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Government of Pakistan 

Ministry of National Health Services, Regulation & Coordination  

Drug Regulatory Authority of Pakistan 

***********  
 

 DECISIONS OF 120TH MEETING OF THE MEDICAL DEVICE BOARD (MDB) HELD  

ON 04-02-2026 (MANUAL APPLICATIONS PART-II) 

 

120th 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 4th 

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

Islamabad and attended by the following:    

 

S. 

No. 
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.  Mr. Salik Zahid, Chief Drug Inspector, Balochistan, a nominee of Director 

General Health, Health Department, Government of Balochistan 

Member 

(attended meeting 

through videolink) 

3.  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) 

4.  Prof. Dr. Muhammad Nadeem Ahmad, Department of Radiology,Agha 

Khan University Hospiyal Karachi 

Member 

(attended meeting 

through videolink) 

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

University of Science & Technology Havelian. 

Member 

6.  Dr. Farid Khan, Senior Consultant Neuro Surgery/Director Trauma & 

Emergency/Focal Person MSDS, Primary & Secondary Healthcare 

Department, Punjab. 

Member 

(attended meeting 

through videolink) 

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

Sciences, Islamabad (Hospital Pharmacist). 

Member 

(attended meeting 

through videolink) 

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

Islamabad. 

Member 

(attended meeting 

through videolink) 

9.  Mrs. Tazeen Saeed Bukhari, 192 Cavelry Ground, Street 4, Shami Road 

Khalid Yaqoob Chowk, Lahore 

Co-expert 

(attended meeting 

through videolink) 

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

Secretary  
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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.  Mr. Dr. Ghayoor Ahmad Deputy Director 

5.  Mr. Muhammad Ashfaq Deputy Director 

6.  Mr. Hafiz Muhammad Asif Iqbal Deputy Director 

7.  Mr. Rana Ahsan-ul-Haq Athar Deputy Director 

8.  Mr. Muhammad Amin Deputy Director 

9.  Mr. Ammar Ashraf Awan Deputy Director 

10.  Mr. Hanif Ullah Deputy Director 

 

 

 

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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Evaluator: Mr. Muhammad Amin (Deputy Director) 

 

 

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

MANUFACTURE MEDICAL DEVICES UNDER MEDICAL DEVICES RULES, 

2017. 

 

 

RENEWAL OF ESTABLISHMENT LICENSE TO MANUFACTURE (ELM) CASES: 

 

S.# 
Name and Address of 

Establishment 

Name of 

Production 

Incharge 

Name of QC 

Incharge 
Decision  

1 

M/s Usman Enterprise.,  
 
Office / godown: Plot 
No. A/116, S.I.T.E., 
Super Highway, Phase-
I, Karachi.  
 
ELM-0013 

Shuja Khan 

 

B. pharmacy 

 

 37 years’ 

experience 

Ilyas Khan 

 

B Pharmacy 

 

17 years’ 

experience  

The board considered inspection report and 

recommendations of panel and approved renewal 

of establishment license to manufacture medical 

devices for the following sections 

 

 Surgical Tape Section. 

 First Aid Bandage Section  

 

 

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

MEDICAL DEVICES UNDER MEDICAL DEVICES RULES, 2017  

 

(FRESH CASES-ELI): 

 

 

 

S.# Name of Establishment Name of Qualified 

Technical Person 

Decision 

1.  M/S Techno Medical Systems Private 

Limited,  

 

Office/godown: B-14, FIRST FLOOR, 

BLOCK-A, S.M.H.S., OFF. SHAHRAH-

e-FAISAL, Karachi. 

Aqeel Murtaza 

 

Bio medical Engineer 

Approved 

 

 

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

UNDER MEDICAL DEVICES RULES, 2017. 

 

(FRESH RENEWAL CASES-ELI): 

 

 

S.# Name of Establishment Name of Qualified 

Technical Person 

Name of Management Decision 

1.  M/s M/s Ameer Din 

Instrument, 

 

Mrs. Syeda 

Qurratulain Haider 

 

Salman Ul Arshad Khan 

 

Mr. Fasih Ud Din 

Approved 
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Office: Office 

No 1, Mono Garden 3, 

N.K.C.H.S, Shaheed-e-

Millat Road, Karachi. 

 

Godown: Office No 5, 

Mono Garden 3, 

N.K.C.H.S, Shaheed-e-

Millat Road, Karachi 

ELI-00455 

Pharm D 

2.  M/s Bio Pharma 

International, 

 

Office/godown: 5-C, 1st 

floor, Chauburji centre, 

Multan road, Lahore.  

 

ELI-00350 

Muhammad Faisal 

Hayat 

 

Pharm D 

Muhammad Abbas 

 

CEO 

Approved 

3.  M/s Chiesi 

Pharmaceuticals (Pvt) 

Ltd, 

 

Office: 4, 4th floor, akari 

corporate tower, 75/76, 

D-1, Main  boulevard, 

gulberg-III, Lahore.  

 

Godown: Hall-A, 

Khatooni No. 66, Mouza 

amer kot, thokar niaz 

baig, multan road, 

Lahore.  

 

ELI-00076 

Abdul waheed 

 

B-pharmacy 

Umer Masood 

Danilo piroli 

Alberto chiesi 

Cosimo pulli  

Approved 

4.  M/s Fresenius Medical 

care Pakistan (Pvt) Ltd, 

 

Office/godown: TAMC, 

1st Floor, 27-C-III, M.M. 

Alam road, Gulberg III, 

Lahore 

 

Godown 2: Al. Madina 

warehouse, 28-KM 

Multan road, Lahore. 

 

ELI-00315 

Muhammad Sohail 

 

Pharm D 

Muhammad Awais Aslam 

Muhammad Asfar 

Saqib Hamid 

Approved 

5.  M/s Ophthalmo-Tec,   

 

Office: Haji Fazal Elahi 

Building, Opp. Women 

College Shahrah-e-

Liaquat, Karachi 

Urooj Masoom  

 

Pharm D 

Farha Masoom 

 

CEO 

Approved 
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Godown: 141 K-4, 

PECHS, Block-2, 

Karachi.   

 

ELI-00310 

6.  M/s Radiant Medical 

(Pvt) Ltd., 

 

Office/godown: 6th Sher 

Shah, New Garden 

Town, Lahore.  

 

 

ELI-00135 

Yasir Abbas 

 

Biomedical 

Engineer 

Sabir Ali 

 

CEO 

Approved. 

The firm shall submit 

an undertaking that 

the facility shall not 

be used for residential 

purposes and could be 

inspected anytime 

without hindrance. 

 

 

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

LOCAL PRODUCTS. 

 

Evaluator: Saadat Ali Khan (Deputy Director) 

 

IMPORTED PRODUCT AGENDA: 

 

 

 

Imported products Agenda 

 

S. 

No 

Name of 

Applicant(s) 
Name of Manufacturer Medical Device Decision  

1.  M/s Battla 

Brothers 

Shop No. 12 H.J 

Center Kutchi 

Gali No. 2 

Marriot Road, 

Karachi 

(ELI- 00441) 

Date of R&I 

18-10-2021 

Fee Details: 

Paid Fee: 

50,000/-  

Challan No. 

41858567208 

M/s Changsha Sinocare Inc. 

No.265, Guyuan Road, Hi-

Tech Zone, Changsha, 

Hunan Province 410205, 

People’s Republic of China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 21-06-2028 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 14-03-2026 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 31-01-2028 

 

 EC (FQA): 

OEM GlucoFit GF-02 

Blood Glucose Monitoring 

System and Blood Test Strips 

 

Applied as System: 

Class-C 

 

Shelf life:  

2 Years 

Codes/Model/Sizes 

 

SXT 

Deferred for 

submission of the 

followings: 

 

1. Justification of Brand 

name “OEM 

GlucoFit GF-02” if 

the product is on free 

Sale in the country of 

origin or it is OEM 

product. 

2. System fee as fee as 

per new SRO & its 

justification. 

3. Valid notarized EC 

(FQA) 
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Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2025 

2.  M/s Battla 

Brothers 

Shop No. 12 H.J 

Center Kutchi 

Gali No. 2 

Marriot Road, 

Karachi 

(ELI- 00441) 

 

Date of R&I 

09-01-2025 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

25756690 

M/s Beijing Diagreat 

Biotechnologies Co., Ltd 

Floor 1-3, Building 19, No. 2 

Yard Huanke Middle Road, 

Tongzhou District, Beijing, 

People’s Republic of China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2035 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 30-03-2027 

 

FSC RRA or EC (FQA) not 

attached. 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 26-07-2025 

 

 

OEM Unique 

Human Chorionic 

Gonadotropin (HCG) Rapid 

Test Kit. 

 

Applied as Single: 

Class-B 

 

Shelf life:  

2 Years 

Codes/Model/Sizes 

 

 

Deferred for 

submission of the 

followings: 

 

1. Justification of 

Brand name “OEM 

Unique” if the 

product is on free 

Sale in the country 

of origin or it is 

OEM product. 

2. Valid notarized EC 

(FQA) or Valid 

legalized FSC of any 

RRA. 

3. Class-C fee as the 

product is of Class-C. 

4. Valid notarized ISO 

13485 

3.  M/s Battla 

Brothers 

Shop No. 12 H.J 

Center Kutchi 

Gali No. 2 

Marriot Road, 

Karachi 

(ELI- 00441) 

Date of R&I 

01-01-2025 

Fee Details: 

Paid Fee: 

62,000/-  

Challan No. 

413496082147 

M/s Jiangxi AICARE 

Medical Technology Co.,Ltd 

No. 06 South Side of 

Nanhuan Road, Qianping 

Industrial Park, Le’an 

Country, Fezhou city, 

344300, Jiangxi Province, P. 

R. China 

. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 29-07-2028 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 21-06-2022 

Validity: not mentioned 

 

FSC 

OEM GlucoFit Super 

Blood Glucose meter 

 

Applied as Single: 

Class-B 

 

Shelf life:  

2 Years 

Codes/Model/Sizes 

 

A(608) 

Deferred for 

submission of the 

followings: 

 

1. Justification of 

Brand name “OEM 

GlucoFit Super” if 

the product is on 

free Sale in the 

country of origin or 

it is OEM product. 

2. Class-C fee as the 

product is of Class-C. 

3. Valid notarized 

LOA. 
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Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 09-04-2025 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 29-12-2026 

4.  M/s Saru 

International, B-

194/1 Block-12, 

Gulistan-e-Johar 

Karachi.  

(ELI- 00316) 

Date of R&I 

03-07-2025 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

6067807610 for 

Healthicon, 

Adhesive Fixing 

Roll 

Jiangxi 3L Medical Products 

Group Co, Ltd, 

 

Address as per Form-7A : 

No. 599, Huoju Street, High-

Tech Development Zone. 

Nanchang, Jiangxi 330096, 

China. 

Address as per FSC: High 

Tech Zone, New Century 

Industrial City, Gaoan, 

330800, Jiangxi, P.R. China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 29-07-2028 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 27-04-2026 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 31-10-2026 

 

 CE (Production QA): 

Type: Scan copy of non- 

notarized copy 

Validity: 22-11-2028 

3L Fixing Dressing Roll 

(non-woven) 

Adhesive Roll non-woven 

 

Applied as Single: 

Class-B 

 

Shelf life:  

5 Years 

Codes/Model/Sizes 

FR-110 

Size: 5.cm x 1. Meter 

1-Roll/Box 

FR-111 

Size: 5.cm x 5. Meter 

1-Roll/Box 

FR-112 

Size: 5.cm x 10. Meter 

1-Roll/Box 

FR-113 

Size: 10.cm x 1. Meter 

1-Roll/Box 

FR-114 

Size: 10.cm x 5. Meter 

1-Roll/Box 

FR-115 

Size: 10.cm x 10. Meter 

1-Roll/Box 

FR-116 

Size: 10.cm x 20. Meter 

1-Roll/Box 

FR-117 

Size: 15.cm x 5. Meter 

1-Roll/Box 

FR-118 

Size: 15.cm x 10. Meter 

1-Roll/Box 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized FSC 

with manufacturing 

site & the required 

codes/sizes of the 

applied product. 

2. Evidence of 

submission of 

required of the 

applied product. 

3. Revised Form-7A 

with all 

information/data & 

annexures duly 

signed by the 

authorized person. 

 

5.  M/s Saru 

International, B-

194/1 Block-12, 

Gulistan-e-Johar 

Karachi.  

(ELI- 00316) 

Date of R&I 

Jiangxi 3L Medical Products 

Group Co, Ltd, 

 

Address as per Form-7A : 

No. 599, Huoju Street, High-

Tech Development Zone. 

Nanchang, Jiangxi 330096, 

3L Intravenous (IV) 

Dressing Transparent 

Sterile 

Transparent Dressing Sterile 

 

Applied as Single: 

Class-B 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC with 

manufacturing site 
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03-07-2025 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

25605726857 

dated 18-01-

2022 & Paid Fee: 

27,200/-  

Challan No. 

 341681631592 

dated 23-10-

2025 for 

Healthicon, I.V 

Dressing 

Transparent. 

China. 

Address as per FSC: High 

Tech Zone, New Century 

Industrial City, Gaoan, 

330800, Jiangxi, P.R. China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 29-07-2028 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 28-04-2025 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 31-10-2026 

 

 CE (Production QA): 

Type: Scan copy of non- 

notarized copy 

Validity: 22-11-2028 

 

Shelf life:  

5 Years 

Codes/Model/Sizes 

IVT-110 

3cm x 3cm 

100.Pieces/Box 

IVT-111 

3.5cm x 3cm 

100.Pieces/Box 

IVT-112 

4cm x 3.5cm 

100.Pieces/Box 

IVT-113 

4cm x 4cm 

100.Pieces/Box 

IVT-114 

5cm x 4cm 

100.Pieces/Box 

IVT-115 

5.5cm x 5cm 

100.Pieces/Box 

IVT-116 

6cm x 6cm 

100.Pieces/Box 

IVT-117 

6cm x 7cm 

100.Pieces/Box 

IVT-118 

7cm x 6cm 

100.Pieces/Box 

IVT-119 

7cm x 7cm 

100.Pieces/Box 

IVT-120 

8cm x 6cm 

100.Pieces/Box 

IVT-121 

9cm x 6cm 

100.Pieces/Box 

IVT-122 

10cm x 6cm 

100.Pieces/Box 

IVT-123 

10cm x 8cm 

50.Pieces/Box 

IVT-124 

10cm x 8cm 

50.Pieces/Box 

IVT-125 

12cm x 8cm 

50.Pieces/Box 

IVT-126 

& the required 

codes/sizes of the 

applied product. 

2. Evidence of 

submission of 

required of the 

applied product. 

3. Revised Form-7A 

with all 

information/data & 

annexures duly 

signed by the 

authorized person. 
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12cm x 10cm . 

50.Pieces/Box 

IVT-127 

13.5cm x 9.5cm 

50.Pieces/Box 

IVT-128 

14cm x 6cm 

50.Pieces/Box 

IVT-129 

14cm x 7cm 

50.Pieces/Box 

IVT-130 

14cm x 10cm 

50.Pieces/Box 

IVT-131 

15cm x 10cm 

50.Pieces/Box 

IVT-132 

15cm x 12cm 

50.Pieces/Box 

IVT-133 

18cm x 11.5cm 

50.Pieces/Box 

IVT-134 

28cm x 4cm 

50.Pieces/Box 

IVT-135 

28cm x 5cm 

50.Pieces/Box 

6.  M/s Saru 

International, B-

194/1 Block-12, 

Gulistan-e-Johar 

Karachi.  

(ELI- 00316) 

Date of R&I 

03-07-2025 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

0832664 for 

Cliniwax dated 

08-01-2019 

Yucel Medikal Ve Tekstđl 

Urunlerd Sanayd 

Tdc.LTD.STD 

Ornek Mah. 1612 Sok. Evren 

San. Sit. 2. Kısım 24.Blok 

No:19 34850 Esenyurt-

Istanbul- Turkey. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 15-05-2027 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Turkey 

Validity: 18-03-2027 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 18-10-2025 

 

BONEWAX 

(Sterile Haemostatic 

BONEWAX) 

 

Applied as Single: 

Class-B 

 

Shelf life:  

5 Years 

Codes/Model/Sizes 

BW-110 (as per From-7A) 

 

BW24 (as per Fsc) 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC with 

manufacturing site 

& the required 

codes/sizes of the 

applied product. 

2. Evidence of 

submission of 

required fee of the 

applied product. 

3. Revised Form-7A 

with all 

information/data & 

annexures duly 

signed by the 

authorized person. 

4. Valid notarized copy 

of ISO13485 & CE  
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 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

7.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

Not attached. 

 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

18775726116 

 

Anntom Medica Limited. 

5/F, Building A6, Yinlong 

Industrial Zone, 292, 

shenshan Road, Longgang 

District, shenzhen 518116, 

Guangdong, China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 01-05-2028 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Chamber of 

Commerce 

Validity: 12-01-2025 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 13-11-2027 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

(with extension letter) 

Anntommed Stopcock 

 

Applied as Single: 

Class-B 

 

Shelf life:  

2 Years 

Codes/Model/Sizes 

Not mentioned 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC issued by 

concerned 

regulatory 

authority 

mentioning the 

required 

codes/sizes of the 

applied product. 

2. Copy of R&I 

submission of the 

application. 

8.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

Not attached. 

 

Fee Details: 

Paid Fee: 

62,000/-  

Challan No. 

11255679200 

Princeton Medical Scientific 

Co., Ltd 

RM503, Building C, No.8, 

Fukang West Street, Yushu 

Industrial Park, Guangzhou 

Science City, Luogang 

District, Guangzhou 510663, 

China. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 13-12-2026 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By:China 
Validity: 01-11-2025 

 

 ISO 13485: 

Principle PTA Balloon 

Catheter 

OTW & RX PTA Balloon 

Catheter 

 

Applied as Single: 

Class-D 

 

Shelf life:  

2 Years 

Codes/Model/Sizes 

Not mentioned 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC with 

manufacturing site 

& the required 

codes/sizes of the 

applied product. 

2. Copy of R&I 

submission of the 

application. 

3. Valid notarized LOA  

4. Justification the 

class of the applied 

product as per 

MDR 2017 as in 

DOC the product is 

of class-B while 

applied in Class-D. 
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Type: Scan copy of non- 

notarized copy 

Validity: 23-11-2026 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 24-05-2024 

(with extension letter) 

 

9.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

30-09-2022. 

 

Fee Details: 

Paid Fee: 5,000/-  

Challan No. 

29455320 for 

VarioTip 

Ureterel Catheter 

M/s Optimed Medizinische 

Instrumente GmbH 

Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen 

Germany. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2024 

New LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 26-10-2023 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 04-08-2028 

 

 

VarioTip Ureterel Catheter 

(VarioTip Premium & 

VarioTip Standard) 

Applied as Family: 

Class-A 

 

Shelf life:  

5 Years 

Codes/Model/Sizes 

3331-4110, 

3331-4120,  

3333-3110,  

3105-0010,   

3105-0050,  

3331-1100,   

3331-1110,  

3331-1120,   

3331-2100,  

3331-2110,   

3331-2120, 

 3331-3100,  

3331-3110,  

3331-3120,   

3333-0120,  

3333-1100,  

3333-1120, 

3333-1110,    

3333-2100,  

3333-2110,   

3333-2120, 

 3333-3120,   

3333-4120,  

3331-0120 

Deferred for 

submission of the 

followings: 

1. Family fee for 

product VarioTip 

Standard along 

with submission 

required codes. 

 

The current application 

shall be considered for 

one product VarioTip 

Standard while for 

other VarioTip 

Premium shall be 

applied separately via 

online MDMC portal. 

10.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

M/s Optimed Medizinische 

Instrumente GmbH 

Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen 

Germany. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2024 

New LOA  

Adapter  

Adapter (Accessories Class-

Is) 

 

Applied as Single: 

Class-A 

 

Shelf life:  

3 Years 

Codes/Model/Sizes with 

their description as per FSc: 

Deferred for 

submission of the 

followings: 

1. Family fee for 

product along with 

submission 

required codes. 

 

 

W
eb P

ublis
her

 W
eb P

ublis
her

 M
onday, 

16 February,
 2026, 1

1:44:4 A
M

W
eb P

ublis
her

 W
eb P

ublis
her

 M
onday, 

16 February,
 2026, 1

1:44:4 A
M



Decisions of 120th Meeting of MDB Manual Applications Part-II ( 04.02.2026)                 Page 12 of 24 

 

30-09-2022. 

 

Fee Details: 

Paid Fee: 5,000/-  

Challan No. 

434625167473  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 26-10-2023 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 04-08-2028 

 

 

 

3401-0800 (Adapter Funnel 

Large, Luer-Lock Male, 10cm 

long, Rotating) 

3401-0900 (Adapter Funnel 

Small, Luer-Lock Male, 5cm 

long, Rotating) 

3401-0910 (Adapter small 

funnel, male Luer Lock 

rotating, Length 10cm) 

3401-0920 (Adapter small 

funnel, male Luer Lock 

rotating. Length 15cm) 

3401-0930 (Adapter small 

funnel, male Luer Lock 

rotating, Length 25cm) 

11.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

30-09-2022. 

 

Fee Details: 

Paid Fee: 5,000/-  

Challan No. 

9732924882 

M/s Optimed Medizinische 

Instrumente GmbH 

Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen 

Germany. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2024 

New LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 26-10-2023 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 04-08-2028 

 

 

Tuohy-Borst Adapter  

Tuohy-Borst Adapter URS 

(Accessories Class-Is) 

 

Applied as Single: 

Class-A 

 

Shelf life:  

3 Years 

Codes/Model/Sizes with 

their description as per FSc: 

 

3402-1000 

Approved 

12.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

M/s Optimed Medizinische 

Instrumente GmbH 

Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen 

Germany. 

 

Ureteric Catheter 

Connector 

Ureteric Catheter Connector  

 

Applied as Single: 

Class-A 

Approved the product 

3402-0200 (Ureteric 

Catheter Connector 

Luer-lock Female) 

 

While for other 
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johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

30-09-2022. 

 

Fee Details: 

Paid Fee: 5,000/-  

Challan No. 

246557748 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2024 

New LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 26-10-2023 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 04-08-2028 

 

 

 

Shelf life:  

3 Years 

Codes/Model/Sizes with 

their description as per FSc: 

 

3402-0200 (Ureteric Catheter 

Connector Luer-lock Female) 

 

3402-0700 (Ureteric Catheter 

Injection Connector) 

product (Ureteric 

Catheter Injection 

Connector) shall be 

applied separately via 

online MDMC portal. 

13.  M/s Cardioline 

Systems (Pvt) 

Ltd 

H. No 168, 

Block-E PIA 

Housing Society, 

johar Town, 

Lahore. 

ELI-01265 

 

Date of R&I 

18-01-2024 

 

Fee Details: 

Paid Fee: 

50,000/-  

Challan No. 

948932232  

M/s Optimed Medizinische 

Instrumente GmbH 

Ferdinand-Porsche-Strasse 

11, 76275 Ettlingen 

Germany. 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2024 

New LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance Date: 26-10-2023 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 04-08-2028 

 

 

Sinus-Repo Visual 6F Self-

expanding nitinol stent. 

 

Applied as Single: 

Class-C 

 

Shelf life:  

5 Years 

Codes/Model/Sizes 

6307-7020, 6307-7020, 6307-

7080, 6308-7020, 6308-7030, 

6308-7040, 6308-7060, 6308-

7080, 6309-7030, 6309-7040, 

6309-7060, 6309-7080, 6310-

7030, 6310-7040, 6310-7060, 

6312-7030, 6312-7040, 6312-

7060, 6306-6030, 6306-6040, 

6306-6060, 6306-6080, 6306-

7030, 6306-7040, 6306-7060, 

6307-6020, 6307-6030, 6307-

6040, 6307-6060, 6307-6080, 

6307-7030, 6307-7040, 6308-

6020, 6308-6030, 6308-6040, 

6308-6060, 6308-6080, 6309-

6030, 6309-6040, 6309-6060, 

6309-6080, 6310-6030, 6310-

6040, 6310-6060, 6310-6080, 

6312-6030, 6312-6040, 6312-

6060, 6314-6040, 6314-6060, 

6314-6080, 6314-6100, 6314-

Deferred for 

submission of the 

followings: 

1. Family fee for the 

product along with 

justification with 

catalog. 
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7040, 6314-7060, 6314-7080, 

6314-7100, 6310-7080. 

14.  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 Details: 

Paid Fee: 

20,000/-  

Challan No. 

23050005309 

dated 15-07-

2022 & Rs. 

11000/- Challan 

No. 

783236993 dated 

19-05-2025 

M/s ORTUS MEDITECH 

CO. LTD. 203, Building C4, 

Tong Fu Yu Industrial Park, 

Fu Ping Road, Long gang, 

Shenzhen, P.R. China 

518117 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 01-06-2027 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 29-02-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 24-10-2024 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 06-08-2025 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

(with extension letter) 

ORTUS 

Disposable Guide Wire 

 

Applied as Family: 

Class-B 

 

Shelf life:  

3 years 

Codes/Model/Sizes 

GW14/GW18/GW21/GW25/

GW28/GW32\GW35\ GW38 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Family fee for the 

product along with 

justification with 

catalog. 

3. Valid notarized 

ISO13485. 

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 

M/s ORTUS MEDITECH 

CO. LTD. 203, Building C4, 

Tong Fu Yu Industrial Park, 

Fu Ping Road, Long gang, 

Shenzhen, P.R. China 

518117 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 01-06-2027 

  

FSC 

ORTUS 

Disposable Pressure Bandage 

 

Applied as Family: 

Class-A 

 

Shelf life:  

3 years 

Codes/Model/Sizes 

TB01/TB02/TB03/TB04 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Family fee for the 

product along with 

justification with 
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Fee Details: 

Paid Fee: 5,000/- 

+ 1300 = 6300 

Challan No. 

5604127502 & 

5664522286 

 

 

Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 29-02-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 24-10-2024 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 06-08-2025 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

(with extension letter) 

catalog. 

3. Valid notarized 

ISO13485. 

16.  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 Details: 

Paid Fee: 5,000/- 

+ 27400/- = 

32400/- 
Challan No. 

8571577773& 

4596145149 

 

M/s ORTUS MEDITECH 

CO. LTD. 203, Building C4, 

Tong Fu Yu Industrial Park, 

Fu Ping Road, Long gang, 

Shenzhen, P.R. China 

518117 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 01-06-2027 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 29-02-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 24-10-2024 
Validity: Not mentioned 

 

ORTUS 

Disposable Hemostasis Valve 

Kit 

 

Applied as Family: 

Class-A 

 

Shelf life:  

5 years 

Codes/Model/Sizes 

HV01/HV02/HV03. 

Deferred for 

submission of the 

followings: 

 

1. Justification Class 

as per MDR 2017 

& revised fee as 

per current SRO. 

2. Valid notarized 

ISO13485. 
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 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 06-08-2025 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

(with extension letter) 

17.  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 Details: 

Paid Fee: 5,000/- 

+ 1300 = 6300 

Challan No. 

619016521117 & 

08997440 

M/s ORTUS MEDITECH 

CO. LTD. 203, Building C4, 

Tong Fu Yu Industrial Park, 

Fu Ping Road, Long gang, 

Shenzhen, P.R. China 

518117 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 01-06-2027 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 29-02-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 24-10-2024 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 06-08-2025 

 

 CE (FQA): 

Type: Scan copy of non- 

notarized copy 

Validity: 26-05-2024 

(with extension letter) 

ORTUS 

Disposable Inflation Device 

 

Applied as Family: 

Class-A 

 

Shelf life:  

5 years 

Codes/Model/Sizes 

ID120/ID125/ID130/ID220/I

D225/ID230/ID320/ID325/ID

330/ID420/ID425/ID430. 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Family fee for the 

product along with 

justification with 

catalog. 

3. Valid notarized 

ISO13485. 

18.  4S International, 

Suit No, 205, 2nd 

Floor, Al-Fiza 

Glass Tower, 

Rashid Minhas 

APT Medical Inc. 

No. 009, Xiangxiang Road, 

Xiangxinag economic 

development zone, 

Xiangxiang City, Hanan 

Anyreach C  

PTCA Guide Wire 

 

Applied as Single: 

Class-D 

Deferred for 

submission of the 

followings: 

 

1. The required 
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Road, Karachi 

(ELI-00290) 

 

Date of R&I 

14-11-2022 

 

Fee Details: 

Paid Fee: 

50,000/-  

Challan No. 

26718554017 

 

411400, PR China 

 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2025 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Hunan Medical 

Product Administration, 

China. 

Validity: 24-03-2026 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 05-11-2024 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 23-08-2027 

 

 

 

Shelf life:  

3 years 

Codes/Model/Sizes 

Not specify 

 

codes/sizes of the 

applied product as 

per FSC. 

2. Family fee for the 

product along with 

justification with 

catalog. 

3. Valid notarized 

LOA. 

19.  M/s Global 

Marketing 

Services 

111 Hali Road, 

Westridge 1, 

Rawalpindi 

Establishment 

License number: 

ELI-00109 

 

Date of R&I 

16-12-2021 

 

Fee Details: 

Paid Fee: 5,000/-  

Challan No. 

76036020173 

 

Legal Manufacturer 

Cepheid 

904 Caribbean Drive 

Sunnyvale, CA 94089 USA  

Telephone: +1 408.541.4191 

Website: www.cepheid.com 

 

 Manufacturer: 

Cepheid Europe SAS  

Vira Solelh  

81470 Maurens-Scopont  

France 

 

Manufacturer: 

COPAN ITALIA 

VIA F. PEROTTI, 10, 18 

BRESCIA, Lombardy 

ITALY 25125 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2025 

  

Xpert Vaginal/ Endocervical 

Swab Specimen Collection 

Kit 

 

Class: A 

 

Applied as Kit: 

 

Shelf life:  

3 years 

Codes/Model/Sizes 

SWAB/B-100 (as per Form-

7A) 

 

SWAB/A-50 ( as per FSc.) 

Approved as per FSC 

with code SWAB/A-

50. 
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FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 20-08-2018 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 18-12-2027 

 

 

20.  Reagnchem 

Scientific 

Second Floor 

A21- Block 13-

D1 Rufi Cottages 

Sehba Akhter 

Road, Gulshan-

e-Iqbal, Karachi 

ELI: 000345 

 

Date of R&I 

25-07-2022 

 

Fee Details: 

Paid Fee: 

25,000/-  

Challan No. 

597994778 for 

K-Lite electrodes 

with consumable 

Refill solution 

(ISE Method), 

De-proteiniezer 

and conditioner. 

 

Meizhou Cornley Hi-Tech 

Co Ltd 

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

Hi-TechZone, Meixian, 

514700 Meizhou, 

Guangdong PR China 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 20-01-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 28-02-2022 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 08-12-2026 

K-LITE  Electrodes with 

consumables 

Electrodes, refill solution, 

conditioner, 

Proteineizer. 

 

Applied as Cluster: 

Class-B 

 

Shelf life:  

No expiry for Electrodes. 

12 months for consumable. 

Codes/Model/Sizes 

Na Electrode-  

K Electrode-  

Cl Electrode-  

Li Electrode-  

Ph Electrode-  

Ca Electrode- Reference 

electrode-  

De-Proteineizer-  

Conditioner-  

Refill solution for ISE RS.  

Refill Solution for Ref 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Cluster fee for the 

product along with 

justification with 

catalog. 

3. Revised Form-A 

duly signed by the 

authorized person. 

21.  Reagnchem 

Scientific 

Second Floor 

A21- Block 13-

D1 Rufi Cottages 

Sehba Akhter 

Meizhou Cornley Hi-Tech 

Co Ltd 

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

Hi-TechZone, Meixian, 

514700 Meizhou, 

Cornley Calibration 

standard solution 

Calibration standard solution  

 

Applied as Family: 

Class-B 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 
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Road, Gulshan-

e-Iqbal, Karachi 

ELI: 000345 

 

Date of R&I 

25-07-2022 

 

Fee Details: 

Paid Fee: 

25,000/- Challan 

No. 

43586380045 

Guangdong PR China 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 20-01-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 28-02-2022 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 08-12-2026 

 

Shelf life:  

12 months  

Codes/Model/Sizes 

AFT-ISE IV- R1 Calibration 

A:650 ml 

R2 Calibration B: 200ml 

AFT-ISE VIII- R1 Calibration 

A:1050ml 

R2 Calibration B: 250ml 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Family fee for the 

product along with 

justification with 

catalog. 

3. Revised Form-A 

duly signed by the 

authorized person. 

22.  Reagnchem 

Scientific 

Second Floor 

A21- Block 13-

D1 Rufi Cottages 

Sehba Akhter 

Road, Gulshan-

e-Iqbal, Karachi 

ELI: 000345 

 

Date of R&I 

25-07-2022 

 

Fee Details: 

Paid Fee: 

25,000/- Challan 

No. 9863841663 

Meizhou Cornley Hi-Tech 

Co Ltd 

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

Hi-TechZone, Meixian, 

514700 Meizhou, 

Guangdong PR China 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 20-01-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Cornley  

Electrolyte Quality Control 

(ISE METHOD) 

 

Applied as Family: 

Class-B 

 

Shelf life:  

12 months  

Codes/Model/Sizes 

AFT-ISE QC – R1: 

Electrolyte Quality 

Control (High Level) 1.0 ml 

R2: Electrolyte Quality 

Control (middle 

Level) 1.0 ml 

R3: Electrolyte Quality 

Control (Low Level) 

1.0 ml 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Family fee for the 

product along with 

justification with 

catalog. 

3. Revised Form-A 

duly signed by the 

authorized person. 
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Issuance date: 28-02-2022 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 08-12-2026 

23.  Reagnchem 

Scientific 

Second Floor 

A21- Block 13-

D1 Rufi Cottages 

Sehba Akhter 

Road, Gulshan-

e-Iqbal, Karachi 

ELI: 000345 

 

Date of R&I 

25-07-2022 

 

Fee Details: 

Paid Fee: 

25,000/- Challan 

No. 2188788610 

Meizhou Cornley Hi-Tech 

Co Ltd 

Cornley Hi-Tech Industrial 

Park, Jincheng Road, Fuda 

Hi-TechZone, Meixian, 

514700 Meizhou, 

Guangdong PR China 

 

LOA  

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Market 

Supervision Administration 

of Shenzhen Municipality, 

China. 

Validity: 20-01-2025 

 

FSC 
Type: Scan copy of non-

notarized copy 

Issued By: Germany 

Issuance date: 28-02-2022 
Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 08-12-2026 

Cornley  

TCO2 REAGENT & Control 

 

Applied as Cluster: 

Class-B 

 

Shelf life:  

12 months  

Codes/Model/Sizes 

Reagent- AFT-TCO2III R1 

TCO2 Standard 

solution 20 ml 

R2 TCO2 reaction solution 80 

ml 

Control- AFT-TCO2QC R1 

TCO2 Quality 

Control (High Level) 1 ml 

R2 TCO2 Quality Control 

(Low Level) 1 ml 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin or any RRA 

with the required 

codes/sizes of the 

applied product. 

2. Cluster fee for the 

product along with 

justification with 

catalog. 

3. Revised Form-A 

duly signed by the 

authorized person. 

24.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

03-02-2025 

 

Fee Details: 

M/s. TOPCON 

COPORATION 

Company Address: 75-1 

Hasunuma-cho, Itabashi-ku, 

Tokyo 174-8580, JAPAN 

 

Agency Agreement 

Type: Scan copy of non-

notarized copy.  

Validity: 31-03-2029 

  

Certificate (instead of FSC)  
Type: Scan copy of non-

Computerized Lens meter 

(CL-300) 

 

Applied as Single: 

Class-A 

 

Shelf life:  

N/A 

Codes/Model/Sizes 

(CL-300) 

 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin with the 

required 

codes/sizes of the 

applied product. 

2. Justification with 

MDR 2017 & 

regulatory 
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Paid Fee: 6,000/- 

Challan No. 

98525121 

notarized copy 

Issued By: OMETA (Non-

Profit Organization Overseas 

Medical Equipment 

Technical Assistants) 

Issued on 22-10-2024. 

 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 05-06-2027 

authority of the 

country of origin 

that the applied 

product is not a 

medical device. 

25.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

03-02-2025 

 

Fee Details: 

Paid Fee: 6,000/- 

Challan No. 

9400816369 

M/s. TOPCON 

COPORATION 

Company Address: 75-1 

Hasunuma-cho, Itabashi-ku, 

Tokyo 174-8580, JAPAN 

 

Agency Agreement 

Type: Scan copy of non-

notarized copy.  

Validity: 31-03-2029 

  

Certificate (instead of FSC)  
Type: Scan copy of non-

notarized copy 

Issued By: OMETA (Non-

Profit Organization Overseas 

Medical Equipment 

Technical Assistants) 

Issued on 22-10-2024. 

 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 05-06-2027 

TOPCON 

Lensmeter (LM-8C) 

 

 

Applied as Single: 

Class-A 

 

Shelf life:  

N/A 

Codes/Model/Sizes 

(LM-8C) 

 

 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin with the 

required 

codes/sizes of the 

applied product. 

2. Justification with 

MDR 2017 & 

regulatory 

authority of the 

country of origin 

that the applied 

product is not a 

medical device. 

26.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

03-02-2025 

 

Fee Details: 

Paid Fee: 6,000/- 

Challan No. 

74864235921 

Legal Manufacturer (as per 

FSC): 

M/s. TOPCON 

COPORATION 

75-1 Hasunuma-cho, 

Itabashi-ku, Tokyo 174-

8580, JAPAN 

Manufacturing Site (as per 

FSC): 
M/s. TOPCON Yamagata 

Co., Ltd., 547 Aza Ishida, 

Oaza Urushiyama, 

Yamagata’shi, Yamagata 

Ken, 990-2196 Japan. 

 

Agency Agreement 

TOPCON 

Specular Microscope (SP-1P) 

 

Applied as Single: 

Class-A 

 

Shelf life:  

N/A 

Codes/Model/Sizes 

(SP-1P) 

 

 

Approved 
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Type: Scan copy of non-

notarized copy.  

Validity: 31-03-2029 

  

FSC 

Type: Scan copy of non-

notarized copy 

Issued By: Japan 

Issuance date: 28-02-2022 

Validity: Not mentioned 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 05-06-2027 

27.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

24-05-2023 

 

Fee Details: 

Paid Fee: 5,000/- 

Challan No. 

9319568140 

Legal Manufacturer: 

Shanghai Medi works 

Precision Instruments co., 

Ltd. 

Building 7, Ming Pu Plaza, 

No. 3279, San Lu Rd, Min 

Hang District, Shanghai, 

China 

Manufacturing Site: 

Shanghai Canton Optics 

Equipment Co., 

Ltd. 

No.919-999, Jinliu rd, 

Jinshan Industial 

Zone, Jinshan District, 

Shanghai, 201506, 

China. 

 

Agency Agreement 

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC 

Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 15-10-2023 

 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 01-03-2026 

Canton Slit lamp (350C) 

 

Applied as Single: 

Class-A 

 

Shelf life:  

N/A 

Codes/Model/Sizes 

(350C) 

 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin with all the 

manufacturing sites 

& the required 

codes/model of the 

applied product. 

2. Valid ISO 13485 

of the 

manufacturing site 

3. LOA authorization 

by the product 

license holder/legal 

manufacturer. 

28.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Legal Manufacturer: 

Lianyungang Tiannuo 

Optical Instruments Co., Ltd. 

No.3 Jinqiao Road, Dapu 

Industrial Park, 

Canton 

Trial Frame (CT-2203 

/2204A/2202C) 
 

Applied as family: 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 
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Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

24-05-2023 

 

Fee Details: 

Paid Fee: 5,000/- 

Challan No. 

1245300753 

Lianyungang, Jiangsu, 

222069 China 

 

Manufacturing Site: 

Shanghai Canton Optics 

Equipment Co., 

Ltd. 

No.919-999, Jinliu rd, 

Jinshan Industial 

Zone, Jinshan District, 

Shanghai, 201506, 

China. 

 

Agency Agreement 

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC not attached. 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 21-07-2025 

 

Class-A 

 

Shelf life:  

5 years 

Codes/Model/Sizes 

(CT-2203 

/2204A/2202C) 

 

 

FSC of country of 

origin with the 

required 

codes/sizes of the 

applied product. 

2. Justification with 

MDR 2017 & 

regulatory 

authority of the 

country of origin 

that the applied 

product is not a 

medical device. 

3. Valid notarized 

ISO 13485. 

4. LOA authorization 

by the product 

license holder/legal 

manufacturer. 

5. Family fee along 

with justification 

with catalog. 

29.  Haji S. Ameer 

Din & Sons 

Address of 

Importer 

305-A Upper 

Mall Lahore 

 

ELI: 00059 

 

Date of R&I 

24-05-2023 

 

Fee Details: 

Paid Fee: 5,000/- 

Challan No. 

3933134120 

Legal Manufacturer: 

Taizhou Wenbang 

Technology Development 

Co., Ltd. No. 1, 77 building, 

Feiyue industrial park, 108 

middle road of airport, 

Xiachen street, Jiaojiang 

Agrea, Taizhou city, 

Zhejiang, China 

 

Manufacturing Site: 

Shanghai Canton Optics 

Equipment Co., 

Ltd. 

No.919-999, Jinliu rd, 

Jinshan Industial 

Zone, Jinshan District, 

Shanghai, 201506, 

China. 

 

Agency Agreement 

Type: Scan copy of non-

notarized copy.  

Validity: 31-12-2026 

  

FSC not attached. 

 ISO 13485: 

Not attached. 

 

Canton 

Motorized table (CT-

1720/1730) 

 

Applied as family: 

Class-A 

 

Shelf life:  

5 years 

Codes/Model/Sizes 

(CT-1720/1730) 

 

Deferred for 

submission of the 

followings: 

 

1. Valid legalized 

FSC of country of 

origin with the 

required 

codes/sizes of the 

applied product. 

2. Justification with 

MDR 2017 & 

regulatory 

authority of the 

country of origin 

that the applied 

product is not a 

medical device. 

3. Valid notarized 

ISO 13485. 

4. LOA authorization 

by the product 

license holder/legal 

manufacturer. 

5. Family fee along 

with justification 

with catalog. 
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30.  M/s Mod 

Scientific 

Traders, 3-Mouj 

Darya Road, 

Lahore. 

ELI:00655 

 

Date of R&I 

12-06-2024 

 

Fee Details: 

Paid Fee: 5,000/- 

Challan No. 

5948934786 

Hebei Xiangyuan Medical 

Devices Co.,Ltd Add: North 

Wufan Road, Xinle City, 

Hebei Province, China 

LOA 

Type: Scan copy of non-

notarized copy.  

Validity: 12-09-2028 

 FSC 

Type: Scan copy of non-

notarized copy 

Issued By: China 

Validity: 18-02-2025 

 ISO 13485: 

Type: Scan copy of non- 

notarized copy 

Validity: 16-01-2026 

Single-use Container for 

Human Venous Blood 

Specimen Collection 

 

Clot Activator Tube 

 

 

 

Applied as : 

Class-A 

 

Shelf life:  

5 years 

Codes/Model/Sizes 

 

 

Approved Single-use 

Container for Human 

Venous Blood 

Specimen Collection 

(Clot Activator Tube) 
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