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DECISIONS OF 84TH MEETING OF MEDICAL DEVICE BOARD 

HELD ON 18-03-2025 

 

 

 REGISTRATION OF MEDICAL DEVICES FOR IMPORT. 

 

 

S# Name of 

Applicant(s) 

Name of Manufacturer Medical Device Decision  

1.  M/s V Care 

International. 

8C, 6th Sunset 

Commercial Lane 

Phase 2 Extension 

Defense housing 

authority Karachi.  

 

(ELI-00433) 

 

Date of R&I:  

05-10-2022 

 

Fee Challan No.: 

1846860336 

PKR: 25000/- 

Dated: 23-09-2022 

 

Legal Manufacturer: 

ONBO Electronics (Shenzhen) 

Co., Ltd. No. 138, Huasheng 

Road, Langkou Community 

Dalang Street, Longhua 

District, Shenzhen China.   

 

FSC: Swiss (RRA) 

Validity: 06-08-2027 

 

LOA; Date of Issue:  

31-12-2025 

 

DOC: 

Validity: 24-08-2028  

 

ISO 13485 

Validity: 21-10-2025 

Brand: Microlife 

Generic:  

Digital Non-invasive Blood 

pressure monitor for human use. 

Model: BP W3 Comfort 

Class B 

Shelf Life: N/A 

 

Approved  

2.  M/s V Care 

International. 

8C, 6th Sunset 

Commercial Lane 

Phase 2 Extension 

Defense housing 

authority Karachi.  

(ELI-00433) 

Date of R&I:  

05-10-2022 

Fee Challan No.: 

752211612 

PKR: 25000/- 

Dated: 23-09-2022 

Legal Manufacturer: 

ONBO Electronics (Shenzhen) 

Co., Ltd. No. 138, Huasheng 

Road, Langkou Community 

Dalang Street, Longhua 

District, Shenzhen China.   

FSC: Swiss (RRA) 

Validity: 06-08-2027 

 

LOA; Date of Issue:  

31-12-2025 

 

Brand: Microlife 

Generic:  

Intermittent electronic patient 

thermometer. 

Model:  

MT19M1, MT16F1R 

Class B 

Shelf Life: N/A 

ISO 13485 

Validity: 21-10-2025 

EC Certificate: 

Validity: 26-05-2024  

Approved  

3.  M/s V Care 

International. 

8C, 6th Sunset 

Commercial Lane 

Phase 2 Extension 

Defense housing 

authority Karachi.  

(ELI-00433) 

Date of R&I:  

05-10-2022 

Fee Challan No.: 

6594146268 

PKR: 25000/- 

Dated: 23-09-2022 

Manufacturing site: 

ONBO Electronics (Shenzhen) 

Co., Ltd. No. 138, Huasheng 

Road, Langkou Community 

Dalang Street, Longhua 

District, Shenzhen China.   

FSC: Swiss (RRA) 

Validity: 06-08-2027 

 

LOA; Date of Issue:  

31-12-2025 

 

EC Certificate: 

Validity: 26-05-2024 

Brand: Microlife 

Generic:  

Digital Thermometer Infrared non-

contact Mercury free technology. 

Model:  

FRIMf1-non contact 1 second 

thermometer. 

 

FR1MY1 (NC300) Series 

thermometer. 

 

Class B 

Shelf Life: N/A 

ISO 13485 

Approved  
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Validity: 21-10-2025 

  

4.  M/s V Care 

International. 

8C, 6th Sunset 

Commercial Lane 

Phase 2 Extension 

Defense housing 

authority Karachi.  

(ELI-00433) 

Date of R&I:  

05-10-2022 

Fee Challan No.: 

6594146268 

PKR: 25000/- 

Dated: 23-09-2022 

Manufacturing site: 

ONBO Electronics (Shenzhen) 

Co., Ltd. No. 138, Huasheng 

Road, Langkou Community 

Dalang Street, Longhua 

District, Shenzhen China.   

FSC: Swiss (RRA) 

Validity: 06-08-2027 

 

LOA; Date of Issue:  

31-12-2025 

 

ISO 13485 

Validity: 21-10-2025 

EC Certificate: 

Validity: 26-05-2024 

 

Brand: Microlife 

Generic:  

Blood pressure measurement, 

electronic. 

Model:  

BP 3AQ1-2P-,  

BP3BM1-3P (3AQ1-)  

BP 3GQ1(A2 Classic),  

BP 3Ki-3N (BP B2 Basic  

BP3Ka1(B3 Basic),  

BP3Kt1-3E (BP B3Afib advance)  

BP 3AR1-3P, 

BP 3GQ1-3P (BP A2 Basic)  

BP B1 standard. 

 

Battery: AA Size 1.5V CUFF 3G 

M-L PVC bladder+Grey nylon cuff 

sheet (same for all models) 

 

Class B 

Shelf Life: N/A 

Approved subject to 

submission of fee for 

each model. 

5.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

17/11/2020 

Fee Challan No.: 

1986117 

PKR: 5000/- 

Dated: 17/11/2020 

 

Manufacturing site: 

Yercon Diagnostic CO. LTD.   

NO :2 BUILDING LEDONG 

Industrial Estate 3248 Century 

AVE, CHANGCHUN JILIN 

Province, 130032- Republic of 

China 

 

FSC: (China) 
Validity: 09-10-2024 

 

FSC: (Spain) 
Issuance: 19-12-2022 

 

 

 

Brand: Combi Care 

Generic:  

Reagent Strips for Urinalysis 10-A. 

Class A 

Model:  

Combi Care 10-A  

Pack size: 100 strips/box. 

Shelf Life: 03 years 

 

ISO 13485 

Validity: 28-03-2026 

 

EC Certificate: 

Validity: 26-05-2025 

 

LOA validity:  

20-10-2027 

 

Approved  

6.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

17/11/2020 

Fee Challan No.: 

1986116 

PKR: 5000/- 

Dated: 17/11/2020 

 

Manufacturing site: 

Yercon Diagnostic CO. LTD.   

NO :2 BUILDING LEDONG 

Industrial Estate 3248 Century 

AVE, CHANGCHUN JILIN 

Province, 130032- Republic of 

China 

 

FSC: (China) 
Validity: 09-10-2024 

 

FSC: (Spain) 
Issuance: 19-12-2022 

 

 

 

Brand: Combi Care 

Generic:  

Reagent Strips for Urinalysis 3. 

Class A 

Model:  

Combi Care 3  

Pack size: 100 strips/box. 

Shelf Life: 03 years 

 

ISO 13485 

Validity: 28-03-2026 

 

EC Certificate: 

Validity: 26-05-2025 

 

LOA validity:  

Approved  
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20-10-2027 

 

7.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

17/11/2020 

Fee Challan No.: 

1986115 

PKR: 5000/- 

Dated: 17/11/2020 

 

Manufacturing site: 

Yercon Diagnostic CO. LTD.   

NO :2 BUILDING LEDONG 

Industrial Estate 3248 Century 

AVE, CHANGCHUN JILIN 

Province, 130032- Republic of 

China 

 

FSC: (China) 
Validity: 09-10-2024 

 

FSC: (Spain) 
Issuance: 19-12-2022 

 

 

 

Brand: Combi Care 

Generic:  

Reagent Strips for Urinalysis 4SG. 

Class A 

Model:  

Combi Care 4SG  

Pack size: 100 strips/box. 

Shelf Life: 03 years 

 

ISO 13485 

Validity: 28-03-2026 

 

EC Certificate: 

Validity: 26-05-2025 

 

LOA validity:  

20-10-2027 

 

Approved  

8.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

17/11/2020 

Fee Challan No.: 

1986114 

PKR: 5000/- 

Dated: 17/11/2020 

 

Manufacturing site: 

Yercon Diagnostic CO. LTD.   

NO :2 BUILDING LEDONG 

Industrial Estate 3248 Century 

AVE, CHANGCHUN JILIN 

Province, 130032- Republic of 

China 

 

FSC: (China) 
Validity: 09-10-2024 

 

FSC: (Spain) 
Issuance: 19-12-2022 

 

 

 

Brand: Combi Care 

Generic:  

Reagent Strips for Urinalysis 10. 

Class A 

Model:  

Combi Care 10  

Pack size: 100 strips/box. 

Shelf Life: 03 years 

 

ISO 13485 

Validity: 28-03-2026 

 

EC Certificate: 

Validity: 26-05-2025 

 

LOA validity:  

20-10-2027 

 

Approved  

9.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

06-01-2021 

Fee Challan No.: 

1986114 

PKR: 5000/- 

Dated: 17/11/2020 

 

Manufacturing site: 

M/s NINGBO DASKY 

LIFESCIENCE CO. LTD  

Manufacturing Site: No. 6 

Donggong 1st road, Jiangshan 

Town, Yinzhou district, Ningbo 

city, Zhejiang, China 

FSC: (China) 
Validity: 08-06-2026 

Brand: VSM 

Generic:  

Disposable Sampling Tubes. 

Class A 

Model:  

VSM01 VSM02. 

Shelf Life: 02 years 

ISO 13485 

Validity: 03-07-2025 

EC Certificate: 

Validity: 03-07-2027 

Approved  

10.  M/s Taj Diagnostics 

Shop No. G-166, 

Maryam Market, M.A. 

Jinnah Road, Saddar, 

Karachi.  

(ELI-00589) 

Date of R&I:  

02-11-2021 

Manufacturing site: 

M/s HANGZHOU ROLLMED 

CO. LTD. 

Manufacturing Site: No. 5 

Wen Er West Road, Xihu 

district Hangzhou city, China 

FSC: (China) 
Validity: 10-03-2026 

Brand: FEMALE SWAB 

Generic:  

FEMALE SWAB. 

Class A 

Model:  

NLD600, NLD601, NLD602, 

NLD603, NLD604. 

Shelf Life: 03 years 

Approved  
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Fee Challan No.: 

21045508 

PKR: 5000/- 

Dated: 27-10-2021 

 

 

11.  M/s Cardiac Care  

848-C Shadman -1, 

Lahore.  

(ELI-00070) 

Date of R&I:  

05-11-20 

Fee Challan No.: 

2039261 

PKR: 5000/- 

Dated: 28-10 -20 

 

Manufacturing site: 

M/s VYGON Address: 5 rue 

Adeline - 95440 Ecouen – 

FRANCE 

 

FSC:  
issued: 24-07-2023 

Brand:  

Dermafilm &Dermincise 

Generic:  

Dressing Film. 

 

Class A 

Model:  

38.07.05, 38.08.06, 38.09.81, 

38.15.10/20, 38.20.15, 38.30.15, 

38.30.18/30/45   

38.45.45/60/90  

38.56.90, 38.60.35,38.80.60  

38.90.56/85. 

 

LOA validity:  

31-12-2026 

 

Shelf Life: 05 years 

 

Approved 

Dermafilm. The firm 

will apply separately 

for Dermincise 

 

12.  M/s Link Traders,  

Office No.1& 2, 

Mezzanine Floor, 

Ahmad Trade Center, 

2- B Commercial Area 

Nazimabad No, 2 

Karachi.  

(ELI-00727) 

Date of R&I:  

25/08/2022 

Fee Challan No.: 

55189470090 

PKR: 5000/- 

Dated: 15-07-2022 

 

Manufacturing site: 

M/s Ortus Meditech Co. Ltd. 

203, Building C4, Tong Fu Yu 

Industrial Park, Fu Ping Road, 

Long gang, Shenzhen, P.R. 

China. 

 

FSC:  
Validity  05/02/2025 

Brand: ORTUS 

Generic:  

Disposable Manifold. 

 

Class A 

Model:  

MF01, MF02, MF03 and MF04 

 

LOA validity:  

01/06/2027 

 

Shelf Life: 03 years 

 

Approved  

13.  M/s Link Traders,  

Office No.1& 2, 

Mezzanine Floor, 

Ahmad Trade Center, 

2- B Commercial Area 

Nazimabad No, 2 

Karachi.  

(ELI-00727) 

Date of R&I:  

25/08/2022 

Fee Challan No.: 

5604127502 

PKR: 5000/- 

Dated: 15-07-2022 

 

Manufacturing site: 

M/s Ortus Meditech Co. Ltd. 

203, Building C4, Tong Fu Yu 

Industrial Park, Fu Ping Road, 

Long gang, Shenzhen, P.R. 

China. 

 

FSC:  
Validity  05/02/2025 

Brand: ORTUS 

Generic:  

Disposable Pressure Bandage. 

 

Class A 

Model: TB03, TB04 

 

LOA validity:  

01/06/2027 

 

Shelf Life: 03 years 

 

Alrady addressed in 

79th meeting for 

Imtiaz brothers 

having same brand 

from the same 

manufacturer.  

14.  M/s Link Traders,  

Office No.1& 2, 

Mezzanine Floor, 

Ahmad Trade Center, 

Manufacturing site: 

M/s Ortus Meditech Co. Ltd. 

203, Building C4, Tong Fu Yu 

Industrial Park, Fu Ping Road, 

Brand: ORTUS 

Generic:  

Disposable Pressure Line. 

 

Approved  
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2- B Commercial Area 

Nazimabad No, 2 

Karachi.  

(ELI-00727) 

Date of R&I:  

25/08/2022 

Fee Challan No.: 

5604127502 

PKR: 5000/- 

Dated: 15-07-2022 

 

Long gang, Shenzhen, P.R. 

China. 

 

FSC:  
Validity 05/02/2025 

 

LOA validity:  

01/06/2027 

 

Class A 

Model: PM0.5, PM0.75, PM1. 0, 

PM1.25, PM1.5, PM1.75, PM2.0, 

PM2.25, PM2.5, PM2.75, PM3.0, 

PM3.25, PM3.5, PM3.65, PM4.0, 

PM4.25, PM4.5, PM4.75, PM5.0 

 

Shelf Life: 03 years 

 

15.  M/s Link Traders,  

Office No.1& 2, 

Mezzanine Floor, 

Ahmad Trade Center, 

2- B Commercial Area 

Nazimabad No, 2 

Karachi.  

(ELI-00727) 

Date of R&I:  

25/08/2022 

Fee Challan No.: 

979220038534 

PKR: 20000/- 

Dated: 15-07-2022 

 

Manufacturing site: 

M/s Ortus Meditech Co. Ltd. 

203, Building C4, Tong Fu Yu 

Industrial Park, Fu Ping Road, 

Long gang, Shenzhen, P.R. 

China. 

 

FSC: (China) 
Validity: 05/02/2025 

 

FSC: (Germany) 
Validity: 26/09/2029 

 

ISO 13485 Validity:  
26/09/2029 

 

Brand: ORTUS 

Generic:  

Disposable Introducer Set 

 

Class B 

Model:  

IS04, IS05, IS06, IS07, IS08. 

LOA validity:  

01/06/2027 

 

Shelf Life: 03 years 

 

Approved subject to 

payment of 

differential fee. 

16.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

8938080382 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

 

FSC: (USA) 
Validity: 05/12/2025 

 

ISO 13485 Validity:  
13-12-2026 

 

Brand: UltraClean Lasik PVA 

Generic:  

Lasik PVA Spears 

 

Class B 

Catalogue: 

40810 (Pack of 5) 

40815 (Pack of 10)  

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

Approved. 

17.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

023054178668 

PKR: 31000/- 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

Brand: Beaver Xstar Straight Slit 

Knife 

Generic:  

Straight Slit Knife 

 

Class B 

Catalogue: 

370145, 370146 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

Approved. 
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Dated: 12-11-2024 

 

MEXICO CP 32575.  

18.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

8924495103 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

Brand: Beaver Xstar Slit (Blade) 

knife 45° 

Generic:  

Slit (Blade) knife 45° 

 

Class B 

Catalogue: 

370820, 370822, 370824, 370825, 

370826, 370827, 370828, 370830 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

Approved. 

19.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

27225365 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

 

Brand: Beaver Xstar safety Knife 

Generic:  

Safety Knife Single bevel 

 

Class B 

Catalogue: 

As per FSC 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

Approved subject to 

submission of codes. 

20.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

5103503414 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

 

Brand:  

Beaver Xstar Slit Knife 45° 

Generic:  

Slit Knife 45° single bevel 

 

Class B 

Catalogue: 

As per FSC 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

Approved subject to 

submission of codes. 

21.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

239098354139 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

Brand:  

Beaver Xstar Crescent Knife 55° 

Generic:  

Crescent Knife 55° 

 

Class B 

Catalogue: 

As per FSC 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

ISO 13485 Validity:  
13-12-2026 

Approved subject to 

submission of codes. 
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22.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi.  

(ELI-00416) 

Date of R&I:  

07/03/2025 

Fee Challan No.: 

01979700 

PKR: 31000/- 

Dated: 12-11-2024 

 

Manufacturing site: 

M/s Beaver-Visitec 

International Sales Limited,  

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK 

Manufacturing Site: 

Beaver-Visitec International, 

Inc.  

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575. 

 

Brand:  

Beaver Safety Knife Sideport 

Generic:  

Safety Knife 

 

Class B 

Catalogue: 

As per FSC 

LOA validity:  

31-12-2027 

 

Shelf Life: NA 

 

ISO 13485 Validity:  
13-12-2026 

 

Approved subject to 

submission of codes. 

23.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

62334559588 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

PROCALCITONIN (PCT) ASSAY 

KITS (CYS-C) (Lateral Flow 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 25T, 100T, 10T,  

LOA validity:  

31-12-2027 

 

Shelf Life: 10 months 

 

ISO 13485 Validity:  
13-12-2026 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

24.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

62334559588 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

PROCALCITONIN (PCT) ASSAY 

KITS (CYS-C) (Lateral Flow 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 25T, 100T, 10T,  

LOA validity:  

31-12-2027 

 

Shelf Life: 10 months 

 

ISO 13485 Validity:  
13-12-2026 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

25.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

Brand: Lifotronic 

Generic:  

PROCALCITONIN 

(Electrochemilumine scence 

Immunoassay) 

 

Class B 

Size/specification:  

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 
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26-10-2023 

Fee Challan No.: 

8484713059 

PKR: 31000/- 

Dated: 25-10-2023 

 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

50T, 2X 50, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 10 months 

 

ISO 13485 Validity:  
13-12-2026 

 

26.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

6688127156 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

THYROGLOBULIN 

(Electrochemilumine scence 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 2X 50100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 12 months 

 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

27.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

78189412104 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

Thyroglobulin Antibody (e CLIA) 

 

Class B 

Size/specification:  
50 T,1X100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 12 months 

 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

28.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

67413931020 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

 

Brand: Lifotronic 

Generic:  

THYROXINE BINDING 

GLOBULIN (e CLIA) 

 

Class B 

Size/specification:  
50 T,1X100T, 2x100T  

  

LOA validity:  

31-12-2027 

 

Shelf Life: 12 months 

 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

29.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Brand: Lifotronic 

Generic:  

LAMININ (eCLIA) 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 
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Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

74305304 

PKR: 31000/- 

Dated: 24-10-2023 

 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

 

ISO 13485 certificate validity: 
25-03-2024 

 

Class B 

Size/specification:  
50 T, 2X 50T 1X100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 15 months 

 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

30.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

42443881558 

PKR: 31000/- 

Dated: 24-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

C PEPTIDE (e CLIA) 

 

Class B 

Size/specification:  
50 T, 2X 50T 1X100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 15 months 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

31.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

6721519918 

PKR: 31000/- 

Dated: 24-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

INTERLUKIN 6 (e CLIA) 

 

Class B 

Size/specification:  
1X100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 15 months 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

32.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

8127123477 

PKR: 31000/- 

Dated: 24-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

CALCITONIN (e CLIA) 

 

Class B 

Size/specification:  
50T, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 12 months 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

33.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Brand: Lifotronic 

Generic:  

PARATHYROID HARMONE (e 

CLIA) 

 

Class B 

Size/specification:  

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 
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Date of R&I:  

26-10-2023 

Fee Challan No.: 

8218757955 

PKR: 31000/- 

Dated: 24-10-2023 

 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

50T, 2x50T, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 12 months 

 

CE certificate. 

34.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

019027004 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

CYSTATIN C ASSAY KITS 

(CYS-C) (Lateral Flow 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 2x50T, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 10 months 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

35.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

751339041 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

COLLAGEN TYPE IV 

(Electrochemilumi nescence 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 2x50T, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 15 months 

 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

36.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

26-10-2023 

Fee Challan No.: 

41660187598 

PKR: 31000/- 

Dated: 25-10-2023 

 

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

Brand: Lifotronic 

Generic:  

Anti-Mullerian Hormone 

(Electrochemilumi nescence 

Immunoassay) 

 

Class B 

Size/specification:  
50T, 2x50T, 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 18 months 

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 

37.  M/s Moody Global 

Services. 

Office No 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad  

(ELI-00926) 

Date of R&I:  

Manufacturing site: 

M/s Shenzhen Lifotronic 

Technology Co., Ltd  

Address: Unit A, 4th Floor, 

Building 15, Yijing Estate, No 

1008 Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 518055, 

Brand: Lifotronic 

Generic:  

PROGESTERONE 

(Electrochemilumi nescence 

Immunoassay) 

 

Class B 

Size/specification:  

Approved Subject 

To Submission Of 

Legalized & valid 

free sale certificate 

for country of origin 

as well as Reference 

regulatory body or 

CE certificate. 
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26-10-2023 

Fee Challan No.: 

30692493 

PKR: 31000/- 

Dated: 25-10-2023 

 

P.R China. 

ISO 13485 certificate validity: 
25-03-2024 

1X , 100T, 2x100T 

  

LOA validity:  

31-12-2027 

 

Shelf Life: 15 months 

38.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

3208379373 

PKR: 25000/- 

Dated: 23-02-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Neural & Neuroendocrine Markers 

(Immunohistochemistry) 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years 

 

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 

 

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, 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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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 

 

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 
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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 

490M-14, 490M-15, 490M-16, 

490M-18 

 

39.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

3208379373 

PKR: 25000/- 

Dated: 12-07-2024 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Rejection Marker 

(Immunohistochemistry)  

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years 

 

C3d Rabbit Polyclonal Antibody 

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

403A-78  

 

C4d Rabbit Polyclonal Antibody 

Approved. 
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 404A-14, 404A-15, 404A-16, 

404A-18  

 

C4d (SP91) Rabbit Monoclonal 

Antibody 404R-14, 404R-15, 

404R-16, 404R-18 

 

40.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

6849107702 

PKR: 25000/- 

Dated: 12-07-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Carcinoma Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes: (110 Reagents) 

Adipophilin Rabbit Polyclonal 

Antibody 393A-14, 393A-15, 

393A-16, 393A18 

 

Arginase-1 (EP261) Rabbit 

Monoclonal Primary Antibody 

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

380R28 

 

Arginase-1 (SP156) Rabbit 

Monoclonal Antibody 380R-14, 

380R-15, 380R-16, 380R18 

 

ARID1A (EP303) Rabbit 

Monoclonal Primary Antibody 

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

407R18 

 

Approved. 

41.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

77727461 

PKR: 25000/- 

Dated: 12-07-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Viral Infection Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

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) 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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Mouse Monoclonal Antibody 

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

361M-18 

 

Herpes Simplex Virus I Rabbit 

Polyclonal Antibody 361A-14, 

361A-15, 361A-16, 361A-18 

 

Herpes Simplex Virus II Rabbit 

Polyclonal Brief Description Viral 

infection markers are used to 

diagnose and monitor viral 

infections Remarks 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 

 

42.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

3860649777 

PKR: 25000/- 

Dated: 23-02-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Mesothelioma Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes:  

Calretinin (SP13) Rabbit 

Monoclonal Antibody 232R-14, 

232R-15, 232R-16, 232R18 

 

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, 356R18 

 

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 

 

HBME-1 (HBME-1) Mouse 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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Monoclonal Antibody 283M-14, 

283M-15, 283M-16, 283M-18 

 

Thrombomodulin (1009) Mouse 

Monoclonal Antibody 339M-14, 

339M-15, 339M-16, 339M-18 

 

43.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

3860649777 

PKR: 25000/- 

Dated: 12-07-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Cancer Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

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 

 

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 Brief Description The 

cancer market encompasses the 

global industry focused on the 

diagnosis, treatment, and 

management of cancer Remarks 

Antibody 427M-98, 427M-96, 

427M-95, 427M-94 

 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 

44.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Germ Cell Tumor Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Approved. 
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08-08-2024 

Fee Challan No.: 

0114410639 

PKR: 25000/- 

Dated: 23-02-2024 

 

Codes:  

Alpha-Fetoprotein (EP209) Rabbit 

Monoclonal Primary Antibody 

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

203R18 

 

Alpha-Fetoprotein 203A-14, 203A-

15, 203A-16, 203A18 

 

GLUT3 Rabbit Polyclonal 

Antibody 413A-14, 413A-15, 

413A-16, 413A18 

 

hCG Rabbit Polyclonal Antibody 

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

234A18 

 

45.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

03-10-2024 

Fee Challan No.: 

248268717588 

PKR: 25000/- 

Dated: 11-09-2024 

 

Manufacturing site: 

M/s DIAsource ImmunoAssays 

S.A. Rue du Bosquet, 2, B-1348 

Louvain-la-Neuve, Belgium 

 

ISO 13485 certificate validity: 
11-1-2024 

25OH Vitamin D Total ELISA 90’ 

- KAP1071/F1 

 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 24 Months 

 

FSC: (Belgium) 
issued: 28-05-2024 

 

ISO 13485 Validity:  
20-12-2025 

Approved. 

46.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

248268717588 

PKR: 25000/- 

Dated: 12-07-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Undifferentiated Tumor Marker 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

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 

 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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Vimentin (V9) Mouse Monoclonal 

Antibody 347M-14, 347M-15, 

347M-16, 347M-18 

 

47.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

18566144059 

PKR: 25000/- 

Dated: 23-02-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Mesenchymal Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes:  

Actin, Muscle Specific (HHF35) 

Mouse Monoclonal Antibody 

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

201M-98 

 

Actin, Smooth Muscle (1A4) 

Mouse Monoclonal Antibody 

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

202M-98 

 

Caldesmon (E89) Rabbit 

Monoclonal Primary Antibody 

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

230R18 

 

Calponin Muscle (CALP) Mouse 

Monoclonal Antibody 231M-14, 

231M-15, 231M-16, 231M-18 

 

Approved. 

48.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

62799881 

PKR: 25000/- 

Dated: 23-02-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Hematolymphoid Marker 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes:  

A-1 Antitrypsin Rabbit Polyclonal 

Antibody 223A-14, 223A-15, 

223A-16, 223A18 

 

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 

 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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BCL2 (E17) Rabbit Monoclonal 

Primary Antibody 226R-14, 226R-

15, 226R-16, 226R18 

 

BCL2 (SP66) Rabbit Monoclonal 

Antibody 226R-24, 226R-25, 

226R-26, 226R28 

 

BCL6 (EP278) Rabbit Monoclonal 

Primary Antibody 227R-24, 227R-

25, 227R-26, 227R28 

 

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 

 

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, 113R28 

 

CD13 (SP187) Rabbit Monoclonal 

Antibody 113R-14, 113R-15, 

113R-16, 113R18 

 

CD138 (EP201) Rabbit 

Monoclonal Primary Antibody 

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

138R28 

 

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, 

114R18 
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CD15 (MMA) Mouse Monoclonal 

Antibody 115M-14, 115M-15, 

115M-16, 115M-18 

 

CD16 (SP175) Rabbit Monoclonal 

Antibody 116R-14, 116R-15, 

116R-16, 116R18 

 

CD163 (MRQ-26) Mouse 

Monoclonal Antibody 163M-14, 

163M-15, 163M-16, 163M-18 

 

CD19 (EP169) Rabbit Monoclonal 

Primary Antibody 119R-14, 119R-

15, 119R-16, 119R18 

 

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, 101R18 

 

CD2 (EP222) Rabbit Monoclonal 

Primary Antibody 102R-14, 102R-

15, 102R-16, 102R18 

 

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, 120R18 

 

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, 

121R18 

 

CD23 (1B12) Mouse Monoclonal 

Antibody 123M-14, 123M-15, 

123M-16, 123M-18 

 

CD23 (MRQ-57) Mouse 

Monoclonal Antibody 123M-24, 

123M-25, 123M-26, 123M-28 

 

CD23 (SP23) Rabbit Monoclonal 

Antibody 123R-14, 123R-15, 
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123R-16, 123R18 

 

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, 103R98 

 

CD3 Rabbit Polyclonal Antibody 

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

103A78 

 

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, 131R28 

 

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, 135R18 

 

CD38 (SP149) Rabbit Monoclonal 

Antibody 118R-14, 118R-15, 

118R-16, 118R- 18 

 

CD4 (EP204) Rabbit Monoclonal 

Primary Antibody 104R-24, 104R-

25, 104R-26, 104R28 

 

CD4 (SP35) Rabbit Monoclonal 

Antibody 104R-14, 104R-15, 

104R-16, 104R18 

 

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 
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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, 205R28 

 

CD5 (SP19) Rabbit Monoclonal 

Antibody 205R-14, 205R-15, 

205R-16, 205R18 

 

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, 107R18 

 

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, 171R18 

 

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, 179R18 

 

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, 108R18 

 

c-Myc (EP121) Rabbit Monoclonal 

Primary Antibody 395R-14, 395R-

15, 395R-16, 395R18 
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Cyclin D1 (EP12) Rabbit 

Monoclonal Primary Antibody 

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

241R48 

 

 Cyclin D1 (SP4) Rabbit 

Monoclonal Antibody 241R-14, 

241R-15, 241R-16, 241R18 

 

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, 

251R18 

 

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, 350R28 

 

FoxP1 (SP133) Rabbit Monoclonal 

Antibody 350R-14, 350R-15, 

350R-16, 350R18 

 

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, 

262R18 

 

Granzyme B Rabbit Polyclonal 

Antibody 262A-14, 262A-15, 

262A-16, 262A18 

 

Hemoglobin A (EPR3608) Rabbit 

Monoclonal Primary Antibody 

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

360R18 

 

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, 267R18 

 

IgA Rabbit Polyclonal Antibody 

267A-14, 267A-15, 267A-16, 
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267A18 

 

IgD (EP173) Rabbit Monoclonal 

Primary Antibody 268R-14, 268R-

15, 268R-16, 268R18 

 

IgD Rabbit Polyclonal Antibody 

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

268A18 

 

IgG Rabbit Polyclonal Antibody 

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

269A18 

 

IgG4 (EP138) Rabbit Monoclonal 

Primary Antibody 367R-14, 367R-

15, 367R-16, 367R18 

 

IgG4 (MRQ-44) Mouse 

Monoclonal Antibody 367M-14, 

367M-15, 367M-16, 367M-18 

 

 IgM Rabbit Polyclonal Antibody 

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

270A18 

 

Kappa (EP171) Rabbit Monoclonal 

Primary Antibody 274R-14, 274R-

15, 274R-16, 274R18 

 

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, 

277R18 

 

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, 370R18 

 

Lysozyme Rabbit Polyclonal 

Antibody 278A-14, 278A-15, 

278A-16, 278A18 
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MUM1 (EP190) Rabbit 

Monoclonal Primary Antibody 

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

358R18 

 

MUM1 (MRQ-43) Rabbit 

Monoclonal Antibody 358R-74, 

358R-75, 358R-76, 358R78 

 

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, 

289R28 

 

Myeloperoxidase Rabbit Polyclonal 

Antibody 289A-74, 289A-75, 

289A-76, 289A78 

 

Myeloperoxidase (SP72) Rabbit 

Monoclonal Antibody 289R-14, 

289R-15, 289R-16, 289R18 

 

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, 312R28 

 

PAX-5 (SP34) Rabbit Monoclonal 

Antibody 312R-14, 312R-15, 

312R-16, 312R18 

 

PD-1 (EP239) Rabbit Monoclonal 

Primary Antibody 315R-14, 315R-

15, 315R-16, 315R18 

 

PD-1 (NAT105) Mouse 

Monoclonal Antibody 315M-94, 

315M-95, 315M-9, 315M98 

 

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, 

328R18 
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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 

 

49.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

65926424918 

PKR: 25000/- 

Dated: 23-02-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Melanoma Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

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 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 

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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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, 

484R18 

 

S100 beta (EP32) Rabbit 

Monoclonal Primary Antibody 

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

449R18 

 

SOX-10 (EP268) Rabbit 

Monoclonal Primary Antibody 

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

383R18 

 

SOX-10 Rabbit Polyclonal 

Antibody 383A-74, 383A-75, 

383A-76, 383A78 

 

Tyrosinase (T311) Mouse 

Monoclonal Antibody 344M-94, 

344M-95, 344M-96, 344M-98 

 

50.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

6606590674 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Breast Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes:  

Estrogen Receptor (EP1) Rabbit 

Monoclonal Primary Antibody 

Approved. 
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PKR: 25000/- 

Dated: 23-02-2024 

 

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

249R28 

 

Estrogen Receptor (SP1) Rabbit 

Monoclonal Antibody 249R-14, 

249R-15, 249R-16, 249R18 

 

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, 

237R28 

 

Her2/Neu 237R-14, 237R-15, 

237R-16, 237R18 

 

Mammaglobin Cocktail (304- 

1A5/31A5) Mouse & Rabbit 

Cocktail Antibody 280C-14, 280C-

15, 280C-16, 280C18 

 

Progesterone Receptor (SP42) 

Rabbit Monoclonal Antibody 

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

323R38 

 

Progesterone Receptor (Y85) 

Rabbit Monoclonal Primary 

Antibody 323R-14, 323R-15, 

323R-16, 323R18 

 

51.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Fee Challan No.: 

492615598198 

PKR: 31000/- 

Dated: 04-11-2024 

 

Manufacturing site: 

M/s DIA.PRO Diagnostic 

Bioprobes S.r.l. Via Giosuè 

Carducci 27 – 20099 Sesto San 

Giovanni, Milan, Italy. 

 

ISO 13485 certificate validity: 
17-11-2026 

HEV IgM ELISA 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 15 Months 

Code: KAPDEVM 

 

 

 

Approved. 

52.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

01-04-2024 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Endothelial Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

Codes:  

Deferred for 

clarification  of 

provision of applying 

the device as Cluster. 
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Fee Challan No.: 

3310203182 

PKR: 25000/- 

Dated: 12-07-2024 

 

CD34 (EP88) Rabbit Antibody 

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 

Antibody254M-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 

 

53.  M/s F Y Diagnostics 

& Surgicals 

Anum Blessing, 

Suite# 203, Near Duty 

Free Shop, BL7/8, 

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

e-Faisal, Karachi 

(ELI-00323) 

Date of R&I:  

08-08-2024 

Fee Challan No.: 

11679118949 

PKR: 25000/- 

Dated: 12-07-2024 

 

Manufacturing site: 

M/s CELL MARQUE CORP 

6600 SIERRA COLLEGE 

BLVD ROCKLIN, CA USA 

95677. 

 

ISO 13485 certificate validity: 
25-03-2024 

Proliferation Markers 

(Immunohistochemistry) 

 

MD group: Cluster 

Class B 

LOA validity:  

31-12-2025 

Shelf Life: 03 years  

 

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. 

54.  M/s. Ali Gohar & 

Company (Pvt) Ltd, 

State Life Building 1-

B I.I Chundrigarh 

Road Karachi, 

PAKISTAN. 

Wenzhou K.L.F. Medical 

Plastics Co., Ltd. 

No 29, Gangqiang Road, 

Airport New Area, Yongxing 

Street Longwan District, 

325000 Wenzhou, Zhejiang 

Brand Name: KLF 

Extension Set for Single Use 

 

Class B 

 

Shelf Life: 05 years 

Approved subject to 

submission of fee as 

per SRO 
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Lic. No. ELI-00004 

 

R & I submission 

Date: 13-Dec-2022 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

People’s Republic of China. 

 

 

 

FSC Validity (02.04.2026) 

P.R. China 

ISO Valid Till (31.12.2026) 

EC Valid Till (27.12.2027) 

LOA Valid Till (29.09.2027) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Codes / Sizes (if any)  

SPJRX25C, 

SPJRX50C, 

SPJRX100C, 

SPJRX150C, 

SPJRX200C, 

SPJRX200CFV, 

SPJR25C, SPJR50C, 

SPJR100C, SPJR150C, 

SPJR200C, 

SPJR200CFV, SPJR150- 

OPC, SPJR200-OPC, 

SPJ25, SPJ50, SPJ100, 

SPJ150, SPJ200, 

SPJ150-OP, SPJ200-OP, 

SPE15, SPE30, SPE50, 

SPE100, SPE150, 

SPE200, SPEOP150, 

SPEOP200, SRP50, 

SRP100, SRP150, 

SRP200, SRP300, 

SPCA01, SLPR50, 

SLPR100, SLPR150, 

SLPR200, SLPR400, 

SLPR10-3V, SLPR25- 

3V, SLPR100-3V, 

SLP910-3V, SLP925- 

3V, SLP9100-3V, 

SPESP200, SPESP300, 

SPESP400 

55.  M.M BROTHERS 

 

SHOP NO. 36  

MADINA CENTRE 

KUTCHI GALI NO.1 

DENSO HALL 

KARACHI  

 

 

ELI-00651 

 

Date of R& I  

30/12/2024 

 

Fee 

Rs. 31,000/ through 

slip no. 91694250, 

dated 20/12/2024 

 

Legal Manufacturer: 

Medplus Inc. 

4TH Floor, Building 6 No.586 

Zhongshun Road, Zhongcun 

Panyu District, Guangzhou 

China 

 

 

 

 

LOA: 

Original Agency agreement 

Validity: MARCH, 2029 

 

FSC:  
US FDA 2024 (Valid upon 

Submission)  

CHINA FSC 

(Validity: 01/01/2025) Valid 

Upon Submission 

 

 

 

 

 

 

ISO: 

ISO 13485:2016  

Brand Name: 

ABM Disposable Semi-Automatic 

Biopsy Needle 

 

 

 

Class B 

 

 

 

 

Shelf Life: 5 YEARS 

 

 

Codes/Sizes: 

 

Code  

 

Size  

 

150114107  14G*10C

M  

150114157  14G*15C

M  

150114207 14G*20C

M  

150116107  16G*10C

M  

Approved subject to 

submission of valid 

FSC  
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Certificate # SX 2057694-1 

Validity: 2026-12-23 
150116157  16G*15C

M  

150116207  16G*20C

M  

150116257  16G*25C

M  

150118107  18G*10C

M  

150118157  18G*15C

M  

150118207  18G*20C

M  

150118257  18G*25C

M  

150120107  

150120157  

20G*10C

M  

20G*15C

M  

150120207 20G*20C

M 

150120207 20G*25C

M 
 

56.  M/s Ejazuddin & Co., 

237-B, Block II, 

PECHS, Shahrahe-

Quaideen, Karachi, 

Pakistan  

 

(ELI-00078)  

R & I Date: 

16.03.2020  

Fee details: Amount 

paid: PKR 25000/- 

Paid Slip No: 1945881 

Dt: 04.03.2020  

Legal Manufacturer Siemens 

Healthcare Diagnostics 

Products GmbH Emil-von-

Behring-Straße 76 35041 

Marburg Germany  

ISO 13485 Certificate: Valid 

till: 15.08.2027  

 

FSC: Germany Issue Date: 

February 2023 (No Expiry 

date)  

 

LOA Validity: 13.12 2025 

DoC: No Expiry date 

SIEMENS Hemostasis Coagulation 

kits with controls & diluent  

 

Class-B  

1. Berichroma2- Antiplasmin  

Code: OUBU15 Shelf Life: 24 

months  

2. Berichrom C1- Inhibitor  

Code: OUIA15 Shelf Life: 24 

months 3. Berichrom Plasminogen  

Code: OUCA17 Shelf Life: 24 

months  

4. Berichrom Protein C  

Code: OUVV15 Shelf Life: 24 

months  

5. Coagulation Factor XII Deficient 

Plasma Code: B4233-15Y Shelf 

Life: 24 months  

6. Dade Fibrinogen Determination 

Reagent  

Code: B4233-15Y Shelf Life: 24 

months  

7. Dade Thrombin Reagent  

Code: B4233-25, 

B4233-27  

Shelf Life: 24 months  

8. Innovance VWF Ac  

Code: OPHL035 Shelf Life: 24 

months  

9. LA 1 Screening Reagent  

Code: OQGP17 Shelf Life: 18 

months  

10. LA 2 Confirmation Reagent  

Code: OQGR17 Shelf Life: 18 

months  

Deferred for 

clarification of the 

grouping of applied 

product 
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11.LA Control High  

Code: OPWD11 Shelf Life: 24 

months  

12. LA Control Low  

Code: OQWE11 Shelf Life: 24 

months  

13. Multifibren U Code: OWZG19, 

OWZG23  

Shelf Life: 24 months  

14. ProC Global Code: OQLS13 

Shelf Life: 18 months  

15.Von Willebrand Reagent  

Code: OUBD23 Shelf Life: 24 

months  

16. ProC Control Plasma  

Code: OQKE17 Shelf Life: 24 

months  

17. Fibrinogen Calibrator Kit Code: 

OQVK11 Shelf Life: 24 months  

18. Berichrom PAI Code: OWOA15 

Shelf Life: 12 months  

19. Kaolin Suspension  

Code: OQAB45 Shelf Life: 30 

months 

20.Control Plasma N Code: 

ORKE41 Shelf Life: 30 months  

21. Control Plasma P  

Code: OUPZ17 Shelf Life: 24 

months  

22. Standard Human Plasma Code: 

ORKL17 Shelf Life: 24 months  

23. Dade Owren’s Veronal Buffer 

Code: B4234-25 Shelf Life: 24 

months  

24. Imidazole Buffer Solution Code: 

OQAA33 Shelf Life: 30 months  

25. Calcium Chloride Solution 

Code: ORHO37 Shelf Life: 60 

months  

26. Dade Ci-Trol 1 Code: 291070 

Shelf Life: 36 months 

57.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

Mob: 03066369866 

ELI No.: ELI- 00028 

 

DRAP Application 

Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No. 

216110029  

Legal Manufacture: 

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 Anesthesia 

Breathing Circuit 

 

Sizes: Codes: 

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-

Approved Anesthesia 

circuit subject to 

submission of fee as 

per revised SRO. 

The firm will apply 

sepaartely fo other 

circuits. 
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Dated 20-12-2024  

 

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, 

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 
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58.  Gulfam Brothers  

House No.1-C, Green 

Villa, Zaildar Park, 

Ichra, Lahore, 

Pakistan 

 

Tel: 042 35404467 

Mob: 03066369866 

ELI No.: ELI- 00028 

 

DRAP Application 

Receiving Date:  
24-12-2024 

 

DRAP Fees:  

Rs: 31,000/- 

Challan No.  

56820686134 

Dated 20-12-2024 

 

Legal Manufacture: 

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 

 

 

Approved subject o 

submission of fee as 

per revised SRO for 

Family. 

59.  ProMed Solutions 

(Pvt) Ltd, Office # 10, 

3rd Floor Khyber 

Plaza 3 G15 Markaz, 

Islamabad 

 

ELI: 00803 

4916-ISB 

Legal Manufacturer 
M/s Mindways Software, Inc, 

3001 South Lamar Blvd Suite 

302,Austin, TX USA, 78704 

 

FSC: USA 

Valid till: 06/05/2026 

 

LOA issuance 24-05-2024 

QCT Pro Bone Mineral 

Densitometry Software, Clinic QCT 

(Bone Densitometer) 

 

Class-B 

 

Shelf Life: N/A 

Approved  

60.  M/s. Iqbal & 

Company, Alfalah 

Manzil, Opp. National 

Police Foundation, 

Street # 26, Sector 

E11/4, Islamabad, 

Pakistan  

 

ELI:00117 R&I 

Details 08/05/2023  

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  

 

FSC: China Validity: 

14/10/2024  

 

FSC (RRA): Spain issuance 03-

02-2023 

Incentive Breathing Exerciser  

(Incentive Spirometer)  

 

Class A  

 

Shelf Life: 05 years  

 

Codes / Sizes (if any) 61IS001 

61IS002  

Approved  

61.  AA Traders, P-871-B 

Basement Chen One 

Road, People Colony 

No.1, District 

Faisalabad, Pakistan 

 

ELI: 00836 

Legal Manufacturer: 
M/s Tianchang City Anrui 

Medical Equipments, Renhe 

Industrial District, 239331 

Tianchang City Anhui 

province, PR China 

 

FSC Original: China 

Valid till: 09/02/2024 

LOA issuance 17-07-2023 

valid for 5 years 

ISO 13485 validity 19-07-2024 

CE certificate validity 26-05-

2024 

LEADER Surgical Gloves 

(Powdered Latex Surgical Gloves 

Sterile) 

 

Class-B 

 

Shelf Life: 5 years 

 

Sizes: 

6, 6.5, 7, 7.5, 8, 8.5, 9 

 

Approved subject to 

valid FSC, ISO 

13485 and CE 

certificate. 

62.  AA Traders, P-871-B Legal Manufacturer: Sejoy Easy Check Deferred for the 
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Basement Chen One 

Road, People Colony 

No.1, District 

Faisalabad, Pakistan 

 

ELI: 00836 

Fee 31,000/- 

Sejoy Biomedical Co., Ltd. 

Address: 
Area C, Building 2, No. 365, 

Wuzhou Road, Hangzhou City, 

311100 Zhejiang, Peoples 

Republic of China. 

 

FSC: China. 

Validity:  09-05-2026. 

LOA issuance 03-01-2025 

ISO 13458 validity 18-06-2026 

CE validity 26-05-2024 with 

extension notification letter 

Blood Glucose Test Strip 

 

Class-B 

 

Shelf Life:  3 Years 

 

Model: 

BG-500 

clarification of Class 

of medical device 

since the Class of 

device mentioned in 

CE extension 

notification is C. 

63.  AA Traders, P-871-B 

Basement Chen One 

Road, People Colony 

No.1, District 

Faisalabad, Pakistan 

 

ELI: 00836 

Fee 31,000/- 

Legal Manufacturer: 
Sejoy Biomedical Co., Ltd. 

Address: 
Area C, Building 2, No. 365, 

Wuzhou Road, Hangzhou City, 

311100 Zhejiang, Peoples 

Republic of China. 

 

FSC: China. 

Validity:  09-05-2026. 

LOA issuance 03-01-2025 

ISO 13458 validity 18-06-2026 

CE validity 26-05-2024 with 

extension notification letter 

Sejoy Easy Check 

Blood Glucose Monitoring System 

 

Class-B 

 

Shelf Life:  3 Years 

 

Model: 

BG-500 

Deferred for the 

clarification of Class 

of medical device 

since the Class of 

device mentioned in 

CE extension 

notification is C. 

64.  Applicant: 

Sanyoh International, 

Flat No. 8, Block 19, 

Allah Dad Plaza, G-8, 

Markaz Islamabad. 

 

(ELI- 01179) 

 

 

Fee details: 

Amount paid: PKR 

100,000/- 

Paid Slip / challan 

No.: 5382860196 

 

Legal Manufacturer: 

Name: Ningbo Xinwell 

Medical Technology Co., Ltd 

No. 188 Binjiang Road, Cixi 

High-Tech Industrial 

Development Zone, Cixi City, 

315301 Zhejiang, P.R. China. 

 

Free Sale Certificate 

Validity: (30-06-2026) 

 

ISO 13485 certificate 

validity: (11-03-2025) 

 

EC certificate Validity: 

(11-03-2024) 

 

Letter of authorization: 

Validity: (30-12-2028) 

 

Declaration of conformity: 

Issuance date: (11-05-2023) 

 

XINWEL 

Disposable Ligation Clips 

 

Models / Sizes:  
(JZJ-ML-4, JZJ-ML-5, JZJ-ML-6, 

JZJ-L-4, JZJ-L-5, JZJ-L-6, JZJ-XL-

4, JZJ-XL-5, JZJ-XL-6) 

  

MD Group: 

(single/kit/family/cluster/system) 

 

Class-C 

 

 

Shelf life: 3 Year 

 

 

Approved  

65.  Applicant: 

Sanyoh International, 

Flat No. 8, Block 19, 

Allah Dad Plaza, G-8, 

Markaz Islamabad. 

 

(ELI- 01179) 

 

 

Legal Manufacturer: 

Name: Ningbo Xinwell 

Medical Technology Co., Ltd 

No. 188 Binjiang Road, Cixi 

High-Tech Industrial 

Development Zone, Cixi City, 

315301 Zhejiang, P.R. China. 

 

Free Sale Certificate 

XINWELL 

 

Disposable Trocar 

 

Models / Sizes:  
(XY-CCQ O05, XY-CCQ O010, 

XY-CCQ O12, XY-CCQ O05/10, 

XY-CCQ O05/05/10/10) 

  

Approved  



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 36 of 168 

 

Fee details: 

Amount paid: PKR 

50,000/- 

Paid Slip / challan 

No.: 90174474 

 

Validity: (30-06-2026) 

 

ISO 13485 certificate 

validity: (11-03-2025) 

 

EC certificate Validity: 

(11-03-2024) 

 

Letter of authorization: 

Validity: (30-12-2028) 

 

Declaration of conformity: 

Issuance date: (11-05-2023) 

 

MD Group: 

(single/kit/family/cluster/system) 

 

Class-B 

 

 

Shelf life: 3 Year 

 

Storage Conditions: 

*Temperature: -5°C to 40°C 

*Store at clean and dry place 

 

66.  Applicant: 

Sanyoh International, 

Flat No. 8, Block 19, 

Allah Dad Plaza, G-8, 

Markaz Islamabad. 

 

(ELI- 01179) 

 

Fee details: 

Amount paid: PKR 

50,000/- 

Paid Slip / challan 

No.: 44217487 

 

Legal Manufacturer: 

Name: Ningbo Xinwell 

Medical Technology Co., Ltd 

No. 188 Binjiang Road, Cixi 

High-Tech Industrial 

Development Zone, Cixi City, 

315301 Zhejiang, P.R. China. 

 

Free Sale Certificate 

Validity: (30-06-2026) 

 

ISO 13485 certificate 

validity: (11-03-2025) 

 

EC certificate Validity: 

(11-03-2024) 

 

Letter of authorization: 

Validity: (30-12-2028) 

 

Declaration of conformity: 

Issuance date: (11-05-2023) 

 

 

XINWELL 

 

Disposable Core Biopsy Instrument 

 

Models / Sizes:  
(BN-OCR-1/1410, BN-OCR-

1/1416, BN-OCR-1/1610, BN-

OCR-1/1616, BN-OCR-1/1810, 

BN-OCR-1/1816, BN-OCR-

1/1820, BN-OCR-1/1825, BN-

OCR-1/2010, BN-OCR-1/2016, 

BN-OCR-1/2020) 

  

MD Group: 

(single/kit/family/cluster/system) 

 

Class-B 

 

 

Shelf life: 3 Year 

 

 

Approved  

67.  Applicant: 

Sanyoh International, 

Flat No. 8, Block 19, 

Allah Dad Plaza, G-8, 

Markaz Islamabad. 

 

(ELI- 01179) 

 

 

Fee details: 

Fee: PKR 25,000/- 

 

Slip: 8741075672 

 

 

Legal Manufacturer: 

Name: Ningbo Xinwell 

Medical Technology Co., Ltd 

No. 188 Binjiang Road, Cixi 

High-Tech Industrial 

Development Zone, Cixi City, 

315301 Zhejiang, P.R. China. 

 

Free Sale Certificate 

Validity: 30-06-2026 

 

Letter of authorization: 

Validity: 30-12-2028.  

 

 

 

 

XINWELL 

Clip Appliers 

 

Models: 

X-Φ5x200ml, X-φ5X270ML, X-

φ5X330ML, X-φ10X200L, 

X-φ10X270L, X-φ10X330L, X-

φ10X200XL, X-φ10X270XL, X-

φ10X330XL 

 

Class-A 

 

 

Shelf life: 03 years  

 

Approved  

68.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Legal Manufacturer: 

M/s Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Mindray  

Diagnostic Ultrasound System  

 

Class-B 

Approved  
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Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC Germany issuance: 

7/2/2024  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027 

ISO 13485 validity 

31-08-2026 

 

Model number:  

Z50  

 

Shelf life: 10 YEARS  

 

 

69.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC Germany issuance: 04-02-

2024 Marketing Authorization 

Letter (LOA): Valid until: 

14/4/2027  

Mindray  

Diagnostic Ultrasound System  

 

Class-B 

 

Model number: Z60  

 

Shelf life: 10 years 

 

 

 

Approved  

70.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Diagnostic ultrasound System  

 

Class-B 

 

Model number:  

ME-7 MX-7  

 

Shelf life: 10 years 

  

Approved  

71.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray 

Diagnostic Ultrasound System  

 

Class-B 

 

Model number:  

DC-30  

 

Shelf life: 10 years  

Approved  

72.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

Mindray  

Diagnostic Ultrasound System  

 

Class-B 

 

Model number:  

TE-9  

Approved  
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ELI-01008 REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

 

Shelf life: 10 years  

 

73.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Diagnostic Ultrasound System  

 

Class-B 

 

Model number:  

Resona R9  

 

Shelf life: 10 years  

 

Approved  

74.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Endoscope Light Source  

 

Class-A 

 

Model number:  

HB300  

HB300-TEC  

 

Shelf life: 10 years  

Approved HB300 

subject to submission 

of fee for HB300-

TEC 

75.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Endoscope Light Source  

 

Class-A 

 

Model number:  

HB500 HB500-TEC  

 

Shelf life: 10 years  

 

Approved HB500 

subject to submission 

of fee for HB500-

TEC 

76.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Mindray  

Endoscope Light Source  

 

Class-A 

 

Model number: 

HB500R HB500R-TEC  

 

Shelf life: Analyzer: 10 years  

Approved HB500R 

subject to submission 

of fee for HB500R-

TEC 
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Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

77.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Rigid Endoscope  

 

Class-A 

 

Model number:  

M 00530A M 00500A M 10530A M 

10500A G 00530A G 00500A G 

10530A G 10500A  

 

Shelf life: Analyzer: 10 years  

Approved  

78.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Endoscope Camera System  

 

Class-A 

 

Model number:  

UX5, UX5-TEC, UX5-NOR, UX5-

SIM  

 

Shelf life: Analyzer: 10 years  

Approved  

79.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 12/10/2022  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

FSC Germany issuance 04-02-

2024 

Mindray  

Endoscope Camera System  

 

Class-A 

 

Model number:  

UX3, UX3-TEC, UX3-NOR, UX3-

SIM  

 

Shelf life: Analyzer: 10 years  

Approved  

80.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 22-11-

2023  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

Mindray Chemiluminescence 

Immunoassay Analyzer  

 

Class-A 

 

Model number:  

CL-1200i  

 

Shelf life: Analyzer: 10 years  

Approved  
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81.  MR Medical Pakistan 

Private Limited, 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area Islamabad. 

 

ELI-01008 

Legal Manufacturer: M/s 

Shenzhen Mindray Bio-

Medical Electronics Co., Ltd 

Address: Mindray Building, 

Keji 12th Road South, High-

Tech Industrial Park, Nanshan, 

518057, Shenzhen, PEOPLE'S 

REPUBLIC OF CHINA  

 

FSC China validity: 22-11-

2023  

Marketing Authorization Letter 

(LOA): Valid until: 14/4/2027  

 

Mindray Chemiluminescence 

Immunoassay Analyzer with 

Consumable 

 

Class-A 

 

Model number:  

CL-1000i  

 

Shelf life: Analyzer: 10 years  

Approved  

82.  Cardiac Care 848-C 

Shadman -1, Lahore 

ELI-00070  

R&I 26-02-2020 Fee 

Challan No 1931029 

dated 25- 02-20  

Legal Manufacturer: 

VYGON Address: 5 rue 

Adeline - 95440 Ecouen – 

FRANCE Tel + 33 (0)1 39 92 

64 15 Fax + 33 (0)1 34 29 19 34 

www.vygon.com  

FSC issued date: 24/07/2023  

LOA valid : 31/12/2026 

Biospike B  

(Bionector with spike)  

 

Class A  

 

Shelf Life: 03 years  

 

Codes:856.01 856.11  

Approved  

83.  M/s Alfa Scientific 

Store  

ELI-00148  

R&I Details 

07/03/2025  

Legal Manufacture: Wiener 

lab. Switzerland S.A 36 Av. 

Cardinal, Mermillod (1227) 

Carouge (GE), Switzerland. 

Manufacturing Site(s):  
Wiener Laboratories S.A.I.C 

Manufacturing plant for 

analyzers: Herrera 2246 CABA 

(C1295ACR) Argentina  

 

FSC Validity: 27-Feb-2026  

LOA Validity: 31-Dec-2026 

Wiener Lab  

Fully-Automatic Clinical Chemistry 

Analyzer Product  

 

Class A  

 

Shelf life: N/A 

 

Models: 

CM 160 9351061 Wiener lab.  

CM 200 9351009 Wiener lab.  

CM 250 9351018  

CM 260 9351063  

CM 320 9351065  

CM 160i 9351062  

CM 260i 9351064  

CM 320i 9351066 METROLAB 

2300GL 9351009  

METROLAB 2300 PLUS 9351018 

 

Approved subject to 

submission of 

sepaarte application 

and fee for 

METROLAB 

2300GL 9351009  

METROLAB 2300 

PLUS 9351018 as 

per revised SRO 

 

84.  M/s Alfa Scientific 

Store  

ELI-00148  

R&I Details 

07/03/2025  

Legal Manufacture: Wiener 

lab. Switzerland S.A 36 Av. 

Cardinal, Mermillod (1227) 

Carouge (GE), Switzerland. 

Manufacturing Site(s):  
Wiener Laboratories S.A.I.C 

Manufacturing plant for 

analyzers: Herrera 2246 CABA 

(C1295ACR) Argentina  

 

FSC Validity: 27-Feb-2026  

LOA Validity: 31-Dec-2026 

Wiener Lab Semi-Automatic 

Clinical Chemistry Analyzer  

 

Class A  

 

Shelf life: N/A 

 

Codes/Sizes (if any) Metrolab 1600 

Dr  

 

9351001  

Approved  

85.  M/s Alfa Scientific 

Store  

ELI-00148  

R&I Details 

Legal Manufacture: Wiener 

lab. Switzerland S.A 36 Av. 

Cardinal, Mermillod (1227) 

Carouge (GE), Switzerland. 

Wiener Lab Generic Name Fully-

Automatic Erythrocyte 

Sedimentation Analyzer  

 

Approved  
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07/03/2025  Manufacturing Site(s):  
Wiener Laboratories S.A.I.C 

Manufacturing plant for 

analyzers: Herrera 2246 CABA 

(C1295ACR) Argentina  

 

FSC Validity: 27-Feb-2026  

LOA Validity: 31-Dec-2026 

Class A  

 

Shelf life: N/A 

 

Codes/Sizes (if any) Catalogue/ 

Reference number: 9351058  

86.  M/s Alfa Scientific 

Store  

ELI-00148  

R&I Details 

07/03/2025  

Legal Manufacture: Wiener 

lab. Switzerland S.A 36 Av. 

Cardinal, Mermillod (1227) 

Carouge (GE), Switzerland. 

Manufacturing Site(s):  
Wiener Laboratories S.A.I.C 

Manufacturing plant for 

analyzers: Herrera 2246 CABA 

(C1295ACR) Argentina  

 

FSC Validity: 27-Feb-2026  

LOA Validity: 31-Dec-2026 

Wiener Lab  

Fully-Automatic Coagulation 

Analyzer  

 

Class A  

 

Codes/Sizes (if any) Wiener Lab 

COR50 Catalogue/ Reference 

number: 9331045  

Approved  

87.  M/s Uniplan Trade 

International (Pvt) 

Ltd. 

Address: 

132/1 Quaid-e-Azam 

Industrial Estate Kot 

Lakhpat Lahore-

Pakistan 

 

 

ELI-00132 

 

 

Submission date : 

15.05.2024 

Fee challan: 

60574116 

Legal manufacturer 

M/s.Fresenius Kabi AG  

Address: 

Else-Kroner-Str. 1 61352, Bad 

Homburg Germany 

Tel : +496172686-2627 

Fax no: +496172686-2628 

Email: 
communication@fresenius-

kabi.com 

Website www.fresenius-

kabi.com 

 

LOA issue date: 01-05-2023 

Validity 31-12-2026 

 

FSC Germany  

issue date: 24-11-2023 

validity not mentioned 

 

AmiCORE Apheresis system  

Apheresis System 

 

Class - C 

 

Shelf life: N/A 

 

Code as per FSC: 

 

6R8800 

 

 

 

Approved  

88.  M/s Uniplan Trade 

International (Pvt) 

Ltd. 

Address: 

132/1 Quaid-e-Azam 

Industrial Estate Kot 

Lakhpat Lahore-

Pakistan 

 

 

ELI-00132 

 

Submission date : 

15.05.2024 

Fee challan: 

969646496249 

 

 

Legal manufacturer 

  

M/s.Fresenius Kabi AG  

Address: 

Else-Kroner-Str. 1 61352, Bad 

Homburg Germany 

Tel : +496172686-2627 

Fax no: +496172686-2628 

Email: 

communication@fresenius-

kabi.com 

Website www.fresenius-

kabi.com 

 

LOA issue date: 01-05-2023 

Validity 31-12-2026 

 

FSC USA 

issue date: 24-11-2023 

Amicus separator 

Apheresis System 

 

Class - C 

 

 

Shelf life: N/A 

 

Code as per FSC : 

6R4590 

 

Approved  

mailto:communication@fresenius-kabi.com
mailto:communication@fresenius-kabi.com
http://www.fresenius-kabi.com/
http://www.fresenius-kabi.com/
mailto:communication@fresenius-kabi.com
mailto:communication@fresenius-kabi.com
http://www.fresenius-kabi.com/
http://www.fresenius-kabi.com/
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validity not mentioned 

 

89.  M/s Uniplan Trade 

International (Pvt) 

Ltd. 

Address: 

132/1 Quaid-e-Azam 

Industrial Estate Kot 

Lakhpat Lahore-

Pakistan 

 

ELI-00132 

Legal manufacturer 

 M/s.Fresenius Kabi AG  

Address: 

Else-Kroner-Str. 1 61352, Bad 

Homburg Germany 

Tel : +49 6172 686-0 

Email: 

communication@fresenius-

kabi.com 

Website www.fresenius-

kabi.com 

 

LOA issue date: 01-05-2023 

Validity 31-12-2026 

 

FSC dominican Republic  

issue date: 23-1-2024 

validity not mentioned 

 

Amicus Apheresis Kit-single 

needle with platelet addictive 

solution connector. 

 

Class - C 

 

Shelf life: 24 months 

 

Code as per FSC: 

X7R2301 

Approved  

90.  M/S Schazoo SPL 

Consumer Healthcare, 

71 B/C2, Gulberg 3, 

Lahore,  

  Pakistan. 

 

(ELI- 00095) 

 

Legal Manufacturer:  

Matex Lab S.p.A 

Via CarloUrbani 2, angolo Via 

E. Fermi-72100 Brindisi (BR), 

Italy 

 

Free Sale Certificate (FSC) No.  

0057708-P-10/10/2023 

 

issuance date & 

validity…10/10/2023 

 

ISO 13485 validity date….03-

04-2026 

 

CE Certificate validity date. 26-

01-2028 

 

Design Examination 

Certificate (If applicable) 

validity….N/A 

Neauvia Intense Rose (1x1ml) 

[Hyaluronic Acid Hydrogels 

crosslinked] 

 

Class-D 

 

Shelf life: 3 Years 

 

Codes as per FSC:  

 

 

Approved  

91.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

M/S  MD Tech S r l   

Via F.lli Bandiera NCC 80026 

Casoria, Italy  

Date of R&I  

17-10-2024 

 

 

 

FSC:  

Italy  

 

FSC:  

Italy  

 

LOA 

Brand Name :  

 

DYE BLUE 

 

(Generic name)  

 

DYE FOR ANTERIOR 

CHAMBER  

 

Class  B 

 

Shelf Life: 05 years 

 

 

Codes/Sizes:  

Approved  

mailto:communication@fresenius-kabi.com
mailto:communication@fresenius-kabi.com
http://www.fresenius-kabi.com/
http://www.fresenius-kabi.com/
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Validity: 10-08-2029 

 

EC Certificate 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 20-02-2028 

 

1.SYRINGE 1.1 ml  

2. VIAL 1 ml  

 

Rs.31030/  

 

92.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

M/S ohthalmo pro GmbH 

Im Reihersbruch I D-66386 

St. Ingbert Germany  

 

 

 

FSC:  

Germany  

Date of Issuance :27-08-2021 

 

FSC:  

GERMANY 

Date of Issuance :27-08-2021 

 

LOA 

Validity: 10-06-2025 

 

EC Certificate 

Validity: 10-04-2024 

ISO 13485 

Validity: 31-03-2025 

 

Brand Name :  

 

ZOE 

 

 

(Generic name)  

 

PREPOADED 

HYDROPHOBIC LENS 

 

Class  C 

 

Shelf Life: 05 years 

 

 

Codes/Sizes:  

1.One Box . 

 

Rs.62030/  

 

Approved  

93.  M/s MEHER  

TRADERS  

Office No. A-21-22  

First Floor Zeenat  

Medicine Market 

North Nappier Road, 

Karachi.   

  

(ELI-00128)  

  

R&I Details  

15 Apr 2022. 

Legal Manufacturer:  

M/s Tianchang City Anrui 

medical  

Equipments Co., Ltd   

Renhe Industrial District 

Tianchang City,  

Anhui Province, China   

Manufacturing Site: Renhe 

Industrial  

District Tianchang City, Anhui 

Province,  

China. 

FSC Validity: 18-10-25  

LOA Validity: 18-09-26  

FSC Reference Country: 

(Spain) issued-2021. 

EC Certificate: 31-12-28  

ISO 13485: 19-07-2027  

WELLMED  

Surgical Gloves Powdered. 

 

 

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain. 

Addressed in M-79 

94.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat 

Medicine Market 

North Nappier Road, 

Karachi.   

  

Legal Manufacturer:  

M/s Tianchang City Anrui 

medical  

Equipments Co., Ltd   

Renhe Industrial District 

Tianchang City,  

Anhui Province, China   

Manufacturing Site: Renhe 

WELLMED  

surgical gloves powdered free. 

  

 

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain. 

Addressed in M-79 
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(ELI-00128)  

R&I Details  

15 Apr 2022  

Industrial  

District Tianchang City, Anhui 

Province,  

China. 

FSC Validity: 18-10-25  

LOA Validity: 18-09-26  

FSC Reference Country: 

(Spain) issued-2021. 

EC Certificate: 31-12-28  

ISO 13485: 19-07-2027  

95.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat  

Medicine Market 

North Nappier 

Road, Karachi.   

(ELI-00128)  

R&I Details  

15 Apr-2022  

Legal Manufacturer:  

M/s Tianchang City Anrui 

medical  

Equipments Co., Ltd   

Renhe Industrial District 

Tianchang City,  

Anhui Province, China   

FSC Validity: 18-10-2025  

LOA Validity: 18-09-2026  

WELLMED  

Examination Gloves. 

 

  

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain.  

Addressed in M-79 

96.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat 

Medicine Market 

North Nappier Road, 

Karachi.   

  

(ELI-00128)  

  

R&I Details  

08-12-2020  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA. 

Manufacturing Site: No. 309 

Xigu Road  

Xiangshan County 315700 

Ningbo City,  

Zhejiang Province PEOPLE'S 

REPUBLIC OF CHINA  

FSC Validity: 06-05-2026  

LOA Validity: 17-07-2034  

FSC Reference Country:  

Spain. 02-03-2026  

EC Certificate: 31-12-2028  

ISO 13485: 29-12-2025  

WELLMED  

Disposable Airways. 

 

 

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain.   

Approved; subject to 

provision of 

differential fee for 

class-B and codes. 

97.  M/s MEHER  

TRADERS  

Office No. A-21-22  

First Floor Zeenat  
Medicine Market 
North Nappier 

Road, Karachi.   

  

(ELI-00128)  

  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

  

Manufacturing Site: No. 309 

Xigu Road  

Xiangshan County 315700 

Ningbo City,  

Zhejiang Province PEOPLE'S 

REPUBLIC OF  

WELLMED  

Disposable  

Yankauer Handle with Connecting 

Tube. 

 

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain. 

Approved; subject to 

provision of 

differential fee for 

class-B and codes. 
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China 

98.  M/s MEHER  

TRADERS  

Office No. A-21-22  

First Floor Zeenat  
Medicine Market 

North Nappier Road, 

Karachi.   

  

(ELI-00128)  

  

R&I Details  

30 Sep 2024  

Legal Manufacturer:  

M/s Tianchang City Anrui 

medical  

Equipments Co., Ltd   

Renhe Industrial District 

Tianchang City,  

Anhui Province, China   

Manufacturing Site: Renhe 

Industrial  

District Tianchang City, Anhui 

Province,  

China. 

FSC Validity: 18-10-25  

LOA Validity: 18-09-26  

EC Certificate: 26-05-24  

ISO 13485: 19-07-2027 

ANRUI Latex  

Foley catheter   

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain. 

Addressed in M-79 

99.  M/s MEHER  

TRADERS  

Office No. A-21-22  

First Floor Zeenat  

Medicine Market 

North Nappier Road, 

Karachi.   

  

Legal Manufacturer:  

M/s Tianchang City Anrui 

medical  

Equipments Co., Ltd   

Renhe Industrial District 

Tianchang City,  

Anhui Province, China   

Manufacturing Site: Renhe 

Industrial  

District Tianchang City, Anhui 

Province. 

FSC Validity: 18-10-25  

LOA Validity: 18-09-26  

EC Certificate: 26-05-24  

ISO 13485: 19-07-2027 

ANRUI silicon   

foley catheter   

Class B  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC of RRA Spain. 

Addressed in M-79 

100.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat  

Medicine Market 

North Nappier 

Road, Karachi.   

 (ELI-00128)  

R&I Details  

07-May-2021  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

FSC Validity: 06-05-26  

LOA Validity: 17-07-34  

WELLMED  

Disposable  

Surgical blades.  

 

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC  

Addressed in M-79 

101.  M/s MEHER  

TRADERS  

Office No. A-21-22  

First Floor Zeenat  
Medicine Market 

North Nappier 

Road, Karachi.   

(ELI-00128)  

R&I Details  

08-Dec-2020  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

FSC Validity: 06-05-26  

LOA Validity: 17-07-34  

WELLMED  

Umbilical Cord Clamp Disposable  

 

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC  

Addressed in M-79 

102.  M/s MEHER  

TRADERS  

Office No. A-21-22  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

WELLMED  

Alcohol Pre Pad  

 

Addressed in M-79 
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First Floor Zeenat  

Medicine Market 

North Nappier  

Road, Karachi.   

(ELI-00128)  

R&I Details  

07-May-2021  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

FSC Validity: 06-05-26  

LOA Validity: 17-07-34  

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC.  

103.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat  

Medicine Market 

North Nappier 

Road, Karachi.   

(ELI-00128)  

R&I Details  

07-May-2021  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

FSC Validity: 06-05-26  

LOA Validity: 17-07-34  

WELLMED  

Disposable Nonwoven Gown  

 

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC.   

Addressed in M-79 

104.  M/s MEHER  

TRADERS  

Office No. A-21-22 

First Floor Zeenat 

Medicine Market 

North Nappier Road, 

Karachi.   

(ELI-00128)  

R&I Details  

23-Apr-2021  

Legal Manufacturer:  

M/s Ningbo Great Mountain 

Medical  

Instruments Co., Ltd  

No. 309 Xigu Road Xiangshan 

County  

315700 Ningbo City, Zhejiang 

Province  

PEOPLE'S REPUBLIC OF 

CHINA  

FSC Validity: 06-05-26  

LOA Validity: 17-07-34  

WELLMED  

Sterile Wound Plaster. 

 

Class A  

Claimed Shelf Life: 05-Years  

Codes/Sizes:  

As per FSC. 

Addressed in M-79 

105.  Nisa Impex (Pvt.) 

Ltd., Maxim Arcade, 

Plot # 13-14, Usman 

block, Jeddah Town, 

Phase 1, Opposite 

DHA Phase 2, G.T 

Road, Islamabad. 

Pakistan. 

ELI-00064 

 

Fee challan No. 

286521572. 

Date of R&I  

22/05/2024. 

 

 

 

Legal Manufacturer: 

Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

Ltd., 

 

Manufacturing Site: 

Qixing Precinct, Xiqiao town, 

Nanhai District, 528204 

Foshan City, Guangdong 

Province, People’s Republic of 

China. 

FSC: China  

Validity: 03-08-2025 

 

FSC:  

FSC of Reference Country:  

Validity: 03-08-2025 

LOA 

Validity: 31-07-2028 

ISO 13485 

Validity: 11-02-2026 

KJT Walker 

 

Class A 

Claimed Shelf Life: N.A. 

Codes/Sizes:  

As per FSC. 

Approved subject to 

submission of 

model/codes. 

106.  Nisa impex (Pvt.) Ltd. 

Maxim Arcade, Plot # 

13-14, Usman block, 

Jeddah Town, Phase 1, 

Opposite DHA Phase 

Legal Manufacturer: 

Foshan Nanhai KJT 

Rehabilitation Equipment Co., 

Ltd. 

Manufacturing Site: 

KJT Walking Stick 

 

Class A 

Claimed Shelf Life: N.A. 

Codes/Sizes:  

Approved subject to 

submission of 

model/codes. 
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2, G.T Road, 

Islamabad. Pakistan. 

 

 

ELI-00064 

 

Date of R&I  

22/05/2024. 

 

Fee challan No. 

1128069798 

 

 

Qixing Precinct, Xiqiao town, 

Nanhai District, 528204 

Foshan City, Guangdong 

Province, People’s Republic of 

China  

FSC:  China  

Validity: 03-08-2025 

FSC:  

FSC of Reference Country:  

Validity: 03-08-2025 

LOA 

Validity: 31-07-2028 

ISO 13485 

Validity: 11-02-2026 

 

As per FSC. 

107.  Nisa impex (Pvt.) Ltd. 

Maxim Arcade, Plot # 

13-14, Usman block, 

Jeddah Town, Phase 1, 

Opposite DHA Phase 

2, G.T Road, 

Islamabad. Pakistan. 

 

ELI-00064 

Fee challan No. 

3672499474. 

Date of R&I 

22/05/2024. 

Legal Manufacturer: 

Foshan Nanhai

 KJT 

Rehabilitation 

Equipment Co., Ltd 

Manufacturing Site: Qixing 

Precinct, Xiqiao town, 

Nanhai District, 528204 

Foshan City, Guangdong 

Province, People’s 

Republic of China 

FSC: China Validity: 14-08-
2025 

FSC: 

FSC of Reference 

Country: 

Validity: 14-08-2025 

LOA 

Validity: 31-07-2028 

ISO 13485 

Validity: 11-02-2026 

Brand Name KJT 

 

Wheelchair 

Class A 

 

Approved subject to 

submission of 

model/codes. 

108.  M/s Meximp  

Technologies   

B-62, Block 5,  

Gulshan-e-Iqbal,  

Karachi 75300,  

Pakistan  

Tel:+92-213 

4812553 & 54  

  

ELI: 0052  

  

  

R&I Details:  

21/11/2022  

  

Legal Manufacturer:  

M/s Agilent Technologies  

Denmark ApS. 

Manufacturing Site:  

M/s Agilent  

Technologies  

Denmark ApS  

(A Subsidiary of Agilent 

Technologies) Address:  

Produktionsvej 42 Dk2600-

Glostrup,  

Denmark  

  

LOA:  

Validity: 31/12/2027  

Agilent FLEX  

Poly Rb a Helicobacter  

Pylori, RTU, 12 mL  

(Dako OMNIS)  

  

Class B  

Claimed Shelf Life: 2 years  

Codes / Sizes:   

GA52361-2  

Addressed in M-83 

tel:+92-213
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 FSC:  Denmark   

Validity: 04/May/2025  

  

 ISO 13485:   

Validity: 24/Dec/2026  

109.  M/s Meximp  

Technologies   

B-62, Block 5,  

Gulshan-e-Iqbal,  

Karachi 75300,  

Pakistan  

Tel:+92-213 

4812553 & 54  

  

ELI: 0052  

  

  

R&I Details:  

16/03/2020. 

  

  

Legal Manufacturer:  

M/s Agilent Technologies  

Denmark ApS  

Manufacturing Site:  

M/s Agilent  

Technologies  

Denmark ApS  

(A Subsidiary of Agilent 

Technologies) Address:  

Produktionsvej 42 Dk2600-

Glostrup,  

Denmark. 

LOA:  

Validity: 31/12/2027  

 FSC:  Denmark   

Validity: 04/May/2025  

ISO 13485:  24/12/2026  

Agilent FLEX  

Poly Rb a Helicobacter  

Pylori, RTU, 12 mL  

  

Class B  

Claimed Shelf Life: 2 years  

Codes / Sizes:   

IR52361-2  

Addressed in M-83 

110.  M/s Royal  

Medical   

  

Office No. 26th, 3rd 

Floor United  

Trade Center  

Plot # 5, Block-6,  

Gulshan-e-Iqbal  

Karachi. 

ELI- 00691  

R& I date:   

17-05-2024  

Chalice Medical Ltd. 

Address: Manton  

Wood Enterprise   

Park, Worksop,  

Nottinghamshire, S80   

2RS, United Kingdom  

   

LOA valid till 30-10-24  

  

FSC Validity: FSCUK Valid till 

26-05-2025.  

  

ISO 13485 Validity:    

Valid till 09-11-2025  

Paragon  

Oxygenator (Paragon  

Oxygenator  

MN)   

Class: B (Special control)  

Claimed Shelf Life: 02-years  

Codes/sizes:  

XCMOPI300MN,  

XCMOPI260MN,  

XCMOPI140MN.    

Deferred for 

provision of Valid 

LoA and/ or 

differential fee; 

justify the 

Classification as falls 

in Class IIB as per 

ARTG and Class II in 

special control list. 

111.  Taj Diagnostics  

Shop No. G-166,  

Maryam Market,  

M.A. Jinnah Road, 

Sadder, Karachi Email 
Address :  

 (ELI-00589)  

  

 Date of R&I   

  

05-09-2024  

 

Legal Manufacturer:  

GENESIGN BIOTECH 

(XIAMEN ) CO., LTD  

Manufacturing Site:  

UNIT  03,8TH FLOOR 

,BUILDING B14 ,  

XIAMEN BIOMEDICAL 

INDUSTIRAL PARK  

,2076 WENGJIAO WEST 

ROAD, HAICANG  

DISTRICT, XIAMEN 

,FUJIAN , CHINA  

 FSC:   

Country of origin CHINA  

Validity: 23-OCT-2025  

  

FSC: Reference Country Spain  

Date of sign: 30-01-2024 

LOA  

Validity: 02-08-2028  

EC Certificate  

31-12-2029  

GENESIGN   

  
H-pylori antigen  

Rapid test    

  

Class B  

  

Shelf Life: 02 years  

  

  

Codes/Sizes:  

GS110503/25PCS  

BOX  

Approved  

tel:+92-213
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ISO 13485  

Validity: 14-05-2027  

112.  Musaji Adam 

& Sons 

Address:C-285, Block 

10, 

Federal B Area, 

Karachi. 

Establishment 

License: ELI- 00239 

Date of R&I 9-Dec-

2024 

Legal Manufacturer: MWE 
equipment Co 

Manufacturing Site: 

Lea field industrial estate 

Corsham, SN 13 9RT, United 

kingdom 
Date of R&I 9-Dec-2024 

FSC: 
Country of Origin United 

kingdom 
Issued on 2019. 

LOA 

Validity:18-08-2027 

ISO 13485 

Validity: 30-04-2027 

MWE (Tube) 

Prepared Media  

Class B 

Deferred for 

provision of Valid 

FSC of UK or any 

RRA and  shelf life. 

113.  Musaji Adam & Sons 

Address:C-285, Block 

10, Federal B Area, 

Karachi. 

Establishment 

License: 

ELI- 00239 

Date of R&I 
24 -Nov-2022 

Legal Manufacturer: Remel 
Europe Limited 

Manufacturing Site: 

Remel house, Clipper 
boulevard 

west,crossways,Dartford 

kent,DA26PT,United 

Kingdom. 

FSC: 
Country of Origin 

United Kingdom 

Validity: 28-03-2027 

LOA 
Validity:31-12-2025 

ISO 13485 
Validity: 10-12-2025 

Bordetella para pertussis 

Agglutinating Serum 

R30165601 

36 Months 

 

Bordetella pertussis 

Agglutinating Sera 

R30165501 

 

36 Months 

 

Class-B 

Approved 

114.  Musaji Adam & Sons 

Address:C-285, Block 

10, Federal B Area, 

Karachi. 

Establishment 

License: 

ELI- 00239 

Date of R&I 
24 -Nov-2022 

Legal Manufacturer: Remel 
Europe Limited 

Manufacturing Site: 
Remel house, Clipper 
boulevard 

west,crossways,Dartford 

kent,DA26PT,United 

Kingdom. 

FSC: 
Country of Origin 

United Kingdom 

Validity: 28-03-2027 

LOA 
Validity:31-12-2025 

ISO 13485 

Bordetella para pertussis 

Agglutinating Serum 

R30165601 

36 Months 

 

Bordetella pertussis 

Agglutinating Sera 

R30165501 

36 Months 

Duplication, 

addressed at Sr. No. 

113 



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 50 of 168 

 

Validity: 10-12-2025 

115.  Hakimsons  

House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi-  

75700,  

Pakistan  

ELI-00396 R&I  

details  

17-11- 

2020  

M/s:  Ningbo MFLAB 

Medical Instruments Co.Ltd., 

China. Address: No.508, 

Yindong Road (N), Yinzhou 

Economic  

Development Zone, 315145 
Ningbo,  

china   

FSC China valid till   

(15.06.2025) (CCCI&EHP) 

FSC-UK-2018. 

LOA Valid till  

(07.07.2027)  

Foyomed  Oral  

Pharyngeal  

Airways  

CLASS A  

Claimed Shelf  life: 05-Years  

Codes: As per  

FSC attached  

Approved subject to 

submission of and 

FSC of  China Health 

Authority and/or UK. 

116.  Hakimsons  

House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi- 75700,  

Pakistan  

ELI-00396 R&I  

details  

17-11- 

2020  

M/s:  Ningbo MFLAB 

Medical Instruments Co.Ltd., 

China. Address: No.508, 

Yindong Road (N), Yinzhou 

Economic  

Development Zone, 315145 
Ningbo,  

china   

FSC China valid till   

(15.06.2025) (CCCI&EHP) 

FSC-UK-2018. 

LOA Valid till  

(07.07.2027)  

Foyomed  

Feeding Tube   

CLASS A  

Claimed Shelf  life: 05-Years  

Size and model as per FSC   

  

Approved subject to 

submission of codes. 

117.  Hakimsons  

House, A- 58/B  

S.I.T.E,  

Manghopir Road, 

Karachi-  

75700,  

Pakistan  

ELI-00396  

R&I details  

18-03- 2022 

M/s:  Ningbo MFLAB 

Medical Instruments Co.Ltd., 

China. Address: No.508, 

Yindong Road (N), Yinzhou 

Economic  

Development Zone, 315145 
Ningbo,  

china   

FSC China valid till   

(15.06.2025) (CCCI&EHP) 

FSC-UK-2018. 

LOA Valid till  

(07.07.2027)  

Foyomed Urine  

Collection Bag  

 

CLASS A  

Claimed Shelf  life: 05-Years  

Size and model as per FSC   

 

Approved subject to 

submission of codes. 

118.  Hakimsons  

House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi-  

75700,  

Pakistan  

ELI-00396 R&I  

details  

17-08- 

2021  

Nissha medical   

Technologies Ltd Torbay 

Business Park, Wood view. 

Road paignton, Davon, TQ4 

7HP,  

United kingdom.  

FSC Country valid till   

(06-07-2025)  

LOA Valid till  

(16.07.2025)  

  

Swaromed- 

ECG Electrodes  

CLASS A  

Claimed Shelf  life: 03-Years  

Size and model as per FSC   

  

Approved subject to 

submission of codes. 

119.  Hakimsons  Biometrix S.R.O. Vicenzy 16 Thorametrix- Deferred for 
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House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi-  

75700,  

Pakistan  

ELI-00396 R&I  

details  

14-12- 

2021  

  

93101 Samorin, Slovakia  

FSC Country valid till   

(07-05-2024)  

LOA Valid till  

(24-05-2024)  

Chest  drain  

system  

 

Class A  

Claimed Shelf  life: 05-Years  

Size and model as per FSC   

  

submission of Valid 

LoA and FSC of  

China Health 

Authority and/or any 

RRA, alongwith 

Shelf Life and 

differential fee For 

class-B. 

120.  Hakimsons  

House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi-  

75700,  

Pakistan  

ELI-00396 R&I  

details  

27-06- 

2022  

M/s:  Ningbo MFLAB 

Medical Instruments Co.Ltd., 

China.  

Address: No.508, Yindong 
Road (N), Yinzhou Economic  

Development Zone, 315145 
Ningbo,  

china   

FSC Country valid till   

(15.06.2025)  

LOA Valid till  

(07.07.2027)  

  

Foyomed Three  

Balls  

Spirometer  

 

Class: A  

Shelf life:   

Codes/sizes:   

Deferred for 

submission of Valid 

LoA and FSC of  

China Health 

Authority and/or any 

RRA, alongwith 

Shelf Life and 

differential fee For 

class-B. 

121.  Hakimsons  

House, A- 

58/B  

S.I.T.E,  

Manghopir  

Road,  

Karachi-  

75700,  

Pakistan  

ELI-00396 R&I  

details  

  

M/s:  Ningbo MFLAB 

Medical Instruments Co.Ltd., 

China.  

Address: No.508, Yindong 
Road (N), Yinzhou Economic  

Development Zone, 315145 
Ningbo,  

china   

FSC Country valid till   

(15.06.2025)  

LOA Valid till  

(07.07.2027)  

Foyomed  

Suction  

Yankauer  

Handle  

 

Class: A  

Shelf life:  Codes/sizes: As per 

attached  

Deferred for 

submission of Valid 

LoA and FSC of  

China Health 

Authority and/or any 

RRA, alongwith 

Shelf Life and 

differential fee For 

class-B. 

122.  Hakimsons  

House, A-58/B  

S.I.T.E,  

Manghopir  

Road, Karachi-  

75700, Pakistan  

 

ELI-00396 R&I  

details14-12-21  

Biometrix S.R.O. Vicenzy 16 

93101 Samorin, Slovakia  

FSC Country valid till   

(07-05-2024)  

LOA Valid till  

(24-05-2024)  

Urimetrix Drainage bulbs  

& Bags  

Class A  

Claimed Shelf  life: 05-Years  

Size and model as per FSC   

  

Deferred for 

submission of Valid 

LoA and FSC of  

China Health 

Authority and/or any 

RRA, alongwith 

Shelf Life and 

differential fee For 

class-B. 

123.  M/s. Aston Medical  

Pakistan  

4-A, 4th Floor,  

38C Bukhari 

Commercial  

lane, 8 Phase 6,  

DHA, Karachi  

  

ELI: -00797  

Legal  

Manufacturer: Sky  

Medical Technology Limited 

also Trading  

as Firstkind Limited,  

UK   

Manufacturing Site:  

Hawk House,  

Peregrine Business  

GEKO T-3 Neuromuscular  

Electrostimulation device. 

 

Claimed Shelf  life: 27months   

Class: B  

Codes: T3EA02 &  

T3EA02-25  

Already addressed in 

M-78 
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R & I Details:  

31/12/2024     

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 EC Certificate:  

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

2028  

ISO 13485:  

Validity:24-06-2024- 

-24-06-2027  

124.  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      

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  

EC Certificate:  

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

2028  

ISO 13485:  

Validity: 24-06-2024 

24-06-2027 

GEKO W-3 Neuromuscular  

Electrostimulation device. 

 

Claimed Shelf life: 

 27-months   

Class: B  

Codes: W3FE01 & W3FE01-07.  

Already addressed in 

M-78 

125.  M/s Health  

Solutions  

  

ELI-01153  

  

R&I details  

08/10/24  

  

Legal Manufacture  

Conod Medical Co. Ltd  

  

Address: NO.11 Hongfeng Rd, 

Baimao Industrial Park, Guli  

Town, 215532, Changshu City,  

Jiangsu, China  

  

FSC Validity: 04/11/25  

LOA Validity: 27/06/29  

Vcare Disposable Night Urine  

Drainage Bag With Meter   

Class: A  

Claimed Shelf Life:05-Years  

Sizes:  

2000mL+50mL  

2200mL+500mL  

2350mL+500mL  

2500mL+500mL  

2600mL+500mL  

2900mL+500mL  

3000mL+500mL  

3100mL+500mL  

Approved subject to 

submission of as per 

revised SRO for 

Family 

126.  M/s. Ali Gohar & 

Company (Pvt)  

Ltd.  

  

ELI-00004  

  

  

Legal Manufacturer:  

Smiths Medical ASD Inc., 

1500 EurEka park lower 

premberton   Ashford KEnt, 

TN25, 4BF, UK 

  

FSC: United Kingdom  

Validity: 18/03/2024  

Brand Name: Portex®  

Loss  of  Resistance  

Device  

  

Class B  

  

Claimed Shelf Life:05-Years  

Codes / Sizes (if any)   

Deferred for 

provision of Valid 

FSC, EC & ISO 

certificate of UK site 

and LoA/ Distribution 

Agreement that 

indicates validity of 

agreement. 



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 53 of 168 

 

  

LOA  

Validity: 14/12/2027  

  

OR  

EC Certificate:   

Validity: 18/03/2023  

27-8000  

27-8001  

27-8050  

127.  M/s. Ali Gohar & 

Company (Pvt)  

Ltd.  

  

ELI-00004  

  

  

Legal Manufacturer:  

Smiths Medical ASD Inc., 

1500 EurEka park lower 

premberton   Ashford KEnt, 

TN25, 4BF, UK 

.,   

  

FSC: United Kingdom  

Validity: 18/03/2024  

  

LOA  

Validity: 14/12/2027  

  

FSC:  

FSC of Reference Country  

Validity: 00-00-20—  

  

OR  

  

EC Certificate:   

Validity: 26/05/2024  

Brand Name: Acapella®  

Green  

  

Class B  

  

Claimed Shelf Life:05-Years  

Codes / Sizes (if any)   

21-1530  

Deferred for 

provision of Valid 

FSC, EC & ISO 

certificate of UK site 

and LoA/ Distribution 

Agreement that 

indicates validity of 

agreement. 

128.  M/s. Ali Gohar & 
Company (Pvt)  

Ltd.  

  

ELI-00004  

  

R&I details:   

07-May-2024  

Legal Manufacturer:  

Smiths Medical ASD Inc., 

1500 EurEka park lower 

premberton   Ashford KEnt, 

TN25, 4BF, UK 

  

FSC: United Kingdom  

Validity: 18/03/2024  

  

LOA  

Validity: 14/12/2027  

EC Certificate:   

Validity: 18/03/2023  

Brand Name: Gripper® Non-Coring 
Needle  

Extension Set  

  

Class B  

  

Claimed Shelf Life:05-Years  

Codes / Sizes (if any)   

21-2736-24  

21-2737-24  

21-2732-24  

21-2733-24  

21-2714-24  

21-2734-24  

21-2717-24  

Deferred for 

provision of Valid 

FSC, EC & ISO 

certificate of UK site 

and LoA/ Distribution 

Agreement that 

indicates validity of 

agreement. 

129.  M/s. Ali Gohar & 
Company (Pvt)  

Ltd.  

  

ELI-00004  

  

R&I details:   

21-June-A2023  

Legal Manufacturer:  

Smiths Medical ASD Inc., 

1500 EurEka park lower 

premberton   Ashford Kent, 

TN25, 4BF, UK 

  

FSC: United Kingdom  

Validity: 18/03/2024  

  

LOA  

Validity: 14/12/2027  

EC Certificate:   

Validity: 26/05/2024  

Acapella®  

Blue  

  

Class B  

 Claimed Shelf Life:05-Years  

Codes / Sizes (if any)   

27-8000  

27-8001  

27-8050  

Deferred for 

provision of Valid 

FSC, EC & ISO 

certificate of UK site 

and LoA/ Distribution 

Agreement that 

indicates validity of 

agreement. 

130.  M/s. Ali Gohar & 
Company (Pvt)  

Ltd.  

Legal Manufacturer:  

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort 

Alcon Incisional Instruments   

  

Class B  

Approved subject to  

provision of Valid 

FSC certificate. 



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 54 of 168 

 

  

ELI-00004  

  

R&I detail:   

08/Sep/2023  

Worth, TX USA 76134 

 

Manufacturing Site (s): 

Alcon Research, LLC 714 

COLUMBIA AVE. Sinking 

Spring, PA USA 19608  

FSC: United States  

Validity: 12/01/2025  

LOA  

Validity: 07-Mar-2028  

EC Certificate:   

Validity: 26/05/2024  

 

 Claimed Shelf Life:02-Years  

  

Codes / Sizes (if any)   

mentioned in FSC  

  

131.    

M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

20/04/2023  

Rs. 25,000/-  

Deposit slip no. 

086984609  

Legal Manufacturer:  

M/s Leo Medical Co., Ltd   

  

Manufacturing Site:  
 (China)   

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  

Country of Origin 
Validity: 30-08-2025  

ISO 13485  

Validity: 02-04-2026  

LeoMed Single use Stone Extraction 

CATHETER   

(Generic name)  

(Single use Stone Extraction 

CATHETER)  

 Class B (Schedule E)  
 Claimed Shelf Life: 

03-years  

  

 Codes/Sizes:  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate. 

132.    

M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

20/04/2023  

Deposit Slip No.  

3794663814  

Rs. 25000/-  

 Legal Manufacturer:  

M/s Leo Medical Co., Ltd   

  

Manufacturing Site:  

 (China)   

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

 LOA  

Validity: 31-05-2026 

FSC:  

Country of Origin 

Validity: 30-08-2025 

FSC:  

 FSC of Reference 

Country Validity:  OR  

EC Certificate  

Validity: 31-12-2028  

ISO 13485  

Validity: 02-04-2026  

LeoMed Polypectomy  

Snares   

(Generic name)  

 (Polypectomy Snares)  

  

 Class B  

 Claimed Shelf Life::3 years  

Codes/Sizes:  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate. 

133.    

M/s  

ENDOVISION  

ENTERPRISES   

  

Legal Manufacturer:  

M/s Leo Medical Co., Ltd   

  

LeoMed Ligation Device  

(Generic name)  

(Ligation Device)  

Approved subject to 

provision of Valid 

FSC of any RRA or 

CE Certifications. 
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A-173, Block - 3, 

Gulistan-e- Jauhar, 

Karachi  

(ELI – 00730)  

R&I details  

20/09/2024  

Rs. 31,000/-  

 Deposit Slip no. 

2806255860  

Manufacturing Site:  
 (China)   

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  
Country of Origin Validity: 30-
08-2025  

ISO 13485  

Validity: 02-04-2026  

Class B (Schedule E)  

Claimed Shelf Life::3 years  

  

 Codes/Sizes:  

  

 As per FSC  

134.  M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

20/09/2024  

 Rs.25,000/-  

Deposit slip no.  

3787771978  

Legal Manufacturer: 

M/s Leo Medical Co., 

Ltd  Manufacturing 

Site:  

(China)   
 Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  

Country of Origin 
Validity: 30-08-2025  
ISO 13485  

Validity: 02-04-2026  

LeoMed Single use Stone  

Retrieval Basket   
(Single use Stone Retrieval  Basket)  
  

 Class B  

Claimed Shelf Life::3 years  

Codes/Sizes:  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate.  

135.    

M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

07/12/2022  

Rs. 25,000/- Deposit 

slip no. 403133966  

  

Legal Manufacturer: 

M/s Leo Medical Co., 

Ltd  Manufacturing 

Site:  

(China)   

  

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  

Country of Origin 
Validity: 30-08-2025  

ISO 13485  

Validity: 02-04-2026  

LeoMed Single Use Balloon 

Dilatation Catheter (Single Use 

Balloon Dilatation Catheter)  

  

 Class B  

(Schedule E)  
 Claimed Shelf Life::3 years  

  

Codes/Sizes:  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate. 

136.  M/s  

ENDOVISION  

Legal Manufacturer: M/s Leo 

Medical Co., Ltd 

LeoMed Single use Biliary  

Drainage CATHETER   

Deferred for 

provision of fee slip, 
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ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

19/10/2022 Rs. 

25,000/ -  

Deposit slip no. 

4497948606  

Manufacturing Site: (China)   

  

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  
Country of Origin Validity: 30-
08-2025  

ISO 13485  

Validity: 02-04-2026  

 (Single use Biliary Drainage  

  

CATHETER)  

  

 Class B (Schedule E)  Claimed 
Shelf Life: 03-years  

Codes/Sizes:  

As per FSC  

valid FSC of RRA 

and EC certificate. 

137.  M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

19/10/2022  

Rs. 25,000/- 

Deposit slip no.  

54169044735  

Legal Manufacturer: 

M/s Leo Medical Co., 

Ltd  Manufacturing 

Site:  

(China)  

  

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China  

LOA  

Validity: 31-05-2026  

FSC:  
Country of Origin Validity: 30-
08-2025  

ISO 13485  

Validity: 02-04-2026  

LeoMed Single use Injection  

Therapy Needle Catheter  

 (Single use Injection  
 Therapy Needle Catheter)  

  

 Class B (Schedule E)  Claimed 

Shelf Life:03-years  

Codes/Sizes:  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate.  

138.    

M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

19/10/2022  

Rs. 25,000/- 

Deposit slip no.  

602025085155  

  

Legal Manufacturer: 

M/s Leo Medical Co., 

Ltd  Manufacturing Site:  

(China)   

  

Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

Jiangsu  Province,  People’s 

Republic of China. 

FSC:  

Country of Origin Validity: 30-
08-2025 

LOA  

Validity: 31-05-2026  

ISO 13485  

Validity: 02-04-2026  

LeoMed Sphincter -otome  

 (Sphincterotome)  

Class B   
 Claimed Shelf Life: 

03-years  

  

 Codes/Sizes:  

  

As per FSC  

Deferred for 

provision of fee slip, 

valid FSC of RRA 

and EC certificate.  

139.     Legal Manufacturer:  LeoMed Singel-Use Guide Wire  Deferred for 
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M/s  

ENDOVISION  

ENTERPRISES   

A-173, Block - 3, 

Gulistan-eJauhar, 

Karachi  

(ELI – 00730)  

R&I details  

19/10/2022  

Rs. 25,000/- 

Deposit slip no.  

4086866021  

M/s Leo Medical Co., Ltd., 

Manufacturing Site:  

(China)   

 Address: No. 1st and 2nd Floor, 

No. 10 Building, 18 Huashan 

Road, 213022 Changzhou City, 

 Jiangsu  Province,  People’s 

Republic of China. 

FSC: Country of Origin Validity: 

30-08-2025  

LOA  

Validity: 31-05-2026  

ISO 13485  

Validity: 02-04-2026  

 (Singel-Use Guide Wire)  

 Class B (Schedule E)  
 Claimed Shelf Life:3 years  

  

 Codes/Sizes:  

As per FSC  

provision of fee slip, 

valid FSC of RRA 

and EC certificate.  

140.  NI healthcare  

Products Pvt Ltd 
Office No. A, Unit 10 

Survey No.  

263, Damlotte  

Road District  

Malir, Karachi   

  

  

(ELI-01117) 

 

  

Date of R&I  

06-08-2024  

  

 

Legal Manufacturer:  
 TIANCK MEDICAL CO., 

LTD.  

ADDRESS: 1-2 Floor,  

Building C, No.16  
Yinkui road, Kuichong town, 

Dapeng new  

district,  

Shenzhen, 518119  

Guangdong P.R. China  
Email: Sales1@tianck.com 
Website:  

www.tianck.com  

FSC: China  

Validity: 03-02-2026  

 FSC:  

Reference Country: NO   

 LOA  

Validity: 27-06-2027  

 ISO 13485  

Validity: 16-11-2026  

Cestbien Drainage  

Catheter Kit   

  

Drainage Catheter  

Kit   

  

  

  

Class B  

 

  

Claimed Shelf Life:03-years  

  

  

Approved subject to 

provision of Valid 

FSC of any RRA. 

141.  NI healthcare  

Products Pvt Ltd 

Office No. A, Unit 10 
Survey No.  

263, Damlotte  

Road District  

Malir, Karachi   

  

  

(ELI-01117) 

 

  

  

Date of R&I  

06-08-2024  

 

Legal Manufacturer:  

TIANCK MEDICAL  

CO., LTD.  
ADDRESS: 1-2 Floor, 

Building C, No.16  
Yinkui road, Kuichong town, 

Dapeng new  

district,  

Shenzhen, 518119  

Guangdong P.R. China  
Email: Sales1@tianck.com 
Website:  

www.tianck.com  

 FSC: China  

Validity: 03-02-2026  

 FSC:  

Reference Country  

Validity: NO   

 LOA  

Validity: 27-06-2027  

 CE Certificate  

Validity: 31-12-2028  

Brand Name:  

Cestbien  

Guidewires  

  

Generic Name:  

Gidewires   

  

  

Class B  

  

  

 

Claimed Shelf Life:03-years  

  

  

  

  

  

Approved subject to 

provision of Valid 

FSC of any RRA/CE 

certificate. 
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ISO 13485  

Validity: 16-11-2026  

142.  NI healthcare  

Products Pvt Ltd 
Office No. A, Unit 10 

Survey No.  

263, Damlotte  

Road District  

Malir, Karachi   

  

  

(ELI-01117) 

Date of R&I  

06-08-2024  

 

Legal Manufacturer:  

TIANCK MEDICAL  

CO., LTD.  
ADDRESS: 1-2 Floor, 

Building C, No.16  
Yinkui road, Kuichong town, 

Dapeng new  

district,  

Shenzhen, 518119  

Guangdong P.R. China  
Email:  
Sales1@tianck.com 

Website:  

www.tianck.com  

FSC: China  

Validity: 03-02-2026  

 FSC:  

Reference Country  

Validity: NO   

 LOA  

Validity: 27-06-2027  

 ISO 13485  

Validity: 16-11-2026 

Cestbien  

Hemodialysis  

Catheter Kit  

  

Generic Name:  

Hemodialysis  

Catheter Kit  

  

Class B  

  

 

Claimed Shelf Life:03-years  

  

Approved subject to 

provision of Valid 

FSC of any RRA/CE 

certificate. 

143.  NI healthcare  
Products Pvt Ltd 
Office No. A, Unit 10 
Survey No.  

263, Damlotte  

Road District  

Malir, Karachi   

  

  

(ELI-01117) 

 

Date of R&I  

31-12-2024  

  

 

Legal Manufacturer: Vincent 
Medical  

Manufacturing Co., Ltd  

Address: Flat/RM B2,  

7/F. Hang Fung  

Industrial Building Phase  

2, 2G Hok Yuen St., Hung  

Hom, Kowloon, Hong  

Kong. 

FSC: China  

Validity: 07-02-2025.  

LOA  

Validity: 1-12-2027  

ISO 13485  

Validity: 16-04-2027  

Brand Name:  

Vincent /Inspired  

Infant and Adult  

High flow Nasal  

Cannula  

  

  

Generic Name:  

Nasal Cannula   

  

Class: B  

  

 Claimed Shelf Life:05-years  

 

  

Approved subject to 

provision of Valid 

FSC of any RRA/CE 

certificate. 

144.  NI healthcare  
Products Pvt Ltd 
Office No. A, Unit 10 
Survey No.  

263, Damlotte  

Road District  

Malir, Karachi   

  

  

(ELI-01117) 

 

  

Date of R&I  

10-10-2024  

 

Legal Manufacturer:  

Medcaptain Medical  

Technology co., ltd.  

Legal address: 12th  

Floor, Baiwang  

Research Building,  

No.5158 Shahe West  

Road, Xili, Nanshan,  

518055 Shenzhen,  

Guangdong, PEOPLE’S  

REPUBLIC OF  

CHINA  
Manufacturing address:  

MEDCAPTAIN  

MEDICAL  
TECHNOLOGY CO., LTD.  

Building C. Jiale Science and 

Technology  

Brand Name:  

Enteral Feeding  

Pump EP-60  

 

Generic Name:  

Enteral Feeding  

Pump  

 

Class: B  

  

Claimed Shelf Life:10-years  

  

  

Approved subject to 

provision of Valid 

FSC of any RRA/CE 

certificate. 
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Industrial Park, Matian  

Street, Guangming,  

518106 Shenzhen,  

Guangdong, PEOPLE'S 

REPUBLIC OF CHINA  

FSC: China  

Validity: 15-03-2025  

FSC:  

Reference Country : No    

LOA Validity: 14-08-2027  

ISO 13485  
Validity: 16-02-2026 

145.  A.H. SONS  

 E-10 Naveed  

Bungalows, 17  

Gulistan-e Jauhar  

75290 Karachi  

Pakistan. 75290  

  

 ELI- 00520  

  

  

Legal Manufacturer:  

M/s Hebei Baisite 
Prosthetic Orthotic 

Technology Co, Ltd. East 
of Xibaitang Village, 

Zhengding  County, 

Shijiazhuang,  

Hebei, China  

  

FSC: CHINA  

Validity:   

09/11/2025  

  

LOA   

Issue Date 23/02/2021 

Validity:   

23/02/2025  

Hebei Baisite Prosthetic Orthotic   

 Generic Name; External Artificial 

body parts (Orthotics Knee  

Joints & Bars  

System Family)  

  

Class A  

  

Shelf Life: NA   

  

Codes / Sizes (if any  

OR=13-SS, 

OR=17-SS   

OR=19-SS, 

OR=13-AL  

OR=17-AL,  

OR=19-AL  

OIR=13, OS=17-SS  

OS=19-SS,  

OS=17-AL  

OS=19-AL,  

OLS=19-SS  

OLS=20-AL, OLR=19  

Approved; Subject to 

submission of Valid 

LoA bearing the  

products authorized 

to the applicant 

146.  M/s Nasir  

Brother 22B, Second  

Floor, Zeenat  

Medicine Market,  

North Napier Road,  

Karachi.  

  

ELI-00036  

  

R&I details  

01/09/2023  

Legal Manufacture  

M/s Suzhou Kyuan Medical 

Apparatus Co., Ltd., 

Beiqiao Town, Suzhou City, 

215144, Jiangsu, China.  

FSC Validity: 22/07/2024  

LOA Validity: 01/04/2030  

ISO 13485  

Validity: 23-02-2024 

Vcare  Sterile Surgical Blade   

  

Class: A  

Claimed Shelf Life:05-years  

Sizes:  

#9 ; #10 ;#11  

#12; #20 ;#21  

#22  ;#23  ;#24; #25  

Deferred since same 

brand already 

approved for Health 

Solution. 

147.  M/s Nasir  

Brother  

  

22B, Second  

Floor,  Zeenat  

Medicine  

Market,  North 

Napier Road,  

Karachi.  

  

ELI-00036  

  

R&I details  

Legal Manufacture  

M/s Wuxi Exanovo Medical  

Instruments Co., Ltd  

  

Address: C2-LianDong U Gu,  

Xebei Town, Xishan District, 

Wuxi2149, Jiangsu Province 

P.R China.  

FSC Validity:  

Different Product 

LOA Validity: 06/03/2028  

Vcare  

V.well  

  

Digital Thermometer   

  

Class: A  

  

Claimed Shelf Life 3 Years  

  

Code/sizes  

 Not Applicable   

Deferred: for 

provision of 

differential fee of 

class B and Valid 

FSC of product of 

china and any 

RRA/CE certificate 

and clarification of 

Brand names applied 

Vcare and 

V.well  
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01/09/23  

148.  M/s Nasir  

Brother  

  

22B, Second  

Floor,  Zeenat  

Medicine  

Market,  North 

Napier Road,  

Karachi.  

  

ELI-00036  

  

R&I details  

01/09/23  

Legal Manufacture  

M/s Wuxi Exanovo Medical  

Instruments Co., Ltd  

  

Address: C2-LianDong U Gu,  

Xebei Town, Xishan District, 

Wuxi2149, Jiangsu Province 

P.R China.  

  

  

FSC Validity:  

Different Product 

LOA Validity: 06/03/2028 

Brand Name  

Vcare, V.well, OTAM  

  

Stethoscope   

  

Class: A  

  

Shelf Life: 5 Years  

  

Code/sizes  

Not Applicable   

Deferred: for 

provision of 

differential fee of 

class B and Valid 

FSC of product of 

china and any 

RRA/CE certificate 

and clarification of 

Brand names applied 

Vcare and 

V.well  

 

149.  M/s Nasir  

Brother  

  

22B, Second  

Floor,  Zeenat  

Medicine  

Market,  North 

Napier Road,  

Karachi.  

  

ELI-00036  

  

R&I details  

01/09/23  

Legal Manufacture  

M/s Wuxi Exanovo Medical  

Instruments Co., Ltd  

  

Address: C2-LianDong U Gu,  

Xebei Town, Xishan District, 

Wuxi2149, Jiangsu Province 

P.R China.  

  

  

FSC Validity: 16/10/2025  

LOA Validity: 06/03/2028 

Brand Name  

Vcare, V.well  

  

Aneroid  

Sphygmomanometer   

  

Class: A  

  

Claimed Shelf Life 5 Years  

  

Code/sizes  

Not Applicable   

Deferred: for 

provision of 

differential fee of 

class B and Valid 

FSC of product of 

china and any 

RRA/CE certificate 

and clarification of 

Brand names applied 

Vcare and 

V.well  

 

150.  M/s Nasir  

Brothers   

  

22B, Second  

Floor, Zeenat  

Medicine  

Market, North Napier 

Road, Karachi.   

  

ELI-00036  

  

R&I details  

01/06/23  

  

Legal Manufacture  

  

M/s Huaian City Tianyi  

Medical Devices Co., Ltd  

  

Address: No.123,  

Meicheng Road, Qingpu 

District Zone, Huaian Jiangsu, 

China.  

  

  

FSC Validity: 10/01/2027  

LOA Validity: 01/01/2030  

Brand Name  

Urocare  

  

Disposable Urine  

Collection Bag, Sterile  

Class: A  

  

Claimed Shelf Life 5 Years   

  

Code/sizes:  

  

500mL  

750mL  

1000mL  

1500mL  

2000mL  

Approved 

151.  M/s Nasir  

Brothers   

  

Address: 22B,  

Second Floor,   

Zeenat Medicine  

Market,  North 

Napier Road, 

Karachi.   

  

ELI-00036  

  

R&I details  

01/09/23  

Legal Manufacture  

  

M/s Yuyao Hairui Medical  

Device Co., Ltd  

  

Address: No.18 beixing East  

Road, Mazhu Town, Yuyao 

City,Zhejiang City, China.  

  

  

FSC Validity: 15/08/2026  

LOA Validity: 12/01/2028  

Brand Name  

Healthcare  

  

Aerochamber with Mask   

  

Class: A  

Shelf Life: 5 Years   

  

  

Code/sizes:  

  

Small, Medium, and Large  

Approved 
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152.  M/s: Genus 

House No. 220, 

Block-3, S. Abdul 

Tawwab Road, 

Karachi, Pakistan. 

 

ELI: 00038 

 

 

R&I Detail 

27-12-2022 

Fee 

Rs. 25,000/ through 

slip no.657013146, 

dated 28-07-2022 

 

Legal Manufacturing: 

Zhanjiang Star Enterprise Co. 

Ltd 

 

Legal Manufacturing Site: 

No.1, West Jinhua Road, 

Mazhang District, 524094, 

Zhanjiang, People Republic of 

China 

 

LOA  

Validity: 05-08-2025 

 

 

ISO 13485 

Validity: 31-08-2025 

Star Endo Tracheal Tube (cuff/Un 

cuff) 

Endo Tracheal Tube  

 

Class B 

Claimed Shelf Life 05-Years 

Codes/Sizes 

Without Cuff: 2mm, 2.5mm, 3mm, 

3.5mm, 4mm, 4.5mm, 5mm, 

5.5mm, 6mm, 6.5mm, 7mm, 

7.5mm, 8mm, 8.5mm, 9mm, 

9.5mm, 10mm 

With Cuff: 2.5mm, 3mm, 3.5mm, 

4mm, 4.5mm, 5mm, 5.5mm, 6mm, 

6.5mm, 7mm, 7.5mm, 8mm, 

8.5mm, 9mm, 9.5mm, 10mm 

Rejected; Since the 

firm has submitted 

LoA for M/s. 

Usmanco, Karachi 

issued by Zhanjiang 

Star, China and 

application on the 

name of M/s. Genus 

Karachi. 

Further, No FSC 

attached. 

153.  M/s: Genus 

 

Name  

Genus 

Address of Importer  

House No. 220, 

Block-3, S. Abdul 

Tawwab Road, 

Karachi, Pakistan. 

 

ELI: 00038 

 

 

R&I Detail 

27-12-2022 

Fee 

Rs. 25,000/ through 

slip no.12354858528, 

dated 28-07-2022 

 

Legal Manufacturing: 

Zhanjiang Star Enterprise Co. 

Ltd 

 

Legal Manufacturing Site: 

No.1, West Jinhua Road, 

Mazhang District, 524094, 

Zhanjiang, People Republic of 

China 

 

LOA  

Validity: 05-08-2025 

 

 

ISO 13485 

Validity: 31-08-2025 

Star Reinforced Endotracheal Tube 

(Cuff/Un cuff) 

Reinforced Endo Tracheal Tube  

 

Class B 

Claimed Shelf Life: 5 Years 

Codes/Sizes 

With Cuff: 

3.5mm, 4mm, 4.5mm, 5mm, 

5.5mm, 6mm, 6.5mm, 7mm, 

7.5mm, 8mm, 8.5mm, 9mm, 

9.5mm 

Without Cuff: 

3.5mm, 4mm, 4.5mm, 5mm, 

5.5mm, 6mm, 6.5mm, 7mm,7.5mm 

Rejected; Since the 

firm has submitted 

LoA for M/s. 

Usmanco, Karachi 

issued by Zhanjiang 

Star, China and 

application on the 

name of M/s. Genus 

Karachi. 

Further, No FSC 

attached. 

154.  M/s: Genus 

 

Name  

Genus 

Address of Importer  

House No. 220, 

Block-3, S. Abdul 

Tawwab Road, 

Karachi, Pakistan. 

 

ELI: 00038 

 

 

R&I Detail 

27-12-2022 

Fee 

Rs. 25,000/ through 

slip no.7270385075, 

dated 28-07-2022 

 

Legal Manufacturing: 

Zhanjiang Star Enterprise Co. 

Ltd 

 

Legal Manufacturing Site: 

No.1, West Jinhua Road, 

Mazhang District, 524094, 

Zhanjiang, People Republic of 

China 

 

LOA  

Validity: 05-08-2025 

 

 

ISO 13485 

Validity: 31-08-2025 

Star Stomach Tube 

Stomach Tube (PVC) 

 

Class B 

Claimed Shelf Life: 5 Years 

 

 

Codes/Sizes 

6FR, 8FR, 10FR, 12FR, 

16FR,18FR, 20FR 

 

Rejected; Since the 

firm has submitted 

LoA for M/s. 

Usmanco, Karachi 

issued by Zhanjiang 

Star, China and 

application on the 

name of M/s. Genus 

Karachi. 

Further, No FSC 

attached. 

155.  M/s: Genus 

 

Legal Manufacturing: 

Zhanjiang Star Enterprise Co. 

Star Tracheostomy Tube 

(Cuff/Uncuff) 

Rejected; Since the 

firm has submitted 
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Name  

Genus 

Address of Importer  

House No. 220, 

Block-3, S. Abdul 

Tawwab Road, 

Karachi, Pakistan. 

 

ELI: 00038 

R&I Detail 

27-12-2022 

Fee 

Rs. 25,000/ through 

slip no.91286788, 

dated 28-07-2022 

 

Ltd 

 

Legal Manufacturing Site: 

No.1, West Jinhua Road, 

Mazhang District, 524094, 

Zhanjiang, People Republic of 

China 

 

LOA  

Validity: 05-08-2025 

 

 

ISO 13485 

Validity: 31-08-2025 

Tracheostomy Tube (Cuff/Uncuff) 

 

Class B 

Claimed Shelf Life: 5 Years 

 

 

Codes/Sizes 

With Cuff: 6.5Fr, 7Fr, 7.5Fr, 8Fr, 

8.5Fr, 9Fr 

 

Without Cuff: 6Fr, 6.5Fr, 7Fr, 

7.5Fr, 8Fr, 8.5Fr, 9Fr 

LoA for M/s. 

Usmanco, Karachi 

issued by Zhanjiang 

Star, China and 

application on the 

name of M/s. Genus 

Karachi. 

Further, No FSC 

attached. 

156.  M/s: Genus 

Address of Importer  

House No. 220, 

Block-3, S. Abdul 

Tawwab Road, 

Karachi, Pakistan. 

ELI: 00038 

R&I Detail 

19-09-2022 

Fee 

Rs. 25,000/ through 

slip no.27921116636 

dated 28-07-2022 

 

Legal Manufacturing: 

Zhanjiang Star Enterprise Co. 

Ltd 

 

Legal Manufacturing Site: 

No.1, West Jinhua Road, 

Mazhang District, 524094, 

Zhanjiang, People Republic of 

China 

 

LOA  

Validity: 05-08-2025 

 

ISO 13485 

Validity: 31-08-2025 

Star Suction Catheter  

Suction catheter 

 

Class B 

Claimed Shelf Life: 5 Years 

 

 

Codes/Sizes 

6FR, 8FR, 10FR, 12FR, 16FR, 

18FR, 20FR 

 

Rejected; Since the 

firm has submitted 

LoA for M/s. 

Usmanco, Karachi 

issued by Zhanjiang 

Star, China and 

application on the 

name of M/s. Genus 

Karachi. 

Further, No FSC 

attached. 

157.    

M/s- Health  

Solutions   

  

28B, Second  

Floor, Zeenat  

Medicine  

Market, North Napier 

Road, Karachi.  

  

  

ELI-01153  

  

  

R&I details  

  

08/10/24  

Legal Manufacturer:  

   

M/s Xiamen Compower  

Medical Tech, Co., Ltd  

Address:  Unit 301, No.16,  

Xianghong Road, Xiag’an 

Torch Industrial Zone,  

361101, Xiamen, P.R China.  

 

LOA Validity: 27/06/29  

  

FSC:  China  

Validity: 10/03/25  

  

ISO 13485  

Validity: 12/10/26  

    

Vcare PVC Manual  

Resuscitator 

  

Class: B  

Claimed Shelf Life: 5 Years Shelf 

Life  

  

  

Code/sizes:  

  

Infant, Pediatric, Adult. 

Approved; Subject to 

Provisions of Valid 

FSC of China, RRA 

or valid EC 

Certificates. 

158.  M/s Health  

Solutions  

  

ELI-01153  

  

R&I details  

08/10/24  

  

Legal Manufacture  

Conod Medical Co. Ltd  

  

Address: NO.11 Hongfeng  

Rd,Baimao Industrial Park, 

Guli  

Town, 215532, Changshu City,  

Jiangsu, China  

  

FSC Validity: 04/11/25  

LOA Validity: 27/06/29 

Vcare  Disposable Night Urine  

Drainage Bag with Meter   

 Class: A  

Claimed Shelf Life: 5 Years  

Sizes:  

2000mL+50mL  

2200mL+500mL  

2350mL+500mL  

2500mL+500mL  

2600mL+500mL  

2900mL+500mL  

Approved subject to 

submission of fee as 

per revised SRO for 

Family. 
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ISO 13485 Validity: 12/10/26  

  

3000mL+500mL  

3100mL+500mL  

159.  M/S Hospital Supply 

Corporation.  

42, Darulaman 
Housing Society 

Block 7 and 8 

Karachi.  

ELI-00005  

R&I Details:  

15 March 2022  

Shanghai Kindly  

Enterprise  

Development  

 Group Co., Ltd.  

No.658 Gaochao  

Road,  

 Shanghai China. 

FSC Validity: 16/01/25  

LOA Validity: Dec.2026 

ISO 13485: 

Validity: Dec.2026 

YMS Uriflo Urine Bag  

 2000ml 

Class A  

  

Claimed Shelf Life: 5 Years  

 

Approved; Subject to 

Provisions of Valid 

FSC of China and fee 

slip copy. 

160.  M/s. Hospital Supply 

Corporation. 42, 

Darulaman Housing 

Society Block 7 and 8 

Karachi.  

  

ELI-00005  

R&I Details:  

14 May 2022  

Nikkiso Belgium B.V.  

Industriepark 6,  
3300 Tienen, Belgium. 

 

FSC Validity: not provided  

LOA Validity: Dec.2025 

ISO 13485: 
Validity: July.2026 

  

Accusol K+0, Accusol K + 2 and 

Accusol K  

+ 4  

  

Class B,  

  

Shelf life: 24 months.  

Deferred; Ask for 

Provisions of Valid 

FSC of and fee slip 

copy.. 

161.  M/s. Shirazi Trading  

Company  

Private Limited  

  

114-C, Al  

Murtaza  

Commercial  

Lane 3,  

Khayaban-eIqbal, 

Phase 8, D.H.A., 

Karachi.  

  

Establishment 

Licence No.:   

ELI-00263  

  

R&I Details  

25-10-2019  

  

Fee Challan   

No. 1964249  

08-10-2019  

Legal manufacturer  

GE Healthcare (Tianjin)  

Company Limited   

Address: No. 266 Jingsan 

Road, Tianjin Airport 

Economic Area, Tianjin, P.R. 

China 300308  

Manufacturing Site:  

GE Healthcare  

Manufacturing LLC   

Address: 3001 West Radio 

Drive Florence SC 29501 USA  

LOA:  

Legal manufacturer:  

Validity:  30-11-2025  

 

 FSC:  USA  

Validity:  26-03-2026  

 CE Certificate Validity:   

13-05-2026  

 ISO 13485  

Legal manufacturer:  

Validity:  13-05-2027   

Signa Creator   

(Full Body MRI)  

  

Class B  

  

 Claimed Service Life is 25-years 

with 4-5years intervals of Quality 

maintenance.  

  

  

Codes/Sizes: 37654  

(GMDN Code)  

  

  

Approved. 

162.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic 

Ultrasound System 

with Transducers 

Model number: 

Z50 pro 

 

Class B 

 

Shelf life: 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 
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R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

956599494940 

Dated: 20-06-2024 

 

Tracking ID 

2X5-SR2-8DPH 

 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

10 YEARS 

163.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

8786640313 

Dated: 20-06-2024 

 

Tracking ID 

34Y-NP8-8QGR 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic 

Ultrasound System 

with Transducers 

Model number: 

Nuewa R9 

 

Class B 

 

Shelf life: 

10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

164.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA 

 

FSC: 

7/2/2024 

Marketing 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic 

Ultrasound System 

with Transducers 

Model number: 

Nuewa I9 

 

Class B 

 

Shelf life: 

10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 
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1592529596 

Dated: 20-06-2024 

 

Tracking ID 

5B9-JHL-M14G 

 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

165.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

8786640313 

Dated: 20-06-2024 

 

Tracking ID 

8Q9-48M-UERD 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic 

Ultrasound System 

with Transducers 

Model number: 

Nuewa R9 

 

Class B 

 

Shelf life: 

10 YEARS 

 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

166.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

28-12-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

215636625 

Dated: 28-12-2023 

 

Tracking ID 

95B-MMV-L5Q5 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray 

Generic Name: 

Fluid Management 

System 

Model number: 

HP100G 

HP200G 

HP 200L 

HP 200D 

 

Class B 

 

Shelf life: 

10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

167.  Applicant Name: Name of Manufacturer: Brand Name: Approved, 
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M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

30-12-2022 

 

Fee details: 

Amount paid:  

PKR 5000/- 

Paid challan No: 

1295150279 

Dated: 30-12-2022 

 

Tracking ID 

95Q-46U-JPDY 

 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

Country of origin 

FSC: 

Valid until: 3/6/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

 

Mindray 

Generic Name: 

Chemiluminescence 

Immunoassay Analyzer 

with Consumables 

Model number: 

CL-900i 

COSNUMABES: 

• Wash buffer 

• Detergent 

• CD 80 

• SUBSTART 

AE 

SOLUTION 

 

Class A 

 

Shelf life: 

Analyzer: 10 years 

Wash buffer: 24 

months 

Substrate solution: 24 

Moths Detergent CD 80: 

18months 

Subject to 

submission of valid 

& notarized  FSC. 

168.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

23-11-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

06575788366 

Dated: 16-11-2023 

 

Tracking ID 

B8B-T5W-P1PA 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

Country of origin 

FSC: 

Valid until: 3/6/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic Ultrasound 

System 

Model number: 

Consona N9 

Consona N9 Pro 

Consona N9 Exp 

 

Class B 

 

Shelf life: 

10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and fee for each 

model. 

169.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic Ultrasound 

System 

Model number: 

Consona N6 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and fee for each 

model. 
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Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

23-11-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

14651331268 

Dated: 16-11-2023 

 

Tracking ID 

DPW-MGV-BDEQ 

 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Consona N6 Pro 

Consona N6 Exp 

 

Class B 

 

Shelf life: 

10 YEARS 

170.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

1592529596 

Dated: 20-06-2024 

 

Tracking ID 

EEM-M4B-M16L 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray 

Generic Name: 

Diagnostic 

Ultrasound System 

with Transducers 

Model number: 

Nuewa I8 

 

Class B 

 

Shelf life: 

10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

171.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

23-11-2023 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

Brand Name: 

 

Mindray 

Generic Name: 

Semirigid Operating 

Instruments 

Model number: 

XT53410SP, 

XT54010SP, 

XT53410PA, 

T54010PA, X 

T53410FT, XT54010FT, 

XT53410FS, 

XT54010FS, T53410FG, 

XT54010FG, 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 
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Fee details: 

Amount paid:  

PKR 5000/- 

Paid challan No:  

91799709459 

Dated: 16-11-2023 

 

Tracking ID 

ENG-HT3-ZYTR 

OF CHINA 

Other 

manufacturer: 

M/S Nanjing 

Mindray Bio- 

Medical Electronics 

Co., Ltd 

Address: 

666# Middle 

Zhengfang Road 

Jianging 211111 

Nanjing, Jiangsu 

People’s Republic 

of China 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

XT53410FF, 

XT54010FF, 

XT53410SB, X 

T53410SB 

 

Class A  

 

Shelf life: 

10 YEARS 

172.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

16830359107 

Dated: 20-06-2024 

 

Tracking ID 

JLZ-2MZ-REYQ 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC:  

7/2/2024  

Marketing  

Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

Brand Name: 

 

Mindray    

Generic Name:   

Diagnostic  

Ultrasound System  

with Transducers   

Model number:  

Resona I8  

  

Class B  

  

Shelf life:  

 10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

173.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Brand Name: 

 

Mindray    

Generic Name:   

Diagnostic  

Ultrasound System  

with Transducers   

Model number:  

Z50T  

  

Class B  

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 
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(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

97445194914 

Dated: 20-06-2024 

 

Tracking ID 

PB7-XVG-JVNE 

 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC:  

7/2/2024  

Marketing  

Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

  

Shelf life:  

 10 YEARS 

174.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

23-11-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

1123448866 

Dated: 16-11-2023 

 

Tracking ID 

PHN-XVV-LZ1H 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray    

Generic Name:   

Diagnostic Ultrasound  

System  

   

Model number:  

Consona N7  

                              

Consona N7 Pro  

                              

Consona N7 Exp  

 

Class B  

  

Shelf life:  

 10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and fee for each 

model 

175.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

23-11-2023 

 

Fee details: 

Amount paid:  

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

Brand Name: 

 

Mindray    

Generic Name:   

Diagnostic Ultrasound  

System  

   

Model number:  

Consona N8  

                              

Consona N8 Pro  

                              

Consona N8 Exp  

 

Class B  

  

Shelf life:  

 10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and fee for each 

model 
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PKR 25000/- 

Paid challan No:  

1934491673 

Dated: 16-11-2023 

 

Tracking ID 

U1X-8PT-GGBE 

 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

176.  Applicant Name: 

 

M/s. MR Medical 

Pakistan Private 

Limited. 

Address:  
Office no 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-01008) 

 

R&I Date: 

26-06-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

894758764248 

Dated: 20-06-2024 

 

Tracking ID 

X91-M7U-SXZL 

 

Name of Manufacturer: 

  

M/s Shenzhen 

Mindray Bio- 

Medical 

Electronics Co., 

Ltd 

Address: 

Mindray Building, 

Keji 12th Road 

South, High-Tech 

Industrial Park, 

Nanshan, 518057, 

Shenzhen, 

PEOPLE'S REPUBLIC 

OF CHINA. 

 

FSC: 

7/2/2024 

Marketing 

Authorization 

Letter (LOA): 

Valid until: 

14/4/2027 

Brand Name: 

 

Mindray    

Generic Name:   

Diagnostic  

Ultrasound System  

with Transducers   

Model number:  

Resona I9 

 

Class B  

  

  

Shelf life:  

 10 YEARS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

177.  Applicant Name: 

 

M/s. Moody Global 

Services. 

Address: Office No. 

14, 2nd Floor, 

Mujahid 

plaza, Jinnah Avenue, 

Blue area, Islamabad, 

44000, Pakistan. 

 

License No. 

ELI-00926 

 

R&I Date: 

26-10-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

4192938116 

Dated: 24-10-2023 

 

Tracking ID 

Name of Manufacturer: 

  

M/s. Shenzhen 

Lifotronic Technology Co., 

Ltd. 

 

Address: Unit A 4th floor, 

Building 15, Yijing Estate, 

No 1008 Songbai road, 

Nanshan District, 

Shenzhen city, Guangdong 

province, 518055, P.R 

China. 

FSC 

Country of origin (China) 

Validity period: 

14/04/2024 

FSC 

Reference country 

(Germany) 

Date of issuance: 

27-07-2021 

LOA validity: 

31-12-2027 

Brand Name: 

 

Lifotronic 

 

Generic name: 

PEPSINOGEN II 

(Electrochemilumi 

nescence 

Immunoassay) 

 

Size/specification: 

50T, 50X2 T, 

100T, 2x100T 

 

Class: B 

 

Shelf life: 

7 DAYS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 
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5PE-EMQ-235V 

 

178.  Applicant Name: 

 

M/s. Moody Global 

Services. 

Address: Office No. 

14, 2nd Floor, 

Mujahid 

plaza, Jinnah Avenue, 

Blue area, Islamabad, 

44000, Pakistan. 

 

License No. 

ELI-00926 

 

R&I Date: 

26-10-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

9151322055 

Dated: 24-10-2023 

 

Tracking ID 

MTX-717-VQNY 

 

Name of Manufacturer: 

  

M/s. Shenzhen 

Lifotronic Technology 

Co., Ltd 

 

Address: Unit A, 4th 

Floor, Building 15, 

Yijing Estate, No 1008 

Songbai Road, Nanshan 

District, Shenzhen City, 

Guangdong Province, 

518055, P.R China. 

 

FSC 

Origin. China 

validity: 07/11/2022 

 

LOA validity: 

31/12/2027 

 

FSC 

Reference country: 

Germany 

Issuance: 22/06/2021 

 

Brand Name: 

 

Lifotronic 

 

Generic 

name: 

INSULIN 

(Electrochemil 

uminescence 

Immunoassay) 

Size/specifica 

tion: 50 T, 2X 

50T, 1X100T, 

2x100T 

 

Class: B 

 

Shelf life: 

15 months 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

179.  Applicant Name: 

 

M/s. Moody Global 

Services. 

Address: Office No. 

14, 2nd Floor, 

Mujahid 

plaza, Jinnah Avenue, 

Blue area, Islamabad, 

44000, Pakistan. 

 

License No. 

ELI-00926 

 

R&I Date: 

26-10-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

2623671495 

Dated: 24-10-2023 

 

Tracking ID 

NSQ-8VN-44L1 

 

Name of Manufacturer: 

  

M/s. Shenzhen 

Lifotronic Technology Co., 

Ltd. 

Address: Unit A 4th floor, 

Building 15, Yijing Estate, 

No 1008 Songbai road, 

Nanshan District, 

Shenzhen city, Guangdong 

province, 518055, P.R 

China. 

 

FSC 

Country of origin (China) 

Validity period: 

14/04/2024 

FSC 

 

Reference country 

(Germany) 

Date of issuance: 

27-07-2021 

 

LOA validity: 

31-12-2027 

Brand Name: 

 

Lifotronic 

 

Generic name: 

PEPSINOGEN I 

(Electrochemilumi 

nescence 

Immunoassay) 

Size/specification: 

50T, 50X2 T, 

100T, 2x100T 

 

Class: B 

 

Shelf life: 

7 DAYS 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

180.  Applicant Name: 

 

M/s. Moody Global 

Name of Manufacturer: 

  

M/s. Shenzhen 

Brand Name: 

 

Lifotronic 

Approved, 

Subject to 

submission of valid 
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Services. 

Address: Office No. 

14, 2nd Floor, 

Mujahid 

plaza, Jinnah Avenue, 

Blue area, Islamabad, 

44000, Pakistan. 

 

License No. 

ELI-00926 

 

R&I Date: 

26-10-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

281322195 

Dated: 24-10-2023 

 

Tracking ID 

Y8S-61Y-V9M2 

 

Lifotronic Technology Co.,Ltd. 

 

Address:  

Unit A 4th floor, 

Building 15, Yijing Estate, 

No 1008 Songbai road, 

Nanshan District, 

Shenzhen city, Guangdong 

province, 518055, P.R 

China. 

 

FSC 

Country of origin (China) 

Validity period: 07-11- 

2022 

 

FSC 

Reference country 

(Germany) 

Date of issuance: 

27-07-2021 

 

LOA validity: 

31-12-2027 

 

 

Generic name: 

MICROALBUMI 

N ASSAY KITS 

(Lateral Flow 

Immunoassay) 

Size/specification: 

50T, 25T, 100T, 

10T 

 

Class: B 

 

Shelf life: 

10 months 

& notarized  FSC. 

181.  Applicant Name: 

 

M/s. Moody Global 

Services. 

Address: Office No. 

14, 2nd Floor, 

Mujahid 

plaza, Jinnah Avenue, 

Blue area, Islamabad, 

44000, Pakistan. 

 

License No. 

ELI-00926 

 

R&I Date: 

26-10-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

434588785536 

Dated: 24-10-2023 

 

Tracking ID 

ZAR-YBQ-QAZH 

 

Name of Manufacturer: 

  

M/s. Shenzhen 

Lifotronic Technology Co., 

Ltd. 

 

Address: Unit A 4th floor, 

Building 15, Yijing Estate, 

No 1008 Songbai road, 

Nanshan District, 

Shenzhen city, Guangdong 

province, 518055, P.R 

China. 

 

FSC 

Country of origin (China) 

Validity period: 

14/04/2024 

 

FSC 

Reference country 

(Germany) 

Date of issuance: 

27-07-2021 

 

LOA validity: 

31-12-2027 

Brand Name: 

 

Lifotronic 

Generic name: 

 

GASTRIN-17 (e 

CLIA) 

Size/specification: 

50T, 2X5O T , 

100T, 2x100T, 

5X100T 

 

Class: B 

 

Shelf life: 

30 days 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

182.  Applicant Name: 

 

M/s. MMS 

Enterprises, Lahore. 

 

Address:  
323 Rewaz Garden, 

Name of Manufacturer: 

  

M/s. SUPERMAX GLOVE 

MANUFACTURING 

SDN BHD.  Lot 38 & 42, Putra 

Industrial Park, Bukit Rehman 

Putra 40160 Sungai Buloh, 

Brand Name: 

 

Generic Name; 

Sterile Powdered latex surgical 

gloves. (All sizes) 

 

Class B: 

Approved subject to 

submission of Brand 

name. 
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Data Gun: Buksh 

Town, Lahore. 

 

(ELI:01159) 

 

R&I Date: 

18-04-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

5726403153 

Dated: 17-04-2024 

 

Tracking ID 

Z4A-BEP-TXU9 

Selangor Darul Ehsan, 

Malaysia. 

 

FSC: Malaysia 

Validity: 31-10-2028 

 

LOA: 

Validity: 12-10-2028 

 

Shelf life: 

05 years 

 

Codes / sizes: 

All sizes as per FSC. 

183.  Applicant Name: 

 

M/s. Medicap 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

19-08-2022 

 

Fee details: 

Amount paid:  

PKR 5000/- 

Paid challan No:  

40934979885 

Dated: 12-08-2022 

 

Tracking ID 

1AH-MJS-2GUM 

 

Name of Manufacturer: 

  

M/s. Jiangsu Ostup 

Medical Products Co., 

Ltd 

 

Address: 

1st Floor, B7, Kechuang 

Road No.9, Zhangshan 

Technology Park, Jiangbei 

New Zone, Nanjing, Jiangsu, 

211500 China. 

 

FSC 

Origin (USA) 

validity: 29-05-2026 

 

LOA validity:  

09-10-2029 

 

Brand Name: 

 

OSTUPMED 

 

Generic name: 

OSTOMY PASTE 

Size/specification: 

OSTOMY PASTE 

 

Class: A 

 

Shelf life:  

36 months 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and LOA. 

184.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

Name of Manufacturer: 

  

M/s. Lamidey Noury 

Medical 

 

Address: 

3 rue des petits 

ruisseaux, F-91370 

Verrieres-Ie-Buisson, 

France 

 

FSC 

Origin (France) 

Issuance date:  

04-12-2023 

Brand Name: 

 

THERMOCLAMP 

 

Generic name: 

Vessel Sealing 

Bipolar Forceps 

 

Size/specification: 

THERMOCLAMP 

V11CLPBS6 

V11CLPBS2 

V11CLPBS21 

V11CLPBS4 

V11CLPBS41 

Deffered. 

For the reasons 

mentioned in 

remarks column. 
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06-01-2020 

 

Fee details: 

Amount paid:  

PKR 50,000/- 

Paid challan No:  

2005511 

Dated: 06-01-2020 

 

Tracking ID 

3G6-WZT-7ZU3 

 

 

LOA validity: 

 31-12-2026 

V11CLPBS1 

VR11CLPBS1 

VR11CLPBS2 

VR11CLPBS21 

VR11CLPBS4 

VR11CLPBS41 

VR11CLPBS6 

 

Class: C 

 

Shelf life: 5 years 

185.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

19-08-2022 

 

Fee details: 

Amount paid:  

PKR 5000/- 

Paid challan No:  

6375171638 

Dated: 12-08-2022 

 

Tracking ID 

5D6-GW1-QZLA 

 

Name of Manufacturer: 

  

M/s. Jiangsu Ostup 

Medical Products Co., 

Ltd. 

 

Address: 

1st Floor, B7, Kechuang 

Road No.9, Zhangshan 

Technology Park, Jiangbei 

New Zone, Nanjing, Jiangsu, 

211500 China. 

 

FSC 

Origin (USA) 

validity: 29-05-2026 

 

LOA validity: 09-10- 

2029 

Brand Name: 

 

OSTUPMED 

 

Generic name: 

OSTOMY 

BASEPLATE 

 

Size/specification: 

OSTOMY 

BASEPLATE 

 

Class: A 

 

Shelf life:  

36 months. 

Approved, 

Subject to 

submission of valid 

& notarized  FSC or 

CE Certificate. 

186.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

19-08-2022 

 

Fee details: 

Amount paid:  

PKR 5000/- 

Name of Manufacturer: 

  

M/s. Jiangsu Ostup 

Medical Products Co., 

Ltd 

 

Address: 

1st Floor, B7, Kechuang 

Road No.9, Zhangshan 

Technology Park, Jiangbei 

New Zone, Nanjing, Jiangsu, 

211500 China. 

 

FSC 

Country of origin (China) 

Validity period: 29-05- 

2026 

 

LOA validity: 

31-12-2027 

Brand Name: 

 

OSTUPMED 

 

Generic name: 

OSTOMY BAGS 

 

Size/specification: 

ONE PIECE 

SYSTEM 

TWO PIECE 

SYSTEM 

 

Class: A 

 

Shelf life: 

36 months 

Approved, 

Subject to 

submission of valid 

& notarized  FSC 

and LOA. 
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Paid challan No:  

8969980452 

Dated: 12-08-2022 

 

Tracking ID 

5P5-JP8-J7NE 

 

187.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

0312586274 

Dated: 19-07-2024 

 

Tracking ID 

7SS-86B-ABVM 

 

Name of Manufacturer: 

  

M/s. Changzhou 

Weipu Medical 

Devices Co.,Ltd. 

 

Address: 

NO.1-5, ChuangXin 

Avenue, Xinbei District, 

Changzhou, Jiangsu China. 

 

FSC 

Origin (China) 

Validity: 

 29-07-2024 

 

LOA validity:  

05-11- 

2026 

Brand Name: 

 

Weipu Meidcal 

 

Generic name: 

Disposable 

Laparoscopic 

Trocar 

 

Size/specification: 

Disposable 

Laparoscopic 

Trocar 

 

Class: B 

 

Shelf life:  

3 years 

Approved, 

Subject to 

submission of valid 

& notarized  FSC. 

188.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

11-01-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

6734608505 

Dated: 11-01-2023 

 

Tracking ID 

Name of Manufacturer: 

  

M/s. DANIK, L.L.C 

 

Address: 

13201 EAST 

COLONIAL DRIVE 

SUITE M3 ORLNADO, FL 

USA Phone: (407) 674-8150. 

 

ADREES 2 : 

941 West Morse 

Boulevard Suite 100 

Winter 

Park, FL, 32789 USA 

 

FSC 

Origin (USA) 

validity: 27-03-2025 

 

LOA validity: 17-01- 

2027 

Brand Name: 

 

DANIK 

 

Generic name: 

DISPOSBALE 

MONOPOLAR 

INSTRUMNETS 

 

Size/specification: 

DMP5910 

DMP5910F 

DMP5920 

DMP5945 

DMP5925 

DMP5905 

DMP5950 

 

Class: B 

Approved. 
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8L6-LEP-G251 

 

189.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

11-01-2023 

 

Fee details: 

Amount paid:  

PKR 25000/- 

Paid challan No:  

579643265384 

Dated: 11-01-2023 

 

Tracking ID 

BJG-8DD-8P38 

Name of Manufacturer: 

  

M/s. M/s. DANIK, L.L.C 

 

Address: 

13201 EAST 

COLONIAL DRIVE 

SUITE M3 ORLNADO, FL 

USA Phone: (407) 674-8150. 

 

ADREES 2 : 

941 West Morse 

Boulevard Suite 100 

Winter 

Park, FL, 32789 USA 

 

FSC 

Origin (USA) 

validity: 27-03-2025 

 

LOA validity: 17-01- 

2027 

Brand Name: 

 

DANIK 

 

Generic name: 

RETERIVAL 

SYSTEM 

 

Size/specification: 

SPECIMEN 

RETERIVAL 

SYSTEM 

NI0125 

NI0240 

NI0750 

NI1400 

NI2000 

NS0050 

NS0240 

NS0750 

NS1600 

NS3000 

 

Class: B 

Approved. 

190.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

31-12-2024 

 

Fee details: 

Amount paid:  

PKR 50,000/- 

Paid challan No:  

3168835459 

Dated: 30-01-2025 

 

Tracking ID 

BNS-TYA-E7Q9 

 

Name of Manufacturer: 

  

M/s. JIANGSU 

COOPWIN MED S&T 

CO.,LTD 

 

Address: 

B3 HUTANG 

SCIENCE AND 

TECHNOLOGY 

INDUSTRIAL PARK 

NO.198,XIAHE ROAD 

HUTANG 

TOWN WUJIN AREA 

213000 

CHANGZHOU CITY 

JIANGSU 

PROVINCE CHINA 

 

FSC 

Origin (USA) 

validity:  

2025-02-09 

 

LOA validity: 

 11-04-2029 

Brand Name: 

 

COOPWINMED 

Generic name: 

 

Disposable Skin 

stapler and 

Remover 

 

Size/specification: 

MODEL : 

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-45B 

 

Class: B 

Approved, 

Subject to 

submission of valid 

FSC. 

191.  Applicant Name: 

 

M/s. Medicamp 

Name of Manufacturer: 

  

M/s. MED pro MEDICAL 

Brand Name: 

 

Amplatz 

Approved. 
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International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

67769514731 

Dated: 19-07-2024 

 

Tracking ID 

BNU-P1W-6T4Z 

 

B.V. 

 

Address: 

Vendelier 45 E, 

3905PC 

Veenendaal, The 

Netherlands 

 

FSC 

Origin (Netherlands) 

Validity:  

31-12-2028 

 

LOA validity:  

31-12-2027 

 

Generic name: 

Renal Dilator set 

 

Size/specification: 

Renal Dilator set 

 

Class: B 

 

Shelf life: 3 years 

192.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

74064093 

Dated: 19-07-2024 

 

Tracking ID 

BNW-WDD-NAG3 

 

Name of Manufacturer: 

  

M/s. MED pro MEDICAL 

B.V. 

 

Address: 

Vendelier 45 E, 

3905PC 

Veenendaal, The 

Netherlands 

 

FSC 

Origin (Netherlands) 

Validity:  

31-12-2028 

 

LOA validity:  

31-12-2027 

Brand Name: 

 

Medpro 

 

Generic name: 

Fascial Dilator set 

 

Size/specification: 

Fascial Dilator 

(FDS) 

6 Fr 

8 Fr 

10 Fr 

12 Fr 

14 Fr 

16 Fr 

 

Class: B 

 

Shelf life: 3 years 

Approved. 

193.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Name of Manufacturer: 

  

M/s. Changzhou 

Weipu Medical 

Devices Co.,Ltd. 

 

Address: 

NO.1-5, ChuangXin 

Brand Name: 

 

Weipu Meidcal 

 

Generic name: 

Disposable 

Suction And 

Irrigation 

Approved. 
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Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

55898933975 

Dated: 19-07-2024 

 

Tracking ID 

HY9-QBM-NR3P 

 

Avenue, 

Xinbei District, 

Changzhou, 

Jiangsu China. 

 

FSC 

Origin (China) 

Validity: 29-07-2024 

 

LOA validity:  

05-11-2026 

 

Sets 

 

Size/specification: 

WPSI5-330 

WPSI5-420 

WPSI10-330 

WPSI10-420 

 

Class: B 

 

Shelf life: 3 years 

194.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

11-01-2023 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

62716575 

Dated: 11-01-2023 

 

Tracking ID 

J35-B3V-1VT6 

 

Name of Manufacturer: 

  

M/s. DANIK, L.L.C 

 

Address: 

ADDRESS 1: 

3201 EAST 

COLONIAL DRIVE 

SUITE M3 

ORLNADO, FL USA 

Phone: (407) 674-8150 

 

ADREES 2 : 

941 West Morse 

Boulevard Suite 100 

Winter 

Park, FL, 32789 USA 

 

FSC 

Origin (USA) 

validity: 

27-03-2025 

 

LOA validity:  

17-01-2027 

 

Brand Name: 

 

DANIK 

 

Generic name: 

TITANIUM 

CLIPS 

 

Size/specification: 

TITANIUM 

CLIPS 

TCS100 

TCM200 

TCML 300 

TCL400 

TCAML 

TCAL 

 

Class: B 

Approved. 

Subject to 

submission of valid 

and notarized FSC. 

195.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

Name of Manufacturer: 

  

M/s. MED pro MEDICAL 

B.V. 

 

Address: 

Vendelier 45 E, 

3905PC 

Veenendaal, The 

Netherlands 

 

FSC 

Origin (Netherlands) 

Brand Name: 

 

Medpro 

 

Generic name: 

Endopyelotomy 

Stent (ES) 

 

Size/specification: 

5/10 Fr 

6/12 Fr 

7/14 Fr 

7/16 Fr 

Approved. 



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 79 of 168 

 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

389839427 

Dated: 19-07-2024 

 

Tracking ID 

M86-UJ6-XPAG 

 

Validity:  

31-12-2028 

 

LOA validity:  

31-12-2027 

 

Class: B 

 

Shelf life: 3 years 

196.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

11-01-2023 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

2884083598 

Dated: 11-01-2023 

 

Tracking ID 

N8E-VZZ-H5ZQ 

 

Name of Manufacturer: 

  

M/s. DANIK, L.L.C 

 

Address: 

ADDRESS 1: 

3201 EAST 

COLONIAL DRIVE 

SUITE M3 

ORLNADO, FL USA 

Phone: (407) 674-8150 

 

ADREES 2 : 

941 West Morse 

Boulevard Suite 100 

Winter 

Park, FL, 32789 USA 

 

FSC 

Origin (USA) 

validity: 27-03-2025 

 

LOA validity:  

17-01-2027 

 

Brand Name: 

 

DANIK 

Generic name: 

TROCAR 

CANNULA 

Size/specification: 

LAPROSCOPIOC 

TROCAR 

CANNULA 

SYSTEM 

S0051, S0101, 

S0102, B0051, 

B0052, B0515, 

B0101, B1015, 

B0121, B1215, 

B0151, V0031, 

V0751, V0051, 

V0101, V0102, 

V0052, V0102, 

V0122, D0051, 

D0101, D0121, 

D0052, VC005, 

C0051, C0101, 

C0121 

Class: B 

Approved. 

Subject to 

submission of valid 

and notarized FSC. 

197.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

19-08-2022 

 

Fee details: 

Name of Manufacturer: 

  

M/s. Jiangsu Ostup  

Medical Products Co.,   

Ltd  

  

Address:   

1 st Floor, B7, Kechuang  

Road No.9,  Zhangshan 

Technology Park, Jiangbei 

New  Zone, Nanjing, Jiangsu,  

211500 China   

  

FSC   

Origin (USA)  

validity: 29-05-2026  

  

LOA validity: 09-10 

Brand Name: 

 

OSTUPMED  

 

Generic name:  

OSTOMY  

BARRIER RING  

 

Size/specification:  

OSTOMY  

BARRIER RING  

1071, 1073   

 

Class:  A  

  

Shelf life:  

36 months 

Approved. 
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Amount paid:  

PKR 5,000/- 

Paid challan No:  

8762998069 

Dated: 12-08-2022 

 

Tracking ID 

NH2-848-RGZX 

 

2029 

 

198.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

11-01-2023 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

5973045188 

Dated: 11-01-2023 

 

Tracking ID 

P5D-1UY-BY7A 

 

Name of Manufacturer: 

  

M/s. DANIK, L.L.C  

  

ADDRESS 1:  

3201 EAST  

COLONIAL DRIVE  

SUITE M3   

ORLNADO, FL USA  

Phone: (407) 674-8150  

 

ADREES 2 :  

941 West Morse  

Boulevard Suite 100  

Winter   

Park, FL, 32789 USA  

  

  

FSC   

Origin (USA)  

validity: 27-03-2025  

  

LOA validity: 17-01 

2027 

 

Brand Name: 

 

DANIK  

 

Generic name:  

SUCTION  

IRRIGATION  

SYSTEM  

  

Size/specification:  

GRAVITY FED  

SUCTION  

IRRIGATION  

SYSTEM  

GS10010  

GS10020  

  

Class:  B 

Approved. 

Subject to 

submission of valid 

and notarized FSC. 

199.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

19-08-2022 

 

Fee details: 

Amount paid:  

PKR 5,000/- 

Paid challan No:  

249731702154 

Dated: 12-08-2022 

Name of Manufacturer: 

  

M/s. Jiangsu Ostup  

Medical Products Co.,   

Ltd  

  

Address:   

1 st Floor, B7, Kechuang  

Road No.9,  Zhangshan 

Technology Park, Jiangbei 

New  Zone, Nanjing, Jiangsu,  

211500 China   

  

FSC   

Origin (USA)  

validity: 29-05-2026  

  

LOA validity: 09-10 

2029 

 

Brand Name: 

 

OSTUPMED  

 

Generic name:  

OSTOMY  

POWDER  

 

Size/specification:  

1025 (25g)  

Class:  A  

  

Shelf life:  

36 months 

Approved. 
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Tracking ID 

T5G-Q5U-7VZ5 

 

200.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 50,000/- 

Paid challan No:  

2005509 

Dated: 19-07-2024 

 

Tracking ID 

UNM-ZU1-HMYN 

 

Name of Manufacturer: 

  

M/s. Lamidey Noury  

Medical  

  

Address:   

3 rue des petits  

ruisseaux, F-91370  

Verrieres-Ie-Buisson,  

France  

  

FSC   

Origin (France)  

Issuance date: 04-12 

2023  

  

LOA validity: 31-12 

2026 

 

Brand Name: 

 

THERMOCISION  

  

Generic name:  

Thermocision  

Bipolar Forceps  

  

Size/specification:  

THERMOISION  

V11CLPBS62  

V11CLPBS62L  

V11CLPBS63  

VR11CLPBS62  

VR11CLPBS62L  

VR11CLPBS63  

 

Class:  B  

  

Shelf life: 5 years 

Deffered. 

For the reasons 

mentioned in 

remarks column. 

201.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

07637093618 

Dated: 19-07-2024 

 

Tracking ID 

WQL-NH7-7A38 

 

Name of Manufacturer: 

  

M/s. MED pro  

MEDICAL   

B.V  

  

Address:   

Vendelier 45 E,  

3905PC   

Veenendaal, The  

Netherlands  

  

FSC   

Origin (Netherlands)  

Validity: 31-12-2028  

  

LOA validity: 31-12 

2027 

 

Brand Name: 

 

Medpro  

Generic name:  

Initial Puncture  

Needle  

Size/specification:  

Initial Puncture  

Needle:  

2p:   

 16  

 18  

 20  

Chibba:  

 20  

3p:  

 16  

 18  

 20  

 22  

Class:  B  

Shelf life: 3 years 

Approved. 

202.  Applicant Name: Name of Manufacturer: Brand Name: Approved. 
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M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

12-12-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

96430156 

Dated: 19-07-2024 

 

Tracking ID 

YBA-X8U-LN2Z 

 

  

M/s. JIANGSU  

OSTUP MEDICAL   

PRODUCTS CO.,  

LTD.  

  

Address:   

No.9 Caofang Road ,  

Luhe   

Zone,Nanjing, 211500  

Jiangsu, China  

  

FSC   

Origin (China)  

Validity: 2026-09-06  

  

LOA validity: 09-10 

2029 

 

 

Ostupmed  

  

Generic name:  

Hydrocolloid  

Dressing  

Size/specification:  

As per FSC  

Hydrocolloid  

dressing:  

Without board:  

 5101  

 5102  

 5103  

 5204  

 5105  

 5106  

 5107  

 5108  

 5109  

 5110  

 5111  

 5119  

 5121  

With Board:  

 5112  

 5113  

 5114  

 5115  

 5116  

 5117  

 5118  

Class:  A  

Shelf life: 3 years 

203.  Applicant Name: 

 

M/s. Medicamp 

International. 

 

Address:  
Office no 1, First 

Floor, Raja 

Naseer Plaza, New 

Abadi, Morgah, 

Rawalpindi, Pakistan. 

 

(ELI-00200) 

 

R&I Date: 

25-07-2024 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

9923832968 

Dated: 19-07-2024 

 

Tracking ID 

Name of Manufacturer: 

  

M/s. MED pro  

MEDICAL   

B.V  

  

Address:   

Vendelier 45 E,  

3905PC   

Veenendaal, The  

Netherlands  

  

FSC   

Origin (Netherlands)  

Validity: 31-12-2028  

  

LOA validity: 31-12 

2027 

Brand Name: 

 

Medpro  

Generic name:  

Stone Basket 

Nitinol  

Size/specification:  

1.9 Fr  

2.5 Fr  

3 Fr  

4 Fr  

5 Fr   

  

Class:  B  

  

Shelf life: 3 years 

Approved. 

Subject to 

submission of valid 

and notarized FSC. 
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Z4V-THW-LGYX 

204.  Applicant Name: 

 

M/s. Allmed  

Solutions  

Address:   

A-21/3, KDA  

Scheme No.1 (ext)  

Stadium Road,  

Karachi  

  

ELI:00029  

  

R&I details  

Date: 03/01/2023  

Slip no. 59976410  

Rs. 5000. 

Dated: 28-12-2022 

 

Tracking ID. 

17D-6YJ-RRM6 

Name of Manufacturer: 

 

KARL STORZ  

SE & CO. KG  

Germany  

  

Address: Dr. 

Karl-Storz-  

StraBe 34 78532  

Tuttlingen,  

Germany  

  

FSC: Germany  

Validity: Not  

mentioned, issued  

in Oct. 2022  

  

LOA  

Validity:  

31/12/2025 

Brand Name: 

 

KARL STORZ OR1    

(Data Storage, Data Management 

and  

Routing Systems, Active 

controlling systems, components 

of software)  

   

Class A  

  

Shelf Life: N/A  

  

Codes / Sizes   

S # Article  

No.  

Description  

1 WD300  

KARL STORZ  

AIDA  

2 WD310 AIDA C  

3 WM200 OR1 SmartScreen  

4  

WO1026 

 5  

OR1 NEO IP  

HDMI Encoder,  

single channel  

5  

WO1026 

 6  

OR1 NEO IP  

HDMI Decoder,  

single channel  

6  

WO1026 

 7  

OR1 NEO IP DP  

Encoder, single  

channel  

7  

WO1026 

 8  

OR1 NEO IP VGA  

Encoder, single  

channel  

8  

WO1026 

 9  

OR1 NEO IP  

Analog  

Encoder,single  

channel  

9  

WO1027 

 0  

OR1 NEO IP SDI  

Encoder, single  

Deferred for 

clarification of 

grouping of medical 

device. 
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channel  

10 WO300  

KARL STORZ  

OR1 FUSION  

CONTROL  

11 WO301 OR1 .avm System  

12  

2009047 

 0  

SCB Connecting  

Cord, length 7.5 m  

13  

2009057 

 0  

SCB Connecting  

Cord, length 15 m  

14  

2009077 

 0  

SCB Connecting  

Cord, length 30 m  

15  

2009087 

 0  

SCB Connecting  

Cable, 37 m  

16  

2009172 

 2  

SCB/Universal  

OR-Light Module 

17  

2009232 

 2  

SCB/KLS Martin  

marLED module  

18  

2009262 

 2  

SCB/Dräger  

Polaris OR Light  

module  

19  

2009272 

 2  

SCB Maquet  

Power LED OR  

Light Module  

20  

2009292 

 2  

SCB Dräger  

Polaris 600 OR  

Light Module  

21  

2009312 

 2  

SCB TRUMPF  

iLED 7 OR Light  
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Module  

22  

2009322 

 2  

SCB Maquet  

VOLISTA OR  

Light Module  

23  

2009332 

 2  

SCB Maquet  

PowerLED II OR  

Light Module  

24  

W22168 

S  

OR1 Panel PC  

21.5″, Stand-Alone  

25  

WU1000 

 0  

OR1 Table  

Interface Unit 

205.  Applicant Name: 

 

M/s. Allmed  

Solutions  

Address:   

A-21/3, KDA  

Scheme No.1 (ext)  

Stadium Road,  

Karachi  

  

ELI:00029  

  

R&I details  

Date: 03/01/2023  

Slip no. 02542067792  

Rs. 5000. 

Dated: 28-12-2022 

 

Tracking ID. 

HM9-EAW-BJXT 

Name of Manufacturer: 

 

KARL STORZ  

SE & CO. KG  

Germany  

  

Address: Dr. 

Karl-Storz- StraBe  

34 78532  

Tuttlingen,  

Germany  

  

FSC: Germany  

Validity: Not  

mentioned, issued  

in Oct. 2022  

  

LOA  

Validity:  

31/12/2025 

Brand Name: 

 

(Sterilization Trays/Perforated 

Baskets)  

   

Class A  

  

Shelf Life: N/A  

  

Codes / Sizes   

S # Article  

No.  

Short Description  

EN  

1 27717A Plastic Container  

2 27717D Plastic Container  

for Sterilization  

3 39301AC 

 TS  

Plastic Container  

for Sterilization  

4 39301AS Plastic Container  

for Sterilization  

5 39301BS Plastic Container  

for Sterilization  

6 39301CS Plastic Container  

for Sterilization  

7 39301D Plastic Container,  

perforated  

8 39301F Plastic Container,  

260x233x65mm  

9 39301G Plastic Container,  

515x114x65mm  

10 39301H  

Plastic Container,  

515 x 233 x 65  

Approved. 
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mm  

11 39301J Plastic Container,  

532x252x141mm  

12 39301LA Plastic Container,  

812x113x82mm  

13 39301HC 

 TS  

Plastic Container  

for Sterilization  

14 39301PH 

 TS  

Plastic Container  

for Sterilization  

15 39301Z3 

 TS  

Plastic Container  

for Sterilization  

16 39311P Plastic Container  

17 39312B Plastic Container,  

680x325x155mm  

18 39312X Plastic Container,  

532x254x165mm  

19 39314G Plastic Container,  

520x250x84mm  

20 39351J Plastic Container,  

530x250x145mm 

21 39360A Plastic Container,  

22  

39360B  

23  

525x240x100mm  

Plastic Container,  

525x240x50mm  

39401AS Plastic Container  

for Sterilization  

24  

39402AS Plastic container  

for sterilizing  

25  

39403AS Plastic Container  

for Sterilization  

26  

39406AS Plastic Container  

27  

39501A1  

for Sterilization  

Wire Tray f.  

Cleaning,  

290x60x52mm  

28  

39501A2  

Wire Tray f.  

Cleaning, 352 x  

125 x 54 mm  

29  

39501AL  

39501U Tray  

39501V Tray  

Wire Tray for  
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Tele-/Strobo 

Laryngoscopes  

30  

39501B1  

Wire Tray f.  

Cleaning,  

430x65x52mm  

31  

39501B2  

Wire Tray f.  

Cleaning, 487 x  

125 x 54 mm  

32  

39501BA 

 E  

Wire Tray f.  

Cleaning,  

460x80x52mm  

33  

39501BE 

 C  

Wire Tray for  

ENDOCAMELEO 

 N  

34  

39501BR  

Wire Tray, for  

cleaning,  

bronchoscopy  

35  

39501C  

Tray with Lid,  

670x80x52mm  

36  

39501CE 

 C  

Wire Tray for  

ENDOCAMELEO 

 N, long version  

37  

39501ES Wire Tray,  

38  

39501F  

Esophagoscopy  

Wire Tray  

Retromolar Intub.  

Endoscope  

39  

39501FR Wire Tray for  

40  

39501LC 

 2  

Fiberscopes  

Wire basket for c 

mac  

videolaryngoscope  

41  

39501LC 

 3  
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Wire Tray for C 

MAC Video  

Laryngoscopes 

44 39501X  

Wire Tray, URS,  

644 x 150 x 80  

mm  

45 39501XC Wire tray for  

cleaning  

46 39501XK Wire Tray, URS  

47 39501XK 

 L Wire Tray, MIP L  

48 39501XP Wire Tray PECD  

49 39501XR 

 V  

Multiport Bridge f.  

Wire Tray 39501  

X/XK  

50 39501XS spare parts basket  

for 39501X  

51 39502NA 

 V1  

Wire Tray for  

Probe and Tracker  

52 39502NA 

 V2  

Wire Tray for  

Suction Tubes and  

Trackers  

53 39502V Wire tray for use  

with 39219XD  

54 39502X Wire Tray,  

stackable  

55 39502XH  

Wire tray  

stackable, fold  

away handle  

56 39502Z  

Wire Tray,  

Perforated,  

Foldaway Handles  

57 39502ZH  

Wire Tray,  

Perforated,  

Foldaway Handles  

58 39502ZL wire tray long,  

holeplate  

59 39520AK  

Rack for Ear  

Micro Surgery  

Instruments  

60 39550A  

Tray, paranasal  

sinus shaver  

system  

61 39552A  

Wire Tray,  

drilling/grinding  

system  
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62 39556A  

Wire Tray, 4 EM  

Navigation  

Instruments  

63 39557A  

Wire Tray, 1 EM  

Navigation  

Instrument  

64 39910SC Sterilization Tray  

with Forceps Rack  

65 11900RA Irrigation Tube,  

for cleaning  

66 12067PM Cleaning stylet for  

12067 P  

67 13991AK 

 RA  

Albarran Channel  

Cleaning Adaptor 

68 27652-05 Cleaning Brush  

for Instruments  

69 39501XC 

 A  

Valve-port adapter  

for B.I.O.H.  

70 723527L  

Cleaning Tube for  

Sheaths  

723527A/B/F  

71 723540L Cleaning Tube for  

723540A/B/C/F  

72 8606FM Clean. Stylet, 41  

cm, 0.8 mm  

73 8996K Bag for laryngeal  

suction tube 

206.  Applicant Name: 

 

M/s. Allmed  

Solutions  

Address:   

A-21/3, KDA  

Scheme No.1 (ext)  

Stadium Road,  

Karachi  

  

ELI:00029  

  

R&I details  

Date: 18/01/2023  

Slip no. 47935234289 

Rs. 5000. 

Dated: 12-01-2023 

 

Tracking ID. 

NDH-Y7N-3VAP 

Name of Manufacturer: 

 

KARL STORZ  

SE & CO. KG  

Germany  

  

Address: Dr. 

Karl-Storz-  

StraBe 34 78532  

Tuttlingen,  

Germany  

  

FSC: Germany  

Validity: Not  

mentioned, issued  

in Oct. 2022  

  

LOA  

Validity:  

31/12/2025 

Brand Name: 

 

KARL STORZ Fiberscopes and  

Semiflexible Endoscopes   

(Fiberscopes with and without 

channel,  

Semiflexible endoscopes with and  

without channel)  

   

Class A  

  

Shelf Life: N/A  

  

Codes / Sizes:  

S # Article  

No.  

Description   

1  

27033A 

 A  

Miniature Telescope  

0°, 1.2 mm, 20 cm  

2 10331B2  

Retromolar  

Intubation  

Deferred for 

clarification of 

groping of medical 

device. 
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Endoscope 5,0x40  

3 11014Y Fiber Fixation  

4 11301CA  

Leaflet Valve, for  

single use, 20x  

5 11301CF LIPP Tube Holder  

6 27001G  

Instrument Port, 1  

channel  

7 27001GF  

Instrument Port, 2  

channels  

8  

27001G 

 H  

Instrument Port, 2  

channels  

9 27014Y  

LUER-Adaptor,  

with seal  

10  

2763013 

 6  

Adaptor for Uretero 

Renoscopes 

207.  Applicant Name: 

 

M/s. Allmed  

Solutions  

Address:   

A-21/3, KDA  

Scheme No.1 (ext)  

Stadium Road,  

Karachi  

  

ELI:00029  

  

R&I details  

Date: 03/01/2023  

Slip no. 

777237723643  

Rs. 5000. 

Dated: 28-12-2022 

 

Tracking ID. 

NX4-PJ5-RRNB 

Name of Manufacturer: 

 

KARL STORZ  

SE & CO. KG  

Germany  

  

Address: Dr. 

Karl-Storz-  

StraBe 34 78532  

Tuttlingen,  

Germany  

  

FSC: Germany  

Validity: Not  

mentioned, issued  

in Oct. 2022  

  

LOA  

Validity:  

31/12/2025 

Brand Name: 

 

KARL STORZ Motors  

 (Motor Control Unit,  

Handpieces/Motors, Foot 

Switches for  

Motor Control Unit, 

Shaver/Drills  

(sterile/non-sterile))  

   

Class A  

  

Shelf Life: N/A  

  

Codes / Sizes   

S # Article  

No.  

Description   

1 UM100 PowerUnit  

2  

4071209 

 0  

Handle for  

DRILLCUT-X II  

Handpieces  

3  

2071168 

 0  

Irrigation rod for  

Unidrive ENT 

Deferred for 

clarification of 

groping of medical 

device. 

208.  Applicant Name: 

 

M/s. Allmed  

Solutions  

Name of Manufacturer: 

 

KARL STORZ  

SE & CO. KG  

Brand Name: 

 

KARL STORZ Equipment Carts  

(Equipment Carts and 

Deferred for 

clarification of 

groping of medical 

device. 
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Address:   

A-21/3, KDA  

Scheme No.1 (ext)  

Stadium Road,  

Karachi  

  

ELI:00029  

  

R&I details  

Date: 03/01/2023  

Slip no. 5136248360 

Rs. 5000. 

Dated: 28-12-2022 

 

Tracking ID. 

X9N-XZV-GZS6 

Germany  

  

Address: Dr. 

Karl-Storz-  

StraBe 34 78532  

Tuttlingen,  

Germany  

  

FSC: Germany  

Validity: Not  

mentioned, issued  

in Oct. 2022  

  

LOA  

Validity:  

31/12/2025 

accessories)  

  

Class A  

  

Shelf Life: N/A  

  

Codes / Sizes   

S # Article  

No. Description   

1 UG041 Beam package,  

equipment cart low  

2 UG051 Beam package,  

equipment cart high  

3 UG052 Beam package,  

equipment cart LC  

4 UG055 Beam Package high,  

CH version  

5 UG310  

Isolation  

Transformer 200V 

240V, 2000VA  

6 UG410  

Earth leakage  

monitor 200V -  

240V  

7 UG500 Monitor Holder  

8 UG510 Monitor Holding  

Arm  

9 UG520 Monitor Holding  

Arm, long  

10 UG530 Swivel Arm for  

Navigation Camera  

11 UG540 Monitor Swivel Arm 

209.  Applicant Name: 

 

M/s. WASEEM 

BROTHERS. 

B-45, Block5, 

Gulshan-eIqbal, 

Karachi, Pakistan 

 

ELI-00342 

 

R & I DATE: 

13/06/24 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

759208279 

Dated: 15-12-2023 

 

 

 

Name of Manufacturer: 

 

Ningbo MFLab Medical 

Instruments Co. Ltd 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

Manufacturing Site: 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

LOA 

Validity: 19-11-2025 

 

FSC: 

Country of Origin: China 

Validity: 19-11-2025 

 

EC Extension Certificate 

Ref # 326005702 

Validity: 31-12-2028 

 

Brand Name: 

 

WASCO 

GENERIC: Disposable 

Laryngeal Mask Airway 

 

CLASS B 

 

Shelf Life: 05 years 

 

SIZES 

#1 

#1.5 

#2 

#2.5 

#3 

#4 

#5  

Approved. 
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ISO 13485 

Validity: 20-07-2026 

210.  Applicant Name: 

 

M/s. WASEEM 

BROTHERS. 

B-45, Block5, 

Gulshan-eIqbal, 

Karachi, Pakistan 

 

ELI-00342 

 

R & I DATE: 

13/06/24 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

759208279 

Dated: 15-12-2023 

 

 

 

Name of Manufacturer: 

 

Ningbo MFLab Medical 

Instruments Co. Ltd 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

Manufacturing Site: 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

LOA 

Validity: 19-11-2025 

 

FSC: 

Country of Origin: China 

Validity: 19-11-2025 

 

EC Extension Certificate 

Ref # 326005702 

Validity: 31-12-2028 

 

ISO 13485 

Validity: 20-07-2026 

Brand Name: 

 

 WASCO 

GENERIC: Reusable 

Laryngeal Mask Airway 

 

CLASS B 

 

Shelf Life: 05 years 

 

SIZES 

#1 

#1.5 

#2 

#2.5 

#3 

#4 

#5 

Approved. 

211.  Applicant Name: 

 

M/s. WASEEM 

BROTHERS. 

B-45, Block5, 

Gulshan-eIqbal, 

Karachi, Pakistan 

 

ELI-00342 

 

R & I DATE: 

13/06/24 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

0348811693 

Dated: 08-01-2024 

 

 

 

Name of Manufacturer: 

 

Ningbo MFLab Medical 

Instruments Co. Ltd 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

Manufacturing Site: 

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

LOA 

Validity: 19-11-2025 

 

FSC: 

Country of Origin: China 

Validity: 19-11-2025 

 

EC Extension Certificate 

Ref # 326005702 

Validity: 31-12-2028 

 

ISO 13485 

Validity: 20-07-2026 

Brand Name: 

 

 WASCO 

GENERIC: THREE WAY STOP 

COCK - SINGLE USE ONLY 

 

CLASS B 

 

Shelf Life: 05 years 

 

Approved. 

212.  Applicant Name: Name of Manufacturer: Brand Name: Approved. 
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M/s. WASEEM 

BROTHERS. 

B-45, Block5, 

Gulshan-eIqbal, 

Karachi, Pakistan 

 

ELI-00342 

 

R & I DATE: 

13/06/24 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

………. 

Dated: …….. 

 

 

 

 

China Qingdao Bright Medical 

Manufacturing Co. Ltd. 

No 1. Tiankang Road, 

Chengyang District Qingdao, 

266107, China 

 

FSC Validity # 

28/02/25 

 

LOA Validity #  

19/07/26 

 

MY HEART  

Generic: Disposable ECG 

Electrodes  

 

Class A 

 

Shelf Life 3 years 

 

Size# ADULT (PE FOAM, 

ROUND SHAPE,55ø) 

Size# PAEDS (PE FOAM, DROP 

LIKE SHAPE,36x42) 

Subject to 

submission of clear 

copy of paid bank 

challan. 

213.  Applicant Name: 

 

M/s. WASEEM 

BROTHERS. 

B-45, Block5, 

Gulshan-eIqbal, 

Karachi, Pakistan 

 

ELI-00342 

 

R & I DATE: 

13/06/24 

 

Fee details: 

Amount paid:  

PKR 25,000/- 

Paid challan No:  

……… 

Dated: ………. 

 

 

 

Name of Manufacturer: 

 

Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic 

Development Zone 

Ningbo,315145–China 

 

 

FSC Validity:  

19/11/25 

 

LOA Validity:  

N/A 

Brand Name: 

 

 WASCO  

Generic: SPIROMETER 

 

Class A 

 

Shelf Life 5 years  

 

THREEBALL 

Approved. 

Subject to 

submission of clear 

copy of paid bank 

challan. 

214.  Applicant Name: 

 

de Khon  

11-C, Old FCC,  

Ferozpur Road,  

Gulberg Lahore  

Pakistan  

  

ELI-00317 

 

Challan #  

15524977768  

4/7/2022 of  

Rs.50,000/- is  

attached. 

 

Name of Manufacturer: 

 

Enable Innovations  

S.r.l. with registered  

office at via Claudio  

Tolomeo 20/4 –  

41012 Carpi (MO)  

Italy  

  

Attested FSC attached 

Brand Name: 

 

TearFix  

Ophthalmic spray  

  

Code: SO1-004  

  

Class B  

  

Shelf life: 36  

months  

Addressed in M-81 
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Tracking ID. 

841-WNU-XATB 

215.  Applicant Name: 

 

M/s. Chemical 

House situated at 6-

C sikandar Malhi 

road Canal park 

Gulberg-III Lahore  

 

ELI-00156 

 

 R&IDetails 

25/02/2025 

FeeChallanNo. 

64780453206  

Paid fee 6000 

dated08-01 2025 

Tracking ID. 

XLD-BQ8-8NSM 

Name of Manufacturer: 

 

ABON Biopharm 

 (Hangzhou)Co.Ltd. 

 

 Address: #198 , 12th 

 street east, Hongzhou, 

 economic and 

 technological 

 department area, 

 310018, Hangzhou, 

 RepublicofChina 

 

 Distributor name: 

 (authorized distributor 

 of ABON 

 (manufacturer) 

 productsinUSA) 

 BioradlaboratoriesInc. 

 Address:4000Alfred 

 NobeldriveHercules 

 CA,USA94547.) 

 

 ManufacturingSite(s): 

 (ABON Biopharm 

 (Hangzhou)Co.Ltd. 

 Address: #198 , 12th 

 street east, Hongzhou, 

 economic and 

 technological 

 department area, 

 310018, Hangzhou, 

 RepublicofChina) 

 

 FSCValidity: 

13/12/2025 

 

 LOAValidity: 

31/12/2027 

Brand Name: 

 

TOX/SeeDrug 

 screentest-OXY 

 (194-5203) 

 

 Genericname: 

 TOX/SeeDrug 

 screentest-OXY 

 (194-5203) 

 

 ClassA 

 

 Shelflife:24 MONTHS 

 

 Codes/Sizes(if 

 any)194-5203 

Approved 

216.  Applicant Name: 

 

M/s. Johnson & 

Johnson Pakistan 

(Pvt) Ltd.,   

Office No.506, 5th 

Floor, Horizon 

Tower, Block 3,  

Scheme 5, Clifton,  

Karachi  

  

(ELI-00154)  

  

Date of R& I:   

5-Mar-2025  

  

Fee: PKR 6,000/-  

  

Name of Manufacturer: 

 

Johnson & Johnson Medical  

GmbH Robert-Koch-Strasse 1  

22851 Norderstedt  

Germany  

  

Physical Manufacturer:  

KOSCHER & WURTZ  

GMBH  

7 EINSTEIN STRASSE,  

78549 SPAICHINGEN,  

BADEN-WURTTEMBERG,  

GERMANY  

  

LoA Valid until otherwise  

indicated by Legal  

Manufacturer  

Brand Name: 

 

LIGACLIP Clip  

Appliers  

  

Generic Name:  

Clip Appliers  

  

Applied as Family  

  

Class A  

  

Shelf-life: Non 

Sterile, Reusable  

  

Codes:  

LC307  

LC310  

Approved. 
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Paid deposit slip#  

1732793934 Payment  

Date: 12-Feb-2025 

 

Tracking ID. 

PEE-749-P9XA 

  

FSC LAsD 3316 – 408 – Art. 

60 – 499/2024  

valid up to: 15 Dec-2029  

  

ISO 13485 (LM) valid up to  

31-Jul-2026  

  

ISO 13485 (PM) valid up to 6-

Mar-2028. 

LC320  

LC407  

LC410  

LC420 

217.  Musaji Adam 

& Sons 

Address:C-285, 

Block 10, Federal B 

Area, Karachi. 

 

Establishment 

License: 

ELI 00239 

 

R& I detail: 

24-11-2022 

 

Challan No: 

8011545347 

 

4X6-Z2T-1YGD 

 

M/S Remel Inc. Main 

Campus 12076 Santa Fe 

Drive, suite 200, 

Lenexa KS66215 USA 

LOA 

validity:31-12-2025 

CFG equivalent to 

FSC: USA 

 

validity: 02-05-2024 

FSC USFDA certificate: 

Validity:02-05-2024 

 

ISO 13485 

Validity:10-12-2025 

Product: Cryptococcus 

Test Klt  

 

Product code: 

R30851501 

 

Class: B 

 

Shelf life:24 months 

 

 

 

 

 

 

 

Approved subject to 

separate fee for viral 

and bacterial kits as 

both cannot be 

clubbed in same 

application as per 

MDB rules 2017, 

Fee previously paid 

is in general head for 

bacterial infection 

immunology, please 

pay fee under xpect 

brand name. 

 

Firm will also submit 

valid copies of ISO 

13485 & FSC & 

Brand name 

218.  Product: Bactistaph 

product code: 

R21144 

Class: B 

Shelf life:24 month 

219.  Product: BactiStaph 

product code: 

R21143 

Class: B 

Shelf life:24 months 

220.  Product: RIM E. coli 

0157:H7 Latex 

50TST/KT 

product code: R24250 

Class: B 

Shelf life: 

221.  Product: Xpect 

C.difficile Toxin A/B 

Test 

product code: R24650 

Class: B 

Shelf life:12 month 

222.  Product: Xpact 

Cryptosporidium Test 

product code: 

R2451020 

Class: B 

Shelf life:24 months 

223.  Product: Xpect 

Cryptosporidium 

Control Kit 

product code: R2451030 

Class:B 

Shelf life:24 months 

224.  Product: Xpect Flu A & 

B Test 

product code: R24600 

Class: B 

Shelf life:24 
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225.  Product: Xpect Flu A & 

B Control Swab 

product code: 

R246003 

Class: B 

Shelf life:24 months 

226.  Product: Xpect Giardia 

Test 

product code:R2450020 

Class: B 

Shelf life:6 months 

227.  Product: Xpect 

Glardia/Cryptosporidium 

Test 

product code: R2450520 

Class: B 

Shelf life:11 month 

228.  Product: Xpect 

Rotavirus KT/20TST 

product code: R24655 

Class: 

Shelf life:24 months 

229.  Product: Xpect 

Rotavirus Conuol Kit 

product code: R246551 

Class: B 

Shelf life:24 months 

230.  Product: Xpect RSV 

Test 

product code: 

R24601 

Class: B 

Shelf life:24 months 

231.  Musaji Adam & 

Sons 

Address:C-285, 

Block 10, Federal B 

Area, Karachi. 

Establishment 

 

License: ELI-00239 

 

Date of R&I 

29-jan-2021 

 

Challan No. 2060442 

Legal Manufacturer: 

M/S IMMY,Inc . 

Manufacturing Site: 

IMMY, Inc 

2701 Corporate Centre 

Drive, Norman, Ok 

73069 USA 

Ph:405-360-4669 

Fax:405-364-1058 

LOA 

Validity:31-12-2025 

CFG & COE: Country of 

Origin: United States of 

America Validity: 25-06-2025 

CE certificate: 

Validity:30-03-2026 

ISO 13485 

Validity: 19-09-2027 

CrAg Lateral Flow 

Assay (A/c to CFG) 

Product code: CR2003 

Class: B 

Shelf Life: 18 month 

Size: 50 Tests Cluster: 

Fungal Infection 

Immunology 

 

 

 

 

 

 

 

 

 

Approved  
232.  Sona Aspergillus Galactomannan 

Lateral Flow Assay(A/C to COE) 

Product code: AF2003 Class: B 

Shelf Life: 18 month Cluster: 

Fungal Infection immunology 

233.  Sona Cube Reader(A/c to 

CFG) Product code: LFARDR 

Class: B 

Shelf Life: 18 month Cluster: 

Fungal Infection Immunology 

234.  Name 

Radiant Medical 

Private Limited 

Address of Importer 

06‐Sher Shah Block 

New Garden Town 

Lahore, Pakistan 

 

(LEGAL 

MANUFACTURER) 

TRUMPF Medizin Systeme 

GmbH + Co. KG 

(Manufacturing site) 

Carl‐Zeiss‐Strasse 7‐9, 07318 

Saalfeld, Germany 

 

FCS Ceiling Mounted Support 

System 

 

Class-A 

 

Shelf Life: N/A 

Storage temperature: Temperature: 

10 °C to 40 °C 

Approved 

235.  

236.  
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Date of R& I 

02‐Feb‐2023 

Fee 

Rs. 5,000/, fee slip is 

attached. 

LOA: 

Validity:30-09-2026 

FSC: 

Germany DOI 14.3.22  

Iso 13485: 

07-07-2025 not notarized  

FCS 500 Ceiling Carrier 

ML Solo/TanPrep 4037251 

FCS 500 Ceiling Carrier 

ML TanAdd 4037252  

FCS 500 Ceiling Carrier 

HL Solo/TanPrep 4037261 

FCS 500 Ceiling Carrier 

HL TanAdd 4037262 

237.  M/s M & N  

Health Care 

House No 40,  

Block-A  

Satellite Town,  

Gujranwala. 

 

ELI-00370 

 

R&I Details 

27th Nov 2024 

 

Fee Challan No 

179660178153 

31000/- 

Dated: 

21/11/2024 

Legal Manufacture 

Tianjin Huashang Medical  

Equipment Co., Ltd. 

Manufacturing Site (s): 

East 1F, C-10 Building  

NO.80 HuaiYun Street，

TEDA,300457 Tianjin，P.R. 

China 

 

LOA: 

Validity: 12-11-2025 

 

FSC: 

Country of Origin 

Validity: 18-03-2024 

 

EC Certificate: 

Validity: 22-05-2027 

 

ISO 13485: 

Validity: 22-05-2025 

Brand Name 

Care Plus  

Lancets 

 

Class B 

 

Shelf life: 05 Years 

Codes/Sizes (if  

any) 

HS code:  

9018.9090 

 

Deferred for 

provision of 

notarized document 

LOA, FSC, EC 

Certificate,  

ISO 13485. 

 

238.  M/s ARTECH  

BIOMED PRIVATE  

LIMITED 

Address: 

12-A/4, 3rd FLOOR, 

AGRO FLATS,  

SHADMAN 

MARKET, 

SHADMAN- 1,  

LAHORE 54600,  

PAKISTAN 

License no.: 

ELI-00539 

 

R&I detail: 

20/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

653052171  

25000 

dated 17/11/2023 

Manufacturer: 

COSMED Srl  

Address: 

(Rome Headquarters) Via dei 

Piani di Mt. Savello, 37 00041 

Albano Laziale (RM) Italia 

 

LOA:  

Validity: 31-05-2027 

 

FSC: 

Country of origin: Rome, Italy 

Issue Date: 24-02-2022 

 

CE Certificate:  

Validity: 27-10-2029 

 

ISO Certificate: 

Validity: 24-04-2027 

Generic Name:  

Cardio Pulmonary  

Exercise Test with or  

without Metabolic  

Analysis 

Brand Name: 

CARDIO PULMONARY 

EXERCISE TEST – Quark CPET 

 

METABOLIC CART – Quark 

RMR w/CPET 

 

– WEARABLE METABOLIC 

SYSTEM – K5 

 

Class B 

Shelf Life: Indefinite 

REF: 

Quark CPET 

(C09073-02-99) 

Quark RMR w/CPET 

(C09074-01-99) 

K5 

(C09090-01-99) 

Approved firm will 

submit notarized ISO 

13485 

239.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co.,  

Ltd  

Brand Name:   

Mindray    

Generic Name:   

Diagnostic Ultrasound                               

System  

Model number:  

APPROVED subject 

to submission of fee 

for Hepatus 6  
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(DY.No. 19116) 

 

Fee Challan no.: 

35872049740 

25000 

dated 16/11/2023 

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

  

 

  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Hepatus 5  

                            

Hepatus 6  

  

  

  

Shelf life:  

       10 YEARS 

240.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

3269199286 

25000 

dated 16/11/2023 

 

33V-T5Z-RSS3 

 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Diagnostic  

Ultrasound                               

System  

Model number:  

            M6  

  

  

Shelf life:  

       10 YEARS 

APPROVED 

241.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

95421745436 

25000 

dated 16/11/2023 

 

ESP-JWR-66LB 

 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

Brand Name:   

Mindray    

Generic Name:   

Diagnostic  

Ultrasound                               

System  

Model number:  

            TE Air   

  

  

Shelf life:  

       10 YEARS 

APPROVED 
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FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

242.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

14812194287 

25000 

dated 16/11/2023 

 

E58-MJL-UGE7 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Diagnostic  

Ultrasound                               

System  

Model number:  

            TE 10   

  

  

Shelf life:  

       10 YEARS 

APPROVED 

243.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

58324157041 

25000 

dated 16/11/2023 

 

E58-WDD-51B-

ZDVV 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Diagnostic  

Ultrasound                               

System  

Model number:  

            M 9   

  

  

Shelf life:  

       10 YEARS 

APPROVED 

244.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

APPROVED 
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23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

00603301836 

25000 

dated 16/11/2023 

 

UTV-D5L-3R5M 

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

System   

Model number:  

DP-50 

  

  

Shelf life:  

       10 YEARS 

245.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

2865042730 

25000 

dated 16/11/2023 

 

NME-G3E-3PQ5 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System   

Model number:  

DP-10 

  

  

Shelf life:  

       10 YEARS 

APPROVED 

246.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

78014276 

25000 

dated 16/11/2023 

 

7SM-V7P-ZAXQ 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

DP-10T  

DP-15  

DP-18   

Shelf life:  

       10 YEARS 

APPROVED 
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Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

247.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

32035293674 

25000 

dated 16/11/2023 

 

898-Y5A-SGGS 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

DP-30   

Shelf life:  

       10 YEARS 

APPROVED 

248.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

560311786 

25000 

dated 16/11/2023 

 

67U-7W8-Q99V 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

DP-20   

Shelf life:  

       10 YEARS 

APPROVED 

249.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

APPROVED 
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Fee Challan no.: 

37641413 

25000 

dated 16/11/2023 

 

X6P-NLW-PHZP 

 

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

TE-7   

Shelf life:  

       10 YEARS 

250.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

07328738 

25000 

dated 16/11/2023 

 

QPP-HQW-U1LH 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

ISO13485 

VALID until 31.8.26 

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

DP-70   

Shelf life:  

       10 YEARS 

APPROVED 

251.  Name:  

MR Medical Pakistan  

Private Limited 

 

R&I detail: 

23/11/2023 

(DY.No. 19116) 

 

Fee Challan no.: 

483730396232 

25000 

dated 16/11/2023 

 

3YX-LVG-AQBS 

LEGAL  

MANUFACTEURER 
M/s Shenzhen  

Mindray Bio Medical  

Electronics Co., Ltd  

Address:  

Mindray Building,  

Keji 12th Road  

South, High-Tech  

Industrial Park,  

Nanshan, 518057,  

Shenzhen,  

PEOPLE'S REPUBLIC  

OF CHINA  

Country of origin  

FSC: Germany  

7/2/2024  

Marketing Authorization  

Letter (LOA):  

Valid until:  

14/4/2027 

Brand Name:   

Mindray    

Generic Name:   

Digital Ultrasonic  

Diagnostic Imaging  

System with  

Transducers  

Model number:  

DP-80   

Shelf life:  

       10 YEARS 

APPROVED 
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ISO13485 

VALID until 31.8.26 

252.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

  

Receipt No.    

 

R&I detail: 

26/10/2023 

 

 

Fee Challan no.: 

15003630924 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

Brand name:  

Lifotronic      

Generic  

name:   

FOLATE  

(Electrochemil 

 uminescence  

Immunoassay)  

  

Size/specifica 

 tion: 50T,  

100T  

  

Class: B  

  

Shelf life:    

12 months 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 

253.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

6876681318 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

Brand name:  

Lifotronic      

Generic  

name:   

HYPERSENST 

 IVITYC-  

REACTIVE  

PROTEIN (hs 

CRP ) Assay  

kits(Lateral  

Flow   

Immunoassay)  

  

Size/specifica 

 tion: 1X 100T,  

2X 100T,  

  

Class: B  

  

Shelf life:    

10 months 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 

254.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

Brand name: Lifotronic Generic 

name: FOLLICLE 

STIMULATING HORMONE 

(Electrochemiluminescence 

Immunoassay) Size/specification: 

50T, 2X5O T , 100T, 2x100T 

Class: B Shelf life: 14 days 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 
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44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

741065938 

25000 

dated 24/10/2023 

 

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

255.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

741065938 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

Brand name:  

Lifotronic  

Generic name: PROCOLLAG EN 

III N TERMINAL PEPTIDE 

(PIIINP) (Electrochemil 

uminescence Immunoassay) 

Size/specifica tion:  

50T, 2X5O T , 100T, 2x100T 

Class: B 

 Shelf life: 15 months 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 

256.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

01539320195 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

Brand name:  

Lifotronic      

Generic  

name:   

TOTAL  

TRIIODOTHY 

 RONINE KIT  

(Electrochemil 

 uminescence  

Immunoassay)  

  

Size/specifica 

 tion: 100T,  

2x100T  

  

Class: B  

  

Shelf life:    

12 months   

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 
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VALID until 25.4.24 

257.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

01539320195 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

Brand name:  

Lifotronic      

Generic  

name:   

ESTRADIOL  

(Electrochemil 

 uminescence  

Immunoassay)  

  

Size/specifica 

 tion: 50T,  

100T, 2x100T  

  

Class: B  

  

Shelf life:    

6 months 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 

258.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

0028351879 

25000 

dated 24/10/2023 

 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

Brand name:  

Lifotronic      

Generic  

name:   

CHOLYGLYC 

 INE -CG  

(Electrochemil 

 uminescence  

Immunoassay)  

  

Size/specifica 

 tion: 50T,  

2x50T, 100T,  

2x100T  

  

Class: B  

  

Shelf life:    

12 months 

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 

259.  M/s  

Moody Global  

Services  

  

Address: Office No  

14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue, Blue  

Area, Islamabad  

44000, Pakistan   

  

License No. ELI 

Name: Shenzhen  

Lifotronic Technology  

Co., Ltd   

  

  

Address: Unit A, 4th  

Floor, Building 15,  

Yijing Estate, No 1008  

Songbai Road, Nanshan  

District, Shenzhen City,  

Guangdong Province,  

518055, P.R China  

Brand name:  

Lifotronic      

Generic  

name:   

LUTEINIZING  

HORMONE  

(Electrochemil 

 uminescence  

Immunoassay)  

  

Size/specifica 

 tion: 50T,  

Defered for 

provision of valid 

Fsc of reference 

country or CE 

certificate 
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00926  

R&I detail: 

26/10/2023 

Fee Challan no.: 

666882948276 

25000 

dated 24/10/2023 

 

  

FSC   

Origin. China   

validity: 07/11/2022  

  

LOA validity:  

31/12/2027  

  

 

ISO13485 

VALID until 25.4.24 

100T, 2x100T  

  

Class: B  

  

Shelf life:    

12 months 

260.  M/s Vertex Medical 

Pvt. Ltd.   

  

Address: 401-402, 

Block – F,  

Johar Town, Lahore   

  

ELI-00150  

  

Application 

Submitted in R&I  

26-01-2021  

  

ER-530S2 & ER-

530T   

Slip # 2041824  

  

ED-530XT8 Slip # 

2041827   

 

  

Fee  

Rs. 25,000/   

(Legal Manufacturer)  

  

FUJIFILM Corporation  

Address: 26-30, Nishiazabu  

2-Chome, Minato-Ku, Tokyo  

106.8620   

JAPAN   

  

(Manufacturing site)  

  

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: 31-11-2026 

Fujifilm   

ER-530S2  

ER-530T  

ED-530XT8  

  

Service Life: 6 years.  

  

Class B  

  

Codes:  

ER-530S2  

ER-530T  

ED-530XT8 

Approved subject 

to submission of 

evidence of fee paid 

261.  M/s Vertex Medical 

Pvt. Ltd.   

  

Address: 401-402, 

Block – F,  

Johar Town, Lahore   

  

ELI-00150  

  

Application 

Submitted in R&I  

26-01-2021  

  

 

ED-530XT8 Slip # 

2041827   

 

  

Fee  

Rs. 25,000/   

(Legal Manufacturer)  

  

FUJIFILM Corporation  

Address: 26-30, Nishiazabu  

2-Chome, Minato-Ku, Tokyo  

106.8620   

JAPAN   

  

(Manufacturing site)  

  

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: 31-11-2026 

Fujifilm   

ED-530XT8  

  

Service Life: 6 years.  

  

Class B  

  

Codes:  

ED-530XT8 

Approved subject 

to submission of 

evidence of fee paid 
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262.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
24404172915 dated 

22-01- 2025 

Legal Manufacture: (ABON 

Biopharm (Hangzhou) Co. Ltd. 

Address: #198 , 12 th street 

east, Hongzhou, economic and 

technological department area, 

310018, Hangzhou, Republic 

of China Distributor name: 

(authorized distributor of 

ABON (manufacturer) 

products in USA) Biorad 

laboratories Inc. Address: 4000 

Alfred Nobel drive Hercules 

CA, USA 94547. ) 

Manufacturing Site(s): 

(ABON Biopharm (Hangzhou) 

Co. Ltd. Address: #198 , 12 th 

street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

Brand Name:  

TOX/See Drug screen test- THC 

(194-5187) (THC One step 

Marijuana Test device (Urine) 

(194-5187)  

Class A  

Shelf life: 24 MONTHS 

Codes/Sizes (if any) 194-5187 

Approved 

263.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
65041009847 

dated 22-01- 2025 

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

Brand Name:  

TOX/SEE Drug 

screen test-AMP 

(194-5184) 

AMP one step 

Amphetamine 

Test Device 

(Urine) 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if 

any) 194-5184 

Approved 

264.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Brand Name: 

TOX/See Drug 

screen test- 

(AMP/COC/OPI) 

+ (PCP/THC) 

multi drugs 5 

line device (194- 5200) 

Generic name: 

Approved 
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Fee Challan No. 
08533412 

dated 22-01- 2025 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

TOX/See Drug 

screen test- 

(AMP/COC/OPI) 

+ (PCP/THC) 

multi drugs 5 

line device (194- 5200) 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if any) 

194-5200 

265.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
08533412 

dated 22-01- 2025 

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

Brand Name: 

TOX/See Drug 

screen test- PCP 

(194-5194) 

Generic name: 

(PCP One step 

Phencyclidine 

Test device 

(Urine) (194- 5194) 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if 

any) 194-5194 

Approved 

266.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
08533412 

dated 22-01- 2025 

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

Brand Name: 

TOX/See Drug 

screen test- MTD (194- 5191) 

Generic name: 

(MTD One step 

Methadone Test 

device (Urine) 

(194-5191) 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if 

any) 194-5191 

Approved 
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(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

267.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
93430829148 

dated 22-01- 2025 

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 
Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

Brand Name: 

TOX/See Drug 

screen test- MET 

(194-5190) 

Generic name: 

(MET One step 

Methamphetamine 

Test device (Urine) 

(194-5190 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if any) 

194-5190 

Approved 

268.  M/s Chemical Hose 

situated at 6-C 

sikandar Malhi road 

Canal park Gulberg-

III Lahore  

ELI-00156  

R&I Details 
25/02/2025  

Fee Challan No. 
84212903886 

dated 22-01- 2025 

Legal Manufacture: 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198, 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China 

Distributor name: 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547.) 

Manufacturing Site(s): 

(ABON Biopharm 

(Hangzhou) Co. Ltd. Address: 

#198 , 12 

Th street east, Hongzhou, 

economic and technological 

department area, 310018, 

Hangzhou, Republic of China) 

FSC USFDA 

Brand Name: 

TOX/See Drug 

screen test- COC 

(194-5188) 

(COC One step 

COCAINE Test 

device (Urine)) 

(194-5188) 

Class A 

Shelf life: 24 

MONTHS 

Codes/Sizes (if 

any) 194-5188 

Approved 
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Validity: 13/12/2025 LOA 

Validity: 31/12/2027 

ISO13485 Validity: 31/1/2027 

 

269.  FUTURE 

SCIENTIFIC  

Address of Importer 

Shaheen Town, 

Rawalpindi.  

ELI- 00209  

R.s. 25,000/ through 

slip no: 2016071, 

date: 22.12. 2020 

Track ID:  
WR4-NZ7-EVYW 

Date of R& I  

: 22.12. 2020  

LEGAL 

MANUFACTEURER  
Immunodiagnostic Systems 

Limited  

10 Didcot Way, Boldon 

Business Park,  

Tyne & Wear, NE35 9PD, 

United Kingdom  

LOA validity 04-03-2026  

ISO 13485  
Validity: 14-04-2025  

FSC Germany issuance 16-10-

2023  

IDS SS-A/Ro 

IDS SS-A/Ro 52 kDa 

IDS SS-A/Ro 60 kDa 

IDS SS-B/La 

IDS Sm 

IDS U1-snRNP 

IDS Scl-70 

IDS Jo-1 

IDS t-TG IgA 

IDS t-TG IgG 

IDS t-TG IgG Control Set 

IDS MPO 

IDS PR3 

IDS PR3 II 

IDS LKM-1 

IDS Liver Control Set 

IDS Anti-TG 

IDS Anti-TPO 

IDS Thyroid Control Set 

Class-B  

Shelf Life  
IDS ANA Screen – 12 months  

IDS ENA Screen – 12 months  

Deferred for 

provision of LOA. 

FSC. CE certificate 

ISO 13485 notarized 

required.  

 

Justification required 

for clubbing 

different devices in 

cluster as per MDR 

rules 2017 or 

provision of fees as 

per S.R.O 1324  

270.  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  

19-05-2021 

 

Fee 5000 

2105271 

Legal Manufacturer: 

Immunodiagnostic  

Systems Limited (IDS  

UK) 

Address: 

10 Didcot Way, Boldon  

Business Park, Tyne & Wear, 

NE35 9PD, United Kingdom 

 FSC:  

Country of Origin-United 

Kingdom 

Validity: 08-08-2029 

LOA 

Validity: 04-03-2026 

EC Certificate 

Validity: 26-08-2028 

ISO 13485 

Validity: 15-02-2028 

Brand Name: 

IDS-i10 instrument 

Class -A 

Shelf Life:  

Codes/Sizes: 

Deferred for 

provision of LOA. 

CE certificate ISO 

13485 notarized 

required 

 

Product not found in 

attached FSC please 

highlight 

271.  Khan trading agency 

Data Complex, 

Mouj darya Road, 

Lahore.  

EL100592  

5861-P  

 

 

R&I 4.02.21 

Legal 

Manufacturer:  
Pro-Lab Diagnostics 

3 Bassendale road, 

Bromborough, 

Wirral, CH62 3QL, 

U.K. Tel: +44 (0) 

151 353 1613 Fax: 

+44 (0) 151 353 

1614 www.pro-

lab.co.uk.  

LOA issuance 23-

10-2024  

FSC Canada 

Salmonella 

Agglutination Sera. 

PL6000 to PL.6250 

Shigella 

Agglutination sera. 

PL.6900 To 6903  

Class-B  

Shelf life: 3 years  

Codes as per FSC:  

Salmonella 

Polyvalent 

Agglutinating Sera 

are prepared for use 

in  

slide agglutination 

screening 

procedures to 

serologically 

identify  

cultures for 

epidemiological and 

diagnostic purposes.  

Antisera provide 

Two IVD kits 

applied in single 

application.  

Legal Manufacturer:  
Neogen company, 

 

 

.  

LOA issuance 24-08-2021  

FSC USFDA 28-01-2026  

ISO 13485 31.05.23 

Dehydrated culture media 

Class-B  

Shelf life: 3 years  

Codes as per FSC:  

Deferred Fees is not 

paid for said product 

challan attached is 

general, 

 

ISO 13485 expired 

and non notorized 

 

LOA expired 
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issuance 12-04-2023  serological 

identification only; 

full identification  

of an organism can 

only be made in 

conjunction with 

biochemical  

testing.  

Shigella 

Agglutination sera 

are prepared for use 

in serological 

identification of 

organisms belonging 

to the genus Shigella  
 

272.  M/s Muller & Phipps  

Pakistan (Pvt.)  

Limited Uzma Court  

Main Clifton Road,  

Karachi. 

License No. ELI0003 

 

R&I 13.08.21 

Legal  

Manufacturer: 

ConvaTec  

Limited First  

Avenue Deeside  

Industrial Park  

Deeside,  

Flintshire, CH5  

2NU, UK, 

 

LOA  

issuance 28-01-2026 

  

FSC MHRA  

12-03-2018  

 

 

ISO 13485  

3.01.26 

Diamond 

Codes 

420791 

 

Class-A 

 

Shelf life 4 Years 

Approved subject to 

submission of valid 

FSC and clarification 

of breif description.  

273.  M/s Muller & Phipps  

Pakistan (Pvt.)  

Limited Uzma Court  

Main Clifton Road,  

Karachi. 

License No. ELI0003 

 

R&I 13.08.21 

Legal  

Manufacturer: 

ConvaTec  

Limited First  

Avenue Deeside  

Industrial Park  

Deeside,  

Flintshire, CH5  

2NU, UK, 

 

LOA  

issuance 28-01-2026 

  

FSC MHRA  

12-03-2018  

 

 

ISO 13485  

3.01.26 

Combihesive  

Natura 

Codes 

401545,401546 

 

Class-A 

 

Shelf life 5 Years 

Approved subject to 

submission of valid 

FSC,  

274.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061)  

 

 R&I 13.12.2023 

  Approved  
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Fee 5000  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  

 

 

 

275.   

 Noor 

International, 

29-D, Block 

6, PECHS, 

Karachi (ELI-

00061)  

 

 R&I 

13.12.2023 

Fee 5000 
 

 

 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 latex 

examination 

gloves  

Generic Name: 

Polymer Coated 

Powder Free Latex 

Examination 

Gloves, Smooth  

Class A  

Shelf Life: 03years  

Code: OLPYS 5.4 

G  

Sizes: 

XS/S/M/L/XL  
 

Approved  

276.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061)  

 

 R&I 22.06.2020 

Fee 5000 

 

 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 

with general and 

specific 

accessories  

Class A  

Shelf Life: 10 

years  

Codes:  

90776  

91595  

91596  

91597  
 

Approved subject to 

submission of the 

valid and notarized 

LOA  

277.  Noor International, 

29-D, Block 6, 

  Approved subject to 

submission of the 

valid and notarized 
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PECHS, Karachi 

(ELI-00061)  

 

 R&I 02.04.2020 

Fee 5000 

 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 Arcus 

501, 601, 701  

Generic Name: 

Operating table 

with general and 

specific 

accessories  

Class A  

Shelf Life: 10 

years  

Codes:  

92226  

92226D  

92227  

92227D  

92228  

92228D  
 

LOA  

278.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061)  

 

 R&I 02.04.2020 

Fee 5000 

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 subject to 

submission of the 

valid and notarized 

LOA  

279.  M/S Mediland 

Pakistan Pvt Ltd 

Office no B-09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 

R& I Details: 18-08-

2022 

Medivators Inc. 

14605 28th Avenue North 

Minneapolis, MN  

FSC: 

LOA: 16-10-2025 

EC 30-07-2028   

ISO: 05-07-2027  

Brand Name: CO2 Insufflator and 

Irrigation Pump 

Division 

(Generic Name): CO2 Insufflator 

and Irrigation Pump 

Class: B 

Shelf Life: N/A 

Codes/sizes: 

As per FSC 

Deferred for 

submission of the 

following embassy 

attested / apostille 

FSC and DOC  

Clarify the LOA 

about the products 

and it is issued by 

steris corporation 

USA.  

280.  M/S Mediland 

Pakistan Pvt Ltd 

Office no B-09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 

R& I Details: 18-08-

2022 

Medivators Inc. 

14605 28th Avenue North 

Minneapolis, MN 55447 USA  

 

 

LOA: 16-10-2025 

EC 30-07-2028   

ISO: 05-07-2027 

Brand Name: Scopes Storage and 

Drying Cabinet 

Division 

(Generic Name): Scopes Storage 

and Drying Cabinet 

Class: B 

 

 

Shelf Life: N/A 

Codes/sizes: 

As per FSC 

Deferred for 

submission of the 

following embassy 

attested / apostille 

FSC and DOC  

Clarify the LOA 

about the products 

and it is issued by 

steris corporation 

USA.  

281.  M/S Mediland 

Pakistan Pvt Ltd 

Office no B-09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 

R& I Details: 26-06-

M/s SCHMITZ und Sohne 

GmbH & Co.KG 

Rudolf-Diesel-Strabe 5,  

59199 Bonen Germany  

 

FSC: 24.6.2022 issue date 

 

LOA: 01-10-2026 

Brand Name: OPX Mobilis 

(Generic Name): Operation Table 

Class: A Shelf Life: N/A 

Codes/sizes:200, 200/G, 300 C, 300 

C/G, 300 CL,300 CL/G, RC 30, RC 

30/G, RC 30 L, RC 30 L/G, RC 40, 

RC 40/G, 40 L and RC 4 L/G 

Approved subject to 

submission of 

Form6A 
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2022  

282.  Mediland Pakistan Pvt 

Ltd 

Office no B-09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 

R& I Details: 26-06-

2022  

SCHMITZ und Sohne GmbH 

& Co.KG 

Rudolf-Diesel-Strabe 5,  

59199 Bonen Germany  

FSC: 24.6.2022 issue date 

 

LOA: 01-10-2026 

 

Brand Name: Diamond  

(Generic Name): Operation Table 

Class: A 

Shelf Life: N/A 

Codes/sizes: 40 K, 40 LK, 50 BK 

and 60 BLK 

Approved subject to 

submission of 

Form6A 

283.  M/S Mediland 

Pakistan Pvt Ltd 

Office no B-09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 

R& I Details: 12-08-

2022 

Gebruder Martin GmbH & 

Co.KG KLS Martin Platz 1 

78532 Tuttlingen Germany  

Telephone : +49 7461 706-0 

 

FSC:issu date 10.12.2021 

LOA:  valid till 30-06-2025 

 

 Fee 5000/- 

 

Brand Name: Operation Theaters 

Pendant 

(Generic Name): Operation 

Theaters Pendant 

Class: A 

Shelf Life: N/A 

Codes/sizes: As per FSC 

Approved subject to 

submission of the 

FSC and DOC. 

284.  M/S Mediland 

Pakistan Pvt Ltd 

Office no B09 2nd 

Floor, Masood Arcade 

IJP road near Saidpur 

Road Rawalpindi 

ELI:00202 R& I 

Details: 12-08-2022 

Hoya Corporation Pentax Life 

Care Division 1-1-110, 

TsutsujigaokaAkishima-shi 

196-0012 Tokyo Japan Tel: 

+81 3/39 60 51 55 Fax: +81 

3/53 92 67 24 Web Site: 

www.pentaxmedic al.com  

FSC: 

 LOA: 31-03-2029 EC 

Certificate: ISO: 26-02-2025 

Brand Name: Hoya Corporation 

Pentax Life Care Division (Generic 

Name): Endoscopes Class: B 

 Shelf Life: N/A Codes/sizes:EG29 

-i10 EG27-i10 EG34-i10 EG17-J10 

EG16-K10 EG-3890TK EG-290Kp 

EG-27-V10c EG-29-V10c EG-29-

i10c EC34-i10L EC-380Kp EC34-

i10M EC38-i10L EC38-V10cL 

EC38-V10cM EC34-i10c EC38-

i10c ED34-i10T ED34-i10T2 

ED32-i10 EG38-J10UT EG36-

J10UR EG34-J10U EB11-J10 

EB15-J10 EB19-J10 EB19-J10U 

FB-10V FB-8V FB-18RBS FI-

10RBS F1-13RBS F1-16RBS FI-

9RBS FNL-10RBS FNL-15RP3 

Deferred for 

submission of the 

FSC and Fee or 

clarify the name on 

the fee slip.  

 Also provide ISO 

13485 certificate and 

stability studies 

285.  Oncovanz 

Pharmaceuticals Pvt. 

Ltd ELI-01034 Date 

of Issue: 08/02/2023 

R&I details 

11/Aug/2023 

Legal Manufacturer: Gofarm 

SP. z.o.o SP k. Manufacturing 

Site: Gornikow Street 21/26, 

30-819 Krakow Poland  

 

LOA: Attached Validity: Not 

mentioned FSC: Attached 

Country of Origin: Poland Issue 

date : - 30.01.2023 

ISO-13485: Validity: 30-11-

2026 

 

 LOA issued on  16.12.2022 

Brand Name: Radgel (Generic 

name): Gel for skin post 

radiotherapy Class B Shelf Life: 36 

months Codes/sizes: 3004.9009 

Addressed in M-82  

286.  Oncovanz 

Pharmaceuticals Pvt. 

Ltd ELI-01034 Date 

of Issue: 08/02/2023 

R&I details 

11/Aug/2023 

Legal Manufacturer: Gofarm 

SP. z.o.o SP k. Manufacturing 

Site: Gornikow Street 21/26, 

30-819 Krakow Poland  

 

LOA: Attached Validity: Not 

mentioned FSC: Attached 

Country of Origin: Poland Issue 

Brand Name: Radsol (Generic 

name): Spray for skin post 

radiotherapy Class B Shelf Life: 36 

months Codes/sizes: 3004.9099 

Approved subject to 

submission of the 

valid CE certificate.  
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date : - 30.01.2023 

ISO-13485: Validity: 30-11-

2026 

 

 LOA issued on  16.12.2022 

287.  Oncovanz 

Pharmaceuticals Pvt. 

Ltd ELI-01034 Date 

of Issue: 08/02/2023 

R&I details 

11/Aug/2023 

Legal Manufacturer: Gofarm 

SP. z.o.o SP k. Manufacturing 

Site: Gornikow Street 21/26, 

30-819 Krakow Poland  

 

LOA: Attached Validity: Not 

mentioned FSC: Attached 

Country of Origin: Poland Issue 

date : - 25.09.2023 

ISO-13485: Validity: 30-11-

2026 

 

 LOA issued on  22.06.2023 

Brand Name: Mucovanz (Generic 

name): Oral Cavity Protective Gel 

Class A Shelf Life: 24 months 

Codes/sizes: GMDN Code: 47276 

Approved subject  to 

submission of the 

valid CE certificate. 

and stability studies 

288.  Oncovanz 

Pharmaceuticals Pvt. 

Ltd ELI-01034 Date 

of Issue: 08/02/2023 

R&I details 

11/Aug/2023 

Legal Manufacturer: Gofarm 

SP. z.o.o SP k. Manufacturing 

Site: Gornikow Street 21/26, 

30-819 Krakow Poland  

 

LOA: Attached Validity: Not 

mentioned FSC: Attached 

Country of Origin: Poland Issue 

date : - 30.01.2023 

ISO-13485: Validity: 30-11-

2026 

 

 LOA issued on  16.12.2022 

Brand Name: Dervanz (Generic 

name): Cream Class B Shelf Life: 

36 months Codes/sizes: 3004.9099 

Approved subject  to 

submission of the 

valid CE certificate. 

and stability studies 

289.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 09-06-2025 

(Legalizedapostille  FSC 

Attached)  

 

LOA Attached) EC Certificate 

Validity: 12-31-2028  EC 

Attached) ISO 13485 Validity: 

19-06-2025 ( ISO 

CERTIFICATE Attached) 

Brand Name: ZKSK Generic 

Name: Disposable Biopsy Forceps 

Class B  

Shelf Life: 03 years Codes/Sizes: 

BF18-G23/160P BF18-E23/230P 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   

290.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Brand Name: ZKSK Generic 

Name : Silicone Gastrostomy Tube 

Class B Shelf Life: 2 years 

Codes/Sizes: GT24F 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   
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Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 25.01.2026 

(Legalized apostille  FSC 

Attached)  

 

LOA Attached) EC 

Certificate Validity: 12-31-

2028  EC Attached) ISO 

13485 Validity: 19-06-2025 ( 

ISO CERTIFICATE 

Attached) 

291.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 25.01.2026 

(Legalized apostille  FSC 

Attached)  

 

LOA Attached) EC 

Certificate Validity: 12-31-

2028  EC Attached) ISO 

13485 Validity: 19-06-2025 ( 

ISO CERTIFICATE 

Attached) 

Brand Name: ZKSK Generic 

Name: Endoscopic Injection 

Needle Class B Shelf Life: 2 years 

Codes/Sizes: SN18-07/160 & 

SN18- 05/160 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   

292.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 25.01.2026 

(Legalized apostille  FSC 

Attached)  

 

LOA Attached) EC 

Certificate Validity: 12-31-

2028  EC Attached) ISO 

13485 Validity: 19-06-2025 ( 

ISO CERTIFICATE 

Attached) 

Brand Name: ZKSK Generic 

Name: Disposable Hemoclip Class 

B Shelf Life: 03 years Codes/Sizes: 

HC-10-195/26P HC-14-195/26P 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   
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293.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 25.01.2026 

(Legalized apostille  FSC 

Attached)  

 

LOA Attached) EC 

Certificate Validity: 12-31-

2028  EC Attached) ISO 

13485 Validity: 19-06-2025 ( 

ISO CERTIFICATE 

Attached) 

Brand Name: ZKSK Generic 

Name: Multi Band Ligator Class B 

Shelf Life: 02 years Codes/Sizes: 

BL18-7A BL18-7A(B 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   

294.  TALHA 

ENTERPRISE 

Address: 67E/1 , 

Khayaban-eJami , 

Commercial Street # 

7, Phase VII , D.H.A , 

Karachi, Pakistan. 

 

(ELI-00925) Validity: 

05-12-2027 

Legal Manufacturer: Beijing 

ZKSK Technology Co., Ltd. 

Manufacturing Site: Building 

9, 6 & No.6 Yuan Hengye 

North 7th Street, Yongle 

Economic Development 

Zone, Tongzhou District, 

Beijing 101105, China Date 

of  

R&I 12 OCT 2022  

 

FSC: Country of Origin 

CHINA Validity: 25.01.2026 

(Legalized apostille  FSC 

Attached)  

 

LOA Attached) EC 

Certificate Validity: 12-31-

2028  EC Attached) ISO 

13485 Validity: 19-06-2025 ( 

ISO CERTIFICATE 

Attached) 

ZKSK (Endoscopic Gastrostomy 

(PEG) Kits.  

Class B Shelf Life: 2years 

Codes/Sizes: (GT24F-L; GT24F-

K) 

Approved subject to 

submission of the CE 

certificate and 

 Stability studies   

295.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

3712367379 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

Brand name: BMC 

Generic name: 

Nasal Cannula 

Size/specification: 

Product Models: 

NC11, NC12 

Sizes: All Sizes 

( small, medium, 

large) 

Class: B 

Shelf life: 5 years 

Approved subject to 

submission of the 

embassy attested  

valid FSC , notarized 

Ce certificate  and 

stability studies  
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No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

296.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

255190313 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

Brand name: BMC 

Generic name: 

Respiratory High 

Flow Therapy 

Device 

Size/specification: 

H-80M 

H-80A 

H-80AS 

Class: B 

Shelf life: 

5 Years 

Approved subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  

297.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

689619507 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Brand name: BMC 

Generic name: 

Polysomnograph 

Size/specification: 

H2 Pro 

H2 Elite 

Class: B 

Shelf life: 10 years 

Approved subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  
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Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

298.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

32840044 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

FSC 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

Brand name: BMC 

Generic name: 

Heated Breathing 

Tube 

Size/specification: 

GH1 

GH2 

Class: B 

Shelf life: 5 years 

Approved subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  

299.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

0109362875 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

Brand name: BMC 

Generic name: 

Oxygen 

Concentrator 

Size/specification: 

SO1 5A 

SO1 5B 

Class: B 

Shelf life: 5 years 

Approved one model 

subject to 

submission of the 

notarized Ce 

certificate and 

stability studies 

along with the valid 

and notarized FSC  

 The firm need to 

submit differential 

fee  for class C.  
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3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

FSC 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

300.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

006338646733 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

Brand name: BMC 

Generic name: 

Sleep Screener 

Size/specification: 

YH-600A Pro 

Class: B 

Shelf life: 10 years 

Approved subject to 

submission of the 

embassy attested  

valid FSC , notarized 

Ce certificate  and 

stability studies   

301.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Brand name: BMC 

Generic name: 

Portable Sleep 

Diagnostic System 

Size/specification: 

YH-600B 

H2 

H2 Plus 

Class: B 

Shelf life: 10 years 

Approved one model 

subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  
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Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

302.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

3359513764 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

Brand name: BMC 

Generic name: 

Nasal Pillows 

Interface 

Size/specification: 

P2 

P2H 

Class: B 

Shelf life: 5 years 

Approved one model 

subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  

303.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

354397920568 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

Brand name: BMC 

Generic name: 

Respiratory 

Insufficiency 

Ventilator 

Size/specification: 

R-80C 

R-80B 

R-80S 

R-90S 

Class: B 

Shelf life: 

5 Years 

Approved one model 

subject to 

submission of the 

notarized Ce 

certificate and 

stability studies 

along with the valid 

and notarized FSC  

 The firm need to 

submit differential 

fee  for class C.  
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FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

304.  M/s 

MOODY GLOBAL 

SERVICES 

Address: OfficeNo. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

License No. 

ELI-00926 

Receipt No. 

48946576748 

BMC Medical 

Co., Ltd., China 

Address: Room 110 

Tower A Fengyu 

Building, No.115 

Fucheng Road Haidian, 

100036 Beijing, 

People's Republic of 

China. 

Manufacturer  

BMC (Tianjin) Medical Co., 

Ltd. 

Address: 2/F North Area and 

3/F, Building 

No.4, No.1 Xinxing Road, 

Wuqing District, 

301700 Tianjin, People's 

Republic of China 

 

FSC 

Country of origin: 

China 

Validity: 01-01-2024 

LOA validity: 

02-03-2027 

 

 ISO 13485  valid till 

1.03.2023 

Brand name: BMC 

Generic name: 

Breathing Tube 

Size/specification: 

L1 (D15, D19) 

Class: B 

Shelf life: 3 years 

Approved one model 

subject to 

submission of the 

notarized Ce 

certificate  and 

stability studies 

along with the valid 

and notarized FSC  

305.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

 

 

 Brand Name: 

Membraning kits  

tc Sensor 54 

Membraning kit 

54,  

Class A  

Shelf Life: N/A  

Codes: 905-868  
 

Approved  

306.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

 

 Brand Name: 

Membraning kits  

tc Sensor 84 

Membraning kit 

84,  

Class A  

Shelf Life: N/A  

Codes: 905-871  
 

Approved 
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Validity: 28-02-2026 

307.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

 

 Brand Name: 

Membraning kits  

TOSCA Sensor 

preparation 

supplies,  

Class A  

Shelf Life: N/A  

Codes:5601100  
 

Approved 

308.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

Brand Name: Sensor fixations  

Adhesive rings N20 kit  

Class A  

Shelf Life: N/A  

Codes: 905-872  

Approved 

309.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

Brand Name: Sensor fixations  

Fixation kit N20  

Class A  

Shelf Life: N/A  

Codes: 905-873  

Approved 

310.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

R&I 1.9.23 

Fee 5000/- 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

Brand Name: TCM5 Calibration 

Gas  

Item no  

Class A  

Shelf Life: N/A  

Codes: 962-209  

Approved 

311.   

Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

R&I 1.9.23 

 

 

Legal Manufacturer:  
Radiometer Medical Aps 

Åkandevej 21  

2700 Brønshøj-Denmark  

Ph: +45 38 27 38 27  

www.radiometer.com  

FSC: Denmark  

Validity:26-09-2025  

LOA  

Validity: 28-02-2026 

Brand Name: tc Sensors contact gel  

Class A  

Shelf Life: N/A  

Codes: 0603210  

Approved 
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Fee 5000/- 

312.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

 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.c

om  

Info@simoenmedical.c

om  

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 with the 

code 141-0015725  

And apply separately 

for the others or 

justify as per MDR 

2017 

313.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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 MC  

Generic Name: OT 

Surgical Light  

Class A  

Shelf Life: 05years  

Codes:  

141-0015800  

141-0015801  

141-0015802  

141-0015803  

141-0017239  

141-0017240  

141-0015804  

141-0015805  

161-0016493  

161-0016499  
 

Approved with the 

code 141-0015800  

And apply separately 

for the others or justify 

as per MDR 2017 

314.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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 with the 

code 141-0015700  

And apply separately 

for the others or justify 

as per MDR 2017 

315.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

Legal Manufacturer:  
S.I.M.E.O.N Medical GMBH 

and CO.KG  

IN Grubenacker 18  

Brand Name: Sim. LED 500 MC  

Generic Name: OT Surgical Light  

Class A  

Shelf Life: 05years  

Approved with the 

code 141-0015635  

And apply separately 

for the others or justify 
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(ELI-00061 

 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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 

Codes:  

141-0015635  

141-0015365  

141-0015367  

141-0015368  

141-0017233  

141-0017234  

141-0015639  

141-0015640  

161-0016491  

as per MDR 2017 

316.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 11-9-2024  

LOA:  

Validity: 4-12-2025 

Brand Name: Sim. LED 500 SC  

Generic Name: OT Surgical Light  

Class A  

Shelf Life: 05years  

Codes:  

141-0015640  

141-0015615  

141-0015616  

141-0015617  

141-0015618  

141-0017229  

141-0017230  

141-0015619  

161-0016490  

161-0016496  

161-0016810  

Approved with the 

code 141-0015640  

And apply separately 

for the others or justify 

as per MDR 2017 

317.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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 with the 

code 141-0015645  

And apply separately 

for the others or justify 

as per MDR 2017 

318.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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 with the 

code 141-0015625  

And apply separately 

for the others or justify 

as per MDR 2017  
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319.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 11-9-2024  

LOA:  

Validity: 4-12-2025 

Brand Name: Sim. LED 3500+  

Generic Name: OT Examination 

Light  

Class A  

Shelf Life: 05years  

Codes:  

141-0013150  

161-0013153  

161-0013151  

161-0013154  

161-0016801  

Approved the code 

161-0013153  

And apply separately 

for the otherss 

320.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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 subject to 

submission of the 

R&I reciving and fee 

slip.The code 141-

0012550  is 

approved and  

Apply separately for the 

others or justification 

may be provided  

321.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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  

Approved the code 

141-0012771  

And apply separtly for 

the other s 
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141-0017117  

141-0018686  

141-0018687  

141-0014748  

141-0014749  

141-0014746  

141-0014747  

The unique 

SIMEON triangle 

design offers a 

maximum light-

emitting surface and 

an optimal depth of 

illumination. Made 

of lightweight 

aluminum, the light 

body and suspension 

system allows for 

fast and smooth 

positioning.  

 

322.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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 subject to 

provision of evidence of 

the FSC having the 

applied code or clarify.   

323.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

 Fee 5000 

 

 

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  

Issue date : 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 subject to 

provision of evidence of 

the FSC having the 

applied code or clarify.   

324.  Noor International, 

29-D, Block 6, 

PECHS, Karachi 

(ELI-00061 

 

 R&I 17.1.2020 

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 7000 SC  

Generic Name: OT Surgical Light  

Class A  

Shelf Life: 05years  

Codes:  

141-0014750  

141-0014751  

141-0014752  

141-0017228  

Approved the code 

141-0014750  

And apply separately 

for the other s 
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 Fee 5000 

 

 

FSC: Germany  

Issue date : 11-9-2024  

LOA:  

Validity: 4-12-2025 

141-0017115  

141-0014758  

141-0014759  

141-0014756  

141-0014757  

161-0013365  

161-0013367  

161-0016807  

161-0016488  

161-0016494  

161-0016808  

325.  Noor 

International, 

29-D, Block 

6, PECHS, 

Karachi (ELI-

00061)  

R&I 23.08.2023 

 Fee 5000 

 

 Legal 

Manufacturer:  
STEMA 

Medizintechnik 

GmbH  

take-off GewerbePark 

74 78579 Neuhausen 

ob Eck/Germany  

FSC: Germany  

 Issuance date 23-09-

2024  

LOA  

03-07-2025  
 

Brand Name: Needle holders  

Generic: Needle holders  

Class A  

Shelf Life: 09years  

Codes:  

EG-003-052  

EG-003-053 

 

Approved  

326.   Noor 

International, 

29-D, Block 

6, PECHS, 

Karachi (ELI-

00061)  

R&I 23.08.2023 

 Fee 5000 

 

 Legal 

Manufacturer:  
STEMA 

Medizintechnik 

GmbH  

take-off GewerbePark 

74 78579 Neuhausen 

ob Eck/Germany  

FSC: Germany  

Issuance date 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 subject to 

submission of the 

differential fee as per 

new SRO and apply on 

form 7A. The firm shall  

submit valid ISO 13485  

and  stability studies as 

well 

327.  Noor 

International, 

29-D, Block 

6, PECHS, 

Karachi (ELI-

00061)  

Fee 25000 

Legal Manufacturer  
R VENT Medikal URETIMA 

AS   yazibasi Mh Balkan Cd 

No 33 Torbali Izmir Turkey  

Date of R&I  

05-10-2022  

FSC: Turkey  

Validity: 02-10-2026  

FSC:  

LOA  

Validity: 31-12-2025\  

ISO 13485  

Validity: 09-06-2027 

 

 

 Brand Name: 

RVENT Closed 

Suction system  72 

Hrs.  

Generic Name:  
Class: B  

Shelf Life: 4 Years 

 

  
 

Approved subject to 

submission of the R&I 

receiving’s and Stability 

studies and valid and 

notarized Ce certificate  

328.  Noor 

International, 

29-D, Block 

6, PECHS, 

Legal Manufacturer  
R VENT Medikal URETIMA 

AS   yazibasi Mh Balkan Cd 

No 33 Torbali Izmir Turkey  

Date of R&I  

 Approved subject to 

submission of the R&I 

receiving’s embassy 

attested valid FSC if not 

submitted. Submit 
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Karachi (ELI-

00061)  

Fee 25000 

05-10-2022  

FSC: Turkey  

Validity: 02-10-2026  

FSC:  

LOA  

Validity: 31-12-2025\  

ISO 13485  

Validity: 09-06-2027 

 

 Brand Name:  
Close Suction 24 

Hrs.  

Generic Name:  

Class: B  

Shelf Life: 4 Years  

 

Stability studies and 

valid and notarized Ce 

certificate.  

329.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 6.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Korea 

 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

 ISO 13485 19.12.2025 

Brand Name: 

V-TUBE – EDTA 

Plastic Tube 

Generic Name: EDTA 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Reference 

No. 

Draw 

Volume 

500903 9.0 ㎖ 

520603 6.0 ㎖ 

510403 4.0 ㎖ 

510303 3.0 ㎖ 

400903 9.0 ㎖ 

420603 6.0 ㎖ 

410403 4.0 ㎖ 

410303 3.0 ㎖ 

421504 5.0 ㎖ 

411354 3.5 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

Approved  

330.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 22.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Korea 

Phone:+82‐62‐710‐5006, 

Fax: +82‐62‐710‐5007 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

Brand Name: 

V-TUBE – Serum 

Separator Gel Plastic 

Tube 

Generic Name: Clot 

Activator with Gel 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Reference 

No. 

Draw 

Volume 

301802 8.0 ㎖ 

321502 5.0 ㎖ 

311352 3.5 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

Approved 

331.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

R&I date 22.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Brand Name: 

V-TUBE Citrate 

Plastic Tube 

Generic Name: Citrate 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Approved 
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Korea 

Phone:+82‐62‐710‐5006, 

Fax: +82‐62‐710‐5007 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

Reference 

No. 

Draw 

Volume 

630277 2.7 ㎖ 

630187 1.8 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

332.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 22.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Korea 

Phone:+82‐62‐710‐5006, 

Fax: +82‐62‐710‐5007 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

Brand Name: 

V-TUBE – Serum 

Plastic Tube 

Generic Name: 

Clot Active Serum 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Referenc 

e No. 

Draw 

Volume 

300901 9.0 ㎖ 

320601 6.0 ㎖ 

310401 4.0 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

Approved 

333.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 12.04.2021 

Fee 5000/- 

Legal Manufacturer: 

M/s 

IDL Biotech AB(publ) 

Address: Karlsbodavagen 

39, SE‐168 67 Bromma, 

Sweden 

Postal Address: P.O.Box 

11151, SE161 11 Bromma, 

Sweden 

FSC: Sweden 

Validity: 25 May 2022 

LOA 

Validity: 17 Sept 2025 

Brand Name: 

TUBEX Color Scale 

Generic Name: 

Accessory item for 

Rapid Typhoid 

Detection Kit named 

TUBEX TF 

Class A 

Shelf Life: No shelf 

Life (Reusable) 

Cat #: 

10‐928 

Pack Size: 

1 / Pack 

Approved  

334.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 22.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Korea 

Phone:+82‐62‐710‐5006, 

Fax: +82‐62‐710‐5007 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

Brand Name: 

V-TUBE – Heparin 

Plastic Tube 

Generic Name: 

Heparin 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Referenc 

e No. 

Draw 

Volume 

720605 6.0 ㎖ 

710405 4.0 ㎖ 

800905 9.0㎖ 

820605 6.0 ㎖ 

810405 4.0 ㎖ 

701806 8.0 ㎖ 

Approved 
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721506 5.0 ㎖ 

711356 3.5 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

335.  M/s. 

Vantage 

Technologies 

Islamabad 

ELI: 00219 

 

 R&I date 22.09.2020 

Fee 5000/- 

Legal Manufacturer: 

M/s 

AB Medical Inc, Korea 

Address: 6‐24, 

Nanosandan 5‐ro, Nammyeon, 

Jangseong‐gun, 

Jeollanam‐do, (57248), 

Korea 

Phone:+82‐62‐710‐5006, 

Fax: +82‐62‐710‐5007 

FSC: KOREA 

Issue Date: 8 May 2023 

Validity: Not Mentioned 

LOA 

Validity: 15 May 2027 

Brand Name: 

V-TUBE – Glucose 

Evacuated Plastic Tube 

Generic Name: 

Fluoride EDTA / 

Glucose 

Blood Collection Tube 

Class A 

Shelf Life: 18 years 

Reference 

No. 

Draw 

Volume 

910408 4.0 ㎖ 

Pack Size: 

1200 (100 X 12)/ Pack 

Approved 

336.   

 M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-

116, phase-1, 

S.I.T.E., Super 

Highway, Karachi  

ELI:00761  
 

 

 Legal Manufacturer:  
M/s Hakuzo Medical 

Asia Co., Ltd 390/1B 

WHA Chonburi 

Industrial Estate Moo2, 

Khao Khansong, Si 

Racha, Chonburi 20110-

Thailand.  

FSC  

Validity:05-03-2026  

LOA  

Validity: 25-06-2027  
 

 

 Brand Name:Eleban 

Prestat Mini TH 

Injection Plaster.  

Generic 

Name:Adhesive Non-

Woven Rayon Tape 

with Non-Woven 

Fabric Pad  

Class A  

Shelf Life: 3 Years  

HS Code: 9018:3990  

Sizes:  

36mm x 36mm  
 

Approved subject to 

submission of the R&I 

receiving and Fee and 

DOC  

337.   M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-116, 

phase-1, S.I.T.E., 

Super Highway, 

Karachi  

ELI:00761  

 

 Legal Manufacturer:  
M/s TG Medical sdn Bhd 

Co., Ltd  

Add:Lot 5091, Jalan 

Teratai, Batu 5, Off Jalan 

Meru, 41050, Klang 

Sealangor Darul Ehsan., 

Malaysia.  

Manufacturing Site: TG 

Medical sdn Bhd Co., 

Ltd.  

LOA  

Validity: 28-11-2027  
 

 

 Brand Name; 

Pureshield (Latex 

Examination Gloves 

Powdered)  

Class A  

Shelf Life: 5 Years  

HS Code: 4015:1100  

Sizes:  

Small  

Medium  

Large  
 

Approved subject to 

submission of the R&I 

receiving and Fee  

338.   M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-116, 

phase-1, S.I.T.E., 

Super Highway, 

Karachi  

ELI:00761  

Legal Manufacturer:  
M/s TG Medical sdn Bhd Co., 

Ltd  

Add:Lot 5091, Jalan Teratai, 

Batu 5, Off Jalan Meru, 41050, 

Klang Sealangor Darul Ehsan., 

Malaysia.  

Manufacturing Site: TG 

Medical sdn Bhd Co., Ltd.  

LOA  

 

 Brand Name; 

Pureshield (Latex 

Examination Gloves 

Non- Powdered)  

Class A  

Shelf Life: 5 Years  

HS Code: 4015:1100  

Sizes:  

Small  

Approved subject to 

submission of the R&I 

receiving and Fee 
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Validity: 28-11-2027 Medium  

Large  

 

339.   M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-116, 

phase-1, S.I.T.E., 

Super Highway, 

Karachi  

ELI:00761  

 

 Legal 

Manufacturer:  
M/s Winner Medical ( 

huangong) Co., Ltd.  

Add:T1 chibbi rd  

huanggang city hubei 

province china.   

 

Winner Industrial 

Park, Bulong Rd., 

Longhua, Shenzen 

City, China  

FSC: China  

Validity: 05/08/2026  

LOA  

Validity: 31/12/2025  
 

 

 Brand Name; 

Winner  

Generic Name; 

Sterile Transparent 

Film I.V Dressing  

Class A  

Shelf Life: 3 Years  

HS Code: 

3005:1090  

Sizes:  

7cm x 9cm  
 

Approved  

340.   M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-116, 

phase-1, S.I.T.E., 

Super Highway, 

Karachi  

ELI:00761  

 

 Legal Manufacturer:  
M/s Winner Medical Co., 

Ltd  

Add: Winner Industrial 

Park, Bulong Rd., 

Longhua, Shenzen City, 

China  

Manufacturing Site: 

Winner Medical Co., Ltd  

FSC: China  

Validity: 05/08/2026  

LOA  

Validity: 31/12/2025  
 

 

 Brand Name; 

Winner  

Generic Name; Non-

Woven Wound 

Dressing Fixation 

Roll  

Class A  

Shelf Life: 3 Years  

HS Code: 3005:1090  

Sizes:  

10cm x 100cm  
 

Approved 

341.  M/s. Usman 

Enterprise Karachi  

Add: Plot No: A-

116, phase-1, 

S.I.T.E., Super 

Highway, Karachi  

ELI:00761  

R& I 16.01.2025 

Fee 5000/- 

 

 Legal Manufacturer:  
M/s Winner Medical Co., 

Ltd  

Add:Winner Industrial 

Park, Bulong Rd., 

Longhua, Shenzen City, 

China  

Manufacturing Site: 

Winner Medical Co., Ltd  

FSC: China  

Validity: 05/08/2026  

LOA  

Validity: 31/12/2025  
 

 

 

 Brand Name; Winner  

Generic Name; Non-

Woven Adhesive 

Wound Dressing with 

Pad  

Class A  

Shelf Life: 3 Years  

HS Code: 3005:1090  

Sizes:  

10 x 30cm  

10 x 25cm  

10 x 20cm  
 

Approved 

342.  QUALITY 

MEDICAL 

SERVICES H-49. 

Gordon College Road 

Rawalpindi 

ELI:00123 

Legal Manufacturer: Name: 

SHANGHAI WEYUAN 

MEDICAL DEVICE CO. LTD 

Address: No. 33, Fuqing Rd, 

Qingcun Town, Fengxian 

District, Shanghai, 9916  

FSC: valid till 24.SEP.2022  

Brand Name; Azac medical  

 Generic Name; 

Surgical/Examination Lights Class 

A Shelf Life: 10 years 

Deferred for 

clarification of name of 

the device since in FSC 

it is halogen Surgical 

light  
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LOA: 04-JAN-2025 

343.  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: 

28/09/2023 Fee 

Challan No.: 

846955557 PKR: 

25,000/ 

Legal Manufacturer: Name: 

TIANCHANG CITY ANRUI 

MEDICAL EQUIPMENTS 

CO.,LTD Add：Renhe 

Industrial District 239331 , 

Tianchang City, Anhui 

Province, China 

LOA Validity: 01/08/2026 

FSC Validity: 01/15/2026 

 ISo 13485 valid til 19.07.2027 

SAFE+ LATEX SURGICAL 

GLOVES (POWDERED) SIZE: (6, 

6.5, 7, 7.5, 8, 8.5, 9) Class: B Shelf 

Life : 5Years MD group: FAMILY 

 

 

Approved subject to 

submission of the CE 

certificate and fee slip of 

RS 25000/- 

344.  DELTA PLUS 

(PVT) LTD 

08, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

FITONE LATEX 

PRODUCTS CO., LTD. 

GUANGDONG 

 

No. 5 Tongyi Road, Lingbei 

Industrial Zone, Suixi, 

524338 Zhanjiang, 

Guangdong, PEOPLE'S 

REPUBLIC OF CHINA 

 FSC china vaid till 

29.07.20226 

 LOA valid till 25.07.2026 

Natural Latex probe cover Deferred for submission 

of the Form6A, brief 

description, codes, shelf 

life and DOC  

345.  DELTA PLUS 

(PVT) LTD 

08, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

 Fee 6000 

 R& I 11.02.2025 

A1 Globe Sdn. Bhd. 

 

A1-2, Block A, Jalan Haruan 

5/9, Pusat Komersial Oakland 

II, 70300 Seremban, 

 

Negeri Sembilan, Malaysia 

 FSC valid till 19.06.2027 

 LOA valid till till 17th july 

2029 

 

Powder Free Nitrile Examination 

Gloves/HANDEX 

Deferred for submission 

of the Form6A, brief 

description, codes, shelf 

life and DOC  

346.  DELTA PLUS 

(PVT) LTD 

08, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

 Fee 6000 

 R& I 11.02.2025 

A1 Globe Sdn. Bhd. 

 

A1-2, Block A, Jalan Haruan 

5/9, Pusat Komersial Oakland 

II, 70300 Seremban, 

 

Negeri Sembilan, Malaysia 

Powder Free Nitrile Examination 

Gloves/A1 GLOBE 

Deferred for submission 

of the Form6A, brief 

description, codes, shelf 

life and DOC  

347.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

M/s. Guangzhou 

Decheng 

Biotechnology Co., 

Ltd. 

Company 

Address:  Floor 

3/4/5/7, Building A1, 

No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192 

 Diabetic assay Hemoglobin A1c 

(HbA1c) Rapid test Kit   

Class: B 

MD group: 

Single  

Shelf Life:  

24 Months 

 

Codes/Sizes: 
5257C4X025,,,  5257C4X050 

Approved subject to 

submission of stability 

studies and R&I 

receiving and fee slip.   
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(ELI-00084) 

 

 

R&I Dated: 

14-04-2024 

Fee Challan No.: 

72258205357 

PKR: 25000/- 

 

Website: 
www.docheckbio.com 

 

 

FSC country of 

origin: 

Expiry 8-03-2025 

 

FSC RRA :issu date 

23.2.2022 

LOA Validity:  

07-10-2028 

EC Certificate: 

26-05-2025 

ISO 13485: 15-03-2024 

 

 

348.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14-04-2024 

Fee Challan No.: 

270728254 

PKR: 5000/- 

 

M/s. Guangzhou 

Decheng 

Biotechnology Co., 

Ltd. 

Company 

Address:  Floor 

3/4/5/7, Building A1, 

No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192 

Website: 
www.docheckbio.com 

 

 

FSC country of 

origin: 

8-03-2025 

 

LOA Validity:  

07-10-2028 

ISO 13485: 15-03-2024 

 

 

Immunoflourescense Analyzer and 

Incubator  

 

Class: A 

MD group: 

System 

Shelf Life:  

5 Years 

 

Codes/Sizes: 
DC903A 

DC914A 

Approved subject to 

submission of stability 

studies and R&I 

receiving and fee slip 

and clarification of the 

brand name   

349.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14-04-2024 

M/s. Guangzhou 

Decheng 

Biotechnology Co., 

Ltd. 

Company 

Address:  Floor 

3/4/5/7, Building A1, 

No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192 

Website: 
www.docheckbio.com 

 

 

FSC country of 

Thyroid Hormones 

Triiodothyronine (T3)  

Thyroxine (T4) 

Free T3 (FT3) 

Free T4 (FT4) 

Thyroid-stimulating Hormone 

(TSH) 

 

Class: B 

MD group: 

Cluster  

Shelf Life:  

24 Months 

 

Codes/Sizes: 
5304C4X025, 5304C4X050 , 

5294C4X025, 5294C4X050 , 

Already addressed in 

M-77    
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Fee Challan No.: 

45073126736 

PKR: 25000/- 

 

origin: 

8-03-2025 

 

FSC RRA :Belgium 

issaue date 2022  

LOA Validity:  

07-10-2028 

EC Certificate: 

26-05-2025 

ISO 13485: 15-03-2024 

 

 

5324C4X025, 5324C4X050 , 

5334C4X025, 5334C4X050 , 

5284C4X025, 5284C4X050 

350.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14-04-2024 

Fee Challan No.: 

47173065991 

PKR: 25000/- 

 

M/s. Guangzhou 

Decheng 

Biotechnology Co., 

Ltd. 

Company 

Address:  Floor 

3/4/5/7, Building A1, 

No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192 

Website: 
www.docheckbio.com 

 

 

FSC country of 

origin: 

8-03-2025 

 

LOA Validity:  

07-10-2028 

ISO 13485: 15-03-2024 

 

 

Vitamin D fluorescent  rapid test 

kit 

 

Class: C 

MD group: 

Single 

Shelf Life:  

24 Months 

 

Codes/Sizes: 
5314C4X025, 5314C4X050 

 

 

Addressed in M-77   

351.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14-04-2024 

Fee Challan No.: 

47173065991 

PKR: 25000/- 

 

M/s. Guangzhou 

Decheng 

Biotechnology Co., 

Ltd. 

Company 

Address:  Floor 

3/4/5/7, Building A1, 

No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192 

Website: 
www.docheckbio.com 

 

 

FSC country of 

origin: 

8-03-2025 

 

FSC RRA Belgium 

:issue date 2022 

D-Dimer (DD) rapid test kit 

 

Class: C 

MD group: 

Single 

Shelf Life:  

24 Months 

 

Codes/Sizes: 
5314C4X025, 5314C4X050 

Addressed in M-77   
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LOA Validity:  

07-10-2028 

ISO 13485: 15-03-2024 

 

 

352.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14 May 2024 

Fee Challan No.: 

584233359304 

PKR: 25000/- 

 

M/s. Wuhan Easy 

Diagnosis 

Biomedicine Co,. Ltd. 

Company 

Address:  Room 3 & 

4, 2nd floor, Bldg 25, 

Phase 3.1 Wuhan 

Optics Valley 

International 

Biopharmaceutical 

Enterprise 

Accelerator. No.388, 

Gaoxin 2nd RD, East 

Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China 

Contact: +86-27-

65523649 

Website: 
www.easydiagnosis.co

m 

 

FSC country of 

origin: 

18 Jan 2026 

 

FSC RRA Spain  

Issuance Date:  

20.02.2024-2024 

LOA Validity:  

7-12-2024 

EC Certificate:  

ISO 13485: 26-01-2027 

 

 

 

 Creatine Kinase 

Isoenzyme (CK-MB) 

Test Kit 

(Immunofluorescence 

Method)  

Class: C  

MD group: Cluster  

Shelf Life:  

18 Months  

Codes/Sizes:  
W-CP-CK-MB-50, W-

IF-CKMB-20  
 

Addressed in M-77   

353.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14 May 2024 

Fee Challan No.: 

584233359304 

M/s. Wuhan Easy 

Diagnosis 

Biomedicine Co,. Ltd. 

Company 

Address:  Room 3 & 

4, 2nd floor, Bldg 25, 

Phase 3.1 Wuhan 

Optics Valley 

International 

Biopharmaceutical 

Enterprise 

Accelerator. No.388, 

Gaoxin 2nd RD, East 

Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China 

Contact: +86-27-

65523649 

Website: 

Hemoglobin AIC (HbAIc) Test Kit  

 

Class: B 

MD group:  Single  

Shelf Life:  

24 Months 

 

Codes/Sizes: 
W-IF-VD-20 

Addressed in M-77   
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PKR: 25000/- 

 

www.easydiagnosis.co

m 

 

FSC country of 

origin: 

18 Jan 2026 

 

LOA Validity:  

7-12-2024 

EC Certificate: N/A 

ISO 13485: 26-01-2027 

 

 

354.   

 Sure Bio- 

Diagnostics & 

Pharmaceuticals  

Address of 

Importer  
EE-10, Defence 

View Phase-II, 

Near Iqra 

University 

Shaheed-e-

Millat Express 

Way, Karachi.  

(ELI-00084)  

R&I Dated:  

14 May 2024  

Fee Challan 

No.:  
032214079195  

PKR: 50000/-  
 

 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  

ISO 13485: 26-01-2027  
 

 

High sensitivity  

Cardiac troponin I( 

hs-cTnI test kit  

 Class: C  

MD group: Single  

Shelf Life:  

18 Months  

Codes/Sizes:  
W-cTnl-20,  

 

Addressed in M-77   

355.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14 May 2024 

M/s. Wuhan Easy 

Diagnosis 

Biomedicine Co,. Ltd. 

Company 

Address:  Room 3 & 

4, 2nd floor, Bldg 25, 

Phase 3.1 Wuhan 

Optics Valley 

International 

Biopharmaceutical 

Enterprise 

Accelerator. No.388, 

Gaoxin 2nd RD, East 

Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China 

Contact: +86-27-

Blood Gas Analyzer PT1000 

  

Class: A 

MD group:  Single 

Shelf Life: 

5 Years 

Codes/sizes:  
PT1000 (UDI-DI 

697372013BJPTT001JR 

 

  

Addressed in M-77   
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Fee Challan No.: 

180654828412 

PKR: 5000/- 

 

65523649 

Website: 
www.easydiagnosis.co

m 

 

FSC Country of origine: 

18 Jan 2026 

 

FSC RRA :  

Issuance Date: 10-01-

2024 

LOA Validity: 7-12-

2024 

EC Certificate: N/A 

ISO 13485: 26-01-2027 

 

 

356.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14 May 2024 

Fee Challan No.: 

180654828412 

PKR: 5000/- 

 

M/s. Wuhan Easy 

Diagnosis 

Biomedicine Co,. Ltd. 

Company 

Address:  Room 3 & 

4, 2nd floor, Bldg 25, 

Phase 3.1 Wuhan 

Optics Valley 

International 

Biopharmaceutical 

Enterprise 

Accelerator. No.388, 

Gaoxin 2nd RD, East 

Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China 

Contact: +86-27-

65523649 

Website: 
www.easydiagnosis.co

m 

 

FSC country of 

origin: 

18 Jan 2026 

 

FSC RRA Germany  

Issuance Date:  

10-01-2024 

LOA Validity:  

7-12-2024 

EC Certificate: N/A 

ISO 13485: 26-01-2027 

 

 

Fluorescence Immunity Analyzer 

Model: QFT9000 

 

 

Class: A 

MD group:  Single 

Shelf Life:  

5 Years 

 

Codes/Sizes: 
W-CF-IL-6-24 Mod 24 test kits 

W-CF-IL-6-60 Mod 60 test kits 

Addressed in M-77   

357.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

M/s. Wuhan Easy 

Diagnosis 

Biomedicine Co,. Ltd. 

Company 

Address:  Room 3 & 

4, 2nd floor, Bldg 25, 

Phase 3.1 Wuhan 

Thyroid Function 

Marker ( Cluster of FT3- 

Free Triiodothyronine 

(fT3) Test Kit 

(Immunofluorescence 

Method, 

FT4- Free Thyroxine (FT4) 

Addressed in M-77      
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University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 

R&I Dated: 

14 May 2024 

Fee Challan No.: 

008296329 

PKR: 25000/- 

 

Optics Valley 

International 

Biopharmaceutical 

Enterprise 

Accelerator. No.388, 

Gaoxin 2nd RD, East 

Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China 

Contact: +86-27-

65523649 

Website: 
www.easydiagnosis.co

m 

 

FSC country of 

origin: 

18 Jan 2026 

 

FSC RRA Spain  

Issuance Date:  

08-03-2024 

LOA Validity:  

7-12-2024 

EC Certificate: N/A 

ISO 13485: 26-01-2027 

 

 

Test Kit 

(Immunofluorescence 

Method, 

T3- Total Triiodothyronine 

(T3) Test Kit 

(Immunofluorescence 

Method, 

T4 Total Thyroxine (T4) 

Test Kit 

(Immunofluorescence 

Method, 

TSH Thyroid Stimulating 

Hormone (TSH) Test Kit. 

 

 

Class: B 

MD group:  Cluster 

Shelf Life:  

24 Months 

Codes/Sizes: 
W-IF-T3-20 

W-IF-T4-20 

W-IF-TSH-20 

W-IF-FT3-20 

W-IF-FT4-20 

358.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  

ISO 13485: 26-01-2027  
 

 

 Cytokines, 

Interleukin 6 (lL-6) 

Test Kit  

Class: C  

MD group: Single  

Shelf Life:  

18 Months  

Codes/Sizes:  
W-CF-IL-6-24 Mod 

24 test kits  

W-CF-IL-6-60 Mod 

60 test kits  
 

Addressed in M-77   

359.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  

  Addressed in M-77   
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EE-10, 

Defence 

View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  
ISO 13485: 26-01-2027  

 

 Blood Gas Testing 

Cartridge  

Class: C  

MD group: Single  

Shelf Life:  

180 Days  

Codes/Sizes:  
(W-PT325;W-PT3-60; 

W-PT3-120;W-PT3-

150; W-PT3-200;W-

PT3-300; W-PT4L-

25;W-PT4L-60; W-

PT4L-120;W-PT4L-

150; W-PT4L-200;W-

PT4L-300; W-PT4H-

25;W-PT4H-60; W-

PT4H-120;W-PT4H-

150; W-PT4H-200;W-

PT4H-300; W-PT5-

25;W-PT5-60; W-PT5-

120;W-PT5-150; W-

PT5-200;W-PT5-300; 

W-PT6E-25;W-PT6E-

60; W-PT6E-120;W-

PT6E-150; W-PT6E-

200;W-PT6E-300; W-

PT6-25;W-PT6-60; W-

PT6-120;W-PT6-150; 

W-PT6-200; W-PT6-

300; W-PT8-25;W-

PT8-60; W-PT8-

120;W-PT8-150; W-

PT8-200; W-PT8-300; 

W-PTIL-25;W-PTIL-

60; W-PT9L-120;W-

PT9L-150; W-PTIL-

200;W-PT9IL-300; W-

PT9G-25;W-PT 9G-60; 

W-PT9G-120; W-

PT9IG-150; W-PT9G-

200; W-PTIG-300 W-

PT10-25;W-PT10-60; 

'W- 

 PT9IG-150; W-

PT9G-200; W-

PTIG-300 W-PT10-

25;W-PT10-60; 'W-

PT10-120;W-PT10-

150; W-PT10-200; 

W-PT10-300.)  

(W-QP-A-1;W-QP-

A-2; W-QP-A-3;W-

QP-A-123; W-QP-

B-1;W-QP-B-2;  
  

360.  Sure Bio- Diagnostics 

& Pharmaceuticals 

Address of Importer  
EE-10, 

Defence 

  Addressed in M-77   
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View Phase-

II, Near Iqra 

University 

Shaheed-e-

Millat 

Express Way, 

Karachi. 

(ELI-00084) 

 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  
ISO 13485: 26-01-2027  

 

 Easy 

Diagnosis 

Biomedicine 

D-Dimer 

(cluster of D 

Dimer, Cystatin 

C, Ferritin (Fer) 

Test, Gastrin 

17, 

Procalcitonin 

(PCT) Test Kit, 

PGⅠ/PGⅡcomb

o test kit, S100-

β protein 

(S100-β) Test 

Kit, Serum 

Amyloid A 

(SAA) Test Kit, 

β Human 

Chorionic 

Gonadotropin 

(β-HCG) Test 

Kit, Beta 2 

Microglobulin 

(β2-MG) Test 

Kit)  

Class: B  

MD group:  

Cluster  

Shelf Life:  

24 Months  
 

 Codes/Sizes:  
W-IF-SAA-20  

W-IF-G17-20  

W-IF-S100- 

β-20  

W-IF-PG-20  

W-IF- β2-

MG-20  

W-IF-Cys C-

20  

W-IF-Fer-20  

W- β-HCG-20  

W-S100- β-20  

W-PG-20  

W-CysC-20  

W-PCT-20  
 

361.     

 Hemoglobin 

AIC (HbAIc) 

Test Kit  

Class: B  

MD group: 

Single  

Shelf Life:  

24 Months  

Codes/Sizes 
W-IF-VD-20  

 

Addressed in M-77   
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 Sure Bio- 

Diagnostics & 

Pharmaceuticals  

Address of 

Importer  
EE-10, Defence 

View Phase-II, 

Near Iqra 

University 

Shaheed-e-

Millat Express 

Way, Karachi.  

(ELI-00084)  

R&I Dated:  

14 May 2024  

Fee Challan 

No.:  
584233359304  

PKR: 25000/-  
 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  

ISO 13485: 26-01-2027  
 

362.   

 Sure Bio- 

Diagnostics & 

Pharmaceuticals  

Address of 

Importer  
EE-10, Defence 

View Phase-II, 

Near Iqra 

University 

Shaheed-e-

Millat Express 

Way, Karachi.  

(ELI-00084)  

R&I Dated:  

14 May 2024  

Fee Challan 

No.:  
4142610526  

PKR: 50000/-  
 

 

 M/s. Wuhan Easy 

Diagnosis Biomedicine 

Co,. Ltd.  

Company Address: 

Room 3 & 4, 2nd floor, 

Bldg 25, Phase 3.1 

Wuhan Optics Valley 

International 

Biopharmaceutical 

Enterprise Accelerator. 

No.388, Gaoxin 2nd 

RD, East Lake Hi-Tech 

Development Zone, 

430074 Wuhan, China  

Contact: +86-27-

65523649  

Website: 

www.easydiagnosis.co

m  

FSC country of origin:  
18 Jan 2026  

FSC RRA Spain  

Issuance Date:  

08-03-2024  

LOA Validity:  

7-12-2024  

EC Certificate: N/A  

ISO 13485: 26-01-2027  
 

 

 Cardiac Marker N-

Terminal pro brain 

Natriuretic Peptide  

Class: C  

MD group: Cluster  

Shelf Life:  

18 Months  

Codes/Sizes:  
W-CP-NT-proBNP-

50, W-NT-proBNP 

20, W-IF—

NTproBNP 20  
 

Addressed in M-77   

363.     Addressed in M-77   
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 Sure Bio- 

Diagnostics & 

Pharmaceuticals  

Address of 

Importer  
EE-10, Defence 

View Phase-II, 

Near Iqra 

University 

Shaheed-e-

Millat Express 

Way, Karachi.  

(ELI-00084)  

R&I Dated:  

14-04-2024  

Fee Challan 

No.:  
896586878  

PKR: 50000/-  
 

 M/s. Guangzhou 

Decheng Biotechnology 

Co., Ltd.  

Company Address: 

Floor 3/4/5/7, Building 

A1, No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-

2855-7192  

Website: 

www.docheckbio.com  

FSC country of origin:  
8-03-2025  

FSC RRA : Belgium 

issued on 23.02.2022  

LOA Validity:  
07-10-2028  

ISO 13485: : 15-03-

2024  
 

 C-reactive Protein 

(hsCRP&CRP) 

Rapid Test Kit  

Class: C  

MD group:  
Single  

Shelf Life:  

24 Months  

Codes/Sizes:  
5084C4X025, 

5084C4X050  
 

364.   

 Sure Bio- 

Diagnostics & 

Pharmaceuticals  

Address of 

Importer  
EE-10, Defence 

View Phase-II, 

Near Iqra 

University 

Shaheed-e-Millat 

Express Way, 

Karachi.  

(ELI-00084)  

R&I Dated:  

14-04-2024  

Fee Challan 

No.:  
761376805933  

PKR: 50000/-  
 

 

 M/s. Guangzhou 

Decheng Biotechnology 

Co., Ltd.  

Company Address: 

Floor 3/4/5/7, Building 

A1, No.12, Nanyun 1st 

Road, Science City 

Guangzhou China  

Contact: +86-020-2855-

7192  

Website: 

www.docheckbio.com  

FSC country of origin:  
8-03-2025  

FSC RRA :Belgium 

Issue date 13.02.2022  

LOA Validity:  
07-10-2028  

EC Certificate:  
26-05-2025  

ISO 13485: 15-03-2024  
 

 

 Cardiac Troponin 

I (cTnI) Rapid 

Test Kit  
Class: C  

MD group:  
Single  

Shelf Life:  

63 Days  

Codes/Sizes:  
5184C4X025, 

5184C4X050  
 

Addressed in M-77   

365.  M/s Atlas Enterprises, 

3-Talpur Building, 1st 

Floor, Near Dow 

Medical College, 

M.A. Jinnah Road, 

Karachi. ELI:00737 

R& I Details: 09-09-

2024 

 Fee 6000 

Hebei Free Trade Zone 

Shenhong Medical Devices 

Co.,Ltd Add:1305-1, 

Konggang North Street Office 

Building, Shijiazhuang 

Comprehensive Bonded Zone, 

Zhengding District, China 

(Hebei) Pilot FSC  Netherlands  

validity: 08-01-2029 LOA 

validity: 12-03-2029 

 ISO 13485 valid till 

16.03.2026 

Brand Name: EDTA K3 Tube 

(Generic Name): Single-use 

Container For Human Venous 

Blood Specimen Collection Class: 

A Shelf Life: Glass Tube 3 years 

PET Tube 2 years Codes/sizes: Nil 

Approved  

366.  M/s Atlas Enterprises, 

3-Talpur Building, 1st 

Floor, Near Dow 

Medical College, 

M.A. Jinnah Road, 

Hebei Free Trade Zone 

Shenhong Medical Devices 

Co.,Ltd Add:1305-1, 

Konggang North Street Office 

Building, Shijiazhuang 

Brand Name: Clot Activator Tube 

(Generic Name): Single-use 

Container For Human Venous 

Blood Specimen Collection Class: 

A Shelf Life: Glass Tube 3 years 

Approved  
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Karachi. ELI:00737 

R& I Details: 09-09-

2024 

 Fee 6000 

Comprehensive Bonded Zone, 

Zhengding District, China 

(Hebei) Pilot FSC Netherlands 

validity: 08-01-2029 LOA 

validity: 12-03-2029 

PET Tube 2 years Codes/sizes: Nil 

367.  M/s. United 

Healthcare Plot No. 

330/A Second Floor, 

DMCHS, Alamgir 

Road, Karachi. ELI-

00293 

M/s Huaian Medicom Medical 

Technology Co. Ltd., N0123 

Meicheng west road, Qingpu 

industry park, huaian city, 

Jiangsu, China Date of R&I 

13-09-2019 FSC: Country of 

Origin Validity: 27-03-2025 

LOA Validity: 24-02- 2028 EC 

Certificate Validity: 31-12- 

2028 ISO 13485 Validity: 26-

12- 2024 

Safety 3 Way Stopcock (With 

Extension Tube & Without) Class 

B Shelf Life: 05 Years Size: with 

extension tube 10CM, 15 CM, 20 

CM, 25 CM, 30 CM, 50 CM, 100 

CM, 150 CM Without extension 

tube: 6: 100 

Approved subject to 

submission of the 

FSC reflecting the 

name  and stability 

studies 

368.  M/s. United 

Healthcare Plot No. 

330/A Second Floor, 

DMCHS, Alamgir 

Road, Karachi. ELI-

00293 

M/s Huaian Medicom Medical 

Technology Co. Ltd., N0123 

Meicheng west road, Qingpu 

industry park, huaian city, 

Jiangsu, China Date of R&I 

13-09-2019 FSC: Country of 

Origin Validity: 27-03-2025 

LOA Validity: 24-02- 2028 EC 

Certificate Validity: 31-12- 

2028 ISO 13485 Validity: 26-

12- 2024 

Star IV Catheter (without injection 

port, with wings) Class B Shelf 

Life: 05 Years 

Size: 14G, 16G, 18G, 20G, 22G, 

24G, 26G 

Approved subject to 

submission of the 

FSC reflecting the 

name  and stability 

studies  

369.  Name United 

Healthcare Address of 

Importer Plot No. 

330/A 2nd Floor, 

Block 3, DMCHS, 

Alamgir Road, 

Karachi (ELI-00293) 

Legal Manufacturer: M/s 

Assure Tech (Hangzhou) Co., 

Ltd Manufacturing Site: 

Building 4, No. 1418-50, 

Moganshan Road, Gongshu 

District, Hangzhou, Zhejiang, 

China Date of  

R&I 17-02-2025  

FSC: Country: CHINA 

Validity: 01-02-2027 LOA 

Validity: 29-12-2029 CE 

Certificate Validity: 26-05-

2025 ISO 13485 Validity: 28-

11-2025 

Brand Name SafetyAssure HCG 

Pregnancy Test Strip  

Generic Name: HCG Pregnancy 

Test Strip Class-B Shelf Life: 02 

years Codes/Sizes: HCG-U11, 

HCGU11-10, HCG-U11- 20, HCG-

U11-25, HCG-C11 

Approved subject to 

submission of the 

FSC reflecting the 

name  and stability 

studies 

370.  Name United 

Healthcare Address of 

Importer Plot No. 

330/A 2nd Floor, 

Block 3, DMCHS, 

Alamgir Road, 

Karachi (ELI-00293) 

Legal Manufacturer: M/s 

Assure Tech (Hangzhou) Co., 

Ltd Manufacturing Site: 

Building 4, No. 1418-50, 

Moganshan Road, Gongshu 

District, Hangzhou, Zhejiang, 

China Date of R&I 17-02-2025 

FSC: Country: CHINA 

Validity: 01-02-2027 LOA 

Validity: 29-12-2029 CE 

Certificate Validity: 26-05-

2025 ISO 13485 Validity: 28-

11-2025 

Brand Name SafetyAssure Blood 

Glucose Monitoring System 

Generic Name: Blood Glucose 

Monitoring System 

Class-B Shelf Life: 02 years 

Codes/Sizes: EG-101, EG-102, 

GOP-101, GHP-101, EGS-102, 

C901005, C902005 

Deferred for  

submission of the 

FSC reflecting the 

name and stability 

studies. Also submit 

differential fee of the 

system as per New 

SRO.  

371.  Name United 

Healthcare Address of 

Importer Plot No. 

330/A 2nd Floor, 

Block 3, DMCHS, 

Legal Manufacturer: M/s 

Assure Tech (Hangzhou) Co., 

Ltd Manufacturing Site: 

Building 4, No. 1418-50, 

Moganshan Road, Gongshu 

Brand Name SafetyAssure Malaria 

P.f/P.v Rapid Test Generic Name: 

Malaria P.f/P.v Rapid Test Class-B 

Shelf Life: 02 years Codes/Sizes: 

MAL-W23M001, MAL-W11M001 

Approved subject to 

submission of the 

FSC reflecting the 

name  and stability 

studies 
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Alamgir Road, 

Karachi (ELI-00293) 

District, Hangzhou, Zhejiang, 

China Date of R&I 17-02-2025 

FSC: Country: CHINA 

Validity: 01-02-2027 LOA 

Validity: 29-12-2029 CE 

Certificate Validity: 26-05-

2025 ISO 13485 Validity: 28-

11-2025 

372.  United Healthcare 

Plot No: 330/A, 2nd 

floor, Block 3, 

DMCH, Alamgir 

Road, Karachi.. ELI-

00293 

Legal Manufacturer: 

Tianchang City Anrui Medical 

Equipmements Co., Ltd Renhe 

Industrial District, Tianchang 

City, Anhui Province, China 

Date of 

 R&I 11-12-2023 FSC: 

Country of Origin Validity: 15-

01-2026 LOA Validity: 31-10-

2028 EC Certificate Validity: 

31-12-2028 ISO 13485 

Validity: 19-07-2027 

Starmed Sterile Surgical Gloves for 

Single Use Models: 6, 6.5, 7, 7.5, 8, 

8.5, 9 Class: Class B Shelf Life: 5 

Years 

Approved subject to 

submission of the Ce 

certificate  

373.  M/s. Uniprom 

Healthcare ELI-00286 

Address: L-151, 2nd 

Floor, 13-G, Sehba 

Akhtar Road, Gulshan 

e Iqbal, Karachi 

M/s. Nurel Medikal Sanayi  ve 

ticaret  anonym sirketi 

organize sanayi  bolgesi MH  

karanfil sk no 4/8 osmangazi 

bursa . 

Address : Demirtaş 

Sakarya Mahallesi, Karanfil 

Sok. 4/B, 16245 Osmangazi / 

Bursa, Turkey Contact : Phone 

Number: +90 224 261 10 20 

Fax: +90 224 261 10 20 Email: 

info@nurelmedikal.com FSC 

Validity:29th March 2025 

LOA Validity: 30th June 2025 

Brand Name: EUROSET Generic 

Name: Sterile Single use Surgical 

Drape. Class A Shelf Life: 5 years 

Codes: 2000, 3020 2200, 2202 

2604, 2606 2800, 1209 2138, 3800 

4000, 3605 3004 2292, 2601, 2602 

3002, 3003, 3007 1843, 2015, 3005 

Approved subject to 

submission of valid 

Ce certificate and 

those codes which 

are in FSC  

374.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi. 

 

ELI:00416 

 

R&I: 

07/03/2025 

Fee Slip No: 

2033308658 

Fee Submission 

Date: 

12/11/2024 

Legal Manufacturer (as per 

Form-7A): Beaver-Visitec 

International Sales Limited, 

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Warwickshire, B50 4JH UK. 

Manufacturing Site: (as per 

online data) Beaver-Visitec 

International, Inc. 

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575 

Documents submitted: 

LOA Validity: 

31/12/2027 

FSC Validity issued by 

USFDA: 05/12/2025 

ISO13485 Validity: 

13/12/2026. 

Beaver Optimum  

(Optimum Knife 15°Green) 

 

 

Class B 

 

 

Shelf Life: Not provided 

 

Codes / Sizes (if any)  

46741 

 

Approved subject to 

submission of FSC 

of the reference 

country/CE 

Certificate (FQA) for 

the applied site (as 

mentioned in Form-

7A) & accordingly 

the ISO 13485 shall 

also be submitted for 

the applied site. 

375.  M/s Jasani Scientifics 

SC-45, Marium 

Square, chandni 

Chowk, Stadium road, 

Karachi. 

Legal Manufacturer (as per 

Form-7A): Beaver-Visitec 

International Sales Limited, 

Waterloo Industrial Estate, 

Bidford-Upon-Avon, 

Visitec IRis Ring (6/sp and 1/sp) 

(IRis Ring and Inserter) 

 

Class B 

 

Approved subject to 

submission of FSC 

of the reference 

country/CE 

Certificate (FQA) for 
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ELI:00416 

 

R&I: 

07/03/2025 

Fee Slip No: 

78227710265 

Fee Submission 

Date: 

12/11/2024 

Warwickshire, B50 4JH UK. 

Manufacturing Site: (as per 

online data) Beaver-Visitec 

International, Inc. 

Valle del Cedro No. 1520, 

Parque Industrial lntermex 

Ciudad Juarez, Chihuahua 

MEXICO CP 32575 

Documents submitted: 

LOA Validity: 

31/12/2027 

FSC Validity issued by 

USFDA: 05/12/2025 

ISO13485 Validity: 

13/12/2026. 

 

Shelf Life: Not provided 

 

Codes / Sizes (if any)  

46698 

the applied site (as 

mentioned in Form-

7A) & accordingly 

the ISO 13485 shall 

also be submitted for 

the applied site. 

376.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

R&I Details 

25/02/2025 

Fee Challan No. 

7558243833 

dated 08-01- 

2025 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/SEE 

drug screen 

test TCA, 25 

Test (194- 

5234) 

Generic name: 

TOX/SEE 

drug screen 

test TCA, 25 

Test (194- 

5234) 

 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5234 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 
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377.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

80238233854 

dated 08-01- 

2025 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/SEE drug screen 

test 

(AMP/BAR/BZO/COC/ 

TCA 

MET/OPI/ PCP /THC ) 

(194-5230) 

Generic name: 

TOX/SEE drug screen 

test 

(AMP/BAR/BZO/COC/ 

TCA 

MET/OPI/ PCP /THC ) 

(194-5230) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5230 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 

378.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

55976753933 

dated 08-01- 

2025 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Brand Name: 

TOX/SEE drug screen 

test 

(AMP/BAR/BZO/COC/ 

TCA 

MET/ MTD/OPI/ PCP 

/THC ) (194-5228) 

Generic name: 

TOX/SEE drug screen 

test 

(AMP/BAR/BZO/COC/ 

TCA 

MET/ MTD/OPI/ PCP 

/THC ) (194-5228) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5228 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 
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Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

379.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

589260496998 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/SEE drug screen test 

(AMP/BAR/BZO/COC/MDMA/ 

MET/ MTD/OPI/ PCP /THC ) 

(194-5225) 

Generic name: 

TOX/SEE drug screen test 

(AMP/BAR/BZO/COC/MDMA/ 

MET/ MTD/OPI/ PCP /THC ) 

(194-5225) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5225 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 
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380.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan 

No. 

5931749319 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/SEE 

drug screen 

test 

MDMA, 25 

Test (194- 

5224) 

Generic name: 

TOX/SEE 

drug screen 

test 

MDMA, 25 

Test (194- 

5224) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5224 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 

381.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

66580615864 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Brand Name: 

TOX/SEE drug screen test 

(AMP/BAR/BZO/COC/MDMA/ 

MET/ MTD/OPI/ OXY/ 

PCP/TCA /THC ) (194-5221) 

Generic name: 

TOX/SEE drug screen test 

(AMP/BAR/BZO/COC/MDMA/ 

MET/ MTD/OPI/ OXY/ 

PCP/TCA /THC ) (194-5221) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5221 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 



Decisions of 84th Meeting of MDB (18-03-2025)                                                                Page 150 of 168 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

382.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

1076332435 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/See Drug 

screen test- 

(THC/ OPI/ 

COC/ AMP/ 

BZO) (194- 

5216) 

Generic name: 

TOX/See Drug 

screen test- 

(THC/ OPI/ 

COC/ AMP/ 

BZO) (194- 

5216) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5216 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 
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383.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan 

No. 

067831955 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

Brand Name: 

TOX/See Drug screen test- 

(AMP/ BAR/ BZO/ 

COC/MTD/OPI/PCP/THC) 

MULTI DRUGS 8 LINE 

DEVICE (194-5209) 

Generic name: 

TOX/See Drug screen test- 

(AMP/ BAR/ BZO/ 

COC/MTD/OPI/PCP/THC) 

MULTI DRUGS 8 LINE 

DEVICE (194-5209) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5209 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 

384.  M/s Chemical 

Hose situated 

at 

6-C sikandar 

Malhi road 

Canal park 

Gulberg-III 

Lahore 

ELI-00156 

 

R&I Details 

25/02/2025 

Fee Challan No. 

343225818 

dated 08-01- 

2025. 

Legal Manufacturer & Site as 

per Form-7A: ABON 

Biopharm 

(Hangzhou) Co. Ltd. 

Address: #198, 12th 

street east, Hongzhou, 

economic and 

technological 

department area, 

310018, Hangzhou, 

Republic of China. 

Distributor name: 

(authorized distributor 

of ABON 

(manufacturer) 

products in USA) 

Biorad laboratories Inc. 

Address: 4000 Alfred 

Nobel drive Hercules 

CA, USA 94547. 

 

Brand Name: 

TOX/See Drug 

screen test-BUP 

(194-5205) 

Generic name: 

TOX/See Drug 

screen test-BUP 

(194-5205) 

Class A 

 

Shelf life: 24 

MONTHS 

 

Codes/Sizes (if 

any) 194-5205 

Approved subject to 

submission of FSC 

of the reference 

country/country of 

origin for the applied 

site (as mentioned in 

Form-7A). 
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Documents submitted: 

LOA for Bio Rad issued by 

ABON Biopharm dated 

15/03/2024 

LOA for Chemical House 

issued by Bio Rad Validity: 

31/12/2027 

 

FSC Validity issued by 

USFDA: 13/12/2025. 

ISO 13485 for China site valid 

upto 31-01-2027. 

 

ISO 13485 for US site valid 

upto 20-12-2024. 

 

 

385.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

26898170174 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Biochemistry Control Urine 

 

Class B 

 

Shelf life: 

 

Codes/Sizes: 

18054 (1x5 ml) 

18066 (1x5 ml) 

18036 (1x20 ml) 

18037 (10x20 ml) 

Approved subject to 

submission of fee as 

per new SRO & 

revised Form-7A 

with demanded Shelf 

life & stability study 

data. 

386.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

05333183 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Adenosine Deaminase (ADA) 

Standard 

 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

18052 (1x1 ML) 

Approved 
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387.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

1977263654 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Adenosine Deaminase (ADA) 

Controls Level I & II 

 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

18048 (2x1 ML) 

Approved 

388.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

245685352958 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Adenosine Deaminase (ADA) 

 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

12754 (40 ml) 

23754 (40 ml) 

Approved. 

389.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 20000/- & 5000/- 

vide Challan No. 

4106893568 & 

096676586310 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Aspartate Aminotransferase 

(AST/GOT) 

 

Class B 

 

Shelf life: 18 months 

 

Codes/Sizes: 

11830 (50 ML) 

11531 (200 ML) 

11567 (500 ML) 

11561 (1000 ML) 

21531 (600 ML) 

23531 (300 ML) 

12531 (250 ML) 

Approved. 
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390.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

0707969788 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Lipase 

 

Class B 

 

Shelf life: 18 months 

 

Codes/Sizes: 

11760 (1x20+11x10 ml) 

12760 ((1x20+11x10 ml) 

21760 (1x20+11x10 ml) 

Approved. 

391.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

41392591198 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Alpha Amylase (DIRECT, EPS) 

Class B 

 

Shelf life: 18 months 

 

Codes/Sizes: 

11583 (25 ml) 

11550 (150 ml) 

12550 (100 ml) 

21550 (160 ml) 

23550 (80 ml) 

11534 (40 ml) 

21534 (150 ml) 

12535 (40 ml) 

Approved. 

392.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

2514856409 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

gamma-Glutamyl Transferase (γ-

GT) 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

11584 (50 ML) 

11520 200 ML) 

12520 (250 ML) 

21520 (300 ML) 

23520 (150 ML) 

Approved. 
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393.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

207320778380 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Creatine Kinase-MB (CK-MB) 

Class B 

 

Shelf life: 18 months 

 

Codes/Sizes: 

11792 (50 ML) 

12566 (45 ML) 

21792 (150 ML) 

23792 (75 ML) 

Approved. 

394.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

7605836436 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Protein Total  

Class B 

 

Shelf life: 36 months 

 

Codes/Sizes: 

21513 (160 ML) 

23513 (80 ML) 

11800 (50 ML) 

11500 (500 ML 

11572 (250 ML) 

11553 (1000 ML) 

12500 (500 ML) 

11501 (200 ML) 

11559 (500 ML) 

12501 (250) 

21512 (160 ML) 

23512 (80 ML) 

Approved. 

395.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

06/10/2022 

 

Fee: 25000/- vide 

Challan No. 

42666598000 

Dated: 23-09-2022 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Creatine Kinase (CK) 

Class B 

 

Shelf life: 36 months 

 

Codes/Sizes: 

23790 (150 ML) 

21790 (75 ML) 

11790 (50 ML) 

11791 (200 ML) 

12524 (45 ML) 

Approved. 
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396.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

21/01/2020 

FeeChallan No. 

2021474 

Dated: 20-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Bilirubin Total & Direct Cluster 

Class B 

 

Shelf life: 36 months 

 

Codes/Sizes: 

11510 (200 ml) 

11544 (1000 ml) 

12504 (250 ml) 

21504 (300 ml) 

23504 (75 ml) 

11515 (200 ml) 

11555 (1000 ml) 

11511 (200 ml) 

11545 (1000 ml) 

12506 (250 ml) 

21506 (600 ml) 

23506 (300ml) 

11513 (1x5 mL) 

Approved. 

397.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

21/01/2020 

FeeChallan No. 

2021473 

Dated: 20-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Cholesterol, HDL, LDL 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

11805 (1×50 ml) 

11505 (1×200 ml) 

11506 (1×500 ml) 

11539 (1×1L) 

12505 (10×50 ml) 

21505 (10×60ml) 

23505 (4×60ml) 

11585 (80 ml) 

12585 (80 ml) 

21585 (160 ml) 

23585 (80 ml) 

11557 (80 ml) 

12557 (80 ml) 

21557 (160 ml) 

23557 (80 ml) 

11523 (200 ml) 

11648 (1x50 ml) 

11579 (1x20 ml) 

Approved. 

398.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

21/01/2020 

FeeChallan No. 

2021472 

Dated: 20-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Alkaline Phosphatase (ALP)-DEA 

& AMP 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

12514 (5×20 ml) 

21590 (4×60 ml + 4×15ml) 

23590 (1×60 ml + 1× 15 ml) 

11590 (50 ml) 

11591 (200ml) 

11597 (500 ml) 

Approved. 
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12518 (5×20 ml) 

21592 (4×60 ml + 4×15ml) 

23592 (1×60 ml + 1× 15 ml) 

11592 (50 ml) 

11593 (200ml) 

11598 (500 ml) 

399.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-KARACHI 

 

ELI-00184 

 

R&I Details 

14/01/2020 

FeeChallan No. 

2005525. 

Dated: 14-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

alanine Aminotransferase 

(ALT/GPT) 

Class B 

 

Shelf life: 24 months 

 

Codes/Sizes: 

21533 (8×60ML + 8×15ML) 

23533 (4×60ML + 4×15ML) 

11533 (1×200ML) 

11568 (1×500ML) 

11562 (1×1L) 

11832 (1x40ML+1x10ML) 

12533 (5×40ML + 5×10ML) 

Approved. 

400.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-Karachi. 

 

ELI-00184 

 

R&I Details 

14/01/2020 

FeeChallan No. 

2005524. 

Dated: 14-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Urea/BUN 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

11516 (4×50 ml) 

11517 (2×250ml) 

11541 (1×1L) 

12516 (5×40ml + 5×10ml) 

21516 (8×60 ml + 8×15 ml) 

23516 (4×60 ml + 4×15 ml) 

Approved. 

401.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-Karachi. 

 

ELI-00184 

 

R&I Details 

14/01/2020 

FeeChallan No. 

2005524. 

Dated: 14-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Urea/BUN 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

11516 (4×50 ml) 

11517 (2×250ml) 

11541 (1×1L) 

12516 (5×40ml + 5×10ml) 

21516 (8×60 ml + 8×15 ml) 

23516 (4×60 ml + 4×15 ml) 

Approved. 
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402.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-Karachi. 

 

ELI-00184 

 

R&I Details 

14/01/2020 

FeeChallan No. 

2005522. 

Dated: 14-01-2020. 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 29-06-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Triglycerides 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

11828 (1×50 ml) 

11528 (4× 50 ml) 

11529 (2×250 ml) 

12528 (10×50 ml) 

21528 (10×60 ml) 

23528 (4× 60 ml) 

Approved. 

403.  DIAG. M (PRIVATE) 

LIMITED 

B-270, Sector 6-F, 

EBM Causeway, 

Mehran Town, 

Korangi-Karachi. 

 

ELI-00184 

 

R&I Details 

21/10/2019 

FeeChallan No. 

1951892 

Dated: 17-10-2019 

M/s BioSystems S.A., 

Costa Brava 30, Barcelona, 

Spain. 

 

Documents submitted: 

LOA: 

Validity: 29-04-2029 

FSC: 

Country of Origin: SPAIN 

issued on 07-09-2022. 

ISO 13485: 

Validity: 12-12-2025 

BIOSYSTEMS 

Biochemistry Control Serum 

Human Level I & II 

Class B 

 

Shelf life: 30 months 

 

Codes/Sizes: 

18042 (5x5 ml) 

18043 (5x5 ml) 

Approved. 

404.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

29-Jan-24 

 

 

Fee deposited: Rs. 

25,000/- 

 

 

-Paid deposit slip# 

49716868351 Paid 

on: 23-11-2023 

Legal manufacturer: 

Depuy Ireland Uc, Loughbeg, 

Ringaskiddy, Cork, Ireland 

 

 

CFG No.  

14110-9-2023 Valid till 24- 

September -2025  

 

LoA dated 07-11-2023 

 

 

 

ISO Valid till 15-July-2027 

 

ARTICUL TR BALL 

Instruments 

 

Class B 

 

Shelf-life: Not mentioned. As the 

products are Non-sterile & 

resusable 

 

Codes: 

253069000 

253070000 

253081000 

253082000 

253083000 

253084000 

253091000 

253092000 

253093000 

253094000 

253150000 

253151000 

253152000 

253153000 

253154000 

 

 

 

Approved. 
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405.  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 Paid 

on: 20-05-2022. 

Legal manufacturer: 

Depuy Ireland Uc, Loughbeg, 

Ringaskiddy, Cork, Ireland 

 

Physical manufacturer: 

 

Symmetry Medical Polyvac 

S.A.S, 

Address: Parc D'activites Du 

Moulin, 139 Avenue Clement 

Ader, Wambrechies, 59118, 

FRANCE 

  

Symmetry Medical Inc - 

Manchester, 

Address:, 253 Abby Road, 

Manchester, NH 03103, USA 

 

Documents Submitted: 

 

CFG No. 15098-9-2021 valid 

till 26-Sep 2023 

 

LoA dated 07-11-2023 

 

 

ISO valid till 15-07-2027 

 

 

CORAIL REVISION 

INSTRUMENT 

 

 

Class A 

 

Shelf-life: Not mentioned. As the 

products are Non-sterile & 

resusable 

 

Codes:  

L95057 

L95058 

L98700 

L98701 

L98702 

L98703 

L98704 

 

 

 

 

Approved. 

406.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

6-Feb-20 

 

Fee: PKR 25,030/- 

 

Paid deposit slip# 
2020861 Paid On: 6-

Dec-2019 

 

 

Legal Manufacturer: 

Ethicon, LLC 

Highway 183 km 8.3,  

San Lorenzo, Puerto Rico 

00754, USA 

 

Manufacturing Site: 

Ethicon, LLC 

Highway 183 km 8.3,  

San Lorenzo, Puerto Rico 

00754, USA 

 

Documents Submitted: 

 

LoA dated 10-11-2022 Valid 

until otherwise indicated by 

Legal Manufacturer 

 

USFDA CFG 4421-1-2024-1 

valid up to: 25-Feb-2026 

 

ISO 13485 (LM) valid up to 9-

Jul-2026 

 

ISO 13485 (PM) valid up to 9-

Jul-2026 

Brand Name: 

DERMABOND ADVANCED 

Topical Skin Adhesive 

 

Generic Name: 

Skin Approximation-Adhesive 

 

Applied as Family 

 

Class B 

 

Shelf-life: 24 Months 

 

Codes: 

ANX6 

ANX12 

Approved. 

407.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon Tower, 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

DURALOC instruments 

 

Code: 

227402000 

Approved  
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Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

20-Jun-22 

 

Fee: PKR 5,030/- 

 

-Paid deposit slip# 

16019843445 Paid 

on: 20-05-2022 

 

 

E-portal Application 

ID & Date: 

ZU7-PE7-JLWG_ 

17-Feb-2025 

RINGASKIDDY, CORK, 

IRELAND 

 

Physical Manufacturer: 

  

VIANT MEDICAL, LLC,  

Address: 4545 KROEMER 

RD, FORT WAYNE, IN 

46818, USA 

 

 

 

Documents Submitted: 

 

CFG No. 15098-9-2021 valid 

till 26-Sep 2023 

 

LoA valid 

 

ISO valid till 15-07-2027 

 

 

 

 

Class A 

 

Shelf-life: Not mentioned. As the 

products are Non-sterile & resusable  

408.  Johnson & Johnson 

Pakistan (Pvt) Ltd.,  

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

30-Sep-2024 

 

Fee: PKR 31,030/- 

 

Paid deposit slip# 
1533894054 Paid on: 

24-Sep-2024 

 

Legal Manufacturer: 

Ethicon Endo-Surgery, LLC  

475 Calle C Guaynabo, Puerto 

Rico, USA 00969 

 

Manufacturing Site: 

Nypro Healthcare Baja Inc. 

Avenida De Las Torres No. 

7125 Colonia Salvarcar 118 

Cuidad Juarez, Chihuahua, 

32580, Mexico 

 

Documents Submitted: 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer 

 

USFDA CFG 10086-6-2024-1 

valid up to: 19-Jun-2026 

 

ISO 13485 (LM) valid up to 

31-Mar-2026 

 

ISO 13485 (PM) valid up to 

1-Apr-2026 

 

 

 

Brand Name: 

ECHELON Linear Cutter 

 

Generic Name: 

ECHELON Linear Cutter 

 

Applied as Family 

 

Class B 

 

Shelf-life: 3 years 

 

Codes: 

GLC60 

GLC80 

GLC100 

Approved subject to 

submission of fee as 

per new SRO. 

409.  Johnson &  

Johnson  

Pakistan (Pvt)  

Ltd.,   

Office No.506,  

5th Floor,  

Horizon  

Tower, Block  

Legal  

Manufacturer:  

Medos  

International SARL   

Chemin Blanc 38,  
Le Locle CH2400, 

Switzerland  

 

ENPOWER  

Detachment  

Control Box  

  

Code:  

DCB200500  
  

Class B  

Approved  
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3, Scheme 5,  

Clifton,  

Karachi  

  

(ELI-00154)  

  

  

 Date of R& I:  

24-Jun-2021  

 

Fee deposited: Rs. 

25,000/- 

 

 Paid Deposit Slip# 

50598455  

 

Physical Manufacturer: 
CERENOVUS, INC. / 
CODMAN & SHURTLEFF 
INC., DBA DEPUY 
SYNTHES PRODUCTS INC., 
47709 FREMONT BLVD, 
FREMONT, CA 94538, USA 

 

Documents Submitted: 

 

 

FSC Validity: 12Dec-25 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

ISO13485 valid upto 07-07-

2027 

 

 

 

 

 

 

 

 

 

 

   

  

 

  

Shelf-life: N/A  
  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

410.  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 Paid on: 

20-05-2022 

 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

Physical Manufacturer: 

  

Symmetry Medical 

Manufacturing Inc. 

Address: 486 West 350 North, 

WARSAW, IN 46582, USA 

  

Viant AS&O Holdings, LLC  

Address: 3735 North Arlington 

Ave., Indianapolis, IN USA 

46218  

  

Avalign Delivery Systems 

Division,  

Address: 2121 Southtech Drive 

Suite 600, Greenwood, IN 

USA 46143 

 

Documents Submitted: 

 

LPS™ re-usable instruments 

 

Codes: 

298772010 

298772020 

298772025 

298772040 

298772045 

298799004 

298799008 

298799012 

298799016 

298799020 

298799039 

 

 

Class A 

 

Shelf-life: N/A, Non-sterile 

 

Approved. 
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CFG No. 15098-9-2021 valid 

till 26-Sep 2023 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

 

ISO valid till 15-07-2027 

411.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon Tower, 

Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

29-Jan-24 

 

 

Fee deposited: Rs. 

25,000/- 

 

 

-Paid deposit slip# 

73751904232 Paid 

on: 23-11-2023 

 

 

 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

 

Physical Manufacturer: 

  

DEPUY IRELAND UC,  

Address: LOUGHBEG, 

RINGASKIDDY, CO. CORK, 

 

Documents Submitted: 

 

CFG No.  

14110-9-2023 Valid till 24- 

September -2025  

 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

 

ISO Valid till 15-July-2027 

 

LPS Trial Instruments 

 

Codes: 

298710105 

298710205 

298711105 

298711205 

298712105 

298712205 

298713105 

298713111 

298714105 

298714111 

298715000 

298715211 

298715212 

298715213 

298715214 

298715215 

298715216 

298715217 

298715218 

298715219 

298722012 

298722014 

298722016 

298722018 

298722021 

298722023 

298722112 

298722114 

298722116 

298722118 

298722121 

298722123 

298722126 

298722128 

298722131 

298722212 

298722214 

298722216 

298722218 

298722221 

298722223 

298722226 

298722228 

298722231 

Approved. 
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298725109 

298725110 

298725111 

298725112 

298725113 

298725114 

298725412 

298725413 

298725414 

298725415 

298725416 

298725417 

298725418 

298725419 

 

Class B 

 

Shelf-life: N/A, Non-sterile 

 

 

412.  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 

Paid on: 20-05-2022 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

Physical Manufacturer: 

  

Symmetry Medical Inc. -

Manchester  

Address: 253 Abby Road, 

Manchester, NH 03103, USA 

  

Tomz Corporation  

Address: 47 Episcopal Road, 

Berlin, CT 06037, USA 

  

Paragon Medical, Inc. 

Address: 8 Matchett Dr., 

Pierceton, IN 46562, USA 

 

Documents Submitted: 

 

CFG No. 15098-9-2021 valid 

till 26-Sep 2023 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

ISO valid till 15-07-2027 

 

M.B.T. REVISION 

 

Codes:  

217830124 

217863124 

217863126 

217863134 

217863196 

217864100 

217864105 

217864110 

217864115 

217866100 

 

 

Class A 

 

 

Shelf-life: N/A, Non-sterile 

 

Approved. 

413.  Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No.506, 5th 

Floor, Horizon Tower, 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

MBT Revision Instruments 

 

Codes: 

217863132 

217865115 

217865120 

Approved. 
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Block 3, Scheme 5, 

Clifton, Karachi 

 

(ELI-00154) 

 

Date of R& I:  

29-Jan-24 

 

 

Fee deposited: Rs. 

25,000/- 

 

 

-Paid deposit slip# 

4412701751 Paid on: 

23-11-2023 

 

 

 

 

 

Physical Manufacturer: 

  

DEPUY IRELAND UC,  

Address: LOUGHBEG, 

RINGASKIDDY, CO. CORK,  

IRELAND 

 

CFG No.  

14110-9-2023 Valid till 24- 

September -2025  

 

Documents Submitted: 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

CE certificate (MDR 723815 

R000) valid till 10-June-2025 

 

ISO Valid till 15-July-2027 

 

217865125 

217865130 

217865140 

217865150 

229434215 

229434225 

229434315 

229434325 

229434415 

229434425 

229435115 

229435120 

229435125 

229435130 

229435140 

229435150 

229436115 

229436120 

229436125 

229436130 

229436140 

229436150 

950502114 

950502115 

950502116 

950502117 

 

Class B 

 

Shelf-life: N/A, Non-sterile 

 

414.  Johnson &  

Johnson  

Pakistan (Pvt)  

Ltd.,   

Office No.506,  

5th Floor,  

Horizon  

Tower, Block  

. 3, Scheme 5,  

Clifton,  

Karachi  

  

(ELI-00154)  

 

Date of R& I:  

7-Nov2023  

 

Fee deposited: Rs. 

25,000/- 

 

Paid Deposit Slip# 

330523   

 

  

  

  

  

Legal  
Manufacturer: Biosense 
Webster, Inc.  

31 Technology  

Drive, Suite 200   

Irvine, CA 92618  

   

Manufacturing Site:  
STELLARTECH  

RESEARCH  

CORPORATION,  

560  

COTTONWWOOD  

DRIVE,  

MILPITAS, CA  

95035, USA  

 

Documents Submitted: 

 

 LoA valid until otherwise 

indicated by Legal 

Manufacturer 

 

FSC (Belgium) dated: 

29May-23 

 

nGEN Pump  
  

Code:  

D139701  
  

Class B  
  

Shelf-life: N/A  
  

 

 

 

 

 

 

 

 

 

 

Approved. 
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415.  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# 

87043424 Paid on: 

20-05-2022 

 

 

 

Legal manufacturer: 

DEPUY IRELAND UC, 

LOUGHBEG, 

RINGASKIDDY, CORK, 

IRELAND 

 

Physical Manufacturer: 

  

Symmetry Medical Inc - 

Manchester, 

253 Abby Road, ManchesteR, 

NH 03103, USA 

  

Symmetry Medical 

Manufacturing Inc. 

486 West 350 North, Warsaw, 

IN 46582, USA 

 

Documents Submitted: 

CFG No. 15098-9-2021 valid 

till 26-Sep 2023 

 

LoA valid until otherwise 

indicated by Legal 

Manufacturer  

 

ISO valid till 15-07-2027 

 

PINNACLE® CASE 

 

Codes: 

221701510 

221701514 

221701516 

221750044 

222000100 

222000110 

222000120 

222000130 

222000135 

222000140 

222000160 

222000170 

222000180 

222000200 

244000501 

 

 

 

Class A 

 

 

Shelf-life: N/A, Non-sterile 

 

Approved. 

416.  M/s. Allmed 

Solutions 

Address:  
A-21/3, KDA Scheme 

No.1 (ext) Stadium 

Road, Karachi 

 

ELI:00029 

 

R&I details 

Date: 19/04/2021 

Slip no. 1964790 

Rs. 5000/- 

 

 

Legal Manufacturer: 

KARL STORZ SE & CO. KG 

Germany 
 

Address: Dr.-Karl-Storz- 

StraBe 34 78532 Tuttlingen, 

Germany 

 

FSC: Germany 

Validity: Not mentioned, issued 

in 27/01/ 2020 

 

LOA 

Validity: 31/12/2025 

 

ISO 13485 valid 31-05-2025 

KARL STORZ Imaging Systems 

(Camera Heads, CCU’s, Monitors, 

Imaging Accessories) 

 

Class A 

 

Shelf Life: N/A 

 

Codes / Sizes: Codes as per FSC 

 

Deferred for 

clarification of 

grouping of Camera 

Heads, CCU’s, 

Monitors, Imaging 

Accessories applied 

in single application 

417.  M/s. Allmed 

Solutions 

Address:  
A-21/3, KDA Scheme 

No.1 (ext) Stadium 

Road, Karachi 

 

ELI:00029 

 

R&I details 

Date: 21/12/2022 

Slip no. 22297704887 

Rs. 5000. 

 

 

Legal Manufacturer: 

KARL STORZ SE & CO. KG 

Germany 
 

Address: Dr.-Karl-Storz- 

StraBe 34 78532 Tuttlingen, 

Germany 

 

FSC: Germany 

Validity: Not mentioned, issued 

in Oct. 2022 

 

LOA 

Validity: 31/12/2025 

KARL STORZ Optics 
(Rigid Endoscopes with channel 

and without channel) 

 

Class A 

 

Shelf Life: N/A 

 

Codes / Sizes: as per FSC 

 

Approved subject to 

submission of fee as 

per new SRO. 
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418.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:27-

09-2023 

 

Fee of Rs. 5000/- 

dated 26/09/2023 

 

Receipt No. 

131138899431 

Shenzhen Zhonghe Headway 

Bio-Sci & Tech Co., Ltd. 

 

No.5 Lutian Road, Jinsha 

Community, Kengzi Street, 

Pingshan District, Shenzhen, 

China. 

 

Documents submitted: 

FSC validity: 

21-04-2024 

 

LOA validity: 

31-12-2026 

 

ISO 13485 valid upto 15-01-

2025 

Headway  

(Helicobacter Pylori Detector) 

 

 

Class A 

 

 

Shelf Life: 8 years 

 

Codes / Sizes (if any)  

Model no: HUBT-20P 

Approved. The firm 

shall submit valid 

FSC & ISO 13485 

419.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:27-

09-2023 

 

Fee of Rs. 5000/- 

dated 26/09/2023 

 

Receipt No. 

8459177315 

Shenzhen Zhonghe Headway 

Bio-Sci & Tech Co., Ltd. 

 

No.5 Lutian Road, Jinsha 

Community, Kengzi Street, 

Pingshan District, Shenzhen, 

China. 

 

Documents submitted: 

FSC validity: 

21-04-2024 

 

LOA validity: 

31-12-2026 

 

ISO 13485 valid upto 15-01-

2025 

Headway  

(Breath Test Analyzer) 

 

 

Class A 

 

 

Shelf Life: 10 years 

 

Codes / Sizes (if any)  

Model no: HCBT-01 

Approved. The firm 

shall submit valid 

FSC & ISO 13485 

420.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Receipt No. 

2800560768 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

 

LOA validity: 

31-12-2027 

Wheisman  

(Hematology reagent -Probe 

cleanser) 

 

 

Class A 

 

 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

W-5P：50mL, 50mL×2 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 

421.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

Wheisman  

(Hematology reagent -Lyse W-

61LH Lyse) 

 

 

Class A 

 

 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 
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Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Receipt No. 84179758 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

 

LOA validity: 

31-12-2027 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

W-61LH： 

250mL, 

250mL×3, 500 mL, 500mL×3, 1L 

422.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Receipt No.  

 

72379695

80  
 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

 

LOA validity: 

31-12-2027 

Wheisman  

(Hematology reagent -Lyse W-

61LD Lyse) 

 

 

Class A 

 

 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

W-61LD：250mL, 

250mL×3, 500 mL, 500mL×3, 1L. 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 

423.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Receipt No.  

 

72379695

80  
 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

 

LOA validity: 

31-12-2027 

Wheisman  

(Hematology reagent -Lyse W-31L 

Lyse) 

 

 

Class A 

 

 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

W- 31L: 

250mL, 

250mL×3, 500 mL, 500mL×3, 1L 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 

424.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

Wheisman  

(Hematology reagent – Diluent-61-

D) 

 

 

Class A 

 

 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

61-D： 

2L, 5L, 10L, 

20L 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 
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Receipt No.  

 

72379695

80  
 

 

LOA validity: 

31-12-2027 

425.  M/s Moody Global 

Services 

Address: Office No. 

14, 2nd Floor, 

Mujahid Plaza, Blue 

area, Islamabad. 

 

ELI:000926 

Application Date:15-

03-2023 

 

Fee of Rs. 5000/- 

dated 14/03/2023 

 

Receipt No.  

 

81861003

360 
 

Wheisman 

Medical Technology Co., Ltd 

 

11F, 16th 

Bldg., Bilang 

Technology Park, Zhoujia 

Blvd., Matian, Guangming 

District, Shenzhen 

518106, P.R. 

China 

 

Documents submitted: 

FSC validity: 

2024-01-09 

 

LOA validity: 

31-12-2027 

Wheisman  

(Hematology reagent – Diluent-31-

D) 

 

 

Class A 

 

 

Shelf Life: 02 years 

 

Codes / Sizes (if any)  

31-D：2L, 5L, 10L, 20L 

Approved subject to 

submission of valid 

LOA duly signed, 

valid FSC & valid 

ISO 13485. 

 

 

  

 

=====END OF DOCUMENT===== 


