12-2021 

automatically renewable. 

Invisorb ® Spin Universal Kit 

(Kit for Isolation of Nucleic acids 

from Liquid human diagnostic 

samples) 

 

Class-B 

 

Shelf Life: 18 months 

 

Codes: 

1050100200 

1050100300 

Approved 

1113.  M/s Varitron 

First Floor 60-D  

F.C.C Zahoor Elahi 

Road Gulberg IV,  

Lahore, Pakistan. 

 

(ELI-00510) 

R&I Dated: 

04-04-2022 

Legal Manufacturer: Edwards 

Lifesciences LLC One Edwards 

Way, Irvine, CA 92614, USA 

Manufacturing Site:  
1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610- 1577 Anasco, Puerto 

Rico, USA  

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal, DOMINICAN 

REPUBLIC  

 

LOA Validity: 31-12-2024  

ClearSight Finger Cuff Multipack  

 

Class: B  

 

Shelf Life: 03 Years  

 

Codes:  

CSC2L, CSC2M, CSC2S, CSCL, 

CSCM, CSCS 

Deferred for the 

Deferred for the 

submission of valid 

LoA, FSC, generic 

name, brief product 

description of 

medical devices 
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FSC Validity: 24-06-2023  

ISO Certificate: 13-11-2025 

1114.  M/s Varitron 

First Floor 60-D  

F.C.C Zahoor Elahi 

Road Gulberg IV,  

Lahore, Pakistan. 

 

(ELI-00510) 

R&I Dated: 

04-04-2022 

Legal Manufacturer: Edwards 

Lifesciences LLC One Edwards 

Way, Irvine, CA 92614, USA 

Manufacturing Site:  
1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610- 1577 Anasco, Puerto 

Rico, USA  

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal, DOMINICAN 

REPUBLIC  

 

LOA Validity: 31-12-2024  

FSC Validity: 24-06-2023  

ISO Certificate: 13-11-2025 

FloTrac sensor  

Dual Disposable Pressure Transducer 

 

Class: B  

 

Shelf Life: 02 Years  

 

Codes:  

MHD84 

Deferred for the 

submission of valid 

LoA & FSC 

1115.  M/s Varitron 

First Floor 60-D  

F.C.C Zahoor Elahi 

Road Gulberg IV,  

Lahore, Pakistan. 

 

(ELI-00510) 

R&I Dated: 

04-04-2022 

Legal Manufacturer: Edwards 

Lifesciences LLC One Edwards 

Way, Irvine, CA 92614, USA 

Manufacturing Site:  
1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610- 1577 Anasco, Puerto 

Rico, USA  

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal, DOMINICAN 

REPUBLIC  

 

LOA Validity: 31-12-2024  

FSC Validity: 24-06-2023  

ISO Certificate: 13-11-2025 

Pressure Monitoring Set w/Truwave 

Disposable Pressure Transducer)  

 

Class: B  

 

Shelf Life: 02 Years  

 

Codes:  

PX24N, PX260, PX2X2, PX36N, 

PX3X3, PX600, PX600F, PX600F30, 

PX1800 (896012023, 896019021, 

896021021, 896031021, 896034021, 

896038021, 896080021, 896083021) 

Deferred for the 

submission of valid 

LoA & FSC 

alongwith 

clarification of 

product name and 

justification of 

grouping of applied 

device 

1116.  M/s Varitron 

First Floor 60-D  

F.C.C Zahoor Elahi 

Road Gulberg IV,  

Lahore, Pakistan. 

 

(ELI-00510) 

R&I Dated: 

04-04-2022 

Legal Manufacturer: Edwards 

Lifesciences LLC One Edwards 

Way, Irvine, CA 92614, USA 

Manufacturing Site:  
1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610- 1577 Anasco, Puerto 

Rico, USA  

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal, DOMINICAN 

REPUBLIC  

 

LOA Validity: 31-12-2024  

FSC Validity: 24-06-2023  

Co Set Plus closed Injectate 

delivery system  

Injectate 

delivery system  

 

Class: B  

 

Shelf Life: 03 Years  

 

Code::  

93610 

Deferred for the 

submission of valid 

LoA & FSC 
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ISO Certificate: 13-11-2025 

1117.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

21-03-2023 

 

 

 

Legal Manufacturer: 
Hangzhou Biotest Biotech Co., 

Ltd. 

Manufacturing Site: 

 

Hangzhou Biotest Biotech Co., 

Ltd. 

No. 17, Futai Road, Zhongtai 

Street, Yuhang District, 

Hangzhou, Peoples Republic of 

China. 

 

FSC: 

Country of Origin 

CHINA 

Validity: 18-06-2025 

 

FSC: 

FSC of Reference Country 

Germany 

Validity: 16-02-2028 

 

LOA 

Validity: 31-12-2025 

 

EC Certificate 

Validity: 27-05-2025 

 

ISO 13485 

Validity: 05-09-2026 

 

Rightsign 

hCG Pregnancy Rapid Test Strip 

(Urine) 

 

Class-B 

 

Shelf Life: 02 years 

 

Codes/Sizes: 

WHCG-T21 

WHCG-C21 

WHCG-S21 

WHCG-C11 

WHCG-S11 

WHCG-M11 

WHCG-FM11 

WHCG-T11 

WHCG-ET11 

WHCG-ES11 

 

Approved 

1118.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

21-03-2023 

 

 

 

Legal Manufacturer: 
Hangzhou Biotest Biotech Co., 

Ltd. 

Manufacturing Site: 

 

Hangzhou Biotest Biotech Co., 

Ltd. 

No. 17, Futai Road, Zhongtai 

Street, Yuhang District, 

Hangzhou, Peoples Republic of 

China. 

 

FSC: 

Country of Origin 

CHINA 

Validity: 18-06-2025 

 

FSC: 

FSC of Reference Country 

Germany 

Validity: 16-02-2028 

 

LOA 

Validity: 31-12-2025 

 

EC Certificate 

Rightsign 

H.pylori Antigen Rapid Test Cassette 

(Feces) 

 

Class-B 

 

Shelf Life: 02 years 

 

Codes/Sizes: 

IHPG-C61 

25 kits/Box  

 

Approved 
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Validity: 27-05-2025 

 

ISO 13485 

Validity: 05-09-2026 

 

1119.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

21-03-2023 

 

 

 

Legal Manufacturer: 
Hangzhou Biotest Biotech Co., 

Ltd. 

Manufacturing Site: 

 

Hangzhou Biotest Biotech Co., 

Ltd. 

No. 17, Futai Road, Zhongtai 

Street, Yuhang District, 

Hangzhou, Peoples Republic of 

China. 

 

FSC: 

Country of Origin 

CHINA 

Validity: 18-06-2025 

 

FSC: 

FSC of Reference Country 

Germany 

Validity: 16-02-2028 

 

LOA 

Validity: 31-12-2025 

 

EC Certificate 

Validity: 27-05-2025 

 

ISO 13485 

Validity: 05-09-2026 

 

Rightsign 

H. pylori Antibody Rapid Test 

Cassette 

(Whole Blood /Serum/Plasma) 

 

Class B 

 

Shelf Life: 02 years 

 

 

Codes/Sizes: 

IHPB-C41, IHPB-C31 

 

Approved 

1120.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

22-06-2023 

 

 

 

Legal Manufacturer: 
M/s Supermax Glove 

Manufacturing SDN. BHD. 

Manufacturing Site: 
Suparmax Gloves 

Manufacturing SDN.BHD. 

located at Lot 38, Putra 

Industrial Park, Bukit Rahman 

Putra, 47000 Sungai Buloh, 

Selangai Darul Ehsan, 

Malaysia, 

 

FSC: 

Country of Origin 

MALAYASIA 

Validity: 06-07-2027 

 

LOA 

Validity: 12-10-2025 

 

ISO 13485 

Validity: 22-07-2025 

Maxlife 

Latex Examination Gloves 

(Powdered) 

 

Class-B 

 

Shelf Life: 05 years 

 

 

Codes/Sizes: 

XS, S, M, L, XL 

Approx 100 Pcs/Pack 

Approved 
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1121.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

11-05-2022 

 

Legal Manufacturer: 
Hebei Xinle Sci&Tech Co., Ltd 

No. 2, Xingye Street, Xinle 

City, 050700 Shijiazhuang 

City, Hebei Province, 

PEOPLE’S REPUBLIC OF 

CHINA 

 

FSC: 

Country of Origin 

CHINA 

Validity: 07-11-2026 

 

LOA 

Validity: 15-02-2028 

 

EC Certificate 

Validity: 06-05-2029 

 

ISO 13485 

Validity: 11-09-2026 

 

Xinle Blood Lancet 

 

Class-B 

 

Shelf Life: 02 years 

 

 

Codes/Sizes: 

XLI-0118, XLI-0223, XLII-1516, 

XLII-1520, XLII-2118, XLII-2122, 

XLII-2128, XLII-2318, 

XLII-2618, XLII-2818, XLII-3018, 

XLIII-21, XLIII-22, 

XLIII-23, XLIII-24 

XLIII-25, XLIII-26, 

XLIII-27, XLIII-28, 

XLIII-29, XLIII-30 

 

Approved 

1122.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

11-05-2022 

 

Legal Manufacturer: 
Hebei Xinle Sci&Tech Co., Ltd 

No. 2, Xingye Street, Xinle 

City, 050700 Shijiazhuang 

City, Hebei Province, 

PEOPLE’S REPUBLIC OF 

CHINA 

 

 

FSC: 

Country of Origin 

CHINA 

Validity: 07-11-2026 

 

LOA 

Validity: 15-02-2028 

 

EC Certificate 

Validity: 06-05-2029 

 

ISO 13485 

Validity: 11-09-2026 

 

Xinle 

Venous Blood Collection Needle 

 

Class-B 

 

Shelf Life: 02 years 

 

 

Codes/Sizes: 

XLPI-18G, XLPI-20G, XLPI-21G, 

XLPI-22G, XLPI-23G, XLPI-24G, 

XLPII-18G, XLPII-20G, XLPII-21G, 

XLPII-22G, XLPII-23G, XLPII-24G, 

XLPS-18G, XLPS-20G, XLPS-21G, 

XLPS-22G, XLPS-23G, XLPS-

24G,XLIII-30 

Approved 

1123.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Date of R&I 

11-05-2022 

 

Legal Manufacturer: 
Hebei Xinle Sci&Tech Co., Ltd 

No. 2, Xingye Street, Xinle 

City, 050700 Shijiazhuang 

City, Hebei Province, 

PEOPLE’S REPUBLIC OF 

CHINA 

 

FSC: 

Country of Origin 

CHINA 

Validity: 07-11-2026 

 

Xinle 

Blood Collection Tubes 

 

Class-B 

 

Shelf Life: 02 years 

 

Codes/Sizes: 

Containers are divided into following 

models according to the different 

additives: No Additive, Gel and Clot 

Activator, Gel and K2EDTA, Acid 

Citrate Dextrose (ACD), Clot 

Approved all types of 

blood collection 

tubes subject nto 

submission of 

requisite application 

Form and Fee (as per 

SRO 1324(I)/2024 

dated 30th August, 

2024.) for all types 

separately 
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LOA 

Validity: 15-02-2028 

 

EC Certificate 

Validity: 06-05-2029 

 

ISO 13485 

Validity: 11-09-2026 

 

Activator, 4NC Sodium Citrate, 9NC 

Sodium Citrate, K2EDTA, K3EDTA, 

Lithium Heparin, Sodium Heparin, 

Sodium Fluoride/Potassium Oxalate, 

Sodium Fluoride/Lithium Heparin, 

Sodium Fluoride/K2EDTA, Gel and 

Lithium Heparin and ccfDNA Tube. 

/ 

100 Pcs/Pack  

1124.  Opti med, 6-A Hassan 

Plaza 2nd Floor 

behind lucky Centre 

Jail Road, Lahore 

 

ELI: 00501 

Legal Manufacturer: Geuder 

AG, Manufacturing Site: 

Hertzstrasse 4, D-69126 

Heidelberg, Germany  

 

LOA: Validity 31-12-2025  

 

FSC: Validity 30-11-2025 

Country of Origin Germany  

 

EC: Validity 18-07-2028  

 

ISO 13485: Validity 25-05-

2026 

Megatron S4  

HPS surgical system 

(phacoemulsification and vitrectomy 

system) 

Class: B  

 

Shelf Life: 5 Years 

 

 

 

Approved 

1125.  Opti med, 6-A Hassan 

Plaza 2nd Floor 

behind lucky Centre 

Jail Road, Lahore 

 

ELI: 00501 

Legal Manufacturer: 
FLUORON GMBH 

Manufacturing Site: Magirus-

Deutz-Str 10 89077 Ulm 

Germany  

 

LOA: Validity 31-12-2025  

FSC: Validity 30-11-2025 

Country of Origin Germany  

EC: Validity 31-12-2028  

ISO 13485: Validity 13-05-

2026 

F-Decaline 

Perfluorinated 

As intraoperated Temponade 

Ophthalmological solution 

 

Class: B  

 

Shelf Life: 5 Years  

 

Code/Sizes:  

G-80105 vial 5ml 

G-8010 vial 7ml 

G-8011 syringe 5ml 

G-8017 syringe 7ml  

 

 

Approved vials and 

prefilled syringes, 

firm shall submit 

Form & fee for pre 

filled syringe  

1126.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe LA 

Positive Control S  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes REF 5486 

Approved 

1127.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Routine 

Control SA  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes  

5183  

Approved 
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Issue 18/10/2018 

1128.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Speciality 

Assayed Control N  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes 5301 

Approved 

1129.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Speciality 

Assayed Control  

 

A Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes 5302 

Approved 

1130.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe  

D-Dimer Control  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes REF 5509 

Approved 

1131.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Helena 

Aggram  

 

Class A  

 

Shelf Life Declaration attached  

 

Codes/Sizes 1487 

Approved 

1132.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Helena C-

Series  

 

Class A  

 

Shelf Life Declation attached 

Instrument have no Expiry Date  

 

Codes/Sizes C-1X C-2X C-4X 

Approved all models 

applied subject to 

submission of Froms 

and fee for all models 

applied 

1133.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Helena Biosciences Europe Factor 

Deficient Plasmas  

 

Class A  

 

Approved subject to 

justification of class 

of device applied 
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MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Shelf Life 24 Months  

 

Codes/Sizes  

REF 5793 REF 5794 REF 5796 REF 

5797 

1134.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Factor 

Deficient Plasmas PT Based  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes REF 5790 REF 5791 REF 

5792 REF 5795 

Approved 

1135.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe 

Epinephrine  kit  

 

Class A  

 

Shelf Life 24 Months  

Codes/Sizes REF 5367 

Approved 

1136.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Clauss 

Fibrinogen (Thrombin only)  

 

Class A 

 

Shelf Life 24 Months  

 

Codes/Sizes REF 5374 REF 5378 

Approved 

1137.  M/S Princess 

Scientific Services, 

Office # 7,8 & 11, 3rd 

Floor, Zaraj Center-II, 

Bakery Road, Opp 

MAG Office, Saddar, 

Rawalpindi Cantt,  

 

ELI-00215 Date of 

Issue 18/10/2018 

Legal Manufacture Helena 

Biosciences Europe Queensway 

South, Team Valley Trading 

Estate, Gateshead, Tyne and 

Wear, NE11 0SD, UK. 

Telephone +44 (0)191 482 8440  

FSC Validity: 12/04/2026  

LOA Validity 11/01/2026 

Helena Biosciences Europe Thrombin 

Time  

 

Class A  

 

Shelf Life 24 Months  

 

Codes/Sizes REF 5377 REF 5392 

Approved 

1138.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

Legal Manufacturer:  
H.P. Braem AG Manufacturing 

Site; Industriestrasse 4, CH-

9552 Bronschhofen, 

SWITZERLAND. 

 

LOA: Validity 19-01-2026  

FSC: Validity 06-02-2026 

Country of Origin 

SWITZERLAND  

EC: Validity 07-03-2028  

ISO 13485: Validity 03-07-

2025 

Phaco Handpiece with tip and sleeve 

 

Class: B  

 

Shelf Life: 5 Years  

 

Code/Sizes:  

Phaco Handpiece (12300, 12350) 

Phaco accessories Set with tip 

(12306, 12308) 

Fragmatome Phaco tip (12333) 

Silicon sleeve (12355, 12356) 

Deferred for the 

clarification of 

grouping and name 

of the product 

applied 
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1139.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

Legal Manufacturer: 
Changsha Changjiu Medical 

Technology Co., LTD 

Manufacturing Site: Room 609-

610, Building 13-15, Shanhe 

Medical and Health Industrial 

Park, NO.1048, Zhongqing 

Road, Shaping Street, Kaifu 

District, Changsha City, Hunan 

Province, P.R.C. China  

 

LOA: Validity 19-03-2029  

 

FSC: Validity 01-11-2025 

Country of Origin China  

 

EC: Validity 26-02-2026  

 

ISO 13485: Validity 26-02-

2026 

 

Disposable cartridge for phaco and 

vitrectomy system CHANGJIU 

ICREATE 

 

Class: B  

 

Shelf Life: 5 Years  

 

Code/Sizes:  

As per FSC 

Approved 

1140.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

25,000/- 

Legal Manufacturer: 
FLUORON GMBH 

Manufacturing Site: Magirus-

Deutz-Str 10 89077 Ulm 

Germany  

 

LOA: Validity 31-12-2025  

 

FSC: Validity 30-11-2025 

Country of Origin Germany  

 

EC: Validity 31-12-2028  

 

ISO 13485: Validity 13-05-

2026 

 

VIORON Syringe 

(Sterile staining Dye for Intraocular 

structures) 

 

Class: B  

 

Shelf Life: 3 Years  

 

Code/Sizes:  

Vioron Staining Solution, 5 x O.5 ml 

Syringe  

81002-G 

 

 

Approved 

1141.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

25,000/- 

Legal Manufacturer: 
FLUORON GMBH 

Manufacturing Site: Magirus-

Deutz-Str 10 89077 Ulm 

Germany  

 

LOA: Validity 31-12-2025  

 

FSC: Validity 30-11-2025 

Country of Origin Germany  

 

EC: Validity 31-12-2028  

 

ISO 13485: Validity 13-05-

2026 

 

Brilliant Peel Dual Dye 

 

Class: B  

 

Shelf Life: 2 Years  

 

Code/Sizes:  

G-8101 Brilliant Peel, 5 x O.5 ml 

syring 

G-8101 Brilliant Peel Dual Dye 

syringe 5 x 0.5m 

 

 

 

 

 

Approved both types 

of dye, firm shall 

submit Form and 

requisite fee for both 

dyes 
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1142.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

50,000/- 

Legal Manufacturer: New 

world Medical Inc USA 

Manufacturing Site: 10763 

Edison Ct, Rancho Cucamonga, 

CA 91730, United States  

 

LOA: Validity 14-03-2026  

 

FSC: Validity 15-01-2027 

Country of Origin USA  

 

EC: Validity 30-12-2028  

ISO 13485: Validity 02-02-

2026 

 

ACP Ahmad Clear Path 

(CP250/CP350) / Glaucoma Shunt 

 

Class: C  

 

Shelf Life: 2 Years  

 

Code/Sizes: (CP250/CP350) 

Approved 

1143.  Opti Med, 2nd Floor 

Hassan Plaza 6A Jail 

Road lahore 54000 

Pakistan. 

 

 

ELI-00501 

25,000/- 

Legal Manufacturer: 
Iromed Group S.R.L 

Via Tempio del Cielo 3/5 

00144 Rome, Italy 

 

LOA: 

Validity 14-04-2028 

 

FSC: 

Country of Origin 

Validity 30-06-2025 

 

EC: 

Validity 30-12-2028 

 

ISO 13485: 

Validity 28-05-2025 

 

CF X-Linker with Kit (RiboFast and 

Ribocross TE) 

 

Class-B 

 

Shelf life: 2 years for kit 

 

Codes: 

Deferred for the 

clarification of the 

grouping of medical 

devices applied 

1144.  Tek Enterprises, 

Office No. MZ-9, AL-

Hafeez Heights Sir 

Syed Road Gulberg, 

Lahore 

 

 ELI: 00189 

Legal Manufacturer 

ASAHI Intecc Co., Ltd 3-100 

Akatsuki-cho, Seto, Aichi 489-

0071 Japan 

 

FSC: Japan 

Date of Issue: 15 July, 2020 

LOA validity 30 June 2024 

ASAHI Wire Extension 

(Extension Wire) 

 

Class-A 

 

Shelf Life: 2 years 

 

Code: As per FSC 

AG 149000 

AG 149001 

 

Deferred for the 

submission of valid 

LoA and brief 

description of the 

product 

1145.  Algene Medical 

Private Limited, 139-

B, Commercial Zone, 

2nd Floor, Jasmine 

Block Sector C, 

Bahria Town, Lahore 

 

ELI: 00142 

 

Legal Manufacturer: 

Via Tito Schipa, 6 73020 

Carpignano Salentino (LE), Italy 

 

FSC: Italy 

Date of Issue: 28/06/2019 

LOA validity 31-12-2026 

Dermoxen Bactor 

(Vaginal Ovules) 

 

Class-B 

 

Shelf Life: 24 Months 

Deferred for further 

deliberation 

1146.  Algene Medical 

Private Limited, 139-

B, Commercial Zone, 

2nd Floor, Jasmine 

Block Sector C, 

Legal Manufacturer: 

Via Tito Schipa, 6 73020 

Carpignano Salentino (LE), Italy 

 

FSC: Italy 

Dermoxen Hydra 

(Vaginal Ovules) 

 

Class-B 

 

Deferred for further 

deliberation 
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Bahria Town, Lahore 

 

ELI: 00142 

Date of Issue: 28/06/2019 

LOA validity 31-12-2026 

Shelf Life: 24 months 

1147.  Algene Medical 

Private Limited, 139-

B, Commercial Zone, 

2nd Floor, Jasmine 

Block Sector C, 

Bahria Town, Lahore 

 

ELI: 00142 

Legal Manufacturer: 

Via Tito Schipa, 6 73020 

Carpignano Salentino (LE), Italy 

 

FSC: Italy 

Date of Issue: 28/06/2019 

LOA validity 31-12-2026 

Dermoxen Florexil 

(Vaginal Douche) 

 

Class-B 

 

Shelf Life: 24 months 

 

Size: 

140ml douches 

Deferred for further 

deliberation. 

1148.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

Ayset® 

PET Sodium Heparin, PET Lithium 

Heparin Tube 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes/Sizes: 

All sizes as per FSC 

 

Deferred for further 

deliberation 

1149.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

Ayset® 

PET PT/APTT (Sodium Citrate 

Tube) 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes/Sizes: as per FSC 

 

Approved subject to 

submission of valid 

FSC 

1150.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA Validity: 16/Oct/2027 

Ayset® 

PET Clot Activator Tube 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes/Sizes: 

All sizes as per FSC 

 

Approved subject to 

submission of valid 

FSC 

1151.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

Ayset® 

PET GEL & Clot Activator Tube 

 

Class-A 

 

Approved subject to 

submission of valid 

FSC 
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SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

Shelf Life: 04 years 

 

Codes/Sizes: 

All sizes as per FSC 

1152.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

Ayset® 

PET ESR TUBE 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes/Sizes: 

All sizes as per FSC 

Approved subject to 

submission of valid 

FSC 

1153.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ 

SAN. A.Ş Sarıhamzalı Mah. 

47007 Sk No:36/A Seyhan 

Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

PET EDTA K2, PET EDTA K3 

 

Class-A 

 

Shelf Life: 04 years 

 

Codes/Sizes: 

All sizes as per FSC 

Approved subject to 

submission of valid 

FSC 

1154.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

803-P 

5,000/- 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023FSC: 

Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

CHAORAN 

(Plain Tube) 

 

Codes & Sizes: As per FSC 

 

Class-A 

 

Shelf Life: 18 months 

Approved subject to 

submission of sizes 

as per FSC 

1155.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023FSC: 

CHAORAN 

(LITHIUM HEPARIN TUBE) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

Approved 
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ELI-00148 

804-P 

5,000/- 

Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

1156.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

805-P 

5,000/- 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023FSC: 

Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

CHAORAN 

(EST TUBE) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

Approved subject to 

submission of sizes 

as per FSC 

1157.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

806-P 

5,000/- 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023 

FSC: Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

CHAORAN 

(PT TUBE) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

Approved subject to 

submission of sizes 

as per FSC 

1158.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

807-P 

5,000/- 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023 

FSC: Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

CHAORAN 

(Glucose Tube) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

Approved subject to 

submission of sizes 

as per FSC 

1159.  ALFA SCIENTIFIC 

STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

808-P 

5,000/- 

Legal Manufacturer:  
M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023 

FSC: Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

CHAORAN 

(Clot Activator Tube) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

Approved subject to 

submission of sizes 

as per FSC 

1160.  ALFA SCIENTIFIC Legal Manufacturer:  CHAORAN Approved subject to 
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STORE, 01, Store 24-

Maclogen Road, 

Lahore 

 

Address 02: ICD, 

EDWARD ROAD, 

Lahore 

 

ELI-00148 

809-P 

5,000/- 

M/s HEBEI CHAORAN 

MEDICAL INSTRUMENTS 

CO. LTD, Hanxilou County, 

Baoding,Hebei Province, China 

 

FSC: China 

Valid till: 10/12/2023 

FSC: Netherlands  

Validity: 25-Nov-2027  

LOA  

Validity: 22-May-2026 

 

(Gel and Clot Activator Tube) 

 

Codes & Sizes: As per FSC 

 

Class-A 

Shelf Life: 18 months 

submission of sizes 

as per FSC 

1161.  M/s Artech Biomed 

Private Limited 

12-A/4, 3rd Floor, 

Agro Flats, Shadman 

Market, Shadman- 1, 

Lahore 54600, 

Pakistan 

 

License no.: 

ELI-00539 

 

R&I details: 

Date of Submission: 

May 08, 2023 

(DY.No. 6781) 

25,000/- 

 

 

Legal Manufacturer, 
COSMED Srl (Rome 

Headquarters) Via dei Piani di 

Mt. Savello, 37 00041 Albano 

Laziale (RM) Italia 

 

LOA: 

Validity: May 31, 2027 

 

FSC: 

Country of origin: Rome, Italy 

Issue Date: February 24, 2022 

 

CE Certificate: 

Validity: December 31, 2028 

 

ISO Certificate: 

Validity: April 24, 2027 

 

LUNG FUNCTION LABORATORY 

– Quark PFT 

BODY PLETHYSMOGRAPHY – Q-

Box 

FORCED OSCILLATION 

TECHNIQUE – Q-i2m Module 

USB SPIROMETER – microQuark 

SPIROMETRY LABORATORY – 

Quark SPIRO 

 

Allied Disposables 

 

Class-B 

Shelf Life: N/A     

 

REF: 

Quark PFT 

(C09072-02-99) 

Q-Box 

(C09068-01-99) 

Q-i2m Module 

(C05090-01-11) 

microQuark 

(C09061-01-99) 

Quark SPIRO 

(C09071-01-99) 

Deferred for 

clarification of 

grouping. 

1162.  M/S Audio Medics 

30-A , Shan Centre 

near Honda Fort 

Queens Road, Abid 

Market Lahore 

Legal Manufacturer: Cochlear 

Bone Anchored Solutions AB 

Konstruktionsvägen 14 SE-435 

33 Mölnlycke SWEDEN. 

 

FSC Sweden issuance 

November 2023  

 

LOA valid til 31-03-2026 

Baha 5  

sound processor  

 

Class: B 

 

Shelf life: 5 years 

 

Codes as per FSc 

Approved subject to 

submission of fee as 

per revised SRO for 

family. 

1163.  M/S Audio Medics 

30-A , Shan Centre 

near Honda Fort 

Queens Road, Abid 

Market Lahore 

Legal Manufacturer:  Cochlear 

Limited 1 University Avenue 

Macquarie University NSW 

2109 Australia. 

 

FSC issuance 23-06-2023 

 

LOA issuance June 2024 

Cochlear™ Integrity Test System 

 

Class A 

 

Shelf life: N/A 

 

Codes as per FSC 

Approved subject to 

submission of fee as 

per revised SRO for 

system. 

1164.  M/S Universal Dental 

Pvt. Ltd, 17- Mcleod 

Road, Lahore.  

Legal Manufacturer:  
M/S CAVEX Holland BV, 

Fustweg 5, 2031CJ Haarlem, the 

Cavex Quadrant (desensitizing 

primer)  

 

Approved 
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ELI-00071 R & I 

Details: Dossier 

Submission Date : 1-

02- 2024 

Netherlands  

 

LOA: Validity:31-12- 2026 

FSC: Netherland Validity: 15-

10- 2026  

EC Certificate: 15-10-2026  

MDR extension Iso 13485: 4-08-

2026 

Class B  

 

Shelf Life: 3 years  

 

Codes /sizes: FS10 FE10 FB30 FU02 

FU07 FU20 FU20B FU21 FU21B 

FU22 FU22B FU23 FU23B FU24 

FU24B FU25 FU25B FU26 FU26B 

FU27 FU27B FU28 FU28B FU29 

FU29B FU30 FU30B FU60 FU61 

FU62 FU63 FU64 FU65 

1165.  M/S Universal Dental 

Pvt. Ltd, 17- Mcleod 

Road, Lahore.  

 

ELI-00071 R & I 

Details: Dossier 

Submission Date: 19-

07- 

2024 

Legal Manufacturer:  
M/S CAVEX Holland BV, 

Fustweg 5, 2031CJ Haarlem, the 

Netherlands  

 

LOA: Validity:31-12- 2026 

FSC: Netherland Validity: 15-

10- 2026  

EC Certificate: 15-10-2026  

MDR extension Iso 13485: 4-08-

2026 

Cavex Quadrant universal Lc starter 

kit (light curing composit resin)  

 

Class B  

 

Shelf Life: 3 years  

 

Codes /sizes:  

FU02 FU07  

Approved 

1166.  M/S Universal Dental 

Pvt. Ltd, 17- Mcleod 

Road, Lahore.  

 

ELI-00071 R & I 

Details: Dossier 

Submission Date: 19-

07- 

2024 

Legal Manufacturer:  
M/S CAVEX Holland BV, 

Fustweg 5, 2031CJ Haarlem, the 

Netherlands  

 

LOA: Validity:31-12- 2026 

FSC: Netherland Validity: 15-

10- 2026  

EC Certificate: 15-10-2026  

MDR extension Iso 13485: 4-08-

2026 

Cavex Alginate impression material  

(Alginate impression material)  

Class- A  

 

Shelf Life: 5 years  

 

Codes and sizes: AS per FSC as follow  

 

AA025 AA035 AA055 AA075 

AA096 AA097 AA323 AA343 

AA380 AA600 AA603 AA605 

AA613 

Approved 

1167.  M/S Universal Dental 

Pvt. Ltd, 17- Mcleod 

Road, Lahore.  

 

ELI-00071 R & I 

Details: Dossier 

Submission Date : 05-

04- 2023  

Legal Manufacturer:  
M/S Produits Dentaires SA, Rue 

des Bosquets 18, 1800 Vevey, 

Switzerland  

 

LOA: Validity:06-05- 2027 

FSC: Switzerland Validity: 9-

08- 2026 EC Certificate: 31-12-

2027 MDR extension Iso 13485: 

8-06-2027 

Fibrapost (Glass fiber posts)  

 

Class B  

 

Shelf life: 5 years  

 

Codes/ sizes  

22589 22590 22591 22592 22593 

22594 22595 22596 22597 22598 

22599 22600 22631 22632 22633 

22634 22641 22642 22643 22644 

Approved 

1168.  I Care, Lahore 

Address: Shop No. 21 

Basement No. 1, 

Marium Tower, Near 

Bhatti Chowk, Lahore 

Licence Number: 

ELI- 01019 R&I 

details: 26-12-2024  

Legal Manufacturer:  
M/s Guangdong Ecan Medical 

Co., Ltd. Address: Building 1, 

No. 222, Xindu Road, Chengjiao 

Street Conghua District, 

Guangzhou City, Guangdong 

Province, 510920, China LOA 

Validity: Notarized LOA Date of 

Issue 03/09/2024 Valid till 

03/09/2029. FSC Country of 

Origin: Legalized FSC No. 

20240494 valid till 5-08- 2025 

FSC Country of Reference 

DR. Trust Sterile DR. Trust Sterile 

Silicone Foley Catheter   

Class B  

 

Shelf Life: 5 yrs  

 

Codes/Sizes: 2-way + 3-way (All 

sizes) 6Fr, 8Fr, 10Fr, 12Fr, 14Fr, 16Fr, 

18Fr, 20Fr, 22Fr, 24Fr  

Approved both types 

subject to submission 

of Form & fee for 3-

way type DR. Trust 

Sterile Silicone Foley 

Catheter   
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country or EC Certificate: 

Notarized EC Certificate No. G1 

104589 0002 Valid Till 

26.05.2024, extended Till 

26.05.2028 ISO 13485: 

Notarized ISO 13485 Date of 

Issue 7/12/2022 Valid 25-11-

2025 

1169.  I Care, Lahore 

Address: Shop No. 21 

Basement No. 1, 

Marium Tower, Near 

Bhatti Chowk, Lahore 

Licence Number: 

ELI- 01019 R&I 

details: 26-12-2024  

Legal Manufacturer:  
M/s Guangdong Ecan Medical 

Co., Ltd. Address: Building 1, 

No. 222, Xindu Road, Chengjiao 

Street Conghua District, 

Guangzhou City, Guangdong 

Province, 510920, China LOA 

Validity: Notarized LOA Date of 

Issue 03/09/2024 Valid till 

03/09/2029. FSC Country of 

Origin: Legalized FSC No. 

20240494 valid till 5-08- 2025 

FSC Country of Reference 

country or EC Certificate: 

Notarized EC Certificate No. G1 

104589 0002 Valid Till 

26.05.2024, extended Till 

26.05.2028 ISO 13485: 

Notarized ISO 13485 Date of 

Issue 7/12/2022 Valid 25-11-

2025 

DR. Trust Disposable Endotracheal 

Tube  

 

Class B  

 

Shelf Life: 5 yrs  

 

Codes/Sizes:  

Left sided type, right sided type (All 

sizes)  

Approved all  types 

including standard 

type subject to 

submission of Form 

and fee for other 

types applied along 

with sizes as per FSC 

1170.  I Care, Lahore 

Address: Shop No. 21 

Basement No. 1, 

Marium Tower, Near 

Bhatti Chowk, Lahore 

Licence Number: 

 

ELI- 01019 R&I 

details: 26-12-2024  

Legal Manufacturer:  
Zhejiang Zhuoyi Industrial 

&Trading CO., LTD. Address: 

No.26 Xinhuang Road, Majin 

Town, Kaihua County, 324307, 

Quzhou City, Zhejiang Province, 

China.  

 

LOA Validity: Date of Issue 

23/04/2024 & Valid till 

23/04/2028  

 

FSC Country of Origin: 

Legalized FSC No. 02234160 

Date of Issue: 31-05-2024 valid 

till 31- 05-2028  

 

FSC Country of Reference 

country or EC Certificate: 

Notarized EC Certificate No. G2 

092238 0007 Date of Issue 

10/01/2020 Valid Till 

26.05.2024, extended Till 

26.05.2028.  

 

ISO 13485: Notarized ISO 

13485 Date of Issue 29/03/2022 

Valid 01-03-25 

Dr. Trust Surgical Gloves (Powdered)  

 

Class B  

 

Shelf Life: 5 yrs  

 

Codes/Sizes: 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 

9.0   

Approved 

1171.  I Care, Lahore Legal Manufacturer:  DR. Trust Sterile Latex Foley Catheter Approved both types 
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Address: Shop No. 21 

Basement No. 1, 

Marium Tower, Near 

Bhatti Chowk, Lahore 

Licence Number: 

ELI- 01019 R&I 

details: 26-12-2024  

M/s Guangdong Ecan Medical 

Co., Ltd. Address: Building 1, 

No. 222, Xindu Road, Chengjiao 

Street Conghua District, 

Guangzhou City, Guangdong 

Province, 510920, China LOA 

Validity: Notarized LOA Date of 

Issue 03/09/2024 Valid till 

03/09/2029. FSC Country of 

Origin: Legalized FSC No. 

20240494 valid till 5-08- 2025 

FSC Country of Reference 

country or EC Certificate: 

Notarized EC Certificate No. G1 

104589 0002 Valid Till 

26.05.2024, extended Till 

26.05.2028 ISO 13485: 

Notarized ISO 13485 Date of 

Issue 7/12/2022 Valid 25-11-

2025 

 

Class B  

 

Shelf Life: 5 yrs  

 

Codes/Sizes: 2-way + 3-way 6Fr, 8Fr, 

10Fr, 12Fr, 14Fr, 16Fr, 18Fr, 20Fr, 

22Fr, 24Fr  

subject to submission 

of Form & fee for 3-

way type DR. Trust 

Sterile Latex Foley 

Catheter 

 

1172.  Audio Medics, 30-A, 

Shan Centre, Near 

Honda Fort Queens 

Road Abid Market, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: 

M/s Signia GmbH, Henri-

Dunant-Strasse 100 91058 

Erlangen Germany 

Manufacturing Site:  

M/s Sivantos Pte.Ltd. 18 Tai 

Seng Street, # 08-08 Singapore, 

539775 

 

FSC:  Germany 

Date of Issue: 13/06/2023 

LOA validity 30-06-2028 

Signia Prompt 

(Inside the ear (ITE) Hearing aid) 

 

Class-B 

 

Shelf Life:  6 years 

 

Codes & Sizes: As per FSC 

 

Approved subject to 

submission of sizes 

as per FSC 

1173.  Audio Medics, 30-A, 

Shan Centre, Near 

Honda Fort Queens 

Road Abid Market, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: 

M/s Signia GmbH, Henri-

Dunant-Strasse 100 91058 

Erlangen Germany 

Manufacturing Site:  

M/s Sivantos Pte.Ltd. 18 Tai 

Seng Street, # 08-08 Singapore, 

539775 

 

FSC:  Germany 

Date of Issue: 13/06/2023 

LOA validity 30-06-2028 

Signia Prompt 

(Behind the ear (BTE) Hearing aid) 

 

Class-B 

 

Shelf Life:  6 years 

 

Codes & Sizes: As per FSC 

 

Approved subject to 

submission of sizes 

as per FSC 

1174.  Audio Medics, 30-A, 

Shan Centre, Near 

Honda Fort Queens 

Road Abid Market, 

Lahore 

 

ELI: 00163 

Legal Manufacturer: 

M/s Signia GmbH, Henri-

Dunant-Strasse 100 91058 

Erlangen Germany 

Manufacturing Site:  

M/s Sivantos Pte.Ltd. 18 Tai 

Seng Street, # 08-08 Singapore, 

539775 

 

FSC:  Germany 

Date of Issue: 13/06/2023 

LOA validity 30-06-2028 

Signia Pure 312 AX 

(Receiver in Canal Hearing aid) 

 

Class-B 

 

Shelf Life:  6 years 

 

Codes & Sizes: As per FSC 

7AX, 5AX, 3AX, 2AX, 1AX 

 

Approved 

1175.  Audio Medics, 30-A, 

Shan Centre, Near 
Legal Manufacturer: 

M/s Signia GmbH, Henri-

Signia Pura 312 X 

(Receiver in canal Hearing aid) 

Approved 
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Honda Fort Queens 

Road Abid Market, 

Lahore 

 

ELI: 00163 

Dunant-Strasse 100 91058 

Erlangen Germany 

Manufacturing Site:  

M/s Sivantos Pte.Ltd. 18 Tai 

Seng Street, # 08-08 Singapore, 

539775 

 

FSC:  Germany 

Date of Issue: 13/06/2023 

LOA validity 30-06-2028 

 

Class-B 

 

Shelf Life:  6 years 

 

Codes & Sizes: As per FSC 

7X, 5X, 3X, 2X, 1X 

 

1176.  IRTEQA BIOTEK 

(ELI-00218) 
Legal Manufacturer: 
BroadMaster Biotech 

Corporation Manufacturing Site: 

1F., 2F., No. 91, Xiyuan Rd., 

Zhongli Dist., Taoyuan City, 

Taiwan (R.O.C.)  

 

Date of R&I 19th Feb 2025 

(receipt attached)  

FSC: Country of Origin: Taiwan 

(R.O.C) Valid & Attached FSC:  

FSC of Reference Country: 

Germany  

 

LOA Validity: 3-05-2026 

Attached EC Certificate  

ISO 13485 Validity: 25-01-2028 

Attached  

ADVOCATE BMB-BA102A Blood 

Glucose Strips  

ADVOCATE BMB-BA002A  

Blood Glucose Strips  

 

Class-C  

Blood Glucose Strips Shelf Life: 02 

years  

 

Codes/Sizes: Packed in 50 Strips Vial 

and 25 Strips Vial 

Approved both 

models subject to 

submission of Form 

and fee for 

ADVOCATE BMB-

BA002A  

Blood Glucose Strips 

along with valid copy 

of FSC of Germany 

 

1177.  IRTEQA BIOTEK 

(ELI-00218) 
Legal Manufacturer: 
BroadMaster Biotech 

Corporation Manufacturing Site: 

1F., 2F., No. 91, Xiyuan Rd., 

Zhongli Dist., Taoyuan City, 

Taiwan (R.O.C.)  

 

Date of R&I 19th Feb 2025 

(receipt attached)  

FSC: Country of Origin: Taiwan 

(R.O.C) Valid & Attached FSC:  

FSC of Reference Country: 

Germany  

 

LOA Validity: 3-05-2026 

Attached EC Certificate  

ISO 13485 Validity: 25-01-2028 

Attached  

ADVOCATE Sprint BMB-EA127A 

Blood Glucose Meter  

ADVOCATE BMB-EA008B Blood 

Glucose Meter  

 

Class B  

 

Shelf Life: 05 years  

 

 

Approved both 

models in Clacc C 

subject to submission 

of revised Form and 

differential fee for 

ADVOCATE Sprint 

BMB-EA127A 

Blood Glucose Meter  

And Form & fee for 

ADVOCATE BMB-

EA008B Blood 

Glucose Meter along 

with valid copy of 

FSC of Germany 

 

 

1178.  Fresenius Medical 

Care Pakistan Pvt. Ltd 

Address: TAMC, First 

Floor, 27- C III, M.M. 

Alam Road Gulberg 

III, Lahore Warehouse  

Address: 1. Al-

Madina Warehouse, 

28-Km, Multan Road, 

Lahore 2. Plot No. A6- 

A7, Northwestern 

Industrial Zone, Port 

Legal Manufacturer: Nipro 

Corporation Address: 3-26, 

Senriokashinmachi, Settsu, 

Osaka, 566- 8510, JAPAN 

Manufacturing Site: Name: 
Nipro (Thailand) Corporation 

Limited Address: 10/2 Moo 8 

Bangnomko, Sena Phra Nakhon 

Si Ayutthaya 13110 

THAILAND  

 

LOA: Validity:24-09- 2029 

Fistula Needle  

(Single Needle)  

 

Class B  

 

Shelf Life: 05 Years after the date of 

sterilization  

 

Codes/Sizes: 15GSN-R20-R 

(F00012691) 16GSN-R20-R 

(F00012663)  

Approved   
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Qasim, Karachi R&I 

Details: 18/02/25  

FSC: Country of Origin:  

Validity:31-12- 2028  

FSC: FSC of Reference Country: 

Belgium Validity:31-12- 2028  

OR EC Certificate Validity:31-

12- 2028  

ISO 13485 Validity:30-06- 2027 

1179.  M/s A ONE 

TRADERS Address 

of Importer: House 

No.45, Street No.4 

Haroon Abad, Near 

Malik Tariq Awan 

Qilla, Ring Road 

Peshawar, KPK.  

 

(ELI-00480) R&I 

Dated: 10-06-2021 

Fee Challan No.: (Slip 

No 1: 361369165799) 

(Slip No 2: 

7096899479) Fee 

Challan Date: (Slip 

No 1 Date: 

10/06/2021) (Slip No 

2 Date: 31/08/2021) 

PKR: 25,000/-  

Legal Manufacturer: Jinhua 

Huacheng Medical Appliance 

Co, Ltd ADD: Building 54, 177 

Shicheng Street, Wucheng 

District, Jinhua City, 321016 

Zhejiang, P.R. China. TEL: 

0086-579-82922659 FAX: 

0086-579-82922665 WEBSITE: 

http://www.hcmedical.cn/ 

EMAIL: Vicky@hcmedical.cn 

 

LOA Validity: 24-12-2029 FSC 

Validity: 24-12-2026 

SAFE+ DISPOSABLE SKIN 

STAPLER-HC-PFB-35W  

 

Class: B  

 

Shelf Life: 5 years 

Approved subject to 

submission of FSC of 

any SRA cpontry or 

CE certificates 

1180.  M/s Varitron First 

Floor 60-D F.C.C 

Zahoor Elahi Road 

Gulberg IV, Lahore, 

Pakistan.  

 

(ELI-00510) R&I 

Dated: 19-12-2022  

Name & Address of Legal 

Manufacturer:  
Smith & Nephew INC Address: 

150 Minuteman Rd, 

ANDOVER, MA USA 01810  

Manufacturing Sites:  
1-SMITH & NEPHEW INC, 

ENDOSCOPY DIVISION 130 

FORBES BLVD 120 FORBES 

BLVD MANSFIELD, MA USA 

02048 2-SMITH & NEPHEW 

INC, ENDOSCOPY DIVISION 

76 S. MERIDIAN AVE. 

OKLAHOMA CITY, OK USA 

73107  

 

FDA Validity: 27-07-2025 ISO 

Certificate: 06-03-2025 

ACUFEX Director Instruments  

Class: B  

Shelf Life: N/A (Instruments) Codes: 

7208686 7207482 013499 7207492 

013660 7207493 013661 7207494 

013662 7207495 013663 7207496 

013664 7207497 013665 7207498 

013666 72201240 72201241 

72201242 72201243 72201244 

72201245 72201246 72201247 

72201248 72201249 72201250 

72201969 72201970 72201971 

72201972 72201973 72201974 

72201975 72201976 72201977 

72201978 6900854 72202547 

72202437 72201737 72201713 

72201714 72201715 72201716 

72201717 7207230 7207231 014804 

014805 014806 72201883 72201884 

72201885 72201886 72201736 

72201732 014800 014803 72202544 

7205587 7205588 7205517 7205518 

7205519 7205521 7205524 7205525 

72201731 013498 7207483 013543 

7207484 013544 7207485 013545 

7207486 013546 7207487 013547 

7207488 013548 7207489 013549 

7207490 012705 012707 012708 

012716 013569 013570 013571 

013572 72201733 72201734 7207639 

7207640 7207641 7207642 7207643 

Approved subject to 

submission of 

clarification of 

grouping of medical 

device, relevant brief 

description and 

generic name of the 

device 

mailto:Vicky@hcmedical.cn
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7207644 7207645 7207646 7207647 

7207648 7207649 7207650 7207281 

7207282 7207283 7207285 7207291 

7207292 013670 013671 013672 

013673 013674 013622 013625 

7207179 013550 013554 015185 

72203169 7207499 7207500 013522 

7207163 013523 7207164 013524 

7207165 013525 7207501 013526 

7207502 013527 7207503 013528 

7207504 013529 7209441 7209442 

7209443 7209446 7209447 7209448 

012601 012602 012603 012604 

012605 012606 012609 012610 

012612 72201887 72201888 

72201190 72201191 72201192 

72201193 72201194 72201939 

72201889 72201890 72201891 

72201892 72201893 72204647 

014545 014485 

1181.  M/s Varitron First 

Floor 60-D F.C.C 

Zahoor Elahi Road 

Gulberg IV, Lahore, 

Pakistan. (ELI-00510) 

R&I Dated: 12-08-

2021. 

Name & Address of Legal 

Manufacturer:  
Quanta System S.p.A Via 

Acquedotto 109, 21017 

Samarate (VA) Italy. LOA 

Validity: December 2025 FSC 

Validity: No Validity ISO 

Certificate: 20-12-2026 

Optical Fibers  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes: OAF002001, OAF002011, 

OAF002091, OAF002701, 

OAF002711, OAF002791, 

OAF003601, OAF003611, 

OAF003691, OAF005501, 

OAF005511, OAF005591, 

OAF006001, OAF006011, 

OAF006091, OAF008001, 

OAF008011, OAF008091, 

OAF009901, OAF009911, 

OAF009991, OAF402001, 

OAF402011, OAF402091, 

OAF402701, OAF402711, 

OAF402791, OAF403601, 

OAF403611, OAF403691, 

OAF702701, OAF702711, 

OAF702791, OAF703601, 

OAF703611, OAF703691, 

OAF302711, OAF302721, 

OAF102711, OAF102791, 

OAF103611, OAF103691, 

OAF002003, OAF002013, 

OAF002093, OAF002703, 

OAF002713, OAF002793, 

OAF003603, OAF003613, 

OAF003693, OAF005503, 

OAF005513, OAF005593, 

OAF006003, OAF006013, 

OAF006093, OAF008003, 

OAF008013, OAF008093, 

OAF009903, OAF009913, 

OAF009993, OAF402003, 

Approved subject to 

submission of 

clarification of 

grouping of medical 

device, Valid FSC & 

btrand name of the 

device 
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OAF402013, OAF402093, 

OAF402703, OAF402713, 

OAF402793, OAF403603, 

OAF403613, OAF403693, 

OAF702703, OAF702713, 

OAF702793, OAF703603, 

OAF703613, OAF703693, 

OAF102713, OAF102793, 

OAF103613, OAF103693, 

OAF002005, OAF002015, 

OAF002095, OAF002705, 

OAF002715, OAF002795, 

OAF003605, OAF003615, 

OAF003695, OAF005505, 

OAF005515, OAF005595, 

OAF006005, OAF006015, 

OAF006095, OAF008005, 

OAF008015, OAF008095, 

OAF009905, OAF009915, 

OAF009995, OAF506011 

1182.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

Keypoint Focus 

EMG/NCS/EP Machine 

 

Class-B 

 

Shelf Life: 7 years 

 

Codes / Sizes (if any) 

Product List attached. 

Keypoint Focus module, Keypoint 

Focus Notebook System, Keypoint 

Focus PC System, Focus Main Unit, 

Natus 3 channel Amplifier, 4-ch 

Amplifier box, 6-ch EMG/EP 

Amplifier, 6ch EP Amplifier, 8-ch 

EMG/EP Amplifier, Natus Stimulus 

Probe, Multi Electrical Stimulator 

box/amp, P300 Reaction Time Switch, 

Keypoint.NET Software package. 

Natus Unshielded Headphones, Tubal 

Insert Earphones, Goggles for VEP, 

Tendon Hammer, Recording 

electrodes for Amplifiers, Amplifier 

Arms and convenience kit 

 

 

Deferred for the 

submission of 

clarification of 

grouping, name of 

the device of & 

relevant brief 

description and  

1183.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

TECA Elite  

Disposable Monopolar / Concentric 

Needle Electrodes 

 

Class-B 

 

Shelf Life: 3 Years 

 

Codes/Sizes as per FSC 

 

 

Deferred for 

submission of 

clarification of 

grouping of medical 

device, relevant brief 

description and 

generic name of the 

device 
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EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

1184.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

 

Dantec DCN  

Disposable Concentric Needle 

Electrodes 

 

Class-B 

 

Shelf Life: 3 Years 

 

Codes / Sizes (if any) 

Product list attached. 

 

 

Approved subject to 

submission of 

product codes as per 

FSC 

1185.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

 

Clavis  

Handheld EMG & Constant Current 

Stimulator 

 

Class-B 

 

Shelf Life: 3 Years 

 

Code: 

9015A0012 

Approved 

1186.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

Bo-ject DHN 

Disposable Hypodermic Needle 

Electrodes 

 

Class-B 

 

Shelf Life: 3 Years 

 

Codes as per FSC 

Approved subject to 

submission of 

product codes as per 

FSC 

1187.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

ELI:00173 

Legal Manufacturer: 
M/s D.O Weaver & Company 

 

FSC: United States of America 

Ten20 

Conductive Paste 

 

Class-A 

Approved 
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R & I Detail: 

03/11/2020 

Validity: 31/12/2024 

 

LOA 

Validity: 30/06/2024 but 

extended automatically as per 

terms of the document. 

 

 

 

 

Shelf Life: 03years 

 

Codes / Sizes: 

10-20-4. Ten20 Paste (4 oz jar-3 

pack) 

10-20-8. Ten20 Paste (8 oz jar-3 

pack) 

10-20-4T. Ten20 Paste (4 oz tube-3 

pack) 

10-20-4TK. Ten20 Paste (4 oz tube 

kit) 

10-20-2. Ten20 Paste (50 g Jar 3-

pack) 

10-20-2S. 

1188.  M/s. Amtronech, 

560, A Block, Faisal 

Town, Lahore 

 

 

ELI:00173 

R & I Detail: 

19/09/2022  

Legal Manufacturer: 
M/s Natus Manufacturing 

Limited 

Manufacturing Site: 

Paul E. Danchell A/S, Lyngvej 

8, Jyderup, 4450, Denmark 

 

LOA 

Validity: 30/04/2024 

FSC: Ireland 

Validity: 31/12/2025 

OR 

EC CERTIFICATE 

Validity:01/02/2028 

ISO 13485 

Validity:04/11/2027 

Natus 

Electroencephalograph/Polysomnogra

ph family 

Electroencephalograph/Polysomnogra

ph  

 

Class B  

 

Shelf Life: 7 years 

 

Codes as per FSC 

Approved 

1189.  IRTEQA BIOTEK 

(ELI-00218) 
Legal Manufacturer:  
M/S PRECISION BIOSENSOR 

INC. South Korea 

Manufacturing Site: 306, Techno 

2-ro, Yuseong-gu, Daejeon, 

South Korea  

 

Date of R&I 30th Nov 2022  

 

FSC: Country of Origin: South 

Korea Valid &  

 

FSC: FSC of Reference Country: 

Germany Valid LOA Validity: 

15-02-2025 Attached EC 

Certificate Valid  

ISO 13485 Validity: 04-04-2025  

EXDIA Vitamin D  

Exdia Heating Block  

Vitamin D Test Heating Incubator  

 

Class-B  

 

Shelf Life: 01 years  

 

Codes/Sizes: Single Packed Test Box 

of 20 Tests & Box of 10 Tests.  

Deferred for the  

submission of 

clarification of 

grouping of medical 

devices applied. 

1190.  IRTEQA BIOTEK 

(ELI-00218) 
Legal Manufacturer:  
M/S PRECISION BIOSENSOR 

INC. South Korea 

Manufacturing Site: 306, Techno 

2-ro, Yuseong-gu, Daejeon, 

South Korea  

 

Date of R&I 30th Nov 2022  

 

FSC: Country of Origin: South 

EXDIA PCT  

Procalcitonin (PCT) Test  

 

Class-B  

 

Shelf Life: 01 years  

 

Codes/Sizes: Single Packed Test Box 

of 20 Tests & Box of 10 Tests 

Approved 
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Korea Valid &  

 

FSC: FSC of Reference Country: 

Germany Valid LOA Validity: 

15-02-2025 Attached EC 

Certificate Valid  

ISO 13485 Validity: 04-04-2025  

1191.  IRTEQA BIOTEK 

(ELI-00218) 
Legal Manufacturer:  
M/S PRECISION BIOSENSOR 

INC. South Korea 

Manufacturing Site: 306, Techno 

2-ro, Yuseong-gu, Daejeon, 

South Korea  

 

Date of R&I 30th Nov 2022  

 

FSC: Country of Origin: South 

Korea Valid &  

 

FSC: FSC of Reference Country: 

Germany Valid LOA Validity: 

15-02-2025 Attached EC 

Certificate Valid  

ISO 13485 Validity: 04-04-2025  

Exdia Trop I 

Exdia NT proBNP 

Exdia D Dimer 

Exdia Hs CRP 

Exdia 3 in 1 Test (Trop I + Myoglobin 

+ CKMB) 

Exdia SOB Test (Trop I + NT 

proBNP + D Dimer) 

Exdia TRF Plus Analzyer 

 

Class-B 

 

Shelf life: 1 year 

Approved Exdia 

Trop I in Class-C.  

The firm will apply 

separately for other 

Cardiac markers as 

per their 

Classification. 

  

1192.  M/s AH Traders, 

Office: 50- Lake 

Road, Old Anarkali, 

Lahore (Pakistan) 

Godown: SVI-8-S-2, 

Lake Road, Old 

Anarkali, Lahore  

 

ELI-00801 R&I 

details 27/09/2022  

Legal Manufacturer: 
BILIMSEL TIBBI URUNLER 

Manufacturing Site: Pazarlama 

Sanayi Ve Ticaret Limited 

Sirketi - 9 Eylul Mah. 312/1 Sok. 

No:12 35410 Gaziemir Izmir, 

Turkey  

 

LOA: Validity: 08/12/2028 FSC: 

Country of Origin Validity: 

28/01/2028  

FSC OR EC Certificate: 

Validity: 25-02-2026  

ISO 13485: Validity: 22/03/2025 

BT HEMATOLOGY SHEATH  

Hematology Reagent (Stabilizer, 

Detergent, Organic Buffer)  

 

Class: B  

 

Shelf Life: 02 Years  

 

Codes/Sizes:  

SHE-10020 Pack Size: 20  

Approved 

1193.  M/s AH Traders, 

Office: 50- Lake 

Road, Old Anarkali, 

Lahore (Pakistan) 

Godown: SVI-8-S-2, 

Lake Road, Old 

Anarkali,  

ELI-00801 R&I 

details 27/09/2022  

Legal Manufacturer: 
BILIMSEL TIBBI URUNLER 

Manufacturing Site: Pazarlama 

Sanayi Ve Ticaret Limited 

Sirketi - 9 Eylul Mah. 312/1 Sok. 

No:12 35410 Gaziemir Izmir, 

Turkey  

 

LOA: Validity: 08/12/2028 FSC: 

Country of Origin Validity: 

28/01/2028  

FSC OR EC Certificate: 

Validity: 25-02-2026  

ISO 13485: Validity: 22/03/2025 

BT HEMATOLOGY LYSE  

(Potassium Cyanide Quaternary 

Ammonium Salt)  

 

Class: B  

 

Shelf Life: 02 Years  

 

Codes/Sizes:  

LYS-60001 Pack Size: 01 Liter 

500ML  

Approved 

1194.  M/s AH Traders, 

Office: 50- Lake 

Road, Old Anarkali, 

Lahore (Pakistan) 

Godown: SVI-8-S-2, 

Lake Road, Old 

Legal Manufacturer: 
BILIMSEL TIBBI URUNLER 

Manufacturing Site: Pazarlama 

Sanayi Ve Ticaret Limited 

Sirketi - 9 Eylul Mah. 312/1 Sok. 

No:12 35410 Gaziemir Izmir, 

BT HEMATOLOGY CLEANER  

(Sodium Chloride, Sodium Phosphate, 

Birj 35, Antimicrobials)  

 

Class: B  

 

Approved 
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Anarkali, Lahore  

 

ELI-00801 R&I 

details 27/09/2022  

Turkey  

 

LOA: Validity: 08/12/2028 FSC: 

Country of Origin Validity: 

28/01/2028  

FSC OR EC Certificate: 

Validity: 25-02-2026  

ISO 13485: Validity: 22/03/2025 

Shelf Life: 02 Years  

 

Codes/Sizes:  

CLE-60005, CLE 60020 Pack Size: 20 

Liter 05 Liter  

1195.  M/s AH Traders, 

Office: 50- Lake 

Road, Old Anarkali, 

Lahore (Pakistan) 

Godown: SVI-8-S-2, 

Lake Road, Old 

Anarkali, Lahore  

 

ELI-00801 R&I 

details 27/09/2022  

Legal Manufacturer: 
BILIMSEL TIBBI URUNLER 

Manufacturing Site: Pazarlama 

Sanayi Ve Ticaret Limited 

Sirketi - 9 Eylul Mah. 312/1 Sok. 

No:12 35410 Gaziemir Izmir, 

Turkey  

 

LOA: Validity: 08/12/2028 FSC: 

Country of Origin Validity: 

28/01/2028  

FSC OR EC Certificate: 

Validity: 25-02-2026  

ISO 13485: Validity: 22/03/2025 

 

BT HEMATOLOGY DILUENT  

(Sodium Sulfate, Citric Acid, EDTA)  

 

Class: B  

 

Shelf Life: 02 Years  

 

Codes/Sizes:  

DIL-10020 Pack Size: 20 Liter  

Approved 

1196.  M/s AH Traders, 

Office: 50- Lake 

Road, Old Anarkali, 

Lahore (Pakistan) 

Godown: SVI-8-S-2, 

Lake Road, Old 

Anarkali, Lahore  

 

ELI-00801 R&I 

details 27/09/2022  

Legal Manufacturer: 
BILIMSEL TIBBI URUNLER 

Manufacturing Site: Pazarlama 

Sanayi Ve Ticaret Limited 

Sirketi - 9 Eylul Mah. 312/1 Sok. 

No:12 35410 Gaziemir Izmir, 

Turkey  

 

LOA: Validity: 08/12/2028 FSC: 

Country of Origin Validity: 

28/01/2028  

FSC OR EC Certificate: 

Validity: 25-02-2026  

ISO 13485: Validity: 22/03/2025 

 

BT-PRO 2401 Plus 

 (Auto Hematology Analyzer)  

 

Class-B  

 

Shelf Life: 10 Years  

Approved 

1197.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town, Lahore. 

 

ELI: 00186 

745-P 

5000 

Legal Manufacturer: 

Kitazato Corporation 100-

10,Yanagishima, Fuji,Shizuoka 

416-0932 Japan 

 

Original FSC: Japan 

Date of Issue: 11/10/2022 

LOA issuance 30-08-2022 

Kitazato IUI Catheter 

(Intra-uterine Insemination Catheter) 

 

Codes & Sizes: As per FSC 

 

Class-A 

 

Shilf Life: 3 years 

Approved subject to 

submission of 

codes/sizes 

1198.  Biosorin (Private) 

Limited, 19-Usman 

Block, Main 

Boulevard New 

Garden Town, Lahore. 

 

ELI: 00186 

746-P 

5000/- 

Legal Manufacturer: 

Kitazato Corporation 100-

10,Yanagishima, Fuji,Shizuoka 

416-0932 Japan 

 

Original FSC: Japan 

Date of Issue: 11/10/2022 

LOA issuance 30-08-2022 

Kitazato ET Catheter 

(Embryo Transfer Catheter) 

 

Codes & Sizes: As per FSC 

 

Class-A 

 

Shelf Life: 3 years 

Approved subject to 

submission of codes 

as per FSC. 

1199.  Save on Health Care, 

101-B, Panjpeer Road, 
Legal Manufacturer: 

HITEC Medical Co., Ltd. 

HITECARE  

Closed Suction Catheter  

Approved subject to 

submission of fee as 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 390 of 578 

 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 

02/11/2026 

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes:  

 

TYPE: 24H / 72H SIZE: Fr5, Fr6, Fr8, 

Fr10, Fr12, Fr14, Fr16, Fr18, Fr20,  

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1200.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

HITECARE  

Endo Tracheal Tube  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes: I.D. 2.0, I.D. 2.5, I.D.3.0, 

I.D.3.5, I.D.4.0, I.D.4.5, I.D.5.0, 

I.D.5.5, I.D.6.0, I.D.6.5, I.D.7.0, 

I.D.7.5, I.D.8.0, I.D.8.5, I.D.9.0, 

I.D.9.5, I.D. 10.0 mm  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1201.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

HITECARE  

Non-Rebreathing Mask  

 

Class: B  

Shelf Life: 05 Years  

 

Codes/Sizes: • Pediatric Standard (S) • 

Pediatric Elongated (M) • Adult 

Standard (L) • Adult Elongated (XL)  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1202.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

HITECARE Nasopharyngeal Airway  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes: I.D.2.5, I.D.3.0, I.D.3.5, 

I.D.4.0, I.D.4.5, I.D.5.0, I.D.5.5, 

I.D.6.0, I.D.6.5, I.D.7.0, I.D.7.5, 

I.D.8.0, I.D.8.5, I.D.9.0  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 
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FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

1203.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

HITECARE 

Intubating Stylet  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes:  

6 Fr, 10 Fr, 14 Fr  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1204.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300) OR EC 

Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

 

HITECARE  

 

ETT with Evacuation Lumen  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes:  

I.D.6.0, I.D.6.5, I.D.7.0, I.D.7.5, 

I.D.8.0, I.D.8.5, I.D.9.0  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1205.  Save on Health Care, 

101-B, Panjpeer Road, 

Lalpur Mughalpura, 

Lahore. 

 

ELI-00027 

Legal Manufacturer: 

HITEC Medical Co., Ltd. 

501, Building 2 Lane 1505, Lane 

Hang Road, Minhang District 

201112 Shanghai, People 

Republic of China. 

 

Original FSC:  China. 

Date of Issuance:   23-09-2024. 

LOA validity 30-12-2028 

 

FSC: FSC or Reference Country 

Validity: US FDA Cretificate 

(FEI No: 3014208300)  EC 

 Certificate: Validity: 00-00-20 

ISO 13485: Validity: 02/11/2026 

HITECARE  

Endotracheal Tube Introducer 

(Bougie)  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes:  

Hollow: 10Fr, 15Fr Solid: 6Fr, 10Fr, 

15Fr  

Approved subject to 

submission of fee as 

per SRO 

1324(I)/2024 dated 

30th August, 2024 as 

product applied as 

Family. 

1206.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Undis Disposable Anesthesia 

Breathing Circuit 

 

Sizes: Codes: 

Deferred for the 

justification grouping 

of medical devices as 

the product name is 
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Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

Anesthesia circuit:  

ACCA-100, ACCA-120, ACCA-160, 

ACCA-180, AC-200, ACCA-240, 

АССР-100, АССР-120, ACCP-160, 

ACCP-180, АССР-200, АССР-240, 

ACCN-100, ACCN-120, ACCN-160, 

ACCN-180, ACCN-200, ACCN-240,  

ACSA-100, ACSA-120, ACSA-160, 

ACSA-180, ACSA-200, ACSA-240, 

ACSP-100, ACSP-120, ACSP-160, 

ACSP-180, ACSP-200, ACSP-

240,ACEA-100, ACEA-120, ACEA-

160, ACEA-180, ACEA-200, ACEA-

240, ACEP-100, ACEP-120, ACEP-

160, ACEP-180, ACEP-200, АСЕР-

240, ACCC-100, АССС-120, АССС-

150, АССС-160, АССС-180, АССС-

200, АССС-240, ACEC-100, ACEC-

120, ACEC-150, ACE.C-160, ACEC-

180, ACEC-200, ACEC-240 

 

Breathing circuit:  
BCCA-100, BCCA-120, BCCA-160, 

ВССА-180, ВССА-200, ВССА-240, 

ВССР-100, ВССР-120, ВССР-160, 

ВССР-180, ВССР-200, ВССР-

240,BCCN-100, BCCN-120, BCCN-

160, BCCN-180, BCCN-200, BCCN-

240, BCSA-100, BCSA-120, BCSA-

160, BCSA-180, BCSA-200, BCSA-

240, BCSP-100, BCSP-120, BCSP-

160, BCSP-180, BCSP-200, BCSP-

240, BCEA-100, BCEA-120, BCEA-

160, BCEA-180, BCEA-200, ВСЕА-

240, ВСЕР-100, ВСЕР-120, ВСЕР-

160, ВСЕР-180, ВСЕР-200, ВСЕР-

240 

 

Catheter Mount:  

ETE-10, ETE-15, ETE-20, ETE-25, 

ETE-30  

ETC-10, ETC-15,ETC-20,ETC-25 

ETC-30,ETS-10, ETS-15, ETS-20, 

ETS-25, ETS-30 

 

 

The following are optional 

accessories:  

Breathing Filter: BVF, HMEF01 

HMEF02, HMEF03, HMEF04, 

HMEF05  

 

Breathing Bags: 0.5L,1L,2L, 3L  

 

Anesthesia Masks: 0#,1#,2#,3#,4#, 

5#,6# 

 

Tubing: 0.7S,0.8S,0.9S,1.0S,1.1S, 

Breathing circuit 

however Anesthesia 

circuit and other s are 

also mentioned in 

codes.   

Requisite Fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024. 
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1.2S, 0.7C, 0.8C,0.9C, 1.0C, 1.1C, 

1.2C, 0.7E, 0.8E, 0.9E, 1.0E, 

1.1E,1.2E; 

 

Connector: 22M-22M,22M 

22M/15F; 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No. 216110029  

Dated 20-12-2024 

 

1207.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

Undis  

Disposable 

Oxygen Mask 

  

Sizes: Codes:  

Adult I, Pediatric I 

Adult II, Pediatric II 

 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No.  

56820686134 

Dated 20-12-2024 

 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 as product 

applied as family. 

1208.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

Undis  

Disposable Heat and Moisture 

Exchange 

  

Sizes: Codes:  

 

HME-01, HME-02 HME-03, HME-

04 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 as product 

applied as family. 
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Rs: 31,000/- 

Challan No.  

4961394392 

Dated 20-12-2024 

 

1209.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

Undis  

Disposable Nasal Oxygen Cannula 

 

  

Sizes: Codes: 

 

N01,N02,N03,D01, 

D02,S01,W01,W02 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No.  

083974337 

Dated 20-12-2024 

 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 as product 

applied as family. 

1210.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

Undis  

Disposable Nebulizer Mask 

 

  

Sizes: Codes:  

 

WHQ-01-01 

WHQ-01-02 

WHQ-01-03 

WHQ-01-04 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No.  

06671944553 

Dated 20-12-2024 

 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 as product 

applied as family. 

1211.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Undis  

Disposable Closed Suction System 

 

 

Sizes: Codes: 

CSS-A05PY 

Approved subject to 

clarification of codes 

and submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 
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Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

CSS-A06PY 

CSS-A07PY 

CSS-A08PY 

CSS-A10EY 

CSS-A12EY  

CSS-A14EY 

CSS-A16EY 

CSS-A10TY 

CSS A12TY 

CSS-A14TY 

CSS-A16TY 

CSS-B05PY 

CSS-B06PY 

CSS-B07PY  

CSS-B08PY 

CSS-B10EY 

CSS-B12EY 

CSS-B14EY 

CSS-B16EY 

CSS-B10TY 

CSS-B12TY 

CSS-B14TY 

CSS-B16TY 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No.  

08312814138 

Dated 20-12-2024 

 

2024 as product 

applied as family. 

1212.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

 

Mob: 03066369866 

 

ELI No.: ELI- 00028 

Legal Manufacturer: 

SHAOXING UNDIS 

MEDICAL TECHNOLOGY 

CO., LTD 

Address: No.12 Yuexing 

Technology Park, No.11 

Fanrong Road, Binhai New 

Area, 312366 Shaoxing, 

Zhejiang Province, PEOPLE’S 

REPUBLIC OF CHINA 

 

FSC Valid till: 17-06-2026 

 

EC Valid till: 31-12-2028 

 

ISO Valid till: 19-06-2025 

 

 

 

 

Undis  

Disposable 

Endotracheal Tube 
  

 

Sizes: Codes: 

QCG-01 Series 

QCG-02 Series QCG-03 Series 

QCG- 04 Series 

QCG-05 Series QCG-06 Series QCG-

07 Series  QCG-08 Series 

 

 

Class-B 

 

Shelf life: 5 Years 

 

DRAP Application Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Approved subject to 

clarification of codes 

and submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 as product 

applied as family. 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 396 of 578 

 

Rs: 31,000/- 

Challan No.  

8485195899 

Dated 20-12-2024 

 

1213.  M/s BioTech 

Services, 746- 

Shadman-1, Lahore 

(PAKISTAN)  

 

ELI-00715 R&I 

details 29/11/2024  

Legal Manufacturer: ESAOTE 

S.P.A. Manufacturer Legal 

Headquarter: VIA E. Melen, 77 

16152 Genoa - Italy 

Manufacturing Site: 50019, 

Sesto Fiorentino (FI), via degli 

Olmi, 11, Italy  

 

LOA: Validity: 31/12/2027  

 

FSC: Country of Origin Validity: 

10/04/2026  

 

EC Certificate: Validity: 

24/08/2026  

 

ISO 13485: Validity: 17/11/2026 

ESAOTE 

 Echocardiography Machine  

 

Class: B  

 

Shelf Life: N/A  

 

Codes/Sizes: N/A  

Approved subject to 

submission of 

model/codes as per 

FSC. 

1214.  M/s BioTech 

Services, 746- 

Shadman-1, Lahore 

(PAKISTAN)  

 

ELI-00715 R&I 

details 29/11/2024  

Legal Manufacturer: ESAOTE 

S.P.A. Manufacturer Legal 

Headquarter: VIA E. Melen, 77 

16152 Genoa - Italy 

Manufacturing Site: 50019, 

Sesto Fiorentino (FI), via degli 

Olmi, 11, Italy  

 

LOA: Validity: 31/12/2027  

 

FSC: Country of Origin Validity: 

10/04/2026  

 

EC Certificate: Validity: 

24/08/2026  

 

ISO 13485: Validity: 17/11/2026 

ESAOTE  

Ultrasound Machine (MyLab)  

 

Class: B  

 

Shelf Life: N/A  

 

Codes/Sizes: N/A  

Approved subject to 

submission of 

model/codes as per 

FSC. 

1215.  M/s BioTech 

Services, 746- 

Shadman-1, Lahore 

(PAKISTAN)  

 

ELI-00715 R&I 

details 29/11/2024  

Legal Manufacturer: Honda 

Electronics Co., Ltd. 

Manufacturing Site: 20, 

Oyamazuka, Oiwacho 

Toyohashi, Aichi, Japan, PC 

441-31,93  

 

LOA: Validity: 30/06/2026  

 

FSC: Country of Origin Validity: 

19/09/2026  

 

ISO 13485: Validity: 30/06/2027 

Diagnostic Scanner HS 2700 

Ultrasound Diagnostic Scanner  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes: N/A  

Approved 

1216.  M/s BioTech 

Services, 746- 

Shadman-1, Lahore 

(PAKISTAN)  

 

ELI-00715 R&I 

Legal Manufacturer: Honda 

Electronics Co., Ltd. 

Manufacturing Site: 20, 

Oyamazuka, Oiwacho 

Toyohashi, Aichi, Japan, PC 

441-31,93  

Diagnostic Scanner HS 2200  

Ultrasound Diagnostic Scanner  

 

Class: B  

 

Shelf Life: 05 Years  

Approved 
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details 29/11/2024   

LOA: Validity: 30/06/2026  

 

FSC: Country of Origin Validity: 

19/09/2026  

 

ISO 13485: Validity: 30/06/2027 

 

Codes/Sizes: N/A  

1217.  M/s BioTech 

Services, 746- 

Shadman-1, Lahore 

(PAKISTAN)  

 

ELI-00715 R&I 

details 29/11/2024  

Legal Manufacturer: Honda 

Electronics Co., Ltd. 

Manufacturing Site: 20, 

Oyamazuka, Oiwacho 

Toyohashi, Aichi, Japan, PC 

441-31,93  

 

LOA: Validity: 30/06/2026  

 

FSC: Country of Origin Validity: 

19/09/2026  

 

ISO 13485: Validity: 30/06/2027 

Diagnostic Scanner HS 1600V 

Ultrasound Diagnostic Scanner  

 

Class: B  

 

Shelf Life: 05 Years  

 

Codes/Sizes: N/A  

Approved 

1218.  M/s. Amtronech, 560, 

A Block, Faisal Town, 

Lahore  

 

ELI:00173 R & I 

Detail: 29/08/2019  

Legal Manufacturer:  
M/s Cortex Biophysik GmbH 

Manufacturing Site: Walther-

Kohn-Str. 2d, 04356 Leipzig. 

Germany  

 

LOA Validity: 30/06/2020  

 

FSC: Germany Validity: Nill  

EC CERTIFICATE 

Validity:21/06/2023  

ISO 13485 Validity:21/06/2021 

MetaMax ® 3B Ergospirometry-

System  

 

Class B  

 

Shelf Life: The main unit (gas 

analyzer) contains an oxygen sensor 

which has a shelf life of six months 

and needs periodic replacement after 

approx six months  

 

Codes as per FSC.  

Approved 

1219.  M/s. Amtronech, 560, 

A Block, Faisal Town, 

Lahore  

 

ELI:00173 R & I 

Detail: 29/08/2019  

Legal Manufacturer:  
M/s Cortex Biophysik GmbH 

Manufacturing Site: Walther-

Kohn-Str. 2d, 04356 Leipzig. 

Germany  

 

LOA Validity: 30/06/2020  

 

FSC: Germany Validity: Nill  

EC CERTIFICATE 

Validity:21/06/2023  

ISO 13485 Validity:21/06/2021 

MetaLyzer ® 3B Ergospirometry-

System  

 

Class B  

 

Shelf Life: The main unit (gas 

analyzer) contains an oxygen sensor 

which has a shelf life of 18 months and 

needs periodic replacement after 

approx 18 months  

 

Codes as per FSC  

Approved 

1220.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Legal Manufacturer: 
Quimica Clindica Applicada 

S.A, A 7KM 1081-P.O Box 20-

E 43870 Amphosta/Spain 

 

Date of R&I 11-05-2022  

 

FSC: Country of Origin SPAIN 

Issue: 15-06-2020  

 

LOA Validity: 04-12-2025  

 

EC Certificate Validity:  

 

Substrate Cluster- 

Albumin, Bilirubin, Bilirubin Direct, 

BilirubinTotal, Cholesterol Liquid, 

Creatinine, Creatinine DMSO< HDL-

Cholesterol, Hemoglobin, 

LDL_Cholesterol, LDL-Cholesterol 

Direct, Glucose Liquid, 

Glycohemoglobin control set, 

Automatic Glycohemoglobin 

(HbA1c), Automatic 

Glycohemoglobin-Calibrator set, 

Automatic Glycohemoglobin-Control 

set, Total Protein, Triglycerides 

Liquid, Urea Enzymatic, Urea U.V, 

Deferred for 

clarification/ 

justification of 

clustering the 

product. 
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ISO 13485 Validity: 31-07-2026 Urea U.V. Liquid, Urea Acid LIquid.  

 

Class-B 

 

Shelf Life: 24 months 

 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 5 years 

1221.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Legal Manufacturer: 
Quimica Clindica Applicada 

S.A, A 7KM 1081-P.O Box 20-

E 43870 Amphosta/Spain 

 

Date of R&I 11-05-2022  

 

FSC: Country of Origin SPAIN 

Issue: 15-06-2020  

 

LOA Validity: 04-12-2025  

 

EC Certificate Validity:  

 

ISO 13485 Validity: 31-07-2026 

Enzymes Cluster 

 

Acid Phosphatase, Adenosin 

Deaminase, Adenosin Deaminase-

Control Set, Alkaline Phosphatase, 

Alkaline Phosphatase Liquid, Alkaline 

Phosphatase P-NPP, Amylase-BPS, 

Amylase Liquid, Cholinestrase, CK-

NAC Activated, CK-NAC Liquid, 

Gammna-GT, Gamma-GT Liquid, 

GLDH Activated, GOT/AST and 

GPT/ALT Colourimetric, GOT/AST 

U.V.Liquid, GPT/ALT U.V 

Liquid,LDH Liquid, Lipase. 

 

Codes & Sizes: As per FSC 

 

Class-C 

Shelf Life: 24 months 

Deferred for 

clarification/ 

justification of 

clustering the 

product. 

1222.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Legal Manufacturer: 
Quimica Clindica Applicada 

S.A, A 7KM 1081-P.O Box 20-

E 43870 Amphosta/Spain 

 

Date of R&I 11-05-2022  

 

FSC: Country of Origin SPAIN 

Issue: 15-06-2020  

 

LOA Validity: 04-12-2025  

 

EC Certificate Validity:  

 

ISO 13485 Validity: 31-07-2026 

Electrolytes Cluster- 

 

- Ammonia, Ammonia Control, 

Calcium, Calcium-Arsenazo III, 

Chloride, Copper, Inorganic P 

hosphorus U.V, Inorganic Phosphorus 

Visible- Iron-CAB, Iron-Ferorozine, 

Magnesium, Magnesium-Calmagite, 

Potassium, TIBS, Zinc 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 24 months 

Deferred for 

clarification/ 

justification of 

clustering the 

product. 

1223.  Shams Scientific 

Traders, 22-Y-J 

Madina Town, 

Faisalabad 

 

ELI: 00459 

Legal Manufacturer: 
Quimica Clindica Applicada 

S.A, A 7KM 1081-P.O Box 20-

E 43870 Amphosta/Spain 

 

Date of R&I 11-05-2022  

 

FSC: Country of Origin SPAIN 

Issue: 15-06-2020  

 

LOA Validity: 04-12-2025  

 

EC Certificate Validity:  

Immunology Cluster 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 24 months 

Deferred for 

clarification/ 

justification of 

clustering the 

product. 
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ISO 13485 Validity: 31-07-2026 

1224.  M/s. Amtronech, 560, 

A Block, Faisal Town, 

Lahore  

 

ELI:00173 R & I 

Detail: 03/11/2020  

Legal Manufacturer:  
M/s D.O Weaver & Company  

 

FSC: United States of America 

Validity: 31/12/2024  

 

LOA Validity: 30/06/2024 but 

extended automatically as per 

terms of the document. 

Ten20  

 

Conductive Paste  

 

Class A  

 

Shelf Life: 03years  

 

Codes / Sizes (if any) 10-20-4. Ten20 

Paste (4 oz jar-3 pack) 10-20-8. Ten20 

Paste (8 oz jar-3 pack) 10-20-4T. 

Ten20 Paste (4 oz tube-3 pack) 10-20-

4TK. Ten20 Paste (4 oz tube kit) 10-

20-2. Ten20 Paste (50 g Jar 3-pack) 

10-20-2S. Ten20 Paste (50 g Jar 

sample) 

Approved 

1225.  M/s. Amtronech, 560, 

A Block, Faisal Town, 

Lahore  

 

ELI:00173 R & I 

Detail: 03/11/2020  

Legal Manufacturer:  
M/s D.O Weaver & Company  

 

FSC: United States of America 

Validity: 31/12/2024  

 

LOA Validity: 30/06/2024 but 

extended automatically as per 

terms of the document. 

Nuprep  

Skin Prep Gel  

 

Class A  

 

Shelf Life: 03 years  

 

Codes / Sizes (if any) Nuprep Gel 10-

30. (4 oz tube-3 pack) Nuprep Gel 10-

61. (6 pack of 25 gm tubes) Nuprep 

Gel 10-30K. (4 oz tube kit) Nuprep 

Gel 10-25. (25 gm tube kit) Nuprep 

Gel 10-25S. (25 gm tube sample)  

Approved 

1226.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Riva SelfCure (Dental Glass Ionomer 

Cement)  

 

Class B  

 

Shelf Life:  

 

Riva SC capsules: 27 moths Riva SC 

powder liquid kit: 36 months Riva SC 

liquid: 36 months Riva SC HV: 27 

moths  

 

Codes & sizes: A1 8610501 A2 

8610502 A3 8610503 A3.5 8610504 

A4 8610505 B2 8610507 B3 8610508 

T-A2 8610521 T-A3 8610522 T-A3.5 

8610523 A1 8600001 A2 8600002 A3 

8600003 A3.5 8600004 A4 8600005 

B2 8600007 B3 8600008 A1 8605001 

A2 8605002 A3 8605003 A3.5 

8605004 A4 8605005 B2 8605007 B3 

8605008 T-A2 8600011 T-A3 

8600012 T-A3.5 8600013 A1 

8630001 A2 8630002 A3 8630003 

A3.5 8630004 A2 8610612 A3 

8610613 A3.5 8610614   

Approved 

1227.  M/S Reliance Pvt Ltd. Legal Manufacturer:  GS-80 (Dental Amalgam Alloy) All Approved 
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17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Shades & Codes as per FSC  

 

Class B  

Shelf life: 10 years  

 

Codes/sizes 4411303 4412303 

4413303 4415000 4401303 4421303 

4402303 4422303 4403303 4423303 

4405000 4425000 4460303 4470303 

4480303 4490303 4450303 4450505 

4440303 4440404  

1228.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

LUNA (composite Refill) All Shades 

& Codes as per FSC  

 

Class B  

 

Shelf life: 5 years  

 

Codes/sizes A1 8401081 A2 8401082 

A3 8401083 A3.5 8401084 A4 

8401085 B1 8401086 B2 8401087 B3 

8401088 C1 8401089 C2 8401090 C3 

8401091 D2 8401092 D3 8401093 D4 

8401094 OA2 8401097 OA3 8401098 

OA3.5 8401099 I 8401096 B 8401095 

XB 8401080 A1 8401281 A2 8401282 

A3 8401283 A3.5 8401284 A4 

8401285 B1 8401286 B2 8401287 B3 

8401288 C2 8401290 B 8401292 OA2 

8401293 OA3 8401294 A1 8451081 

A2 8451082 A3 8451083 A3.5 

8451084 A4 8451085 B1 8451086 B2 

8451087 B3 8451088 C1 8451089 C2 

8451090 C3 8451091 D2 8451092 D3 

8451093 OA2 8451097 OA3 8451098 

OA3.5 8451099 I 8451096 B 8451095 

XB 8451080 

Approved 

1229.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Refill –  

All Shades & Codes as per FSC  

 

Class B  

 

Shelf life: 3 years  

 

Codes/sizes as per FSC 

Approved 

1230.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Set PP (Self Etching, Self Adhesive 

Resin Cement) Refill Syringe , Refill 

–  

All Shades & Codes as per FSC  

 

Class B  

 

Shelf life: 24 months  

 

Codes/sizes  

8805201 A1 8805202 A2 8805203 

Approved 
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OA3 8805204 White Opaque 8805205 

Translucent White Opaque 8805105  

 

8805101 A1 8805102 A2 8805103 

OA3 8805104 White Opaque 8805105 

Translucent  

1231.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

AURA Bulk Fill (Dental Resin Based 

Filling Material) 

All codes as per FSC  

 

Class B  

 

Shelf life: 3 years  

 

Codes/sizes 8560012 8565012 

Approved 

1232.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Stae (Dental/Enamel Adhesive)  

 

(All codes as per FSC)  

 

Class B  

 

Shelf life: 3 years  

 

Codes/sizes 

8100201 

Approved 

1233.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Super Etch Dental Etchant 37% 

Phosphoric Acid (All codes as per 

FSC)  

 

Class B  

 

Shelf life: 36 months  

 

Codes/sizes  

8100045 8100055 8100052  

 

Approved 

1234.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Conseal F  

(Dental Resin Based Pit and Fissure 

Sealant) (All codes as per FSC)  

 

Class B  

 

Shelf life: 3 years  

 

Codes/sizes  

7850013  

Approved 

1235.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Pola (Dental etching agent) (All codes 

and sizes as per FSC)  

 

Class B  

 

Shelf life: 27 months 

 

Codes: 

 7700030 7700254 7700015 7700059 

7700430 7700454 7700416 7700415 

7750006 7700324 7700325 7700323 

Approved 
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7700322 7700106 7700108 7700110 

7700107 7700109 7700111 7700027 

7700028 7700029 7700304 7700306 

7700308 7700316 7700318 7700320 

7700305 7700307 7700309 7700062 

7700317 7700319 7700321 

1236.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Riva Luting (Glass ionomer Luting 

cement) (All codes as per FSC)  

 

Class B  

 

Shelf life: 36 months  

 

Codes/sizes  

8650008 8650900 8650108 8650508 

8650509 8650510 

Approved 

1237.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Riva Luting plus (Resin modified 

Glass ionomer Luting cement)  

(All codes as per FSC)  

 

Class B  

 

Shelf life: Riva Luting plus capsules: 

21 months Riva luting plus powder & 

liquid kit: 36months Riva luting plus 

powder bottles: 36 months Riva luting 

plus liquid bottles: 24 months  

 

Codes/sizes  

8651008 8651900 8651100 8651508  

Approved 

1238.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Riva light cure (resin reinforced Light 

cure Glass ionomer Restorative) (All 

codes & shades as per FSC)  

 

Class B  

 

Shelf life: Riva light cure powder 

liquid kits:2 years Riva light cure 

liquid: 24 months Riva light cure 

powder: 36 months Riva light cure 

capsule: 21 month Riva light cure HV: 

21 months  

 

Codes/Sizes  

A1 8700001 A2 8700002 A3 8700003 

A3.5 8700004 A4 8700005 B2 

8700007 B3 8700008 B4 8700010 C2 

8700012 C4 8700014 Bleach 8700016 

A1 8730001 A2 8730002 A3 8730003 

A3.5 8730004 B1 8730006 8700900 

A1 8700101 A2 8700102 A3 8700103 

A3.5 8700104 A4 8700105 B2 

8700107 B3 8700108 B4 8700110 C2 

8700112 C4 8700114 Bleach 8700116 

A1 8700501 A2 8700502 A3 8700503 

A3.5 8700504 A4 8700505 B2 

8700507 B3 8700508 B4 8700510 C2 

8700512 C4 8700514 Bleach 8700516 

Approved 
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A2 8700517 A3 8700518 A3.5 

8700519 8710000 

1239.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

LUNA Syr Kt Pk (Dental Resin based 

filling material) (All codes as per FSC)  

 

Class B  

 

Shelf life: 5 years  

 

Codes/sizes  

8400128  

Approved 

1240.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

LUNA syringe introductory Kit 

(Dental Resin based filling material)  

(All codes as per FSC)  

 

Class B  

 

Shelf life: 5 years  

 

Codes/Sizes  

8400129 

Approved 

1241.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

Riva Silver (Silver alloy Reinforced 

Glass ionomer Restorative (All codes 

as per FSC)  

 

Class B  

 

Shelf life: Riva silver liquid: 24 

months Riva silver powder: 36 months 

Riva silver capsules: 27 months  

 

Codes & Sizes  

8670008 8670900 8670108 8670508 

Riva silver capsules: 27 months Codes 

& Sizes 8670008 8670900 8670108 

8670508 

Approved 

1242.  M/S Reliance Pvt Ltd. 

17/3, Mulana Zafar 

Ali Khan Road, 

Lahore-54000, 

Pakistan  

 

ELI-00158 R & I 

Details: Dossier 

submission  

Date: 24-11- 2020  

Legal Manufacturer:  
M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

LOA: Validity 9-05-2029 FSC: 

Country of origin: Australia 

Validity: 24-04- 2029  

EC Certificate: Validity:31-12- 

2027 

ZipBond (Dental adhesive material)  

 

Class B  

 

Shelf Life: 24 months  

 

Codes & sizes  

8100502  

Approved 

1243.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

CXI Support Catheter 

Catheterization Catheters 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

CXI-2.3-14-135-0 

CXI-2.3-14-135-ANG 

CXI-2.3-14-135-ANG2 

CXI-2.3-14-150-0 

Approved subject to 

submission of 

justification Class of 

medical device 
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07-Sep-2020 

 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

CXI-2.3-14-150-ANG 

CXI-2.3-14-150-ANG2 

CXI-2.3-14-65-0 

CXI-2.3-14-65-ANG 

CXI-2.3-14-65-ANG2 

CXI-2.3-14-90-0 

CXI-2.3-14-90-ANG 

CXI-2.3-14-90-ANG2 

CXI-2.6-18-135-0 

CXI-2.6-18-135-ANG 

CXI-2.6-18-135-ANG2 

CXI-2.6-18-150-0 

CXI-2.6-18-150-ANG 

CXI-2.6-18-150-ANG2 

CXI-2.6-18-150-P-NS-0 

CXI-2.6-18-150-P-NS-ANG 

CXI-2.6-18-65-0 

CXI-2.6-18-65-ANG 

CXI-2.6-18-65-ANG2 

CXI-2.6-18-65-P-NS-0 

CXI-2.6-18-65-P-NS-ANG 

CXI-2.6-18-90-0 

CXI-2.6-18-90-ANG 

CXI-2.6-18-90-ANG2 

CXI-2.6-18-90-P-NS-0 

CXI-2.6-18-90-P-NS-ANG 

CXI-4.0-35-135-P-NS-0 

CXI-4.0-35-135-P-NS-DAV 

CXI-4.0-35-150-P-NS-0 

CXI-4.0-35-150-P-NS-DAV 

CXI-4.0-35-90-P-NS-0 

CXI-4.0-35-90-P-NS-DAV 

1244.  Name  

M/s Verizon 

 

Address of Importer  

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

R&I Dated:  

07-Sep-2020 

 

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

 

Approach CTO Micro Wire Guide 

(Wire Guides) 

 

Class: B 

 

Shelf Life: 05 Years 

 

Codes: 

 

CMW-14-135-12G 

CMW-14-190-12G 

CMW-14-300-12G 

CMW-14-135-18G 

CMW-14-190-18G 

CMW-14-300-18G 

CMW-14-135-25G 

CMW-14-190-25G 

CMW-14-300-25G 

CMW-14-135-6G 

CMW-14-190-6G 

CMW-14-300-6G 

 

Approved 

1245.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

Advance 18 LP Low Profile PTA 

Balloon Dilatation  

(Angioplasty Balloon Catheters) 

 

Approved subject to 

submission of 

justification Class of 

medical device 
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Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

R&I Dated:  

07-Sep-2020 

 

 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

Class: B 

Shelf Life: 05 Years 

 

Codes: 

PTA4-18-135-3-10 

PTA4-18-135-3-2 

PTA4-18-135-3-4 

PTA4-18-135-3-6 

PTA4-18-135-3-8 

PTA4-18-135-4-10 

PTA4-18-135-4-2 

PTA4-18-135-4-4 

PTA4-18-135-4-6 

PTA4-18-135-4-8 

PTA4-18-135-5-10 

PTA4-18-135-5-2 

PTA4-18-135-5-4 

PTA4-18-135-5-6 

PTA4-18-135-5-8 

PTA4-18-135-6-10 

PTA4-18-135-6-2 

PTA4-18-135-6-4 

PTA4-18-135-6-6 

PTA4-18-135-6-8 

PTA4-18-135-7-10 

PTA4-18-135-7-2 

PTA4-18-135-7-4 

PTA4-18-135-7-6 

PTA4-18-135-7-8 

PTA4-18-135-8-10 

PTA4-18-135-8-2 

PTA4-18-135-8-4 

PTA4-18-135-8-6 

PTA4-18-135-8-8 

PTA4-18-150-10-10 

PTA4-18-150-10-2 

PTA4-18-150-10-4 

PTA4-18-150-10-6 

PTA4-18-150-10-8 

PTA4-18-150-2-10 

PTA4-18-150-2-12 

PTA4-18-150-2-15 

PTA4-18-150-2-17 

PTA4-18-150-2-2 

PTA4-18-150-2-20 

PTA4-18-150-2-4 

PTA4-18-150-2-6 

PTA4-18-150-2-8 

PTA4-18-150-3-10 

PTA4-18-150-3-12 

PTA4-18-150-3-15 

PTA4-18-150-3-17 

PTA4-18-150-3-2 

PTA4-18-150-3-20 

PTA4-18-150-3-4 

PTA4-18-150-3-6 

PTA4-18-150-3-8 

PTA4-18-150-4-10 
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PTA4-18-150-4-12 

PTA4-18-150-4-15 

PTA4-18-150-4-17 

PTA4-18-150-4-2 

PTA4-18-150-4-20 

PTA4-18-150-4-4 

PTA4-18-150-4-6 

PTA4-18-150-4-8 

PTA4-18-150-5-10 

PTA4-18-150-5-12 

PTA4-18-150-5-15 

PTA4-18-150-5-17 

PTA4-18-150-5-2 

PTA4-18-150-5-20 

PTA4-18-150-5-4 

PTA4-18-150-5-6 

PTA4-18-150-5-8 

PTA4-18-150-6-10 

PTA4-18-150-6-12 

PTA4-18-150-6-15 

PTA4-18-150-6-17 

PTA4-18-150-6-2 

PTA4-18-150-6-20 

PTA4-18-150-6-4 

PTA4-18-150-6-6 

PTA4-18-150-6-8 

PTA4-18-150-7-10 

PTA4-18-150-7-12 

PTA4-18-150-7-15 

PTA4-18-150-7-17 

PTA4-18-150-7-2 

PTA4-18-150-7-20 

PTA4-18-150-7-4 

PTA4-18-150-7-6 

PTA4-18-150-7-8 

PTA4-18-150-8-10 

PTA4-18-150-8-12 

PTA4-18-150-8-15 

PTA4-18-150-8-17 

PTA4-18-150-8-2 

PTA4-18-150-8-20 

PTA4-18-150-8-4 

PTA4-18-150-8-6 

PTA4-18-150-8-8 

PTA4-18-150-9-10 

PTA4-18-150-9-2 

PTA4-18-150-9-4 

PTA4-18-150-9-6 

PTA4-18-150-9-8 

PTA4-18-80-10-10 

PTA4-18-80-10-2 

PTA4-18-80-10-4 

PTA4-18-80-10-6 

PTA4-18-80-10-8 

PTA4-18-80-2-10 

PTA4-18-80-2-12 

PTA4-18-80-2-15 

PTA4-18-80-2-17 
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PTA4-18-80-2-2 

PTA4-18-80-2-20 

PTA4-18-80-2-4 

PTA4-18-80-2-6 

PTA4-18-80-2-8 

PTA4-18-80-3-10 

PTA4-18-80-3-12 

PTA4-18-80-3-15 

PTA4-18-80-3-17 

PTA4-18-80-3-2 

PTA4-18-80-3-20 

PTA4-18-80-3-4 

PTA4-18-80-3-6 

PTA4-18-80-3-8 

PTA4-18-80-4-10 

PTA4-18-80-4-12 

PTA4-18-80-4-15 

PTA4-18-80-4-17 

PTA4-18-80-4-2 

PTA4-18-80-4-20 

PTA4-18-80-4-4 

PTA4-18-80-4-6 

PTA4-18-80-4-8 

PTA4-18-80-5-10 

PTA4-18-80-5-12 

PTA4-18-80-5-15 

PTA4-18-80-5-17 

PTA4-18-80-5-2 

PTA4-18-80-5-20 

PTA4-18-80-5-4 

PTA4-18-80-5-6 

PTA4-18-80-5-8 

PTA4-18-80-6-10 

PTA4-18-80-6-12 

PTA4-18-80-6-15 

PTA4-18-80-6-17 

PTA4-18-80-6-2 

PTA4-18-80-6-20 

PTA4-18-80-6-4 

PTA4-18-80-6-6 

PTA4-18-80-6-8 

PTA4-18-80-7-10 

PTA4-18-80-7-12 

PTA4-18-80-7-15 

PTA4-18-80-7-17 

PTA4-18-80-7-2 

PTA4-18-80-7-20 

PTA4-18-80-7-4 

PTA4-18-80-7-6 

PTA4-18-80-7-8 

PTA4-18-80-8-10 

PTA4-18-80-8-12 

PTA4-18-80-8-15 

PTA4-18-80-8-17 

PTA4-18-80-8-2 

PTA4-18-80-8-20 

PTA4-18-80-8-4 

PTA4-18-80-8-6 
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PTA4-18-80-8-8 

PTA4-18-80-9-10 

PTA4-18-80-9-2 

PTA4-18-80-9-4 

PTA4-18-80-9-6 

PTA4-18-80-9-8 

PTAX4-18-170-10-10 

PTAX4-18-170-10-2 

PTAX4-18-170-10-4 

PTAX4-18-170-10-6 

PTAX4-18-170-10-8 

PTAX4-18-170-2-10 

PTAX4-18-170-2-12 

PTAX4-18-170-2-15 

PTAX4-18-170-2-17 

PTAX4-18-170-2-2 

PTAX4-18-170-2-20 

PTAX4-18-170-2-4 

PTAX4-18-170-2-6 

PTAX4-18-170-2-8 

PTAX4-18-170-3-10 

PTAX4-18-170-3-12 

PTAX4-18-170-3-15 

PTAX4-18-170-3-17 

PTAX4-18-170-3-2 

PTAX4-18-170-3-20 

PTAX4-18-170-3-4 

PTAX4-18-170-3-6 

PTAX4-18-170-3-8 

PTAX4-18-170-4-10 

PTAX4-18-170-4-12 

PTAX4-18-170-4-15 

PTAX4-18-170-4-17 

PTAX4-18-170-4-2 

PTAX4-18-170-4-20 

PTAX4-18-170-4-4 

PTAX4-18-170-4-6 

PTAX4-18-170-4-8 

PTAX4-18-170-5-10 

PTAX4-18-170-5-12 

PTAX4-18-170-5-15 

PTAX4-18-170-5-17 

PTAX4-18-170-5-2 

PTAX4-18-170-5-20 

PTAX4-18-170-5-4 

PTAX4-18-170-5-6 

PTAX4-18-170-5-8 

PTAX4-18-170-6-10 

PTAX4-18-170-6-12 

PTAX4-18-170-6-15 

PTAX4-18-170-6-17 

PTAX4-18-170-6-2 

PTAX4-18-170-6-20 

PTAX4-18-170-6-4 

PTAX4-18-170-6-6 

PTAX4-18-170-6-8 

PTAX4-18-170-7-10 

PTAX4-18-170-7-12 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 409 of 578 

 

PTAX4-18-170-7-15 

PTAX4-18-170-7-17 

PTAX4-18-170-7-2 

PTAX4-18-170-7-20 

PTAX4-18-170-7-4 

PTAX4-18-170-7-6 

PTAX4-18-170-7-8 

PTAX4-18-170-8-10 

PTAX4-18-170-8-12 

PTAX4-18-170-8-15 

PTAX4-18-170-8-17 

PTAX4-18-170-8-2 

PTAX4-18-170-8-20 

PTAX4-18-170-8-4 

PTAX4-18-170-8-6 

PTAX4-18-170-8-8 

PTAX4-18-170-9-10 

PTAX4-18-170-9-2 

PTAX4-18-170-9-4 

PTAX4-18-170-9-6 

PTAX4-18-170-9-8 

1246.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-Sep-2020 

 

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

Peel Away Introducer 

(Introducer Sets) 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

 

PLVW-10.0-38 

PLVW-11.0-38 

PLVW-12.0-38 

PLVW-13.0-38 

PLVW-14.0-38 

PLVW-15.0-38 

PLVW-16.0-38 

PLVW-18.0-38 

PLVW-20.0-38 

PLVW-22.0-38 

PLVW-24.0-38 

PLVW-26.0-38 

PLVW-5.0-35 

PLVW-6.0-35 

PLVW-7.0-35 

PLVW-8.0-35 

PLVW-8.0-38 

PLVW-9.0-38 

PLVW-9.0-38-30 

 

Approved 

1247.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

 

LOA Validity: 

29-11-2025 

 

FDA 

Fixed Core Wire Guide Straight 

(Wire Guides) 

 

Class: B 

Shelf Life: 05 years 

 

Codes: 

C-SF-15-15 

C-SF-15-20 

Approved subject to 

submission of 

relevant description 

of device with 

specific vasculature 
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R&I Dated:  

07-Sep-2020 

 

Country of Origin: 

validity: 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

C-SF-15-30 

C-SF-15-40 

C-SF-15-50 

C-SF-18-15 

C-SF-18-20 

C-SF-18-30 

C-SF-18-40 

C-SF-18-50 

C-SF-21-15 

C-SF-21-30 

C-SF-21-40 

C-SF-21-50 

C-SF-25-15 

C-SF-25-30 

C-SF-25-40 

C-SF-25-50 

C-SF-25-80 

C-SF-28-50 

C-SF-35-15 

C-SF-35-40-SGH 

C-SF-35-50 

C-TSF-18-15 

C-TSF-18-40 

C-TSF-18-50 

SF-18-60 

SF-21-40 

SF-25-40 

THSF-25-180 

THSF-35-145 

THSF-35-180 

THSF-35-260 

THSF-35-80 

THSF-38-145 

TSF-18-145 

TSF-18-260 

TSF-18-50 

TSF-21-145 

TSF-21-50 

TSF-25-145 

TSF-32-145 

TSF-35-145 

TSF-35-180 

TSF-35-260 

TSF-35-50 

TSF-35-80 

TSF-52-145 

 

1248.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

Legal Manufacturer: 

M/s Cook INC 

750 Daniels Way Bloomington,  

IN USA 47404 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

Fixed Core Wire Guide Safe T-J 

Curved 

(Wire Guides) 

 

Class: B 

Shelf Life: 05 years 

 

Codes: 

C-SCF-15-30-2 

C-SCF-18-15-3 

C-SCF-18-20-2 

Approved subject to 

submission of 

relevant description 

of device with 

specific vasculature 

and justification of 

grouping 
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07-Sep-2020 

 

23-04-2026 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

30-04-2025 

C-SCF-18-40-2 

C-SCF-18-50-3 

C-SCF-21-50-3 

C-SCF-25-50-3 

C-SCF-35-50-3 

C-TSCF-18-40-2 

C-TSCF-25-40-2 

THSCF-25-180-3 

THSCF-25-260-3 

THSCF-32-260-3 

THSCF-35-145-3 

THSCF-35-180-15 

THSCF-35-260-3 

THSCF-35-80-3 

THSCF-38-80-7.5 

TSCF-18-145-15 

TSCF-18-180-3 

TSCF-18-260-3 

TSCF-18-80-3 

TSCF-21-180-3 

TSCF-21-260-3 

TSCF-21-50-3 

TSCF-25-145-3 

TSCF-25-180-3 

TSCF-25-260-3 

TSCF-25-50-3 

TSCF-25-80-3 

TSCF-32-145-3 

TSCF-32-180-3 

TSCF-35-145-1.5 

TSCF-35-145-15 

TSCF-35-145-3 

TSCF-35-180-15 

TSCF-35-180-3 

TSCF-35-220-3 

TSCF-35-260-15 

TSCF-35-260-3 

TSCF-35-50-3 

TSCF-35-80-15 

TSCF-35-80-3 

TSCF-38-145-3 

TSCF-38-80-3 

TSCF-38-80-3-PNS 

 

1249.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-Sep-2020 

 

Legal Manufacturer: 

Wilson Cook Medical Inc 

4900 Bethania Station  Rd 

Winston Salem, NC USA 27105 

 

OWNER OPERATOR: 

Cook Endoscopy 

4900 Bethania Station Rd & 

5951 Grassy Creek BLVD. 

Winston Salem, NC USA 27105 

 

Contract Manufacturers & 

Sterilization Sites: 

ENDO-THERAPEUTICS INC 

Memory Soft Wire Basket 

(Extraction baskets) 

 

Class: A 

Shelf Life: 3 Years 

 

Codes: 

MSB-1.5X3.5 

MSB-1.5X3.5-D 

MSB-2.5X5 

MSB-2.5X5-D 

MSB-2X4 

MSB-2X4-6 

MSB-2X4-6-D 

Approved  



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 412 of 578 

 

15251 Roosevelt Blvd Ste 204 

CLEARWATER, FL USA 

33760 

 

Sterigenics U.S., LLC 

1148 Porter Ave Haw River, 

NC USA 27258 

 

INTERNATIONAL 

STERILIZATION 

LABORATORY, LLC 

217 Sampey Rd, Groveland, FL 

USA 34736 

 

Cook INCORPORATED 

6300 N. Matthews Dr, 

Ellettsville, IN USA 47429 

 

COOK MEDICAL LLC 

400 Daniels Way Bloomington, 

IN USA 47404 

 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity:06-10-2026 

 

MSB-2X4-D 

MSB-3X6 

MSB-3X6-6 

MSB-3X6-6-D 

MSB-3X6-D 

 

1250.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-June-2022 

 

Legal Manufacturer: 

Wilson Cook Medical Inc 

4900 Bethania Station  Rd 

Winston Salem, NC USA 27105 

 

OWNER OPERATOR: 

Cook Endoscopy 

4900 Bethania Station Rd & 

5951 Grassy Creek BLVD. 

Winston Salem, NC USA 27105 

 

Contract Manufacturers & 

Sterilization Sites: 

ENDO-THERAPEUTICS INC 

15251 Roosevelt Blvd Ste 204 

CLEARWATER, FL USA 

33760 

 

Sterigenics U.S., LLC 

1148 Porter Ave Haw River, 

NC USA 27258 

 

INTERNATIONAL 

STERILIZATION 

LABORATORY, LLC 

217 Sampey Rd, Groveland, FL 

USA 34736 

 

Captura Biopsy Forceps Without 

Spike 

(Biopsy Forceps) 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

 

DBF-2.4-160-20-S 

DBF-2.4-160-S 

DBF-2.4-230-20-S 

DBF-2.4-230-40-S 

DBF-2.4-230-S 

 

Approved  
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Cook INCORPORATED 

6300 N. Matthews Dr, 

Ellettsville, IN USA 47429 

 

COOK MEDICAL LLC 

400 Daniels Way Bloomington, 

IN USA 47404 

 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

06-10-2026 

 

EC Certificate: 

26-05-2024 

Extension Letter from NB has 

been attached. 

 

ISO Certificate: 31-05-2026 

 

1251.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-June-2022 

 

Legal Manufacturer: 

Wilson Cook Medical Inc 

4900 Bethania Station  Rd 

Winston Salem, NC USA 27105 

 

Owner Operator: 

Cook Endoscopy 

4900 Bethania Station Rd & 

5951 Grassy Creek BLVD. 

Winston Salem, NC USA 27105 

 

Contract Manufacturers & 

Sterilization Sites: 

ENDO-THERAPEUTICS INC 

15251 Roosevelt Blvd Ste 204 

CLEARWATER, FL USA 

33760 

 

Sterigenics U.S., LLC 

1148 Porter Ave Haw River, 

NC USA 27258 

 

INTERNATIONAL 

STERILIZATION 

LABORATORY, LLC 

217 Sampey Rd, Groveland, FL 

USA 34736 

 

Cook INCORPORATED 

6300 N. Matthews Dr, 

Ellettsville, IN USA 47429 

 

COOK MEDICAL LLC 

400 Daniels Way Bloomington, 

Acrobat 2 Calibrated Tip Wire Guide 

 

Class: A 

Shelf Life: 3 Years 

 

Codes: 

AWG2-25-260 

AWG2-25-260-A 

AWG2-25-450 

AWG2-25-450-A 

AWG2-35-205 

AWG2-35-205-A 

AWG2-35-260 

AWG2-35-260-A 

AWG2-35-450 

AWG2-35-450-A 

 

Approved subject to 

clarification of Class 

of device 
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IN USA 47404 

 

 

LOA Validity: 

29-11-2025 

 

FDA 

Country of Origin: 

validity: 

06-10-2026 

 

 

1252.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-June-2022 

 

Legal Manufacturer: 

Taewoong Medical Co., Ltd. 14, 

Gojeong-ro, Wolgot-myeon, 

Gimpo-si, Gyeonggi-Do, 10022 

 

LOA Issue Date: 

13-01-2025 

 

FSC 

Country of Origin: 

Issue Date; 

24-05-2024 

 

Reference Country FSC: 

Health Canada 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

25-03-2025 

 

Optimos Cystotome 

Cystotome 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

 

OCT1906 

OCT1907 

OCT1908 

 

Approved  

1253.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

23-04-2021 

 

Legal Manufacturer: 

 

Cook Ireland Limited 

O’Holloran Road 

National Technology Park, 

Limerick 

Ireland 

 

 

LOA Validity: 

29-11-2025 

 

FSC 

Country of Origin: 

validity: 

13-06-2027 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

Pushing Catheter 

(Biliary Stent Introducers) 

 

Class: A 

 

Shelf Life: 3 Years 

 

Codes: 

PC-10, PC-11.5, PC-3, PC-4, PC-5, 

PC-5E, PC-6, PC-7, PC-7E, PC-8, 

PC-8.5 

 

Approved subject 

toclarification of 

Class of device 
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EC certificate. 

 

ISO Certificate: 

21-06-2027 

1254.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-June-2022 

 

Legal Manufacturer: 

Taewoong Medical Co., Ltd. 14, 

Gojeong-ro, Wolgot-myeon, 

Gimpo-si, Gyeonggi-Do, 10022 

 

LOA Issue Date: 

13-01-2025 

 

FSC Validity: 

25-03-2024 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

25-03-2025 

Optimos Injector 

(Injector) 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

OIP1604-21G 

OIP1604-23G 

OIP1604-25G 

OIP2304-21G 

OIP2304-23G 

OIP2304-25G 

 

Approved 

1255.  M/s 

Verizon 

Address : 

60-D F.C.C Zahoor 

Elahi Road, Gulberg 

IV, Lahore, Pakistan 

 

(ELI-00087) 

 

 

R&I Dated:  

07-June-2022 

 

Legal Manufacturer: 

Taewoong Medical Co., Ltd. 14, 

Gojeong-ro, Wolgot-myeon, 

Gimpo-si, Gyeonggi-Do, 10022 

 

LOA Issue Date: 

13-01-2025 

 

FSC Validity: 

25-03-2024 

 

EC Certificate: 

26-05-2024 

Confirmation Letter of NB has 

been attached with the expired 

EC certificate. 

 

ISO Certificate: 

25-03-2025 

Optimos Stone Basket 

(Stone Basket) 

 

Class: B 

Shelf Life: 3 Years 

 

Codes: 

SB1825F4-20 

SB2425F4-20 

SB2425F4-30 

SB2425F4-40 

SB2425F8-20 

SB2425F8-30 

SB1821T8-20 

SB1821T8-30 

SB2425T8-20 

SB2425T8-30 

Approved 

1256.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated: 08-07-

2021 

 

 

Legal Manufacturer: 

Edwards Lifesciences LLC 

 

One Edwards Way, Irvine, CA 

92614, USA 

 

Manufacturing Site: 

1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610-1577 Anasco, Puerto 

Rico, USA 

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Pressure Monitoring Set (w/Truwave 

Disposable Pressure Transducer) 

 

Class: B 

 

Shelf Life: 

02 Years 

 

Codes: 

PX24N, PX260, PX2X2, PX36N, 

PX3X3, PX600, PX600F, PX600F30, 

PX1800 (896012023, 896019021, 

896021021, 896031021, 896034021, 

896038021, 896080021, 896083021) 

 

Approved subject to 

clarification of the 

medical devices 

appled whether is it a 

set or kit along with 

justification of their 

grouping 
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Cristobal , DOMINICAN 

REPUBLIC 

 

LOA Validity:  

31-12-2024 

 

FSC Validity:  

28-05-2023 

 

ISO Certificate: 

13-11-2025 

 

1257.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated: 08-07-

2021 

 

 

Legal Manufacturer: 

Edwards Lifesciences LLC 

 

One Edwards Way, Irvine, CA 

92614, USA 

 

Manufacturing Site: 

1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610-1577 Anasco, Puerto 

Rico, USA 

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal , DOMINICAN 

REPUBLIC 

 

LOA Validity: 31-12-2024 

 

FSC Validity: 28-05-2023 

 

ISO Certificate:13-11-2025 

 

Co-Set Plus Closed Injectate System 

 

Class: B 

 

Shelf Life: 

03 Years 

 

Codes: 

As per FSC: 

93610 

Approved 

1258.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated:  

04-04-2022 

 

Legal Manufacturer: 

Edwards Lifesciences LLC 

 

One Edwards Way, Irvine, CA 

92614, USA 

 

Manufacturing Site: 

1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610-1577 Anasco, Puerto 

Rico, USA 

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal , DOMINICAN 

REPUBLIC 

 

LOA Validity: 31-12-2024 

 

FloTrac sensor 

 

Class: B 

 

Shelf Life: 

02 Years 

 

Codes: 

MHD84 

Approved 
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FSC Validity: 24-06-2023 

 

ISO Certificate:13-11-2025 

 

1259.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated:  

04-04-2022 

 

Legal Manufacturer: 

Edwards Lifesciences LLC 

 

One Edwards Way, Irvine, CA 

92614, USA 

 

Manufacturing Site: 

1-Edwards Lifesciences 

Technology Sarl, State Road 

402, km 1.4, Industrial Park, 

00610-1577 Anasco, Puerto 

Rico, USA 

 

2-Edwards Lifesciences AG 

Parque Industrial Itabo, km 18.5 

CARR, Sanchez, Haina San 

Cristobal , DOMINICAN 

REPUBLIC 

 

LOA Validity:31-12-2024 

 

FSC Validity: 24-06-2023 

 

ISO Certificate:13-11-2025 

 

ClearSight Finger Cuff Multipack 

 

Class: B 

 

Shelf Life: 

03 Years 

 

Codes: 

CSC2L 

CSC2M 

CSC2S 

CSCL 

CSCM 

CSCS 

 

Approved subject to 

submission of 

producr generic 

name and relevant 

product description 

1260.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated:  

12-08-2021 

 

Legal Manufacturer: 

Quanta System S.p.A 

 

Via Acquedotto 109, 21017 

Samarate (VA) Italy. 

 

 

LOA Validity:  

December 2025 

 

FSC Validity:  

No Validity 

 

ISO Certificate: 

20-12-2026 

 

Optical Fibers 

 

Class: B 

 

Shelf Life: 

05 Years 

 

Codes: 

 

OAF002001, OAF002011, 

OAF002091, OAF002701, 

OAF002711, OAF002791, 

OAF003601, OAF003611, 

OAF003691, OAF005501, 

OAF005511, OAF005591, 

OAF006001, OAF006011, 

OAF006091, OAF008001, 

OAF008011, 

OAF008091, OAF009901, 

OAF009911, OAF009991, 

OAF402001, OAF402011, 

OAF402091, OAF402701, 

OAF402711, OAF402791, 

OAF403601, OAF403611, 

OAF403691, OAF702701, 

OAF702711, OAF702791, 

OAF703601, OAF703611, 

OAF703691, OAF302711, 

OAF302721, OAF102711, 

Approved subject to 

submission of 

clarification of codes 

and justification of 

their grouping & 

class, relevant 

product description 

and brand name  
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OAF102791, OAF103611, 

OAF103691, OAF002003, 

OAF002013, OAF002093, 

OAF002703, OAF002713, 

OAF002793, OAF003603, 

OAF003613, OAF003693, 

OAF005503, OAF005513, 

OAF005593, OAF006003, 

OAF006013, OAF006093, 

OAF008003, OAF008013, 

OAF008093, OAF009903, 

OAF009913, OAF009993, 

OAF402003, OAF402013, 

OAF402093, OAF402703, 

OAF402713, OAF402793, 

OAF403603, OAF403613, 

OAF403693, OAF702703, 

OAF702713, OAF702793, 

OAF703603, OAF703613, 

OAF703693, OAF102713, 

OAF102793, OAF103613, 

OAF103693, OAF002005, 

OAF002015, OAF002095, 

OAF002705, OAF002715, 

OAF002795, OAF003605, 

OAF003615, OAF003695, 

OAF005505, OAF005515, 

OAF005595, OAF006005, 

OAF006015, OAF006095, 

OAF008005, OAF008015, 

OAF008095, OAF009905, 

OAF009915, OAF009995, 

OAF506011 

 

1261.  M/s  

Varitron 

 

First Floor 60-D 

F.C.C Zahoor Elahi 

Road Gulberg IV, 

Lahore,  

Pakistan. 

 

(ELI-00510) 

 

R&I Dated:  

19-12-2022 

 

Legal Manufacturer: 

Smith & Nephew INC 

150 Minuteman Rd, 

ANDOVER, MA USA 01810 

 

Manufacturing Sites: 

1-SMITH & NEPHEW INC, 

ENDOSCOPY DIVISION 

130 FORBES BLVD 

120 FORBES BLVD 

MANSFIELD, MA USA 02048 

 

2-SMITH & NEPHEW INC, 

ENDOSCOPY DIVISION 

76 S. MERIDIAN AVE. 

OKLAHOMA CITY, OK USA 

73107 

 

 

 

FDA Validity:  

27-07-2025 

 

ISO Certificate: 

ACUFEX Director Instrument 

 

Class: B 

 

Shelf Life: 

N/A  

(Instruments) 

 

Codes: 

 

7208686 

7207482 

013499 

7207492 

013660 

7207493 

013661 

7207494 

013662 

7207495 

013663 

7207496 

013664 

7207497 

Approved subject to 

submission of 

clarification of codes 

and justification of 

their grouping 
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06-03-2025 

 

013665 

7207498 

013666 

72201240 

72201241 

72201242 

72201243 

72201244 

72201245 

72201246 

72201247 

72201248 

72201249 

72201250 

72201969 

72201970 

72201971 

72201972 

72201973 

72201974 

72201975 

72201976 

72201977 

72201978 

6900854 

72202547 

72202437 

72201737 

72201713 

72201714 

72201715 

72201716 

72201717 

7207230 

7207231 

014804 

014805 

014806 

72201883 

72201884 

72201885 

72201886 

72201736 

72201732 

014800 

014803 

72202544 

7205587 

7205588 

7205517 

7205518 

7205519 

7205521 

7205524 

7205525 

72201731 

013498 

7207483 
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013543 

7207484 

013544 

7207485 

013545 

7207486 

013546 

7207487 

013547 

7207488 

013548 

7207489 

013549 

7207490 

012705 

012707 

012708 

012716 

013569 

013570 

013571 

013572 

72201733 

72201734 

7207639 

7207640 

7207641 

7207642 

7207643 

7207644 

7207645 

7207646 

7207647 

7207648 

7207649 

7207650 

7207281 

7207282 

7207283 

7207285 

7207291 

7207292 

013670 

013671 

013672 

013673 

013674 

013622 

013625 

7207179 

013550 

013554 

015185 

72203169 

7207499 

7207500 

013522 

7207163 
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013523 

7207164 

013524 

7207165 

013525 

7207501 

013526 

7207502 

013527 

7207503 

013528 

7207504 

013529 

7209441 

7209442 

7209443 

7209446 

7209447 

7209448 

012601 

012602 

012603 

012604 

012605 

012606 

012609 

012610 

012612 

72201887 

72201888 

72201190 

72201191 

72201192 

72201193 

72201194 

72201939 

72201889 

72201890 

72201891 

72201892 

72201893 

72204647 

014545 

014485 

 

1262.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

Legal Manufacturer:  

Nanchang Kanghua Health 

Materials Co., Ltd. 

Address: Moonlight Road 

Medical Device Technology 

Park， Jinxian Nanchang 

331700 Jiangxi China. 

 

LOA Validity: 12/24/2029 

FSC Validity: 09/03/2025 

SAFE + ENDOTRACHEAL TUBE 

WITH CUFFED. 

 

SIZE: 

 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 

6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0, 9.5, 

10.0. 

 

Class: B 

 

Shelf Life : 5 years  

 

 

Approved Subject to 

submission of FSC of 

any SRA country or 

CE certificate 
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KPK. 

(ELI-00480) 

 

R&I Dated: 

06/04/2021 

Fee Challan No.: 

88132631947 

PKR: 25,000/- 

1263.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

 

R&I Dated: 

07/04/2021 

Fee Challan No.: 

88544662643 

PKR: 25,000/- 

Legal Manufacturer: 

Nanchang Kanghua Health 

Materials Co., 

Ltd. Moonlight Road 

Medical Device Technology 

Park， Jinxian Nanchang 

331700 Jiangxi China. 

Tel:+86-791-86691217 

Fax:+86-791-86691217 

 

LOA Validity: 

12/24/2029 

FSC Validity: 

09/03/2025 

SAFE + Silicon Foley Catheter 

 

Size: 

2 WAY Spec : 

Fr6, Fr8, Fr10, Fr12, Fr14, Fr16, 

Fr18, Fr20, Fr22, Fr24, Fr 26. 

 

3 WAY Spec : 

Fr16, Fr18, Fr20, Fr22, Fr24, Fr 26. 

 

 

Approved both 

types, firm shall 

submit Form & fee 

for both types of 

Silicon Foley 

Catheter 

Subject to 

submission of FSC of 

any SRA country or 

CE certificate  

1264.  M/s A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

11/Jan/2023 

Fee Challan No.: 

3437689528 

Fee Challan Date: 

6/Jan/2023 

PKR: 25,000/- 

Legal Manufacturer 

 

Meditech gloves 

SDN Bhd  Pt 3345, Jalan 

Permata 1/3 Arab Malaysian 

Industrial Park 

,71800 Nilai 

Negeri Sembilan Darula 

Khusus, Malaysia. 

 

TEL: +606-799-7742 

+606-799-7746 

+606-799-7749 

 

LOA Validity: 28/Feb/2025 

FSC Validity: 20/Jan/2024 

BPG Sterile Latex Surgical Gloves, 

(POWDERED FREE)  

SIZE: 6.5, 7, 7.5, 8, 8.5 

 

Class: B 

 

Shelf Life: 5 years 

 

 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1265.  M/s A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Legal Manufacturer:  

MEDITECH GLOVES SDN 

BHD 

PT 3345, JALAN 

PERMATA 1/3 ARAB 

MALAYSIAN INDUSTRIAL 

BPG Sterile Latex Examination 

Gloves, (POWDERED ) 

SIZE: S, M, L, XL, XXL 

 

 Class: A 

 

Approved  
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Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

11/Jan/2023 

 

Fee Challan No.: 

80999563 

Fee Challan Date: 

6/Jan/2023 

PKR: 5,000/- 

PARK 

,71800 NILAI NEGERI 

SEMBILAN DARULA 

KHUSUS, MALAYSIA 

 

LOA Validity: 28/Feb/2025 

FSC Validity: 20/Jan/2024 

Shelf Life : 5 years 

 

1266.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

11/Jan/2023 

Fee Challan No.: 

28770076 

Fee Challan Date: 

6/Jan/2023 

PKR: 5,000/- 

Legal Manufacturer: 

 

MEDITECH GLOVES 

SDN BHD 

PT 3345, JALAN 

PERMATA 1/3 ARAB 

MALAYSIAN INDUSTRIAL 

PARK 

,71800 NILAI 

 

NEGERI SEMBILAN 

DARULA KHUSUS, 

MALAYSIA. 

 

TEL: +606-799-7742 

+606-799-7746 

+606-799-7749 

 

LOA Validity: 28/Feb/2025 

FSC Validity: 20/Jan/2024 

BPG Sterile Latex Examination 

Gloves, ( POWDERED FREE) 

 

SIZE: S, M, L, XL, XXL 

 

Class: A 

 

Shelf Life : 5 years 

 

 

Approved  

1267.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

20/Aug/2021 

Legal Manufacturer: 

Shenzhen Fitconn 

Technology Co., Ltd 

Add: 7th Floor, No. 116 

Xiangshan Road, 

Luotian Community, Songgang 

Street, Bao’an 

District, Shenzhen, 

Guangdong Province, China 

 

Tel: 86-755-83758230 

 

Fax: 86-755-83678582 

Official website: 

www.cnfure.com 

 

LOA Validity: 15/June/2026 

 

SAFE+ 

PISTON COMPRESSOR 

NEBULIZER 

 

MODEL: CNB69006,CNB69007, 

CNB69008, CNB69009, CNB69010, 

CNB69011, CNB69012, CNB69015, 

CNB69016, CNB69017, CNB69018, 

CNB69020, CNB69021, CNB69022, 

CNB69025, CNB69026, 

CNB69028,CNB69026B, 

CNB69026P . 

 

 

Class: B 

 

Shelf life: N/A 

Approved only one 

model 
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Fee Challan No.: 

52222587574 

Fee Challan Date: 

20/Aug/2021 

PKR: 25,000/- 

FSC Validity: 14/March/2023 

1268.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

31/Jan/2022 

Fee Challan No.: 

1694880491 

Fee Challan Date: 

31/Jan/2022 

 

PKR: 5,000/- 

Legal Manufacturer:  

 

Wenzhou Bokang Instruments 

Co., Ltd 

Haining Rd Haibin Longwan 

Wenzhou 325024 CHINA 

 

LOA Validity: 17/Jan/2027 

FSC Validity: 08/Nov/2025 

SAFE+ 

ANEROID 

SPHYGMOMANOMETER 

 

MODEL: 

BK2002, BK6032,BK6052 

 

Class: A 

 

Shelf life: N/A 

 

 

Approved only one 

model in class B 

subject to submission 

of revised Form and 

fee 

1269.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Details 

6/April/2021 

Fee Challan No.: 

420752851 

Fee Challan Date: 

6/ April /2021 

 

PKR: 25,000/- 

Legal 

Manufacturer: 

Cofoe Medical 

Technology Co.,Ltd 816 

Zhenhua 

Road, Yuhua District, Changsha 

City, Hunan Province, China 

 

Telephone number : 

+86 13424409707 

 

LOA Validity: 4/May/2026 

FSC Validity: 23/May/2023 

SAFE+ 

DIGITAL BLOOD 

PRESSURE MONITOR 

(ARM TYPE) 

 

MODEL: 

KF-65A, KF-65B, 

KF-65C, KF-65D, KF-65E, KF-65I, 

KF-65K, KF-65W, 

KF-65G, KF-65N, 

KF-65R, KF-65S, KF-65X, 

KF-DT65B, 

KF-DT65S, 

KF-DT65X, 

KF-DT65B PLUS, KF-DT65KPLUS, 

KF-DT65I PLUS, 

KF-DT65E PLUS, 

KF-DT65D PLUS, 

KF-DT65C PLUS, 

 

Class: B 

 

Shelf life: N/A 

Approved only one 

model  

1270.  M/s  

A ONE 

TRADERS 

name with 

Legal Manufacturer:  

Wenzhou Bokang Instruments 

Co., Ltd 

Haining Rd Haibin Longwan 

SAFE+ 

STETHOSCOPE 

 

MODEL: 

Approved only one 

model 
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complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated: 

28/May/2022 

 

Fee Challan No.: 

17707080444 

Fee Challan Date: 

27/May/2022 

 

PKR: 5,000/- 

Wenzhou 325024 CHINA 

Web: 

www.bokang.com 

 

Email: bokang@bokang.com 

Tel: 86-577-86876969 

 

LOA Validity: 17/Jan/2027 

 

FSC Validity: 08/Nov/2025 

 

BK3003,BK3002,BK3004, 

BK3005,BK3006,BK3007, 

BK3008,BK3012 BK3013, 

BK3001,BK3009, BK3015. 

 

Class: A 

 

Shelf Life: N/A 

 

 

 

 

 

 

 

 

 

 

1271.  M/s  

A ONE 

TRADERS 

name with 

complete address 

as per Form-4. 

House No.45 , 

Street No.4 

Haroon Abad 

,Near Malik 

Tariq Awan Qilla 

,Ring Road 

Peshawar , 

KPK. 

(ELI-00480) 

 

R&I Dated:     24-

May-2024 

 

Fee Challan No.: 

78551437924 

Fee Challan Date: 

23.05.2024 

 

PKR: 25,000/- 

 

Legal Manufacturer: 

  

Tianchang HengSheng Medical 

Devices Co.,Ltd 

Add:Qinlan Industrial Park 

Tianchang City , Anhui 

Province, China. 

 

Website: www.x-glove.cn  

Email:info@x-glove.cn 

Tel: 86-550-7811946 

 

LOA Validity: 24/04/2029 

 

FSC Validity: 14-11-2024 

SAFE+ Sterile Latex Surgical 

Gloves (POWDERED) 

 

SIZE : 6, 6.5, 7, 7.5, 8, 8.5, 9 

 

Class: B 

 

Shelf Life : 5 years  

 

 

 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1272.   Raheem Sons  

 Hall no.2, Deen Plaza 

near Misrial Chowk 

Range Road 

Rawalpindi Cantt 

 

[ELI-00479] 

 

 

R&I date: 

21-05-2022 

Legal Manufacture: 

Nanning HHAO Technology 

CO LTD 

No.1 Building, Keyuan West 10 

Road HIGH-TECH District 

Nanning, Guangxi, CHINA 

 

FSC: Validity 01-04-2025 

LOA: 22-01-2026 

HHO Absorbable Gelatin Sponge- 

 

Class A 

 

Code:705010, 805010 

 

Shelf life:5 years 

 

Approved subject to 

justification of the 

class of the product 

applied 
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1273.  Raheem Sons  

 Hall no.2, Deen Plaza 

near Misrial Chowk 

Range Road 

Rawalpindi Cantt 

 

[ELI-00479] 

 

 

R&I date: 

21-05-2022 

Legal Manufacture: 

 

Nanning HHAO Technology 

CO LTD 

No.1 Building, Keyuan West 10 

Road HIGH-TECH District 

Nanning, Guangxi, CHINA 

 

FSC: Validity: 01-04-2025 

LOA validity: 22-01-2026 

HHO Quick Hemostatic Bandage IV 

Dressing- 

 

Shelf life:5 years  

 

Class A 

 

Code:H80, H80A 

Approved 

1274.  TROWMEDIC 

INTERNATIONAL 

Building No 117, 

sagian, T4, Opposite 

Sanda stop Band 

Road Lahore Pakistan 

ELI: 00069           R 

& I    8th November 

2023 

Legal Manufacture: 
Fitone Latex Products Co., Ltd 

No. 5 Huitong Road, Lingbei 

Industrial Zone, Suixi, 

Zhanjiang, Guangdong China   

                                                            

LOA:  

31 st December 2026                         

FSC  CHINA  

24.04.2025   FSC (EU) SPAIN  

05 JULY 2025                        

EC CERTIFICATE   

11 MARCH 2026  

ISO 13485   

11 MARCH 2026 

BRAND- Candid Gloves (sterilized 

surgical gloves Powdered Free)      

Single use sterile latex surgical gloves 

powdered free    

 

Class B 

Shelf Life : (5) YEARS    

Size: 6.5,7, 7.5, 8, 8.5, 9 

Approved 

1275.  TROWMEDIC 

INTERNATIONALB

uilding No 117, 

sagian, T4, Opposite 

Sanda stop Band 

Road Lahore Pakistan                          

ELI: 00069    

                                                            

R&I DETAILS                 

8th November 2023 

Legal Manufacture: 
M&G Products Co., Ltd. No. 

968-970 Mingzhuwan, 

Yangzhong City, Jiangsu 

Province China    

   

FSC VALIDITY:         

10th APIRL 2025  

 

LOA VALIDY:  

21 st June 2028 

BRAND- Trow Tape Surgical Paper 

Tape                                                             

SURGICAL NON WOVEN PAPER 

TAPE              

CLASS  (A)  NON STERILE 

  

Class A                                                         

Shelf Life: 05 Years 

 

                                                                  

SIZES   1.25cm x5m, 2.5cm x 5m, 

5cm x 5m, 7.5cm x 5m, 10cm x 5m, 

1.25cm x9m, 2.5cm x 9m, 5cm x 9m, 

7.5cm x 9m, 10cm x9m, 

Approved 

1276.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107654 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

 

Address : 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

31.02.2026 

 

 

1) Erba Cleaner 

2) Erba Lyse-Diff (Closed & 

opened)  

3) Erba H360 Lyse 

4) Erba H360 Diluent 

 

Class: A 

 

 

Shelf life: 24 month 

 

Sizes: 

 

50ml, 1L, 500ml, 20L  

Approved subject to 

submission of 

justification of class, 

FSC of any SRA 

country or CE 

certificate and name 

of device 
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1277.   M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107654 

PKR: 25,000/- 

Legal Manufacturer: 

ERBA Lachema s.r.o Karasek 

2219/1d, 62100, Brno Czech 

Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

31.02.2026 

 

1) Elite H Clean 

2) Erba H560 Lyse-1  

3) Erba H560 Lyse-2 

4) Erba H560 Diluent 

 

Class: A 

 

 

Shelf life: 24 month 

 

Sizes: 

 50ml, 200ml,500ml, 20L 

Approved subject to 

submission of 

justification of 

grouping & class, 

FSC of any SRA 

country or CE 

certificate and name 

of device 

1278.   M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

Name of Medical device 

1) XL Multical 

2) Erba Norm 

3) Erba Path 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

1. 4x3, 10x3, 

4x5,10x5,4x5,10x5 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 

1279.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ALBUMIN 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

ALB 250, ALB 500, ALB 440 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 

1280.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

Name of Medical device 

 

BILIRUBIN DIRECT 

 

Class: B 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 
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534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

 

 

Shelf life: 24 month 

 

Sizes: 

BIL D 200, BIL D 300 

device 

1281.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

Name of Medical device 

 

BILIRUBIN TOTAL & DIRECT 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

BIL T&D 200 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 

1282.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

Name of Medical device 

 

CHOLESTEROL 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

CHOL 5X25, CHOL 1000,CHOL 

250, CHOL 440, CHOL 576 XL-

1000 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 

1283.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

Name of Medical device 

 

CREATININE 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 
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R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

 CREA 500S, CREA 500, CREA 275, 

CREA 564 XL-1000, CREA 1000, 

CREA 200 

1284.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

Name of Medical device 

 

GLUCOSE  

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

GLU 500, GLU 4X250,GLU 1000, 

GLU 440,GLU 576 XL-1000 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate and 

brand name of 

device 

1285.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

Name of Medical device 

 

HDL CHOLESTEROL DIRECT 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

HDL C DIRECT 240 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1286.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA HDL PREC  

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

HDL PREC 100 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 
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Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

1287.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA LDL DIRECT   

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

LDL 80, LDL C 80 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1288.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA TRIGLYCERIDES 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

TG 100,TG 1000,TG 250, TG 440, 

TG576 XL-1000 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1289.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA TOTAL PROTEIN 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

TP 250, TP 500, TP 440 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 
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1290.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA UREA 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

UREA 1000,UREA 250, UREA 

275,UREA 564 XL-1000 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1291.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA URIC ACID,URIC ACID 

SINGLE REAGENT, URIC ACID 

AOD 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

UA 275,UA SINGLE 200,UA 

440,UA 576-XL 1000,UA 500,UA 

500S 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1292.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

ERBA CALCIUM 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

CA 100,CA 250,CA 120,CA 220 XL-

1000 

Approved subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1293.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

Legal Manufacturer: 

ERBA Lachema s.r.o 

Karasek 2219/1d, 62100, Brno 

Czech Republic. 

 

 

1) AST/GOT 

2) CREATININE 

ENZYMATIC 

Approved subject to 

submission of 

product brand name 

and grouping of 

applied products, 
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534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

22 FEB 2021 

 

Fee Challan No.: 

2107653 

PKR: 25,000/- 

 

LOA Validity:  

December 31, 2026 

 

FSC Validity:  

17.03.2025 

 

3) ALKALINE 

PHOSPHATAS 

4) ALT/GPT 

5) ALPHA AMYLASE 

 

Class: B 

 

 

Shelf life: 24 month 

 

Sizes: 

 

AST/GOT 250, AST/GOT 

500,AST/GOT 350,AST/GOT 564 

XL-1000 

 

CREA ENZ 204,CREA ENZ 200, 

 

ALP AMP 150,ALP AMP 500,ALP 

AMP 110, ALP MEG 500 

 

ALT/GPT 250,ALT/GPT 

500,ALT/GPT 350,ALT/GPT 564 

XL-1000 

 

AMY SINGLE 100,AMY 110,AMY 

440 XL-1000 

FSC of any SRA 

country or CE 

certificate 

1294.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

13 JUL 2021 

 

Fee Challan No.: 

146100448 

PKR: 5,000/- 

 

Legal Manufacture 

Edan Instruments, Inc.#Jinhui 

Road, Jinsha Community, 

Kengzi Sub-District, Pingshan 

District, 518122 Shenzhen P.R 

China. 

 

LOA Validity:  

March 21, 2024 

 

FSC Validity:  

Not mentioned/valid until 

agreement 

 

H30 Hematology Analyzer 

 

Class: A 

 

 

Shelf life: 5 Year 

 

Model: 

 

H30 

Approved 

1295.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

13 JUL 2021 

Legal Manufacturer: 

Edan Instruments, Inc.#Jinhui 

Road, Jinsha Community, 

Kengzi Sub-District, Pingshan 

District, 518122 Shenzhen P.R 

China. 

 

LOA Validity:  

March 21, 2024 

 

FSC Validity:  

03-01-2020 

 

Reagents for Hematology H30 

Analyzer: 

1) Cleaner 

2) Lyse  

3) Diluent 

4) Bleach 

 

Class: A 

 

 

Shelf life: 24 month 

 

Model: 

Approved subject to 

submission of 

justification of Class 

of medical devices 

applied & FSC of 

any SRA country or 

CE certificate 
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Fee Challan No.: 

41413806747 

PKR: 5,000/- 

 

 

1) HC300 Cleaner-1L 

2) HL300 Lyse-500ml, 1L 

3) HD300 Diluent 10L,20L 

Bleach HB300-50ml 

1296.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

13 JUL 2021 

 

Fee Challan No.: 

1033714980 

PKR: 5,000/- 

 

Legal Manufacturer: 

Edan Instruments, Inc. #Jinhui 

Road, Jinsha Community, 

Kengzi Sub-District, Pingshan 

District, 518122 Shenzhen P.R 

China. 

 

LOA Validity:  

March 21, 2024 

 

FSC Validity:  

Not mentioned/valid until 

agreement 

 

H50 Hematology Analyzer 

 

Class: A 

 

 

Shelf life: 5 Year 

 

Model: 

 

H50 

Approved 

1297.  M/s Name: 

Mian Scientific 

Corporation (PVT) 

Ltd 

Address of Importer:  

534-Jinnah Colony 

Faisalabad, 38030, 

Pakistan. 

 

(ELI-00442) 

 

R&I Dated:  

13 JUL 2021 

 

Fee Challan No.: 

41413806747 

PKR: 5,000/- 

 

Legal Manufacturer: 

Edan Instruments, Inc.#Jinhui 

Road, Jinsha Community, 

Kengzi Sub-District, Pingshan 

District, 518122 Shenzhen P.R 

China. 

 

LOA Validity:  

March 21, 2024 

 

FSC Validity:  

03-01-2020 

 

Reagents for Hematology H50 

Analyzer: 

1) Cleaner 

2) Lyse  

3) Diluent 

 

Class: A 

 

 

Shelf life: 24 month 

 

Model: 

1) HC500 Cleaner-1L 

2) HL500 Lyse-500ml, 1L 

3) HD500 Diluent 10L,20L 

Bleach HB300-50ml 

Approved subject to 

submission of 

justification of Class 

of medical devices 

applied & FSC of 

any SRA country or 

CE certificate 

1298.  M/s G Med Pvt 

Limited. 

 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

333636315289 

PKR: 5000/- 

Dated: 25-01-2023 

Legal Manufacturer: 

M/s ALSA APPARECCHI 

MEDICALI SRL 

Via Bonazzi, 16 40013 Castel 

Maggiore (BO) – Italia 

 

LOA Validity:  

31 December 2027.  

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

31-12-2027 

ISO 13485 Certificate validity: 

19-12-2025 

  

 

ALSA Electrosurgical Unit / 

Diathermy 

  

Class: A 

 

Shelf life: 05 years. 

 

Model:  

MCDSe Series 

EXCELL 200 MCDSe; 

EXCELL 250 MCDSe; 

EXCELL 350 MCDSe; 

EXCELL 400 MCDSe; 

EXCELL 400/A MCDSe  

 

NHP Series 

EXCELL NHP 250/D; 

Deferred for the 

submission of 

justification of 

grouping of different 

models and series  of 

medical devices 

applied. 
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  EXCELL NHP 350/D; 

EXCELL NHP 400/D; 

EXCELL NHP 250/DA; 

EXCELL NHP 400/DA; 

EXCELL NHP ENDOMED 

 

NHP/T Series  

EXCELL NHP/T-400; 

EXCELL NHP/T-200; 

EXCELL NHP/TA-400; 

EXCELL NHP/TA-200  

 

ALSATOM Series 

ALSATOM SU 50-MPC; 

ALSATOM SU 100-MPC; 

ALSATOM SU 140-MPC; 

ALSATOM SU 140/D-MPC; 

ALSATOM SU 140/BD-MPC; 

1299.  M/s G Med Pvt 

Limited. 

 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

85333064 

PKR: 25000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s De Soutter Medical Limited 

Halton Brook Business Park, 

Weston Road, Aston Clinton, 

Bucks, HP22 5WF 

United Kingdom  

 

LOA Validity:  

05-09-2027.  

FSC Validity  

(country of origin):  

30-06-2029 

EC Certificate validity: 

10-05-2028 

ISO 13485 Certificate validity: 

11-08-2026 

 

 

Dermatome 

 

Class: B 

 

Shelf life: 05 years. 

 

Model: Dermadrive GD Series GD-

113 

 

Approved subject to 

submission of 

clarification of 

grouping of medical 

devices applied & 

product brand name 

1300.  M/s G Med Pvt 

Limited. 

 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

333636315289 

PKR: 5000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s ALSA APPARECCHI 

MEDICALI SRL 

Via Bonazzi, 16 40013 Castel 

Maggiore (BO) – Italia 

 

LOA Validity:  

31 December 2027.  

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

31-12-2027 

ISO 13485 Certificate validity: 

19-12-2025 

  

 

 

ALSA Suction Machines / Surgical 

Aspirator 

 

Class: A 

 

Shelf life: 05 years. 

 

Model:  

Vortex Series  

VORTEX-S AS-200 / 

20LT,VORTEX-S AS -200 / 30LT, 

VORTEX-S AS-200/20LT VE, 

VORTEX-S AS-200 / 30LT VE 

 

VORTECO SERIES ( VORTECO 

AS-100 / 15LT, VORTECO AS -100 / 

20LT, VORTECO AS-100/30LT, 

VORTECO AS- 100 / 30 LT VE) 

 

POLIVAC Series  

POLIVAC B4/SLT 30 1; 

POLIVAC B4/SLT 30 2; 

Approved subject to 

submission of 

clarification of 

grouping & class of 

medical devices 

applied. 
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POLIVAC B4/SLT 30 1-EXP; 

POLIVAC B4/SLT 30 2-EXP; 

POLIVAC B4/SLT 30 P-EXP; 

POLIVAC B4/SLT 50 E; 

POLIVAC B4/SLT 30 1VE-EXP; 

POLIVAC B4/SLT 30 PVE-EXP 

 

1301.  M/s G Med Pvt 

Limited. 

 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

5340583880 

PKR: 25000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s De Soutter Medical Limited 

Halton Brook Business Park, 

Weston Road, Aston Clinton, 

Bucks, HP22 5WF 

United Kingdom  

 

LOA Validity:  

05-09-2027.  

FSC Validity  

(country of origin):  

30-06-2029 

EC Certificate validity: 

10-05-2028 

ISO 13485 Certificate validity: 

11-08-2026 

 

 

De Soutter Electric / Battery Operated 

Drill 

 

Class: B 

 

Shelf life: 05 years. 

 

 

Model: ORTHODRIVE LITE MBQ-

708 / MBQ-707, ORTHODRIVE 

MBQ-700, STERNUDRIVE DBC-

470 / DBR-700 / DBR-470 / MBC-709 

/ MBC-809, HEKA DRILL, 

TRAUMADRIVE MBU-470, 

OSTEODRIVE II MCi-280 / MCU-

480. 

 

 

Approved all applied 

models, firm shall 

submit Form & 

requisite fee for all 

applied models 

1302.  M/s G Med Pvt 

Limited,  

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

6006032011 

PKR: 25000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s De Soutter Medical Limited 

Halton Brook Business Park, 

Weston Road, Aston Clinton, 

Bucks, HP22 5WF 

United Kingdom  

 

LOA Validity:  

05-09-2027.  

FSC Validity  

(country of origin):  

30-06-2029 

EC Certificate validity: 

10-05-2028 

ISO 13485 Certificate validity: 

11-08-2026 

 

De Soutter Pneumatic Drill for 

Surgery  

 

 

Class: B 

 

Shelf life: 05 years. 

 

Model: Multidrive MPX-610, Heka 

Drill, Sternudrive DPC-470/ DPX-

170. 

 

Approved all applied 

models, firm shall 

submit Form & 

requisite fee for all 

applied models 

1303.  M/s G Med Pvt 

Limited. 

 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

02166154221 

PKR: 5000/- 

Legal Manufacturer: 

M/s De Soutter Medical Limited 

Halton Brook Business Park, 

Weston Road, Aston Clinton, 

Bucks, HP22 5WF 

United Kingdom  

 

LOA Validity:  

05-09-2027.  

FSC Validity  

(country of origin):  

10-05-2029 

EC Certificate validity: 

10-05-2028 

ISO 13485 Certificate validity: 

11-08-2026 

De Soutter Plaster Cutter 

 

 

Class: A 

 

Shelf life: 05 years. 

 

Model: CC7 CleanCast with 

Extraction, CC8 CleanCast with 

Extraction, CC4 CleanCast with 

Extractor, CSB-100 CleanCast, CSP-

201 

Approved both De 

Soutter Plaster Cutter 

& De Soutter Plaster 

Cutter with 

Extractor, however, 

firm shall submit 

Form & requisite fee 

for  

De Soutter Plaster 

Cutter with Extractor 
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Dated: 25-01-2023 

 
 

1304.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

366557748 

PKR: 5000/- 

Dated: 25-01-2023 

Legal Manufacturer: 

M/s FAMED Łódź S.A. 93-231 

Łódź, ul. Dostawcza 3D Poland 

 

LOA Validity:  

30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

NA 

ISO 13485 Certificate validity: 

27-12-2025 

 

 

 

Famed Operation Theater Lights 

 

Class: A 

 

Shelf life: 05 years. 

 

Model: SOLIS 160C, SOLIS 

160/160C, SOLIS 160FA, SOLIS 

160F, SOLIS 130, IGNIS 160C, 

IGNIS 160/160C, IGNIS 

60CAM/TV/160C, SOLIS 

30F,SOLIS 30FA, SOLIS 30C, 

SOLIS 30W. 

 

Approved 

1305.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.:  

 

Dated: 07-03-2023 

Fee Challan No.: 

366557748 

PKR: 5000/- 

Dated: 25-01-2023 

Legal Manufacturer: 

M/s Famed Żywiec Sp. z o.o. ul. 

Fabryczna 1 34-300 Żywiec 

Poland 

 

LOA Validity:  

30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

25-05-2024 

ISO 13485 Certificate validity: 

07-11-2025 

 

 

 

Famed Electric Delivery  

 

Class: A 

 

Shelf life: 05 years. 

 

Model: LM-01.4 

 

Approved 

1306.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.: NA 

 

Dated: 07-03-2023 

Fee Challan No.: 

479748939 

PKR: 5000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s Famed Żywiec Sp. z o.o. ul. 

Fabryczna 1 

34-300 Żywiec Poland 

 

 

LOA Validity:  

30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

25-05-2025 

ISO 13485 Certificate validity: 

07-11-2025 

Famed Electric ICU Bed 

 

Class: A 

 

Shelf life: 05 years. 

 

Models: NEXO , NANO 

Approved both 

models, however 

firm shall submit 

Form & fee for both 

models 

1307.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

Legal Manufacturer: 

M/s Famed Żywiec Sp. z o.o.  

ul. Fabryczna 1 

 

34-300 Żywiec Poland 

 

Famed Electro-Hydraulic / Electric 

Operation Table   

 

 

Class: A 

 

Approved subject to 

submission of 

clarification of 

grouping of medical 

devices applied. 
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(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.: NA 

 

Dated: 07-03-2023 

Fee Challan No.: 

9413105235 

PKR: 5000/- 

Dated: 25-01-2023 

 

LOA Validity: 30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

25-05-2025 

ISO 13485 Certificate validity: 

07-11-2025 

 

 

Shelf life:  

05 years. 

 

Models: SU-03, SU-05 OPTIMA 5.20, 

SU-05 OPTIMA 5.15, SU-05 

OPTIMA 5.9, SU-05 OPTIMA 5.12, 

Hyperion 

1308.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.: NA 

 

Dated: 07-03-2023 

Fee Challan No.: 

38506418547 

PKR: 5000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s Famed Żywiec Sp. z o.o.  

ul. Fabryczna 1 

34-300 Żywiec Poland 

 

LOA Validity:  

30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

ISO 13485 Certificate validity: 

07-11-2025 

Famed Manual Delivery Bed 

 

Class: A 

 

 

Shelf life: 05 years. 

 

Models: LM-01.5 

 

Approved 

1309.  M/s G Med Pvt 

Limited. 

House Number 218 

B2 Block Johar Town 

Lahore  

 

(ELI-00914) 

D.O.I: 11-05-2022 

 

Dy. No.: NA 

 

Dated: 07-03-2023 

Fee Challan No.: 

95162742041 

PKR: 5000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

M/s Famed Żywiec Sp. z o.o.  

ul. Fabryczna 1 

34-300 Żywiec Poland 

 

LOA Validity:  

30-06-2026 

FSC Validity  

(country of origin):  

NA 

EC Certificate validity: 

ISO 13485 Certificate validity: 

07-11-2025 

 

 

 

Famed Hydraulic / Mechanical 

Operation Table  

 

Class: A 

 

 

Shelf life:  

05 years. 

 

Models: SU-02 

 

Approved 

1310.  M/s ARTECH  

BIOMED  

PRIVATE  

LIMITED 

12-A/4, 3rd  

FLOOR, AGRO  

FLATS,  

SHADMAN  

MARKET,  

SHADMAN- 1,  

LAHORE 54600,  

PAKISTAN 

 

COSMED Srl  

(Rome Headquarters) Via  

dei Piani di Mt. Savello,  

37 00041 Albano Laziale  

(RM) Italia 

 

LOA:  

Validity: May 31, 2027 

 

FSC: 

Country of origin: Rome, Italy 

Issue Date: February 24, 2022 

 

Lung Function Test &  

Spirometry 

 

Class B 

Shelf Life: N/A 

 

LUNG FUNCTION  

LABORATORYQuark PFT 

BODY PLETHYSMOGRAPHY  

– Q-Box 

FORCED  

OSCILLATION  

TECHNIQUE –  

Approved subject to 

clarification of 

grouping of apllied 

product 
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License no.: 

ELI-00539 

 

R&I details: 

Date of  

Submission:  

May 08, 2023  

CE Certificate:  

Validity: December 31,  

2028 

 

ISO Certificate: 

Validity: 

April 24, 2027 

Q-i2m Module 

USB SPIROMETER – 

microQuark 

SPIROMETRY  

LABORATORY – 

Quark SPIRO 

Allied Disposables 

 

REF: 

Quark PFT  

(C09072-02-99) 

Q-Box 

(C09068-01-99) 

Q-i2m Module 

(C05090-01-11) 

microQuark 

(C09061-01-99) 

Quark SPIRO  (C09071-01-99) 

1311.  Oriental Sales 

Corporation 

Address:  16-C , 3rd 

Floor, Shahbaz 

Commercial Area, 

Khayaban-e-Shahbaz, 

D.H.A Phase 6 

Karachi – 75600 

(Pakistan) 

 

Legal Manufacturer:  

Cochlear Limited 1 University 

Avenue Macquarie University 

NSW 2109 Australia 

 

LOA : Validity 31 December 

2025 

 

FSC: country of Origin: Sydney 

(Issue  Date: 10 May 2022) 

Brand Name: Cochlear Nucleus 7S & 

SE Serious Sound Processor 

 

Class: B 

Shelf Life: 2 Years 

Code:- N/A 

 

Approved Cochlear 

Nucleus 7S, firm 

shall submit Form 

and requisite fee as 

per 

SRO1324(I)/2024 

dated 30-08-2024 for 

Cochlear Nucleus 

7SE Sound Processor 

before issuance of 

letter. 

1312.  Oriental Sales 

Corporation 

Address:  16-C , 3rd 

Floor, Shahbaz 

Commercial Area, 

Khayaban-e-Shahbaz, 

D.H.A Phase 6 

Karachi – 75600 

(Pakistan) 

 

Legal Manufacturer: 

Cochlear Limited 1 University 

Avenue Macquarie University 

NSW 2109 Australia 

 

LOA: Validity 31 December 

2025 

 

FSC: country  of Origin : 

Sydney  

(Issue Date: 10 May 2022) 

 

 

Name: Cochlear Kanso® 2 Sound 

Processor 

 

Class: B 

Shelf Life: 2 Years 

Code:- N/A 

 

 

Approved 

1313.  Oriental Sales 

Corporation 

Address:  16-C , 3rd 

Floor, Shahbaz 

Commercial Area, 

Khayaban-e-Shahbaz, 

D.H.A Phase 6 

Karachi – 75600 

(Pakistan) 

 

Legal Manufacturer:  

Cochlear Limited 1 University 

Avenue Macquarie University 

NSW 2109 Australia 

 

LOA: Validity 31 December  

2025 

 

FSC:  country of Origin  Sydney  

(Issue Date: 10 May 2022) 

 

Name: Cochlear Nucleus 7 Sound 

processor 

 

Class: B 

Shelf Life: 2 Years 

Code:- N/A 

 

 

Approved 

1314.  Oriental Sales 

Corporation 

Address:  16-C , 3rd 

Floor, Shahbaz 

Commercial Area, 

Legal Manufacturer:  

Cochlear Bone Anchored 

Solutions AB, 

Konstruktionsvägen 14, 435 33 

Mölnlycke, Sweden 

Name: Cochlear Baha 6 Max Sound 

Processor 

 

Class: B 

Approved 
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Khayaban-e-Shahbaz, 

D.H.A Phase 6 

Karachi – 75600 

(Pakistan) 

 

 

LOA:  Validity 31 December 

2026 

 

(FSC country name: Goteborg  

(Issue Date: 02 November 

2023) 

 

Shelf Life: 2 Years 

Code:- N/A 

 

 

1315.  Oriental Sales 

Corporation 

Address:  16-C , 3rd 

Floor, Shahbaz 

Commercial Area, 

Khayaban-e-Shahbaz, 

D.H.A Phase 6 

Karachi – 75600 

(Pakistan) 

 

Legal Manufacture 

Cochlear Limited 1 University 

Avenue Macquarie University 

NSW 2109 Australia 

 

LOA:  Validity  31 December 

2025 

 

FSC : country of Origin : 

Sydney 

(Issue Date:  30 June 2023) 

Brand Name: Cochlear Nucleus 8 

Sound Processor 

 

Class: B 

Shelf Life: 2 Years 

Code:- N/A 

 

Approved 

1316.  Iqbal and Company, 

Alfalah Manzil Opp. 

National Police 

Foundation, Street 

No. 26, Sector, E-

11/4, Islamabad, 

Pakistan. 

ELI-00117 

 

Dy No. 8170 dated 

24-05-2024 

Manufacturer (Legal & 

Manufacturing Site 
ALLEVA MEDICAL (D.G.) 

LTD, 

76 San Lian Nan Road, Lu Wu 

Administration District, 

Changping Dongguan, 

Guangdong Province, China 

523587. 

 

Documents Submitted: 

Copy of FSC: USFDA valid 

upto 20-11-2025 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of FQA valid till 26-05-

2024. 

 

Copy of ISO 13485 valid up to 

22-02-2027. 

Vide Sand Dry Seal Chest Drain 

Chest Drainage System 

 

MD group: Not mentioned 

 

Class B  

Shelf life 3 Years 

 

Fee 25,000/- 

 

 

Sizes/Codes:  ST382-0001 

Approved 

1317.  Iqbal and Company, 

Alfalah Manzil Opp. 

National Police 

Foundation, Street 

No. 26, Sector, E-

11/4, Islamabad, 

Pakistan. 

ELI-00117 

 

Dy No. 8170 dated 

24-05-2024 

Manufacturer (Legal & 

Manufacturing Site 
ALLEVA MEDICAL (D.G.) 

LTD, 

76 San Lian Nan Road, Lu Wu 

Administration District, 

Changping Dongguan, 

Guangdong Province, China 

523587. 

 

Documents Submitted: 

Copy of FSC: USFDA valid 

upto 20-11-2025 

 

Copy of LOA valid till 31-12-

2025. 

 

Vide Shore Dry Suction / Water 

Seal Chest Drain 

Chest Drainage System 

 

MD group: Not mentioned 

 

Class B  

Shelf life 3 Years 

 

Fee 25,000/- 

 

 

Sizes/Codes:  ST381-0001 

Approved 
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Copy of FQA valid till 26-05-

2024. 

 

Copy of ISO 13485 valid up to 

22-02-2027. 

1318.  Iqbal and Company, 

Alfalah Manzil Opp. 

National Police 

Foundation, Street 

No. 26, Sector, E-

11/4, Islamabad, 

Pakistan. 

ELI-00117 

 

Dy No. 8170 dated 

24-05-2024 

Manufacturer (Legal & 

Manufacturing Site 
ALLEVA MEDICAL (D.G.) 

LTD, 

76 San Lian Nan Road, Lu Wu 

Administration District, 

Changping Dongguan, 

Guangdong Province, China 

523587. 

 

Documents Submitted: 

FSC: USFDA valid upto 20-11-

2025 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of FQA valid till 26-05-

2024. 

 

Copy of ISO 13485 valid up to 

22-02-2027. 

Vide Wave Three-Chamber Water 

Seal Chest Drain 

Chest Drainage System 

 

MD group: Not mentioned 

 

Class B  

Shelf life 3 Years 

 

Fee 25,000/- 

 

 

Sizes/Codes:  ST380-0001 

Approved 

1319.  Iqbal and Company, 

Alfalah Manzil Opp. 

National Police 

Foundation, Street 

No. 26, Sector, E-

11/4, Islamabad, 

Pakistan. 

ELI-00117 

 

Dy No. 8170 dated 

24-05-2024 

Manufacturer (Legal & 

Manufacturing Site 
ALLEVA MEDICAL (D.G.) 

LTD, 

76 San Lian Nan Road, Lu Wu 

Administration District, 

Changping Dongguan, 

Guangdong Province, China 

523587. 

 

Documents Submitted: 

FSC: USFDA valid upto 20-11-

2025 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of FQA valid till 26-05-

2024. 

 

Copy of ISO 13485 valid up to 

22-02-2027. 

Vide Wave Pediatric Water Seal 

Chest Drain 

Chest Drainage System 

 

MD group: Not mentioned 

 

Class B  

Shelf life 3 Years 

 

Fee 25,000/- 

 

 

Sizes/Codes:  ST422-0001 

Approved 

1320.  V care International, 

8C ,6 sunset 

commercial Lane 

Phase 2 Extension 

Defense housing 

authority Karachi 

(ELI- 00433) 

Dy No. 28213 

dated 05-10-2022 

Manufacturer (Legal & 

Manufacturing Site 
ONBO Electronics (Shenzhen) 

Co., Ltd. 

No. 138, Huasheng Road, 

Langkou Community Dalang 

Street, Longhua District, 

Shenzhen China 

 

Microlife 

Blood pressure measurement, 

electronic  

 

MD group: Not mentioned 

 

Class B  

Shelf life 3 Years 

 

Approved 
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 Documents Submitted: 

Copy of FSC: Swissmedic valid 

upto 06-08-2027 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

21-10-2025. 

Fee 25,000/- 

 

 

Sizes/Codes:   

9018-9050 

1321.  Zybio Medical 

Pakistan (SMC-

Private) Limited, 

House No.323, street 

No. 66, Sector 18/3, 

Islamabad. 

 

ELI-01195 

Dy No. 9472 

dated 13-06-2024 

 

Manufacturer (Legal & 

Manufacturing Site 
Zybio Inc. 

Floor1 to floor 5, 

building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 

400082 Chongqing, 

PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

Documents Submitted: 

Copy of FSC: China 

Valid till: 07/08/2024 

 

Copy of LOA valid till 23-11-

2028. 

 

Copy of ISO 13485 valid up to 

24-02-2025. 

Zybio 

FT3 Assay (CLIA) 

 

MD group: Kit 

 

Class B  

Shelf life 18 months 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

6010503  

6010506  

6010509  

6010512 

0604601 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate 

1322.  Zybio Medical 

Pakistan (SMC-

Private) Limited, 

House No.323, street 

No. 66, Sector 18/3, 

Islamabad. 

 

ELI-01195 

Dy No. 9474 

dated 13-06-2024 

 

Manufacturer (Legal & 

Manufacturing Site: 
Zybio Inc. 

Floor1 to floor 5, 

building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 

400082 Chongqing, 

PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

Documents Submitted: 

Copy of FSC: China 

Valid till: 07/08/2024 

 

Copy of LOA valid till 23-11-

2028. 

 

Copy of ISO 13485 valid up to 

24-02-2025. 

 

Zybio 

FT4 Assay (CLIA) 

 

MD group: Kit 

 

Class B  

Shelf life 18 months 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

6010403  

6010406  

6010409  

6010412  

0604801 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate 

1323.  Zybio Medical 

Pakistan (SMC-

Private) Limited, 

House No.323, street 

Manufacturer (Legal & 

Manufacturing Site: 
Zybio Inc. 

Floor1 to floor 5, 

Zybio 

Lyse 

MD group: Kit 

 

Approved subject to 

submission of 

justification of class 

of applied product 
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No. 66, Sector 18/3, 

Islamabad. 

 

ELI-01195 

Dy No. 4512 

dated 11-03-2024 

 

building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 

400082 Chongqing, 

PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

Documents Submitted: 

Copy of FSC: China 

Valid till: 02/07/2024 

 

Copy of LOA valid till 23-11-

2028. 

 

Copy of ISO 13485 valid up to 

24-02-2025. 

 

Class A  

Shelf life 24 months 

 

Fee 5,000/- 

 

 

Sizes/Codes:   

H56 LD-II 

Size: 

500mLx1 

1324.  Zybio Medical 

Pakistan (SMC-

Private) Limited, 

House No.323, street 

No. 66, Sector 18/3, 

Islamabad. 

 

ELI-01195 

Dy No. 4511 

dated 11-03-2024 

 

Manufacturer (Legal & 

Manufacturing Site: 
Zybio Inc. 

Floor1 to floor 5, 

building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 

400082 Chongqing, 

PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

Documents Submitted: 

Copy of FSC: China 

Valid till: 02/07/2024 

 

Copy of LOA valid till 23-11-

2028. 

 

Copy of ISO 13485 valid up to 

24-02-2025. 

Zybio 

Lyse 

MD group: Kit 

 

Class A  

Shelf life 24 months 

 

Fee 5,000/- 

 

 

Sizes/Codes:   

H56 LD-I 

Size: 

1Lx1 

Approved subject to 

submission of 

justification of class 

of applied product 

1325.  Zybio Medical 

Pakistan (SMC-

Private) Limited, 

House No.323, street 

No. 66, Sector 18/3, 

Islamabad. 

 

ELI-01195 

Dy No. 4510 

dated 11-03-2024 

 

Manufacturer (Legal & 

Manufacturing Site: 
Zybio Inc. 

Floor1 to floor 5, 

building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 

400082 Chongqing, 

PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

Documents Submitted: 

Copy of FSC: China 

Valid till: 02/07/2024 

 

Zybio Lyse-Z5 LB 

MD group: Kit 

 

Class A  

Shelf life 24 months 

 

Fee 5,000/- 

 

 

Sizes/Codes:   

Z5 LB 

Size: 

500mLx1 

Approved subject to 

submission of 

justification of class 

of applied product  
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Copy of LOA valid till 23-11-

2028. 

 

Copy of ISO 13485 valid up to 

24-02-2025. 

1326.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33771 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

Rheumatoid-inflammatory diseases 

markers 

Immuno-Chemistry Reagent 

 

MD group: Cluster 

 

Class B  

Shelf life: 2years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

28101, 28111, 28121, 28131, 48030. 

 

Approved subject to 

submission of 

justification of class 

& grouping of 

applied products & 

FSC of any SRA 

country or CE 

certificate 

1327.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33772 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

Electrolyte Reagent 

Clinical-chemistry Reagent 

MD group: Cluster 

 

Class B  

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

38161, 38167, 38303, 38332, 38410, 

38430 

 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate. 

1328.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33774 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

Immunological culture 

identification 

Microbiology - Culture Reagent 

 

MD group: Cluster 

 

Class B  

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

28500, 28510, 28520, 28530, 28560, 

28570. 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate. 

1329.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Anaemia 

Immuno-chemistry Reagent 

MD group: Cluster 

 

Class B  

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate. 
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ELI 00437 

Dy No. 33769 

dated 23-11-2022 

 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

38270, 38340 

1330.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33773 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

 

General Coagulation Tests 

Haematology/ Cytology Reagent 

MD group: Cluster 

 

Class B  

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

68101, 68110 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate. 

1331.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33770 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

 

Copy of ISO 13485 valid up to 

29-05-2025. 

 

Enzyme 

Clinical-chemistry Reagent 

 

MD group: Cluster 

 

Class B  

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

38132, 38140, 38201, 38224, 38247, 

38257, 38297, 38298 

Approved subject to 

submission of FSC of 

any SRA country or 

CE certificate 

1332.  Lab Line 

98, National Medicine 

Market, Arambagh 

Road Karachi 

 

ELI 00437 

Dy No. 33767 

dated 23-11-2022 

 

Manufacturer (Legal & 

Manufacturing Site 
Spinreact. S.A.U 

Carretera Santa Coloma,7. 

17176. Sant Esteve de Bas. 

Girona. Spain 

 

Documents Submitted: 

Copy of FSC: Spain issued 28-

03-2022 

 

Copy of LOA valid till 31-12-

2025. 

Substrate  

 

MD group: Cluster 

 

Class B  

Shelf life: 2 years 

 

Fee 25,000/- 

 

 

Sizes/Codes:   

 

Deferred for the 

submission of name 

of the product, name 

of the each substrate 

alongwith stability 

data supporting 

claimed shelf life, 

codes & FSC of any 

SRA country or CE 

certificate 
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Copy of ISO 13485 valid up to 

29-05-2025. 

 

1333.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 03/12/2024 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

Documents Submitted: 

 

FSC: Germany 

Validity: 10-09-2029 

 

LOA Validity: 17-01-2028 

Cobas Plasma Separation Card 

 

Class: A 

Fees: 6,000/- 

Sizes/Codes: 

CAT # 09411763190 

Size: 400 Cards 

Shelf life: 24 months at 15 - 45°C 

 

Approved 

1334.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 15/11/2024 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 05-03-2029 

 

LOA 

Validity: 17-01-2028 

HybReady Solution 

 

Class: A 

Fees: 6,000/- 

 

1.  HybReady Solution 

CAT # 05917557001 

Size: 25 ml 

Shelf life: 24 months at 2-8°C 

 

Approved 

1335.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 15/11/2024 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 21-05-2029 

 

LOA 

Validity: 17-01-2028 

Sample Cleaner 1 

 

Class: A 

Fees: 6,000/- 

 

1.  Sample Cleaner 1 

CAT # 05352991190 

Size: 12 x 20 ml 

Shelf life: 24 months at 15 - 25°C 

 

Approved 

1336.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/09/2024 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Stratec Switzerland AG 

Neuwiesenstrasse 4 8222 

Beringen Schweiz / Switzerland  

Digital LightCycler 

 

Class: A 

Fees: 5,000/- 

 

1.  Digital LightCycler Analyzer 

CAT # 09274804001 

Size: One unit 

Shelf life: N/A 

Approved 
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 & 

Roche Diagnostics GmbH 

Nonnenwald 2 82377 penzberg 

Germany 

& 

Stratec Consumables GmbH 

Sonystrasse 20 5081 Anif 

Österreich / Austria 

 

FSC: Germany 

Validity: 12-06-2029 

 

LOA 

Validity: 17-01-2028 

 

2.  Digital LightCycler Partitioning 

Engine 

CAT # 09224777001 

Size: One unit 

Shelf life: N/A 

 

3.  Digital LightCycler Partitioning 

Fluid 

CAT # 08861536001 

Size: 200 ml 

Shelf life: N/A 

 

4.  Digital LightCycler 5x DNA 

Master 

CAT # 09393544001 

Size: 5 vials 

Shelf life: N/A 

 

5.  Digital LightCycler 5x RNA 

Master 

CAT # 08897115001 

Size: 5 vials 

Shelf life: N/A 

 

6.  Digital LightCycler Universal 

Nanowell Plate 

CAT # 09033696001 

Size: 24 plates 

Shelf life: N/A 

 

7.  Digital LightCycler High 

Resolution Nanowell Plate 

CAT # 09033700001 

Size: 24 plates 

Shelf life: 20 months at 15-25°C 

 

8.  Digital LightCycler High 

Sensitivity Nanowell Plate 

CAT # 09033718001 

Size: 24 plates 

Shelf life: 20 months at 15-25°C 

1337.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/09/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 11-06-2029 

 

LOA 

Validity: 17-01-2028 

BenchMark GX 

 

Class: A 

Fees: 5,000/- 

 

1.  BenchMark GX 

CAT # 05894662001 

Size: One Unit 

Shelf life: N/A 

 

2.  BenchMark GX AFM 120V 

Assembly 

CAT # 05894620001 

Size: One Unit 

Shelf life: N/A 

 

Approved 
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3.  BenchMark GX AFM 230V 

Assembly 

CAT # 05894638001 

Size: One Unit 

Shelf life: N/A 

1338.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/09/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Wirthwein Medical GmbH & 

Co. KGBahnhofstrasse 80, D-

64367 Muhltal 

Deutschland I Germany 

 

FSC: Germany 

Validity: 21-03-2028 

07-08-2028 

 

LOA Validity: 17-01-2028 

Chimney 

For Cobas C111 Analyzer 

Class: A 

Fees: 5,000/- 

 

1. Chimney 

CAT # 11930630001 

Size: 3 x 16 Chimneys White 

3 x 16 Chimneys Black Shelf life: 

N/A 

Approved 

1339.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/09/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

ASS Elektronik GmbH 

Maybachstraße 14, 67269 

Grünstadt, 

Deutschland / Germany 

 

FSC: Germany 

Validity: 21-03-2028 

07-08-2028 

 

LOA 

Validity: 17-01-2028 

Standard Racks 

 

Class: A 

Fees: 5,000/- 

 

1. Green Wash rack 

CAT # 09210580001 

Size: 4 Racks 

Shelf life: N/A 

 

2. Standard Rack Calibration 

C021-C030 Black 

CAT # 12025558001 

Size: 10 Racks 

Shelf life: N/A 

 

3. Standard Rack Calibration 

C031-C040 Black 

CAT # 12025566001 

Size: 10 Racks 

Shelf life: N/A 

 

4. Standard Rack Control Q021-

Q030 White 

CAT # 12025604001 

Size: 10 Racks 

Shelf life: N/A 

 

5. Standard Rack Control Q031-

Q040 White 

CAT # 12025612001 

Size: 10 Racks 

Shelf life: N/A 

Approved subject to 

submission of brand 

name of product 

1340.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

Roche Whole Blood Collection 

Tube 

 

Class: A 

Approved subject to 

submission of 

chemical constituent 

of the blood 
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6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/08/2024 

 

 

 

Manufacturing Site: 

Roche Molecular Systems Inc.  

1080 US Highway 202 South 

Branchburg, NJ 08876 USA 

 

FSC: Germany 

Validity: 07-09-2026 

 

LOA 

Validity: 17-01-2028 

Fees: 5,000/- 

 

1.    Roche Whole Blood Collection 

Tube 

CAT # 08827907001 

Size: 800 Tubes 

Shelf life: N/A 

collection tube 

1341.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85755 USA 

 

FSC: Germany 

Validity: 13-06-2028 

 

LOA 

Validity: 17-01-2028 

ASSY, Reag. Disp. Card, PrepKit, 

BenchMark 

 

Class: A 

Fees: 5,000/- 

 

1.     ASSY, Reag. Disp. Card, 

PrepKit 1, BenchMark 

CAT # 05251320001 

Size: One Unit 

Shelf life: N/A 

 

2.     ASSY, Reag. Disp. Card, 

PrepKit 2, BenchMark 

CAT # 05251338001 

Size: One Unit 

Shelf life: N/A 

 

3.     ASSY, Reag. Disp. Card, 

PrepKit 3, BenchMark 

CAT # 05251346001 

Size: One Unit 

Shelf life: N/A 

 

4.     ASSY, Reag. Disp. Card, 

PrepKit 4, BenchMark 

CAT # 05251354001 

Size: One Unit 

Shelf life: N/A 

 

5.     ASSY, Reag. Disp. Card, 

PrepKit 5, BenchMark 

CAT # 05251362001 

Size: One Unit 

Shelf life: N/A 

 

 

6.     ASSY, Reag. Disp. Card, 

PrepKit 6, BenchMark 

CAT # 05251389001 

Size: One Unit 

Shelf life: N/A 

 

 

7.     ASSY, Reag. Disp. Card, 

PrepKit 7, BenchMark 

CAT # 05251397001 

Approved subject to 

clarification of name 

of product and 

grouping of devices 
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Size: One Unit 

Shelf life: N/A 

 

8.     ASSY, Reag. Disp. Card, 

PrepKit 8, BenchMark 

CAT # 05251419001 

Size: One Unit 

Shelf life: N/A 

 

9.     ASSY, Reag. Disp. Card, 

PrepKit 9, BenchMark 

CAT # 05251427001 

Size: One Unit 

Shelf life: N/A 

 

10.     ASSY, Reag. Disp. Card, 

PrepKit 10, BenchMark 

CAT # 05251435001 

Size: One Unit 

Shelf life: N/A 

 

1342.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 13/08/2024 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi Ltd. Healthcare Tokyo 

Works  

3-7-19, Imai, Ome-shi, Tokyo, 

198-8577, Japan 

 

FSC: Germany 

Validity: 21-05-2029 

 

LOA 

Validity: 17-01-2028 

Universal Connection Module to 

CCM (UCM2) 

 

Class: A 

Fees: 5,000/- 

 

1.    Universal Connection Module 

to CCM (UCM2) 

CAT # 09411844001 

Size: One Unit 

Shelf life: N/A 

Approved 

1343.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 13/08/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics International 

Ltd 

Forrenstrasse 2 6343 Rotkreuz 

Switzerland 

 

FSC: Germany 

Validity: 30-01-2029 

 

LOA 

Validity: 17-01-2028 

Cobas Liat Cleaning Tool Kit 

 

Class: A 

Fees: 5,000/- 

 

1.   Cobas Liat Cleaning Tool Kit 

CAT # 09408355001 

Size: One Unit 

Shelf life: N/A 

Approved subject to 

submission of 

relevant product 

description 

1344.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

DIBU (Dibucaine) 

 

Class: A 

Fees: 5,000/- 

 

Approved 
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Karachi. 

(ELI-00009) 

 

R&I: 18/09/2024 

 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 02-11-2028 

 

LOA 

Validity: 17-01-2028 

1.  DIBU 

CAT # 05168511190 

Size: 13 ml 

Shelf life: 15 months at 2-8°C 

 

2.   DIBU 

CAT # 08105570190 

Size: 1050 Tests 

Shelf life: 15 months at 2-8°C 

1345.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 

71636 Ludwigsburg Germany 

 

FSC: Germany 

Validity: 16-01-2029 

01-07-2029 

 

LOA 

Validity: 17-01-2028 

Accessories for p 512, p 612, p 471 

and p 671 pre-analytical systems 

 

Class: A 

Fees: 5,000/- 

 

1.   ModKit to primary sealer 

CAT # 09639748001 

Size: One Unit 

Shelf life: N/A 

 

2.   ModKit to double sealer 

CAT # 09639756001 

Size: One Unit 

Shelf life: N/A 

 

3.    ModKit p 512 TTI to QSI 

digital 

CAT # 09746439001 

Size: One Unit 

Shelf life: N/A 

 

4.  ModKit p 612 TTI to QSI digital 

CAT # 09746447001 

Size: One Unit 

Shelf life: N/A 

 

5.  ModKit Sarst./Greiner 13x75 to 

Sarst.FBT 

CAT # 09746455001 

Size: One Unit 

Shelf life: N/A 

 

6.  ModKit Sarst.FBT to 

Sarst./Greiner 13x75 

CAT # 09746463001 

Size: One Unit 

Shelf life: N/A 

 

7.  ModKit CCM 2x HHT to 3x 

HHT 

CAT # 09584676001 

Size: One Unit 

Shelf life: N/A 

 

8.  ModKit CCM 2x HHT to 2x 

HHT + 1x Sysmex 

CAT # 09584684001 

Approved all applied 

accessories subject 

to submission of 

Form & requisite fee 

for each accessory. 
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Size: One Unit 

Shelf life: N/A 

 

9.  ModKit CCM 3x HHT to 2x 

HHT 

CAT # 09584692001 

Size: One Unit 

Shelf life: N/A 

 

10.  ModKit CCM 3x HHT to 2x 

HHT + 1x Sysmex 

CAT # 09692487001 

Size: One Unit 

Shelf life: N/A 

 

11.  ModKit drawer to 2 array p x 

12 

CAT # 09652698001 

Size: One Unit 

Shelf life: N/A 

 

12.  ModKit drawer to 3 array p x 

12 

CAT # 09652701001 

Size: One Unit 

Shelf life: N/A 

 

13.  ModKit US handheld BC 

scanner/KVM switch 

CAT # 09746498001 

Size: One Unit 

Shelf life: N/A 

 

14.  ModKit EU handheld BC 

scanner/KVM switch 

CAT # 09746501001 

Size: One Unit 

Shelf life: N/A 

1346.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 

71636 Ludwigsburg Germany 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

Cobas p 671 centrifuge unit 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas p 671 centrifuge unit 

CAT # 07962614001 

Size: One Unit 

Shelf life: N/A 

 

2.  Cobas p 671 centrifuge unit 

CAT # 07962622001 

Size: One Unit 

Shelf life: N/A 

 

3.   Cobas p 671 centrifuge unit 

CAT # 08484635001 

Size: One Unit 

Shelf life: N/A 

Approved 

1347.  Roche Pakistan Legal Manufacturer: Cobas p 471 centrifuge unit Approved 
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Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 07/06/2024 

 

 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 

71636 Ludwigsburg Germany 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas p 471 centrifuge unit 

CAT # 07962584001 

Size: One Unit 

Shelf life: N/A 

 

2.  Cobas p 471 centrifuge unit 

CAT # 07962606001 

Size: One Unit 

Shelf life: N/A 

 

3.   Cobas p 471 centrifuge unit 

CAT # 08484346001 

Size: One Unit 

Shelf life: N/A 

 

4.   Cobas p 471 centrifuge unit 

CAT # 08484554001 

Size: One Unit 

Shelf life: N/A 

1348.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 07/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 

71636 Ludwigsburg Germany 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

Cobas p 612 pre-analytical system 

 

Class: A 

Fees: 5,000/- 

 

1. Cobas p 612 pre-analytical 

system 

CAT # 07962665001 

Size: One Unit 

Shelf life: N/A 

 

2. Cobas p 612 pre-analytical 

system 

CAT # 07962673001 

Size: One Unit 

Shelf life: N/A 

 

3.  Cobas p 612 pre-analytical 

system 

CAT # 07962703001 

Size: One Unit 

Shelf life: N/A 

 

4.  Cobas p 612 pre-analytical 

system 

CAT # 09639977001 

Size: One Unit 

Shelf life: N/A 

 

5.  Cobas p 612 pre-analytical 

system 

CAT # 09639985001 

Size: One Unit 

Shelf life: N/A 

 

Approved 
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6.  Cobas p 612 pre-analytical 

system 

CAT # 09639942001 

Size: One Unit 

Shelf life: N/A 

 

7.  Cobas p 612 pre-analytical 

system 

CAT # 09639969001 

Size: One Unit 

Shelf life: N/A 

1349.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 

71636 Ludwigsburg Germany 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

Cobas p 512 pre-analytical system 

 

Class: A 

Fees: 5,000/- 

 

1. Cobas p 512 pre-analytical 

system 

CAT # 08479763001 

Size: One Unit 

Shelf life: N/A 

 

2. Cobas p 512 pre-analytical 

system 

CAT # 08479771001 

Size: One Unit 

Shelf life: N/A 

 

3. Cobas p 512 pre-analytical 

system 

CAT # 07962649001 

Size: One Unit 

Shelf life: N/A 

 

4. Cobas p 512 pre-analytical 

system 

CAT # 07962657001 

Size: One Unit 

Shelf life: N/A 

 

5. Cobas p 512 pre-analytical 

system 

CAT # 09639900001 

Size: One Unit 

Shelf life: N/A 

 

6. Cobas p 512 pre-analytical 

system 

CAT # 09639918001 

Size: One Unit 

Shelf life: N/A 

 

7. Cobas p 512 pre-analytical 

system 

CAT # 09639926001 

Size: One Unit 

Shelf life: N/A 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 454 of 578 

 

8. Cobas p 512 pre-analytical 

system 

CAT # 09639934001 

Size: One Unit 

Shelf life: N/A 

 

1350.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi Ltd. 

1-17-1, Toranomon, Minato-ku, 

Tokyo, 105-6412 Japan 

 

FSC: Germany 

Validity: 10-04-2027 

 

LOA 

Validity: 17-01-2028 

CCM Address Extension Unit 

 

Class: A 

Fees: 5,000/- 

 

1.    CCM Address Extension Unit 

CAT # 09519092001 

Size: One unit 

Shelf life: N/A 

Approved 

1351.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 10-07-2027 

 

LOA 

Validity: 17-01-2028 

Diluent NSE 

 

Class: A 

Fees: 5,000/- 

 

1.          Diluent NSE  

CAT # 03004864122 

Size: 4x3 ml 

Shelf life: 24 months at 2-8°C 

Approved 

1352.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi High-tech Corporation 

Naka Division 882 Ichige, 

Hitachinaka-shi Ibaraki-ken, 

312-8504, Japan 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

Cobas 8000 A-Gate Connection Kit 

 

Class: A 

Fees: 5,000/- 

 

1.   Cobas 8000 A-Gate Connection 

Kit 

CAT # 07996527001 

Size: One unit 

Shelf life: N/A 

Approved 

1353.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Diluent AFP-L3 

 

Class: A 

Fees: 5,000/- 

 

1. Diluent AFP-L3 

Approved 
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(ELI-00009) 

 

R&I: 14/05/2024 

 

 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 02-11-2028 

 

LOA 

Validity: 17-01-2028 

CAT # 09077570190 

Size: 4 x 3.0ml 

Shelf life: 27 months at 2-8°C 

1354.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA 

Validity: 17-01-2028 

Ventana Silver ISH DNP Detection 

Kit  

 

Class: A 

Fees: 5,000/- 

 

1.           Ventana Silver ISH DNP 

Detection Kit 

CAT # 08318883001 

Size: 60 Tests 

Shelf life: 18 months at 2-8°C 

Approved 

1355.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 03-11-2027 

 

LOA 

Validity: 17-01-2028 

Ventana Red ISH DIG Detection 

Kit  

 

Class: A 

Fees: 5,000/- 

 

1.          Ventana Red ISH DIG 

Detection Kit  

CAT # 08318832001 

Size: 60 Tests 

Shelf life: 18 months at 2-8°C 

Approved 

1356.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Molecular Systems Inc. 

1080 US Highway 202 South 

Branchburg, NJ 08876 USA 

 

FSC: Germany 

Validity: 22-03-2026 

 

LOA 

Validity: 17-01-2028 

Cobas PCR Media Kit 

 

Class: A 

Fees: 5,000/- 

 

1.         Cobas PCR Media Kit 

CAT # 06466281190 

Size: 100 Tubes 

Shelf life: 15 months at 15-30°C 

Approved 

1357.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

Roche Cell Collection Medium 

 

Class: A 

Fees: 5,000/- 

Approved both 

Roche Cell 

Collection Medium 

Kit & Roche Cell 
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6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

 

 

Manufacturing Site: 

Thermo Fisher Scientific Inc. 

Middletown Facility 8365 

Valley Pike, Middletown, VA 

22645 USA 

 

FSC: Germany 

Validity: 23-03-2026 

 

LOA 

Validity: 17-01-2028 

 

1.         Roche Cell Collection 

Medium Kit 

CAT # 07994745190 

Size: 250 x 20 ml 

Shelf life: 18 months 

 

2.         Roche Cell Collection 

Medium Bottle 

CAT # 07994753190 

Size: 4 x 945 ml 

Shelf life: 24 months 

Collection Medium 

Bottle, however 

company shall 

submit Form & 

requisite fee for 

Roche Cell 

Collection Medium 

Bottle 

1358.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA 

Validity: 17-01-2028 

ultraView Silver Wash II 

 

Class: A 

Fees: 5,000/- 

 

1.        ultraView Silver Wash II 

CAT # 05446724001 

Size: 2 L 

Shelf life: 18 months 

Approved 

1359.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA 

Validity: 17-01-2028 

Prep Kit 

 

Class: A 

Fees: 5,000/- 

 

1. Prep Kit 

CAT # 05250935001 

Size: One unit 

Shelf life: 40 months 

Approved subject to 

submission of brand 

name 

1360.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 10-07-2027 

 

LOA 

Validity: 17-01-2028 

Internal Standard Insert - ISE 

 

Class: A 

Fees: 5,000/- 

 

1.       Internal Standard Insert - 

ISE 

CAT # 05979854190 

Size: 20 Inserts 

Shelf life: 36 months 

Approved 

1361.  Roche Pakistan Legal Manufacturer: Cell Conditioning Solution (CC2) Approved 
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Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA 

Validity: 17-01-2028 

 

Class: A 

Fees: 5,000/- 

 

1.      Cell Conditioning Solution 

(CC2) 

CAT # 05279798001 

Size: 1 Litre 

Shelf life: 24 months 

1362.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Herrmann AG Kunststoffwerk 

Nord 27 9428 Walzenhausen 

Schweiz / Switzerland 

 

FSC: Germany 

Validity: 21-03-2028 

 

LOA 

Validity: 17-01-2028 

Opening Tool  

 

Class: A 

Fees: 5,000/- 

 

1.     Opening Tool 

CAT # 04857933190 

Size: 100 pieces 

Shelf life: 36 months 

Approved subject to 

submission of brand 

name 

1363.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 09/05/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics Automation 

Solutions GmbH 

Abert-Ruprecht-Strasse 2 71636 

Ludwigsburg 

Germany 

 

FSC: Germany 

Validity: 16-01-2029 

 

LOA 

Validity: 17-01-2028 

ConKit Cobas BLIM  

 

Class: A 

Fees: 5,000/- 

 

1.    ConKit Cobas BLIM to p x71 

CAT # 09523901001 

Size: One unit 

Shelf life: N/A 

 

2.    ConKit Cobas BLIM to p x12 

CAT # 09523898001 

Size: One unit 

Shelf life: N/A 

Approved 

1364.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/04/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

IDS Co. Ltd 

8-14-30, Nagaminehigashi, 

Higashi-Ku, Kumamoto-shi, 

Kumamoto-Ken, 861-8038, 

Japan 

 

Cobas Bulk Loader Input Module 

(BLIM) 

 

Class: A 

Fees: 5,000/- 

 

1.   Cobas Bulk Loader Input 

Module (BLIM) 

CAT # 09469460001 

Size: One unit 

Shelf life: N/A 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 458 of 578 

 

FSC: Germany 

Validity: 14-11-2027 

07-08-2023 

 

LOA 

Validity: 17-01-2028 

2.   Cobas Bulk Loader Input 

Module (BLIM) 

CAT # 09469761001 

Size: One unit 

Shelf life: N/A 

1365.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/04/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi High-tech Corporation 

Naka Division 882 Ichige, 

Hitachinaka-shi Ibaraki-ken, 

312-8504, Japan 

 

FSC: Germany 

Validity: 21-03-2028 

 

LOA Validity: 17-01-2028 

Cobas pro B-Gate upgrade kit 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas pro B-Gate upgrade kit 

CAT # 09205756001 

Size: One unit 

Shelf life: N/A 

Approved 

1366.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 24/04/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi High-tech Corporation 

Naka Division 882 Ichige, 

Hitachinaka-shi Ibaraki-ken, 

312-8504, Japan 

 

FSC: Germany 

Validity: 12-11-2028 

 

LOA Validity: 17-01-2028 

Cobas pro B-Gate update kit 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas pro B-Gate update kit 

CAT # 08763640001 

Size: One unit 

Shelf life: N/A 

Approved 

1367.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 05/03/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi High-tech Corporation 

Naka Division 882 Ichige, 

Hitachinaka-shi Ibaraki-ken, 

312-8504, Japan 

 

FSC: Germany 

Validity: 16-11-2026 

 

LOA Validity: 17-01-2028 

Cobas 8000 B-Gate Kit 

 

Class: A 

Fees: 5,000/- 

 

1. Cobas 8000 B-Gate Kit 

CAT # 06372546001 

Size: One unit 

Shelf life: N/A 

Approved 

1368.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

BenchMark Special Stains 

Cleaning Kit 

 

Class: A 

Fees: 5,000/- 

 

1.      BenchMark Special Stains 

Approved 
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R&I: 05/03/2024 

 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

Cleaning Kit 

CAT # 09476580001 

Size: 40 Tests 

Shelf life: 24 months 

1369.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 05/03/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

Elastic Stain Core Kit 

 

Class: A 

Fees: 5,000/- 

 

1.       Elastic Stain Core Kit 

CAT # 09185984001 

Size: 50 Tests 

Shelf life: 15 months 

Approved 

1370.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 03/10/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

Special Stains Van Gieson CS 

 

Class: A 

Fees: 5,000/- 

 

1.     Special Stains Van Gieson CS 

CAT # 09185992001 

Size: 50 Tests 

Shelf life: 15 months 

Approved 

1371.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 03/10/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 22-03-2028 

 

LOA Validity: 17-01-2028 

Accu-Chek Inform II 

 

Class: A 

Fees: 5,000/- 

 

1. Accu-Chek Inform II 

CAT # 05060303018 

Size: One unit 

Shelf life: N/A 

Deferred for the 

clarification of Class 

of the device 

1372.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 03/10/2023 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics International 

Ltd 

Forrenstrasse 2 6343 Rotkreuz 

B-Gate Interface 

 

Class: A 

Fees: 5,000/- 

 

1.    B-Gate Interface 

CAT # 06884750001 

Size: One unit 

Shelf life: N/A 

Approved 
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 Switzerland 

  

FSC: Germany 

Validity: 29-06-2026 

 

LOA Validity: 17-01-2028 

1373.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Nonnenwald 2 82377 Penzberg 

Germany 

 

FSC: Germany 

Validity: 15-04-2026 

 

LOA 

Validity: 17-01-2028 

MagNA Pure 24 Total NA Isolation 

Kit 

 

Class: A 

Fees: 5,000/- 

 

1.    MagNA Pure 24 Total NA 

Isolation Kit 

CAT # 07658036001 

Size: 96 Isolations 

Shelf life: 18 months 

Approved 

1374.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Molecular Systems Inc. 

1080 US Highway 202 South 

Branchburg, NJ 08876 USA  

 

FSC: Germany 

Validity: 22-03-2026 

 

LOA 

Validity: 17-01-2028 

Cobas 4800 system sample 

Preparation Kit 

 

Class: A 

Fees: 5,000/- 

 

1.    Cobas 4800 system sample 

Preparation Kit 

CAT # 05235782190 

Size: 240 Tests 

Shelf life: 18 months 

 

2.    Cobas 4800 system sample 

Preparation Kit CAT # 

05235804190 

Size: 960 Tests 

Shelf life: 18 months 

 

Approved 

1375.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Molecular Systems Inc. 

1080 US Highway 202 South 

Branchburg, NJ 08876 USA  

 

FSC: Germany 

Validity: 22-03-2026 

 

LOA 

Validity: 17-01-2028 

Cobas 4800 system Liquid Cytology 

Preparation Kit 

 

Class: A 

Fees: 5,000/- 

 

1.   Cobas 4800 system Liquid 

Cytology Preparation Kit 

CAT # 05235812190 

Size: 240 Tests 

Shelf life: 18 months 

 

2.   Cobas 4800 system Liquid 

Cytology Preparation Kit 

CAT # 05235839190 

Size: 960 Tests 

Shelf life: 18 months 

 

Approved 

1376.  Roche Pakistan Legal Manufacturer: Cobas 4800 system Control Diluent Approved 
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Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Molecular Systems Inc. 

1080 US Highway 202 South 

Branchburg, NJ 08876 USA  

 

FSC: Germany 

Validity: 22-03-2026 

 

LOA 

Validity: 17-01-2028 

Kit 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas 4800 system Control 

Diluent Kit  

CAT # 05235847190 

Size: 10 x 4.3ml 

Shelf life: 24 months 

 

1377.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Molecular Systems Inc. 

1080 US Highway 202 South 

Branchburg, NJ 08876 USA  

 

FSC: Germany 

Validity: 22-03-2026 

 

LOA 

Validity: 17-01-2028 

Cobas 4800 system Wash Buffer 

Kit 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas 4800 system Wash Buffer 

Kit  

CAT # 05235863190 

Size: 240 Tests 

Shelf life: 18 months 

 

2.  Cobas 4800 system Wash Buffer 

Kit  

CAT # 05235871190 

Size: 960 Tests 

Shelf life: 18 months 

 

Approved 

1378.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 27/09/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics International 

Ltd., Forrenstrasse 2 6343 

Rotkreuz Schweiz / Switzerland 

 

FSC: Germany 

Validity: 10-07-2027 

 

LOA Validity: 17-01-2028 

Cobas b221 <6> system 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas b221 <6> system CAT # 

03337154001 

Size: One Unit 

Shelf life: N/A 

 

Approved 

1379.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 06/06/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics International 

Ltd., Forrenstrasse 2 6343 

Rotkreuz Schweiz / Switzerland 

FSC: Germany 

Validity: 10-07-2027 

LOA Validity: 17-01-2028 

Cobas b221 <4> system 

 

Class: A 

Fees: 5,000/- 

 

1.  Cobas b221 <4> system CAT # 

03337138001 

Size: One Unit 

Shelf life: N/A 

 

Approved 
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1380.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 05/05/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Balda Medical GmbH, 

Bergkirchener Str. 228, 32549 

Bad Oeynhausen, Germany  

OR  

WIRTHWEIN MEDICAL. 

Wirthwein Medical GmBH & 

Co. KGBahnhofstrasse 80, D-

64367 Muhital, Germany. 

 

FSC: Germany 

Validity: 29-11-2027 

 

LOA Validity: 17-01-2028 

 

Cuvette Cobas Integra 

 

Class: A 

Fees: 5,000/- 

 

1. Cuvette Cobas Integra  

CAT # 21043862001 

Size: 20,000 PC 

Shelf life: 60 months 

 

Approved 

1381.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 17/04/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

FSC: Germany 

Validity: 10-07-2027 

 

LOA 

Validity: 17-01-2028 

Diluent MultiAssay 

 

Class: A 

Fees: 5,000/- 

 

1. Diluent MultiAssay 
CAT # 07299010190 

Size: 36 ml 

Shelf life: 18 months 

 

Approved 

1382.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 13/03/2023 

 

 

Legal Manufacturer: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA  

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

OptiView Amplification Kit 

 

Class: A 

Fees: 5,000/- 

 

2. OptiView Amplification Kit 
CAT # 06718663001 

Size: 250 Tests 

Shelf life: 18 months 

 

Approved 

1383.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

Legal Manufacturer: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA  

 

Manufacturing Site: 

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Trichrome Staining Kit 

 

Class: A 

Fees: 5,000/- 

 

3. Trichrome Staining Kit 
CAT # 06521908001 

Size: 60 Kits 

Approved 
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R&I: 06/03/2023 

 

 

Tucson, AZ 85711 USA 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

Shelf life: 24 months 

 

1384.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 06/03/2023 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Carl Zeiss CMP GmbH 

Konigsallee 9-21 

37081 Gottingen Germany 

 

FSC: Germany 

Validity: 02-11-2027 

 

LOA Validity: 17-01-2028 

 

Ventana DP 600 slide Scanner 

 

Class: A 

Fees: 5,000/- 

 

1. Ventana DP 600 slide scanner 
CAT # 09311360001 

Size: One unit 

Shelf life: N/A 

 

Approved 

1385.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 14/06/2024 

 

 

Legal Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

FFEI Ltd 

3950 Cambridge Research Park 

Waterbeach, Cambridge 

Cambridgeshire, CB25 9PE, UK  

 

FSC: Germany 

Validity: 20-04-2028 

 

LOA 

Validity: 17-01-2028 

Ventana DP 200 slide scanner 

 

Class: A 

Fees: 5,000/- 

 

1. Ventana DP 200 slide scanner 
CAT # 08303916001 

Size: One unit 

Shelf life: N/A 

 

Approved 

1386.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

(ELI-00009) 

 

R&I: 22/08/2023 

 

 

Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Hitachi Ltd. 

1-17-1, Toranomon, Minato-ku, 

Tokyo, 105-6412 Japan  

 

FSC: Germany 

Validity: 10-04-2027 

 

LOA 

Validity: 17-01-2028 

Cobas p 612 Pre-Analytical System  

 

Class: A 

Fees: 5,000/- 

 

Product Name: 

1.    Conveyor 1 Unit (0.5m) 

CAT #: 09511024001 

Pack size: One Unit 

Shelf life: N/A 

 

2.   Conveyor 2 Unit (1m) 

CAT #: 09511032001 

Pack size: One Unit 

Shelf life: N/A 

 

3.   Power Supply Unit 

CAT #: 09511083001 

Pack size: One Unit 

Shelf life: N/A 

 

Approved 
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4.   Turn Unit 

CAT #: 09511113001 

Pack size: One Unit 

Shelf life: N/A  

 

5.   Linear Buffer Unit 

CAT #: 09511172001 

Pack size: One Unit 

Shelf life: N/A 

 

6. Conveyor 3 Unit (0.31m) 

CAT #: 09511369001 

Pack size: One Unit 

Shelf life: N/A 

 

7. Conveyor 4 Unit (0.69m) 

CAT #: 09511377001 

Pack size: One Unit 

Shelf life: N/A 

 

8. CCM Bidirectional Unit 

CAT #: 09511717001 

Pack size: One Unit 

Shelf life: N/A 

 

9. cobas 8000 Connection Unit 

CAT #: 09511130001 

Pack size: One Unit 

Shelf life: N/A 

 

10. HST Connection Unit 

CAT #: 09511148001 

Pack size: One Unit 

Shelf life: N/A 

 

11. Output Unit 

CAT #: 09519041001 

Pack size: One Unit 

Shelf life: N/A 

 

12. Add-On Buffer Unit 

CAT #: 09519050001 

Pack size: One Unit 

Shelf life: N/A 

 

13. CCM cobas c 513 Connection 

Unit 

CAT #: 09511393001 

Pack size: One Unit 

Shelf life: N/A 

 

14. CCM Address Extension Unit 

CAT #: 09519092001 

Pack size: One Unit 

Shelf life: N/A 

 

15. CCM Backend Connection Unit 

CAT #: 09519122001 
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Pack size: One Unit 

Shelf life: N/A 

1387.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

 

Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany  

 

FSC: Germany 

Validity: 30-01-2029 

10-07-2027 

18-01-2026 

 

LOA 

Validity: 17-01-2028 

Cobas pro Integrated solution 

(system)  

 

Class: A 

Fees: 5,000/- 

 

Product Name: 

1.   ECO-D (EcoTergent) 

CAT #: 08063354190 

Pack size: 40ml 

Shelf life: 19 months at 15-25°C 

 

2.  NaOHD 

CAT #: 08063451190 

Pack size: 120ml 

Shelf life: 24 months at 15-25°C 

 

3.  SMS 

CAT #: 08063478190 

Pack size: 123ml 

Shelf life: 24 months at 15-25°C 

 

4.  PreClean II M 

CAT #: 06908853190 

Pack size: 2 x 2 L 

Shelf life: 24 months at 15-25°C 

 

5.  CleanCell M 

CAT #: 04880293190 

Pack size: 2 x 2 L 

Shelf life: 24 months at 15-25°C 

Approved 

1388.  Roche Pakistan 

Limited. 

1st Floor, 37-B, Block 

6, P.E.C.H.S, 

Karachi. 

 

Manufacturer: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

Manufacturing Site: 

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany  

 

FSC: Germany 

Validity: 10-07-2027 

 

LOA 

Validity: 17-01-2028 

Cobas c311 analyzer with IVD 

Consumables  

 

Class: A 

Fees: 5,000/- 

 

Product Name: 

1.  Cell Wash Solution I / NaOH-D  

CAT #: 04880285190 

Pack size: 2 x 1.8L 

Shelf life: 24 months at 15-25°C 

Approved subject to 

submission of 

clarification 

whetherthe applied 

producxt is an 

analyzer or cell wash 

solution? 

1389.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 11/02/2022 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

Cobas Elecsys Thyroid Antibodies 

 

Class: B 

Fees: 12,500/- 

 

Product Name: 

1.   Elecsys Anti-Tg 

CAT #: 09004998190 

Pack size: 100 Tests 

Shelf life:  15 months at 2 - 8°C 

Approved 
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LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 20-12-2026 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

 

2.   Elecsys Anti-Tg 

CAT #: 09005021190 

Pack size: 300 Tests 

Shelf life:  15 months at 2 - 8°C 

 

3.   Elecsys Anti-Tg Calset 

CAT #: 09005030190 

Pack size: 4 x 1.5ml 

Shelf life:  15 months at 2 - 8°C 

1390.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 21/02/2022 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 14-10-2026 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Diabetes Assay of CPS 

 

Class: B 

Fees: 12,500/- 

 

Product Name: 

1.   Cobas HbA1C 

CAT #: 08038694190 

Pack size: 10 Tests 

Shelf life:  18 months at 2 - 8°C 

Approved 

1391.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 04/04/2022 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 28-06-2025 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Cobas  Fertility / Pregnancy 

Markers 

 

Class: B 

Fees: 12,500/- 

 

Product Name: 

1.   Cobas Elecsys HCG STAT 

CAT #: 08890587190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

2.   Cobas Elecsys HCG STAT 

CAT #: 08890595190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

3.   Cobas Elecsys HCG STAT Calset 

CAT #: 09013296190 

Pack size: 4 x 1 ml 

Shelf life:  18 months at 2 - 8°C 

 

Approved 

1392.  Roche Pakistan 

Limited.  

Legal Manufacturer:  

Roche Diagnostics GmbH,  
IVD Cluster of Urine Strips 

(Substrate) 

Approved subject to 

submission of name 
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1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 06/06/2023 

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 29-11-2027 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

 

 

Class: B 

Fees: 12,500/- 

 

Product Name: 

1.   Combur10 Test M 

CAT #: 11379208191 

Pack size: 100 Strips 

Shelf life:  18 months at 2 - 8°C 

of product along 

with brand name of 

device 

1393.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 27/04/2022 

14/10/2022 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 08-03-2027 

10-07-2027 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Cobas Elecsys Active B12 Assay 

 

Class: B 

Fees: 12,500/- 

 

 

1.   Calset Active B12 

CAT #: 07726350190 

Pack size: 4 x 1.0ml 

Shelf life:  27 months at 2 - 8°C 

 

2.   PreciControl Active B12 

CAT #: 07713223190 

Pack size: 4 x 3.0ml 

Shelf life:  27 months at 2 - 8°C 

Approved 

1394.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 08/06/2023 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH, 

Sandhofer Str.116, 

68305 Mannheim, Germany 

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Elecsys Androstenedione 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.  Elecsys Androstenedione 

CAT #: 07679840190 

Pack size: 100 Tests 

Shelf life: 18 months 

 

2.  Calset Androstenedione 

CAT #: 07679866190 

Pack size: 4 x 1.0 ml 

Approved 
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Germany  

Validity: 21-03-2028  

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Shelf life: 24 months 

 

1395.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 01/08/2023 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

10-07-2027  

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485:  

Validity: 29-06-2027 

ISE Calibration Kit 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   ISE Calibration Kit 

CAT #: 04838106001 

Pack size: 2 (3 x 8 ml) 

Shelf life: 25 months 

Approved 

1396.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 05/03/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Ventana Medical Systems, Inc. 

1910 E. Innovation Park Dr. 

Tucson, AZ 85711 USA 

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 13-06-2028  

 

EC Certificate: 

Validity: 03-11-2026 

  

ISO 13485: 

Validity: 29-06-2027 

Validity: 19-08-2027 

BenchMark Special Stains AFB 

Staining Kit 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   BenchMark Special Stains AFB 

Staining Kit 

CAT #: 08432503001 

Pack size: 75 Tests 

Shelf life:  24 months at 15 - 30°C 

Approved 

1397.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Elecsys IGFBP-3 Test Kit 

 

Class: B 

Fees: 25,000/- 

 

Approved 
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R&I: 12/03/2024 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 02-11-2028  

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Product Name: 

1.  Elecsys IGFBP-3 

CAT #: 07574690190 

Pack size: 100 Tests 

Shelf life:  12 months  at 2 - 8°C 

 

2.  Elecsys IGFBP-3 

CAT #: 07574720190 

Pack size: 100 Tests 

Shelf life:  12 months  at 2 - 8°C 

 

3.  Calset IGFBP-3 

CAT #: 07574762190 

Pack size: 4 x 1.0 mL 

Shelf life:  15 months  at 2 - 8°C 

 

1398.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 18/04/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 07-08-2028 

30-01-2029  

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Elecsys Cortisol III Urine Test Kit 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.  Elecsys Cortisol III Urine 

CAT #: 09290915190 

Pack size: 100 Tests 

Shelf life:  15 months at 2 - 8°C 

 

2.  Elecsys Cortisol III 

CAT #: 07682808190 

Pack size: 300 Tests 

Shelf life:  15 months at 2 - 8°C 

 

3.  Calset Cortisol III Urine 

CAT #: 09290940190 

Pack size: 4 x 2.0 mL 

Shelf life:  09 months at 2 - 8°C 

 

4.  PreciControl Cortisol Urine 

CAT #: 06687776190 

Pack size: 4 x 2.0 mL 

Shelf life:  15 months at 2 - 8°C 

Approved 

1399.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/04/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 10-07-2027 

C.f.a.s PUC 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.  C.f.a.s PUC 

CAT #: 03121305122 

Pack size: 5 x 1 ml 

Shelf life:  18 months at 2 - 8°C 

 

Approved 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 470 of 578 

 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

1400.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 09/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 02-11-2028 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Elecsys EBV 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   Elecsys EBV IgM 

CAT #: 08355274190 

Pack size: 300 Tests 

Shelf life:  24 months at 2 - 8°C 

Approved  

1401.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 02-11-2028 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Elecsys EBV VCA IgG 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   Elecsys  EBV VCA IgG 

CAT #: 08355355190 

Pack size: 300 Tests 

Shelf life:  09 months at 2 - 8°C 

Approved 

1402.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Elecsys EBV EBNA IgG 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   Elecsys  EBV EBNA IgG 

CAT #: 08355380190 

Approved 
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Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 02-11-2028 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

Pack size: 300 Tests 

Shelf life:  24 months at 2 - 8°C 

1403.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 30-05-2028 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Cluster of LH Calset II and FSH 

Calset II  

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.   FSH Calset II 

CAT #: 09557440190 

Pack size: 4 x 1 ml 

Shelf life:  12 months at 2 - 8°C 

 

2.   LH Calset II 

CAT #: 09557423190 

Pack size: 4 x 1 ml 

Shelf life:  15 months at 2 - 8°C 

Approved 

1404.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 30-07-2028 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Cluster of PTH and PTH STAT 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.    Elecsys PTH 

CAT #: 08928380190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

2.    Elecsys PTH 

CAT #: 08928428190 

Pack size: 300 Tests 

Shelf life:  18 months at 2 - 8°C 

 

3.    Elecsys PTH STAT 

CAT #: 08928410190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

4.    Calset PTH 

Approved 
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CAT #: 08928452190 

Pack size: 4 x 1.0 ml 

Shelf life:  18 months at 2 - 8°C 

 

5.    Calset PTH STAT 

CAT #: 08928509190 

Pack size: 4 x 1.0 ml 

Shelf life:  18 months at 2 - 8°C 

 

6.    Calset II PTH 

CAT #: 08928487190 

Pack size: 4 x 1.0 ml 

Shelf life:  18 months at 2 - 8°C 

1405.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/05/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 30-07-2028 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Cluster of Elecsys Folate III 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.    Elecsys Folate III 

CAT #: 08324131190 

Pack size: 100 Tests 

Shelf life:  24 months at 2 - 8°C 

 

2.    Elecsys Folate III 

CAT #: 08324174190 

Pack size: 300 Tests 

Shelf life:  24 months at 2 - 8°C 

 

3.     Folate III CalSet 

CAT #: 08324182190 

Pack size: 4 x 1.0 ml 

Shelf life:  36 months at 2 - 8°C 

 

4.     CalSet Folate 

CAT #: 08324247190 

Pack size: 4 x 1.0 ml 

Shelf life:  36 months at 2 - 8°C 

Approved 

1406.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 07/06/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 10-04-2027 

 

EC Certificate: 

Validity: 14-12-2025 

  

STFR (Soluble Transferrin 

Receptor) 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.    STFR 

CAT #: 07227841190 

Pack size: 100 Tests 

Shelf life:  24 months at 2 - 8°C 

 

2.    STFR 

CAT #: 07227892190 

Pack size: 150 Tests 

Shelf life:  24 months at 2 - 8°C 

 

3.      STFR 

CAT #: 08870217190 

Pack size: 100 Tests 

Approved 
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ISO 13485: 

Validity: 29-06-2027 

Shelf life:  24 months at 2 - 8°C 

 

4.      Calibrator sTfR II 

CAT #: 08753776190 

Pack size: 3 x 1 ml 

Shelf life:  15 months at 2 - 8°C 

 

5.      ControlSet sTfR II 

CAT #: 08278202190 

Pack size: 2 (3 x 1 ml) 

Shelf life:  15 months at 2 - 8°C 

1407.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 11/07/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 30-01-2029 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

Tina-quant Lambda & Kappa Gen. 

2 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.    LAMB2 

CAT #: 08106096190 

Pack size: 100 Tests 

Shelf life:  21 months at 2 - 8°C 

 

2.   KAPP2 

CAT #: 08106088190 

Pack size: 100 Tests 

Shelf life:  21 months at 2 - 8°C 

 

Approved 

1408.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 18/09/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

& 

Roche Diagnostics Ltd. 

(Suzhou)  

No.259 Zhongyuan Road  

215028 Suzhou, Jiangsu  

PEOPLE'S REPUBLIC OF 

CHINA 

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 10-07-2027 

02-11-2028 

 

Cobas Substrate Panel Products 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1. GLUC2 (Glucose HK) 

CAT #: 20767131322 

Pack size: 200 Tests 

Shelf life:  21 months at 2 - 8°C 

 

2. GLUC2 (Glucose HK) 

CAT #: 05882095190 

Pack size: 500 Tests 

Shelf life:  21 months at 2 - 8°C 

 

3. GLUC2 (Glucose HK) 

CAT #: 08106037190 

Pack size: 700 Tests 

Shelf life:  21 months at 2 - 8°C 

 

4. FRA (Fructosamine) 

CAT #: 04537939190 

Pack size: 150 Tests 

Shelf life:  36 months at 2 - 8°C 

Approved subject to 

submission of 

justification of 

Classification & 

grouping of medical 

devices and 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 
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EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

20-10-2025 

 

5. FRA (Fructosamine) 

CAT #: 05171962190 

Pack size: 250 Tests 

Shelf life:  36 months at 2 - 8°C 

 

6. FRA (Fructosamine) 

CAT #: 05171962214 

Pack size: 250 Tests 

Shelf life:  36 months at 2 - 8°C 

7. FRA (Fructosamine) 

CAT #: 08105677190 

Pack size: 550 Tests 

Shelf life:  36 months at 2 - 8°C 

 

8. Precinorm Fructosamine 

CAT #: 11098985122 

Pack size: 3 x 1 ml 

Shelf life:  36 months at 2 - 8°C 

 

9. Precipath Fructosamine 

CAT #: 11174118122 

Pack size: 3 x 1 ml 

Shelf life:  36 months at 2 - 8°C 

 

10. Precimat Fructosamine 

CAT #: 11098993122 

Pack size: 3 x 1 ml 

Shelf life:  36 months at 2 - 8°C 

 

11. ALBP (Albumin BCP) 

CAT #: 05599261190 

Pack size: 225 Tests 

Shelf life:  22 months at 15 - 25°C 

 

12. ALBP (Albumin BCP) 

CAT #: 05975573190 

Pack size: 400 Tests 

Shelf life:  22 months at 15 - 25°C 

 

13. ALBP (Albumin BCP) 

CAT #: 08056714190 

Pack size: 500 Tests 

Shelf life:  22 months at 15 - 25°C 

 

14. Precibil 

CAT #: 10158046122 

Pack size: 4 x 2 ml 

Shelf life:  24 months at 2 - 8°C 

 

1409.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 13/08/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Cluster of Enzymes 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1.     GLDH3 

CAT #: 05975956190 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 
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Mannheim, Germany 

& 

Roche Diagnostics Ltd. 

(Suzhou)  

No.259 Zhongyuan Road  

215028 Suzhou, Jiangsu  

PEOPLE'S REPUBLIC OF 

CHINA 

 

LOA Validity: 17-01-2028  

 

FSC: Germany  

Validity: 10-07-2027 

02-11-2028 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

20-10-2025 

Pack size: 3 x 120 Tests 

Shelf life:  18 months at 2 - 8°C 

 

2.    GLDH3 

CAT #: 08106002190 

Pack size: 3 x 160 Tests 

Shelf life:  18 months at 2 - 8°C 

 

3.    HBDH2 

CAT #: 05480175190 

Pack size: 500 Tests 

Shelf life:  15 months at 2 - 8°C 

 

4.    HBDH2 

CAT #: 05480175214 

Pack size: 500 Tests 

Shelf life:  15 months at 2 - 8°C 

 

5.    HBDH2 

CAT #: 08106053190 

Pack size: 300 Tests 

Shelf life:  15 months at 2 - 8°C 

1410.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 03/10/2024 

Legal Manufacturer:  

Cell Marque Corporation, USA  

6600 Sierra College Blvd, 

Rocklin, CA USA 95677 

 

Manufacturing Site:   

Cell Marque Corporation, USA  

6600 Sierra College Blvd, 

Rocklin, CA USA 95677 

 

LOA  

Validity: 31-03-2027  

 

FSC:  

Germany  

Validity: 17-08-2025 

20-12-2026 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 11-02-2026 

Cell Marque IHC Cluster 5 

 

1. CD34 (QBEnd/10) Mouse 

Monoclonal Antibody  
Roche CAT #: 05267323001 

Ventana CAT #: 760-2620 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

2. Cytokeratin (35betaH11) Mouse 

Monoclonal Antibody 
Roche CAT #: 05267471001 

Ventana CAT #: 760-2637 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

3. Lysozyme Rabbit polyclonal 

Antibody 
Roche CAT #: 05267668001 

Ventana CAT #: 760-2656 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

4. TAG-72 (B72.3) Mouse 

Monoclonal Antibody 
Roche CAT #: 05267803001 

Ventana CAT #: 760-2669 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

5. PSA (ER-PR8) Mouse 

Monoclonal Antibody 

Approved 
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Roche CAT #: 05269334001 

Ventana CAT #: 760-4271 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

6. Villin (CWWB1) Mouse 

Monoclonal Antibody 
Roche CAT #: 05269407001 

Ventana CAT #: 760-4277 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

7. lgD Rabbit Polyclonal Antibody 
Roche CAT #: 05973821001 

Ventana CAT #: 760-4444 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

8. TRAcP (9C5) Mouse Monoclonal 

Antibody 
Roche CAT #: 05269385001 

Ventana CAT #: 760-4275 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

9. HHV-8 (13B10) Mouse 

Monoclonal Antibody 
Roche CAT #: 05269229001 

Ventana CAT #: 760-4260 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

10. Olig2 (EP112) Rabbit 

Monoclonal Primary Antibody 

Roche CAT #: 07667973001 

Ventana CAT #: 760-5050 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

11. NKX3.1 (EP356) Rabbit 

Monoclonal Primary Antibody 
Roche CAT #: 07859759001 

Ventana CAT #: 760-5086 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

12. CD25 (4C9) Mouse Monoclonal 

Antibody 
Roche CAT #: 05973899001 

Ventana CAT #: 760-4439 

Size: 50 Tests 
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Class: Class B 

Shelf Life: 36 months 

 

13. Mesothelial Cell (HBME-1) 

Mouse Monoclonal Antibody 
Roche CAT #: 05973813001 

Ventana CAT #: 760-4445 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

14. MUM1 (EP190) Rabbit 

Monoclonal Primary Antibody 
Roche CAT #: 08313482001 

Ventana CAT #: 760-6082 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

15. SATB2 (EP281) Rabbit 

Monoclonal primary Antibody 
Roche CAT #: 08313415001 

Ventana CAT #: 760-6075 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

16. Inhibin alpha (MRQ-63) Rabbit 

Monoclonal Primary Antibody 
Roche CAT #: 08313474001 

Ventana CAT #: 760-6081 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

17. IDH1 R132H (MRQ-67) Rabbit 

Monoclonal Antibody 
Roche CAT #: 09433015001 

Ventana CAT #: 760-7173 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

18. ATRX Rabbit Polyclonal 

Antibody 
Roche CAT #: 09433309001 

Ventana CAT #: 760-7171 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

19. ACTH Rabbit Polyclonal 

Antibody 
Roche CAT #: 05268176001 

Ventana CAT #: 760-2708 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 
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20. CD45 (LCA) (2B11 & PD7/26) 

Mouse Monoclonal Antibody 
Roche CAT #: 05269423001 

Ventana CAT #: 760-4279 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

21. Epstein-Barr Virus (CS1-4) 

Mouse Monoclonal Antibody 
Roche CAT #: 05267501001 

Ventana CAT #: 760-2640 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

22. GH (Growth Hormone) Rabbit 

Polyclonal Antibody 
Roche CAT #: 05268257001 

Ventana CAT #: 760-2804 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

 

23. Tryptase (G3) Mouse 

Monoclonal Antibody 
Roche CAT #: 05269393001 

Ventana CAT #: 760-4276 

Size: 50 Tests 

Class: Class B 

Shelf Life: 36 months 

1411.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 24/09/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 02-11-2028 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

PCP (Phencyclidine Plus) 

 

Class: B 

Fees: 25,000/- 

 

Product Name: 

1. PCP (Phencyclidine Plus) 

CAT #: 08058130190 

Pack size: 850 Tests 

Shelf life:  24 months at 2 - 8°C 

Approved 

1412.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

Cobas Electrolyte Electrodes 

 

Class: B 

Fees: 25,000/- 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 479 of 578 

 

Karachi. (ELI-00009)  

 

R&I: 03/10/2024 

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

OR 

Roche Diagnostics Ltd. 

(Suzhou)  

No.259 Zhongyuan Road  

215028 Suzhou, Jiangsu  

PEOPLE'S REPUBLIC OF 

CHINA 

 

LOA  

Validity: 17-01-2028  

 

FSC:  

Germany  

Validity: 01-07-2029 

 

EC Certificate: 

N/A 

  

ISO 13485: 

Validity: 29-06-2027 

31-03-2027 

 

Product Name: 

1. Cl Electrode 

CAT #: 03246353001 

Pack size: One Electrode 

Shelf life:  14 months at 7 - 40°C 

 

2. K Electrode 

CAT #: 10825441001 

Pack size: One Electrode 

Shelf life:  14 months at 7 - 40°C 

 

3. Na Electrode 

CAT #: 10825468001 

Pack size: One Electrode 

Shelf life:  14 months at 7 - 40°C 

 

4. Reference Electrode 

CAT #: 10825468001 

Pack size: One Electrode 

Shelf life:  14 months at 7 - 40°C 

 

dated 30th August, 

2024 

1413.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 15/11/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 & 

Roche Diagnostics (Suzhou) 

Ltd. No.259 Zhongyuan Road 

215028 Suzhou, Jiangsu China 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 02-11-2028 

21-05-2029 

30-01-2029 

05-11-2029 

 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

20-10-2025 

Cluster of Thyroid Profile 

 

Class: B 

Fees: 31,000/- 

 

Product Name: 

1.   Elecsys FT3 III 

CAT #: 09745874190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

2.   Elecsys FT3 III 

CAT #: 09005811214 

Pack size: 300 Tests 

Shelf life:  18 months at 2 - 8°C 

 

3.   Elecsys FT4 IV 

CAT #: 09650547190 

Pack size: 100 Tests 

Shelf life:  15 months at 2 - 8°C 

 

4.   Elecsys FT4 IV 

CAT #: 09043284214 

Pack size: 300 Tests 

Shelf life:  15 months at 2 - 8°C 

 

5.   Calset Anti-TSHR 

CAT #: 08496641190 

Pack size: 4 x 2.0 ml 

Shelf life:  18 months at 2 - 8°C 

 

Approved subject to 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

1414.  Roche Pakistan Legal Manufacturer:  Cluster of Fertility / Pregnancy Approved subject to 
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Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 15/11/2024 

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 & 

Roche Diagnostics (Suzhou) 

Ltd. No.259 Zhongyuan Road 

215028 Suzhou, Jiangsu China 

 

LOA  

Validity: 17-01-2028 

 

FSC:  

Germany  

Validity: 02-11-2028 

21-05-2029 

05-11-2029 

 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

20-10-2025 

Markers 

 

Class: B 

Fees: 31,000/- 

 

Product Name: 

1. Elecsys Progesterone III 

CAT #: 09755748190 

Pack size: 100 Tests 

Shelf life:  15 months at 2 - 8°C 

 

2. Elecsys Progesterone III 

CAT #: 07027699214 

Pack size: 300 Tests 

Shelf life:  15 months at 2 - 8°C 

 

3. Elecsys Testosterone II, E2G 

CAT #: 09745963190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

 

4. Elecsys LH, E2G 

CAT #: 09755721190 

Pack size: 100 Tests 

Shelf life:  19 months at 2 - 8°C 

 

5. Elecsys LH, E2G 

CAT #: 07027575214 

Pack size: 300 Tests 

Shelf life:  19 months at 2 - 8°C 

 

6.  Elecsys FSH 

CAT #: 09745840190 

Pack size: 100 Tests 

Shelf life:  19 months at 2 - 8°C 

 

7.  Elecsys FSH 

CAT #: 08932387214 

Pack size: 300 Tests 

Shelf life:  19 months at 2 - 8°C 

 

.  Elecsys Prolactin II, E2G 

CAT #: 09755764190 

Pack size: 100 Tests 

Shelf life:  19 months at 2 - 8°C 

submission of 

differential fee as per 

SRO 1324(I)/2024 

dated 30th August, 

2024 

1415.  Roche Pakistan 

Limited.  

1st Floor, 37- B, 

Block 6, P.E.C.H.S, 

Karachi. (ELI-00009)  

 

R&I: 15/11/2024 

Legal Manufacturer:  

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany  

 

Manufacturing Site:   

Roche Diagnostics GmbH,  

Sandhofer Str.116, 68305 

Mannheim, Germany 

 

LOA  

Validity: 17-01-2028 

 

Elecsys PTH 

 

Class: B 

Fees: 31,000/- 

 

Product Name: 

1.   Elecsys PTH 

CAT #: 09744436190 

Pack size: 100 Tests 

Shelf life:  18 months at 2 - 8°C 

Approved 
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FSC: Germany  

Validity: 21-05-2029 

 

EC Certificate: 

Validity: 14-12-2025 

  

ISO 13485: 

Validity: 29-06-2027 

1416.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

18-12-2024 

 

Fee: PKR 31,000/- 

Slip # 295942214 

Dated: 27-11-2024 

Shenzhen Yhlo Biotech Co., 

Ltd. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

ISO 13485 certificate validity: 

09-06-2025 

CE Mark validity: N/A 

LOA validity: 31-Dec-2025 

FSC country of origin validity: 

29-03-2025 

FSC RRA validity:  

Date of Issue: 27-08-2024 

(Australian FSC) 

iFlash – SHBG 

Chemiluminescent Immunoassay  

(2 x 50 Tests/Kit) 

 

Models/ Specification  

(as per Free sale certificate):  

C86054-S, C86054 

 

Class-B 

 

Shelf life: 18 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1417.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

18-12-2024 

 

Fee: PKR 31,000/- 

Slip # 7212922893 

Dated: 27-11-2024 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

 

ISO 13485 certificate validity: 

09-06-2025 

LOA validity: 31-Dec-2025 

FSC country of origin 

validity: 29-03-2025 

FSC RRA validity:   

Date of Issue: 27-08-2024 

(Australian FSC) 

iFlash – hGH 

Chemiluminescent Immunoassay  

(2 x 50 Tests/Kit) 

 

Models/ Specification  

(as per Free sale certificate):  

C86054-S, C86054 

 

Class-B 

 

Shelf life: 18 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1418.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #79361722 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

ENA Multi Control 

 

ENA Multi Control   

(Negative: 2×2.0 ml) 

(Positive: 2×2.0 ml) 

 

Models/ Specification  

(as per Free sale certificate):  

CC832 

 

Class-B 

 

 

Shelf life: 48 Months 

Storage Conditions: 2 - 8ºC 

 

Approved 
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Dated: 30-07-2024 Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

 

1419.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #9262239215 

Dated: 30-07-2024 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

dsDNA IgG Control   

dsDNA IgG Control  (Negative: 

2×1.0 ml) 

(Positive: 2×1.0 ml) 

 

Models/ Specification  

(as per Free sale certificate):  

CC831 

 

Class-B 

 

 

Shelf life: 48 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1420.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #307369042 

Dated: 30-07-2024 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

ANA Control   

ANA Control   

(Negative: 2×1.0 ml) 

(Positive: 2×1.0 ml) 

 

Models/ Specification  

(as per Free sale certificate):  

CC830 

 

Class-B 

 

 

Shelf life: 48 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1421.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #086435981805 

Dated: 30-07-2024 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

iFlash – tTG IgG   

Chemiluminescence Immunoassay  

(2 x 50 Tests/Kit) 

 

Models/ Specification  

(as per Free sale certificate):  

C86072G 

 

Class-B 

 

 

Shelf life: 18 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 
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1422.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #62800781411 

Dated: 30-07-2024 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – tTG IgA 

 

Generic Name: 

Chemiluminescence Immunoassay  

(2 x 50 Tests/Kit) 

 

Models/ Specification  

(as per Free sale certificate):  

C86072A 

 

Class-B 

 

 

Shelf life: 18 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1423.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 02220450603 

Dated: 04-11-2022 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  
Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

iFlash – Liver Fibrosis 

iFlash – HA 

iFlash – PIIIPN-P 

iFlash-Col IV 

iFlash - Laminin 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash – HA – C86045 

iFlash – PIIIPN-P - C86046 

iFlash-Col IV - C86047 

iFlash – Laminin - C86048 

 

Class-B 

 

Shelf life:  

iFlash – HA – 12 Months 

iFlash – PIIIPN-P – 12 Months 

iFlash-Col IV - 12 Months 

iFlash – Laminin - 12 Months 

 

Storage Conditions:  
iFlash – HA:  2 - 8ºC 

iFlash – PIIIPN-P: 2 - 8ºC 

iFlash-Col IV - 2 - 8ºC 

iFlash – Laminin - 2 - 8ºC 

 

 

Approved 

1424.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

iFlash – Anemia 

iFlash – Ferritin 

iFlash – Folate 

iFlash- B12  

 

Models/ Specification  

(as per Free sale certificate):  

 

iFlash – Ferritin– C86008 

iFlash – Folate - C86020 

iFlash – B12 - C86064 

 

Approved 
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15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 02220450603 

Dated: 04-11-2022 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

 

CE Mark validity: N/A 

Class-B 

 

Shelf life:  

iFlash – Ferritin– 12 Months 

iFlash – Folate - 12 Months 

iFlash – B12 - 12 Months 

 

Storage Conditions:  

iFlash – Ferritin– 2 - 8ºC 

iFlash – Folate - 2 - 8ºC 

iFlash – B12 - 2 - 8ºC 

 

 

1425.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 4403507163 

Dated: 04-11-2022 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

iFlash – Inflammation 

iFlash – PCT 

 

Models/ Specification  

(as per Free sale certificate):  

 

iFlash – PCT: C86039 

 

Class-B 

 

Shelf life: 12 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Approvedsubject to 

submission of 

clarification of 

product name and 

rerlevant brief 

description of the 

device 

1426.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 8997175073 

Dated: 04-11-2022 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity: N/A 

CE Mark validity: N/A 

Brand name:  

iFlash – Syphilis 

 

Generic Name: 

iFlash – Anti-TP 

 

Models/ Specification  

(as per Free sale certificate):  

 

iFlash – Anti-TP: C88049 

 

Class-B 

 

Shelf life: 12 Months 

Storage Conditions: 2 - 8ºC 

 

 

Deferred for the 

submission of FSC of 

any SRA country or 

CE certificate & 

justification of 

Classification of 

appied medical 

device 

1427.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

iFlash – ToRCH 

iFlash-Toxo IgG  

iFlash-Toxo IgM 

iFlash-Rubella IgG  

iFlash-Rubella IgM 

iFlash-CMV IgG  

iFlash-CMV IgM  

iFlash-HSV-1 IgG 

iFlash-HSV-1 IgM 

iFlash-HSV-2 IgG 

iFlash-HSV-2 IgM 

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices  
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Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 53347869077 

Dated: 04-11-2022 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-Toxo IgG: C88029G 

iFlash-Toxo IgM: C88030M 

iFlash-Rubella IgG: C88035G 

iFlash-Rubella IgM: C88036M 

iFlash-CMV IgG: C88032G 

iFlash-CMV IgM: C88033M 

iFlash-HSV-1 IgG: C88040G 

iFlash-HSV-1 IgM: C88041M 

iFlash-HSV-2 IgG: C88038G 

iFlash-HSV-2 IgM: C88039M 

 

Class-B 

 

Shelf life:  
iFlash-Toxo IgG: 12 Months 

iFlash-Toxo IgM: 12 Months 

iFlash-Rubella IgG: 12 Months 

iFlash-Rubella IgM: 12 Months 

iFlash-CMV IgG: 12 Months 

iFlash-CMV IgM: 12 Months 

iFlash-HSV-1 IgG: 12 Months 

iFlash-HSV-1 IgM: 12 Months 

iFlash-HSV-2 IgG: 12 Months 

iFlash-HSV-2 IgM: 12 Months 

 

Storage Conditions: 

iFlash-Toxo IgG: 2 - 8ºC 

iFlash-Toxo IgM: 2 - 8ºC 

iFlash-Rubella IgG: 2 - 8ºC 

iFlash-Rubella IgM: 2 - 8ºC 

iFlash-CMV IgG: 2 - 8ºC 

iFlash-CMV IgM: 2 - 8ºC 

iFlash-HSV-1 IgG: 2 - 8ºC 

iFlash-HSV-1 IgM: 2 - 8ºC 

iFlash-HSV-2 IgG: 2 - 8ºC 

iFlash-HSV-2 IgM: 2 - 8ºC 

 

 

1428.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 5729223540 

Dated: 04-11-2022 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

Brand name:  

iFlash – Bone Metabolism 

 

Generic Name: 

iFlash – PTH 

iFlash – 25-OH Vitamin D 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash – PTH: C86038 

iFlash – 25-OH Vitamin D: C86023  

 

Class-B 

 

 

Shelf life: 12 Months 

 

Approved 
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(Australian FSC) 

CE Mark validity: N/A 

Storage Conditions: 2 - 8ºC 

 

 

1429.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 2490493482 

Dated: 04-11-2022 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – Respiratory Disease 

 

Generic Name: 

iFlash – Mycoplasma Pn.IgG 

iFlash – Mycoplasma Pn.IgM 

iFlash – Chlamydia Pn.IgG 

iFlash – Chlamydia Pn.IgM 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash – Mycoplasma Pn.IgG: 

C88003G 

iFlash – Mycoplasma Pn.IgM: 

C88003M 

iFlash – Chlamydia Pn.IgG: 

C88013G 

iFlash – Chlamydia Pn.IgM: 

C88014M 

 

Class-B 

 

Shelf life:  
iFlash – Mycoplasma Pn.IgG: 

12 Months 

iFlash – Mycoplasma Pn.IgM: 

12 Months 

iFlash – Chlamydia Pn.IgG: 

12 Months 

iFlash – Chlamydia Pn.IgM: 

12 Months 

 

Storage Conditions:  
iFlash – Mycoplasma Pn.IgG: 

2 - 8ºC 

iFlash – Mycoplasma Pn.IgM: 

2 - 8ºC 

iFlash – Chlamydia Pn.IgG: 

2 - 8ºC 

iFlash – Chlamydia Pn.IgM: 

2 - 8ºC 

 

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices and 

name of the device 

1430.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

Brand name:  

iFlash – Autoimmune Diabetes 

 

Generic Name: 

iFlash – GADA 

iFlash – IAA 

iFlash – IA-2A 

iFlash – ICA 

iFlash – ZnT8A 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash – GADA: C89047G 

Approved 
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Fee: PKR 25,000/- 

Slip # 097426310 

Dated: 04-11-2022 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

iFlash – IAA: C89048G 

iFlash – IA-2A: C89049G 

iFlash – ICA: C89050G 

iFlash – ZnT8A: C89051G 

 

Class-B 

 

Shelf life:  
iFlash – GADA: 18 Months 

iFlash – IAA: 18 Months 

iFlash – IA-2A: 12 Months 

iFlash – ICA: 18 Months 

iFlash – ZnT8A: 12 Months 

 

Storage Conditions: 2 - 8ºC 

iFlash – GADA: 2 - 8ºC 

iFlash – IAA: 2 - 8ºC 

iFlash – IA-2A: 2 - 8ºC 

iFlash – ICA: 2 - 8ºC 

iFlash – ZnT8A: 2 - 8ºC 

 

1431.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 6917142603 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

ISO 13485 certificate validity: 

09-06-2025 

LOA validity: 31-Dec-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – Antiphospholipid Syndrome 

 

Generic Name: 

iFlash-Cardiolipin IgG  

iFlash-Cardiolipin IgM  

iFlash-Cardiolipin IgA  

iFlash-Anti-Cardiolipin  

iFlash-β2-Glycoprotein I IgG  

iFlash-β2-Glycoprotein I IgM  

iFlash-β2-Glycoprotein I IgA  

iFlash-Anti-β2-Glycoprotein  

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-Cardiolipin IgG: C89005G  

iFlash-Cardiolipin IgM: 

C89018M 
iFlash-Cardiolipin IgA: 

C89040A  
iFlash-Anti-Cardiolipin: 

C890322 
iFlash-β2-Glycoprotein I IgG: 

C89006G  
iFlash-β2-Glycoprotein I IgM: 

C89052M  
iFlash-β2-Glycoprotein I IgA: 

C89052A 
iFlash-Anti-β2-Glycoprotein: 

C89027Z 

 

Class-B 

 

 

Shelf life:  
iFlash-Cardiolipin IgG:: 12 Months 

iFlash-Cardiolipin IgM: 

Approved 
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12 Months 
iFlash-Cardiolipin IgA: 

12 Months 
iFlash-Anti-Cardiolipin: 

18 Months 
iFlash-β2-Glycoprotein I IgG: 

12 Months 

iFlash-β2-Glycoprotein I IgM: 

12 Months 

iFlash-β2-Glycoprotein I IgA: 

12 Months 

iFlash-Anti-β2-Glycoprotein: 

12 Months 

 

Storage Conditions:  

iFlash-Cardiolipin IgG:  

2 - 8ºC  
iFlash-Cardiolipin IgM:  

2 - 8ºC  
iFlash-Cardiolipin IgA: 

 2 - 8ºC  
iFlash-Anti-Cardiolipin:  

2 - 8ºC  
iFlash-β2-Glycoprotein I IgG: 2 - 8ºC  

iFlash-β2-Glycoprotein I IgM: 2 - 

8ºC  
iFlash-β2-Glycoprotein I IgA: 2 - 8ºC  

iFlash-Anti-β2-Glycoprotein: 2 - 8ºC  

 

 

1432.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 4065141048 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – Thyroid 

 

Generic Name: 

iFlash-T4  

iFlash-FT4 

iFlash-T3  

iFlash-FT3  

iFlash-TSH  

iFlash-Tg  

iFlash-Anti-Tg  

iFlash-Anti-TPO  

iFlash-Anti-TSHR 

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-T4: C86026 

iFlash-FT4: C86017 

iFlash-T3: C86025 

iFlash-FT3: C86018 

iFlash-TSH: C86016 

iFlash-Tg : C86027 

iFlash-Anti-Tg: C89003G  

iFlash-Anti-TPO: C89004G 

iFlash-Anti-TSHR: C86049 

 

Class-B 

 

Approved 
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Shelf life:  
iFlash-T4: 12 Months 

iFlash-FT4: 12 Months 

iFlash-T3: 12 Months  

iFlash-FT3: 12 Months  

iFlash-TSH: 12 Months  

iFlash-Tg: 12 Months  

iFlash-Anti-Tg: 12 Months  

iFlash-Anti-TPO: 12 Months  

iFlash-Anti-TSHR: 12 Months 

 

Storage Conditions: 

iFlash-T4: 2 - 8ºC  

iFlash-FT4: 2 - 8ºC 

iFlash-T3: 2 - 8ºC  

iFlash-FT3: 2 - 8ºC  

iFlash-TSH: 2 - 8ºC  

iFlash-Tg: 2 - 8ºC  

iFlash-Anti-Tg: 2 - 8ºC  

iFlash-Anti-TPO: 2 - 8ºC  

iFlash-Anti-TSHR: 2 - 8ºC 

1433.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 981712669 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – Vascular Diagnostics 

 

Generic Name: 

iFlash-MPO IgG  

iFlash-PR3 IgG  

iFlash-GBM IgG  

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-MPO IgG: C89001G 

iFlash-PR3 IgG: C8901GG  

iFlash-GBM IgG: C89002G  

 

Class-B 

 

Shelf life:  
iFlash-MPO IgG 12 Months 

iFlash-PR3 IgG: 12 Months 

iFlash-GBM IgG: 12 Months  

 

Storage Conditions: 

iFlash-MPO IgG 2 - 8ºC  

iFlash-PR3 IgG:: 2 - 8ºC 

iFlash-GBM IgG: 2 - 8ºC  

 

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices and 

name of the device 

1434.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

Brand name:  

iFlash – Rheumatoid Arthritis 

 

Generic Name: 

iFlash-RF IgG  

iFlash-RF IgM  

iFlash-RF  

iFlash-Anti-CCP  

iFlash-RA33 IgG  

 

Models/ Specification  

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices and 

name of the device 
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Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 02220450603 

Dated: 04-11-2022 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

(as per Free sale certificate):  

iFlash-RF IgG: C89035G  

iFlash-RF IgM: C89036M  

iFlash-RF: C890382  

iFlash-Anti-CCP: C89017G  

iFlash-RA33 IgG: C89026G  

 

Class-B 

 

Shelf life:  
iFlash-RF IgG: 12 Months 

iFlash-RF IgM: 12 Months 

iFlash-RF: 12 Months  

iFlash-Anti-CCP: 12 Months  

iFlash-RA33 IgG: 12 Months  

 

Storage Conditions: 

iFlash-RF IgG: 2 - 8ºC  

iFlash-RF IgM: 2 - 8ºC 

iFlash-RF: 2 - 8ºC  

iFlash-Anti-CCP: 2 - 8ºC 

iFlash-RA33 IgG: 2 - 8ºC 

 

1435.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 15708213 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

CE Mark validity: N/A 

Brand name:  

iFlash – Autoimmune Liver 

 

Generic Name: 

iFlash-AMA-M2  

iFlash-SMA IgG  

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-AMA-M2: C89021G 

iFlash-SMA IgG: C88046G 

 

Class-B 

 

Shelf life:  
iFlash-AMA-M2: 12 Months 

iFlash-SMA IgG: 12 Months 

 

Storage Conditions: 

iFlash-AMA-M22 - 8ºC  

iFlash-SMA IgG: 2 - 8ºC 

 

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices and 

name of the device 

1436.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

FSC country of origin 

validity: 29-03-2025 

 

Brand name:  

iFlash – Connective Tissue 

 

Generic Name: 

iFlash-ANA  

iFlash-dsDNA IgG  

iFlash-Sm IgG  

iFlash-SS-A IgG  

iFlash-SS-B IgG  

iFlash-RNP70 IgG  

iFlash-Jo-1 IgG  

iFlash-Scl-70 IgG  

 

Deferred for the 

submission of 

justification of 

Classification and 

grouping of appied 

medical devices and 

name of the device 
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Fee: PKR 25,000/- 

Slip # 15076512220 

Dated: 04-11-2022 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

ISO 13485 certificate validity: 

09-06-2025 

CE Mark validity: N/A 

Models/ Specification  

(as per Free sale certificate):  

iFlash-ANA: C89033G  

iFlash-dsDNA IgG: C89015G  

iFlash-Sm IgG: C89010G  

iFlash-SS-A IgG: C89011G  

iFlash-SS-B IgG: C89012G  

iFlash-RNP70 IgG: C89045G  

iFlash-Jo-1 IgG: C89014G  

iFlash-Scl-70 IgG: C89013G  

 

Class-B 

 

Shelf life:  
iFlash-ANA: 12 Months 

iFlash-dsDNA IgG:  

12 Months 

iFlash-Sm IgG: 12 Months  

iFlash-SS-A IgG: 12 Months  

iFlash-SS-B IgG: 12 Months  

iFlash-RNP70 IgG: 12 Months  

iFlash-Jo-1 IgG : 12 Months 

iFlash-Scl-70 IgG: 12 Months  

 

Storage Conditions: 

iFlash-ANA: 2 - 8ºC  

iFlash-dsDNA IgG: 2 - 8ºC  

iFlash-Sm IgG: 2 - 8ºC  

iFlash-SS-A IgG: 2 - 8ºC  

iFlash-SS-B IgG: 2 - 8ºC  

iFlash-RNP70 IgG: 2 - 8ºC  

iFlash-Jo-1 IgG: 2 - 8ºC  

iFlash-Scl-70 IgG: 2 - 8ºC  

1437.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

 

Fee: PKR 25,000/- 

Slip # 58576249 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

FSC RRA validity: N/A 

CE Mark validity: N/A 

Brand name:  

iFlash – HIV  

 

Generic Name: 

iFlash – HIV Combo 

 

Models/ Specification  

(as per Free sale certificate):  

C86100, C88051 

 

Class-B 

 

Shelf life: 12 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Deferred for the 

submission of FSC of 

any SRA country or 

CE certificate, 

justification of 

Classification of 

appied medical 

device 

1438.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Brand name:  

iFlash – Hepatitis C  

 

Generic Name: 

iFlash – Anti -HCV 

 

Models/ Specification  

(as per Free sale certificate):  

Deferred for the 

submission of FSC of 

any SRA country or 

CE certificate, 

justification of 

Classification of 

appied medical 

device 
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Karachi 

ELI-00160 

 

Date of R& I  

15-11-2022 

Fee: PKR 25,000/- 

Slip # 58576249 

Dated: 04-11-2022 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity: N/A 

CE Mark validity: N/A 

C88050, C86099 

 

Class-B 

 

Shelf life: 12 Months 

Storage Conditions: 2 - 8ºC 

 

 

1439.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 76175513779 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

Documents submitted: 

LOA validity: 31-Dec-2025 

 

ISO 13485 certificate validity: 

09-06-2025 

FSC country of origin 

validity: 29-03-2025 

 

FSC RRA validity: N/A 

CE Mark validity: N/A 

Brand name:  

iFlash – Hepatitis B  

 

Generic Name: 

iFlash – Anti HBsAg 

iFlash – Anti-HBs 

iFlash – HbeAg 

iFlash – Anti-HBe 

iFlash – Anti-HBc 

 

Models/ Specification  

(as per Free sale certificate):  

 

iFlash – Anti HBsAg: 

C86101, C88044 

iFlash – Anti-HBs: 

C86102, C88045 

iFlash – HbeAg: 

C86103, C88046 

iFlash – Anti-HBe: 

C86104, C88047 

iFlash – Anti-HBc: 

C86105, C88048 

Class-B 

 

Shelf life:  
iFlash – Anti HBsAg: 12 Months 

iFlash – Anti-HBs: 12 Months 

iFlash – HbeAg: 12 Months 

iFlash – Anti-HBe: 12 Months 

iFlash – Anti-HBc: 12 Months 

 

Storage Conditions: 

iFlash – Anti HBsAg: 2 - 8ºC 

iFlash – Anti-HBs: 2 - 8ºC 

iFlash – HbeAg: 2 - 8ºC 

iFlash – Anti-HBe: 2 - 8ºC 

iFlash – Anti-HBc: 2 - 8ºC 

 

Deferred for the 

submission of FSC of 

any SRA country or 

CE certificate, 

justification of 

Classification and 

grouping of appied 

medical devices 

1440.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

ISO 13485 certificate validity: 

Brand name:  

iFlash - Covid 

 

Generic Name: 

iFlash – SARS-CoV-2 (2019-nCoV) 

IgG 

iFlash – SARS-CoV-2 (2019-nCoV)  

 

Models/ Specification  

Deferred for the 

submission of FSC of 

any SRA country or 

CE certificate, 

justification of 

Classification and 

grouping of appied 

medical devices 
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ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 677013223 

Dated: 04-11-2022 

09-06-2025 

 

CE Mark validity: N/A 

(as per Free sale certificate):  

 

iFlash – SARS-CoV-2 (2019-nCoV) 

IgG – C86095G 

iFlash – SARS-CoV-2 (2019-nCoV)  

- C86095M 

 

Class-B 

 

LOA validity: 31-Dec-2025 

 

Shelf life:  

iFlash – SARS-CoV-2 (2019-nCoV) 

IgG – 12 Months 

iFlash – SARS-CoV-2 (2019-nCoV)  

- 12 Months 

Storage Conditions:  
iFlash – SARS-CoV-2 (2019-nCoV) 

IgG:  2 - 8ºC 

iFlash – SARS-CoV-2 (2019-nCoV) 

IgM: 2 - 8ºC 

 

FSC country of origin validity: 29-

03-2025 

 

FSC RRA validity: N/A 

1441.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 250898466516 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

ISO 13485 certificate validity: 

09-06-2025 

 

CE Mark validity: N/A 

Brand name:  

iFlash – Tumor Marker 

 

Generic Name: 

iFlash-AFP  

iFlash-PG I (Pepsinogen I)  

iFlash-PG II (Pepsinogen II)  

iFlash-CEA  

iFlash-CA 125  

iFlash-CA 15-3  

iFlash-CA 19-9  

iFlash-Free PSA  

iFlash-Total PSA  

iFlash-CYFRA 21-1  

iFlash-NSE  

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-AFP: C86003 

iFlash-PG I (Pepsinogen I): 

C86040  
iFlash-PG II (Pepsinogen II) : 

C86041 
iFlash-CEA: C86004 

iFlash-CA 125 : C86005 

iFlash-CA 15-3: C86006 

iFlash-CA 19-9 : C86007 

iFlash-Free PSA: C86001 

iFlash-Total PSA: C86000 

iFlash-CYFRA 21-1: C86028 

iFlash-NSE: C86029 

 

Approved subject to 

submission of 

justification of 

classification and 

grouping of applied 

products 
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Class-B 

 

LOA validity: 31-Dec-2025 

 

Shelf life:  
iFlash-AFP: 12 Months 

iFlash-PG I (Pepsinogen I): 

12 Months  
iFlash-PG II (Pepsinogen II) : 

12 Months  
iFlash-CEA: 12 Months 

iFlash-CA 125 : 12 Months 

iFlash-CA 15-3: 12 Months 

iFlash-CA 19-9 : 12 Months 

iFlash-Free PSA: 12 Months 

iFlash-Total PSA: 12 Months 

iFlash-CYFRA 21-1: 12 Months 

iFlash-NSE: 12 Months 

 

Storage Conditions: 

iFlash-AFP: 2 - 8ºC 

iFlash-PG I (Pepsinogen I) : 2 - 8ºC  

iFlash-PG II (Pepsinogen II) : 2 - 8ºC 

iFlash-CEA : 2 - 8ºC 

iFlash-CA 125: 2 - 8ºC 

iFlash-CA 15-3: 2 - 8ºC  

iFlash-CA 19-9: 2 - 8ºC  

iFlash-Free PSA: 2 - 8ºC  

iFlash-Total PSA: 2 - 8ºC  

iFlash-CYFRA 21-1: 2 - 8ºC  

iFlash-NSE: 2 - 8ºC  

 

FSC country of origin validity: 29-

03-2025 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

1442.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 083800539003 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

ISO 13485 certificate validity: 

09-06-2025 

 

CE Mark validity: N/A 

Brand name:  

iFlash – Metabolism  

 

Generic Name: 

iFlash – Insulin 

iFlash – C-Peptide 

iFlash – Adiponectin 

iFlash – ACTH 

iFlash – Cortisol 

 

Models/ Specification  

(as per Free sale certificate):  

 

iFlash – Insulin: C86036 

iFlash – C-Peptide: C86037 

iFlash – Adiponectin: C86051 

iFlash – ACTH: C86035 

iFlash – Cortisol: C86034 

 

LOA validity: 31-Dec-2025 

 

Approved subject to 

submission of Class 

of applied prodcuct 
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Shelf life:  
iFlash – Insulin: 12 Months 

iFlash – C-Peptide: 12 Months 

iFlash – Adiponectin: 12 Months 

iFlash – ACTH: 12 Months 

iFlash – Cortisol: 12 Months 

 

Storage Conditions: 

iFlash – Insulin: 2 - 8ºC 

iFlash – C-Peptide: 2 - 8ºC 

iFlash – Adiponectin: 2 - 8ºC 

iFlash – ACTH: 2 - 8ºC 

iFlash – Cortisol: 2 - 8ºC 

 

FSC country of origin validity: 29-

03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

1443.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 090782264678 

Dated: 04-11-2022 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

ISO 13485 certificate validity: 

09-06-2025 

 

CE Mark validity: N/A 

Brand name:  

iFlash – Fertility 

 

Generic Name: 

iFlash-HCG 

iFlash-AMH  

iFlash-Inhibin B  

iFlash-Progesterone  

iFlash-Testosterone  

iFlash-LH  

iFlash-FSH  

iFlash-Prolactin  

iFlash-E2  

iFlash-PAPP-A  

iFlash-Inhibin A  

iFlash-free βhCG  

iFlash-Unconjugated Estriol 

iFlash-DHEA-S 

  

Models/ Specification  

(as per Free sale certificate):  

iFlash-HCG: C86012 

iFlash-AMH: C86002  

iFlash-Inhibin B: C86024  

iFlash-Progesterone: C86030  

iFlash-Testosterone: C86031  

iFlash-LH: C86010  

iFlash-FSH: C86011  

iFlash-Prolactin: C86013  

iFlash-E2: C86032  

iFlash-PAPP-A: C86042  

iFlash-Inhibin A: C86044  

iFlash-free βhCG: C86050  

iFlash-Unconjugated Estriol: C86043 

iFlash-DHEA-S: C86033 

 

Class-B 

 

Approved 
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LOA validity: 31-Dec-2025 

 

Shelf life:  
iFlash-HCG: 12 Months 

iFlash-AMH: 12 Months  

iFlash-Inhibin B: 12 Months  

iFlash-Progesterone: 12 Months  

iFlash-Testosterone: 12 Months 

iFlash-LH: 12 Months 

iFlash-FSH: 12 Months  

iFlash-Prolactin: 12 Months  

iFlash-E2: 12 Months  

iFlash-PAPP-A: 12 Months  

iFlash-Inhibin A: 12 Months  

iFlash-free βhCG: 12 Months  

iFlash-Unconjugated Estriol: 12 

Months 
iFlash-DHEA-S: 12 Months 

 

Storage Conditions: 

iFlash-HCG: 2 - 8ºC 

iFlash-AMH: 2 - 8ºC  

iFlash-Inhibin B: 2 - 8ºC  

iFlash-Progesterone: 2 - 8ºC  

iFlash-Testosterone: 2 - 8ºC  

iFlash-LH: 2 - 8ºC  

iFlash-FSH: 2 - 8ºC  

iFlash-Prolactin: 2 - 8ºC  

iFlash-E2: 2 - 8ºC  

iFlash-PAPP-A: 2 - 8ºC  

iFlash-Inhibin A: 2 - 8ºC  

iFlash-free βhCG: 2 - 8ºC  

iFlash-Unconjugated Estriol:  

2 - 8ºC 
iFlash-DHEA-S: 2 - 8ºC 

 

FSC country of origin validity: 29-

03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

1444.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

11-11-2022 

 

Fee: PKR 25,000/- 

Slip # 60665812 

Legal Manufacturer 

SHENZHEN YHLO BIOTECH 

CO., LTD. Building 1, YHLO 

Biopark, Baolong 2nd Road, 

Baolong Subdistrict, Longgang 

District, Shenzhen, Guangdong 

518116 China 

 

ISO 13485 certificate validity: 

09-06-2025 

 

CE Mark validity: N/A 

Brand name:  

iFlash – EBV  

 

Generic Name: 

iFlash-EB NA IgG  

iFlash-EB NA IgA  

iFlash-EB VCA IgG  

iFlash-EB VCA IgM  

iFlash-EB VCA IgA  

iFlash-EB EA IgM  

 

Models/ Specification  

(as per Free sale certificate):  

iFlash-EB NA IgG: C88008G 

iFlash-EB NA IgA: C88012A  

iFlash-EB VCA IgG: C88006G  

Approved subject to 

submission of  class 

of the applied 

prodcucts and 

justification of 

grouping medical 

devices applied 
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Dated: 04-11-2022 iFlash-EB VCA IgM: C88007M 

iFlash-EB VCA IgA: C88011A  

iFlash-EB EA IgM: C88009M  

 

LOA validity: 31-Dec-2025 

 

Shelf life:  
iFlash-EB NA IgG:  

12 Months  
iFlash-EB NA IgA:  

12 Months   
iFlash-EB VCA IgG:  

12 Months   
iFlash-EB VCA IgM:  

12 Months  
iFlash-EB VCA IgA :  

12 Months  
iFlash-EB EA IgM:  

12 Months  
  

Storage Conditions: 

iFlash-EB NA IgG: 2 - 8ºC  

iFlash-EB NA IgA: 2 - 8ºC  

iFlash-EB VCA IgG: 2 - 8ºC  

iFlash-EB VCA IgM: 2 - 8ºC  

iFlash-EB VCA IgA: 2 - 8ºC  

iFlash-EB EA IgM: 2 - 8ºC  

 

FSC country of origin validity: 29-

03-2025 

 

FSC RRA validity:  

Date of Issue: 07-08-2023 

(Australian FSC) 

1445.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

13-12-2024 

 

Fee: PKR 31,000/- 

Slip # 9888440025 

Dated: 09-12-2024 

Diagnostic Stago S.A.S. 3 Allée 

Thérés - 92600 Asnières sur 

Seine France. 

 Document Submitted. 

ISO 13485 certificate validity: 

23-05-2025 

LOA validity: 31-Dec-2025 

FSC country of origin 

validity:  

Date of Issue: 24-May-2024 

FSC RRA validity: N/A 

CE Mark validity:  

25-04-2027 

STA – Liquid Fib 

 

Generic Name: 

In-Vitro Diagnostic Reagent (12 x 

4ml Vials) 

 

Models/ Specification  

(as per Free sale certificate):  

00673 

 

Class-B 

 

Shelf life: 24 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1446.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Document Submitted. 

ISO 13485 certificate validity: 

27-07-2026 

Brand name:  

Rheumatoid Factor 

 

Generic Name: 

In-Vitro Diagnostic Reagent 

(R1: 1 x 26ml) 

(R2: 1 x 7ml) 

Approved subject to 

submission of Brand 

name 
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Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

04-11-2024 

 

Fee: PKR 31,000/- 

Slip #78701095031 

Dated: 01-11-2024 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  

Date of Issue: 06-June-2024 

 

 

Models/ Specification  

(as per Free sale certificate):  

RHFA-M130 

 

Class-B 

 

 

Shelf life: 60 Months 

Storage Conditions: 2 - 8ºC 

 

 

1447.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

04-11-2024 

 

Fee: PKR 31,000/- 

Slip #5437764924 

Dated: 01-11-2024 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Document Submitted. 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

HbA1c Enzymatic 

 

Generic Name: 

In-Vitro Diagnostic Reagent 

(R1: 1 x 26ml) 

(R2: 1 x 13ml) 

(R3: 2 x 53ml)  

 

Models/ Specification  

(as per Free sale certificate):  

HBAE-M130 

 

Class-B 

 

Shelf life: 15 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Approved subject to 

submission of Brand 

name 

1448.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

04-11-2024 

 

Fee: PKR 31,000/- 

Slip #73705674315 

Dated: 01-11-2024 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Document Submitted. 

LOA validity: 29-July-2027 

 

ISO 13485 certificate validity: 

27-07-2026 

 

FSC country of origin 

validity:  

Date of Issue: 06-June-2024 

 

Brand name:  

CRP IP 

 

Generic Name: 

In-Vitro Diagnostic Reagent 

(R1: 2 x 26ml) 

(R2: 1 x 9ml)  

 

Models/ Specification  

(as per Free sale certificate):  

ICRP-M230 

 

Class-B 

 

Shelf life: 60 Months 

Storage Conditions: 2 - 8ºC 

 

 

Approved subject to 

submission of 

justification of class 

of the product and 

brand name of 

product 

1449.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

Brand name:  

VITROS Immunodiagnostic Total 

Thyroid Controls 

Generic Name: 

Multiple thyroid marker IVD, Control  

(Control x 03 set) 

Models/ Specification  

(as per Free sale certificate):  

Approved 
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Karachi 

ELI-00160 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip # 9146614080 

Dated: 30-07-2024 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

1410646 

 

Class-B 

 

Shelf life: 52 weeks 

Storage Conditions: 2 - 8ºC 

 

 

 

1450.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #71276833438 

Dated: 30-07-2024 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

FSC RRA validity: N/A 

Brand name:  

VITROS Immunodiagnostic Insulin 

Reagent & Calibrator 

 

Generic Name: 

Chemiluminescent immunoassay 

(Reagent x 01 set) 

(Calibrator x 01 set) 

 

Models/ Specification  

(as per Free sale certificate):  

Reagent: 6844425 

Calibrator: 6844426 

 

Class-B 

 

Shelf life: 

Reagent: 52 weeks 

Calibrator: 69 weeks 

Storage Conditions:  

Reagent: 2 - 8ºC 

Calibrator: 2 - 8ºC 

 

Approved 

1451.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #9885221493 

Dated: 30-07-2024 

Legal Manufacturer: Clinical 

Diagnostics Felindre Meadows, 

Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

Brand name:  

VITROS Immunodiagnostic TSH 

Calibrator 

 

Generic Name: 

Chemiluminescent immunoassay 

(Calibrator x 01 set) 

 

Models/ Specification  

(as per Free sale certificate):  

1487289 

 

Class-B 

 

Shelf life: 52 Weeks 

Storage Conditions: 2 - 8ºC 

 

 

Approved 

1452.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

Brand name:  

VITROS Immunodiagnostic 

Testosterone Control 

 

Generic Name: 

Chemiluminescent immunoassay 

(Control x 03 set) 

 

Approved 
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Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #7073485214 

Dated: 30-07-2024 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

Models/ Specification  

(as per Free sale certificate):  

6800660 

 

Class-B 

 

 

Shelf life: 52 Weeks 

 

Storage Conditions: 2 - 8ºC 

 

1453.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip # 59700497 

Dated: 30-07-2024 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

Brand name:  

VITROS Immunodiagnostic  

IL - 6 Reagent, Calibrator & Control 

 

Generic Name: 

Chemiluminescent immunoassay 

(Reagent x 01 set) 

(Calibrator x 02 set) 

(Control x 02 set) 

Models/ Specification  

(as per Free sale certificate):  

Reagent: 6199971 

Calibrator: 6199972 

Control: 6199973 

 

Class-B 

 

Shelf life: 

Reagent: 26 weeks 

Calibrator: 26 weeks 

Control: 26 weeks 

Storage Conditions:  

Reagent: 2 - 8ºC 

Calibrator: ≤ -20°C 

Control: ≤ -20°C 

 

Approved 

1454.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #118520248356 

Dated: 30-07-2024 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

Brand name: VITROS 

Immunodiagnostic  

C-Peptide Reagent & Calibrators 

Generic Name: 

Chemiluminescent immunoassay 

(Reagent x 01 set) 

(Calibrator x 03 set) 

 

Models/ Specification  

(as per Free sale certificate):  

Reagent: 6844423 

Calibrator: 6844424 

 

Class-B 

 

Shelf life: 

Reagent: 52 weeks 

Calibrator: 156 weeks 

 

Storage Conditions:  

Reagent: 2 - 8ºC 

Approved 
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Calibrator: 2 - 8ºC 

 

1455.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

07-08-2024 

 

Fee: PKR 25,000/- 

Slip #1186875033 

Dated: 30-07-2024 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity:  
Date of Issue: 26-May-2025 

 

Brand name: VITROS 

Immunodiagnostic  

T3 Uptake Reagent & Calibrators 

 

Generic Name: 

Chemiluminescent immunoassay 

(Reagent x 01 set) 

(Calibrator x 03 set) 

 

Models/ Specification  

(as per Free sale certificate):  

Reagent: 1471481 

Calibrator: 1209733 

 

Class-B 

 

Shelf life: Reagent: 36 weeks 

Calibrator: 36 weeks 

 

Storage Conditions:  

Reagent: 2 - 8ºC 

Calibrator: 2 - 8ºC 

Approved 

1456.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

27-11-2023 

 

Fee: PKR 25,000/- 

Slip #90759773 

Dated: 16-11-2023 

Microgenics Corporation  

46500 Kato Road  

Fremont, CA 94538 USA 

Phone: 510-979-5000 

Fax: 510-979-5002 

Document Submitted. 

LOA validity: 31-Dec-2024 

 

 

ISO 13485 certificate validity: 

29-11-2024 

FSC country of origin 

validity: 13-08-2025 

 

Brand name:  

MAS Urichem TRAK 

 

Generic Name: 

Liquid Assayed Urine Control 

 

Models/ Specification  

(as per Free sale certificate):  

UR11001, UR22002 

 

Class-B 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Deferred for the 

submission of valid 

& notarized LoA 

1457.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip # 85264317333 

Dated: 15-11-2022 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

 

ISO 13485 certificate validity: 

17-09-2026 

LOA validity: 12-June-2025 

FSC country of origin 

validity: 26-05-2025 

 

Brand name:  

Ortho – Hepatitis A Calibrator & 

Control 

 

Generic Name: 

A -HAV Total Cal 

A - HAV Total Control 

A - HAV IGM Cal 

A – HAV IGM Control  

 

Models/ Specification  

(as per Free sale certificate):  

A -HAV Total Cal - 6801462 

A - HAV Total Control - 6801463 

A - HAV IGM Cal - 1372101 

A – HAV IGM Control - 6800835 

 

Approved subject to 

submission of 

justification of Class 

and grouping of 

medicald devices 

applied 
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Class-B 

 

Shelf life:  
A -HAV Total Cal: 32 weeks 

A - HAV Total Control: 

32 weeks 
A - HAV IGM Cal: 52 weeks 

A – HAV IGM Control: 

52 weeks 
 

Storage Conditions: 2 - 8ºC 

 

1458.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip # 242213104 

Dated: 15-11-2022 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

FSC country of origin 

validity: 26-05-2025 

 

Brand name:  

Ortho – Hepatitis A  

 

Generic Name: 

ECi A -HAV Total 

ECi A - HAV IGM 

 

Models/ Specification  

(as per Free sale certificate):  

ECi A -HAV Total - 8450124 

ECi A - HAV IGM - 6801461 

 

Class-B 

 

Shelf life:  
ECi A -HAV Total – 32 Weeks 

ECi A - HAV IGM - 52 Weeks 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of 

justification of Class 

and grouping of 

medicald devices 

applied 

1459.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip # 5518110663 

Dated: 15-11-2022 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

 

FSC country of origin 

validity: 26-05-2025 

 

 

Brand name:  

Ortho-25 OH Vitamin D Total 

 

Generic Name: 

25OH Vitamin D Total 

(Bone Metabolism) – Multiple form 

25-hydroxy vitamin D IVD Kit, 

chemiluminescent immunoassay 

 

Models/ Specification  

(as per Free sale certificate):  

6842894 

 

Class-B 

 

Shelf life: 46 weeks 

Storage Conditions: 2 - 8ºC 

 

Approved 

1460.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

 

ISO 13485 certificate validity: 

17-09-2026 

Brand name:  

Ortho-25 OH Vitamin D Total 

Calibrator 

 

Generic Name: 

25OH Vitamin D Total Calibrator – 

Multiple form 25-hydroxy vitamin D 

Approved 
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Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip #82859553645 

Dated: 15-11-2022 

LOA validity: 12-June-2025 

FSC country of origin 

validity: 26-05-2025 

 

 

IVD Kit, chemiluminescent 

immunoassay 

 

Models/ Specification  

(as per Free sale certificate):  

6842893 

 

Class-B 

 

Shelf life: 46 weeks 

Storage Conditions: 2 - 8ºC 

 

1461.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip #71782361435 

Dated: 15-11-2022 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

 

FSC country of origin 

validity: 26-05-2025 

 

Brand name:  

Ortho – Thyroid Profile Calibrator 

 

Generic Name: 

TSH3 Calibrator 

FreeT3 Calibrator 

Free T4 Calibrator 

Total T3 Calibrator 

Total T4 Calibrator 

 

Models/ Specification  

(as per Free sale certificate):  

TSH3 Calibrator - 6844467 

FreeT3 Calibrator - 1112820 

Free T4 Calibrator - 1728872 

Total T3 Calibrator - 1614965  

Total T4 Calibrator - 1393396  

 

Class-B 

 

Shelf life:  
TSH3 Calibrator: 42 weeks 

FreeT3 Calibrator: 52 weeks 

Free T4 Calibrator: 52 weeks 

Total T3 Calibrator: 52 weeks 

Total T4 Calibrator: 52 weeks  

 

Storage Conditions:  
TSH3 Calibrator: ≤-20ºC 

FreeT3 Calibrator: 2 - 8ºC 

Free T4 Calibrator: 2 - 8ºC 

Total T3 Calibrator: 2 - 8ºC 

Total T4 Calibrator: 2 - 8ºC 

 

Approved 

1462.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

 

FSC country of origin 

validity: 26-05-2025 

Brand name:  

Ortho – Thyroid Profile  

 

Generic Name: 

TSH3  

FreeT3  

Free T4  

Total T3  

Total T4  

 

Models/ Specification  

(as per Free sale certificate):  

Approved 
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02-12-2022 

 

Fee: PKR 25000/- 

Slip #510672260 

Dated: 15-11-2022 

 TSH3 - 6844466 

FreeT3 - 1315589 

Free T4 - 1387000 

Total T3 - 1322528  

Total T4 - 8744468 

 

Class-B 

 

Shelf life:  
TSH3: 52 weeks 

FreeT3: 52 weeks 

Free T4: 52 weeks 

Total T3: 52 weeks 

Total T4: 52 weeks  

 

Storage Conditions:  
TSH3: 2 - 8ºC 

FreeT3: 2 - 8ºC 

Free T4: 2 - 8ºC 

Total T3: 2 - 8ºC 

Total T4: 2 - 8ºC 

 

1463.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip #040154820816 

Dated: 15-11-2022 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

ISO 13485 certificate validity: 

17-09-2026 

 

FSC country of origin 

validity: 26-05-2025 

 

 

Brand name:  

Ortho – Anemia Calibrator 

 

Generic Name: 

B12 Calibrator bx/1 set  

Folate Cal box/1 set 

Ferritin Cal box/ 3 sets 

 

Models/ Specification  

(as per Free sale certificate):  

B12 Calibrator bx/1 set - 1540525 

Folate Cal box/1 set - 1311075 

Ferritin Cal box/ 3 sets - 1158864 

 

Class-B 

 

 

Shelf life:  
B12 Calibrator bx/1 set:  

48 weeks 
Folate Cal box/1 set: 32 weeks 

Ferritin Cal box/ 3 sets:  

52 weeks 
 

Storage Conditions:  
B12 Calibrator bx/1 set: 2-8°C 

Folate Cal box/1 set: 2-8°C 

Ferritin Cal box/ 3 sets: 2-8°C 

 

Approved 

1464.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Ortho Clinical Diagnostics 

Felindre Meadows, Pencoed  

Bridgend, CF35 5PZ, United 

Kingdom 

Document Submitted. 

LOA validity: 12-June-2025 

 

Brand name:  

Ortho – Anemia  

 

Generic Name: 

B12 100 wells  

Folate 100 wells 

Red Cell Folate 100 wells 

Approved 
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Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

02-12-2022 

 

Fee: PKR 25000/- 

Slip #818918337 

Dated: 15-11-2022 

ISO 13485 certificate validity: 

17-09-2026 

 

FSC country of origin 

validity: 26-05-2025 

 

B12/ Folate RGT PK3/200 test 

Ferritin 100 wells 

 

Models/ Specification  

(as per Free sale certificate):  

B12 100 wells: 1453489  

Folate 100 wells: 1513266 

Red Cell Folate 100 wells:  

1107804 

B12/ Folate RGT PK3/200 test: 

1142561 
Ferritin 100 wells: 8356636 

 

Class-B 

 

 

Shelf life:  
B12 100 wells: 48 weeks  

Folate 100 wells: 36 weeks 

Red Cell Folate 100 wells:  

Folate Lysing Diluent – 52 weeks 

Ascorbate tablet – 103 weeks 

B12/ Folate RGT PK3/200 test: 48 

weeks 
Ferritin 100 wells: 52 weeks 

 

Storage Conditions:  
B12 100 wells: 2-8°C 

Folate 100 wells: 2-8°C 

Red Cell Folate 100 wells:  

2-8°C  
B12/ Folate RGT PK3/200 test: 2-

8°C 
Ferritin 100 wells: 2-8°C 

 

 

1465.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #019585195380 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted. 

LOA validity: 29-July-2027 

ISO 13485 certificate validity: 

27-07-2026 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

Brand name:  

DIRECT TIBC 

 

Generic Name: 

DIRECT TIBC 1x26ml 

DIRECT TIBC 1x9ml 

 

Models/ Specification  

(as per Free sale certificate):  

TIBC-M130 

 

Class-B 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of 

Bramd name 

1466.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Brand name:  

VITAMIN D 

 

Generic Name: 

VITAMIN D 2x21ml 

Approved subject to 

submission of 

Bramd name 
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A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #4438366443 

Dated: 14-02-2022 

Documents Submitted. 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

VITAMIN D 2x5ml 

 

Models/ Specification  

(as per Free sale certificate):  

VITD-0250 

 

Class-B 

 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

1467.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #8664634407 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted. 

LOA validity: 29-July-2027 

 

 

ISO 13485 certificate validity: 

27-07-2026 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

Brand name:  

LIPASE 

 

Generic Name: 

LIPASE 2x8ml 

LIPASE 2x6ml 

 

Models/ Specification  

(as per Free sale certificate):  

LPSL-0250 

 

Class-B 

 

Shelf life: 15 Months 

 

Storage Conditions: 2 - 8ºC 

 

 

Approved subject to 

submission of 

Bramd name 

1468.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #860361779867 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted. 

 

ISO 13485 certificate validity: 

27-07-2026 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

ELECTROLYTES 

 

Generic Name: 

IRON FERENE 2x26ml 

IRON FERENE 2x8ml 

CALCIUM ARSENAZO 4x25ml 

MAGNESIUM XB 4x23ml 

PHOSPHORUS 4x25ml 

 

Models/ Specification  

(as per Free sale certificate):  

IRON FERENE 2x26ml: FEFE-

M230 
IRON FERENE 2x8ml: 

FEFE-M230 
CALCIUM ARSENAZO 4x25ml: 

CALA-M430 
MAGNESIUM XB 4x23ml: 

MGXB-M430 

PHOSPHORUS 4x25ml: 

PHOS-M430 

 

Class-B 

 

LOA validity: 29-July-2027 

 

Approved subject to 

submission of 

Bramd name 
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Shelf life:  
IRON FERENE 2x26ml:  

24 Months 
IRON FERENE 2x8ml: 

24 Months 
CALCIUM ARSENAZO 4x25ml: 24 

Months 
MAGNESIUM XB 4x23ml: 

24 Months 
PHOSPHORUS 4x25ml: 

27 Months 
 

Storage Conditions:  
IRON FERENE 2x26ml:  

2 - 8ºC  

IRON FERENE 2x8ml: 

2 - 8ºC  

CALCIUM ARSENAZO 4x25ml: 2 - 

8ºC  

MAGNESIUM XB 4x23ml: 

2 - 8ºC  

PHOSPHORUS 4x25ml: 

2 - 25ºC  

 

 

1469.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #7159435541 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

Lipid Profile 

 

Generic Name: 

Cholesterol 6x90ml 

HDL Cholesterol 3x22ml 

HDL Cholesterol 1x24ml 

LDL Cholesterol 3x22ml 

LDL Cholesterol 1x24ml 

Triglycerides 6x90ml 

 

Models/ Specification  

(as per Free sale certificate):  

Cholesterol 6x90ml:  

CHSL-M690 

HDL Cholesterol 3x22ml: CHDL-

M330 
HDL Cholesterol 1x24ml: 

CHDL-M330 

LDL Cholesterol 3x22ml: 

CLDL-M330 

LDL Cholesterol 1x24ml: 

CLDL-M330 

Triglycerides 6x90ml: 

TGML-M690 

 

Class-B 

 

Shelf life:  
Cholesterol 6x90ml:  

24 Months 

HDL Cholesterol 3x22ml:  

24 Months 

Approved subject to 

submission of 

Bramd name 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 508 of 578 

 

HDL Cholesterol 1x24ml: 

24 Months 

LDL Cholesterol 3x22ml: 

24 Months 

LDL Cholesterol 1x24ml: 

24 Months 

Triglycerides 6x90ml: 

20 Months 

 

Storage Conditions:  

Cholesterol 6x90ml:  

2 - 8ºC  

HDL Cholesterol 3x22ml:  

2 - 8ºC  

HDL Cholesterol 1x24ml: 

2 - 8ºC  

LDL Cholesterol 3x22ml: 

2 - 8ºC  

LDL Cholesterol 1x24ml: 

2 - 8ºC  

Triglycerides 6x90ml: 

2 - 8ºC  

 

1470.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #239467755 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

Diabetes Profile 

 

Generic Name: 

Glucose HK 4x89ml 

Glucose HK 4x26ml 

Glucose PAP 6x90ml 

Amylase 4x25ml 

 

Models/ Specification  

(as per Free sale certificate):  

Glucose HK 4x89ml:  

GHSL-M490 

Glucose HK 4x26ml: 

GHSL-M490 

Glucose PAP 6x90ml: 

GPSL-M690 

Amylase 4x25ml: 

AMSL-M430 

 

Class-B 

 

LOA validity: 29-July-2027 

 

Shelf life:  
Glucose HK 4x89ml:  

27 Months 

Glucose HK 4x26ml: 

27 Months 

Glucose PAP 6x90ml: 

27 Months 

Amylase 4x25ml: 

24 Months 

 

Storage Conditions:  

Approved subject to 

submission of 

Bramd name 
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Glucose HK 4x89ml:  

2 - 8ºC  

Glucose HK 4x26ml: 

2 - 8ºC  

Glucose PAP 6x90ml: 

2 - 8ºC  

Amylase 4x25ml: 

2 - 8ºC  

 

FSC country of origin validity:  
Date of Issue: 06-June-2024 

 

FSC RRA validity: N/A 

1471.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #1989292439 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

Kidney Profile 

 

Generic Name: 

Albumin 8x25ml 

Creatinine PAP 4x69ml 

Creatinine PAP 4x69ml 

Urine Protein 

Urea 8x25ml 

Urea 8x8ml 

Uric acid 8x25ml 

Total Protein 8x25ml 

 

Models/ Specification  

(as per Free sale certificate):  

Albumin 8x25ml: ALBU-M830 

Creatinine PAP 4x69ml: CRSL-

M490 

Creatinine PAP 4x69ml: 

CRSL-M490 
Urine Protein: PRTU-M230 

Urea 8x25ml: URSL-M830 

Urea 8x8ml: URSL-M831 

Uric acid 8x25ml: AUML-M830 

Total Protein 8x25ml: PROB-M830 

 

Class-B 

 

 

Shelf life:  
Albumin 8x25ml: 27 Months 

Creatinine PAP 4x69ml: 20 Months 

Creatinine PAP 4x69ml: 20 Months 

Urine Protein: 12 Months 

Urea 8x25ml: 24 Months 

Urea 8x8ml: 24 Months 

Uric acid 8x25ml: 16 Months 

Total Protein 8x25ml: 18 Months 

 

Storage Conditions:  

Albumin 8x25ml: 2 - 25ºC  

Creatinine PAP 4x69ml:  

2 - 8ºC  

Creatinine PAP 4x69ml:  

2 - 8ºC  

Approved subject to 

submission of 

Bramd name 
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Urine Protein: 2 - 8ºC  

Urea 8x25ml: 2 - 8ºC  

Urea 8x8ml: 2 - 8ºC  

Uric acid 8x25ml: 2 - 8ºC  

Total Protein 8x25ml: 2 - 8ºC  

 

1472.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-03-2022 

 

Fee: PKR 25,000/- 

Slip #5516215084 

Dated: 14-02-2022 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-June-2024 

 

Brand name:  

Liver Profile 

 

Generic Name: 

ALT/GPT 4x85ml 

ALT/GPT 4x26ml 

ALP/IFCC 8x8.8ml 

ALP/IFCC 4x4.8ml 

AST/GOT 4x85ml 

AST/GOT 4x26ml 

Direct Bilirubin 4x26ml 

Direct Bilirubin 4x8ml 

Total Bilirubin 4x8ml 

Total Bilirubin 4x26ml 

GAMMA-GT 2x26ml 

GAMMA-GT 2x8ml 

 

Models/ Specification  

(as per Free sale certificate):  

ALT/GPT 4x85ml: 

ALSL-M490 

ALT/GPT 4x26ml: 

ALSL-M490 

ALP/IFCC 8x8.8ml:  

ALPI-0230 

ALP/IFCC 4x4.8ml:  

ALPI-0230 

AST/GOT 4x85ml:  

ASSL-M490 

AST/GOT 4x26ml:  

ASSL-M490 

Direct Bilirubin 4x26ml: 

BIDI-M430 

Direct Bilirubin 4x8ml: 

BIDI-M430 

Total Bilirubin 4x8ml: 

BITO-M430 

Total Bilirubin 4x26ml: 

BITO-M430 

GAMMA-GT 2x26ml: 

GISL-M230 

GAMMA-GT 2x8ml: 

GISL-M230 

 

Class-B 

 

 

Shelf life:  
ALT/GPT 4x85ml:18 Months 

ALT/GPT 4x26ml:18 Months 

ALP/IFCC 8x8.8ml: 

18 Months 

Approved subject  to 

submission of Brand 

name 
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ALP/IFCC 4x4.8ml:18 Months 

AST/GOT 4x85ml:18 Months 

AST/GOT 4x26ml:18 Months 

Direct Bilirubin 4x26ml: 

24 Months 
Direct Bilirubin 4x8ml: 

24 Months 
Total Bilirubin 4x8ml: 

24 Months 
Total Bilirubin 4x26ml: 

24 Months 
GAMMA-GT 2x26ml: 

18 Months 
GAMMA-GT 2x8ml: 

18 Months 
 

Storage Conditions:  

ALT/GPT 4x85ml: 2 - 8ºC 

ALT/GPT 4x26ml: 2 - 8ºC 

ALP/IFCC 8x8.8ml: 

2 - 8ºC  

ALP/IFCC 4x4.8ml: 2 - 8ºC 

AST/GOT 4x85ml: 2 - 8ºC 

AST/GOT 4x26ml: 2 - 8ºC 

Direct Bilirubin 4x26ml: 

2 - 8ºC  

Direct Bilirubin 4x8ml: 

2 - 8ºC  

Total Bilirubin 4x8ml: 

2 - 8ºC  

Total Bilirubin 4x26ml: 

2 - 8ºC  

GAMMA-GT 2x26ml: 

2 - 8ºC  

GAMMA-GT 2x8ml: 

2 - 8ºC  

 

1473.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

10-01-2022 

 

Fee: PKR 25,000/- 

Slip #610948064 
Dated: 05-01-2022 

Legal Manufacturer 

Fortress Diagnostic Limited, 

Unit 2C Antrim Technology 

Park, Belfast Road, Antrim 

BT41, 1QS, UK 

 

Documents Submitted: 

 

ISO 13485 certificate validity: 

28-02-2022 

LOA validity: 17-Jan-2023 

 

Brand name:  

HbA1c-Modified Enzymatic Reagent 

 

Generic Name: 

HbA1c-Modified Enzymatic Reagent 

(IVD for HbA1c in human blood) 

(Reagent 01: 1x30ml) 

(Reagent 02: 1x10ml) 

 

Models/ Specification  

(as per Free sale certificate):  

BXC0670A 

 

Class-B 

 

 

Shelf life:  
At Optimum Temperature: 

24 Months 

On board Stability: 06 months 

Storage Conditions: 2 - 8ºC  

Deferred For The 

Submission Of Valid 

And Notarized LoA 

& Valid FSC of UK 

and Brand name of 

product 
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FSC country of origin validity:  
Date of Issue: 01-03-2017 

FSC RRA validity: N/A 

1474.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

10-01-2022 

 

Fee: PKR 25,000/- 

Slip #6429326603 
Dated: 05-01-2022 

Legal Manufacturer 

Fortress Diagnostic Limited, 

Unit 2C Antrim Technology 

Park, Belfast Road, Antrim 

BT41, 1QS, UK 

Documents Submitted: 

 

ISO 13485 certificate validity: 

28-02-2022 

LOA validity: 17-Jan-2023 

 

FSC country of origin 

validity:  
Date of Issue: 01-03-2017 

 

 

Brand name:  

HbA1c-Calibrator Set (2 levels) 

 

Generic Name: 

HbA1c- Calibrator Set  

(Level 01: 2x0.5ml) 

(Level 02: 2x0.5ml) 

 

Models/ Specification  

(as per Free sale certificate):  

BXC0678A 

 

Class-B 

 

Shelf life: 18 months 

 

Storage Conditions: 2 - 8ºC  

 

Deferred For The 

Submission Of Valid 

And Notarized LoA 

& Valid FSC of UK 

and Brand name of 

product 

1475.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

10-01-2022 

 

Fee: PKR 25,000/- 

Slip #2813460301 
Dated: 05-01-2022 

Legal Manufacturer 

Fortress Diagnostic Limited, 

Unit 2C Antrim Technology 

Park, Belfast Road, Antrim 

BT41, 1QS, UK 

Documents Submitted: 

 

ISO 13485 certificate validity: 

28-02-2022 

LOA validity: 17-Jan-2023 

 

FSC country of origin 

validity:  
Date of Issue: 01-03-2017 

 

Brand name:  

HbA1c-Control Set (2 levels) 

 

Generic Name: 

HbA1c- Control Set  

(Level 01: 1x0.5ml) 

(Level 02: 1x0.5ml) 

 

Models/ Specification  

(as per Free sale certificate):  

BXC0669A 

 

Class-B 

 

Shelf life: 24 months 

 

Storage Conditions:  2 - 8ºC  

 

Deferred For The 

Submission Of Valid 

And Notarized LoA 

& Valid FSC of UK 

and Brand name of 

product 

1476.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 25,000/- 

Slip #7448859306 
Dated: 15-06-2021 

Legal Manufacturer 

Diasys Diagnostic System 

GmbH, located at Alte Strasse 

9,65558Holzheim, Germany 

 

Documents Submitted: 

ISO 13485 certificate validity: 

21-11-2022 

LOA validity: 18-Jan-2022 

 

FSC country of origin 

validity:  
Date of Issue: 19-01-2021 

 

Brand name:  

LIPASE DC FS 

 

Generic Name: 

LIPASE DC FS 

(Pack Size:125ml) 

 

Models/ Specification  

(as per Free sale certificate):  

14321 

 

Class-B 

 

Shelf life: 09 months 

 

Storage Conditions:  2 - 8ºC  

 

Deferred For The 

Submission Of Valid 

And Notarizd LoA & 

Valid FSC Of 

Germany 

1477.  M/s Martin Dow Legal Manufacturer Brand name:  Deferred For The 
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Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 25,000/- 

Slip #733653405514 

Dated: 15-06-2021 

Diasys Diagnostic System 

GmbH, located at Alte Strasse 

9,65558Holzheim, Germany 

Documents Submitted: 

 

ISO 13485 certificate validity: 

21-11-2022 

LOA validity: 18-Jan-2022 

 

FSC country of origin 

validity:  
Date of Issue: 19-01-2021 

 

GLUCOSE GLUC-DH FS 

 

Generic Name: 

GLUCOSE GLUC-DH FS 

(Diabetes Profile) 

(Pack Size:260ml) 

 

Models/ Specification  

(as per Free sale certificate):  

12531 

 

Class-B 

 

 

Shelf life: 19 months 

 

Storage Conditions:  2 - 8ºC  

 

Submission Of Valid 

And Notarizd Loa & 

Valid FSC Of 

Germany 

1478.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 25,000/- 

Slip #24073806 

Dated: 15-06-2021 

Legal Manufacturer 

Diasys Diagnostic System 

GmbH, located at Alte Strasse 

9,65558Holzheim, Germany 

Documents Submitted: 

 

ISO 13485 certificate validity: 

21-11-2022 

LOA validity: 18-Jan-2022 

 

FSC country of origin 

validity:  
Date of Issue: 19-01-2021 

 

Brand name:  

CREATININE FS 

 

Generic Name: 

CREATININE FS 

(Kidney Profile) 

(Pack Size:260ml) 

 

Models/ Specification  

(as per Free sale certificate):  

11711 

 

Class-B 

 

Shelf life: 24 months 

 

Storage Conditions:  2 - 8ºC  

 

Deferred For The 

Submission Of Valid 

And Notarizd Loa & 

Valid FSC Of 

Germany 

1479.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

 

Date of R& I  

25-10-2021 

 

Fee: PKR 25,000/- 

Slip #6736961503 

Dated: 15-06-2021 

Legal Manufacturer 

Diasys Diagnostic System 

GmbH, located at Alte Strasse 

9,65558Holzheim, Germany 

Documents Submitted: 

 

ISO 13485 certificate validity: 

21-11-2022 

LOA validity: 18-Jan-2022 

 

FSC country of origin 

validity:  
Date of Issue: 19-01-2021 

 

FSC RRA validity: N/A 

Brand name:  

BILIRUBIN JENDRASSIK GROFF 

 

Generic Name: 

BILIRUBIN JENDRASSIK GROFF 

(Liver Profile) 

(Pack Size:515ml) 

 

Models/ Specification  

(as per Free sale certificate):  

10849 

 

Class-B 

 

 

Shelf life: 37 months 

 

Storage Conditions:15 - 25ºC  

 

Deferred For The 

Submission Of Valid 

And Notarizd Loa & 

Valid FSC Of 

Germany 

1480.  M/s Martin Dow 

Specialties (Pvt) 

Limited  

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Brand name:  

ISE Diluent (Pack Size: 300) 

 

Approved 
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7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-03-2021 

 

Fee: PKR 25,000/- 

Slip #2026459 

Dated: 28-12-2020 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Generic Name: 

ISE Reagent 

 

Models/ Specification  

(as per Free sale certificate):  

ISDI-0250 

 

Class-B 

Shelf life: 18 Months 

 

Storage Conditions:10 - 30ºC  

 

1481.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-03-2021 

 

Fee: PKR 25,000/- 

Slip #2026461 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

ISE Reference Solution 

(Pack Size: 500) 

 

Generic Name: 

ISE Reagent 

 

Models/ Specification  

(as per Free sale certificate):  

ISRS-0800 

 

Class-B 

Shelf life: 18 Months 

 

Storage Conditions:10 - 30ºC  

 

Approved 

1482.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-03-2021 

 

Fee: PKR 25,000/- 

Slip #2026458 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

ISE Calibrator and Control I & II 

(Pack Size: 230) 

 

Generic Name: 

ISE Reagent 

 

Models/ Specification  

(as per Free sale certificate):  

ISCA-0250 

 

Class-B 

 

Shelf life: 24 Months 

 

Storage Conditions:2 - 30ºC  

 

Approved 

1483.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

11-03-2021 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

Brand name:  

ISE Cleaner/Conditioner  

 

Generic Name: 

ISE Cleaning Solution 

 

Models/ Specification  

(as per Free sale certificate):  

ISCC-0280 

 

Class-B 

 

Approved 
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Fee: PKR 25,000/- 

Slip #2026442 

Dated: 28-12-2020 

validity:  
Date of Issue: 06-06-2024 

Shelf life:  
ISE Cleaner: 18 Months 

ISE Conditioner: 24 Months 

 

Storage Conditions:  

ISE Cleaner: 2 - 30ºC  

ISE Conditioner: 2 - 8ºC 

 

1484.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026462 

Dated: 28-12-2020 

 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

LOA validity: 29-July-2027 

 

 

ISO 13485 certificate validity: 

27-07-2026 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

FERRITIN 

 

Generic Name: 

FERRITIN (2x20ml/2x5ml) 

 

Models/ Specification  

(as per Free sale certificate):  

IFRT-0230 

 

Class-B 

 

Shelf life: 02 Years 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1485.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026433 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

VITAMIN D CALIBRATOR AND 

CONTROL SET 

 

Generic Name: 

VITAMIN D CALIBRATOR (5xlml) 

VITAMIN D CONTROL (1x3ml) 

Models/ Specification  

(as per Free sale certificate):  

VITAMIN D CALIBRATOR 

(5xlml): VITD-0043 

VITAMIN D CONTROL (1x3ml): 

VITD-0049 

 

Class-B 

 

Shelf life:  
VITAMIN D CALIBRATOR 

(5xlml): 24 Months 

VITAMIN D CONTROL (1x3ml): 24 

Months 

 

Storage Conditions:  

VITAMIN D CALIBRATOR 

(5xlml): 2 - 8ºC 

VITAMIN D CONTROL (1x3ml): 2 

- 8ºC 

 

Approved subject to 

submission of Brand 

name 

1486.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Brand name:  

RF CALIBRATOR SET AND 

RHEUMATOLOGY CONTROL I & 

II 

 

Approved subject to 

submission of Brand 

name  
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A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026441 

Dated: 28-12-2020 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Generic Name: 

RF CALIBRATOR (2x2ml) 

RHEUMATOLOGY CONTROL I 

(2x1ml) 

RHEUMATOLOGY CONTROL II 

(2x1ml) 

 

Models/ Specification  

(as per Free sale certificate):  

RF CALIBRATOR (2x2ml): 

IRFA-0042 

RHEUMATOLOGY CONTROL I 

(2x1ml): 

IRCT-0046 

RHEUMATOLOGY CONTROL II 

(2x1ml): 

IRCT-0047 

 

Class-B 

Shelf life:  
RF CALIBRATOR (2x2ml): 

30 Months 

RHEUMATOLOGY CONTROL I 

(2x1ml): 

30 Months 

RHEUMATOLOGY CONTROL II 

(2x1ml): 

30 Months 

 

Storage Conditions:  

RF CALIBRATOR (2x2ml): 

2 - 8ºC  
RHEUMATOLOGY CONTROL I 

(2x1ml): 

2 - 8ºC  
RHEUMATOLOGY CONTROL II 

(2x1ml): 

2 - 8ºC 

 

1487.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026446 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Anti-Streptolysin-O 

 

Generic Name: 

Anti-Streptolysin-O 

(2x25ml/ 1x6ml/ 1x1ml) 

 

Models/ Specification  

(as per Free sale certificate):  

ASLO-0250 

 

Class-B 

 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name  

1488.  M/s Martin Dow Legal Manufacturer Brand name:  Approved subject to 
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Specialties (Pvt) 

Limited 7th Floor, 

Nice Trade Orbit 

Building, 44-A&B, 

Block-6, PECHS, 

Razi Road, Shahrah-

e-Faisal, Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026437 

Dated: 28-12-2020 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Protein IP Calibrator Set 

 

Generic Name: 

Protein IP Calibrator Set 

(5 levels x 1ml) 

 

Models/ Specification  

(as per Free sale certificate):  

IPRO-0043 

 

Class-B 

Shelf life: 36 Months 

 

Storage Conditions: 2 - 8ºC 

 

submission of Brand 

name  

1489.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026460 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Vitamin D 

 

Generic Name: 

Vitamin D 

(2x21ml/ 2x5ml ) 

 

Models/ Specification  

(as per Free sale certificate):  

VITD-0250 

 

Class-B 

 

Shelf life: 36 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name  

1490.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026429 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Lactate 

 

Generic Name: 

Lactate 10x10ml 

(1x103ml/ 10x10ml ) 

 

Models/ Specification  

(as per Free sale certificate):  

LACT-0100 

 

Class-B 

 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name  

1491.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

Brand name:  

Rheumatoid Factor 

 

Generic Name: 

Rheumatoid Factor 

(2x20ml/ 2x5ml ) 

 

Models/ Specification  

Approved subject to 

submission of Brand 

name 
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Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026427 

Dated: 28-12-2020 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

(as per Free sale certificate):  

IRFA-0230 

 

Class-B 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 8ºC 

 

1492.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

08-02-2021 

 

Fee: PKR 25,000/- 

Slip #2026431 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Cholinesterase 

 

Generic Name: 

Cholinesterase 16x3ml/4x 1.5ml 

 

Models/ Specification  

(as per Free sale certificate):  

CHES-0053 

 

Class-B 

 

Shelf life: 24 Months 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1493.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026445 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Specific Protein 

 

Generic Name: 

Haptoglobin IP  5ml + 2x25ml 

IGA IP 5ml + 2x25ml,  

IGG IP 5ml + 2x25ml,  

IGM IP 5ml + 2x25ml, Orosomucoid 

IP  5ml + 2x25ml 

Prealbumin IP 5ml +2x25ml 

Transferrin IP 5ml + 5x25ml 

 

Models/ Specification  

(as per Free sale certificate):  

Haptoglobin IP  5ml + 2x25ml: 

IHAP-0400 
IGA IP 5ml + 2x25ml: 

IIGA-0400 
IGG IP 5ml + 2x25ml:  

IIGG-0400 
IGM IP 5ml + 2x25ml:  

IIGM-0400 
Orosomucoid IP 5ml + 2x25ml: 

IORO-0400 
Prealbumin IP 5ml +2x25ml: 

IPAL-0400 
Transferrin IP 5ml + 5x25ml: 

ITRF-0400 

 

Class-B 

 

Shelf life:  

Approved subject to 

submission of Brand 

name  
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Haptoglobin IP  5ml + 2x25ml: 03 

years 
IGA IP 5ml + 2x25ml:  

03 years 
IGG IP 5ml + 2x25ml:  

03 years 
IGM IP 5ml + 2x25ml: 

03 years 

Orosomucoid IP  5ml + 2x25ml: 05 

years 
Prealbumin IP 5ml +2x25ml: 

05 years 

Transferrin IP 5ml + 5x25ml: 

05 years 
 

Storage Conditions:  
Haptoglobin IP  5ml + 2x25ml: 2 - 

8ºC 
IGA IP 5ml + 2x25ml:  

2 - 8ºC  
IGG IP 5ml + 2x25ml:  

2 - 8ºC  
IGM IP 5ml + 2x25ml: 

2 - 8ºC  
Orosomucoid IP  5ml + 2x25ml: 2 - 

8ºC 
Prealbumin IP 5ml +2x25ml: 

2 - 8ºC  
Transferrin IP 5ml + 5x25ml: 

2 - 8ºC 

 

1494.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026443 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Cholestrol LDL & HDL 2G 

Calibrator 

 

Generic Name: 

Cholestrol LDL 2G Calibrator 

Cholestrol HDL 2G Calibrator 

 

Models/ Specification  

(as per Free sale certificate):  

Cholestrol LDL 2G Calibrator: 

LDLL-0011/0041  
Cholestrol HDL 2G Calibrator: 

HDLL-0011/0041 

 

Class-B 

 

Shelf life:  
Cholestrol LDL 2G Calibrator: 24 

Months  
Cholestrol HDL 2G Calibrator: 

24 Months 
 

Storage Conditions:  
Cholestrol LDL 2G Calibrator: 2 - 

8ºC 
Cholestrol HDL 2G Calibrator: 

Approved 
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2 - 8ºC 

 

1495.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026447 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Ferritin Calibrator 

 

Generic Name: 

Ferritin Calibrator (2x3ml) 

 

Models/ Specification  

(as per Free sale certificate):  

IFRT-0042 

 

Class-B 

 

Shelf life: 30 months 

 

Storage Conditions: 2 - 8ºC 

 

Approved 

1496.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026430 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Lipase SL 

 

Generic Name: 

Lipase SL 4 x 9.2ml VTL (4x5.6ml / 

4x3.6ml) 

 

Models/ Specification  

(as per Free sale certificate):  

LPSL-0230 

 

Class-B 

 

Shelf life:15 months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of 

justification of class 

of the product 

1497.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026448 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Brand name:  

Glucose Standard 100mg/dl 

 

Generic Name: 

Glucose Standard 100mg/dl 

(4x5ml) 

 

Models/ Specification  

(as per Free sale certificate):  

GLUP-0055 

 

Class-B 

 

 

Shelf life: 33 months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1498.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Brand name:  

CRP IP Calibrator and Control 

 

Generic Name: 

CRP IP Calibrator Set 5 level x 1ml  

Approved subject to 

submission of 

justification of class 

of the product 
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A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026444 

Dated: 28-12-2020 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

CRP IP Control I 2x1 ml  

CRP IP Control II 2x1 ml 

 

Models/ Specification  

(as per Free sale certificate):  

CRP IP Calibrator Set 5 level x 1ml: 

ICRP-0043 
CRP IP Control I 2x1 ml:  

ICRP-0046 
CRP IP Control II 2x1 ml: 

ICRP-0047 

 

Class-B 

 

Shelf life:  

CRP IP Calibrator Set 5 level x 1ml: 

36 Months 
CRP IP Control I 2x1 ml: 

36 Months 
CRP IP Control II 2x1 ml: 

36 Months 
 

Storage Conditions: 2 - 8ºC 

CRP IP Calibrator Set 5 level x 1ml: 

2 - 8ºC 
CRP IP Control I 2x1 ml: 

2 - 8ºC  

CRP IP Control II 2x1 ml: 

2 - 8ºC  

 

1499.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026426 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

CRP IP  

 

Generic Name: 

CRP IP 5ml + 2x25ml 

(2x25ml/ 1x5ml)  

 

Models/ Specification  

(as per Free sale certificate):  

ICRP-0400 

 

Class-B 

 

 

Shelf life: 60 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of 

justification of class 

of the product and 

brand name of 

product 

1500.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

Brand name:  

HbA1c Control and Calibrator Set 

 

Generic Name: 

HbA1c Control L+H 4x 0.5ml, 

(2x0.5ml/2 x 0.5ml) 

HbA1c Calibrator Set 4x0.5ml 

 

Models/ Specification  

(as per Free sale certificate):  

Approved subject to 

submission of Brand 

name 
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Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026450 

Dated: 28-12-2020 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

HbA1c Control L+H 4x 0.5ml, 

(2x0.5ml/2 x 0.5ml):  

HBAC-0049 

HbA1c Calibrator Set 4x0.5ml: 

HBAC-0043 

 

Class-B 

 

Shelf life:  
HbA1c Control L+H 4x 0.5ml, 

(2x0.5ml/2 x 0.5ml):  

30 months 

HbA1c Calibrator Set 4x0.5ml: 

30 months 

 

Storage Conditions:  
HbA1c Control L+H 4x 0.5ml, 

(2x0.5ml/2 x 0.5ml):  

2 - 8ºC 

HbA1c Calibrator Set 4x0.5ml: 

2 - 8ºC 

 

1501.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026439 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

HbA1c  

 

Generic Name: 

HbA1c 1x32ml 

(1x24ml / 1x7.6ml) 

(1x0.4ml / 4x25ml) 

 

Models/ Specification  

(as per Free sale certificate):  

HBAC-0240 

 

Class-B 

 

Shelf life: 18 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1502.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026445 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Microalbumin IP Control and 

Calibrator set 

 

Generic Name: 

Micro Albumin IP Calibrator Set 5 

levels x1ml  

Micro Albumin IP Control I 2x1ml  

Micro Albumin IP Control II 2x1ml 

 

Models/ Specification  

(as per Free sale certificate):  

Micro Albumin IP Calibrator Set 5 

levels x1ml: IMAL-0046 

Micro Albumin IP Control I 2x1ml: 

IMAL-0047 
Micro Albumin IP Control II 2x1ml: 

IMAL-0043 

Approved 
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Class-B 

 

Shelf life:  
Micro Albumin IP Calibrator Set 5 

levels x1ml: 03 Years 

Micro Albumin IP Control I 2x1ml: 

03 Years  
Micro Albumin IP Control II 2x1ml: 

03 Years 
 

Storage Conditions:  
Micro Albumin IP Calibrator Set 5 

levels x1ml: 2 - 8ºC 

Micro Albumin IP Control I 2x1ml: 2 

- 8ºC 
Micro Albumin IP Control II 2x1ml: 

2 - 8ºC 

 

1503.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026449 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Microalbumin IP  

 

Generic Name: 

Micro Albumin IP 5ml 

Micro Albumin IP 2x25ml  

 

Models/ Specification  

(as per Free sale certificate):  

Micro Albumin IP 5ml + 2x25ml: 

IMAL-0400 

 

Class-B 

 

Shelf life: 05 Years 

Storage Conditions: 2 - 8ºC 

 

Approved 

1504.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026438 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Brand name:  

MICROPRO.PLUS STD 

 

Generic Name: 

MICROPRO.PLUS STANDARD 

100mg/dl 

 

Models/ Specification  

(as per Free sale certificate):  

PRTU-0022 

 

Class-B 

 

Shelf life: 18 Months 

 

Storage Conditions: 2 - 8ºC 

 

Approved 

1505.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Brand name:  

Elitrol I & II CT 

 

Generic Name: 

Elitrol I CT 10x5ml  

Approved 
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A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026434 

Dated: 28-12-2020 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Elitrol II CT 10x5ml 

 

Models/ Specification  

(as per Free sale certificate):  

Elitrol I CT 10x5ml:  

CONT-0060  

Elitrol II CT 10x5ml: 

CONT-0160 

 

Class-B 

 

Shelf life:  
Elitrol I CT 10x5ml:  

24 Months  

Elitrol II CT 10x5ml: 

24 Months  

Storage Conditions:  
Elitrol I CT 10x5ml: 2 - 8ºC  

Elitrol II CT 10x5ml: 2 - 8ºC 

 

1506.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026435 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

Brand name:  

Elical 2 Calibrator 

 

Generic Name: 

Elical 2 Calibrator (4x3ml) 

 

Models/ Specification  

(as per Free sale certificate):  

CALI-0550 

 

Class-B 

 

Shelf life: 24 Months  

 

Storage Conditions: 2 - 8ºC 

 

Approved 

1507.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026436 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Brand name:  

Triglyceride Standard 

 

Generic Name: 

Triglyceride Standard 200mg/dl 

 

Models/ Specification  

(as per Free sale certificate):  

TRIG-0055 

 

Class-B 

 

Shelf life: 33 Months  

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1508.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

Brand name:  

Cholestrol Standard 

 

Generic Name: 

Cholestrol Standard 200mg/dl 

 

Approved subject to 

submission of Brand 

name 
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PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026440 

Dated: 28-12-2020 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Models/ Specification  

(as per Free sale certificate):  

CHOL-0055 

 

Class-B 

 

Shelf life: 24 Months  

 

Storage Conditions: 2 - 8ºC 

 

1509.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026432 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Brand name:  

Uric Acid Standard 

 

Generic Name: 

Uric Acid Standard 6mg/dl 

 

Models/ Specification  

(as per Free sale certificate):  

ACUR-0055 

 

Class-B 

 

Shelf life: 24 Months  

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1510.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

25-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026428 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 30-07-2020 

Brand name:  

Urea Standard 

 

Generic Name: 

Urea Standard 50mg/dl 

 

Models/ Specification  

(as per Free sale certificate):  

URUV-0055 

 

Class-B 

 

Shelf life: 24 Months  

 

Storage Conditions: 2 - 8ºC 

 

Approved subject to 

submission of Brand 

name 

1511.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

20-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026422 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Liver Profile 

 

Generic Name: 

ALPI FCC VTL  

ALT/GPT 4+1 SLML VTL. 

BILIRUBIN DIR 4+1 8X25ML VTL.  

BILIRUBIN TOT 4+1 8X25ML 

VTL. 

GAMMA-GT PLUS SL ML VTL.  

ALP DEA SL4 X 25 ML VTL. 

ALT/GPT 4+1 SL ML 

ALT/GPT 4+1 SL 4X62.5 ML 

ALT/GPT 4+1 SL 5X125 ML 

BILIRUBIN DIRECT 4+1 2X125 

ML 

Approved subject to 

submission of Brand 

name 
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BILIRUBIN 4+1 2X125 ML 

BILIRUBIN TOTAL 4+1 2X125 ML 

GAMMA-GT PLUS SL 2 x 62.5 ML 

GAMMA-GT PLUS SL 4 x 62.5 ML 

ALP DEA SL2 X 62.5 ML 

 

Models/ Specification  

(as per Free sale certificate):  

ALPI FCC VTL: ALPI-0230 

ALT/GPT 4+1 SLML VTL: ALSL-

0250. 

BILIRUBIN DIR 4+1 8X25ML VTL. 

BIDI-0250 
BILIRUBIN TOT 4+1 8X25ML 

VTL. BITO-0250 

GAMMA-GT PLUS SL ML VTL. 

GISL-0250 
ALP DEA SL4 X 25 ML VTL. 

PASL-0230 
ALT/GPT 4+1 SL ML ALSL-0410 

ALT/GPT 4+1 SL 4X62.5 ML 

ALSL-0430 
ALT/GPT 4+1 SL 5X125 ML: 

ALSL-0510 
BILIRUBIN DIRECT 4+1 2X125 

ML: BITD-0600 

BILIRUBIN 4+1 2X125 ML: BITO-

0600 
BILIRUBIN TOTAL 4+1 2X125 ML 

BITD-0600 
GAMMA-GT PLUS SL 2 x 62.5 ML: 

GISL-0400 
GAMMA-GT PLUS SL 4 x 62.5 ML 

GISL-0420 
ALP DEA SL2 X 62.5 ML: PASL-

0420 

 

Class-B 

 

Shelf life:  
ALPI IFCC VTL: 18 Months 

ALT/GPT: 18 Months  

BILIRUBIN DIR: 24 Months 

BILIRUBIN TOT: 25 Months 

GAMMA-GT PLUS: 18 Months  

ALP(DEA): 36 Months  

Storage Conditions:  
ALPI IFCC VTL: 2 - 8ºC 

ALT/GPT: 2 - 8ºC 

BILIRUBIN DIR: 2 - 8ºC 

BILIRUBIN TOT: 2 - 8ºC 

GAMMA-GT PLUS: 2 - 8ºC 

ALP(DEA): 2 - 8ºC 

 

1512.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Brand name:  

Kidney Profile 

 

Generic Name: 

Approved subject to 

submission of Brand 

name 
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Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

20-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026421 

Dated: 28-12-2020 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

ALBUMIN  12X20 ML VTL. 

URIC ACID MONO SL 12X20ML 

VTL. 

URIC ACID SL 8X25ML VTL. 

CREATININE PAP SL 8X28 ML 

VTL. 

TOTAL PROTEIN PLUS 12X20ML 

VTL 

MICROPROTEIN PLUS 12X20 ML 

VTL 

UREA UV SL 8X25 ML VTL. 

ALBUMIN 2 X 125 ML 

ALBUMIN  4 X 250 ML 

URIC ACID MONO SL 6X50 ML 

+STD 

URIC ACID MONO SL 6X100 

ML+STD 

CREATININE JAFFE 2 X 125 ML 

CREATININE JAFFE 4 X 250 ML 

CREATININE PAP SL 2 X 133 ML 

TOTAL PROTEIN PLUS  2 X 125 

ML 

TOTAL PROTEIN PLUS 4 X 250 

ML 

MICROPROTEIN PLUS 2X125ML 

UREA UV SL 4 X 62.5 ML + STD 

UREA UV SL 5 X 125 ML + STD 

URIC ACID MONO SL 1X100ML 

STD 

URIC ACID MONO SL 4X250 

ML+STD 

UREA UV SL 2 X 62.5 ML + STD 

 

Models/ Specification  

(as per Free sale certificate):  

ALBUMIN  12X20 ML VTL - 

ALBU-0250 
URIC ACID MONO SL 12X20ML 

VTL: AUML-0250 

URIC ACID SL 8X25ML VTL: 

AUSL-0250 
CREATININE PAP SL 8X28 ML 

VTL.: CRSL-0250 

TOTAL PROTEIN PLUS 12X20ML 

VTL: PROB-0250 

MICROPROTEIN PLUS 12X20 ML 

VTL: PRTU-0250 

UREA UV SL 8X25 ML VTL: 

URSL-0250 
ALBUMIN 2 X 125 ML:ALBU-0600 

ALBUMIN  4 X 250 ML: ALBU-

0700 
URIC ACID MONO SL 6X50 ML 

+STD: AUML-0427 

URIC ACID MONO SL 6X100 

ML+STD: AUML-0507 

CREATININE JAFFE 2 X 125 ML: 

CRCO-0600 
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CREATININE JAFFE 4 X 250 ML: 

CRCO-0700 
CREATININE PAP SL 2 X 133 ML: 

CRSL-0630 
TOTAL PROTEIN PLUS  2 X 125 

ML: PROB-0600 

TOTAL PROTEIN PLUS 4 X 250 

ML: PROB-0700 

MICROPROTEIN PLUS 2X125ML: 

PRTU-0600 
UREA UV SL 4 X 62.5 ML + STD: 

URSL-0427 
UREA UV SL 5 X 125 ML + STD: 

URSL-0507 
URIC ACID MONO SL 1X100ML 

STD: AUML-0497 

URIC ACID MONO SL 4X250 

ML+STD: AUML-0707 

UREA UV SL 2 X 62.5 ML + STD: 

URSL-0407 

 

Class-B 

 

Shelf life:  
Albumin: 24 Months 

Uric acid Mono SL: 16 Months  

Uric acid SL: 24 Months 

Creatinine PAP SL: 20 Months 

Total Protein Plus: 18 Months  

Microprotein plus: 12 Months 

Urea UV SL: 24 Months  

 

Storage Conditions:  

Albumin: 2 - 8ºC 

Uric acid Mono SL: 2 - 8ºC 

Uric acid SL: 2 - 8ºC Creatinine PAP 

SL: 2 - 8ºC Total Protein Plus: 2 - 

25ºC 

Microprotein plus: 2 - 8ºC 

Urea UV SL: 2 - 8ºC 

 

1513.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

20-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026423 

Dated: 28-12-2020 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Brand name:  

Lipid Profile 

 

Generic Name: 

CHOLESTEROL SL ML VTL. 

CHOLEST.HDL SL 2G 4X28 ML 

VTL 

CHOLEST.LDL SL 2G 4X28 ML 

VTL 

TRIGLYCERIDES SL        ML VTL 

CHOLESTEROL SL 6 X IOOML + 

STD 

CHOLESTEROL 4 X 250ML + STD 

CHOLEST. HDL SL 2G IX80ML 

CHOLEST. HDL SL 2G 3X80ML 

CHOLEST. LDL SL 2G IX80ML 

CHOLEST. LDL SL 2G 3X80ML 

Approved subject to 

submission of Brand 

name 
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TRIGL MONO SL NEW 6X50ML + 

STD 

TRIGL MONO SL NEW 6XIOOML 

+STD 

TRIGL MONO SL NEW 4X250ML 

+STD 

CHOLESTEROL SL 1 X 100 ML 

STD 

TRIGL.MONO SL NEW IX100 ML 

STD 

 

Models/ Specification  

(as per Free sale certificate):  

CHOLESTEROL SL ML VTL: 

CHSL-0250 
CHOLEST.HDL SL 2G 4X28 ML 

VTL: HDLL-0230 

CHOLEST.LDL SL 2G 4X28 ML 

VTL: LDLL-0230 

TRIGLYCERIDES SL        ML VTL: 

TGML-0250 
CHOLESTEROL SL 6 X IOOML + 

STD: CHSL-0507 

CHOLESTEROL 4 X 250ML + 

STD: CHSL-0707 

CHOLEST. HDL SL 2G IX80ML: 

HDLL-0380 
CHOLEST. HDL SL 2G 3X80ML: 

HDLL-0380 
CHOLEST. LDL SL 2G IX80ML: 

LDLL-0380 
CHOLEST. LDL SL 2G 3X80ML: 

HDLL-0380 
TRIGL MONO SL NEW 6X50ML + 

STD: TGML-0427 

TRIGL MONO SL NEW 6XIOOML 

+STD: TGML-0517 

TRIGL MONO SL NEW 4X250ML 

+STD: TGML-0707 

CHOLESTEROL SL 1 X 100 ML 

STD: CHSL-0497 

TRIGL.MONO SL NEW IX100 ML 

STD: TGML-0497 

 

Class-B 

 

Shelf life:  
Cholesterol HDL: 24 Months 

LDL Cholesterol: 24 Months 

Triglycerides Mono SL: 20 months 

 

Storage Conditions:  

Cholesterol HDL: 2 - 8ºC 

LDL Cholesterol: 2 - 8ºC 

Triglycerides Mono SL:  

2 - 8ºC 

 

1514.  M/s Martin Dow Legal Manufacturer Brand name:  Approved subject to 
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Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

20-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026410 

Dated: 28-12-2020 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

Diabetic Profile 

 

Generic Name: 

AMYLASE SL 6 X 20 ML VTL 

GLUCOSE HK SL 8X25 ML VTL. 

GLUCOSE PAP SL 12X20 ML VTL. 

AMYLASE SL 1 X 50 ML 

AMYLASE SL 6 X 50 ML 

GLUCOSE HK SL 5 X 125 ML 

GLUCOSE PAP SL 6 X 100ML + 

STD 

GLUCOSE PAP SL 4 X 250ML + 

STD 

GLUCOSE SL 1 X 100 ML STD 

 

Models/ Specification  

(as per Free sale certificate):  

AMYLASE SL 6 X 20 ML 

VTL:AMSL-0230 

GLUCOSE HK SL 8X25 ML VTL 

:GHSL-0250 
GLUCOSE PAP SL 12X20 ML VTL: 

GPSL-0250. 

AMYLASE SL 1 X 50 ML: AMSL-

0390 
AMYLASE SL 6 X 50 ML: 

AMSL-0400 
GLUCOSE HK SL 5 X 125 ML: 

GHSL-0600 
GLUCOSE PAP SL 6 X 100ML + 

STD: GPSL-0507 

GLUCOSE PAP SL 4 X 250ML + 

STD: GPSL-0707 

GLUCOSE SL 1 X 100 ML STD: 

GPSL-0497 

 

Class-B 

 

Shelf life:  
Amylase: 24 Months 

Glucose HK SL: 24 Months 

Glucose PAP SL: 24 Months 

 

Storage Conditions:  

Amylase: 2-8 ºC 

Glucose HK SL: 2-8 ºC 

Glucose PAP SL: 2-8 ºC  

 

submission of Brand 

name 

1515.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Legal Manufacturer 

VitalScientific (Formerly 

known as ELITech Group 

Clinical Systems SAS), Zone 

Industrielle, 61500 series France 

Documents Submitted: 

ISO 13485 certificate validity: 

27-07-2026 

LOA validity: 29-July-2027 

 

Brand name:  

Electrolytes 

 

Generic Name: 

CALCIUM ARSENAZO   ML VTL. 

CHLORIDE 12 X 20 ML VTL. 

IRON FERENE 4X18.5 ML VTL 

MAGNESIUM XYLIDYL 8X8,8 ML 

VTL 

PHOSPHORUS 6X20 ML VTL. 

Approved subject to 

submission of Brand 

name and shelf life 

of PHOSPHORUS 2 

X 125 ML PHOS-

0600 & 

PHOSPHORUS 

6X20 ML VTL 

PHOS-0230 
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Date of R& I  

20-01-2021 

 

Fee: PKR 25,000/- 

Slip #2026424 

Dated: 28-12-2020 

FSC country of origin 

validity:  
Date of Issue: 06-06-2024 

 

CALCIUM ARSENAZO 2 X 125 

ML 

CHLORIDE 2 X 125 ML 

IRON FERENE 200 

MAGNESIUM XYLIDYL 200 

PHOSPHORUS 2 X 125 ML 

 

Models/ Specification  

(as per Free sale certificate):  

CALCIUM ARSENAZO   ML 

VTL:CALA-0250 

CHLORIDE 12 X 20 ML VTL. 

:CHLO-0250 
IRON FERENE 4X18.5 ML 

VTL:FEFE-0230 

MAGNESIUM XYLIDYL 8X8,8 ML 

VTL:MAGX-0230 

PHOSPHORUS 6X20 ML VTL. 

:PHOS-0230 
CALCIUM ARSENAZO 2 X 125 

ML:CALA-0600 

CHLORIDE 2 X 125 ML CHLO-

0600 
IRON FERENE 200 FEFE-0600 

MAGNESIUM XYLIDYL 200 

MAGX-0600 
PHOSPHORUS 2 X 125 ML PHOS-

0600 

 

Class-B 

 

Shelf life:  
Magnesium XB: 24 Months 

Calcium Arsenazo: 24 Months 

Chloride: 24 Months 

Iron Ferene: 24 Months 

 

Storage Conditions: 

Magnesium XB: 2-8 ºC 

Calcium Arsenazo: 2-8 ºC 

Chloride: 15-25 ºC  

Iron Ferene: 2-8 ºC 

 

 

1516.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

27-08-2020 

 

Fee: PKR 25,000/- 

Slip #1932183 

Legal Manufacturer 

Boule Medical AB, 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden 

Documents Submitted: 

 

ISO 13485 certificate validity: 

20-05-2025 

LOA validity: 31-Dec-2024 

 

FSC country of origin 

validity: 25-May-2022 

Brand name:  

Swelab Alfa Plus Sampler BD AR 

 

Generic Name: 

Swelab Alfa Plus Sampler BD AR 

 

Models/ Specification  

(as per Free sale certificate):  

1420046 

 

Class-B 

 

Shelf life: 08 Years  

 

Storage Conditions:  

Deferred for the 

submission of Valid 

and Notarizd LoA & 

valid FSC of Sweden 
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Dated: 21-04-2020 18 - 32ºC 

 

1517.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

27-08-2020 

 

Fee: PKR 25,000/- 

Slip #1932184 

Dated: 21-04-2020 

Legal Manufacturer 

Boule Medical AB, 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden 

Documents Submitted: 

 

ISO 13485 certificate validity: 

20-05-2025 

LOA validity: 31-Dec-2024 

FSC country of origin 

validity: 25-May-2022 

 

FSC RRA validity: N/A 

Brand name:  

Swelab Lumi System 

 

Generic Name: 

Swelab Lumi Instrument: 

(Swelab Lumi D-Diluent, Swelab 

Lumi L1 & L2 Lyse,Boule Cal 5 Diff 

A1, Boule Con 5-Diff A1, Boule Easy 

cleaner) 

 

Models/ Specification  

(as per Free sale certificate):  

1620040 

 

Class-B 

 

Shelf life: N/A  

 

Deferred for the 

submission of Valid 

and Notarizd LoA & 

valid FSC of Sweden 

1518.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

27-08-2020 

 

Fee: PKR 25,000/- 

Slip #1932184 

Dated: 21-04-2020 

Legal Manufacturer 

Boule Medical AB, 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden 

Documents Submitted: 

ISO 13485 certificate validity: 

20-05-2025 

LOA validity: 31-Dec-2024 

 

 

FSC country of origin 

validity: 25-May-2022 

FSC RRA validity: N/A 

Brand name:  

Boule Cal 5 Diff A1, Boule Con 5-

Diff A1, Tri, Norm, Low & High 

 

Generic Name: 

Swelab Cal-5 Diff A1 1x3ml 

Swelab Con-5 Diff A1 Tri 3x2x3ml 

Swelab Con-5 Diff A1 low 1x3ml 

Swelab Con-5 Diff A1 Norm 1x3ml 

Swelab Con-5 Diff A1 Norm 6x3ml 

Swelab Con-5 Diff A1 High 1x3ml 

 

Models/ Specification  

(as per Free sale certificate):  

Swelab Cal-5 Diff A1 1x3ml: 

1504517 
Swelab Con-5 Diff A1 Tri 3x2x3ml: 

1504518 
Swelab Con-5 Diff A1 low 1x3ml: 

1504521 
Swelab Con-5 Diff A1 Norm 1x3ml: 

1504520 
Swelab Con-5 Diff A1 Norm 6x3ml: 

1504519 
Swelab Con-5 Diff A1 High 1x3ml: 

1504522 

 

Class-B 

 

Shelf life:  
Closed Container: 60 days from day 

of manufacturing. 

 

Storage Conditions: 2 - 8ºC 

Deferred for the 

submission of Valid 

and Notarizd LoA & 

valid FSC of Sweden 

1519.  M/s Martin Dow 

Specialties (Pvt) 

Limited  
7th Floor, Nice Trade 

Legal Manufacturer 

Boule Medical AB, 

Domnarvsgatan 4, SE-163 53, 

Spanga, Sweden 

Brand name:  

Swelab Lumi Diluent & Lyse 

 

Generic Name: 

Deferred for the 

submission of Valid 

and Notarizd LoA & 

valid FSC of Sweden 
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Orbit Building, 44-

A&B, Block-6, 

PECHS, Razi Road, 

Shahrah-e-Faisal, 

Karachi 

ELI-00160 

Date of R& I  

27-08-2020 

 

Fee: PKR 25,000/- 

Slip #1932185 

Dated: 21-04-2020 

Documents Submitted: 

 

ISO 13485 certificate validity: 

20-05-2025 

LOA validity: 31-Dec-2024 

 

FSC country of origin 

validity: 25-May-2022 

 

FSC RRA validity: N/A 

Swelab Lumi D-Diluent 

Swelab Lumi L1 Lyse 

Swelab Lumi L2 Lyse 

 

Models/ Specification  

(as per Free sale certificate):  

Swelab Lumi D-Diluent - 1504514 

Swelab Lumi L1 Lyse: 1504515 

Swelab Lumi L2 Lyse: 

1504516 

 

Class-B 

 

Shelf life: 24 Months 

 

Storage Conditions: 2 - 30ºC 

 

1520.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
05/08/2023 

Fee Challan No.: 

6482395161 

PKR: 50000/- 

 

KLAS MEDİKAL CİH. SAN. 

MÜM. İÇ VE DIŞ TİC LTD 

ŞTİ.,  

Ramazanoglu Mahallesi Mahsus 

Sokak Klas Medikal Blok No: 1 

lc Kapi No: 1 Pendik 

ISTANBUL/ 

TURKEY. 

 

LOA Validity: 07/16/2026 

FSC Validity: 05/17/2027 

 

 

KLAS SUPRO MESH 

(Polypropylene Mesh) 

 

Class: C 

 

Code:-  

P3DL, P3DM, P3DML, P3DMM, 

P3DMS, P3DS, PLG11, PLG7, 

PLG9, SMM1010, SMM1015, 

SMM1515, SMM1530, SMM2020, 

SMM2030, SMM3030, SMM0611, 

SMM7515, SMM7575, SMS0611, 

SMS1010, SMS1015, SMS1515, 

SMS1530, SMS2020, SMS2030, 

SMS3030, SMS7515, SMS7575  

Approved subject to 

submission of FSC of 

any SRAS country or 

CE certificate and 

justification of 

product codes 

applied. 

1521.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
02/22/2023 

Fee Challan No.: 

6150512296 

PKR: 25000/- 

 

M/s Brosmed Medical Co., Ltd 

15th building, SMEs Venture 

Park, Songshan Lake Hi-Tech 

Zone Industrial Development 

Zone, Dongguan (523808) 

Guangdong, China 

 

LOA Validity: 07/31/2025 

FSC Validity: 05/26/2024 

 

BROSMED PTA BALLOON 

DILATION CATHETER 

Polux, Castor, Minerva, Achilles, 

Atropos, Hermes 

 

Class: B 

Types:  

Polux Semi-Compliant 0.014 OTW 

Castor Non-Compliant 0.014 OTW 

Minerva Semi-Compliant 0.018 OTW 

Achilles Non-Compliant 0.018 OTW 

Atropos Semi-Compliant 0.035 OTW 

Hermes Non-Compliant 0.035 OTW 

 

Codes as per FSC 

 

Deferred for the 

justification of the 

the grouping nad 

classification of the 

applied products, 

valid FSC of China & 

FSC of any SRA 

country or CE 

certificate 

1522.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
11/09/2020 

Changzhou Shuangma Medical 

Devices Co., Ltd. 

 

Address: No. 220 Sanhe Road, 

Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China 213115 

 

LOA Validity: 10/18/2028 

FSC Validity: 01/31/2027 

CURAFLOW URINE BAG 

 

Class: A 

 

Code:-  

[100ml, 200ml, 500ml, 1000ml, 

1500ml, 2000ml] 

Approved 
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Fee Challan No.: 

1993652 

PKR: 5000/- 

 

 

 

1523.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
12/13/2022 

Fee Challan No.: 

04050284 

PKR: 5000/- 

 

KLAS MEDİKAL CİH. SAN. 

MÜM. İÇ VE DIŞ TİC LTD 

ŞTİ.,  

Ramazanoglu Mahallesi Mahsus 

Sokak Klas Medikal Blok No: 1 

lc Kapi No: 1 Pendik 

ISTANBUL/TURKEY. 

 

LOA Validity: 07/16/2026 

FSC Validity: 05/17/2027 

 

 

Hi-TEC Surgical Incise Drape 

 

Class: A 

 

03 Years 

 

Code:- 

D1030, D1520, D1528, D1530, 

D2020, D2030, D2815, D2830, 

D2845, D3027, D3030, D3040, 

D3045, D3060, D3535, D3540, 

D3545, D3550, D3560, D4040, 

D4042, D4045, D4060, D4530, 

D4540, D4545, D4548, D4555, 

D4560, D4565, D4590, D5545, 

D5685, D6035, D6040, D6045, 

D6050, D6060, D6070, D6080, 

D6090, D9045, D9060 

 

 

Approved 

1524.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

R&I Dated: 
07/23/2020 

Fee Challan No.: 

2021897 

PKR: 5000/- 

 

Yiwu Jiekang Medical Articles 

Company Limited 

 

Address: Economic 

Development Zone Gaoxin 

Garden, Yiwu City, Zhejiang, 

China. 

 

LOA Validity: 09/19/2029 

FSC Validity: 04/05/2026 

 

 

FIXONA Plaster of Paris Bandage 

 

Class: A 

  

Shelf Life: 03 Years 

 

Codes:-  

[7.5cmx2.7m, 10cmx2.7m,  

15cmx2.7m] 

Approved 

1525.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
02/12/2024 

Fee Challan No.: 

555973012367 

PKR: 25000/- 

 

SINOLINKS MEDICAL 

INNOVATION., INC 

 

Address: No. 10 Ziwei Road, 

Zhonglou Zone, Changzhou, 

CHINA 

 

LOA Validity: 03/12/2026 

FSC Validity: 06/02/2026 

 

 

KS SKIN STAPLER 

 

Class: B 

 

Code:-  

As per FSC 

All types with all Pin sizes 

Deferred for the 

clarification of the 

type of the product 

applied, product code 

as per FSC, FSC of 

any SRA country or 

CE certificate & FEE 

as per SRO 

1324(I)/2024 dated 

30th August, 2024. 

1526.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

Legal Manufacturer: 

Shandong Weigao Blood 

Purification Products Co., Ltd 

 

Address: No.20 Xingshan Road, 

Weihai Torch Hi-tech Science 

Park, 264210 Weihai, Shandong 

WEGO EXTRACORPOREAL 

BLOOD CIRCUIT 

 

Class: B 

 

Code:-  

JRHLL, JRHLS, JRXL, JRXLR 

Approved 
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R&I Dated: 
02/28/2024 

Fee Challan No.: 

862644689377 

PKR: 25000/- 

Province, People’s Republic of 

China 

 

LOA Validity: 12/31/2025 

FSC Validity: 09/21/2025 

 

 

1527.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
02/28/2024 

Fee Challan No.: 

7423523076 

PKR: 25000/- 

 

Legal Manufacturer: 

Shandong Weigao Blood 

Purification Products Co., Ltd 

 

Address: No.20 Xingshan Road, 

Weihai Torch Hi-tech Science 

Park, 264210 Weihai, Shandong 

Province, People’s Republic of 

China 

 

LOA Validity: 12/31/2025 

FSC Validity: 03/24/2026 

 

WEGO A.V. FISTULA NEEDLE 

SET 

 

Class: B 

 

Code:-  

 

Gauge: 1G to 30G 

Length: 1mm to 100mm 

 

Fixed & Rotary Wing 

Single & Pair 

Approved WEGO 

A.V. Fistula Needle 

Set 
With Fixed Wings, 

however, firm shall 

submit Form & 

requisite fee for 

other types applied, 

subject to 

submission of FSC 

of any SRA country 

or CE certificate 

1528.  M/s K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, 

Main University 

Road, Karachi  

(ELI-00382) 

 

 

R&I Dated: 
12/20/2023 

Fee Challan No.: 

940092726 

PKR: 25000/- 

 

Changzhou Shuangma Medical 

Devices Co., Ltd. 

 

Address: No. 220 Sanhe Road, 

Zhenglu Town, Tianning 

District, Changzhou City, 

Jiangsu Province, China 213115 

 

LOA Validity: 10/18/2028 

FSC Validity: 25/11/2026 

KS INFUSION SET 
Class: B 

MD group:  Single 

Code:-  

As per FSC 

 

Standard, with Y-Port, with Precision 

Filter, with Air Liquid stop, with & 

without needle 

All lengths 

 

Approved KS 

Infusion Set 

Standard, however, 

firm shall submit 

Form requisite fee 

for other types 

appled subject to 

submission of FSC 

of any SRA country 

or CE certificate  

1529.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

 

ELI-00240 

 

Date of R& I  

29th Aug 2022 

Fee 

Rs. 5,000/ through 

slip no. 53766184532, 

dated 16/08/2022 

Legal Manufacturer: 

M/S TAN SIN LIAN 

INDUSTRIES SDN.BHD 

 

NO.1-14, JALAN INDAH 2, 

TAMAN INDAH, JALAN 

HAJI ABDULLAH, 84000 

MUAR, JOHOR, MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 25/04/2027  
 

LOA 

Valid till 21.03.2027 

 

CARE LATEX EXAMINATION 

GLOVES (POWDER FREE)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

M- Medium  

L- Large 

XL- Xtra Large 

 

 

Approved 

1530.  M/S GHAZALI 

BROTHERS 

 

Legal Manufacturer: 

M/S TAN SIN LIAN 

INDUSTRIES SDN.BHD 

 

CARE LATEX EXAMINATION 

GLOVES (POWDERED)  

 

Class A 

Approved 
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1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

 

ELI-00240 

 

Date of R& I  

29th Aug 2022 

Fee 

Rs. 5,000/ through 

slip no. 1616303912, 

dated 16/08/2022 

NO.1-14, JALAN INDAH 2, 

TAMAN INDAH, JALAN 

HAJI ABDULLAH, 84000 

MUAR, JOHOR, MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 25/04/2027  
 

LOA 

Valid till 21.03.2027 

 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

M- Medium  

L- Large 

XL- Xtra Large 

 

 

 

1531.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

 

ELI-00240 

 

Date of R& I  

29th Aug 2022 

Fee 

Rs. 5,000/ through 

slip no. 823739125, 

dated 16/08/2022 

Legal Manufacturer: 

M/S TAN SIN LIAN 

INDUSTRIES SDN.BHD 

 

NO.1-14, JALAN INDAH 2, 

TAMAN INDAH, JALAN 

HAJI ABDULLAH, 84000 

MUAR, JOHOR, MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 25/04/2027  
 

LOA 

Valid till 21.03.2027 

 

CARE NITRILE EXAMINATION 

GLOVES (POWDER FREE)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

M- Medium  

L- Large 

XL- Xtra 

 

 

Approved 

1532.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

20th Jul 2020 

Fee 

Rs. 5,000/ through 

slip no. 1912290, 

dated 29/01/2020 

Legal Manufacturer: 

ZHEJIANG BANGLI 

MEDICAL PRODUCTS CO., 

LTD   

 

NO.118, YUEGUI SOUTH 

ROAD, CITY WEST NEW 

DISTRICT, 321300 

YONGKANG CITY, 

ZHEJIANG PROVINCE, 

CHINA 

 

FSC: CHINA 

Valid Till 2025/03/14  
 

LOA 

Valid till 15.01 2025 

 

CAREPLUS (COHESIVE 

BANDAGE) 

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

75CM*3200CM, 

100CM*3200CM 

 

 

Approved 

1533.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

Legal Manufacturer: 

ZHEJIANG BANGLI 

MEDICAL PRODUCTS CO., 

LTD   

 

CAREPLUS NON-WOVEN 

SURGICAL PAPER TAPE 

 

Class A 

 

Shelf Life: 5 years 

Approved 
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STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

20th Jul 2020 

Fee 

Rs. 5,000/ through 

slip no. 1912291, 

dated 29/01/2020 

NO.118, YUEGUI SOUTH 

ROAD, CITY WEST NEW 

DISTRICT, 321300 

YONGKANG CITY, 

ZHEJIANG PROVINCE, 

CHINA 

 

 

FSC: CHINA 

Valid Till 2025/03/14  
 

LOA 

Valid till 15.01 2025 

 

 

Codes / Sizes (if any)  

1cm x 300cm, 

1.25cm x 500cm, 

2.5cm x 500cm, 

 

 

1534.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

 

ELI-00240 

 

Date of R& I  

20th Jul 2020 

Fee 

Rs. 5,000/ through 

slip no. 1912288, 

dated 29/01/2020 

Legal Manufacturer: 

ZHEJIANG BANGLI 

MEDICAL PRODUCTS CO., 

LTD   

 

NO.118, YUEGUI SOUTH 

ROAD, CITY WEST NEW 

DISTRICT, 321300 

YONGKANG CITY, 

ZHEJIANG PROVINCE, 

CHINA 

 

 

FSC: CHINA 

Valid Till 2025/03/14  
 

LOA 

Valid till 15.01 2025 

 

CAREPLUS PE TAPE 

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

1cm x 300cm, 

1.25cm x 500cm, 

2.5cm x 500cm 

 

 

Approved 

1535.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

20th Jul 2020 

Fee 

Rs. 5,000/ through 

slip no. 1912287, 

dated 29/01/2020 

Legal Manufacturer: 

ZHEJIANG BANGLI 

MEDICAL PRODUCTS CO., 

LTD   

 

NO.118, YUEGUI SOUTH 

ROAD, CITY WEST NEW 

DISTRICT, 321300 

YONGKANG CITY, 

ZHEJIANG PROVINCE, 

CHINA 

 

FSC: CHINA 

Valid Till 2025/03/14  
 

LOA 

Valid till 15.01 2025 

 

CAREPLUS (WOUND DRESSING 

PUNCTURE FIXING IV 

DRESSING) 
Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

70*18MM,72*19MM,76M15MM,3 

8X38MM,40X20MM,70X110MM,6 

5X25MM,56X19MM,70X17MM,76 

X19MM,72X22MM,90X20MM  

 

 

Approved 

1536.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

Legal Manufacturer: 

ZHEJIANG BANGLI 

MEDICAL PRODUCTS CO., 

LTD   

 

NO.118, YUEGUI SOUTH 

ROAD, CITY WEST NEW 

CAREPLUS ZINC OXIDE 

PLASTER TAPE 

 

Class A 

 

Shelf Life: 5 years 

 

Approved 
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STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

20th Jul 2020 

Fee 

Rs. 5,000/ through 

slip no. 1912289, 

dated 29/01/2020 

DISTRICT, 321300 

YONGKANG CITY, 

ZHEJIANG PROVINCE, 

CHINA 

 

FSC: CHINA 

Valid Till 2025/03/14  
 

LOA 

Valid till 15.01 2025 

 

Codes / Sizes (if any)  

 

1cm x 300cm, 

1.25cm x 500cm, 

2.5cm x 500cm, 

 

 

1537.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

13th Apr 2023 

Fee 

Rs. 5,000/ through 

slip no. 63569828490, 

dated 05/04/2023 

Legal Manufacturer: 

NINGBO YINGMED 

MEDICAL INSTRUMENTS 

CO., LTD 

 

YINGSHENG BUILDING NO. 

456 YAI’AN ROAD, 

SOUTHERN BUSINESS 

ZONE, 315199, NINGBO 

CHINA 

 

FSC: CHINA  

Valid till: 2025.12.17 

 

LOA 

Valid till 03.01.2029 

 

NINGBO SPIROCARE 

(Spirometer) 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

3 Balls Spirometer 

 

Capacity: 600ML, 900ML, 

1200ML/SEC 

 

 

Approved 

1538.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

22nd Jun 2023 

Fee 

Rs. 5,000/ through 

slip no. 

7016810430,dated 

28/04/2023 

Legal Manufacturer: 

M/S TG MEDICAL SDN.BHD 

 

LOT 5091, JALAN TERATAI 

BATU 5, OFF JALAN MERU, 

41050 KLANG, SELANGOR 

D.E. MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 2028/04/03  
 

LOA 

Valid till 20.01 2028 

 

TOPMAX LATEX SURGICAL 

GLOVES (POWDERED, STERILE)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0 

 

Approved in Class B 

as the product fall in 

Class B subject to 

submission of 

relevant Form and 

fee along with FSC of 

any SRA Country or 

CE certificate 

1539.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

Legal Manufacturer: 

M/S TG MEDICAL SDN.BHD 

 

LOT 5091, JALAN TERATAI 

BATU 5, OFF JALAN MERU, 

41050 KLANG, SELANGOR 

D.E. MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 2028/04/03  

TOPMAX LATEX EXAMINATION 

GLOVES (POWDER FREE)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

Approved 
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Date of R& I  

22nd Jun 2023 

Fee 

Rs. 5,000/ through 

slip no. 6369020537, 

dated 28/04/2023 

 

LOA 

Valid till 20.01 2028 

 

M- Medium  

L- Large 

XL- Xtra Large 

 

 

1540.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

22nd Jun 2023 

Fee 

Rs. 5,000/ through 

slip no. 4016280714, 

dated 28/04/2023 

Legal Manufacturer: 

M/S TG MEDICAL SDN.BHD 

 

LOT 5091, JALAN TERATAI 

BATU 5, OFF JALAN MERU, 

41050 KLANG, SELANGOR 

D.E. MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 2028/04/03  
 

LOA 

Valid till 20.01 2028 

 

TOPMAX LATEX EXAMINATION 

GLOVES (POWDER)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

M- Medium  

L- Large 

XL- Xtra Large 

 

 

 

Approved 

1541.  M/S GHAZALI 

BROTHERS 

 

1ST FLOOR 

AZZAINAB COURT 

CAMPBELL 

STREET, KARACHI, 

PAKISTAN 

 

ELI-00240 

 

Date of R& I  

22nd Jun 2023 

Fee 

Rs. 5,000/ through 

slip no. 78351702135, 

dated 28/04/2023 

Legal Manufacturer: 

M/S TG MEDICAL SDN.BHD 

 

LOT 5091, JALAN TERATAI 

BATU 5, OFF JALAN MERU, 

41050 KLANG, SELANGOR 

D.E. MALAYSIA 

 

FSC: MALAYSIA 

Valid Till 2028/04/03  
 

LOA 

Valid till 20.01 2028 

 

TOPMAX NITRILE 

EXAMINATION GLOVES 

(POWDER FREE)  

 

Class A 

 

Shelf Life: 5 years 

 

Codes / Sizes (if any)  

XS- Xtra Small  

S- Small  

M- Medium  

L- Large 

XL- Xtra Large 

 

 

Approved 

1542.  4S International, Suit 

No, 205, 2nd Floor, 

Al-Fiza Glass Tower, 

Rashid Minhas Road, 

Karachi 

 

(ELI-00290) 

APT Medical Inc. 

No. 009, Xiangxiang Road, 

Xiangxinag economic 

development zone, Xiangxiang 

City, Hanan 411400, PR China 

 

FSC China issued on  

02-12-2020 

Validity: 01-12-2022 

Triguy tm Mapping catheter for 

Cardiac Electophysiology 

 

Class D 

 

Shelf life: N/A 

 

Codes & Sizes as per FSC 

Approved 

1543.  4S International, Suit 

No, 205, 2nd Floor, 

Al-Fiza Glass Tower, 

Rashid Minhas Road, 

Karachi 

 

APT Medical Inc. 

No. 009, Xiangxiang Road, 

Xiangxinag economic 

development zone, Xiangxiang 

City, Hanan 411400, PR China 

 

AnyreachTM P PTCA Guide Wire 

 

 

Class D 

Shelf Life 03 Years 

Fee Rs. 50,000/- 

Approved 
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(ELI-00290) FSC China issued on  

02-12-2020 

Validity: 01-12-2022 

 

Codes & Sizes as per FSC 

1544.  4S International, Suit 

No, 205, 2nd Floor, 

Al-Fiza Glass Tower, 

Rashid Minhas Road, 

Karachi 

 

(ELI-00290) 

M/s Balton Sp. Z.o.o  

ul. Nowy Swait 7/14 street 00-

496 Warsaw Poland 

Flebogrif ® -set (venous insufficiency 

Treatment set) 

 

Class B 

 

Shelf life: 05 Years 

 

Codes & Sizes as per FSC 

Approved 

1545.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

23-09-2019 

Fee: PKR 25000 

Slip # 1944211 

Omron Healthcare Co., Ltd. 

53, Kunotsubo, Terado-cho, 

Muko, Kyoto, 617-0002 Japan  

 

Manufacturing Site: 

Omron Healthcare 

Manufacturing Vietnam Co., 

Ltd.No.28 VSIP II, Street2, 

Vietnam-Singapore Industrial 

Park II, Binh Duong Industry-

Services Urban Complex, Hoa 

Phu Ward, Thu Dau Mot City, 

Binh Duong Province, Vietnam  

 

FSC: Netherland 

Omron BPM - RS1 

(Automatic Wrist Blood Pressure 

Monitor) 

(HEM-6160-E) 

Class-B 

Shelf Life: N/A 

Approved 

1546.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

15-07-2020 

Fee: PKR 25000 

Slip # 2017347 

Omron Healthcare Co., Ltd. 

53, Kunotsubo, Terado-cho, 

Muko, Kyoto, 617-0002 Japan  

 

Manufacturing Site: 

Omron Healthcare 

Manufacturing Vietnam Co., 

Ltd. 

No.28 VSIP II, Street2, 

Vietnam-Singapore Industrial 

Park II, Binh Duong Industry-

Services Urban Complex, Hoa 

Phu Ward, Thu Dau Mot City, 

Binh Duong Province, Vietnam  

 

FSC: Netherland 

Omron M6 Comfort (HEM-7360-

E  

(Automatic Upper Arm Blood 

Pressure Monitor) 

Class-B  

Shelf Life:  N/A 

Approved 

1547.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

15-07-2020 

Fee: PKR 25000 

Slip # 2017349 

Omron Healthcare Co., Ltd. 

53, Kunotsubo, Terado-cho, 

Muko, Kyoto, 617-0002 Japan  

 

Manufacturing Site: 

Omron Healthcare 

Manufacturing Vietnam Co., 

Ltd. 

No.28 VSIP II, Street2, 

Vietnam-Singapore Industrial 

Park II, Binh Duong Industry-

Services Urban Complex, Hoa 

Phu Ward, Thu Dau Mot City, 

Binh Duong Province, Vietnam  

 

FSC: Netherland 

Omron M3 (HEM-7154-E) & M3 

Comfort (HEM-7155-E) 

 (Automatic Upper Arm Blood 

Pressure Monitor) 

Class-B  

Shelf Life:  N/A 

Approved both 

Omron M3 

(HEM-7154-E) & 

Omron M3 

Comfort (HEM-

7155-E) 

 (Automatic 

Upper Arm 

Blood Pressure 

Monitor) 

firm shall submit 

Form and 

requisite fee for 

Omron M3 

Comfort (HEM-

7155-E) 
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 (Automatic 

Upper Arm 

Blood Pressure 

Monitor) 

 

1548.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

09-07-2020 

Fee: PKR 25000 

Slip # 2017348 

Omron Healthcare Co., Ltd. 

53, Kunotsubo, Terado-cho, 

Muko, Kyoto, 617-0002 Japan  

 

Manufacturing Site: 

Omron Healthcare 

Manufacturing Vietnam Co., 

Ltd. 

No.28 VSIP II, Street2, 

Vietnam-Singapore Industrial 

Park II, Binh Duong Industry-

Services Urban Complex, Hoa 

Phu Ward, Thu Dau Mot City, 

Binh Duong Province, Vietnam  

 

FSC: Netherland 

Omron M1 Basic (HEM-7121J-

AF) & M2 Basic (HEM-7121J-E) 

(Automatic Upper Arm Blood 

Pressure Monitor) 

Class-B  

Shelf Life:  N/A 

Approved both 

Omron M1 Basic 

(HEM-7121J-AF) 

& Omron M2 

Basic (HEM-

7121J-E) 

(Automatic 

Upper Arm 

Blood Pressure 

Monitor) 

firm shall submit 

Form and requisite 

fee for M2 Basic 

(HEM-7121J-E) 

(Automatic Upper 

Arm Blood Pressure 

Monitor) 

 

1549.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

10-09-2020 

Fee: PKR 25000 

Slip # 2030675 

AViTA Corporation 

9F, No.78, Sec.1, Kwang-Fu 

Road, San-Chung Dist., New 

Taipei City 24158, Taiwan 

 

Manufacturing Site: 

AViTA(Wujiang)Co., Ltd 

No. 858, Jiao Tong Road, 

Wujiang Economic 

Development Zone, Jiangsu 

Province, P.R.C 

 

FSC: Germany 

EvoCheck Digital Blood Pressure 

Monitor  

(BPM 68) 

Class-B  

Shelf Life:  N/A 

Approved 

1550.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

15-10-2021 

Fee: PKR 25000 

Slip # 8094771442 

 

Jiangsu Zhengkang Medical 

Apparatus Co., Ltd. 

Sanhekou, Zhenglu Town, 

213115 Changzhou City, 

Jiangsu, China 

 

FSC: Germany 

Insuez Sterile Insulin Syringe 

for single use (1ml) 

 

Class-B  

 

Shelf Life:  5 years 

Approved 

1551.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

07-11-2022 

Fee: PKR 5000 

Shanghai Huarui Aerosol Co., 

Ltd. 

Manufacturing Site: No. 222, 

Yuanchun Road, Huinan Town, 

Pudong New Area, Shanghai, 

China. 

FSC: China 

Aircare Dry Powder Inhaler Device 

(BDD07) 

Class A 

Shelf Life: 3 years  

 

Approved 
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Slip # 2599310342 

 

1552.  PharmEvo Pvt. Ltd., 

Plot no. A-29, North 

Western Industrial 

Zone, Port Qasim, 

Karachi  

(ELI-00055) 

 

Date of R& I  

09-02-2023 

Fee: PKR 5000 

Slip # 3721872868 

Taian Dalu Medical Instrument 

Co., Ltd. 

 

Manufacturing Site: West Part 

of Yitianmen Street, Hi-Tech 

Zone, Taian, Shandong, China 

271000 

 

FSC: Netherland 

Respevo Dry Powder Inhaler 

Device (DL-D02) 

Class A 

Shelf Life: 3 years  

 

 

Approved 

1553.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip 

No:01869180 

Dated:  
Fee submitted 

Date:16-05-2024 

PKR: 5000/- 

 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC: Country of Origin 

Taiwan  
Validity: 09-06-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

Guedel Airway 

(Oropharyngeal Airway) 

 

Class A 

 

Shelf Life: 3 years 

 

Codes / Sizes (if any) 

 

*AW0001-Guedel Airway 40mm 

pink 

*AW0046-Guedel Airway 50mm 

Blue 

*AW0047-Guedel Airway 60mm 

Black 

*AW0048-Guedel Airway 70mm 

white 

*AW0005-Guedel Airway 80mm 

Green 

*AW0006-Guedel Airway 90mm 

Yellow 

*AW0049-Guedel Airway 100mm 

Red 

*AW0002-Guedel Airway 110mm 

Orange 

 

Already discussed at 

Sr. No.346. 

1554.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 330217819 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC: Country of Origin 

Taiwan  
Validity: 10-08-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

*GaleMed 

*Silicone Head Harness 

*Neoprene Head Harness 

 

(Headgear) 

 

Class A 

 

Shelf Life: 5years 

 

Codes / Sizes (if any)  

*AM0014-Silicone Head Harness 

Large 

*AM0015-Silicone Head Harness 

Small 

 

Already discussed at 

Sr. No.347. 
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PKR: 5000/- 

Fee submitted Dated:  

16-05-2024 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

1555.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Fee Slip 

No: 20134313963 

 

PKR: 5000/- 

Fee submitted Dated:  

16-05-2024 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC: Country of Origin 

Taiwan  
Validity:28-12-2026 

 

FSC:FSC of Reference 

Country 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

Tri-Ball Incentive  

Spirometer 

 

(Spirometer) 

 

Class A 

 

Shelf Life: 3years 

 

Codes / Sizes (if any)  

 

AL0014/4311-Tri-ball Incentive 

Spirometer 

Already discussed at 

Sr. No.348. 

1556.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 46287667743 

 

PKR: 5000/- 

Fee submitted Dated:  

16-05-2024 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 12-09-2026 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

GaleMed Test Lung    

 

(Test Lung) 

 

Class A 

 

Shelf Life: 5years 

 

Codes / Sizes (if any)  

 

AB0001-Test Lung, 1L 

AB0002-Test Lung, 0.5L 

Already discussed at 

Sr. No.348. 



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 544 of 578 

 

EC Certificate  

Validity:08-05-2028 

1557.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:10-08-

2022 

 

Fee Slip 

No: 08867390525 

PKR: 5000/- 

 

Fee submitted 

Dated:28-07-2022 

Legal Manufacturer: 

 

PT. SuighInstrumendoAbadi 
JI. Tembokan RT.1/01 , Ds. 

Cipeundeuy, Padalarang 40533 

Indonesia 

Telephone No: +62-22-6865318 

Facsimile: +62-22-6865315 

Email: marketing@suigh.co.id 

https://www.abnmedical.com 

 

FSC Country of Origin 
:Indonesia 

Validity: 22-05-2025 

 

LOA 

Validity: 13-07-2025 

 

 

ISO 13485 

Validity:23-08-2027 

 

EC/FDA Certificate  

Validity:22-01-2026 

ABN INFUSION PRESS CUFF    

 

(INFUSION PRESS CUFF) 

 

 

Class: A 

 

Shelf Life: 5 years   

 

Codes / Sizes (if any)  

 

*IC-500  

*IC-1000 

Already discussed at 

Sr. No.350 

1558.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:10-08-

2022 

 

Fee Slip 

No: 0141735015 

PKR: 5000/- 

 

Fee submitted 

Dated:  
28-07-2022 

 

Legal Manufacturer: 

 

PT. SuighInstrumendoAbadi 
JI. Tembokan RT.1/01 , Ds. 

Cipeundeuy, Padalarang 40533 

Indonesia 

Telephone No: +62-22-6865318 

Facsimile: +62-22-6865315 

Email: marketing@suigh.co.id 

https://www.abnmedical.com 

 

FSC Country of Origin 
:Indonesia 

Validity: 22-05-2025 

 

LOA Validity: 13-07-2025 

 

 

ISO 13485 

Validity:23-08-2027 

 

EC/FDA Certificate  

Validity:22-01-2026 

 

                                                    

*ABN Classic Optima Stethosope 

*ABN Cardiology Optima Stethosope   

 

 

Class: A 

 

Shelf Life: 10,000cycles of usage 

 

Codes / Sizes (if any) :  

SS-021P--XX ABN   

 

Already discussed at 

Sr. No.351. 

 

1559.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

*GaleMed Filter 

(Disposable Bacterial Filter) 

*GaleMed HME Filter 

(Heat & Moisture Exchange filter) 

 

 

Class: B 

 

Approved both types 

of filters, however, 

firm shall submit 

Form & requisite fee 

for GaleMed HME 

Filter. 

https://www.abnmedical.com/
https://www.abnmedical.com/
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ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:29-05-

2024 

 

Fee Slip 

No: 883369835526 

PKR: 25000/- 

 

Fee submitted 
Dated:16-05-2024 

 

FSC:Country of Origin 

Taiwan  
Validity: 15-08-2025 

 

FSC:FSC of Netherlands 

Validity:08-05-2028 

 

LOA Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AF0020/39016 -Filter, 22F/15M, 

22M/15F w/Luer 

1560.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip 

No:509711691818 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 18-10-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

*EVA Circuit 

(Anesthesia Circuit) 

*Breathing Bag 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AB0264-EVA Circuit, Adult, 150cm 

 

AB0200-EVA  

Catheter mount, 15cm w/Luer, 15M 

 

Approved both 

GaleMwd EVA 

Anesthesia Circuit 

and GaleMed 

Breathing Bag, 

however, firm Shall 

submit Form & 

requisite fee for 

GaleMed Breathing 

Bag   

1561.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 09-03-2027 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

GaleMed 

Auto Chamber & 

Humidificationl Chamber 

 

Class: B 

 

Shelf Life: 

03 Years 

 

Codes / Sizes (if any)  

 

AH0001/3423-Auto Chamber, Adult 

 

AH0038/3431-Auto Chamber, Infant 

 

 

 

Approved both types 

of chambers, 

however, firm Shall 

submit Form & 

requisite fee for 

GaleMed 

Humidificationl 

Chamber 
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No:519215079492 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

LOA Validity: 17-01-2027 

 

ISO 13485 Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

1562.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 28087388 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

FSC:Country of Origin 

Taiwan  
Validity: 18-01-2027 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA Validity: 17-01-2027 

 

ISO 13485 Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

Bubble CPAP System 

 

Generic Name:  

Bubble CPAP System 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AN0074 

AN0020 

AN0021 

AN0022 

AN0023 

AN0018 

AN0066  

 AN0019 

Approved 

1563.   

 

Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Fee Slip 

No: 4394670834 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 11-08-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed Bubble Humidifier    

 

(Oxygen Therapy / Humidifier) 

 

Class: B 

 

Shelf Life: 

03 Years 

 

Codes / Sizes (if any)  

 

AH0027/3402-BH-3 Bubble 

Humidifier 

 

AH0030/3404 -BH-1 Bubble 

Humidifier, 4PSI 

Approved 
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1564.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

 

(R&I)Dated:29-05-

2024 

Fee Slip  

No: 00016122260 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 15-09-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

Connectors 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AO0076-Flow Meter Adaptor, White 

 

AC0107-L Connector, 22/15mm, 

15M, Luer 

 

AC0110-DS-L Connector w/Suction 

Port,15M 

 

AC0023-L Connector, 22/15mm, 

15M 

 

AC0028 -Y Connector, 22/15mm, 

22M 

 

AC0138-Connector, 15M, 6M, PP 

 

AC0139 -Connector, 22/15mm, 6M, 

PP 

 

AC0045-Connector, 15M, 10M, PP 

 

AC0141-Connector, 15M, 15M, K 

Resin 

 

AC0046-Connector, 22/15mm, 15M, 

PP 

 

AC0142-Connector, 22F, 15M, K 

Resin 

 

AC0047-Connector, 22M, 22/15mm, 

PP 

 

AC0143-Connector, 22M, 22/19mm, 

PP 

 

AC0144-Connector, 22F, 22/19mm, 

PP                      

AC0048-Connector,  

22F, 22F, K Resin 

 

AC0159 -Adaptor for O2 Mask, 18M, 

6M 

 

AC0167 -T Connector, 22M, 

22/15mm, 22M 

 

Approved 
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AC0170-T Connector , 22M, 

22/15mm, 22M, 7.6F 

 

AC0003 -T Connector, 22F, 

22/15mm, 22M 

 

AC0069 -Cap, 22F, Green 

AC0070-Cap w/strap 7.6F, 6F 

1565.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Fee Slip  

No: 45336418073 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 12-10-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed 

DispoBag (Disposable Manual 

Resuscitator)  

 

 

Class: B 

 

Shelf Life: 

03 Years 

 

Codes / Sizes (if any)  

 

AR0022/2318 -DispoBag, Child 

w/Pop-Off, Mask  

 

AR0079/2328-DispoBag, Infant 

w/Pop-Off, Mask 

 

AR0081/2338-DispoBag, Adult 

w/Pop-Off, Mask 

Approved 

1566.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 97688510463 

PKR: 25000/- 

 

Fee submitted 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 17-05-2025 

/12-09-2026 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

GaleMed 

*nAPV Circuit 

*Hyperinflation Kit  

 

(Emergency Care/Breathing Circuit) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AN0028-nAPV Circuit 

 

AN0029-nAPV Circuit w/Pressure 

Port 

 

Approved both 

GaleMed nAPV 

Circuit & GaleMed 

Hyperinflation Kit, 

hoerver firm   

shall submit Form 

and requisite fee for 

GaleMed 

Hyperinflation Kit 
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Dated:  
16-05-2024 

 

Validity:08-05-2028 

1567.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Slip 

No:208636210083 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 24-08-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed  Nasal Cannula & NHF kit 

 

(Oxygen Therapy / Humidifier) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

AO0009-NHF Prong Kit, #2 

 

AO0010-NHF Prong Kit, #3 

 

AO0011-NHF Prong Kit, #4 

Approved both 

GaleMed Nasal 

Cannula & GaleMed 

NHF kit however 

firm shall submit 

form & fee for 

GaleMed Nasal 

Cannula 

 

1568.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 6738499737 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 11-08-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed Nebulizer kit  

 

(Aerosol Therapy) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AD0049/3564-Neb.Easy AM-1 Mask, 

Adult w/Tube 

 

AD0051/3565-Neb.Easy AM-1 Mask, 

Child w/Tube 

 

AD0053/3566-Neb.Easy AM-1 Mask, 

Infant w/Tube 

Approved 

1569.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

GaleMed 

OM-2 HiO2 Mask 

 

 

(Non rebreathing Mask with PVC 

Bag) 

Approved 
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Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 9425394025 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 25-05-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

 

AO0093-OM-2 HiO2 Mask, Adult 

w/Tubing, PVC Bag  

 

AO0094-OM-2 HiO2 Mask, Child 

w/Tubing, PVC Bag 

1570.  Aftab Life Care 

Impex 

1st floor Al-Falah 

ChambersTilakRoad 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 8262725107 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 17-07-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed Oxygen Mask 

(Oxygen Therapy Mask) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

AO0085-OM-2 Mask, Child 

w/Tubing    

AO0086-OM-2 Mask, Adult 

w/Tubing   

 

 

 

Separate 

 

AO0104-OM-4 Trachea Mask, 

Child  

w/Tubing 

 

AO0105-OM-4 Trachea Mask, 

Adult w/Tubing 

Approved both 

GaleMed Oxygen 

Mask & GaleMred  

Trachea Mask, 

however, firm shall 

submit form &fee for 

GaleMred  Trachea 

Mask  

1571.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

Legal Manufacturer: 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 27-07-2025 

GaleMed Single Limb Circuit 

 

 

(Ventilation Circuit) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

Approved both 

GaleMed Single 

Limb Circuit, Adult  

and PEEP Valves 
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26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Fee Slip  

No: 08791646 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

 

AB0128/71058 -Single Limb Circuit, 

Adult, 150cm 

 

1572.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Fee Slip  

No:622800953493 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 18-10-2025/12-09-

2026 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed Ventilator Circuit 

 

(Ventilator Circuit) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

AB0316-EVA circuit, adult, 60cmx4 

w/2WT 

 

AB0321-EVA circuit, child, 60cmx4 

w/2WT 

 

AB0071-EVA Circuit, Infant, 120cm 

w/2WT 

 

AT0001-EVA Hose, 22F, 100FT 

 

AT0012-EVA Hose, 22F, 180cm 

Approved 

1573.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:29-05-

2024 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity:24-04-2025 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

GaleMed 

Air-Soft Mask 
 

(Anesthetic gas mask) 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

Xyz:  

AM0026- Airsoft Mask, #0 w/Valve 

 

AM0027-Airsoft Mask, #1 w/Valve 

 

AM0028-Airsoft Mask, #2 w/Valve 

Approved 
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Fee Slip  

No: 22017843 

PKR: 25000/- 

 

Fee submitted 

Dated:  
16-05-2024 

 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

 

AM0029-Airsoft Mask, #3 w/Valve 

 

AM0030-Airsoft Mask, #4 w/Valve 

 

AM0031-Airsoft Mask, #5 w/Valve 

1574.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

 

(R&I)Dated:29-05-

2024 

 

Fee Slip  

No: 23737185461 

PKR: 25000/- 

 

Fee submitted 

Dated:  

16-05-2024 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity: 08-03-2029 

 

FSC:FSC of Reference 

Country 

 

Validity:08-05-2028 

 

LOA 

Validity: 17-01-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:08-05-2028 

GaleMed CPAP Full Face Mask & 

Circuit 

NIV Mask 

 

 

(Non invasive ventilation (NIV) 

Mask/CPAP Mask and accessory) 

 

 

Class: B 

 

Shelf Life: 

Three years 

 

Codes / Sizes (if any)  

AM0120-CPAP Face Mask Set 

w/Hose L 

 

AM0121-CPAP Face Mask Set 

w/Hose M 

 

AM0122-CPAP Face Mask Set 

w/Hose S 

 

 

Approved both 

GaleMed CPAP Full 

Face Mask & 

GaleMed NIV 

Mask, however, 

firnmm shall submit 

Form and requisite 

fee for GaleMed 

NIV Mask 

 

1575.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated: 15-12-

2020 

 

Fee Slip   

No: 2039524 

PKR: 50000/- 

 

Legal Manufacturer: 

EPS Bio Technology Corp. 

No.8, R&D Rd.III, Hsinchu 

Science Park Hsinchu Taiwan 

30077, R.O.C 

Phone: +886-3-6686868 

Fax:+886-3-6686866 

Email:  info@epsbio.com.tw 

Website:www. epsbio.com   

  

 

FSC: Country of Origin  

Validity:  

22-09-2025 

 

FSC:  FSC Belgium  

Issuance date:  

03-07-2023 

EASYMAX Tag  

Self Monitoring Blood Glucose 

System 681.68 

 

 

 

Class C 

 

Shelf Life: 5-Years  

 

Codes / Sizes (if any) 

681.68  

 

Approved 
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Fee submitted 

Dated:  
26-11-2020 

 

1576.  Aftab Life Care 

Impex 

1st floor Al-Falah 

Chambers Tilak Road 

Hyderabad 

Tel: 022-3642787 

Cellno:0321-2422344 

 

ELI-000357 

IssueDate:27th 

Feb,2019 

26th Feb,2024 

 

(R&I)Dated:22-01-

2025- 

 

Fee Slip  

No: 353808394  

PKR: 62000/- 

 

Fee submitted 

Dated:  
10-01-2025 

 

Legal Manufacturer: 

 

GaleMed Corporation 

87, Li-gong 2nd Road, Wu-Jia, 

I-Lan 268, Taiwan 

www.galemed.com 

Tel: + +886 (0)3 9908-618 

 

 

FSC:Country of Origin 

Taiwan  
Validity:16-12-2028 

 

FSC:FSC of Reference 

Country 

 

Validity: 

 

LOA 

Validity:31-12-2027 

 

ISO 13485 

Validity:05-09-2026 

 

EC Certificate  

Validity:05-09-2026 

GaleMed Heating Wire Circuit 

 

(Heating Wire Circuits) 

 

Class C 

 

Shelf Life: 3years 

 

Codes / Sizes (if any) 

 

6748-(SAP REF NO: AH0047) 

HW1 Circuit, neonate 

 

6756-(SAP REF NO: AH0053) 

HW1 Circuit, Adult 

 

 

BN21-(SAP REF NO: AN0072)-

HW1 Circuit for nCPAP 

 

H731-S1- (SAP REF NO: AH0064) 

HW1 Circuit, Infant for SLE 

 

6746-(SAP REF NO: AH0044) 

HW1 Circuit, Infant w/Chamber 

 

H741-(SAP REF NO: AH0015) 

HW2 Circuit, Infant 

 

H732-S2(SAP REF NO: AH0070) 

-HW1 Circuit, Infant w/Chamber, 

SLE2000  

 

 

H731-D1(SAP REF NO: AH0063) 

-HW1 Circuit, Infant for DR 

 

Approved 

1577.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, 

Karachi. 

(ELI-00351) 

D.O.I: 21-12-2023 

Dy. No.:  

-DRAP (R&I) 

Dated: 22-05-2024 

Fee Challan No.: 

99461761825 

PKR: 25,000/- 

Dated: 03-11-2023 

Legal Manufacturer: 

Name: 

M/S. Anhui Ganor Medical 

Device Co., Ltd. 

Manufacturer Address: 

Datong Town, Tianchang City, 

Anhui Province, P.R. China  

LOA Validity:  

31-08-2026 

FSC Validity  

(country of origin):CHINA  

07-08-2024 

EC Certificate validity: 

26-05-2024 

ISO 13485 Certificate 

validity: 10-09-2026 

 

Relation Feeding Tube  

Ref:4FR,5FR,6FR,8FR,10FR,12FR,

14FR,16FR 

,18FR,20FR,22FR,24FR 

Controls: 20180007 

CERTIFICATE NO. 20180002 

 

Class: B 

MD group:  SET  

Shelf life: FIVE YEARS  
Storage condition: stored at room 

temperature less than 30℃ 

 

Approved 
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1578.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, 

Karachi. 

(ELI-00351) 

D.O.I: 21-12-2023 

Dy. No.:  

-DRAP (R&I) 

Dated: 22-05-2024 

Fee Challan No.: 

16590030536 

PKR: 25,000/- 

Dated: 03-11-2023 

 

Legal Manufacturer: 

Name: M/S. Anhui Ganor 

Medical Device Co., Ltd. 

 

Manufacturer Address: 

Datong Town, Tianchang City, 

Anhui Province, P.R. China  

FSC Validity  

(country of origin): CHINA 

07-08-2024 

EC Certificate validity: 

26-05-2024 

ISO 13485 Certificate 

validity: 10-09-2026 

 

Relation Stomach Tube  

Ref:4FR,5FR,6FR,8FR,10FR,12FR,

14FR,16FR 

,18FR,20FR,22FR,24FR 

Controls: 20180007 

CERTIFICATE NO. 20180002 

 

Class: B 

MD group:  SET  

LOA Validity:  

31-08-2026 

Shelf life: FIVE YEARS  
Storage condition: stored at room 

temperature less than 30℃ 

 

Approved 

1579.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, 

Karachi. 

(ELI-00351) 

D.O.I: 15-04-2021 

Dy. No.:  

-DRAP (R&I) 

Dated: 19-04-2021 

Fee Challan No.: 

02149037269 

PKR: 25,000/- 

Dated: 13-04-2021 

 

Legal Manufacturer: 

Name: 

M/s. Shandong Qinkai Medical 

Industry Co.,Ltd 

Manufacturer Address: 

The Southern Tip Of 

Quancheng Road In Industrial 

Park, Medical Equipment 

Industrial Park, Chengwu, 

County, Heze City, Shandong 

Province P.R.China. 

FSC Validity  

(country of origin):CHINA  

21-10-2023 

EC Certificate validity: 

26-05-2024 

Relation Dial Flow With Extension 

Tube 

Ref: model – QK-1, QK-2 

Controls: Reg Certificate No. 

20180010 

Certificate No.20180010 

Class: B 

MD group:  SET  

LOA Validity:  

05-04-2024 

Shelf life: FIVE YEARS  
Storage condition: stored at room 

temperature less than 30℃ 

 

Approved 

1580.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, 

Karachi. 

(ELI-00351) 

D.O.I: 22-05-2021 

Dy. No.:  

-DRAP (R&I) 

Dated: 26-05-2021 

Fee Challan No.: 

10526679487 

PKR: 25,000/- 

Dated: 24-05-2021 

 

Legal Manufacturer: 

Name: 

M/s. Shandong Sogood 

Hygiene Products Co., Ltd. 

Manufacturer Address: 

No.4 Workshop 59th In Huihe 

Road, Dongying Economic 

Development Zone, Shandong 

Province, China 

 

FSC Validity  

(country of origin): CHINA  

22-03-2023 

EC Certificate validity: 

04-05-2025 

ISO 13485:2016 Certificate 

validity:  

23-10-2026 

 

M.I. Padded Sheet 

Ref: model- 600mmx450mm, 

600mmx600mm, 

600mmx900mm,800mmx900mm, 

800mmx1200mm,330mmx300mm, 

450mmx330mm,450mmx450mm, 

600mmx700mm,600mmx900mm, 

330mmx250mm,800mmx1500mm, 

800mmx1800mm, 400mmx400mm 

Controls: Reg certificate no. 

20170003 

Certificate no. 20210001 

Class: B 

MD group:  SET  

 

Approved 

1581.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 

216, Khayaban-e-

Jami, Block 9, 

Clifton, Karachi. 

 

Legal Manufacturer: 

Name: 

 

Legal Manufacturer  

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

Aesculap® Clip Appliers 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

Approved  
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(ELI-00006) 

 

R&I Dated: 28-10-

2020. 

Fee Challan No.: 

1917483 

PKR: 5,000/- 

 

 

 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

FB222R, FB223R, FB224R, 

FB226R, FB227R, FB234R, 

FB235R, FB236R, FB238R, 

FB239R, 

FB240R, FB242R, FB243R, 

FB245R, FB246R, FB248R, 

FB249R, FB251R, FB252R, 

FB253R, 

FB254R, FB255R, FB282R, 

FC171R, FC174R, FC175R, 

FC177R, FC178R, FC179R, 

FC181R, 

FC184R, FC185R, FC187R, 

FC188R, FC191R, FC194R, 

FC195R, FC196R, FC197R, 

FC198R, 

FC199R, FC204R, FC205R, 

FC206R, FC207R, FC208R, 

FC209R, FC214R, FC215R, 

FC216R, 

FC217R, FC218R, FC219R, 

FC230R, FC231R, PL503R, 

PL504R, PL506R, PL508R, 

PL510R, 

PL512R, PL520R, PL522R, 

PL528R, PL530R, PL531R, 

PL536R, PL538R, PL575SU, 

PL600R, 

PL601R, PL602R, PL603R, 

PL604R, PL606R, PL608R, 

PL609R, PL801R, PL802R, 

PL806R, 

PL807R, PL808R, PL809R, 

PL816R, PL817R, PL818R, 

PL822R, PL826R, PL827R, 

PL828R. 

1582.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 

216, Khayaban-e-

Jami, Block 9, 

Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 24-06-

2024. 

Fee Challan No.: 

785176778 

PKR: 5,000/- 

Legal Manufacturer: 

Name: 

 

Legal Manufacturer  

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® AdTec® Needle Holder 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Approved 
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 Codes: 

PL404R, PL405R, 

PL406R, PL407R, 

PL408R, PL409R, 

PL413R, PL414R, 

PL415R, PL416R, 

PL417R, PL418R, 

PL419R. 

1583.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 

216, Khayaban-e-

Jami, Block 9, 

Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 24-06-

2024. 

Fee Challan No.: 

334687421 

PKR: 5,000/- 

 

Legal Manufacturer: 

Name: 

 

Legal Manufacturer  

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® NeuroEndoscopy 

(Holding Devices Family) 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

RT046P, RT068R, RT079R, 

RT081R, 

RT090R, RT099R, RT061R, 

RT064R, 

RT066R, RT065R, RT060R, 

RT055P, 

RT020R, FF151R, FF168R, 

FF280R, 

RT044SU, RT043R, RT040R. 

Approved 

1584.  Applicant details: 

M/s Neotech 

Pharmaceuticals,  

Flat No 01, Kayani 

Market, Sector G-

10/2, Islamabad. 

 

(ELI-00609) 

 

Date of R& I  

21-02-2022 

Fee: PKR 5000/- 

Slip # 5014441247 

(Legal Manufacturer) 

 

Name: M/s. Medical Wire & 

Equipment (Bath) Ltd. 

Unit 29, Leafield Industrial 

Estate, Corsham, Wilshire 

SN13 9RT,  

England. 

 

 

 

Brand name: Amnicator 

Generic Name: Amniotic fluid 

detection device 

Models/ Specification  

(as per Free sale certificate):  

MWAM1, MWAM2 & MWAM5 

 

Class-A 

 

LOA validity: 11/02/2024 

Shelf life: 2 Years 

Storage Conditions: store between 

15 to 25℃. 

FSC validity:24/05/2025 

 

Approved 

1585.  (ELI-01225) 

 

Name: M/s Biocept 

lntl Co 

 

Address: 28-29 

A/El Old FCC 

Gulberg 3, Lahore 

Legal Manufacturer: 

Zheijang Xinke Technology 

Co., Ltd 

 

Manufacturing Site: 

No.133 ,Lengshui Road,Jinpan 

Development Zone,Jinhua City, 

Zhejiang Province, China 

 

FSC: China 

 

SY  

Diluent 

Lyse 

 

UT I  

Diluent 

Lyse 

 

Approved all kits 

applied subject to 

submission of Form 

and fee for all kits 
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Validity: 18-09-2026 

 

 

LOA 

Validity: 28-11-2029 

 

CE Certificate 

Validity: 15-04-2026 

 

ISO 13485:  

Validity: 20-11-2026 

 

M  

Diluent  

Lyse 

 

BCFL3  

Diluent 

Lyse 

Rinse 

 

Class- B 

 

Shelf Life: 2 years 

 

 

Code/Sizes: 

SY   

Diluent 20 L, 

Lyse 500 ml  

 

UT I 

Diluent 20 L, 

Lyse 1 L  

 

 

M 

Diluent 20 L, 

Lyse 5 L  

 

 

BCFL3 

Diluent 20 L, 

Lyse 1 L  

Rinse 20 L 

 

 

1586.  (ELI-01225) 

 

Name: M/s Biocept 

lntl Co 

 

Address: 

 28-29 A/El Old 

FCC Gulberg 3, 

Lahore 

Legal Manufacturer: 

Monocent Inc. 

 

Manufacturing Site: 

 

8920 Quartz Ave, Northridge 

California, USA 

 

FSC:  

Validity:  

 

 

LOA 

Validity: 19-01-2028 

 

CE Certificate 

Validity: 26-05-2025 

 

ISO 13485:  

Validity: 09-01-2026 

 

Monocent Inc. 

Reagents/Kits for Dengue IgM, 

Dengue IgG, Dengue NS1, T3, T4, 

TSH, LH, FSH, Prolactin, HCV, 

HIV, HAV IgG/IgM, HEV IgG/IgM, 

HbsAg (MONOCENT INC USA) 

for Dengue tests and blood tests 

 

Class- B 

 

Shelf Life: 2 years 

 

Sizes: 

Dengue IgM 96 Tests/Kit 

 

Dengue IgG 96 Tests/Kit 

 

Dengue NS1 96 Tests/Kit 

 

T3 96 Tests/Kit 

Deferred for the 

clarification of the 

grouping and 

classification of the 

applied products. 
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T4 96 Tests/Kit 

 

TSH 96 Tests/Kit 

 

LH 96 Tests/Kit 

 

FSH 96 Tests/Kit 

 

Prolactin 96 Tests/Kit 

 

HCV 96 Tests/Kit 

 

HIV 96 Tests/Kit 

 

HAV IgG/IgM 96 Tests/Kit 

 

 HEV IgG/IgM 96 Tests/Kit 

 

HbsAg 96 Tests/Kit 

1587.  M/s Kain Medical, 

Ali Bhai Center 3rd 

Floor Office # 35 

Main Shahrah-e-

Qauideen, Karachi 

(ELI-00506) 

Legal Manufacture 

 

M/s Zhejiang Chuangxiang 

Medical Technology Co., Ltd., 

Room 101, 201, 301, 401, 501, 

Building 50 No.650 Hongfeng 

Road Donghu Street, Yuhang 

District, Hangzhou City, 

Zhejiang Province 311100, P.R. 

China 

 

FSC China valid till 

8.12.2026 

 

ISO 13485 Valid Till 

9.11.2026 

 

FDA July 18 2025 

G-TEC Single Use Hemoclip 

 

Class B 

 

Shelf life: 03 Years 

 

Codes/Sizes  

MD-L-HR-195-12-135-Y 

MD-L-HR-230-12-135-Y 

Approved  

1588.  M/s Kain Medical, 

Ali Bhai Center 3rd 

Floor Office # 35 

Main Shahrah-e-

Qauideen, Karachi 

(ELI-00506) 

Legal Manufacture 

 

M/s Zhejiang Chuangxiang 

Medical Technology Co., Ltd., 

Room 101, 201, 301, 401, 501, 

Building 50 No.650 Hongfeng 

Road Donghu Street, Yuhang 

District, Hangzhou City, 

Zhejiang Province 311100, P.R. 

China 

 

FSC China valid till 

8.12.2026 

 

ISO 13485 Valid Till 

9.11.2026 

 

FDA July 18 2025 

G-TEC Single Use Balloon Dilatation 

Catheter 

 

Class A 

 

Shelf life: 03 Years 

 

Codes/Sizes  

MD-A-MB-2223-0655 

MD-A-MB-2223-0855 

MD-A-MB-2223-1055 

MD-A-MB-2223-1255 

MD-A-MB-2223-1555 

MD-A-MB-2223-1855 

 

Approved in class B 

subject to 

submission of 

revised Form and 

fee. 

1589.  M/s Kain Medical, 

Ali Bhai Center 3rd 
Legal Manufacture 

M/s Zhejiang Chuangxiang 

G-TEC Single Use Grasping Forcep 

 

Approved in class B 

subject to 
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Floor Office # 35 

Main Shahrah-e-

Qauideen, Karachi 

(ELI-00506) 

Medical Technology Co., Ltd., 

Room 101, 201, 301, 401, 501, 

Building 50 No.650 Hongfeng 

Road Donghu Street, Yuhang 

District, Hangzhou City, 

Zhejiang Province 311100, P.R. 

China 

 

FSC China valid till 

8.12.2026 

 

ISO 13485 Valid Till 

9.11.2026 

 

FDA July 18 2025 

Class A 

 

Shelf life: 03 Years 

 

Codes/Sizes 

MD-C-GF-2406 

MD-C-GF-2418 

MD-C-GF-2418 

MD-C-GF-2423 

MD-C-GF-1806 

MD-C-GF-1812 

MD-C-GF-1816 

MD-C-GF-1818 

MD-C-GF-1823 

submission of 

revised Form and 

fee. 

1590.  M/s Kain Medical, 

Ali Bhai Center 3rd 

Floor Office # 35 

Main Shahrah-e-

Qauideen, Karachi 

(ELI-00506) 

Legal Manufacture 

 

M/s Zhejiang Chuangxiang 

Medical Technology Co., Ltd., 

Room 101, 201, 301, 401, 501, 

Building 50 No.650 Hongfeng 

Road Donghu Street, Yuhang 

District, Hangzhou City, 

Zhejiang Province 311100, P.R. 

China 

 

FSC China valid till 

8.12.2026 

 

ISO 13485 Valid Till 

9.11.2026 

 

FDA July 18 2025 

G-TEC Single Use Biopsy Forcep 

 

Class B 

 

Shelf life: 03 Years 

 

Codes/Sizes 

 

MD-A-BF-2406 

MD-A-BF-2412 

MD-A-BF-2416 

MD-A-BF-2418 

MD-A-BF-2423 

MD-B-BF-2418 

MD-B-BF-2423 

MD-C-BF-2406 

MD-C-BF-2412 

MD-C-BF-2416 

MD-C-BF-2418 

MD-C-BF-2423 

MD-D-BF-2412 

MD-D-BF-2416 

MD-D-BF-2423 

MD-C-BF-1812 

MD-C-BF-1816 

MD-C-BF-1823 

MD-C-BF-1806 

MD-C-BF-1812 

MD-C-BF-1818 

MD-C-BF-1823 

Approved. 

1591.  M/s Kain Medical, 

Ali Bhai Center 3rd 

Floor Office # 35 

Main Shahrah-e-

Qauideen, Karachi 

(ELI-00506) 

Legal Manufacture 

 

M/s Zhejiang Chuangxiang 

Medical Technology Co., Ltd., 

Room 101, 201, 301, 401, 501, 

Building 50 No.650 Hongfeng 

Road Donghu Street, Yuhang 

District, Hangzhou City, 

Zhejiang Province 311100, P.R. 

China 

 

FSC China valid till 

8.12.2026 

G-TEC Single Use Guidewire 

 

Class A 

 

Shelf life: 03 Years 

 

Codes/Sizes 

 

MD-S-GW2545 

MD-S-GW3545 

MD-A-GW2545 

MD-A-GW3545 

 

Approved in class B 

subject to 

submission of 

revised Form and 

fee. 
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ISO 13485 Valid Till 

9.11.2026 

 

FDA July 18 2025 

1592.  M/s Ham  

International 

Office Address: B-

49, 

1st Floor, Block-16,  

KDA Scheme-36,  

Glistan-e-Jouhar, 

Karachi. 

Legal Manufacture  : 

M/s Shunmei Medical Co., 

Ltd., R-401 of 

Building B, No.8 

Jinlong 1st Road, 

Baolong Industrial  

Zone, Long Gang  

District, Shenzhen,  

China. 

Manufacturing Site : 

M/s Shunmei Medical 

Co., ltd., 

3rd Road, Yifa Industrial  

Zone, Dushi Village, 

Pingtam Town, Huiyang 

Distrct, Huizhou, 

Guangdong, China 

LOA 

Validity : 30-06-2025 

 

FSC : 

Country of Origin 

Validity : 27-02-2025 

 

FSC : 

FSC of Reference 

Country 

Validity : 26-05-2025 

OR 

EC/MDR Certificate 

Validity : 31-12-2028 

 

ISO 13485 

Validity : 12-06-2026 

Shun Guider Introducer Set 

(Radial Sheath) 

 

Class B 

 

Shelf Life : 03 Years 

 

Codes/Sizes as per FSC 

Approved 

1593.  M/s Ham  

International 

Office Address: B-

49, 

1st Floor, Block-16,  

KDA Scheme-36,  

Glistan-e-Jouhar, 

Karachi. 

Legal Manufacture : 

M/s Shunmei Medical Co., 

Ltd., R-401 of 

Building B, No.8 

Jinlong 1st Road, 

Baolong Industrial  

Zone, Long Gang  

District, Shenzhen,  

China. 

Manufacturing Site : 

M/s Shunmei Medical 

Co., ltd., 

3rd Road, Yifa Industrial  

Zone, Dushi Village, 

Pingtam Town, Huiyang 

Distrct, Huizhou, 

Guangdong, China 

LOA 

Validity : 30-06-2025 

Shun Linking Connecting 

Tubing 

 

Class B 

Shelf Life : 03 Years 

 

Codes/Sizes as per FSC 

Approved 
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FSC : 

Country of Origin 

Validity : 27-02-2025 

 

FSC : 

FSC of Reference 

Country 

Validity : 12-11-2024 

OR 

EC/MDR Certificate 

Validity : 26-05-2024 

 

ISO 13485 

Validity : 27-02-2025 

 

1594.  M/s Ham  

International 

Office Address: B-

49, 

1st Floor, Block-16,  

KDA Scheme-36,  

Glistan-e-Jouhar, 

Karachi. 

Legal Manufacture  : 

M/s Shunmei Medical Co., Ltd., 

R-401 of 

Building B, No.8 

Jinlong 1st Road, 

Baolong Industrial  

Zone, Long Gang  

District, Shenzhen,  

China. 

Manufacturing Site : 

M/s Shunmei Medical 

Co., ltd., 

3rd Road, Yifa Industrial  

Zone, Dushi Village, 

Pingtam Town, Huiyang 

Distrct, Huizhou, 

Guangdong, China 

LOA 

Validity : 30-06-2025 

 

FSC : 

Country of Origin 

Validity : 27-02-2025 

 

FSC : 

FSC of Reference 

Country 

Validity : 26-05-2025 

OR 

EC/MDR Certificate 

Validity : 31-12-2028 

 

ISO 13485 

Validity : 12-06-2026 

 

Shun Router Disposable  

Pressure Tranducer 

 

Class B 

Shelf Life : 03 Years 

 

Codes/Sizes as per FSC 

Approved 

1595.  M/s Essity 

Pakistan Limited 

A/69, S.I.T.E, 

Manghopir Road, 

Karachi 75700. 

PAKISTAN 

Lic. No.  ELI-00011 

Legal Manufacturer: Smith 

& Nephew Medical Limited, 

101 Hessle Road, Hull, 

Yorkshire, HU3 28N, United 

Kingdom, 

 

Actual Manufacturing 

OPSITE Post-Op  

 

(Absorbent, waterproof and bacteria 

proof film dressing) 

 

Class A 

 

Approved 
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Date of 

Submission:  

18-08-2020 

 

Smith & Nephew (Suzhou) 

Limited  

No. 12 Wuxiang Road, West 

Zone  

Suzhou Industrial Park,  

Suzhou Jiangsu, CHINA 

215021 

 

FSC (Smith & Nephew 

Medical Limited, Hull 

Validity date: 25-10-2021, 

Issuance date: 20-09-2020, 

Original in the File. 

 

ISO 13485:2016 

Validity date: 18-10-2024, 

Issuance date: 19-10-2021, 

Original in the File. 

 

FQA Validity date: 26-05-

2024, Issuance date: 27-10-

2021, Original in the File. 

 

LOA Issuance date: 19-04-

2022, Original in the File. 

  

Shelf Life: 5 years   

 

Size and model 

 

6.5cm x 5cm  

9.5cm x 8.5cm  

15.5cm x 8.5cm 

20cm x 10cm 

25cm x 10cm  

 

 

Fee Submission: 5,000/- 

 

Storage temperature and 

conditions:  

Store in dry place (<25oC / 77oF). 

 

1596.  M/s Essity 

Pakistan Limited 

A/69, S.I.T.E, 

Manghopir Road, 

Karachi 75700. 

PAKISTAN 

Lic. No.  ELI-00011 

 

Date of 

Submission:  

14-12-2020 

 

Legal Manufacturer: Smith & 

Nephew Medical Limited, 101 

Hessle Road, Hull, Yorkshire, 

HU3 28N, United Kingdom, 

 

Actual Manufacturing 

Smith & Nephew (Suzhou) 

Limited  

No. 12 Wuxiang Road, West 

Zone  

Suzhou Industrial Park,  

Suzhou Jiangsu, CHINA 

215021 

 

FSC (Smith & Nephew 

Medical Limited, Hull 

Validity date: 25-10-2021, 

Issuance date: 20-09-2020, 

Original in the File. 

 

ISO 13485:2016 

Validity date: 18-10-2024, 

Issuance date: 19-10-2021, 

Original in the File. 

 

FQA Validity date: 26-05-

2024, Issuance date: 27-10-

2021, Original in the File. 

 

LOA Issuance date: 19-04-

2022, Original in the File. 

  

Cica-Care   

 

(Silicone Gel Sheet) 

 

Class A 

 

Shelf Life: 5 years   

 

Size and model 

 

12cm x 3cm 

12cm x 6cm  

12cm x 15cm   

 

 

Fee Submission: 5,000/- 

 

Storage temperature and 

conditions:  

Store in dry place (<25oC / 77oF) and 

protect from direct sunlight. 

 

Approved 
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1597.  M/s Essity 

Pakistan Limited 

A/69, S.I.T.E, 

Manghopir Road, 

Karachi 75700. 

PAKISTAN 

Lic. No.  ELI-00011 

 

 

Date of 

Submission:  

18-09-2023 

 

Legal Manufacturer  

 

BSN medical GmbH 

Schützenstraße, 1-3 

22761 Hamburg 

Germany 

 

Actual Manufacturing 

 

BSN medical GmbH  
Heykenaukamp 10, 

21147 Hamburg Germany 

  

FSC, Germany 

Insurance Date:07-03-2023 

Validity date: 07-03-2028, 

Original in the File. 

 

LOA  
Insurance date: 01-03-2023  

Validity date: 01-03-2028, 

Original in the File. 

  

Fixomull® Skin Sensitive  

(- Leukoplast® 

Soft silicone adhesive non-woven 

fabric) 

 

Class A 

 

Shelf Life: 5 years   

 

Size and model 

 

5cm x 5m  

10cm x 5m  

15cm x 5m  

10cm x 2m  

 

 

Fee Submission: 5,000/- 

 

Storage temperature and 

conditions:  

Cool, Dry and Clean Place. Avoid 

direct sun light. 

Approved 

1598.  Al-Umar Dental 

Supply Opposite, 

Nishtar Institute of 

Dentistry,Distt Jail 

Road, Multan 

 

ELI: 00853 

810-P 

5,000/- 

Legal Manufacturer:  
M/s Wellmed Dental Medical 

Supply CO. Ltd,301 Zhongxing 

Science and Technology, 

Building No. 64 Xin'an 2nd 

Road BaoanDistrict, Shenzhen, 

China 

 

FSC: China 

Date of Issue: 19/09/2022 valid 

for 2 years 

Qualident Barrier Cilm/Sleeves 

 

(Barrier Film/Sleeves) 

 

Codes & Sizes:As per FSC 

 

Class-A 

 

Shelf Life:  As per stability 

Approved 

1599.  Bio Indus, B-526, B 

Block satellite town 

Rawalpindi 

 

ELI-00979  

756-P 

5000 

Legal Manufacturer: 
MEIZHOU CORNLEY HI-

TECH CO,.LTD 

Cornley Hi-Tech Industrial 

Park, Fuda Hi-Tech 

Zone,Jincheng Road Meixian, 

Meizhou,Guangdong,China 

514700 

 

FSC: CHINA 

Valid till: 21/04/2024 

CORNLEY Electrolyte Analyzer 

(Mini ISI Electrolyte Analyzer) 

 

Codes & Sizes: As per FSC 

 

Class-A 

  

Shelf Life: N/A 

Approved 

1600.  Cardiac Care, 848-

C, Shadman-1, 

Lahore 

 

ELI: 00070 

827-P 

5,000/- 

Legal Manufacturer:  
TOTAL ITHALAT VE 

IHRACAT PAZARLAMA 

LIMITED SIRKETI located at 

Cali Mh. Eflatun (410) Cd. No: 

18 NILUFER  BURSA – 

TURKIYE 

 

FSC:  TURKIYE 

Date of Issue: 08/12/2022 

Valid for 3 years 

Ultra Reinforced Surgical Gown 

Surgical Gown 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved 

1601.  Chemical House, 6-

C Sikander Malhi 
Legal Manufacturer:  
M/s Bio-Rad , 3 Boulevard 

Geenius Reader 

 

Approved 
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Road, Canal Park, 

Gulberg II, Lahore 

Pakistan.  

 

ELI: 00156 

811-P 

5,000/- 

Raymond Poincare, 92430 

Marnes, Ia Conquette, France 

 

Original FSC: France 

Valid till: 28/07/2022 

Class-A 

 

Shelf Life: N/A 

 

Cat#92465 

1602.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

 

ELI: 00821 

820-P 

5,000/- 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

Raycast ®  High Precision-Efficast ®  

Thermoplastic Material for Patient 

Immobilization 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1603.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

 

ELI: 00821 

821-P 

5,000/- 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

(ORFIT) 

Vacuum Bag Cushion 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1604.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

 

ELI: 00821 

822-P 

5,000/- 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

ORFIT 

(THE AIO SOLUTION) 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1605.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

 

ELI: 00821 

823-P 

5,000/- 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

(ORFIT) 

(Raycast ® High Precision- 

Accessories Prone Head Supports) 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1606.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

(ORFIT) 

(Raycast ® Unon-Duon) 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Approved subject to 

submission of codes 

as per FSC 
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ELI: 00821 

824-P 

5,000/- 

Codes & Sizes: As per FSC 

1607.  Danish International 

Healthcare (Pvt) 

Ltd, 51-F, 2nd Floor, 

Main Boulevard, 

Punjab Co-operative 

Housing Society, 

Ghazi Road, Lahore 

 

ELI: 00821 

825-P 

5,000/- 

 

Legal Manufacturer:  
M/s Orfit Industies N.V 

Vosveld 9a, 2110 Wijnnegem, 

Belgium 

 

FSC: Belgium 

Date of Issue: 09/12/2021 

(ORFIT) 

(Raycast ®High Precision-

Thermoplastic Bolus Material ) 

 

Class-A 

 

Shelf Life: 2.5 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC. 

1608.  Tooth Planet 

Company, Sheikh 

Yaseen Trade 

Center Plot No. 

SYTC-214 SF, Main 

Mamjum Road, 

Peshawar 

 

ELI: 01041 

Legal Manufacturer:  

M/s HYGENDENT INC. Gate 

E Building 1, No. 97 Changping 

Road, Shad Town Changping 

District Beijing 102206 China 

 

Original FSC: China 

Valid till: 2024/06/16 

Hygedent 

(Alginate) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1609.  Tooth Planet 

Company, Sheikh 

Yaseen Trade 

Center Plot No. 

SYTC-214 SF, Main 

Mamjum Road, 

Peshawar 

 

ELI: 01041 

Legal Manufacturer:  

M/s HYGENDENT INC. Gate 

E Building 1, No. 97 Changping 

Road, Shad Town Changping 

District Beijing 102206 China 

 

Original FSC: China 

Valid till: 2024/06/16 

LOA validity 31-02-2025 

Hygedent 

(Chromatic) 

 

Class-A 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1610.  Tooth Planet 

Company, Sheikh 

Yaseen Trade 

Center Plot No. 

SYTC-214 SF, Main 

Mamjum Road, 

Peshawar 

 

ELI: 01041 

Legal Manufacturer:  

M/s Major Prodotti Dentari 

S.P.A, Via Luigi Innaudi 23-

10024 Moncalieri (TO) Italy 

 

Original FSC: Italy 

Date of issue: 09/07/2020 

LOA 17-02-2027 

Alginmajor 

(Alginate) 

 

Class-A 

 

Shelf Life: 6 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1611.  Tooth Planet 

Company, Sheikh 

Yaseen Trade 

Center Plot No. 

SYTC-214 SF, Main 

Mamjum Road, 

Peshawar 

 

ELI: 01041 

Legal Manufacturer:  

M/s Major Prodotti Dentari 

S.P.A, Via Luigi Innaudi 23-

10024 Moncalieri (TO) Italy 

 

Original FSC: Italy 

Date of issue: 09/07/2020 

LOA 17-02-2027 

Algimax 

(Alginate) 

 

Class-A 

 

Shelf Life: 6 years 

 

Codes & Sizes: As per FSC 

Approved subject to 

submission of codes 

as per FSC 

1612.  Tooth Planet 

Company, Sheikh 

Yaseen Trade 

Center Plot No. 

SYTC-214 SF, Main 

Mamjum Road, 

Legal Manufacturer:  

M/s Major Prodotti Dentari 

S.P.A, Via Luigi Innaudi 23-

10024 Moncalieri (TO) Italy 

 

Original FSC: Italy 

Ormakit 

(Silicone) 

 

Class-A 

 

Shelf Life: 6 years 

Approved subject to 

submission of codes 

as per FSC 
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Peshawar 

 

ELI: 01041 

Date of issue: 09/07/2020 

LOA 17-02-2027 

 

Codes & Sizes: As per FSC 

1613.  M/s Haji S. Ameer 

Din & Sons 305-A 

Upper Mall Lahore  

 

(ELI-00059) 

Legal Manufacturer: 
DanyangXingda Optical 

Apparatus Co., Ltd. 193# 

Sancheng Alley, Yunyang 

Town, Danyang, Jiangsu 

212324, P.S.China FSC: 

Germany 

TRIAL LENS SET (CT-4305KA/ 

CT-4305GC) Class-A Shelf Life: 5 

years 

Approved 

1614.  M/s. Liocon 

Biomedical Services 

Office # 20, 2nd 

Floor Habib Plaza 

Satellite town 

Rawalpindi  

 

ELl-01071  

Legal Manufacturer: M/s 

Shanghai STAC Biotechnology 

Co., Ltd. Address: Building 

117, No. 166, Meiyue Rd, 

Pudong new area, Shanghai 

200131, China Tel: +86-21-

50310189 Fax: +86-21-

58378359 E-mail: 

stac@stacbio.com Web: 

www.stacbio.com FSC: CHINA 

Validity: 28/05/2026 LOA 

Validity: 05/04/2028 

STAC Diluent CA900, STAC Lyser 

CA900, STAC probe Cleaner  

STAC Hematology Reagent  

 

Class A  

 

Shelf Life: 02 years  

 

Codes / Sizes (if any) HS 

CODE:3822.9000  

Approved subject to 

submission of 

justification of class 

& grouping, FSC of 

any SRA country or 

CE certificate and 

name of device 

1615.  M/s. Liocon 

Biomedical Services 

Office # 20, 2nd 

Floor Habib Plaza 

Satellite town 

Rawalpindi 

0518777490 

ELl-01071  

Legal Manufacturer: M/s 

Shanghai STAC Biotechnology 

Co., Ltd. Address: Building 

117, No. 166, Meiyue Rd, 

Pudong new area, Shanghai 

200131, China Tel: +86-21-

50310189 Fax: +86-21-

58378359 E-mail: 

stac@stacbio.com Web: 

www.stacbio.com FSC: CHINA 

Validity: 28/05/2026 LOA 

Validity: 05/04/2028 

STAC Diluent MR30. (20L) STAC 

LYSER MR30CFL (500ml) STAC 

EZCLEANER 50ml STAC RINSE 

MR 1L STAC RINSE MR 20L 

STAC Hematology Reagent  

 

Class A  

 

Shelf Life: 02 years  

 

Codes / Sizes (if any) HS 

CODE:3822.9000  

Approved subject to 

submission of 

justification of class 

& grouping, FSC of 

any SRA country or 

CE certificate and 

name of device 

1616.  M/s. Liocon 

Biomedical Services 

Office # 20, 2nd 

Floor Habib Plaza 

Satellite town 

Rawalpindi 

0518777490 

ELl-01071  

Legal Manufacturer: M/s 

Shanghai STAC Biotechnology 

Co., Ltd. Address: Building 

117, No. 166, Meiyue Rd, 

Pudong new area, Shanghai 

200131, China Tel: +86-21-

50310189 Fax: +86-21-

58378359 E-mail: 

stac@stacbio.com Web: 

www.stacbio.com FSC: CHINA 

Validity: 28/05/2026 LOA 

Validity: 05/04/2028 

STAC Diluent SYS. STAC LYSER 

SYS-WH. STAC LYSER SYS 4DL. 

STAC LYSER SYS-4DS. STAC 

LYSER SYS-SLS STAC CLEANER 

SYS-K  

 

STAC Hematology Reagent  

 

Class A  

 

Shelf Life: 02 years  

 

Codes / Sizes (if any) HS 

CODE:3822.9000  

Approved subject to 

submission of 

justification of class 

& grouping, FSC of 

any SRA country or 

CE certificate and 

name of device 

1617.  M/s. Moon 

Enterprises, Lahore.  

ELI:00356  

Legal Manufacturer: 
JIANGZI EXQUISITE 

TECHNOLOGY, CHINA FSC: 

China Validity: 09/Sep/2026 

LOA Validity: 31/Dec/2027  

JINGZ®(ImuMed®) SEPARATION 

GEL TUBES  

 

Class A  

 

Shelf Life: 05 years  

 

Codes / Sizes:  

All sizes as per FSC  

Approved subject to 

provision of FSC 

having codes  

1618.  M/s. Moon Legal Manufacturer: JINGZ®(ImuMed®) Approved subject to 
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Enterprises, Lahore.  

ELI:00356  

JIANGZI EXQUISITE 

TECHNOLOGY, CHINA FSC: 

China Validity: 09/Sep/2026 

LOA Validity: 31/Dec/2027  

PLAIN TUBES 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes / Sizes: 

All sizes as per FSC 

 

provision of FSC 

having codes 

1619.  M/s. Moon 

Enterprises, Lahore.  

ELI:00356  

Legal Manufacturer: 
JIANGZI EXQUISITE 

TECHNOLOGY, CHINA FSC: 

China Validity: 09/Sep/2026 

LOA Validity: 31/Dec/2027  

JINGZ®(ImuMed®) 

EDTA.K2, EDTA.K3, Sodium 

Heparin, Lithium Heparin, Sodium 

Fluoride/Potassium (Glucose), 

Sodium Fluoride/ EDTA. Na2 

Glass/PET 

Class-A 

 

Shelf Life: 05 years 

 

Codes / Sizes: 

All sizes as per FSC 

Deferred for the 

clarification of 

grouping of medical 

devices. 

1620.  M/s. Moon 

Enterprises, Lahore.  

ELI:00356  

Legal Manufacturer: 
JIANGZI EXQUISITE 

TECHNOLOGY, CHINA FSC: 

China Validity: 09/Sep/2026 

LOA Validity: 31/Dec/2027  

JINGZ®(ImuMed®) 

CLOT ACTIVATOR TUBE 

 

Class-A 

 

Shelf Life: 05 years 

 

Codes / Sizes: 

All sizes as per FSC 

 

Approved subject to 

provision of FSC 

having codes. 

1621.  M/s Liocon 

Biomedical Services 

No:20,2nd floor 

Habib plaza 

Satellite town 4th 

road, Rawalpindi 

0518777490  

(ELI-01071)  

Date of R&I 

23/01/2025 5 

Validity: 30-06-

2027  

Legal Manufacturer: GC 

MEDICAL SCIENCE CORP. 

(GCMS) 26, Mugeuk-ro 

65beongil, Geumwang-eup, 

Eumseong-gun, 

Chungcheongbuk-do, Republic 

of Korea Office: +82 31 260 

9563 Fax: +82 31 260 9416 

www.greencrossms.com 

Manufacturing Site: GC 

MEDIS Corp. 16, Jeongja 1-gil, 

Seonggeo-eup, Seobuk-gu, 

Cheonansi, 

Chungcheongnamdo, 31045, 

REPUBLIC OF KOREA LOA 

Validity: 09/09/2029 FSC: 

South Korea Validity: 00-00-

0000 EC Certificate Validity: 

00-00-0000 ISO 1348 

Greencare A1c hemoglobin test kit 

(Hba1c 10T/Kit)  

 

Class B  

 

Shelf Life: 02 years  

 

Codes/Sizes:  

10Test/Kit  

Approved 

1622.  M/s SBK 

International ELI-

00100 DRAP 

Receiving R & I 

details 01/10/2024 

Brand  

Legal Manufacturer: 
ANQING KNGMINGNA 

PACKAGING CO, LTD 

Address: KMN INDUSTRIAL 

PARK, JINGSHI ROAD, BIG 

BRIDGE DEVELOPMENT 

Medibell  

Packing Material (Pouches)  

 

Class A  

 

Shelf Life: 3 Years  

Approved 
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ZONE, ANQING, ANHUI, 

CHINA FSC Validity:10/04/26 

LOA Validity: 04/03/29 

 

Codes / Sizes: Heat Sealing Flat 

Pouches Sizes: 75mm*200mm 

75mm*300mm 100mm*200mm 

100mm*300mm 150mm*200mm 

150mm*300mm 200mm*200mm 

200mm*400mm 250mm*200mm 

250mm*450mm 300mm*200mm 

300mm*500mm 350mm*200mm 

350mm*550mm 400mm* 600mm 

600mm*200mm Paper Gusseted 

Pouch Sizes: 90*50*150mm 

90*50*250mm 110*30*190mm 

140*75*250mm 140*50*330mm 

180*95*380mm 100*50*150mm 

250*100*380mm 300*75*530mm 

190*65*330mm 110*45*190mm 

Packing Material (Pouches) 

450*100*600mm Self-Sealing 

Sterilization Pouch Sizes: 

57mm*130mm 70mm*260mm 

90mm*165mm 90mm*260mm 

135mm*280mm 140mm*305mm 

190mm*305mm 190mm*360mm 

200mm*320mm 200mm*360mm 

230mm*395mm 305mm*430mm 

400mm*535mm 500mm*630mm 

 

1623.  M/s SBK 

INTERNATIONAL 

23, Valley Road, 

Street 3, West ridge 

1, Rawalpindi  

 

ELI-00100 DRAP 

submitted 

documents R & I 

details 02/09/2024  

Legal Manufacturer: 
Guangdong Ecan Medical Co., 

Ltd Manufacturing Site: 

Building 1, No. 222, Xindu 

Road, Chengjiao Street 

Conghua District 510920 

Guangzhou City, Guangdong 

Province, P.R.China  

 

LOA Validity: 30-12-2029  

FSC: Country of Origin 

Validity: 17-07-2026 FSC: FSC 

for Reference Country N/A 

Validity: 00-00-20-- OR  

EC Certificate Validity: 26-05-

2024 Extended till 31-12- 2028 

(letter attached)  

ISO 13485 Validity: 25-11-

2025 

MEDIBELL Silicone Foley Catheter  

Urethral Catheter  

 

Class B  

 

Shelf Life: 05 Years  

 

Codes / Sizes:  

 

2 Way Foley (6 FR, 8 FR, 10 FR, 12 

FR, 14 FR, 16 FR, 18 FR, 20 FR, 22 

FR, 24 FR, 26 FR, 28 FR, 30 FR) 3 

Way Foley (16 FR, 18 FR, 20 FR, 22 

FR, 24 FR, 26 FR)  

Approved 

1624.  M/s SBK 

INTERNATIONAL 

23, Valley Road, 

Street 3, West ridge 

1, Rawalpindi  

 

ELI-00100 DRAP 

submitted 

documents R & I 

details 02/09/2024  

Legal Manufacturer: 
Guangdong Ecan Medical Co., 

Ltd Manufacturing Site: 

Building 1, No. 222, Xindu 

Road, Chengjiao Street 

Conghua District 510920 

Guangzhou City, Guangdong 

Province, P.R.China  

 

LOA Validity: 30-12-2029  

FSC: Country of Origin 

MEDIBELL Latex Foley Catheter  

Urethral Catheter  

 

Class B  

 

Shelf Life: 05 Years  

Codes / Sizes:  

1 Way Foley (6 FR, 8 FR, 10 FR, 12 

FR, 14 FR, 16 FR, 18 FR, 20 FR, 22 

FR, 24 FR, 26 FR) 2 Way Foley (6 

FR, 8 FR, 10 FR, 12 FR, 14 FR, 16 

Approved 
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Validity: 17-07-2026 FSC: FSC 

for Reference Country N/A 

Validity: 00-00-20-- OR  

EC Certificate Validity: 26-05-

2024 Extended till 31-12- 2028 

(letter attached)  

ISO 13485 Validity: 25-11-

2025 

FR, 18 FR, 20 FR, 22 FR, 24 FR, 26 

FR, 28 FR, 30 FR) 3 Way Foley (16 

FR, 18 FR, 20 FR, 22 FR, 24 FR, 26 

FR, 28 FR, 30 FR)  

1625.  IRTEQA BIOTEK  

(ELI-00218)  

 

Legal Manufacturer: M/S 

GOLDSITE INC. China 

Manufacturing Site: No. 1001, 

Building No.1, GOLDSITE 

Mansion, No. 9 Rongtian Road, 

Kengzi, Pingshan District, 

Shenzhen, 518122 China 

 

 Date of R&I 18th Feb 2025 

(receipt attached)  

FSC: Country of Origin: China 

Valid & Attached FSC: FSC of 

Reference Country: Spain Valid 

& Attached LOA Validity: 11-

04-2025 Attached EC 

Certificate Notarized, Valid & 

Attached ISO 13485 Validity: 

15-10-2027 Attached 

A1c Go Hba1c Kit 2. Glycated 

Hemoglobin Analyzer A1c Go  

Hba1c Kit & Analyzer  

Class B  

Shelf Life: 01 years  

Codes/Sizes:  

Single Packed Test Box of 25 Tests  

Approved subject to 

submission of 

clarification of 

grouping of medical 

devices applied. 

1626.  M/s ElectroMed 

Corporation 

ELI-00163 

R&I details: 06-

Mar-2023 

 

 

 

 

Legal Manufacturer, M/s 

MIR-Medical International 

Research S.p.A 

Manuacturing Site: Viale Luigi 

Schiavonetti 270 00173, Roma, 

Italy 

 

LOA: 01-Mar-2027 

FSC: 01-Mar-2027 

Country of Origin: Italy 

EC Certificate: 15-Feb-2028 

ISO 13485: 15-Feb-2027 

Spirobank II 

Spirometer 

 

Class B 

 

Shelf Life: 10 years 

 

Codes/Sizes: 

911028 Spirobank II Without 

Turbine Flowmeter 

911029 Spirobank II With Oximetry 

Without Turbine Flowmeter 

911028T Spirobank II With 1 

Reusable Turbine Flowmeter 

911029T Spirobank II With 

Oximetry and Reusable Turbine 

Flowmeter 

911021 Spirobank II Basic Without 

Turbine Flowmeter 

911021T Spirobank II Basic With 1 

Reusable Turbine Flowmeter 

 

Deferred for the 

clarification of 

grouping and 

classification of 

applied products. 

1627.  M/s. QUALITY 

MEDICAL 

SERVICES, 

Rawalpindi  

ELI:00123  

Legal Manufacturer: Kunshan 

Dynmed Medical Technology 

Co,.Ltd Manufacturing Site: 

Address: Floor 2 of No .2 

Workshop, No. 66,Shunxing 

Road, Lujia Town,Kunshan, 

Suzhou City, Jiangsu Province, 

215331, China  

 

Date of R&I 12-FEB-2024 FSC: 

Kunshan Dynmed Medical Oxygen 

Concentrator  

Class B  

Shelf Life: 2 years  

 

Codes as per FSC 

Approved subject to 

submission of codes 

as per FSC 
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CHINA Validity: 24-05-2026  

LOA Validity: 08-05-2028 EC 

Certificate Validity: 24-05-2026  

ISO 13485 Validity: 05-09-

2025 

1628.  M/S Reliance Pvt 

Ltd. 17/3, Mulana 

Zafar Ali Khan 

Road, Lahore-

54000, Pakistan  

ELI-00158  

R & I Details: 

Dossier submission 

Date: 18- 05-2021  

Legal Manufacturer: 

M/S SDI Limited, 3- 15 

Brunsdon Street Bayswater, 

Victoria 3153, Australia.  

 

FSC Validity: 24-04-2029 LOA 

Validity: 9-05-2029 

Soothe (Dressing, liquid barrier 

synthetic polymer)  

Class A  

Shelf Life: 3 years  

Codes/sizes:  

8150002 8150003 8150033 8150034 

9900405  

Approved 

1629.  I Care, Lahore 

Address: Shop No. 

21 Basement No. 1, 

Marium Tower, 

Near Bhatti Chowk, 

Lahore Licence 

Number:  

ELI- 01019  

R&I details: 16-12-

2024  

Legal Manufacturer: 

Zhejiang Zhuoyi Industrial 

&Trading CO., LTD. Address: 

No.26 Xinhuang Road, Majin 

Town, Kaihua County, 324307, 

Quzhou City, Zhejiang 

Province, China.  

 

LOA Validity: Date of Issue 

23/04/2024 & Valid till 

23/04/2028  

 

FSC Country of Origin: 

Legalized FSC No. 02234160 

Date of Issue: 31-05-2024 valid 

till 31- 05-2028  

FSC Country of Reference 

country or  

EC Certificate: Notarized EC 

Certificate No. G2 092238 0007 

Date of Issue 10/01/2020 Valid 

Till 26.05.2024, extended Till 

26.05.2028.  

ISO 13485: Notarized ISO 

13485 Date of Issue 29/03/2022 

Valid 01-03-25 

En-Care Surgical Gloves (Powdered)  

Class: Class  

B Shelf Life: 5 yrs  

Codes/Sizes:  

6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0 (All 

sizes)  

Approved 

1630.  M/s Healthcare 

Enterprises Makah 

Tower 5 th Floor 

Office no 507 

Namak Mandi 

Peshawar  

Eli-000931  

R&i details 

03/11/2022 fee 

challan no 

32996331744  

Legal Manufacturer 
(Headquarters Office & Sales) 

Winsford, U.K. Advanced 

Medical Solutions Group plc 

Premier Park, 33, Road One 

Winsford Industrial Estate 

Winsford, Cheshire CW7 3RT, 

UK Tel : +44 (0) 1606 863 500 

Company Number : 2867684 

VAT Number : 636555127 

LOA VALIDITY 06/04/2027 

CE FDA FSC VALIDITY 

26/05/2025 ISO 13485 

VALIDITY 16/11/2027 

Activheal Alginate  

Class C  

Shelf Life 3 Years  

Sizes 10x10cm 10x20cm  

Approved 

1631.  M/s Healthcare 

Enterprises Makah 

Tower 5 th Floor 

Office no 507 

Legal Manufacturer 
(Headquarters Office & Sales) 

Winsford, U.K. Advanced 

Medical Solutions Group plc 

Activheal Hydrogel  

Class C  

Shelf Life 3 Years  

Sizes 15g  

Approved 
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Namak Mandi 

Peshawar  

Eli-000931  

  

R&I DETAILS 

03/11/2022 FEE 

CHALLAN NO 

32996331744  

Premier Park, 33, Road One 

Winsford Industrial Estate 

Winsford, Cheshire CW7 3RT, 

UK Tel : +44 (0) 1606 863 500 

Company Number : 2867684 

VAT Number : 636555127 

LOA VALIDITY 06/04/2027 

CE FDA FSC VALIDITY 

26/05/2025 ISO 13485 

VALIDITY 16/11/2027 

1632.  M/s Healthcare 

Enterprises Makah 

Tower 5 th Floor 

Office no 507 

Namak Mandi 

Peshawar  

Eli-000931  

  

R&I DETAILS 

03/11/2022 FEE 

CHALLAN NO 

32996331744  

Legal Manufacturer 
(Headquarters Office & Sales) 

Winsford, U.K. Advanced 

Medical Solutions Group plc 

Premier Park, 33, Road One 

Winsford Industrial Estate 

Winsford, Cheshire CW7 3RT, 

UK Tel : +44 (0) 1606 863 500 

Company Number : 2867684 

VAT Number : 636555127 

LOA VALIDITY 06/04/2027 

CE FDA FSC VALIDITY 

26/05/2025 ISO 13485 

VALIDITY 16/11/2027 

 

Activeheal Hydrocolloid  

Class C  

Shelf Life 3 Years  

Sizes 10x10cm 15x15cm 15x18cm  

Approved 

1633.  M/s Healthcare 

Enterprises Makah 

Tower 5 th Floor 

Office no 507 

Namak Mandi 

Peshawar  

Eli-000931  

  

ELI-000931  

R&I DETAILS 

03/11/2022 FEE 

CHALLAN NO 

32996331744  

Legal Manufacturer 
(Headquarters Office & Sales) 

Winsford, U.K. Advanced 

Medical Solutions Group plc 

Premier Park, 33, Road One 

Winsford Industrial Estate 

Winsford, Cheshire CW7 3RT, 

UK Tel : +44 (0) 1606 863 500 

Company Number : 2867684 

VAT Number : 636555127 

LOA VALIDITY 06/04/2027 

CE FDA FSC VALIDITY 

26/05/2025 ISO 13485 

VALIDITY 16/11/2027 

 

Aquafiber Extra Ag  

Class C 

Shelf Life 2 Years  

Sizes 10x10cm 15x15cm 20x30cm  

Approved 

1634.  M/S Healthcare 

Enterprises Makah 

Tower 5th Floor 

Office No 507 

Namak Mandi 

Peshawar ElI-

000931  

R&I Details 

13/12/24  

Legal Manufacturer 
Wuhan Sitaili Medical 

Apparatus Development Co 

Ltd. Factory Room 1 Part of 

South Arda 3rd Floor No 2 

Electronic Plant No 777, 

Guanggu Third Road East Lake 

New Technology Development 

Zone. Wuhan City Hubei 

Province 430074 P.R China  

LOA Validity 1st Oct 2027  

FSC Validity 14/01/2026 ISO 

13485 Validity 19/05/2026 

Conotec  

Colostomy Paste 

Class A  

Shelf Life 5 Years  

Sizes: 

38,45,57,70mm  

Approved 

1635.  M/S Healthcare 

Enterprises Makah 

Tower 5th Floor 

Office No 507 

Namak Mandi 

Legal Manufacturer 
Wuhan Sitaili Medical 

Apparatus Development Co 

Ltd. Factory Room 1 Part of 

South Arda 3rd Floor No 2 

CONOTEC  

COLOSTOMY BAG 

CLASS A  

SHELF LIFE 5 YEARS  

SIZES: 

Approved 
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Peshawar ElI-

000931  

R&I Details 

13/12/24  

Electronic Plant No 777, 

Guanggu Third Road East Lake 

New Technology Development 

Zone. Wuhan City Hubei 

Province 430074 P.R China  

LOA Validity 1st Oct 2027  

FSC Validity 14/01/2026 ISO 

13485 Validity 19/05/2026 

38,45,57,70MM  

 

 DEFERRED CASES  

 

 

S# Applicant Details  Manufacturer’s Details  Medical Devices Details  

Brief Description 

Decision of 65th MDB meeting 

Decision 

1.  BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31 December 2027  

 

 

Brand Name: 
(T-2 Hip Prosthesis SYSTEM) 

Class-C 

 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No: 907548804 

Approved Hip 

Prosthesis 

Fixation Bolt 

Codes: 

10255022029  T-2 Hip Prosthesis Fixation Bolt Ti6AlVeli/ M6x29 mm, XShort 

10255022035   T-2 Hip Prosthesis Fixation Bolt Ti6AlVeli/M6x35 mm, Short 

10255022045   T-2 Hip Prosthesis Fixation Bolt Ti6AlVeli/M6x45 mm, Medium 

10255022055   T-2 Hip Prosthesis Fixation Bolt Ti6AlVeli/M6x55 mm, Medium 

10258030042   T2 Revision Hip Prosthesis Body with Tendon Holes Ti + HA Coated 

10258030048   T2 Revision Hip Prosthesis Body with Tendon Holes Ti +  HA Coated 

10258030058   T2 Revision Hip Prosthesis Body with Tendon Holes Ti +  HA Coated Ti6AlVeli/58 mm, 

MEDIUM  

10258030068   T2 Revision Hip Prosthesis Body with Tendon Holes Ti +  HA Coated 

10255132142   T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø13-142 mm 

10258130142   T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented / Ti6Al4Veli 

10255132172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø13 X 172 mm 

10258130172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented / Ti6Al4Veli/ 

10258130212  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255142142  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø14 X 142 mm  

10258140142  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255142172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø14 X 172 mm 

10258140172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10258140212  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255152142  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø15 X 142 mm 

10258150142  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 
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10255152172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø15 X 172 mm  

10258150172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10258150212  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255162142  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø16 X 142 mm  

10258160142  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255162172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø16 X 172 mm 

10258160172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255162212  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/Ø16 X 212 mm  

10258160212  T-2 Revision Hip Prosthesis Stem with Ti + HA Coated-Uncemented  

10255172142  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø17 X 142 mm  

10258170142  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented  

10255172172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø17 X 172 mm  

10258170172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented  

10258170212  T-2 Revision Hip Prosthesis Stem with Ti + HA Coated-Uncemented 

10255182142  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø18 X 142 mm 

10258180142  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10255182172  T-2 Hip Prosthesis Stem - Uncemented / Ti6Al4Veli/ Ø18 X 172 mm 

10258180172  T-2 Revision Hip Prosthesis Stem with Ti+ HA Coated-Uncemented 

10258180212  T-2 Revision Hip Prosthesis Stem with Ti + HA Coated-Uncemented 

 

2. BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue:  

07-09-2023 

Renewal Due Date:  

06-09-2028  

 

Legal manufacturer:  

TIPSAN TIBBI ALETLE 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 2027 

 

Brand Name: 

(Sterile Pressfit Cup, Sterile Ceramic 

Liner, Sterile PE Liner, Starex Fixation 

Screw SYSTEM) 

 

Class- C 

 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No: 3516570705. 

 

Approved Press 

fit Cup  with 

Titanium Plasma 

Spray 

Code:  

10232010042   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø42 mm 

10232010044  Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø44 mm 

10232010046  Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø46 mm 

10232010048   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø48 mm 

10232010050   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø50 mm 

10232010052   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø52 mm 

10232010054   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø54 mm 

10232010056   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø56 mm 

10232010058   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø58 mm 

10232010060   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø60 mm 

10232010062   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø62 mm 

10232010064   Press fit Cup  with Titanium Plasma Spray - HA Coated Ti6AlVeli / Ø64 mm 

10232177048   Liner for Press fit Cup / PE UHMW Crosslinked / Ø28 - 20°, Ø42-48 

10232137048   Liner for Press fit Cup / PE UHMW Crosslinked /  Ø28 - 10°, Ø42-48  

10232177052   Liner for Press fit Cup / PE UHMW Crosslinked /  Ø28 - 20°, Ø50-52  

10232127052   Liner for Press fit Cup / PE UHMW Crosslinked /  Ø32 - 10°, Ø50-52  

10232377056   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 20° - Ø54-56  

10232127056   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 10° - Ø54-56  

10232377060   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 20° - Ø58-60  

10232127060   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 10° - Ø58-60  

10232477064   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 20° - Ø62-64  

10232127064   Liner for Press fit Cup / PE UHMW Crosslinked / Ø32 - 10° - Ø62-64  
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10802382001   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-15mm 

10802382002   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-20mm 

10802382003   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-25mm 

10802382004   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-30mm 

10802382005   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-35mm 

10802382006   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-40mm 

10802382007   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-45mm 

10802382008   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-50mm 

10802382009   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-55mm 

10802382010   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-60mm 

10802382011   Starex Fixation Screw /  Ti6AI4Veli /  Ø6.5-65mm 

 

3. BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

 

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 2027 

Brand Name: 

(Acetabular Cup Cemented SYSTEM) 

Class- C 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No: 86941894156 

 

Approved 

10217327044 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 44mm 

10217127044 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 44mm 

10217327046 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 46mm 

10217127046 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 46mm 

10217327048 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 48mm 

10217127048 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 48mm 

10217327050 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 50mm 

10217127050 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 50mm 

10217327052 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 52mm 

10217127052 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 52mm 

10217327054 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 54mm 

10217127054 Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 54mm 

10217327056 

10217127056 

Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 56mm 

Acetabular Cup-Cemented PE UHMW Crosslinked/10⁰ Ø28- 56mm 

10217327058 Acetabular Cup-Cemented PE UHMW Crosslinked/20⁰ Ø28- 58mm 

4. BONE MED, 

 OFFICE# 44.46.48.50. 

FIRST FLOOR, MIAN 

PLAZA, CHANDI 

CHOWK, RAWALPINDI 

46000. 

Establishment license No: 

ELI-01157  

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

 

Brand Name: 

(Prizma Hip SYSTEM) 

Code:  

 

 

 

Class- C 

 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Approved 

Prizma Hip 

Femoral Stem 

with HA Coated 

- Uncemented 
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Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 

Challan No: 96113581 

 

10284012000 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 0 

10284012001 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 1 

10284012002 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 2 

10284012003 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 3 

10284012004 Prizma Hip Femoral Stem with HA Coated - Uncemented /Ti6Al4veli/ 4 

10284012005 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 5 

10284012006 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 6 

10284012007 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 7 

10284012008 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/ 8 

10284012009 Prizma Hip Femoral Stem with HA Coated - Uncemented / Ti6Al4veli/9 

10284022000 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 0 

10284022001 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 1 

10284022002 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 2 

10284022003 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 3 

10284022004 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 4 

10284022005 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 5 

10284022006 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 6 

10284022007 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 7 

10284022008 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 8 

10284022009 Prizma Hip Revision Femoral Stem with HA Coated - Uncemented / Ti6Al4Veli/- 9 

5. BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 2027 

Brand Name: 

(Modular Head SYSTEM) 

 

Class- C 

 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No 30721983096. 

Approved 

Modular Head 

for Total Hip 

Prosthesis 

/CoCrMo 

10223013001 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø22 - 12*14 Short 

10223013002 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø22 - 12*14 Medium 

10223013003 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø22 - 12*14 Long 

10236013001 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø28 - 12*14 Short 

10236013002 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø28 - 12*14 Medium 

10236013003 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø28 - 12*14 Long 

10236013004 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø28 - 12*14 Xlong  

10236013005 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø28 - 12*14 XXlong  

10236043003 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø32 - 12*14 Short 

10236043004 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø32 - 12*14 Medium 

10236043005 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø32 - 12*14 Long 

10236043006 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø32 - 12*14 XLong 

10236043007 Modular Head for Total Hip Prosthesis /CoCrMo /  Ø32 - 12*14 Xxlong 
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10236019001 Modular Head for Total Hip Prosthesis / Ceramic /  Ø28 - 12*14 Short 

10236019002 Modular Head for Total Hip Prosthesis / Ceramic /  Ø28 - 12*14 Medium 

10236019003 Modular Head for Total Hip Prosthesis / Ceramic /  Ø28 - 12*14 Long 

10236049001 Modular Head for Total Hip Prosthesis / Ceramic /  Ø32 - 12*14 Short 

10236049002 Modular Head for Total Hip Prosthesis / Ceramic /  Ø32 - 12*14 Medium 

10236049003 Modular Head for Total Hip Prosthesis / Ceramic /  Ø32 - 12*14 Long 

10236049004 Modular Head for Total Hip Prosthesis / Ceramic /  Ø32 - 12*14 X long 

10236049005 Modular Head for Total Hip Prosthesis / Ceramic /  Ø32 - 12*14 XX Long 

6. BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 2027 

Brand Name: 

(Modular Bipolar Cup Uncemented 

SYSTEM) 

Code:  

 

 

Class- C 

 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No: 6775086169. 

 

Approved 

10261223038 Modular Bipolar Cup-Uncemented / CoCrMo - Ø22X38 

10261223040 Modular Bipolar Cup-Uncemented / CoCrMo- Ø22X40 

10261283042 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X42 

10261283044 Modular Bipolar Cup-Uncemented / CoCrMo - Ø28X44 

10261283046 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X46 

10261283048 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X48 

10261283050 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X50 

10261283052 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X52 

10261283054 Modular Bipolar Cup-Uncemented / CoCrMo - Ø28X54 

10261283056 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X56 

10261283058 Modular Bipolar Cup-Uncemented / CoCrMo- Ø28X58 

10261283060 Modular Bipolar Cup-Uncemented / CoCrMo - Ø28X60 

7. BONE MED, OFFICE# 

44.46.48.50. FIRST 

FLOOR, MIAN PLAZA, 

CHANDI CHOWK, 

RAWALPINDI 46000. 

Establishment license No: 

ELI-01157  

Date of issue: 07-09-2023 

Renewal Due Date: 06-09-

2028  

 

Legal manufacturer:  

TIPSAN TIBBI ALETLER 

SAN. VE TiC. A.S  

Manufacturing Site:  

Kemalpasa Cad. 7404/1 Sok. 

No. 3 Pinarbasi / IZMIR 

Turkiye 

 

Original Legalized Free Sale 

Certificate (FSC) dated: 19-

02-2026 

 

ISO 13485 valid upto. 28 

February 2025 

FQ/CE Certificate valid upto: 

31  December 2027 

Brand Name: 

(CTD Modular Stright Stem Cemented, 

CTPH Modular Stright Stem Ti+HA 

Coated Uncemented SYSTEM) 

Code: 

 

 

Class- C 

Shelf Life:  05 years 

Fee: Rs: 50000/- 

Date of Submission:  

23-11-2023 

Challan No: 95659075 

 

 

Approved CTPH 

Modular Straight 

Stem with Ti + 

HA Coated-

Uncemented 

10268022000 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 0-12/14  

10268022001 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 1-12/14  

10268022002 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 2-12/14  



 

Minutes of 78th Meeting of MDB (21-02-2025)                                                                Page 577 of 578 

 

10268022003 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 3-12/14  

10268022004 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 4-12/14  

10268022005 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 5-12/14  

10268022006 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 6-12/14  

10268022007 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 7-12/14  

10268022008 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 8-12/14  

10268022009 CTPH Modular Straight Stem with Ti + HA Coated-Uncemented / Ti6Al4veli/ 9-12/14  

10268123000 CTD Modular Straight Stem, cemented/ CoCr - 0-12/14 

10268123001 CTD Modular Straight Stem, cemented/ CoCr - 1-12/14 

10268123002 CTD Modular Straight Stem, cemented/ CoCr - 2-12/14 

10268123003 CTD Modular Straight Stem, cemented/ CoCr - 3-12/14 

10268123004 CTD Modular Straight Stem, cemented/ CoCr - 4-12/14 

10268123005 CTD Modular Straight Stem, cemented/ CoCr - 5-12/14 

10268123006 CTD Modular Straight Stem, cemented/ CoCr - 6-12/14 

10268123007 CTD Modular Straight Stem, cemented/ CoCr - 7-12/14 

10268123008 CTD Modular Straight Stem, cemented/ CoCr - 8-12/14 

10247007003 Cement Plug PE UHMW Crosslinked/11mm 

10247007006 Cement Plug PE UHMW Crosslinked/14mm 

10247007008 Cement Plug PE UHMW Crosslinked/16mm 

10247007011 Cement Plug PE UHMW Crosslinked/19mm 

10246007001 Distal Centralizer PE UHMW Crosslinked/ 8mm 

10246007002 Distal Centralizer PE UHMW Crosslinked/10mm 

10246007003 Distal Centralizer PE UHMW Crosslinked/12mm 

10246007004 Distal Centralizer PE UHMW Crosslinked,/14mm 
 

8.  M/s BAIN Medical 

SMC-Pvt) Ltd, Shop 

No. 2, Ground Floor, 

Plot 58-C, Street No. 

24, Touheed 

Commercial Area, 

phase 5 DHA karachi 

 

Evaluator: 

AD-VIII 

 

3727 

 

 

M/s Giant Medical 

Equipment 

(Guangzhou) Co., 

Ltd., No.10 Juncheng 

Road, Eastern Area, 

Economic and 

Technological 

Devolpment District, 

Guangzhou 510760, 

PR. China 

 

FSC: 

Validity 

 

 

 

GMKey HEMODIALYSIS CATHETER KITS - Double 

Lumen (straight extension, curved extension) 

Identifier: 

GMH-211515-S 

GMH-211520-S,  

GMH-21215,  

GMH-21215-S,  

GMH-21216 

 

List of main components of Kit: 

Part Model 

Hemo-dialysis 

Catheter 

Double lumen, 

12Frx16cm, Straight 

extension legs 

Vessel Dilator 10FrX15cm 

12FrX15cm 

Guidewire 0.038”x 60cm, Nitinol 

Introducer Needle 17Gx7cm 

Blue Hollow 

Syringe  

5ml 

Disposable 

Syringe 

7# 

Heparin Cap Octagonal 

Plastic scalpel 11# 

Blister packing HC 

Approved 
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Codes and sizes  

as per FSC 

 

Class-C  

Shelf Life: 3 Years 

9.  BAIN Medical SMC-

Pvt) Ltd 

Ground Floor with 

Mazzanine, Plot 58-

C, Street No. 24, 

Touheed Commercial 

Area, Phase 5 

DHA Karachi 

(ELI-00614) 

 

Evaluator: 

AD-VIII 

 

3727 

 

 

 

Legal Manufacturer 

& Site: 

M/s Giant Medical 

Equipment 

(Guangzhou) Co., 

Ltd., No.10 Juncheng 

Road, Eastern Area, 

Economic and 

Technological 

Devolpment District, 

Guangzhou 510760, 

PR. China 

EC REP: 

Medical Technology 

Promedit Consulting 

GmbH, 

Altenhofstrasse 80, 

66386 St. Ingbert, 

Germany. 

FSC: 

Validity 

 

 

 

GMKey® 

CENTERAL VENOUS CATHETER KITS  

(single lumen, double lumen, triple lumen & quad lumen 

With straight puncture needle & With Y puncture needle) 

Codes & Sizes: 
As per FSC & DoC  

174 variants 87 each 

List of main components of Kit: 

Part Model & 

Specification 

Vessel Dilator Not mentioned 

Guidewire Not mentioned 

Introducer Needle Not mentioned 

Disc Folder Not mentioned 

Blue Hollow 

Syringe  

Not mentioned 

Disposable Syringe Not mentioned 

Heparin Cap Not mentioned 

Plastic scalpel Not mentioned 

Injection Needle Not mentioned 

 

Class-C  

Shelf Life: 3 Years 

Approved 

 

 


