
Decisions of 134th Meeting of MDB (18th June 2026) Manual Applications (Part-II)            Page 1 of 27 

 

Government of Pakistan 

Ministry of National Health Services, Regulation & Coordination 

Drug Regulatory Authority of Pakistan 

*********** 

 

DECISIONS OF 134th MEETING OF THE MEDICAL DEVICE BOARD (MDB) 

HELD ON 18th JUNE 2026 (MANUAL APPLICATION PART-II) 

 

  

134th meeting of the Medical Device Board (MDB) was held in the committee room of Drug Regulatory 

Authority of Pakistan (DRAP), Prime Minister Health Complex, Chak Shahzad, Islamabad on 18th June 

2026. The meeting was chaired by Dr. Babar Khan, Chairman Medical Device Board, DRAP, Islamabad 

and attended by the following: 

 

 

S# 

Name and Designation/Department Position in the MDB 

1.  Dr. Babar Khan, Director, Medical Devices & Medicated Cosmetics, Drug 

Regulatory Authority of Pakistan, Islamabad. 

Chairman 

2.  Prof. Dr. Mehmood Ahmad, Former Dean, Islamia University, Bahawalpur, 

House No. 144-D, St. No.14, OPF Housing Scheme, Phase-1, Khayaban 

Jinnah, Near Raiwind Road, Lahore. 

Member 

(attended meeting 

through videolink) 

3.  Abdul Aleem Awan, Asstt. Prof. Pharmacy Department, Abbottabad 

University of Science & Technology Havelian. 

Member 

4.  Dr. Farid Khan, Senior Consultant Neurosurgery/Director Trauma & 

Emergency/Focal Person MSDS, Primary & Secondary Healthcare 

Department, Punjab. 

Member 

(attended meeting 

through videolink) 

5.  Dr. Ayesha Ali, Department of Pharmacy, Pakistan Institute of Medical 

Sciences, Islamabad (Hospital Pharmacist). 

Member 

(attended meeting 

through videolink) 

6.  Mr. Luqman Ali, System Analyst, Pakistan Institute of Medical Sciences, 

Islamabad. 

Member 

(attended meeting 

through videolink) 

7.  Prof. Dr. Saqib Shafi Sheikh, Interventional Cardiologist, 98, Babar Block, 

New Garden Town, Lahore. 

 

Member 

(attended meeting 

through videolink) 

8.  Mrs. Tazeen S Bukhari, 192 Cavalry Ground, Street 4, Shami Road Khalid 

Yaqoob Chowk, Lahore 

 

Co-Opted Expert 

(attended meeting 

through videolink) 

9.  Mr. Ayyaz Ahmed, Additional Director (MD&MC), DRAP, Islamabad. Member-cum-

Secretary  

 

  

 

The meeting commenced with the recitation of the Holy Quran. The Chairman, MDB welcomed all 

the participants. The Evaluators assisted the secretary in presenting the agenda of the meeting. 

 

 

 

 

 

 

..

..
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Sr.No. NAME OF EVALUATOR DESIGNATION 

1.  Mr. Saadat Ali Khan Deputy Director 

2.  Mr. Waqar Ahmad Deputy Director 

3.  Mst. Sadaf Ahmad Deputy Director 

4.  Dr. Ghayoor Ahmad Deputy Director 

5.  Mr. Muhammad Ashfaq Deputy Director 

6.  Hafiz Muhammad Asif Iqbal Deputy Director 

7.  Rana Ahsan-ul-Haq Athar Deputy Director 

8.  Mr. Muhammad Amin Deputy Director 

9.  Mr. Khalid Mahmood Deputy Director 

10.  Mr. Asif Jalil Deputy Director 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

..

..



Decisions of 134th Meeting of MDB (18th June 2026) Manual Applications (Part-II)            Page 3 of 27 

 

Evaluator: Mr. Muhammad Amin (Deputy Director) 

 

 

 

Item No. I(A): APPLICATIONS FOR GRANT OF ESTABLISHMENT LICENSE TO 

MANUFACTURE MEDICAL DEVICES UNDER MEDICAL DEVICES RULES, 

2017 

 

 

i. FRESH CASES-ELM: 

 

S.No 
Name and Address of 

Establishment 

Name of 

Production In 

charge 

Name of QC In 

charge 
Decision  

1 Al-Technique 

Corporation of Pakistan 

Limited,  

 

Office/godown: 18 Km 

Multan road, Lahore 

Lahore. 

Mr. Yasir Naeem 

 

Ms in Electrical 

Engineering 

Muhammad Ayub 

Khan 

 

MS (Hons) 

Agriculture 

 

 

 

 

 

 

 

The board deliberated upon the 

decision of Authority and in the light 

of medical devices rules 2017 

decided to grant establishment 

license to manufacture medical 

devices for sterilization process 

(Gamma irradiation) only. However, 

the contract giver and contract 

acceptor shall comply with all the 

conditions defined under rule 67 of 

medical devices rules 2017 and shall 

follow the whole procedure defined 

under the said rule.  

 

Item No. I(B): APPLICATIONS FOR RENEWAL OF LICENSE TO IMPORT MEDICAL 

DEVICES UNDERMEDICAL DEVICES RULES, 2017. 

 

 

DEFERRED CASES FOR RENEWAL OF -ELI: 

 

1.  M/s Otsuka Pakistan 

Limited, 

 

Office and Godown: 

 30-B SMCHS,Karachi 

(ELI-00243) 

Ms. Qurrat Ul Ann 

Shahid 

 

 

Pharm D 

Hanif  Decision 

 

Approved 

 

 

 

  

..

..
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Item No. II: REGISTRATION / ENLISTMENT OF MEDICAL DEVICE FOR         IMPORT /  

  LOCAL PRODUCTS. 

 

DEFERRED CASES AGENDA: 

 

 

Evaluator: HAJIRA ABID (Intern-2) 

 

Sr 

no 

Importer name  Manufacture 

details  

Name of MD/Class/Code/Shelf 

life/etc  

Decision 

1. 1

. 

M/s S. Ejazuddin &  

Co.,  

Karachi.  

(ELI-00078)  

Date of R&I  

13-03-2020  

 

Fee Details:  

Paid Fee: 50,000/-  

Challan No.  

1945886 dated 10-03-

2020  

 

Tracking R1M-4TZ-

N9AZ  

M/s Siemens 

Healthcare 

Diagnostics 

Products GmbH 

Emil-von-

Behring-Straße 76 

35041 Marburg 

Germany.  

LOA:  
Type: Scan copy 

of notarized copy.  

Validity: 12-12-

2025  

FSC (Germany)  
Type: Scan copy 

of notarized copy  

Date of Issue: 19-

01-2023  

Validity: Not 

mentioned  

ISO 13485:  
Type: Scan copy 

of non- notarized 

copy  

Validity: 15-08-

2027  

Dade Innovin  
Dade Innovin  

 

Applied as Kit 

  

Class-C  

 

Shelf Life: 36 months  

 

Model/Codes/Size:  
Dade Innovin:  

B4212-40  

B4212-50  

ORKL17  

Standard Human  

Plasma,  

OPAT03 PT-Multi  

Calibrator,  

ORKE41 Control Plasma N,  

OUPZ17 Control Plasma P,  

291070 Dade Ci-Trol 1,  

291071 Dade Ci-Trol 2,  

291072 Dade Ci-Trol 3,  

OQAA33 Imidazole Buffer 

Solution  

Rejected on following 

grounds: 

 

The firm has failed to 

submit the valid fee 

challan as evidence of 

payment of the 

prescribed grouping fee. 

2. 2 S. Ejazuddin & Co., 

237/B Block II, 

P.E.C.H.S., Shahrah-

e-Qaideen, Karachi 

 

(ELI-00078) 

 

Fees: 

Rs 31000 

Challan # 

8702663186 

 

 

Legal 

Manufacturer: 

Sysmex 

Corporation, 1-5-1 

Wakinohama-

Kaigandori, Chuo-

ku, Kobe 651-

0073, Japan 

 

Manufacturing 

Sites:  

1. Sysmex 

Corporation, i-

Sysmex 

 

BN168792 - Automated Tube 

Sorter TS-10 

 

AN735871 - BT-50 

Transportation Unit 

 

 

 

AT903180 - TA-01 Automated 

Tube Archiver 

 

Rejected on following 

grounds: 

 

As FSC has been issued 

by Overseas Medical 

Equipment Technical 

Assistance (OMETA) 

and does not appear to 

be issued by a competent 

regulatory authority.  

 

Also the applied product 

is reported as a non-

..

..
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Date of R& I  

21-04-2025 

 

Square 262-11 

Mizuashi, 

Noguchicho, 

Kakogawa, 

Hyogo 675-

0019 Japan, 

Kakogawa 

Factory 314-2 

Kitano, 

Noguchi-Cho, 

Kakogawa, 

Hyogo 675-

0011 Japan.  

2. Sysmex RA 

CO., Ltd., Main 

Plant 1850-3 

Hirooka-

Nomura, 

Shiojiri, Nagano 

399-0702 Japan 

 

LOA: 

Sole Agency 

Agreement  

Issue date:  

14-03-2023 

 

FSC: Japan 

Issue date: 14-12-

2023 

 

ISO: 

Valid till: 31-07-

2024 

 

AU291973 – 

 TS-01 Automated Tube Sorter 

 

CG723992 - CDR_ASSY No. 

532 

BH111948 – XN 

 Blood Bank Mode 

 

Class B 

 

Shelf Life: Not Applicable 

 

 

medical device in Japan. 

Therefore, the submitted 

FSC cannot be 

considered acceptable 

for evidence of market 

authorization/ free sale 

status for the applied 

product. 

3.  AAIR Medicals, 

Office No. 201, 

Khattak Plaza, 

Gordon College 

Road, Rawalpindi 

 

ELI-01131 

 

Date of R&I  

19-05-2025 

 

Fee Details: 

Paid Fee: 31,000/- 

Fee Challan No: 

03998864 

 

Shenzhen 

Dongdixin 

Technology Co; 

Ltd., Floor 1-2, 

No.3 Building, 

Fansheen 

Xusheng 

Industrial Estate 

Xilixiaobaimang, 

Nanshan District, 

518108, 

Shenzhen, 

People's Republic 

of China 

 

LOA Validity:  

27-11-2025 

 

Brand name:  

 

Nu-Tek 

 

Generic Name:  

Ultrasound and Electrical 

Neuromuscular Stimulator 

 

Class-B 

 

Shelf life: N/a 

 

Models/ Specification  

UT2200 

MT2200 CT2200 

 

Rejected on following 

grounds: 

 

As the firm has grouped 

the device as family but 

hasn’t paid the 

differential fee for the 

class B family.  

..

..
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FSC: China 

Validity: 27-08-

2025 

 

ISO Validity:  

04-02-2028 

 

EU QA Certificate 

Validity: 26-05-

2024 

4.  IQBAL 

ENTERPRISE, 1/4-

C, Block-6, PECHS, 

Karachi -75400 

ELI -00638 

 

R&I Date: NIL 

 

Fee: NIL 

Slip # NIL  

 

This evaluation is 

based on the on-line 

data submitted 

through E-App. 

Tracking ID: 383-

9NQ-EZNH 

Legal 

Manufacturer: 

Ningbo Greetmed 

Medical 

Instruments Co., 

Ltd., 16 F-1, 

Building 1, No.98 

Chuangyuan 

Road, Hi-Tech 

Zone, 315042 

Ningbo, Zhejiang 

Province, China 

LOA 

Type: scanned 

copy  

Notarization: No 

Validity: 

11.11.2023 

FSC 

Type: scanned 

copy 

Issued by: NIL 

Legalization: 

No 

Validity: 

04.07.2021 

ISO – Certificate: 

Type: scanned 

copy 

Notarization: No 

Validity: 

31.03.2021 

Brand Name: Urine Drainage Bag 

Generic Name: Urine Drainage 

Bag 

Applied as: Family 

Class: A (sterile) 

Models/Code/sizes (as per FSC & 

application: 

 Urine Meter Drainage Bag 

2600mal+500ml  

 

Urine bag 2000ml 

 

Leg bag 1000ml  

 

Shelf Life: 5 years 

 

Rejected on following 

grounds: 

 

Firm hasn’t   

provided 

attachment/evidence 

regarding R&I 

receiving. 

 

Hasn’t provided the 

valid fee challan.  

 

Provided FSC of China 

chamber of commences 

which is not by the 

relevant regulatory 

authority.   

 

CE certificate 

Not provided 

 

From 7A  

not provided  

5.  IQBAL 

ENTERPRISE, 1/4-

C, Block-6, PECHS, 

Karachi -75400 

ELI -00638 

R&I Date: NIL 

Fee: NIL 

Slip # NIL  

This evaluation is 

based on the on-line 

Legal 

Manufacturer: 

P. J. Dahlhausen & 

Co. GmbH 

Emil Hoffmann 

Str. 53, 

50996 Cologne – 

Germany 

LOA 

Type: scanned 

copy  

Brand Name: Redon Drain Bottle,  

Redon Drain Tubes 

Generic Name: Redon Bottle, 

Redon Tubes  

 

Applied as: Set 

 

Class: B 

 

Models/Code/sizes (as per FSC & 

application:  

Rejected on following 

grounds: 

 

Firm hasn’t   

provided 

attachment/evidence 

regarding R&I 

receiving. 

 

Hasn’t provided the 

valid fee challan.  

..

..
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data submitted 

through E-App. 

Tracking ID: J61-

HJS-DW1Y 

Notarization: No 

Validity: 

11.11.2023 

FSC 

Type: scanned 

copy 

Issued by: 

Cologne Regional 

Government 

Legalization: 

Legalized the 

notarization 

Issue date: 

15.10.2019 

ISO – Certificate: 

Type: scanned 

copy 

Notarization: No 

Validity: 

30.06.2021 

Bottle 400ml 

Tube Sizes: 8, 10, 12, 14, 16, 18 

 

Shelf Life: NIL 

 

 

Shelf life Studies/ 

verification Not 

Provided  

 

form 7A not provided.  

 

6.  IQBAL 

ENTERPRISE, 1/4-

C, Block-6, PECHS, 

Karachi -75400 

ELI -00638 

R&I Date: NIL 

Fee: NIL 

Slip # NIL  

This evaluation is 

based on the on-line 

data submitted 

through E-App. 

Tracking ID: YVD-

U77-T1DJ 

Legal 

Manufacturer: 

JIANGXI 

HANDASEN 

INDUSTRY CO., 

LTD 

Shaxi Avenue, 

Zhennan New 

District, 

Shaxi Town, 

Xinzhou District, 

Shangrao City, 

Jiangxi, China 

 

LOA 

Type: scanned 

copy  

Notarization: Not 

legible 

Validity: 

02.08.2027  

 

FSC 

Type: scanned 

copy 

Issued by: 

Shangrao Food 

and Drug 

Administration 

Legalization: 

Not legible 

Validity: two years 

from 03.08.2022 

Brand Name: Seton undercast 

Padding 

 

Generic Name: Seton undercast 

Padding  

 

Applied as: Family 

 

Class: A 

 

Models/Code/sizes (as per FSC) 

SIZES: 

 3 Inch (7.5cmx2.7mtr), 4 Inch 

(10cmx2.7mtr), 6 Inch 

(15cmx2.7mtr) 

 

Shelf Life: 5 years 

 

Rejected on following 

grounds: 

 

Firm hasn’t   

provided 

attachment/evidence 

regarding R&I 

receiving. 

 

The submitted FSC from 

the People's Republic of 

China permits export 

only and does not 

provide evidence of free 

sale status in the country 

of origin. 

 

From 6A  

not provided  

 

Clarification whether the 

padding is made of 

polyester or cotton  not 

provided. 

..

..
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ISO – Certificate: 

Type: NIL 

Notarization: NIL 

Validity: NIL 

7.  IQBAL 

ENTERPRISE, 1/4-

C, Block-6, PECHS, 

Karachi -75400 

ELI -00638 

R&I Date: NIL 

Fee: NIL 

Slip # NIL  

This evaluation is 

based on the on-line 

data submitted 

through E-App. 

Tracking ID: N93-

NP6-ML33 

Legal 

Manufacturer: 

JIANGXI 

HANDASEN 

INDUSTRY CO., 

LTD 

Shaxi Avenue, 

Zhennan New 

District, 

Shaxi Town, 

Xinzhou District, 

Shangrao City, 

Jiangxi, China 

LOA 

Type: scanned 

copy  

Notarization: No 

Validity: 

10.09.2022  

FSC 

Type: scanned 

copy 

Issued by: NIL 

Legalization: 

NIL 

Issue date: NIL 

ISO – Certificate: 

Type: NIL 

Notarization: NIL 

Validity: NIL 

Brand Name: Philly Philadelphia 

Cervical Collar 

Generic Name: Cervical Collar  

 

Applied as: Family 

 

Class: A 

 

Models/Code/sizes (as per FSC) 

 

PPC-21007-S 

PPC-21007-M 

PPC-21007-L 

PPC-21007-XL 

 

Shelf Life: 5 years 

 

Rejected on following 

grounds: 

 

Firm hasn’t   

provided attachment 

regarding R&I 

receiving. 

 

Hasn’t provided the 

valid fee challan.  

 

The submitted FSC from 

the People's Republic of 

China permits export 

only and does not 

provide evidence of free 

sale status in the country 

of origin. 

 

Form 6A not provided  

 

8.  IQBAL 

ENTERPRISE, 1/4-

C, Block-6, PECHS, 

Karachi -75400 

ELI -00638 

R&I Date: NIL 

Fee: NIL 

Slip # NIL  

This evaluation is 

based on the on-line 

data submitted 

through E-App. 

Tracking ID: RUX-

P59-JRQW 

Legal 

Manufacturer: 

Henan Huibo 

Medical Co., Ltd 

Weishi Road 

Central, Nanyang 

New Energy 

Economic and 

Technological 

Development 

Zone, Nanyng 

City, Henan 

Province, 

China.  

LOA 

Type: scanned 

copy  

Notarization: No 

Brand Name: VARELEX 

Generic Name: Compression 

Stocking 

 

Applied as: Family 

 

Class: A 

 

Models/Code/sizes (as per FSC & 

application:  

Knee Length- S, M, L, XL, XXL  

Thigh Length- S, M, L, XL, XXL 

 

Shelf Life: 5 years 

 

Rejected on following 

grounds: 

 

Firm hasn’t   

provided attachment 

regarding R&I 

receiving. 

 

Provided FSC of chine 

chamber of commences 

which is not by the 

relevant regulatory 

authority.   

 

form 6A not provided  

 

..

..
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Validity: NIL 

FSC 

Type: scanned 

copy 

Issued by: Henan 

Medical Products 

Administration 

Legalization: 

No 

Validity: 

25.10.2021 

ISO – Certificate: 

Type: scanned 

copy 

Notarization: No 

Validity: 

28.07.2022 

9.  Lasani Healthcare, 

Plot No. 29-A, Road 

R-1, Industrial Estate 

Gadoon Amazai, 

Swabi, KPK 

 

(ELM-0036 Valid up 

to 01-02-2024 with 

receiving of 

Submission of 

Renewal  

 

Original Application 

dated 30-12-2023. 

Reminder along with 

Form-7 R&I date 02-

06-2025 

[1058-L] 

 L-D Hypodermic needle 

(16G, 18G, 21G, 22G, 23G, 24G, 

26G, 27G) 

 

Class: B 

Shelf Life: 5 Years 

 

Fee: 20000 

Fee Slip No. 282876039 plus Rs. 

5000/- vide slip No. 7283479467. 

Approved  

10.  Lasani Healthcare, 

Plot No. 29-A, Road 

R-1, Industrial Estate 

Gadoon Amazai, 

Swabi, KPK 

 

(ELM-0036 Valid up 

to 01-02-2024 with 

receiving of 

Submission of 

Renewal  

 

Original Application 

dated 30-12-2023. 

Reminder along with 

Form-7 R&I date 02-

06-2025 

 

 L-D Heparin Stopper 

 

Injection Stopper for IV Cannula 

 

Class: B 

 

Shelf Life: 5 Years 

 

Fee: Rs. 20000 

Fee Slip No. 651172120177 plus 

Rs. 5000/- vide slip No. 

1040597509. 

Approved  

..

..
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[1059-L] 

11.  Lasani Healthcare, 

Plot No. 29-A, Road 

R-1, Industrial Estate 

Gadoon Amazai, 

Swabi, KPK 

 

(ELM-0036 Valid up 

to 01-02-2024 with 

receiving of 

Submission of 

Renewal  

 

R&I date 02-06-2025 

 

[1061-L] 

 L-D Blood Transfusion Set 

 

Class: B 

Shelf Life: 5 Years 

 

Fee: 20000 

Fee Slip No. 8409101220 plus 

Rs. 5000/- vide slip No. 

70842949125. 

Approved  

12.  Lasani Healthcare, 

Plot No. 29-A, Road 

R-1, Industrial Estate 

Gadoon Amazai, 

Swabi, KPK 

 

(ELM-0036 Valid up 

to 01-02-2024 with 

receiving of 

Submission of 

Renewal  

 

R&I date 02-06-2025 

 

[1060-L] 

 Infucan Y-Port Infusion Set 

 

Class: B 

Shelf Life: 5 Years 

Fee: 25000 

Fee Slip No. 44609941 

Approved  

13.  Lasani Healthcare, 

Plot No. 29-A, Road 

R-1, Industrial Estate 

Gadoon Amazai, 

Swabi, KPK 

 

(ELM-0036 Valid up 

to 01-02-2024 with 

receiving of 

Submission of 

Renewal  

 

R&I date 02-06-2025 

 

[1062-L] 

 Infucan IV Burette Set 

Metered Cylinder 50ml, 100ml, 

150ml 

 

 

Class: B 

Shelf Life: 5 Years 

Fee: 20000 

Fee Slip No. 3746685953 plus 

Rs. 5000/- vide slip No. 

44922799112. 

Approved  

14.  M/s Rehabilitation 

Centre for Hearing 

Impaired Pvt. Ltd., 

Ghafoor Plaza, 289-

Ferozpur Road, 12-L, 

Legal 

Manufacturer: 

GN Hearing A/S, 

Lautrupbjerg 7 

DK-2750 

Brand Name: 

Beltone 

 

Generic Name: 

Hearing Aid 

Approved only single 

family with following 

codes 

 

..

..
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Gulberg, Lahore. 

 

(ELI-01209) 

 

Date of R& I  

12-06-2025 

 

Fee: 31,000/- 

Slip # 24371263844 

Ballerup, 

Denmark. 

 

Manufacturing 

Sites: 

1. GN ReSound 

(Malaysia) Sdn, 

Bhd No. 5, Jalan 

i-Park 1/1 

Kawasan 

Perindustrian i-

Park 81000 

Bandar 

Indahpura, 

Kulai, Johor, 

Malaysia. 

2. GN ReSound 

China Ltd., No. 

15, Chuang Xin 

Road, CTP Area 

361006 Xiamen, 

China. 

 

LOA 

Type: Original 

Notarization: 

Notarized 

Issue Date: 15-

10-2018 

Validity: 19-03-

2028 

 

 FSC 

Type: Original 

Issued by: Danish 

Medicine Agency 

Legalization: 

Apostilled 

Validity: 27-10-

2026 

 

 ISO – 

Certificate: 

Type: Original 

Notarization: 

Notarized 

Validity: 31-12-

2026 

 

Applied as: family  

 

Class: B 

 

Models/Code/sizes (as per FSC 

and application: 

i. Rely: 

 RLY4CIC-MP 

 RLY4CIC-LP 

 RLY4CIC-HP 

 RLY3CIC-MP 

 RLY3CIC-LP 

 RLY3CIC-HP 

ii. Amaze: 

 AMZ9CIC-MP 

 AMZ9CIC-LP 

 AMZ9CIC-HP 

 AMZ6CIC-MP 

 AMZ9CIC-LP 

 AMZ9CIC-HP 

 AMZ17CIC-MP 

 AMZ17CIC-LP 

 AMZ17CIC-HP 

 

Service Life: 10 Years 

 

Rely: 

RLY4CIC-MP 

RLY4CIC-LP 

RLY4CIC-HP 

RLY3CIC-MP 

RLY3CIC-LP 

RLY3CIC-HP 

 

15.  Sawanki & Co. 

Plot C-11,  Sector 35-

A, Korangi Industrial 

Area, Korangi 

Shenzhen Viatom 

Technology Co., 

Ltd. 

4E, Building 3, 

Blood Pressure Monitor (BP2) 

 

Blood Pressure Monitor 

Rejected on following 

grounds: 

 

Firm hasn’t provided 

..

..
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karachi Pakistan 

(ELI-00521) 

Tingwei 

Industruial Park, 

No. 6 Liufang 

Road, Block 67, 

Xin'an Street, 

Bao'an District, 

Shenzhen 51801, 

Gaungdong PR 

CHINA 

form 7A  

16.  Sawanki & Co. 

Plot C-11,  Sector 35-

A, Korangi Industrial 

Area, Korangi 

karachi Pakistan 

(ELI-00521) 

Shenzhen Pango 

Medical electronic 

Co., Ltd. 

No. 25, 1st 

Industry Zone, 

Fenghuang road, 

Xikeng Village 

Henggang Town, 

Longgang estrict 

Shenzhen 518115 

Guangdong PR 

CHINA 

Electronic Blood Pressure 

Monitor 

 

Electronic Blood Pressure 

Monitor 

 

Model;  

(PG-800B10). 

Rejected on following 

grounds: 

 

Firm hasn’t provided 

form 7A  

 

FSC issued by any RRA 

or CE certificate also not 

provided  

 

17.  Applicant Name: 

 

Sawanki & Co., C-

211, Sector 35-A, 

Korangi Township, 

Karachi 

 

(ELI-00521) 

 

Date of R&I  

06-03-2025 

 

Fee Details: 31,000 

Paid Fee: 

1971327684 

M/s. Chongqing 

Moffy Innovation 

Technology Co. 

Ltd., No. 292 

Jingdongfang Rd. 

Beidei Dist 

Chongqing, China 

 

LOA Issue:  

04-09-2024 

(Original 

Notarized) 

Validity not 

mentioned. 

 

FSC China 

Validity:13-03-

2026 

 

ISO Validity: 22-

02-2026 (Original 

Notarized) 

 

Brand name:  
 

Respiratory Muscle Trainer 

 

Generic Name:  

Mucus Removal Device 

 

Class-A 

 

Shelf life: 5 years 

 

Models/ Specification: 

MFBT-01, MFBT-02,  

 

Approved single model 

of Respiratory Muscle 

Trainer MFBT-01. 

 

18.  Iqbal and Company  

Alfalah Manzil, Opp. 

National Police 

Foundation, 

Street#26, Sector, E-

11/4, Islamabad, 

Pakistan  

 

ELI-00117  

Beijing Target 

Medical 

Technologies Inc.  

No.60, Shunren 

Rd. Shunyi 

District, 101300, 

Beijing, P.R. 

China  

 

Single Lumen  

Safecath (Disposable Central 

Venous Catheter Kit)  

 

Class. D  

 

Applied as Family  

 

Shelf life: 3 Years  

Approved 

 

MDB cancelled the 

registration of the 

product Safecath 

(Disposable Central 

Venous Catheter Kit)  
bearing Reg. No. 

MDIR-0006471  issued 

..

..
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R&I Submission 

Date: 02-07-2025  

 

Total Fee Submitted: 

Rs. 313,5000   

 

Rs. 62000/-  

Slip No. 

673332822185  

&  

Rs. 141300/-  

Slip No. 1763331160  

& 

Rs. 110200/-Slip No. 

525000849341 

 

Date: 27-06-2025  

Tracking ID: XT4-

T8D-XYB5  

LOA:  
Type: Scan copy 

of notarized copy.  

Validity Date: 

14-01-2027  

 

FSC  
Type: Scan copy 

of notarized copy  

Issuance Date: 

23-01-2025  

Validity: 21-11-

2026  

 

FSC (RRA)  
Type: Scan copy 

of notarized copy.  

Issued by: The 

Netherlands  

Issuance Date: 

13-02-2025  

Validity: 11-09-

2027  

 

ISO 13485:  
Type: Original, 

notarized.  

Validity Date: 

31-03-2028  

 

NOC from 

MOODY Global 

Services  
Type: Scan copy  

Issuance Date: 

15-01-2026  

 

Transfer of 

Registration 

letter from 

Beijing Target 

Medical 

Technologies, Inc.  

Type: Scan copy 

of notarized copy.  

Issuance Date: 

15-01-2026  

 

Code/Model/Size:  
Single Lumen,  

Double Lumen,  

Triple Lumen:8.5F/8F/7F/5F/6F  

 

Codes:  
MMCVCBJ1-14-15  

MMCVCBJY1-14-15  

MMCVCBJ1-14-20  

MMCVCBJY1-14-20  

MMCVCBJ1-14-30  

MMCVCBJY1-14-30  

MMCVCBJ1-16-15  

MMCVCBJY1-16-15  

MMCVCBJ1-16-20  

MMCVCBJY1-16-20  

MMCVCBJ1-16-30  

  

to M/s Moody Global 

Services and approved  

the application for 

registration of the 

product Safecath 

(Disposable Central 

Venous Catheter Kit) 
in the name of  M/s 

Iqbal & Company . 

19.  Iqbal and Company  

Alfalah Manzil, Opp. 

National Police 

Foundation, 

Street#26, Sector, E-

Beijing Target 

Medical 

Technologies Inc.  

No.60, Shunren 

Rd. Shunyi 

District, 101300, 

Double Lumen  

Safecath (Disposable Central 

Venous Catheter Kit)  

 

Class. D  

 

Approved 

 

MDB cancelled the 

registration of the 

product Safecath 

(Disposable Central 

..

..
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11/4, Islamabad, 

Pakistan  

 

ELI-00117  

R&I Submission 

Date: 02-07-2025  

 

Total Fee Submitted: 

Rs. 313,5000   

 

Rs. 62000/-  

Slip No. 

673332822185  

&  

Rs. 141300/-  

Slip No. 1763331160  

& 

Rs. 110200/-Slip No. 

525000849341 

 

Date: 27-06-2025  

Tracking ID: XT4-

T8D-XYB5  

Beijing, P.R. 

China  

 

LOA:  
Type: Scan copy 

of notarized copy.  

Validity Date: 

14-01-2027  

 

FSC  
Type: Scan copy 

of notarized copy  

Issuance Date: 

23-01-2025  

Validity: 21-11-

2026  

 

FSC (RRA)  
Type: Scan copy 

of notarized copy.  

Issued by: The 

Netherlands  

Issuance Date: 

13-02-2025  

Validity: 11-09-

2027  

 

ISO 13485:  
Type: Original, 

notarized.  

Validity Date: 

31-03-2028  

 

NOC from 

MOODY Global 

Services  
Type: Scan copy  

Issuance Date: 

15-01-2026  

 

Transfer of 

Registration 

letter from 

Beijing Target 

Medical 

Technologies, Inc.  

Type: Scan copy 

of notarized copy.  

Issuance Date: 

15-01-2026  

Applied as kit  

 

Shelf life: 3 Years  

 

Code/Model/Size:  
Single Lumen,  

Double Lumen,  

Triple Lumen:8.5F/8F/7F/5F/6F  

 

Codes:  
MMCVCBJY2-40-05  

MMCVCBJY2-40-08  

MMCVCBJY2-40-13  

MMCVCBJY2-50-08  

MMCVCBJY2-50-13  

MMCVCBJY2-50-20  

MMCVCBJ2-70-15  

MMCVCBJY2-70-15  

MMCVCBJ2-70-20  

MMCVCBJY2-70-20  

MMCVCBJ2-70-30  

MMCVCBJY2-70-30  

MMCVCBJ2-70-50  

MMCVCBJY2-70-50  

Venous Catheter Kit)  
bearing Reg. No. 

MDIR-0006471  issued 

to M/s Moody Global 

Services and approved  

the application for 

registration of the 

product Safecath 

(Disposable Central 

Venous Catheter Kit) 
in the name of  M/s 

Iqbal & Company . 

20.  Iqbal and Company  

Alfalah Manzil, Opp. 

National Police 

Beijing Target 

Medical 

Technologies Inc.  

Triple Lumen  

Safecath (Disposable Central 

Venous Catheter Kit)  

Approved 

 

MDB cancelled the 

..

..
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Foundation, 

Street#26, Sector, E-

11/4, Islamabad, 

Pakistan  

 

ELI-00117  

R&I Submission 

Date: 02-07-2025  

 

Total Fee Submitted: 

Rs. 313,5000   

 

Rs. 62000/-  

Slip No. 

673332822185  

&  

Rs. 141300/-  

Slip No. 1763331160  

& 

Rs. 110200/-Slip No. 

525000849341 

 

 

Date: 27-06-2025  

Tracking ID: XT4-

T8D-XYB5  

No.60, Shunren 

Rd. Shunyi 

District, 101300, 

Beijing, P.R. 

China  

 

LOA:  
Type: Scan copy 

of notarized copy.  

Validity Date: 

14-01-2027  

 

FSC  
Type: Scan copy 

of notarized copy  

Issuance Date: 

23-01-2025  

Validity: 21-11-

2026  

 

FSC (RRA)  
Type: Scan copy 

of notarized copy.  

Issued by: The 

Netherlands  

Issuance Date: 

13-02-2025  

Validity: 11-09-

2027  

 

ISO 13485:  
Type: Original, 

notarized.  

Validity Date: 

31-03-2028  

 

NOC from 

MOODY Global 

Services  
Type: Scan copy  

Issuance Date: 

15-01-2026  

 

Transfer of 

Registration 

letter from 

Beijing Target 

Medical 

Technologies, Inc.  

Type: Scan copy 

of notarized copy.  

Issuance Date: 

15-01-2026  

 

Class. D  

 

Applied as kit  

 

Shelf life: 3 Years  

 

Code/Model/Size:  
Single Lumen,  

Double Lumen,  

Triple Lumen:8.5F/8F/7F/5F/6F  

 

Codes:  
MMCVCBJY3-55-08  

MMCVCBJY3-55-13  

MMCVCBJ3-70-15  

MMCVCBJY3-70-15  

MMCVCBJ3-70-20  

MMCVCBJY3-70-20  

MMCVCBJ3-70-30  

MMCVCBJY3-70-30  

registration of the 

product Safecath 

(Disposable Central 

Venous Catheter Kit)  
bearing Reg. No. 

MDIR-0006471  issued 

to M/s Moody Global 

Services and approved  

the application for 

registration of the 

product Safecath 

(Disposable Central 

Venous Catheter Kit) 
in the name of  M/s 

Iqbal & Company . 

..

..
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EVALUATOR: MINAHIL JAVED (intern I) 

 

 

Sr 

no 

Importer name  Manufacture details  Name of 

MD/Class/Code/Shelf 

life/etc  

Decision 

1.  M/s. Fair 

Traders, 

Padhana Turbela 

Road, Khalabat 

town Ship 

Haripur  

 

ELI-00070 

 

R&I Date:  

21-07-2024 

Fee: 5,000/- 

 

M/s Livedo Corporation 45-2, 

Handa’otsu, Kanada’cho, 

Shikokuchuo’shi, Ehime 799-

0122 Japan. 

 

LOA (Authority Letter) 

Type: Copy  

Notarization: Not 

Validity date: 09-06-2028 

(Given by M/s Cemtec Co 

Ltd., Japan) 

 

 FSC 

Type: Copy  

Issued By: Mo Health, Labour 

and Welfare Govt of Japan.  

Legalization: Not 

issued: 12-05-2023 without 

validity.  

 

 ISO – Certificate: 

Type: Copy 

Notarization: Not 

Validity: -- 29-01-2023 

 

CE certificate: Not submitted 

Brand Name: 

J. Pads 

 

Generic Name: 

Emergency Hemostasis 

Pads 

 

Applied as: Single 

 

Class: A 

 

Models/Code/sizes: 

M,L 

 

Shelf Life:  
5 years 

Rejected on following 

grounds: 

 

LOA is not issued by 

the legal 

manufacturer. 

 

Stability studies of 

product without 

conclusion report; 

shelf life not 

mentioned. ..

..
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2.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

29/08/2024 

 

Fee Challan No: 

3063059992 

PKR: 25,030/- 

 

Slip: 4091799022 

Fee:27,230/- 

Total fee paid 

52,200 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Chiba Biopsy Needle 

Biopsy Needle 

 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 5 years 

 

Codes: 

DCHN-18-10.0 

DCHN-18-10.0-U 

DCHN-18-15.0 

DCHN-18-15.0-SUGAI-

050987 

DCHN-18-15.0-U 

DCHN-18-20.0 

DCHN-18-20.0-U 

DCHN-19UT-10.0 

DCHN-19UT-15.0 

DCHN-19UT-5.0 

DCHN-20-10.0 

DCHN-20-15.0 

DCHN-20-15.0-U 

DCHN-20-20.0 

DCHN-20-20.0-U 

DCHN-21-15.0 

DCHN-21-15.0-SUGAI-

050987 

DCHN-21-15.0-U 

DCHN-21-20.0 

DCHN-21-65.5-U 

DCHN-22-10.0 

DCHN-22-10.0-U 

DCHN-22-15.0 

DCHN-22-15.0-U 

DCHN-22-20.0 

DCHN-22-20.0-U 

DCHN-22-25.0 

DCHN-22-5.0 

DCHN-22-5.0-U 

DCHN-23-15.0 

DCHN-23-5.0-U 

DCHN-25-15.0 

DCHN-25-5.0-U 

Approved with 

following codes: 

 

DCHN-18-10.0 

DCHN-18-10.0-U 

DCHN-18-15.0 

DCHN-18-20.0 

DCHN-19UT-10.0 

DCHN-19UT-15.0 

DCHN-19UT-5.0 

DCHN-20-10.0 

DCHN-20-15.0 

DCHN-20-20.0 

DCHN-21-15.0 

DCHN-21-20.0 

DCHN-22-10.0 

DCHN-22-15.0 

DCHN-22-20.0 

DCHN-22-25.0 

DCHN-22-5.0 

DCHN-23-15.0 

DCHN-25-15.0 

 

..

..
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3.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

03/09/2024 

Fee Challan No: 

14949940 

PKR: 25,030/- 

Slip:01028865 

Fee: 27,230 

 

Total fee paid: 

52200/- 
 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Liver Access and Biopsy 

Needle Set 

Trans-jugular Set 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 3 years 

 

Codes: 

LABS-100-01 

LABS-100-J-01 

LABS-200-01 

LABS-200-J-01 

Approved with 

following codes: 

 

LABS-100-01 

LABS-100-J-01 

LABS-200-J-01 

 

4.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

10/10/2024 

Fee Challan No: 

2728408681 

PKR: 31,030/- 

Slip:5934258663

8 

Fee: 21,230 

 

Total fee paid: 

52200/-            

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

Neff Percutaneous 

Access Set with 

Hydrophilic Coating 

and Nitinol Wire Guide 

Percutaneous access Set 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 3 years 

 

Codes: 

NPAS-100-RH-NT 

NPAS-104-RH-NT 

NPAS-104-RH-NT-JWG 

NPAS-105-RH-NT-U 

Approved with 

following codes: 

 

NPAS-100-RH-NT 

NPAS-104-RH-NT 

NPAS-105-RH-NT-U 

..

..
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EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

5.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

18/10/2024 

Fee Challan No: 

863152189 

PKR: 31,030/- 

Slip: 

79442188096 

Fee: 21,230 

 

Total fee paid: 

52200/- 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Ring Trans jugular 

Intrahepatic Access Set 

Trans-jugular Set 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 3 years 

 

Codes: 

RTPS-100 

RTPS-100-10.0. 

Approved  

 

..

..
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6.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

20/11/2024 

Fee Challan No: 

693255917695 

PKR: 31,030/- 

Slip:1274199322 

Fee: 21200/- 

 

Total fee paid: 

52200/- 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Rosen Curved Wire 

Guide 

Vascular Wire Guides  

 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 5 years 

 

Codes: 

THSCF-35-145-1.5-

ROSEN 

THSCF-35-180-1.5-

ROSEN 

THSCF-35-220-1.5-

ROSEN 

THSCF-35-260-1.5-

ROSEN 

THSCF-35-80-1.5-

ROSEN 

Approved  

7.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

18/10/2024 

Fee Challan No: 

426079385 

PKR: 31,030/- 

Slip:2279978033

30 

Fee: 21230 

 

Total fee paid: 

52,200 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

Trocar Needle 

Biopsy access Needle 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 5 years 

 

Codes: 

Standard: 

DTN-18-10.0 

DTN-18-15.0 

DTN-18-20.0 

 

DTN-18-15.0-LS 

DTN-19-10.0 

 

Echotip: 

DTN-18-15.0-U 

DTN-18-20.0-U 

DTN-21-15.0-U 

Approved with 

following codes: 

 

Standard: 

DTN-18-10.0 

DTN-18-15.0 

DTN-18-20.0 

 

DTN-18-15.0-LS 

DTN-19-10.0 

 

..

..
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EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

8.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

18/10/2024 

Fee Challan No: 

03571598 

PKR: 31,030/- 

Slip:7613692294

1 

Fee:57,630 

Total fee paid: 

88600/- 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Dilator 

Dilator 

 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 3 years 

 

Codes: 

Standard: 

 

JCD10.0-38-20 

JCD11.0-38-20 

JCD12.0-38-20 

JCD13.0-38-30 

JCD14.0-38-20 

JCD16.0-38-20 

JCD18.0-38-20 

JCD20.0-38-20 

JCD22.0-38-20 

JCD24.0-38-20 

JCD3.0-18-10 

JCD4.0-18-10 

JCD5.0-25-20 

JCD5.0-35-20 

JCD5.0-38-20 

JCD5.5-18-15 

JCD6.0-25-20 

JCD6.0-35-20 

JCD6.0-38-15 

JCD6.0-38-20 

JCD7.0-35-20 

JCD7.0-38-20 

JCD8.0-35-20 

JCD8.0-38-15 

JCD8.0-38-20 

JCD9.0-35-11 

JCD9.0-38-20 

Approved with 

following codes: 

 

JCD10.0-38-20 

JCD11.0-38-20 

JCD12.0-38-20 

 

JCD14.0-38-20 

JCD16.0-38-20 

JCD18.0-38-20 

JCD20.0-38-20 

JCD22.0-38-20 

JCD24.0-38-20 

JCD5.0-35-20 

JCD5.0-38-20 

JCD6.0-35-20 

JCD6.0-38-15 

JCD6.0-38-20 

JCD7.0-35-20 

JCD7.0-38-20 

JCD8.0-35-20 

JCD8.0-38-15 

JCD8.0-38-20 

JCD9.0-38-20 

 

..

..
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9.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

18/10/2024 

Fee Challan No: 

2912001371 

PKR: 31,030/- 

Slip:112940637 

Fee:42,030 

 

Total fee paid: 

73000/- 

 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Percutaneous Entry 

Thin Wall Needle One 

Part 

Entry access Needle 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 5 years 

 

Codes: 

Baseplate: 

BSDN-18-7.0 

BSDN-18-9.0 

Ultrathin wall: 

BSDN-19UT-7.0 

Without baseplate: 

SDN-18-15.0 

SDN-18-5.0 

SDN-18-5.0-UM 

SDN-18-7.0 

SDN-18-7.0-U 

SDN-18-7.0-UM 

SDN-18-9.0 

SDN-20-2.5 

SDN-20-4.0 

SDN-20-5.0-UM 

SDN-20-7.0-UM 

SDN-21-15.0-U 

SDN-21-2.5 

SDN-21-20.0 

SDN-21-4.0 

SDN-21-4.0-U 

SDN-21-5.0-UM 

SDN-21-7.0 

SDN-21-7.0-U 

SDN-21-7.0-UM 

Ultrathin wall 

SDN-19UT-7.0 

 

Approved with 

following codes: 

 

Without baseplate: 

SDN-18-15.0 

SDN-18-5.0 

SDN-18-5.0-UM 

SDN-18-7.0 

SDN-18-7.0-U 

SDN-18-7.0-UM 

SDN-18-9.0 

SDN-20-2.5 

SDN-20-4.0 

SDN-20-5.0-UM 

SDN-20-7.0-UM 

SDN-21-15.0-U 

SDN-21-2.5 

SDN-21-20.0 

SDN-21-4.0 

SDN-21-4.0-U 

SDN-21-5.0-UM 

SDN-21-7.0 

SDN-21-7.0-U 

SDN-21-7.0-UM 

Ultrathin wall 

SDN-19UT-7.0 

 

..
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10.  M/s Verizon 

Address: 

60-D F.C.C 

Zahoor Elahi 

Road, Gulberg 

IV, Lahore 

Pakistan. 

(ELI-00087) 

 

R&I Dated: 

20/11/2024 

Fee Challan No: 

55701185814 

PKR: 31,030/- 

Slip: 2700840210 

Fee: 21,230 

 

Total fee paid: 

52200/- 

Cook Incorporated 

Address: 

750 Daniels Way, 

Bloomington, IN USA 47404 

 

  

LOA  

Type: Scan copy of notarized 

copy.  

Validity date: 29-11-2025 

 

Certificate to Foreign 

Government (CFG) 

Type: Scan copy of Apostille 

& notarized copy. 

Issued By: USFDA 

 

Validity: 23-04-2026 

 

 ISO 13485: 

Type: Scan copy of notarized 

copy 

Validity: 14-05-2027 

 

EC (FQA) certificate 

(MDR) : 

Type: Scan copy of notarized 

copy. 

Validity: 28-05-2024.  

Extension letter attached. 

Roadrunner PC Wire 

Guide The Firm 

Vascular Wire Guides  

 

Class: B 

 

Applied as: Family 

 

 

Shelf life: 5 years 

 

Codes: 

The firm-stiff shaft 

RPC-35-145 

RPC-35-180 

RPC-35-260 

RPC-35-80 

Approved  

11.  M/s Verizon 

Address: 60-D 

F.C.C Zahoor 

Elahi Road, 

Gulberg IV, 

Lahore Pakistan 

 

(ELI-00087) 

 

R&I Date:  

08-07-2025 

CMS tracking 

ID:  
GXZ-6EM-

AX1Z 

Slip:9963153050 

Fee: 5,000/- 

Slip:7902785503

9 

Fee: 47200/- 

Total fee paid: 

 

52200/- 

Name of Manufacturer: 

M/s Cook Incorporated. 

.  

Address: 750 Daniels Way, 

Bloomington, IN USA 47404 

 

LOA 

Type: Copy  

Notarization: Yes 

Issue date: 29-11-2025 

 

 FSC 

Issued By: US FDA  

Legalization: Apostille 

Validity: 23-04-2026 

 

 ISO – Certificate: 

Notarization: yes 

Validity: 14-05-2027 

 

CE certificate: N/A 

Brand Name: 

Fusion Titan Biliary 

Dilation Catheter 

Generic Name: 

Non Vascular Dilation 

Balloon Catheter 

Applied as: Family 

 

Class: B 

 

Models/Code/sizes (as 

per FSC & application: 
FS-BDB-10X4  

FS-BDB-4X4 

FS-BDB-6X4 

FS-BDB-8X4 

 

Shelf Life:  
5 years 

Approved  

..

..
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12.  M/s Eastern 

Medical Care 

Pvt. Ltd., 7-A 

Block N, Model 

Town Extension, 

Lahore 

 

 

Date of R& I  

05-05-2025 

 

Fee: PKR 

31,000/- 

Slip # 

22113086603 

 

Fee: 114,830 

SLIP:742320490

150 

Total fee paid: 

145800/- 
 

 

M/s Guangdong Baihe 

Medical Technology Co., 

Ltd., No. 89, Taoyuan East 

Road, Nanhai, Foshan 

528225, Guangdong Province, 

China 

 

 

LOA Validity:  

25-10-2027 

 

FSC: China 

Validity: 24-04-2026 

 

FSC: Spain 

Issue Date: 23-01-2025 

 

 

 

ISO Validity:  

06-08-2027 

 

EU QA /CE Certificate 

Validity: 21-11-2019 

Brand name:  

ABLE 

 

Generic Name: 

Disposable Blood Lines 

 

Applied as: 

Family 

 

Class-B 

 

Shelf life: 3 Years 

 

Models/ Specification: 

FB-A001V01, FB-

A001V02, FB-A001V03, 

FB-A001V04, FB-

A001V05, FB-A002V01, 

FB-A002V02, FB-

A002V03, FB-A002V04, 

FB-A002V05, FB-

A003V01, FB-A003V02, 

FB-A003V03, FB-

A003V04, FB-A003V05, 

FB-A004V01, FB-

A004V02, FB-A004V03, 

FB-A004V04, FB-

A004V05, FB-A005V01, 

FB-A005V02, FB-

A005V03, FB-A005V04, 

FB-A005V05, FB-

A006V01, FB-A006V02, 

FB-A006V03, FB-

A006V04, FB-A006V05, 

FB-A101V11, FB-

A101V12, FB-A102V11, 

FB-A102V12, FB-

Approved  

..
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A103V11, FB-A103V12, 

FB-A104V11, FB-

A104V12  

 

13.  Medident 

Supplies & 

Services, 4th 

Floor, Plaza No. 

20 Orchard Road, 

Near Lignum 

Tower, Gate No. 

02, DHA, Phase 2 

Islamabad 

 

ELI-00542 

R&I Date: 03-

07-2025 

Fee: Rs. 6,000 

vide deposit slip 

no. 93546341262 

Name of Manufacturer: 

Longly Biotechnology 

(Wuhan) Co. Ltd. 

Address: 

No. 02 of 2nd Floor, Building 

A2-2, Optics Valley 

Biomedical Park, Gaoxin 

Avenue No. 858, East Lake 

High Tech Development Zone, 

Wuhan, China  

LOA 

Type: Copy 

Notarization: No 

Issued date: Not mentioned 

 FSC:  

Type: Copy 

Issued By: Not mentioned 

Legalization: No 

Validity: 20-05-2026 

 

 ISO – Certificate:  

 Type: Copy 

Notarization: No 

Validity: 26-03-2026 

Brand Name: 

Dental Plaque Indicator 

Generic Name: 

Dental Plaque Indicator 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & application  

LLR-II 

2ml, 5ml, 10ml, 15ml 

 

Shelf Life: -- 

24 months  

Deferred with final 

opportunity on 

following grounds: 

 

 

Submit valid and 

legalized FSC & ISO; 

 

Submit the fee for 

family as per 

prevailing SRO. 

 

 

..
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14.  Medident 

Supplies & 

Services, 4th 

Floor, Plaza No. 

20 Orchard Road, 

Near Lignum 

Tower, Gate No. 

02, DHA, Phase 2 

Islamabad 

 

ELI-00542 

R&I Date: 03-

07-2025 

Fee: Rs. 6,000 

vide deposit slip 

no. 023028028 

Name of Manufacturer: 

Longly Biotechnology 

(Wuhan) Co. Ltd. 

Address: 

No. 02 of 2nd Floor, Building 

A2-2, Optics Valley 

Biomedical Park, Gaoxin 

Avenue No. 858, East Lake 

High Tech Development Zone, 

Wuhan, China 

LOA 

Type: Copy 

Notarization: No 

Issued date: Not mentioned 

 FSC:  

Type: Copy 

Issued By: Not mentioned 

Legalization: No 

Validity: 20-05-2026 

 

 ISO – Certificate:  

 Type: Copy 

Notarization: No 

Validity: 26-03-2026 

Brand Name: 

Temporary Filling 

Material 

Generic Name: 

Temporary Filling 

Material 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & application  

LLR-VIII-B 

2g, 5g, 10g, 15g, 30g, 

50g 

 

Shelf Life: --24 months  

Deferred with final 

opportunity on 

following grounds: 

 

 

Submit valid and 

legalized FSC & ISO; 

 

Submit the fee for 

family as per 

prevailing SRO. 

 

 

15.  Medident 

Supplies & 

Services, 4th 

Floor, Plaza No. 

20 Orchard Road, 

Near Lignum 

Tower, Gate No. 

02, DHA, Phase 2 

Islamabad 

 

ELI-00542 

R&I Date: 03-

07-2025 

Fee: Rs. 6,000 

vide deposit slip 

no. 832026559 

Name of Manufacturer: 

Longly Biotechnology 

(Wuhan) Co. Ltd. 

Address: 

No. 02 of 2nd Floor, Building 

A2-2, Optics Valley 

Biomedical Park, Gaoxin 

Avenue No. 858, East Lake 

High Tech Development Zone, 

Wuhan, China 

LOA 

Type: Copy 

Notarization: No 

Issued date: Not mentioned 

 FSC:  

Type: Copy 

Issued By: Not mentioned 

Legalization: No 

Validity: 20-05-2026 

 

 ISO – Certificate:  

 Type: Copy 

Notarization: No 

Validity: 26-03-2026 

 

Brand Name: 

Temporary LC Resin 

Generic Name: 

Light Cured, Temporary 

Crown and Bridge 

Material 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & application  

LLF-I-A2, LLF-I-A3, 

LLF-I-A3.5, LLF-I-A4 

 

Specification:  

5g/tube, 10g/tube, 

15g/tube, 30g/tube 

 

Shelf Life: --36 months 

Deferred with final 

opportunity on 

following grounds: 

 

 

Submit valid and 

legalized FSC & ISO; 

 

Submit the fee for 

family as per 

prevailing SRO. 
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16.  Medident 

Supplies & 

Services, 4th 

Floor, Plaza No. 

20 Orchard Road, 

Near Lignum 

Tower, Gate No. 

02, DHA, Phase 2 

Islamabad 

 

ELI-00542 

R&I Date: 03-

07-2025 

Fee: Rs. 6,000 

vide deposit slip 

no. 7249810847 

Name of Manufacturer: 

Longly Biotechnology 

(Wuhan) Co. Ltd. 

Address: 

No. 02 of 2nd Floor, Building 

A2-2, Optics Valley 

Biomedical Park, Gaoxin 

Avenue No. 858, East Lake 

High Tech Development Zone, 

Wuhan, China 

LOA 

Type: Copy 

Notarization: No 

Issued date: Not mentioned 

 FSC:  

Type: Copy 

Issued By: Not mentioned 

Legalization: No 

Validity: 20-05-2026 

 

 ISO – Certificate:  

 Type: Copy 

Notarization: No 

Validity: 26-03-2026 

 

Brand Name: 

Caries indicator 

Generic Name: 

Caries indicator 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & application  

LLR-III 

2ml, 5ml, 10ml,15ml 

 

Specification:  

5g/tube, 10g/tube, 

15g/tube, 30g/tube 

 

Shelf Life: -- 

24 months  

Deferred with final 

opportunity on 

following grounds: 

 

 

Submit valid and 

legalized FSC & ISO; 

 

Submit the fee for 

family as per 

prevailing SRO. 

 

 

 

========== 
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