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DECISIONS OF 80TH MEETING OF MEDICAL DEVICE BOARD 

HELD ON 03-03-2025 

 

 
ENLISTMENT/REGISTRATION OF MEDICAL DEVICES FOR IMPORT 

 

 

FRESH CASES:  

 

S# Importer Name Manufacture Details Product Details  

1.  MIRAJ 

CORPORATION 

Address: 13-14, 2nd 

Floor, Jinnah Business 

Centre, Chandni Chowk, 

Murree Road, 

RAWALPINDI – 

PAKISTAN.  

Legal Manufacturer: 

Hunan Ybk Medical Technology 

Co. Ltd  Address: 80 Fuzhong 

Road, Lijiang Street, Changsha, 

Hunan, China.  Tel: 0086-731-

86801353  Email: 

jingz08@jxjzkj.cn Website: 

https://jingz08.wixsite.com/ybk-

medical 

 

LOA issuance 08-11-2021 validity 

is not mentioned. 

FSC China validity 

26-10-2023 

 

YBK 

ESR Tube (3.8% Sodium Citrate) 

 

Class-A 

 

Shelf life: 24 Months 

 

Codes as per FSC 

JZ0E8120  

JZ0E1375 

Approved  

2.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(ALP-LQ) 

 

Class-B 

 

Shelf Life: 18 months 

Codes & Sizes as per FSC 

 

 

Approved 

3.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

LABKIT 

(ALBUMIN) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

https://jingz08.wixsite.com/ybk-medical
https://jingz08.wixsite.com/ybk-medical
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31-05-2021 

4.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(BILIRUBIN T& D DMSO) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

5.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(GLUCOSE LS O) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

6.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(Biochemistry Kits; Renal Function 

Tests) 

 

Class-B 

 

Shelf Life:  

REA UV-LQ  

18 Months 

Uric Acid Ls:20 Months 

 

Codes as per FSC 

Approved 

7.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

LABKIT 

(LIPASE-LQ) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 
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Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

8.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(Serology Kits; Bacterial Antigens 

BRUCELLA ABORTUS  

 

Class-B 

 

Shelf Life: 30 Months 

 

Codes & Sizes: As per FSC 

BRUCELLA ABORTUS (Product code: 

40580). 

• BRUCELLA MELITENSIS (Product 

code 40582). 

Approved 

9.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(Total Protein) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

10.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(Biochemistry Kits; Creatinine Kinase: 

-CK-MB LQ 

-CK-NAC  LQ 

 

Class-B 

 

Shelf Life: 14 Months 

 

Codes as per FSC 

Deferred for the 

provision of 

revised 

application for 

CK-NAC  LQ 

with fee and also 

submit with 

differential fee for 

CK-MB LQ. 

11.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 
Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

LABKIT 

(SEROLOGY KITS; BACTERIAL 
Approved 
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Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

ANTIGENS 

 

-S. PARATYPHI AO  

S. PARATYPHI AH  

S. PARATYPHI BQ  

S. PARATYPHI BH  

S. TYPHI O  

S. TYPHI H  

 

Class-B 

 

Shelf Life: 30 Months 

 

Codes as per FSC 

12.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(AMYLASE-LQ 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

13.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(CREATININE-J) 

 

Class-B 

 

Shelf Life: 24 Months 

 

Codes & Sizes: As per FSC 

Approved 

14.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

LABKIT 

(Biochemistry Kits; Liver Function 

Tests: 

GPT/ALT-LQ 

GOT/AST-LQ 

GPT/ALT-LQ 

GPT/AST-LQ 

 

Class-B 

 

Shelf Life: 18 Months 

Approved 
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ISO 13485 validity  

31-05-2021 

 

Codes & Sizes: As per FSC 

15.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(SEROLOGY KITS; LATEX SLIDE 

TEST: 

-ASO LATEX  

-CRP LATEX  

-R.F LATEX  

 

Class-B 

 

Shelf Life: 30 Months 

 

Codes & Sizes: As per FSC 

Deferred for the 

provision of 

differential fee for 

ASO LATEX and 

apply separately 

for other two kits. 

16.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(CALCIUM-OC) 

 

Class-B 

 

Shelf Life: 30 Months 

 

Codes & Sizes: As per FSC 

Approved 

17.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(BIOCHEMISTRY KITS: Lipid Profile: 

-Cholesterol-LS 

-TRIGLYCERIDES-LS 

-LDH-LQ 

 

Class-B 

Shelf Life: 

  

-Cholesterol-LS: 18 months 

-TRIGLYCERIDES-LS:24 months 

-LDH-LQ: 18 months 

 

Codes as per FSC 

CHOLESTEROL-LS 

(Product Codes: 30183, 30183/S) 

• TRIGLYCERIDES-LS 

(Product Code: 30364, 30364/S) 

• LDH-LQ 

(Product Code: 30293) 

Product Names: 

Approved 
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BIOCHEMISTRY KITS; Lipid Profile: 

• CHOLESTEROL-LS 

(Product Codes: 30183, 30183/S) 

• TRIGLYCERIDES-LS 

(Product Code: 30364, 30364/S) 

• LDH-LQ 

(Product Code: 30293) 

18.  Miraj Corporation, 13-

14, 2nd Floor, Jinnah 

Business Center, 

Chandni Chowk, Murree 

Road, Rawalpindi,  

 

ELI: 00326 

Legal Manufacturer: 
Chemelex, S.A, Pol, Ind. Can 

Castells, C/ Industria 113, nave J 

08420 Canovelles (Barcelona), 

Spain. 

 

FSC: Spain 

Date of Issue: 15/10/2021 

LOA validity 31-12-2027 

ISO 13485 validity  

31-05-2021 

LABKIT 

(ALP-LQ) 

 

Class-B 

 

Shelf Life: 18 Months 

 

Codes & Sizes: As per FSC 

 

Approved 

19.  Radiant Medical Private 

Limited Address of 

Importer 06‐Sher Shah 

Block New Garden 

Town Lahore, Pakistan. 

 

ELI- 00135 

Legal Manufacturer: 

Carestream Health Inc., 

Address: 150 Verona Street 

Rochester  

New York USA 

Contact No: – 585-627-6621 

Email:  

Health.imaging.tsc@carestream.c

om 

Manufacturing Site:  

Rayco (Shanghai) Medical 

Products Company Limited. 

Building 7, No. 1510 Chuanqiao 

Road, China (Shanghai) Pilot  

Free Trade Zone, 201206 

Shanghai, People’s Republic of 

China. 

 

LOA validity 02-10-2025 

FSC France issuance 10-02-2020 

FSC China validity 

06-11-2025 

DRYVIEW DVE Laser Imaging Films 

 

Class-A 

 

Shelf life: 24 months 

 

Codes as per FSC 

Approved subject 

to submission of 

codes/models and 

separate fee for 

each. Also provide 

linkup letter 

between the Legal 

manufacturer and 

the manufacturing 

site located in 

China. 

20.  Radiant Medical Private 

Limited Address of 

Importer 06‐Sher Shah 

Block New Garden 

Town Lahore, Pakistan. 

 

ELI- 00135 

(Legal Manufacturer) 
Barkey GmbH & Co. KG 

Manufacturing Site 

Gewerbestrasse 8, 33818 

Leopoldshoehe, Germany 

Brand Name Barkey Warming 

Center II. 

FSC Germany issuance  

01-12-2023 

LOA validity 31-12-2025 

Barkey Warming Center II 

Warming Center 

 

Class-B 

 

Shelf life: N/A 

 

Approved subject 

to submission of 

Fee slip and DoC 

Also provide 

codes if any. 
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21.  Radiant Medical Private 

Limited Address of 

Importer 06‐Sher Shah 

Block New Garden 

Town Lahore, Pakistan. 

 

ELI- 00135 

Legal Manufacturer: 

Carestream Health Inc., 

Address: 150 Verona Street 

Rochester New York USA 

Contact No: – 585-627-6621 

Email:  

Health.imaging.tsc@carestream.c

om 

 

LOA validity 02-10-2025 

FSC validity 12-06-2026 

ISO 13485 02-10-2025 

 

Lux 35 Detector 

Digital Imaging System 

 

Class-B 

 

Shelf life: N/A 

 

Model: 

Lux 35 Detector 

 

 

 

Approved  

22.  Rech International, 

Karachi Address of 

Importer 247/B, Block 6 

PECHS Shahrah-e-

Faisal Karachi 

Legal Manufacturer: 

Arthrex, Inc. 1370 Creekside 

Boulevard Naples 34108-1945 

USA tel +49 89 90 90 05 0 fax +49 

89 90 90 05 2801 info@arthrex.de 

 

LOA- Validity- 30TH June,2027 

ISO 13485- Validity 21-11-2025 

Arthrex Dual Wave Arthroscopy Pump  

 

Class-B 

 

Shelf life: N/A 

 

Codes: 

AR-6420CL AR-6410 AR-6415 AR-

6415CL AR-6420 AR-6425 AR-6430 

AR-6431 AR-6475 AR-6480 AR-6480-

IC AR-6480-IC8 AR-6481 AR-6482 

AR-6483 AR-6485 

Approved subject 

to submission of 

Brand name, fee 

slip and FSC. 

23.  M/s Alfa Scientific Store  

ELI-00148  

R&I Details 14/12/2021 

Fee Challan No: 

3913812378 Dated: 13-

12-2021  

Legal Manufacture 
HEALSTONE BIOTECH Inc., 

655 W Kent North, Unit 650 

Vancouver BC V6P 6T7 

CANADA Manufacturing Site 

(s): Zhejiang Orient Gene Biotech 

Co., Ltd 3787#, East Yangguang 

Avenue, Dipu Street Anji 313300 

Huzhou, Zhejiang, CHINA  

 

LOA: Validity: 11-03-2026  

FSC: Dated: 13-05-2021 OR EC 

Certificate: Validity: 20-01-2027 

OR ISO 13485: Validity: 07-02-

2025 (New Applied)  

HEALSTONE  

TYPHOID IgG/IgM Ab Rapid Test 

Cassette  

 

Class B  

 

Shelf life: 24 Months  

 

Codes/Sizes as per FSC 

GCTYP-302b 

Approved 

24.  M/s Alfa Scientific Store  

ELI-00148  

R&I Details 14/12/2021  

Fee Challan No: 

6288048622 Dated: 13-

12-2021 

Legal Manufacture 
HEALSTONE BIOTECH Inc., 

655 W Kent North, Unit 650 

Vancouver BC V6P 6T7 

CANADA Manufacturing Site 

(s): Zhejiang Orient Gene Biotech 

Co., Ltd 3787#, East Yangguang 

Avenue, Dipu Street Anji 313300 

Huzhou, Zhejiang, CHINA  

 

LOA: Validity: 11-03-2026  

FSC: Dated: 13-05-2021 OR EC 

Certificate: Validity: 20-01-2027 

OR ISO 13485: Validity: 07-02-

2025 (New Applied)  

HEALSTONE  

H. PYLORI Ab RAPID DEVICE TEST  

 

Class B  

 

Shelf life: 24 Months  

 

Codes/Sizes as per FSC 

GCHP-302a  

Approved 

25.  M/s. F.W Distributor, Legal Manufacturer:  DORMIA® NO-TIP STONE Approved 

mailto:Health.imaging.tsc@carestream.com
mailto:Health.imaging.tsc@carestream.com
mailto:info@arthrex.de
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Rawalpindi ELI:00221  M/s COLOPLAST, A/S 

HOLTEDEM 13050 

HUMLEBAEK, DENMARK.  

 

FSC: DENMARK Validity: 

25/04/2026  

LOA Validity: 08-09-2027 

EXTRACTOR  

Urinary stone retrieval basket, single-use  

 

Class B  

 

Shelf Life: 05 years  

 

Codes / Sizes (if any) EXN434 EXN734 

26.  M/s. F.W Distributor, 

Rawalpindi ELI:00221  
Legal Manufacturer:  
M/s COLOPLAST, A/S 

HOLTEDEM 13050 

HUMLEBAEK, DENMARK.  

 

FSC: DENMARK Validity: 

25/04/2026  

LOA Validity: 08-09-2027 

DORMIA® N. STONE® STONE 

EXTRACTOR Urinary stone retrieval 

basket  

 

Class B  

 

Shelf Life: 5 years  

 

Codes / Sizes (if any) EXT224  

Approved 

27.  Radiant Medical Private 

Limited Address of 

Importer 06‐Sher Shah 

Block New Garden 

Town Lahore, Pakistan. 

 

ELI- 00135 

Legal Manufacturer 
BRAINLAB AG (Manufacturing 

site) Olof-Palme-Str. 9, 81829 

München, Germany. 

 

LOA validity 31-12-2025 

FSC Germany 24-01-2020 

Disposable Reflective Marker Spheres 

 

Class-A 

 

Service life: 8 years 

 

Codes as per FSC 

Approved subject 

to submission of 

Brand name and 

codes. 

28.  M/s. Alfa Scientific 

Store, Lahore ELI:00148  

R&I Details: 01-June-

2021  

Legal Manufacturer:  
M/s Weiner Laboratoris S.A.I.C 

Manufacturing Site: Maipu 2571 

street (2000) - Rosario city, Santa 

Fe, Argentina.  

 

LOA Validity: 31-Dec-2026  

FSC: Country of Origin: 

Argentina Validity: 27-Feb-2026  

EC Certificate: Validity: 14-Dec-

2026  

ISO 13485 Validity: 26-April-

2027 

WEINER LAB COAGULATION 

REAGENTS, CONTROLS AND 

CALIBRATORS  

 

Class B  

 

Product Name: APTTest Shelf Life: 24 

Months Codes / Sizes (if any) GMDN: 

55981 Product Registration No FSC: D-

1611/89 D-5184/98 D.j.x2144_01/10/08 

Product Catalogue Codes: 1705002  

Product Name: APTTest ellagico Shelf 

Life: 24 Months Codes / Sizes (if any) 

GMDN: 55981 Product Registration No 

FSC: C-1225/95 Product Catalogue 

Codes:1705004  

Product Name: Fibrinogeno Shelf Life: 

18 Months Codes / Sizes (if any) GMDN: 

55997 Product Registration No FSC: C-

2925/98 Product Catalogue 

Codes:1705006 Product Name: 

Soluphastin Shelf Life: 18 Months Codes 

/ Sizes (if any) GMDN: 55983 Product 

Registration No FSC: PM-1102-148 

Product Catalogue Codes: 1705001, 

1705005, 1705003. Product Name: 

Plasama control Normal/patologico Shelf 

Life: -- 30 Months Codes / Sizes (if any) 

GMDN: 30590 Product Registration No 

FSC: C-1622/96 Product Catalogue 

Codes:1937001, 193002 Product Name: 

Coagulation Calibrator Shelf Life: 02 

Approved  



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 9 of 136 

years Codes / Sizes (if any) GMDN: 

55995 Product Registration No FSC: 

PM-1102-106 Product Catalogue Codes: 

1705007 

29.  M/s. Moon Enterprises 

Lahore  

(ELI-00356)  

Legal Manufacturer:  
M/s Jiangsu Jichun Medical 

Devices Co., Ltd., China. 

Manufacturing Site: Zhenglu 

Town,Changzhou Gity,Jiangsu 

Province,China.  

 

Date of R&I: 12-Oct-2023 FSC: 

Country of Origin: China Validity: 

24-02-2025  

LOA Validity: 04-06-2028  

EC Certificate Validity: 29-12-

2027  

ISO 13485 Validity: 16-06-2026 

JJMD® (Disposable Transfusion Set)  

 

Class B  

 

Shelf Life: 5 years  

 

Codes/Sizes:  

1/Pc Pack  

Approved 

30.  M/s. Moon Enterprises 

Lahore  

(ELI-00356)  

Legal Manufacturer:  
M/s Jiangsu Jichun Medical 

Devices Co., Ltd., China. 

Manufacturing Site: Zhenglu 

Town,Changzhou Gity,Jiangsu 

Province,China.  

 

Date of R&I: 12-Oct-2023 FSC: 

Country of Origin: China Validity: 

24-02-2025  

LOA Validity: 04-06-2028  

EC Certificate Validity: 29-12-

2027  

ISO 13485 Validity: 16-06-2026 

JJMD® (Disposable Infusion Set)  

 

Class B  

 

Shelf Life: 5 years  

 

Codes/Sizes: 1/Pc Pack  

Approved 

31.  M/S SULTANSONS: 

133 Kutchi Gali # 1, 

Marriott Road Karachi- 

74000, Pakistan 

KARACHI  

 

(ELI-00051)  

(Legal Manufacturer) Jiangsu 

Yizheng Carepro Medical 

Instruments Co.,Ltd 

(MANUFACTURING SITE)  
No.3, Jingxiu Road, Economic 

Development Zone, 

Yixzheng,Jiangsu, China  

 

DATE OF R&I 10th Jan 2025  

FSC China Valid till 17.03.2025  

LOA: Valid till 23.08 2029 EC 

Certificate Validity: N/A  

ISO: Validity:27-10-2026 

BIOTAPE FINE” ADHESIVE TAPE  

 

CLASS: A  

 

Shelf Life: 5 Years  

 

Codes/ Sizes (if any): 

(Size:10cmx8yd,10c 

mx9yd,10cmx10yd)  

Approved 

32.  Zenith International, 

Room #104, Tahir Plaza, 

A/20, Block 7&8, 

K.C.H.S.U. Karachi, 

Pakistan (ELI-00090)  

Date of R&I 02 June 

2022  

Legal Manufacturer:  
M/s Shenzhen Urion Technology 

Co., Ltd, Manufacturing Site: 

Flooe4-6th of Building D, Jiale 

Science & Technology Industrial 

Zone, No 3, ChuangWei Road, 

Heshuikou community, Matian 

Street, GuangMing New 

District,518106 Shenzhen China.  

FSC: China Validity: 08-06-2024 

(valid at the time of submission)  

ALPHAMED  

Electronic Blood Pressure Monitor  

 

Class B  

 

Shelf Life: 05 years  

 

Codes / Sizes (if any) (Model#U81RH, 

U82RH, U81Q, U80N & U81M)  

Approved 
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LOA 27- 12-2024 (valid at the 

time of submission)  

EC Certificate Validity: 26-05- 

2024(valid at the time of 

submission)  

ISO 13485 Validity: 08-02-2024 

(valid at the time of submission) 

33.  M/s. Safe Health 

Pakistan Bizcon. Karachi 

- Pakistan ELI:00275. 

Legal Manufacturer: M/s. 

Tongxing BAO-Health Medical 

Instrument Co., Ltd. Address. 

located at Bldg. 22-23, No. 869, 

Fengxiang East Road, Tongxiang 

City, Zhejiang Province, 314500, 

P.R. China 

FSC: CHINA Validity: 12-05-

2026  

LOA Validity: 23-05-2029 

STOMA POWDER  

STOMA POWDER  

 

Class A  

 

Shelf Life: 03 years  

 

Codes / Sizes: 30g / 1oz, Tube Packing 

with Code No. 6023  

Approved subject 

to Brand name. 

34.  M/s. Safe Health 

Pakistan Bizcon. Karachi 

- Pakistan ELI:00275. 

Legal Manufacturer: M/s. 

Tongxing BAO-Health Medical 

Instrument Co., Ltd. Address. 

located at Bldg. 22-23, No. 869, 

Fengxiang East Road, Tongxiang 

City, Zhejiang Province, 314500, 

P.R. China 

FSC: CHINA Validity: 12-05-

2026  

LOA Validity: 23-05-2029 

PROTECTIVE RING PROTECTIVE 

RING  

 

Class A  

 

Shelf Life: 03 years  

 

Codes / Sizes: Ref No 60412 as per Free 

Sales Certificate  

Approved subject 

to submission of 

brand name 

35.  M/s. Safe Health 

Pakistan Bizcon. Karachi 

- Pakistan ELI:00275. 

Legal Manufacturer: M/s. 

Tongxing BAO-Health Medical 

Instrument Co., Ltd. Address. 

located at Bldg. 22-23, No. 869, 

Fengxiang East Road, Tongxiang 

City, Zhejiang Province, 314500, 

P.R. China 

FSC: CHINA Validity: 12-05-

2026  

LOA Validity: 23-05-2029 

STOMA BELT  

STOMA BELT  

 

Class A  

 

Shelf Life: 03 years  

 

Codes / Sizes: Code No. 50100  

Approved subject 

to submission of 

brand name 

36.  M/s. Safe Health 

Pakistan Bizcon. Karachi 

- Pakistan ELI:00275  

Legal Manufacturer: M/s. Anhui 

Puremed Medical Technology 

Co., Ltd. P.R.C PMD Industrial 

Park, No. 16 Building, Yingjang 

District, Anqing, Anhui, Peoples 

Republic of China.  

 

FSC: Peoples Republic of China 

Validity: 14-08-2024  

LOA Validity: 09-08-2027 

VENOUS  

MEDICAL CREPE PAPER, PAPER 

REELS & POUCHES.  

 

Class A  

 

Shelf Life: 05 years  

 

Codes / Sizes: MEDICAL CREPE 

PAPER, PAPER REELS & POUCHES 

as per Free Sales Certificate  

Approved 

MEDICAL 

CREPE PAPER 

and apply 

separately for 

other two. 

37.  M/S. Safe Health 

Pakistan Bizcon. Office 

No. 25, 2 nd Floor, 

Dilkusha Chamber, 

Marston Road, Karachi 

(ELI-00275)  

Legal Manufacturer: M/S. 

Zheijiang Runqiang Medical 

Instruments Co., Ltd. 

Manufacturing Site: No. 618, 

Dade Road, Jiaxing Xiuzhou 

Distric, 314031 Jianxing City, 

Peoples Republic of China.  

 

Venous  

Endotracheal Tube Holder.  

 

Class A  

 

Shelf Life: 05 years  

 

Codes/Sizes: As per FSC  

Approved subject 

to submission of 

codes. 
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Date of R&I: 09-09-2021 FSC: 

Country of Origin. China Validity: 

Without Validity FSC:  

 

LOA Validity: 31-12-2025 EC 

Certificate Validity: 06-05-2025 

ISO 13485 Validity: 06-05-2025 

38.  Moon Enterprises, 5/6 

Rabani Road, Old 

Anarkali Lahore 

 

ELI: 00356 

Legal Manufacturer: 

M/S AYSET TIBBİ ÜRÜNLER 

VE PLASTİK 

ELEKTRONİK GIDA 

TEMİZLİK MADDELERİ SAN. 

A.Ş Sarıhamzalı Mah. 47007 Sk 

No:36/A Seyhan Turkey 

 

FSC: Turkey 

Validity: 03/Aug/2024 

 

LOA 

Validity: 16/Oct/2027 

Ayset® 

PET Glucose TUBE 

 

Class-A 

 

Shelf Life: 48 Months 

 

 

Codes/Sizes: 

All sizes as per FSC 

Approved subject 

to submission of 

sizes/codes. 

39.  M/S LAB MEDICAL 

SOLUTIONS PVT LTD 

14/1-A MAIN.HARLEY 

STREET 

RAWALPINDI ELI – 

00694  

Date of R&I 21/11/2024  

Legal Manufacturer: 

M/s Shanghai Medconn 

Biotechnology Co.Ltd 

7F,TOWER,LANDMARK 

CENTER,NO.89 ZHAPU ROAD 

SHANGHI CHINA.200085  

 

LOA Valid till SEP 2026 FSC: 

Country of Origin china Valid till 

JULY 2029 OR EC Certificate CE 

Certificate Submitted ISO 13485 

Validity: Production Quality 

Management System Certificate 

(ISO 13485:2016) ISO 13485 

Notifying Body TUV SUD 

PRODUCT SERVICE GmbH 

Valid till,2026 

MQ-3000 HPLC Analyzer MQ-8000 

HPLC Analyzer  

 

Class B  

Approved MQ-

3000 and submit 

fee for the other 

model. 

40.  M/s Sigma International, 

894 B Block Faisal Town 

Lahore  

ELI-00989  

R&I details 04/02/2025 

Fee Challan No: 

005044308608, 31000/- 

Dated: 03/02/2025  

Legal Manufacturer:  
CA-MI S.r.l., Via Ugo La Malfa 

13, Frazione Pilastro 43013 

Langhirano (PR) Italy 

Manufacturing Site (s): CA-MI 

S.r.l., Via Ugo La Malfa 13, 

Frazione Pilastro 43013 

Langhirano (PR) Italy  

 

LOA: Validity: 23/11/2025 FSC: 

Country of Origin Validity: 

23/09/2026 FSC: FSC of 

Reference Country (as mentioned 

in rule, 67) Validity: 00-00-20— 

OR EC Certificate: Validity: 

31/12/2028 OR WHO PQ 

(verifiable from the official WHO 

site) ISO 13485: Validity: 

01/08/2025 

CA-MI NEW HOSPIVAC 350 (REF RE 

410356/01) Suction Machine  

 

Class: B  

 

Shelf Life: N/A  

 

Codes/Sizes:  

(REF RE 410356/02)  

(REF RE 410356/05)  

(REF RE 410356/06)  

(REF RE 410356/07)  

(REF RE 410356/09)  

Approved CA-MI 

NEW HOSPIVAC 

350 (REF RE 

410356/01) and 

submit fee for the 

other models as 

per revised S.R.O. 
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41.  M/s Sigma International, 

894 B Block Faisal Town 

Lahore  

ELI-00989  

R&I details 04/02/2025 

Fee Challan 

No:54607877855 Dated: 

03/02/2025 

Legal Manufacturer:  
CA-MI S.r.l., Via Ugo La Malfa 

13, Frazione Pilastro 43013 

Langhirano (PR) Italy 

Manufacturing Site (s): CA-MI 

S.r.l., Via Ugo La Malfa 13, 

Frazione Pilastro 43013 

Langhirano (PR) Italy  

 

LOA: Validity: 23/11/2025 FSC: 

Country of Origin Validity: 

23/09/2026 FSC: FSC of 

Reference Country (as mentioned 

in rule, 67) Validity: 00-00-20— 

OR EC Certificate: Validity: 

31/12/2028 OR WHO PQ 

(verifiable from the official WHO 

site) ISO 13485: Validity: 

01/08/2025 

CA-MI Askir C30 (REF RE 410250)  

Suction Machine  

 

Class: B  

 

Shelf Life: N/A  

 

Codes/Sizes:  

REF RE 410250,  

REF RE 410250/01,  

REF RE 410250/10,  

REF RE 410250/14,  

REF RE 410250/15,  

REF RE 410250/16,  

Approved REF 

RE 410250 and 

submit fee for the 

other models as 

per revised S.R.O. 

42.  M/S. Safe Health 

Pakistan Bizcon. Office 

No. 25, 2 nd Floor, 

Dilkusha Chamber, 

Marston Road, Karachi 

(ELI-00275)  

Legal Manufacturer: M/S. 

Zheijiang Curaway Medical 

Technology Co., Ltd. 

Manufacturing Site: Room 106, 

Building 1, # 600, 21st Street, 

Economic & Technological 

Development Area, Hangzhou, 

Zheijiang, Peoples Republic of 

China.  

 

Date of R&I: 11-10-2021 FSC: 

Country of Origin. China Validity: 

01-12-2022 (New 30-06-2025) 

FSC: FSC of Reference Country 

Validity: Nil  

 

LOA Validity: 29-05-2025 EC 

Certificate Validity: 09-05-2024 

with two years Extension issued 

by the EU Countries  

ISO 13485 Validity: 09-05-2025 

Venous  

(Biopsy Needle) 

 

Class B   

 

Shelf Life: 03 years  

 

Codes/Sizes: As per FSC  

Approved subject 

to submission of 

codes/sizes. 

43.  Shirazi Trading 

Company Private 

Limited 114-C, Al 

Murtaza Commercial 

Lane 3, Khayaban-

eIqbal, Phase 8, D.H.A., 

Karachi. ELI-00263  

R&I Details 25-10-2019 

Fee Challan No. 

1964233 08-10-2019  

Legal manufacturer  
GE Hualun Medical Systems Co. 

Ltd. Address: No1 Yong Chang 

North Road Beijing Economic 

Technological Development Zone 

Beijing 100176 China  

LOA: Validity: 30-11-2025  

FSC: Country of Origin: China 

Validity: N/A (The Device is not 

registered in China) FSC: 

Reference Country: USA Validity: 

31-12-2020 CE Certificate 

Validity: 20-12-2020 ISO 13485 

Certificate Validity: 12-11-2026 

Brivo NM 615  

(Gamma Camera)  

 

Class B  

 

Shelf Life: 10 years (Service Life)  

 

Codes/Sizes as per FSC 

 

Approved 

44.  M/s. Alfa Scientific 

Store, Lahore ELI:00148  
Legal Manufacturer:  
M/s Weiner Laboratoris S.A.I.C 

WEINER LAB Approved 

subject to the 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 13 of 136 

R&I Details: 01-June-

2021  

Manufacturing Site: Maipu 2571 

street (2000) - Rosario city, Santa 

Fe, Argentina.  

 

LOA Validity: 31-Dec-2026  

FSC: Country of Origin: 

Argentina Validity: 27-Feb-2026  

EC Certificate: Validity: 14-Dec-

2026  

ISO 13485 Validity: 26-April-

2027 

CALIBRATORS AND QUALITY 

CONTROL 

 

Class B 

 

Product Name: CK-MB Control 3 

niveles 

Shelf Life: 24 Months Codes / Sizes (if 

any) GMDN: 44693 

Product Registration No 

(FSC): PM-1102-29 

Product Catalogue 

Codes:1271553 

 

Product Name: HDL Cholesterol 

calibrator Shelf Life: 24 Months 

Codes / Sizes (if any) GMDN: 44696 

Product Registration No 

(FSC): PM-1102-115 

Product Catalogue 

Codes:1220232 

 

Product Name: 

Microalbumin calibrator turbitest AA 

Shelf Life: 18 Months 

Codes / Sizes (if any) GMDN: 53477 

Product Registration No 

(FSC): PM-1102-16 

 

Product Catalogue Codes:1913266 

Product Name: Calibrator A Plus 

Shelf Life: 24 Months 

Codes / Sizes (if any) GMDN: 47868 

Product Registration No 

(FSC): C-1976/97 

Product Catalogue 

Codes:1918005 

 

 

Product Name: Calibrator Proteinas 

nivel alto Turbitest AA Shelf Life: -- 24 

Months 

Codes / Sizes (if any) GMDN: 53593 

Product Registration No 

(FSC): C-3024/98 

clarification on 

grouping  
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Product Catalogue 

Codes:1913261, 

1913268 

 

 

Product Name: Control inmunologico 

nivel 1 Turbitest AA 

Shelf Life: 24 Months Codes / Sizes (if 

any) 

GMDN: 53594 

Product Registration No (FSC): C-

3076/99 

Product Catalogue Codes: 

1933261, 

1933264 

 

 

Product Name: Control inmunologico 

nivel 2 Turbitest AA 

Shelf Life: 30 Months 

Codes / Sizes (if any) GMDN: 53594 

Product Registration No (FSC): C-

3010/98 

Product Catalogue Codes: 

1933262, 

1933265 

 

 

Product Name: Proti U/LCR Control 2 

niveles 

Shelf Life: 24 Months Codes / Sizes (if 

any) 

GMDN: 53987 

Product Registration No FSC: C-

4577/02 

Product Catalogue Codes: 

1937003 

 

 

Product Name: APO Calibrator 

Turbitest AA 

Shelf Life: 18 Months Codes / Sizes (if 

any) 

GMDN: 59060 
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Product Registration No FSC: PM-1102-

65 

Product Catalogue Codes: 

1999722 

 

 

Product Name: 

Microalbumin Control 2 niveles 

Turbitest AA Shelf Life: 18 Months 

Codes / Sizes (if any) GMDN: 53478 

Product Registration No 

FSC: PM-1102-16 

Product Catalogue Codes: 

1933266 

 

 

Product Name: ISE TAR Plus iones 

Shelf Life: 18 Months Codes / Sizes (if 

any) 

GMDN: 52866 

Product Registration No FSC: C-

4730/02 

Product Catalogue Codes: 

1009279 

 

Product Name: Lipid Control 

Shelf Life: 18 Months Codes / Sizes (if 

any) 

GMDN: 30214 

Product Registration No FSC: PM-1102-

69 

Product Catalogue Codes: 

1999740 

 

 

Product Name: PCR Control N 

Turbitest AA Shelf Life: -- 30 DAYS 

Codes / Sizes (if any) GMDN: 41839 

Product Registration No 

FSC: PM-1102-17 

Product Catalogue Codes: 

1937262 

 

 

Product Name: PCR Calibrators en 
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series Turbitest AA 

Shelf Life: -- 18 Months 

Codes / Sizes (if any) GMDN: 41838 

Product Registration No FSC: C-

3088/99 

Product Catalogue Codes: 1913267 

45.  Global Clinical Cura 

(Pvt) Limited, 18, Mian 

Iqbal Road Westridge 1 

Rawalpindi. 

 

ELI: 00196 

Legal Manufacturer: 
M/s Protia Inc. A-702 & 813 & 

1104,401 Yangcheon-ro, 

Gangseo-gu, Seoul, 07528, 

Republic of Korea 

 

FSC Germany 

Date of Issue: 05/09/2023 

Protia Inc. 

(Protia Allergy Q 96 M Panel) 

 

Class-B 

 

Shelf Life: 24 months 

Approved 

46.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

 

Application Submitted 

in R&I 

06-Jan-2025 

Fee 

Rs. 31,000/ through slip 

no. 0379767657 

 

Legal Manufacturer 

 

FUJIFILM CORPORATION, 26-

30, NISHIAZABU 2-CHROME, 

MINATO – KU, TOKYO, 106-

8620, JAPAN  

 

Manufacturing Site  
 

Fujifilm Healthcare 

Manufacturing Corporation 

Kashiwa office 2-1, Shintoyofuta, 

Kashiwa shi, chiba, 277-0804, 

Japan  

 

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

Aloka Arietta 850 

 

Service Life: 7 Years. 

 

 

Class B 

 

Codes: 

Diagnostic Ultrasound System  

ALOKA ARIETTA 850 with 

Accessories  

 

Approved 

47.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

 

Application Submitted 

in R&I 

15-Feb-2024 

Fee 

Rs. 25,000/ through slip 

no. 60752228708 

Legal Manufacturer 

 

LivaNova Deutschland GmbH  

Lindberghstrasse. 25 80939 

Munchen-Germany  

 

Manufacturing Site  
 

LivaNova Deutschland GmbH  

Lindberghstrasse. 25 80939 

Munchen-Germany  

 

LOA  

Valid till: 31-12-2025 

 

LivaNova 

Perfusion System Monitor  

Essenz Patient Monitor  

 

 

Service Life: 5 Years. 

 

 

Class B 

 

Codes: 

ESSENZ Patient Monitor with its 

Detachable Parts and Spare Parts 

 

Approved 
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 FSC: Country of Origin  

Germany  

 

 

ISO 13485 Certificate:  

Valid till: 17-12-2027 

48.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

14-Feb-2023 

 

Fee 

Rs. 25,000/ through slip 

no. 566824607 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome 

Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

Fujifilm Healthcare 

manufacturing corporation Sano 

Office 700 Konaka -Cho, Sano 

City, Tochigi 327-0001, Japan 

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

LED Video Processor with Light 

Source EP-6000 

 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

LED Video Processor with Light 

Source 

EP-6000 with accessories  

 

Approved 

49.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

22-03-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 2078015 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

Endoscopic CO2 Regulator GW-100 

 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

 Waterproof caps 

 Washing brushes 

 Cleaning adaptors 

 Channel cleaning brush 

 Cylinder brush 

 Ventilators caps 

  

Approved 

50.  M/s Vertex Medical Pvt. 

Ltd.  
(Legal Manufacturer) 

 

Fujifilm  Approved 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 18 of 136 

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

22-03-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 2078010 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

DOUBLE BALLOON ENDOSCOPE 

PERIPHERAL AND ACCESSORY 

 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

DOUBLE BALLOON ENDOSCOPE 

PERIPHERAL (PB-30) AND 

ACCESSORY 

  

51.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

17-06-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 593824932642 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

Endoscopic video image processor 

(SP-900) 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

Endoscopic video image processor 

(SP-900) with relevant accessories  

  

Approved 

52.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

(Legal Manufacturer) 

 

SORIN GROUP ITALIA S.R.L 

Via Statale Nord 12, 86 - 41037 

Mirandola MO,  

ITALY 

 

(Manufacturing site) 

 

LivaNova  

B-Capta 

 

Service Life: 7 years. 

 

Class B 

 

Codes: 

05170, 05171, 05172, 05173, 05170J, 

05172J, 05173J, 05171CN, 05172CN, 

Approved 
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22-July-2022 

 

Fee 

Rs. 25,000/ through slip 

no. 1797984959 

SORIN GROUP ITALIA S.R.L 

Via Statale Nord 12, 86 - 41037 

Mirandola MO,  

ITALY 

 

LOA  

Valid till: 31-12-2025 

 

FSC: Country of Origin  

Italy 

 

ISO 13485 Certificate:  

Valid till: 14-05-2027 

05190, 05191, 05182, 05183, 05184 

 

53.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

22-July-2022 

 

Duplicate dossier 

submitted on  

30-July-2024 

 

Original Dossiers 

submitted on:  

22-July-2022 

 

Fee 

Rs. 25,000/ through slip 

no. 3433040081 

(Legal Manufacturer) 

 

LivaNova Deutschland GmbH 

Lindberghstrasse. 25 80939 - 

Munchen-Germany  

 

(Manufacturing site) 

 

LivaNova Deutschland GmbH 

Lindberghstrasse. 25 80939 - 

Munchen-Germany  

 

LOA  

Valid till: 31-12-2025 

 

FSC: Country of Origin  

Germany 

Page # 19 

 

ISO 13485 Certificate:  

Valid till: 17-12-2027 

LivaNova  

Vacuum Module XVAC 

 

Service Life: 7 years. 

 

Class B 

 

Codes: 

75306, 75307, 41531, 41559, 41560, 

41529, 41565, 38774, 31060 

 

Approved 

54.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

31-01-2023 

 

Fee 

Rs. 25,000/ through slip 

no. 373819811 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Fujifilm  

Standard Peripheral Accessories  

LT-7F, WT-603 and WT-4   

 

 

Service Life:  

WT-603: No expiration (but must be 

replaced 1 year after start of use) 

WT-4: No expiration (but must be 

replaced 1 year after start of use) 

LT-7F: 3 years (but must be replaced 1 

year after start of use) 

 

Class B 

 

Codes: 

LT-7F, WT-603 and WT-4   
  

Approved 
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Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

55.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

EG-600WR – 17-06-

2021 

Slip # 339837990850 

 

EC-600WL – 19-01-

2021  

Slip # 2041823 

 

 

Fee 

Rs. 25,000/  

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

EG-600WR 

EC-600WL 

 

 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

600 Series Scopes  

EG-600WR 

EC-600WL 

 

 

Approved 

56.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

19-01-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 2041820 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

Endoscopic Video Image Processor - 

BL-7000 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

Endoscopic Video Image Processor - 

BL-7000 
  

Approved 

57.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Fujifilm  

Endoscopic Light Source – XL-4450 

 

Service Life: 6 years. 

Approved 
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– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

26-04-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 2078032 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

 

Class B 

 

Codes: 

Endoscopic Light Source – XL-4450 
 

58.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

EN-580T – 17-06-2021 

Slip # 7948569095 

 

EN-580XP – 19-12-

2022  

Slip # 0891938720 

 

ED-580XT – 19-12-

2022 

Slip # 2027520448 

 

EG-580UR & EG-

580UT – 

19-12-2022 Slip # 

1267253117  

 

EB-580S & EB-580T–  

19-01-2021 - Slip # 

2041821 

 

Fee 

Rs. 25,000/  

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

EN-580T  

EN-580XP 

ED-580XT 

EG-580UR 

EG-580UT 

EB-580S 

EB-580T 

 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

580 Series Scopes  

EN-580T 

EN-580XP 

ED-580XT 

EG-580UR 

EG-580UT 

EB-580S 

EB-580T 

 

Approved  

EN-580T & EN-

580XP Video 

Enteroscopes  

 

Following are 

approved subject 

to submission of 

registration fee 

and application  

1. ED-580XT 

Video 

Duodenoscope 

FUJIFILM 

Endoscope Model 

ED-580XT,  

2. EG-580UR & 

EG-580UT 

Ultrasound 

Gastroduodenosc

opes and  

1. EB-580S & EB-

580T Video 

Bronchoscopes  
  

59.  M/s Vertex Medical Pvt. 

Ltd.  

 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Fujifim Endoscopy System – EUS/ 

EBUS System And Accessory - EB-

530US 

Approved  
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Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

19-01-2021 

 

Fee 

Rs. 25,000/ through slip 

no. 2041819 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

EBUS System And Accessory - EB-

530US  

60.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

EB-530S, EB-530P, 

EB-530T - 26-01-2021 

– Slip # 2041826 

 

EC-530WL3 – 31-01-

2023 – Slip # 

632744060139 

 

Fee 

Rs. 25,000/  

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

EB-530S 

EB-530P 

EB-530T 

EC-530WL3 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

EB-530S 

EB-530P 

EB-530T 

EC-530WL3 

  

Approved EB-

530T, EB-530S, 

EB-530P 

Following is 

approved subject 

to submission of 

registration fee 

and application 

EC-530WL3 

Video 

Colonoscopes  

61.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

19-12-2022 

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Fujifilm  

Ultrasonic Process  

SU-1-S & SU-1-H 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

Ultrasonic Process  

SU-1-S & SU-1-H 

Approved 
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Fee 

Rs. 25,000/ through slip 

no. 798509282 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

  

62.  M/s Vertex Medical Pvt. 

Ltd.  

 

Address: 401-402, Block 

– F, Johar Town, Lahore  

 

ELI-00150 

 

Application Submitted 

in R&I 

EG-760R & EG-760Z –  

17-06-2021 – Slip # 

20250303153 

 

EG-760CT, EG-740N 

& EG-720R – 

29-12-2022 – Slip # 

89150243764 

 

EB-710P – 19-12-2022 

–  

Slip # 05159618177 

 

EI-740D/S – 19-12-

2022 –  

Slip # 20084120 

 

EC-760R-V/I, EC-

760R-V/L, EC-760ZP-

V/M, EC-760ZP-V/L, 

EC-760P-V/M, EC-

760P-V/L, EC-760Z-

V/L, EC-740T/M, EC-

740T/L, EC-720R/I, 

EC-720R/L –  

31-01-2023 – Slip # 

632744060139 

 

Fee 

Rs. 25,000/  

(Legal Manufacturer) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

(Manufacturing site) 

 

FUJIFILM Corporation 

Address: 26-30, Nishiazabu 2-

Chome, Minato-Ku, Tokyo 

106.8620  

JAPAN  

 

LOA  

Valid till: 31-03-2026 

 

FSC: Country of Origin  

Japan  

 

ISO 13485 Certificate:  

Valid till: 31-11-2026 

Fujifilm  

EG-760R, EG-760Z  

EG-760CT, EG-740N  

EG-720R 

EB-710P 

EI-740D/S 

EC-760R-V/I 

EC-760R-V/L 

EC-760ZP-V/M  

EC-760ZP-V/L  

EC-760P-V/M 

EC-760P-V/L  

EC-760Z-V/L 

EC-740T/M, EC-740T/L 

EC-720R/I, EC-720R/L 

 

Service Life: 6 years. 

 

Class B 

 

Codes: 

EG-760R, EG-760Z  

EG-760CT, EG-740N  

EG-720R 

EB-710P 

EI-740D/S 

EC-760R-V/I 

EC-760R-V/L 

EC-760ZP-V/M  

EC-760ZP-V/L  

EC-760P-V/M 

EC-760P-V/L  

EC-760Z-V/L 

EC-740T/M, EC-740T/L 

EC-720R/I, EC-720R/L 

Approved EG-

760R, EG-760Z, 

EG-760CT, EG-

740N & EG-

720R Video 

Gastroscopes  

 

and following are 

approved subject 

to submission of 

registration fee 

and application.  
 

1.EB-710P. 

 

2.EI-740D/S  

And 

 

3. (EC-760R-V/I, 

EC-760R-V/L,  

EC-760ZP-V/M, 

EC-760ZP-V/L, 

EC-760P-V/M, 

EC-760P-V/L  

EC-760Z-V/L, 

EC-740T/M,  

EC-740T/L, EC-

720R/I,  

EC-720R/L, EC-

720R/L)  
 

63.  M/s The Vision Venture 

Company 

 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

MD-Temp Plus 

(Hydraulic temporary restorative 

material) 

Approved 
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Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 3 Years 

64.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

MD-ChelCream 

(EDTA Cream for root canal cleaning 

and smear Layer Removal) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

65.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

Ezfil 

(Dental composite resin) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 3 Years 

Approved 

66.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

Nexcomp Flow 

(Flowable composite resin) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 3 Years 

Approved 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 25 of 136 

 

Date of Submission:  

27-Dec-2024 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

67.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

ADSEAL Plus 

(Root canal sealer) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

68.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

Gutta Percha Points and Bars 

(Gutta Percha Points) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

69.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

Absorbent Paper Points 

(Sterile absorbent paper points) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

70.  M/s The Vision Venture 

Company 

Legal Manufacturer: 

 

Metapaste Plus 

(Calcium hydroxide temporary filling 
Approved 
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Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

material) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

71.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

Meta Etchant 

(37% phosphoric acid etching gel) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

72.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

 

Date of Submission:  

27-Dec-2024 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

CeraSeal 

(Bioceramic root canal sealer) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 2 Years 

Approved 

73.  M/s The Vision Venture 

Company 

 

Flat No.01, 2nd Floor 

Abbas Tower, Near 

Taqwa Masjid Khyber 

Super Market, Peshawar 

Cantt 

 

ELI-01281 

Legal Manufacturer: 

 

META BIOMED CO., LTD. 

Republic of Korea 

 

270, Osongsaengmyeong1-ro, 

Osong-eup, Heungdeok-gu, 

Cheongju-si, Chungcheongbuk-

do, Republic of Korea. 

 

Meta P&Bond 

(Light cured dental adhesive) 

 

Codes: As per FSC 

 

 

Class B 

 

Shelf Life: 3 Years 

Approved 
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Date of Submission:  

27-Dec-2024 

LOA 

Validity: 31/12/2025 

 

FSC 

Validity: Not mentioned  

 

 

74.  M/s Global Clinical Cura 
(Pvt) Ltd 18, Mian Iqbal 
Road, 
Westridge 1, 
Rawalpindi, Pakistan 
Tel: +92-51- 
8357282 
Fax: +92-51- 
8357283 
info@gcchealth.com 
ELI-00196 
R&I details 
10/07/20 

Legal Manufacturer: 
CerTest Biotec S.L, 
Manufacturing Site: 
Pol. Ind. Rio Gallego II, calle J, n 
1, 50840 San Mateo de Gallego, 
Zaragoza (SPAIN) 
Tel:+34976520354 
Fax:34 976 106 268 
www.certest.es 
LOA: 
Open 
FSC: 
Country of Origin 
Validity: 08.05.2026 
FSC: 
FSC of Reference Country 
Validity: 

OR 
EC Certificate: 

Validity: 

ISO 13485: 

Validity : 08.05.26 

Viasure Dengue Serotyping Real Time 
PCR Detection Kit 
Dengue Serotyping 
 
Class: B 

 
  
Shelf Life: 24 months 

 
 
Code/sizes as per FSC 

Approved subject 

to submission of 

codes. 

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

 

Address:  

Medicine Street No.1, 

Marriot Road, Karachi 

 

ELI:00066 

 

Date of R& I  

13/03/2020 

Fee: PKR 5000/- 
Slip # 1907932 

M/s Jiangsu Kanghua Medical 

Equipment Co., Ltd  

 

Address:  

Sanhekou, Changzhou, Jiangsu, 

213115, P.R. China.  

 

 

 

ISO 13485 
Validity: 30/04/2026 

Brand Name: Star + Urine Collection 

Bags 

 

Generic Name: Urine Collection Bags 

 

Codes / Sizes (if any)  

100ml, 200ml, 500ml, 750ml, 1000ml, 

2000ml 

 

Class A 

 

LOA 

Validity: 03/11/2029 

 

Shelf Life: 05 years 

 

Storage conditions: To be stored in a 

cool dry place in an insect-free, rodent-

free area away from light and dust. 
 

Approved subject 

to submission of 

FSC. 

76.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

M/s Haiyan Kangyuan Medical 

Instrument Co., Ltd 

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

16-12-2024 

Brand Name 

Pigeon Care Endotracheal Tube for 

Single Use 

 

Generic Name: 

Endotracheal Tube for Single 

Use 

 

Approved cuffed 

type and firm shall 

submit form and 

fee for the 

uncuffed type. 

http://www.certest.es/
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(ELI-00066) 

 

 

 

Fee Challan: 

0854433224 

 

 

FSC:  

Country: CHINA 

Validity: 22-12-2024 

 

LOA 

Validity: 08-09-2029 

 

CE Certificate 

Validity: 01-02-2028 

 

ISO 13485 

Validity: 25-08-2026 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

ID2.0, ID2.5, ID 3.0, ID3.5, 

ID4.0, ID4.5, ID5.0, ID5.5, 

ID6.0, ID6.5, ID7.0, ID7.5, 

ID8.0, ID8.5, ID9.0, ID9.5, 

ID10.0 

 

Models: 

Cuffed, Uncuffed 

77.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Haiyan Kangyuan Medical 

Instrument Co., Ltd 

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

16-12-2024 

 

Fee Challan: 

68061040233 

 

 

FSC:  

Country: CHINA 

Validity: 22-12-2024 

 

LOA 

Validity: 08-09-2029 

 

CE Certificate 

Validity: 01-02-2028 

 

ISO 13485 

Validity: 25-08-2026 

 

Pigeon Care Reinforced 

Endotracheal Tube for Single 

Use 

 

Generic Name: 

Reinforced Endotracheal Tube for 

Single Use 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

ID2.0, ID2.5, ID 3.0, ID3.5, 

ID4.0, ID4.5, ID5.0, ID5.5, 

ID6.0, ID6.5, ID7.0, ID7.5, 

ID8.0, ID8.5, ID9.0, ID9.5, 

ID10.0 

 

Models: 

Cuffed, Uncuffed 

Approved cuffed 

type and firm shall 

submit form and 

fee for the 

uncuffed type. 

78.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Haiyan Kangyuan Medical 

Instrument Co., Ltd 

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

16-12-2024 

 

Fee Challan: 

89581816 

 

Brand Name 

Pigeon Care Laryngeal Mask Airway 

 

Generic Name: 

Laryngeal Mask Airway 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

1#, 1.5#, 2#, 2.5#, 3#, 4#, 5#, 6# 

Approved 
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FSC:  

Country: CHINA 

Validity: 22-12-2024 

 

LOA 

Validity: 08-09-2029 

 

CE Certificate 

Validity: 01-02-2028 

 

ISO 13485 

Validity: 25-08-2026 

 

 

79.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Haiyan Kangyuan Medical 

Instrument Co., Ltd,  

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

16-12-2024 

 

Fee Challan: 

126820448124 

 

FSC:  

Country: CHINA 

Validity: 22-12-2024 

 

LOA 

Validity: 08-09-2029 

 

CE Certificate 

Validity: 06-08-2022 

 

ISO 13485 

Validity: 25-08-2026 

 

Pigeon Care Breathing Filter for 

Single Use 

 

Generic Name: 

Breathing Filter for Single Use 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

 

Approved subject 

to submission of 

codes/sizes. 

80.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Haiyan Kangyuan Medical 

Instrument Co., Ltd 

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

30-12-2024 

 

Fee Challan: 

79397263 

 

FSC:  

Country: CHINA 

Validity: 25-11-2026 

 

LOA 

Validity: 08-09-2029 

Brand Name 

Pigeon Care Stomach Tube for 

Single Use (Silicone) 

 

Generic Name: 

Stomach Tube for Single Use 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

6Fr, 8Fr, 10Fr, 12Fr, 14Fr, 16Fr, 

18Fr, 20Fr 

 

Approved 
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CE Certificate 

Validity: 31-12-2028 

 

ISO 13485 

Validity: 25-08-2026 

 

81.  Name  

A.Feroz & Co. 

 

Address of Importer  
Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Wuxi Yushou Medical 

Appliances Co., Ltd 

No. 115, Nonxinhe Road, Xishan 

District, Wuxi City, Jiangsu 

Province, China 

 

Date of R&I  

31-07-2024 

 

Fee Challan: 

426780495 
 

FSC:  

Country: CHINA 

Validity: 28-09-2025 

 

LOA 

Validity: 04-07-2029 

 

CE Certificate extension letter: 

31-12-2028 

 

ISO 13485 

Validity: 30-04-2026 

 

Brand Name 

Star Yushou Auto-Disable Syringe 

with Needle  

Generic Name: 

Auto-Disable Syringe with Needle or 

Hypodermic Syringe with Reuse 

Prevention Feature 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

0.05ml, 0.1ml, 0.3ml, 0.5ml, 

1ml, 3ml, 5ml, 10ml 

Apptoved subject 

to provision of EC 

Certificate/FSC of 

the Reference 

Regulatory 

Authority. 

82.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Contec Medical Systems Co., 

Ltd.  

No. 112 Qinhuang West Street, 

Economic & Technical 

Development zone, Qinhuangdao 

066004, Hebei Province, P.R. 

China.  

 

Date of R&I  

28-02-2024 

 

Fee Challan: 

28863489731 

 

FSC:  

Country: CHINA 

Validity: 18-02-2025 

 

LOA 

Validity: 20-12-2028 

 

CE Certificate (FQA): 

Validity: 26-05-2024 

 

Brand Name 

Safety ECG 100G 

 

Generic Name: 

Electrocardiograph ECG 100G 

 

Class-B 

 

Shelf Life: 03 years 

 

Codes/Sizes: 

ECG 100G 

Approved 
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ISO 13485 

Validity: 01-03-2025 

83.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Contec Medical Systems Co., 

Ltd.  

No. 112 Qinhuang West Street, 

Economic & Technical 

Development zone, Qinhuangdao 

066004, Hebei Province, P.R. 

China.  

 

Date of R&I  

28-02-2024 

 

Fee Challan: 

28863489731 

 

FSC:  

Country: CHINA 

Validity: 18-02-2025 

 

LOA 

Validity: 20-12-2028 

 

CE Certificate (FQA): 

Validity: 26-05-2024 

 

ISO 13485 

Validity: 01-03-2025 

Brand Name 

Safety Patient Monitor 

CMS9000 

 

Generic Name: 

Patient Monitor CMS9000 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

CMS9000 

Approved 

84.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangsu Kanghua Medical 

Equipment Co. Ltd  

Sanhekou,213115, Changzhou, 

Jiangsu, China  

 

Date of R&I  

 16-01-2024 

  

Fee challan: 

47327404202 

 

  

FSC:  

Country of Origin 

Validity: 09-04-2026 

  

  

LOA 

Validity: 03-11-2029 

  

EC Certificate 

Validity:31-12-2028 

  

ISO 13485 

Validity: 30-04-2026 

Star Disposable Infusion Sets (Airvent 

+ Y-port) 

 

Class: Class B 

Shelf Life: 5 Years 

 

 

 

 

 

 

 

Approved subject 

to clarification of 

the manufacturer 

address & the 

specification as 

applied on the 

FSC. 

85.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Jiangsu Kanghua Medical 

Equipment Co. Ltd  
Sanhekou, Changzhou, Jiangsu, 

 

 

Star Disposable Infusion Sets (Airvent 

Approved subject 

to clarification of 

the manufacturer 
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Pakistan 

 

ELI-00066 

China P.C.:213115 

 

Date of R&I  

 16-01-2024 

  

Fee challan: 

94127981687 

 

  

FSC:  

Country of Origin 

Validity: 09-04-2026 

  

  

LOA 

Validity: 03-11-2029 

  

EC Certificate 

Validity:31-12-2028 

  

ISO 13485 

Validity: 30-04-2026 

+ Y-port + Luer Lock Connector) 

 

Class: Class B 

Shelf Life: 5 Years 

 

 

 

 

 

 

 

address & the 

specification as 

applied on the 

FSC. 

86.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangsu Kanghua Medical 

Equipment Co. Ltd  

Sanhekou, Changzhou, Jiangsu, 

China P.C.:213115 

 

Date of R&I  

 16-01-2024 

  

Fee challan: 

95482746518 

  

FSC:  

Country of Origin 

Validity: 09-04-2026 

  

  

LOA 

Validity: 03-11-2029 

  

EC Certificate 

Validity:31-12-2028 

  

ISO 13485 

Validity: 30-04-2026 

 

 

Star Disposable Infusion Sets 

(Opaque) 

 

Class: Class B 

Shelf Life: 5 Years 

 

 

 

 

 

 

 

Approved subject 

to clarification of 

the manufacturer 

address & the 

specification as 

applied on the 

FSC. 

87.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangxi Yikang Medical 

Instrument Group Co., Ltd 

No.188 Liduaihua Ave., Jinxian 

County, Nanchang, Jiangxi, China 

 

Date of R&I  

18-10-2023 

 

Fee Challan: 

565466376 

STAR YIKANG STERILE 

INFUSION SETS (AIRVENT PLUS 

Y-PORT PLUS LUER LOCK 

CONNECTOR) FOR SINGLE USE 

 

Class: Class B 

Shelf Life: 5 Years 

 

Needle Size:  

Approved subject 

to clarification of 

the manufacturer 

address & the 

specification as 

applied on the 

FSC. 
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FSC:  

Country of Origin 

Validity: 11-11-2026 

  

  

LOA 

Validity: 11-11-2029 

  

EC Certificate 

Validity:26-05-2026 

  

ISO 13485 

Validity: 04-08-2027 

 

 

 

 

 

 

 

88.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangxi Yikang Medical 

Instrument Group Co., Ltd 

No.188 Liduaihua Ave., Jinxian 

County, Nanchang, Jiangxi, China 

 

Date of R&I  

18-10-2023 

 

Fee Challan: 

565466376 

 

  

FSC:  

Country of Origin 

Validity: 11-11-2026 

  

  

LOA 

Validity: 11-11-2029 

  

EC Certificate 

Validity:26-05-2026 

  

ISO 13485 

Validity: 04-08-2027 

 

 

Star Yikang Sterile Infusion Sets 

(Airvent+Y-Port) For Single Use 

 

Class: Class B 

Shelf Life: 5 Years 

 

Models: A1, A3 

Needle Size: 0.45, 0.5, 0.55, 0.6, 0.7, 

0.8, 0.9, 1.2mm 

Approved subject 

to clarification of 

the manufacturer 

address & the 

specification as 

applied on the 

FSC. 

89.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangxi Yikang Medical 

Instrument Group Co., Ltd 

No.188 Liduaihua Ave., Jinxian 

County, Nanchang, Jiangxi, China 

 

Date of R&I  

18-10-2023 

 

Fee Challan: 

565466376 

 

  

FSC:  

Country of Origin 

Validity: 11-11-2026 

  

 

 

Star Yikang Sterile Tracheal Tubes 

(Reinforced) For Single Use 

 

 

Class: Class B 

Shelf Life: 5 Years 

 

Models: 

 

2.0mm, 2.5mm, 3.0mm, 3.5mm, 4.0mm, 

4.5mm, 5.0mm, 5.5mm, 6.0mm, 6.5mm, 

7.0mm, 7.5mm, 8.0mm, 8.5mm, 9.0mm, 

10.0mm, 10.5mm, 11.0mm 

Approved 
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LOA 

Validity: 11-11-2029 

  

EC Certificate 

Validity:26-05-2026 

  

ISO 13485 

Validity: 04-08-2027 

 

 

 

 

 

 

 

90.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangxi Yikang Medical 

Instrument Group Co., Ltd 

No.188 Liduaihua Ave., Jinxian 

County, Nanchang, Jiangxi, China 

 

Date of R&I  

18-10-2023 

 

Fee Challan: 

239113328 

  

FSC:  

Country of Origin 

Validity: 11-11-2026 

  

  

LOA 

Validity: 11-11-2029 

  

EC Certificate 

Validity:31-12-2026 

  

ISO 13485 

Validity: 04-08-2027 

 

 

STAR YIKANG STERILE 

TRACHEAL TUBES FOR SINGLE 

USE SUCTION LUMEN 

 

Class: Class B 

Shelf Life: 5 Years 

 

Suction lumen type: 2.0mm, 2.5mm, 

3.0mm, 3.5mm, 4.0mm, 4.5mm, 5.0mm, 

5.5mm, 6.0mm, 6.5mm, 7.0mm, 7.5mm, 

8.0mm, 8.5mm, 9.0mm, 10.0mm, 

10.5mm, 11.0mm 

 

 

 

 

 

 

Approved 

91.  Name  

A.Feroz & Co. 

 

Address of Importer  

Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

M/s Nanchang Kaimed Medical 

Apparatus Co., Ltd.  

 

Jinxian Medical Device Industrial 

Area, 331700 Nanchang, Jiangxi 

Province, People’s Republic of 

China 

 

Date of R&I  

07-09-2020 

 

Fee Challan: 

1993696 

 

FSC:  

Country: CHINA 

Validity: 16-01-2025 

 

LOA 

Validity: 05-01-2027 

 

CE Certificate 

Validity: 26-05-2024 

Brand Name 

Pigeon Endotracheal Tube 

(Standard/Reinforced) 

 

Generic Name: 

Endotracheal Tube 

(Standard/Reinforced) 

 

Class-B 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

Cuffed (Standard) 

2.0mm,2.5mm, 3.0mm, 3.5mm, 4.0mm, 

4.5mm, 5.0mm, 5.5mm, 6.0mm, 7.0mm, 

7.5mm, 8.0mm, 8.5mm, 9.0mm, 9.5mm, 

10.0mm, 10.5mm  

 

Cuffed (reinforced) 

2.0mm,2.5mm, 3.0mm, 3.5mm, 4.0mm, 

4.5mm, 5.0mm, 5.5mm, 6.0mm, 7.0mm, 

7.5mm, 8.0mm, 8.5mm, 9.0mm, 9.5mm, 

Approved the 

standard ETT 

cuffed type while 

the product with 

Reinforced also 

approved subject 

to submission fee 

as per new SRO. 
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ISO 13485 

Validity: 19-08-2024 

10.0mm, 10.5mm  

 

Uncuffed (Standard) 

2.0mm,2.5mm, 3.0mm, 3.5mm, 4.0mm, 

4.5mm, 5.0mm, 5.5mm, 6.0mm, 7.0mm, 

7.5mm, 8.0mm, 8.5mm, 9.0mm, 9.5mm, 

10.0mm, 10.5mm  

 

Uncuffed (reinforced) 

2.0mm,2.5mm, 3.0mm, 3.5mm, 4.0mm, 

4.5mm, 5.0mm, 5.5mm, 6.0mm, 7.0mm, 

7.5mm, 8.0mm, 8.5mm, 9.0mm, 9.5mm, 

10.0mm, 10.5mm 

92.  A.Feroz & Co. 

Medicine Street No.1, 

Marriot Road, Karachi, 

Pakistan 

 

ELI-00066 

Jiangsu Kanghua Medical 

Equipment Co. Ltd  

Sanhekou, Changzhou, Jiangsu, 

China P.C.:213115 

 

Date of R&I  

13-03-2020 

 Fee challan: 

1907926 

  

FSC:  

Country of Origin 

Validity: 09-04-2026 

  

  

LOA 

Validity: 03-11-2029 

  

EC Certificate 

Validity:31-12-2028 

  

ISO 13485 

Validity: 30-04-2026 

 

 

STAR DISPOSABLE INSULIN PEN 

NEEDLES 

 

Class: Class B 

Shelf Life: 5 Years 

 

 

 

 

 

 

 

Approved subject 

to clarification of 

the manufacturer 

address on the 

FSC and sizes. 

93.  A. Feroz & Co. 

Medicine Street No. 1, 

Marriot Road, Karachi, 

74000, Pakistan 

 

ELI-00066 

M/s Zhejiang Lingyang Medical 

Apparatus Co., Ltd 

 

Bai Shuiyang 317031, Linhai 

city, Zhejiang province, China  

 

Date of R&I : 

07-09-2020 

  

Fee Challan: 

0016010 

 

 FSC of Germany: issued on 17-

02-2020 

  

FSC: Not attched 

 

LOA 

Validity: 10-09-2024 

Star- LY-Intravenous needles for 

single use 

Class B 

Shelf Life: 5yrs 

 

Sizes: 

 

Approved subject 

to clarification 

that in FSc of 

Germany the 

product intra 

venous needle not 

indicated however 

the Syringes with 

needle are 

mentioned. Also 

provide the sizes 

as per FSC. 

. 
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EC Certificate (Production QA) 

Validity: 26-05-2024 

  

ISO 13485 

Validity: 31-05-2026 

 

 

94.  A. Feroz & Co. 

Medicine Street No. 1, 

Marriot Road, Karachi, 

74000, Pakistan 

 

ELI-00066 

M/s Zhejiang Lingyang Medical 

Apparatus Co., Ltd 

 

Bai Shuiyang 317031, Linhai 

city, Zhejiang province, China  

 

Date of R&I : 

07-09-2020 

  

Fee Challan: 

0016007 

  

FSC of Germany: issued on 17-

02-2020 

  

FSC:  

Country of Origin 

Validity: 28-01-2024 

  

LOA 

Validity: 10-09-2024 

  

EC Certificate 

Validity: 31-12-2028 

  

ISO 13485 

Validity: 31-05-2026 

 

 

Star- LY- Transfusion Sets with 

needled for single use 

Class B 

Shelf Life: 5yrs 

Sizes: 

 

Approved. 

95.  A. Feroz & Co. 

Medicine Street No. 1, 

Marriot Road, Karachi, 

74000, Pakistan 

 

ELI-00066 

M/s Zhejiang Lingyang Medical 

Apparatus Co., Ltd 

 

Bai Shuiyang 317031, Linhai 

city, Zhejiang province, China  

 

Date of R&I : 

07-09-2020 

  

Fee Challan: 

0016011 

 

 FSC of Germany: issued on 17-

02-2020 

 

  

FSC:  

Country of Origin 

Validity: 28-01-2024 

Star- LY- Burette Infusion Sets with 

needled for single use 

Class B 

Shelf Life: 5yrs 

Sizes: 

 

 

Approved 
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LOA 

Validity: 10-09-2024 

  

EC Certificate 

Validity: 31-12-2028 

  

ISO 13485 

Validity: 31-05-2026 

 

 

96.  A. Feroz & Co. 

Medicine Street No. 1, 

Marriot Road, Karachi, 

74000, Pakistan 

 

ELI-00066 

M/s Zhejiang Lingyang Medical 

Apparatus Co., Ltd 

 

Bai Shuiyang 317031, Linhai 

city, Zhejiang province, China  

 

Date of R&I : 

07-09-2020 

  

 Fee Challan: 

0016008 

 

 FSC of Germany: issued on 17-

02-2020 

 

FSC:  

Country of Origin 

Validity: 28-01-2024 

  

LOA 

Validity: 10-09-2024 

  

EC Certificate 

Validity: 31-12-2028 

  

ISO 13485 

Validity: 31-05-2026 

 

 

Star- LY-Infusion Sets with needle for 

single use 

Class B 

Shelf Life: 5yrs 

Sizes: 

 

Approved 

97.  Name  

A.Feroz & Co. 

 

Address of Importer  
Medicine Street No. 1, 

Marriot Road, Karachi, 

Pakistan 

 

(ELI-00066) 

 

 

Legal Manufacturer: 

M/s. Haiyan Kangyuan Medical 

Instrument Co., Ltd 

 

Manufacturing Site: 

Songpodong Rd., Shendang 

Town, Haiyan, Zhejiang 314311, 

China 

 

Date of R&I  

16-12-2024 

 

Fee Challan: 

3274511988 

 

FSC:  

Brand Name 

Pigeon Care Silicone Foley 

Catheter with Temperature 

Probe for Single Use 

Generic Name: 

Silicone Foley Catheter with 

Temperature Probe for Single 

Use 

 

Class-C 

 

Shelf Life: 05 years 

 

Codes/Sizes: 

6Fr, 8Fr, 10Fr, 12Fr, 14Fr, 16Fr, 

18Fr, 20Fr, 22Fr, 24Fr 

Approved Three 

cavity type subject 

to submission of 

fee for four cavity 

type as per revised 

SRO. 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 38 of 136 

Country: CHINA 

Validity: 22-12-2024 

 

LOA 

Validity: 08-09-2029 

 

CE Certificate 

Validity: 31-12-2028 

 

ISO 13485 

Validity: 25-08-2026 

 

 

Models: 

Three cavity type, four cavity type 

98.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 17-10-

2022. 

Fee Challan No.: 

395864762 

PKR: 25,000/- 

 

Legal Manufacturer  

M/s. B. Braun Avitum AG, 

Schwarzenberger Weg 73-79, 

34212 Melsungen, 

Germany.  

  

Manufacturing Site  

M/s. B. Braun Avitum Saxonia 

GmbH 

Juri-Gagarin-Strasse 13, 

01454 Radeberg, 

Germany. 

 

Products Submitted: 

LOA Validity: 26.07.2025 

FSC Validity: 12.06.2027 

ISO Validity: 

31.07.2027 

EC Full Quality: 

31.12.2028 (Extension applied) 

Design Examination: 

N/A 

 

Diacap® Ultra 

 

Class: B 

MD group:  Family 

Shelf life: 3 Years 

 

Codes: 

7107365 & 7107366 

Approved 

99.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 17-10-

2022. 

Fee Challan No.: 

091419542 

PKR: 25,000/- 

 

Legal Manufacturer  

M/s. B. Braun Avitum AG, 

Schwarzenberger Weg 73-79, 

34212 Melsungen, 

Germany.  

  

Manufacturing Site  

M/s. B. Braun Avitum Italy 

S.p.A., 

Via XXV Luglio, 11, 

41037 Mirandola (MO), 

Italy. 

 

Products Submitted: 

LOA Validity: 26.07.2025 

FSC Validity: 13.07.2025 

ISO Validity: 

31.07.2027 

EC Full Quality: 

31.12.2028 (Extension applied) 

Design Examination: 

Diapact CRRT Bloodlines 

 

Class: B 

MD group:  Family 

Shelf life: 4 Years 

Codes: 

7210492. 

Approved 
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N/A 

 

100.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 27-09-

2023. 

Fee Challan No.: 

131103476178 

PKR: 25,000/- 

 

Legal Manufacturer  

M/s B. Braun Melsungen AG 

Carl-Braun-Straße 1 

34212 Melsungen 

Germany. 

 

Production site: 

M/s. B. Braun Medical Industries 

Sdn.Bhd. 

Bayan Lepas Free Industrial Zone 

11900 Penang 

Malaysia. 

Omnican® Fine 

 

Class: B 

MD group:  Family 

LOA Validity: 21.10.2028 

FSC Validity: 16.08.2028 

ISO Validity: 

31.08.2025 

EC Full Quality: 

31.12.2028 (Extension applied) 

Design Examination: 

N/A 

 

Shelf life: 5 Years 

 

Codes: 

929G12S-03, 931G04S-03, 931G06S-

03, 931G08S-03, 932G04S-03, 

932G06S-03. 

Approved 

101.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 14-11-

2024. 

Fee Challan No.: 

2151083911 

PKR: 31,000/- 

 

Legal Manufacturer  

M/s. B. Braun Melsungen AG 

Carl-Braun-Straße 1 

34212 Melsungen 

Germany. 

 

Production site: 

M/s. B. Braun Vietnam Co., 

Ltd. 

Thanh Oai Industrial Complex 

Bich Hoa Commune,  

Thanh Oai District, 

156800 Hanoi, 

Vietnam. 

Sangofix® 

 

Class: B 

MD group:  Family 

LOA Validity: 21.10.2028 

FSC Validity: 29.01.2029 

ISO Validity: 

31.10.2026 

EC Full Quality: 

12.03.2025 

Design Examination: 

N/A 

Shelf life: 5 Years 

 

Codes: 

4117301, 4034228, 4116011F. 

 

Approved subject 

to submission of 

generic name. 

102.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 28-10-

2020. 

Fee Challan No.: 

1917483 

PKR: 5,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Clip Appliers 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

FB222R, FB223R, FB224R, FB226R, 

FB227R, FB234R, FB235R, FB236R, 

FB238R, FB239R, 

Approved 
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FB240R, FB242R, FB243R, FB245R, 

FB246R, FB248R, FB249R, FB251R, 

FB252R, FB253R, 

FB254R, FB255R, FB282R, FC171R, 

FC174R, FC175R, FC177R, FC178R, 

FC179R, FC181R, 

FC184R, FC185R, FC187R, FC188R, 

FC191R, FC194R, FC195R, FC196R, 

FC197R, FC198R, 

FC199R, FC204R, FC205R, FC206R, 

FC207R, FC208R, FC209R, FC214R, 

FC215R, FC216R, 

FC217R, FC218R, FC219R, FC230R, 

FC231R, PL503R, PL504R, PL506R, 

PL508R, PL510R, 

PL512R, PL520R, PL522R, PL528R, 

PL530R, PL531R, PL536R, PL538R, 

PL575SU, PL600R, 

PL601R, PL602R, PL603R, PL604R, 

PL606R, PL608R, PL609R, PL801R, 

PL802R, PL806R, 

PL807R, PL808R, PL809R, PL816R, 

PL817R, PL818R, PL822R, PL826R, 

PL827R, PL828R. 

103.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 24-06-

2024. 

Fee Challan No.: 

785176778 

PKR: 5,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® AdTec® Needle Holder 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

PL404R, PL405R, 

PL406R, PL407R, 

PL408R, PL409R, 

PL413R, PL414R, 

PL415R, PL416R, 

PL417R, PL418R, 

PL419R. 

Approved 

104.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 24-06-

2024. 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® NeuroEndoscopy (Holding 

Devices Family) 

 

Class: A 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

Approved 
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Fee Challan No.: 

334687421 

PKR: 5,000/- 

 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

RT046P, RT068R, RT079R, RT081R, 

RT090R, RT099R, RT061R, RT064R, 

RT066R, RT065R, RT060R, RT055P, 

RT020R, FF151R, FF168R, FF280R, 

RT044SU, RT043R, RT040R. 

105.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

084685439315 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® Endoscopy Units and 

Accessories 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

EJ995, EJ996, GK534, GK535, GK537, 

GN330, JF431R, JF432R, JF433R, 

JF434R, JF435R, JF436R, JG904, 

JG910, OP906, OP913, OP914, OP917, 

OP923, OP941, OP942, OP942, OP950, 

PE182A, PE184A, PE185A, PE202A, 

PE204A, PE218A, PE484A, PE485A, 

PE486A, PE487A, PE505A, PE506A, 

PE507A, 

PE508A, PE514A, PE522A, PE525A, 

PE528A, PE530A, PE590A, PE610A, 

PE889A, PE909A, PE969A, PG003, 

PG008, PG011, PG012, PG014, PG019, 

PG032SU, PG033SU, PG035SU, 

PG039R, PG056, 

PG057, PG058, PG061, PG091, PG092, 

PG093, PG094, PG097, PG106, 

PG107SU, PG122SU, PG124, PG124, 

PG131, PG132SU, PG134SU, PG136, 

PG138SU, PG139, PG140, PG141, 

PG142, 

PG143, PG145, PG150, PV425, PV427, 

PV428, PV436, PV437, PV480, PV481, 

PV482, PV485, 

PV621, PV622, PV623, PV624, PV628, 

PV630, PV631, PV632, PV638, PV640, 

PV641SU, PV642SU, 

PV643, PV644, PV647, PV648, PV790, 

PV790, PV791, PV791, PV792, PV792, 

Approved 
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PV793, PV793, PV794, PV796, PV800, 

PV801, PV802, PV803, PV804, PV810, 

PV811, PV812, PV813, PV818, PV819, 

PV821, PV822, PV823, PV824, PV825, 

PV826, PV827, PV828, PV828, 

PV828U, PV828U, PV829, PV829U, 

PV830, PV831, PV832, PV833, PV834, 

PV835, PV836, PV838, PV839, PV841, 

PV843, PV845, PV846, PV847, PV848, 

PV849, PV893, PV904, PV951R, 

PV951R, PV968, PV968, PV969, 

PV979, TE636, TE636, TE676, 

TE683R, TE684R, TE687R, TE688R, 

TE730, TE730, TE734, TE735, TE736, 

TE780, TE780. 

106.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

7980876463 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® FESS 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A  

Shelf life: N/A 

 

Codes: 

EJ126R, EJ305R, EJ315R, EJ316R, 

EJ317R, EJ318R, FK650R, FK651R, 

FK652R, FK653R, FK654R, JG901, 

OK030R, OK041R, OK042R, OK043R, 

OK053R, OK058R, OK060R, OK061R, 

OK062R, OK070R, OK071R, OK072R, 

OK073R, OK161R, OK162R, OK163R, 

OK164R, OK165R, OK166R, OK167R, 

OK503R, OK526R, OK527R, OK529R, 

OK530R, OK531R, OK536R, OK537R, 

OK538R, OK544R, OK545R, OK546R, 

OK547R, OK580R, OK581R, OK582R, 

OK583R, OK584R, OK600R, OK612R, 

OK613R, OK621R, OK622R, OK641R, 

OK642R, OK643R, OK646R, OK647R, 

OK690R, OK704R, OK804R, OK805R, 

OK811R, OK812R, OK813R, OK814R, 

OK815R, OK816R, OK874C, OK875C, 

OK876R, OK877R, OK900, OK921R, 

OK922R, OK924R, OK926R. 

Approved subject 

to brief descrption  

107.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® MIT-SYSTEM 

accessories for Laparoscopy 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

Approved 
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(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

692807123 

PKR: 25,000/- 

 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

EJ430R, EJ432R, EJ433R, EJ441R, 

EJ475, EJ477R, EJ480R, EJ482R, 

EJ558R, EJ568R, EJ580R, EJ581R, 

EJ582R, EJ583R, EJ584R, EJ585R, 

EJ586R, EJ587R, EJ588R, EJ590R, 

EJ595R, EJ601R, 

EJ602R, EJ604R, EJ614R, EJ624P, 

EJ640P, EJ641P, EJ642P, EJ650R, 

EJ651R, EJ700R, EJ701R, EJ702R, 

EJ703R, EJ704P, EJ705R, EJ706R, 

EJ710R, EJ712R, EJ713R, EJ714P, 

EJ715R, EJ716R, EJ718R, EJ720R, 

EJ722R, EJ725R, EJ750R, EJ751R, 

EJ752R, EJ753R, EJ754P, EJ755R, 

EJ756R, EJ760R, EJ762R, EJ764P, 

EJ765R, EJ766R, EJ800R, EJ804P, 

EJ806P, EJ807R, EJ824P, EJ826P, 

EK010R, EK011R, EK012R, EK013R, 

EK014R, EK045R, EK046R, EK047R, 

EK048R, EK049R, 

EK050R, EK051R, EK052R, EK080P, 

EK081P, EK082P, EK310R, EK311R, 

EK314R, EK315R, EK345R, EK346R, 

EK348R, EK349R, EK355R, EK356R, 

EK358R, EK359R, EK380P, EK381P, 

EK382P, EK390R, EK391R, EK397R, 

SK271C. 

108.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

6636168876 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® SPECIAL 

ENDOSCOPIC INSTRUMENTS 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

BB060R, BN320R, BN321R, BN322R, 

BV941R, ER002R, ER800R, ER801R, 

ER802R, ER803R, ER804R, ER805R, 

Approved 

instruments for 

Laparoscopy 

subject to relevant 

codes. 

 

and following are 

approved subject 

to registration fee 

and application 

 

Urology - 

Gynecology  
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ER806P, ER807P, ER840R, ER874R, 

ER875, ER876, GF320R, GF321R, 

GF324R, GF325R, PG003, PG008, 

PG011, PG027R, PG028R, PL100R, 

PL152R, PL153R, PL162R, PL163R, 

PL430R, PL431R, PL432R, PL435R, 

PL530R, PL531R, PL541S, PL544S, 

PL545S, PL548S, PL549S, PL593R, 

PL595SU, PL650R, PL651R, PL657R, 

PL659R, PL663R, PL680R, PL682R, 

PO193R, SR550R, SR551R, SR553R, 

SR554R. 

109.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

60522781 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® Acculan 4 

ACCESSORIES 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

GB072R, GB176R, GB184R, GB257R, 

GB436R, GB482R, GB485R, GB486R, 

GB487R, GB488R, GB489R, GB495R, 

GB496R, GB497R, GB498R, GB613R, 

GB628R, GB686R, GB688R, GB690R, 

GB715R, GB716R, GB872R, XF457R. 

Approved 

110.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

6697771320 

PKR: 25,000/- 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Acculan 4 Electro 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

GA875, GA876, GA877, GA878. 

 

Approved 

111.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® BURRS & BLADES 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

Approved 

AESCULAP® 

BURRS  

And 

AESCULAP® 
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(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

562833414179 

PKR: 25,000/- 

 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: 8 years 

 

 

Codes: 

GB228R, GB729R, GB730R, GC114R, 

GC115R, GC124R, GC125R, GC127R, 

GC128R, GC137R, 

GC138R, GC139R, GC148R, GC149R, 

GC203R, GC207R, GC208R, GC209R, 

GC211R, GC215R, 

GC216R, GC217R, GC218R, GC219R, 

GC271R, GC273R, GC277R, GC279R, 

GC570R, GC575R, GC576R, GC578R, 

GC580R, GC583R, GC584R, GC585R, 

GC586R, GC587R, GC604R, GC605R, 

GC615R, GC633R, GC634R, GC635R, 

GC636R, GC648R, GC649R, GC650R, 

GC651R, GC652R, 

GC655R, GC657R, GC658R, GC675R, 

GC681R, GC682R, GC683R, GC761R, 

GC766R, GC767R, 

GC768R, GC769R, GC770R, GC771R, 

GD320R, GD321R, GD322R, GD323R, 

GD390R, GD391R, 

GD392R, GD393R, GD394R, GD395R, 

GD396R, GD397R, GE231SU, 

GE232SU, GE233SU, GE234SU, 

GE235SU, GE236SU, GE238SU, 

GE239SU, GE240SU, GE241SU, 

GE242SU, GE243SU, 

GE244SU, GE245SU, GE246SU, 

GE247SU, GE248SU, GE249SU, 

GE252R, GE253R, GE254R, GE255R, 

GP491R, GP492R, GP493R, GP494R, 

GP495R, GP496R, GP501R, GP502R, 

GP504R, GP505R, GP511R, GP514R, 

GP515R, GP516R, GP518R, GP521R, 

GP522R, GP523R, GP524R, GP526R, 

GP527R, GP528R, GP529R, GP530R, 

GP531R, GP532R, GP535R, GP536R, 

GP537R, GP538R, GP539R, GP541R, 

GP542R, GP543R, GP544R, GP545R, 

GP550R, GP551R, GP552R, GP553R, 

GP554R, GP557R, GP558R, GP559R, 

GP561R, GP562R, GP563R, GP564R, 

GP565R, GP567R, GP569R, GP575R, 

GP576R, GP580R, GP581R, GP582R, 

GP583R, GP584R, GP586R, GP587R, 

GP588R, GP590R, GP591R, GP594R, 

BLADES is 

approved 

subject to 

submission of fee 

for Blades as per 

new SRO. 
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GP595R, GP598R. 

112.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

731722930315 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® Cardiovascular and 

Thoracic Surgery Instruments 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

AN910R, AN913R, BB048R, BB052R, 

BC156R, BC257B, BC277B, BC281B, 

BC297W, BC658R, BC774R, BH206R, 

BH234R, BH337R, BJ026R, BJ102R, 

BJ103R, BJ106R, BM033R, BM074R, 

BM111R, BM301R, BN905R, BN912R, 

BN913R, BN914R, BN915R, BN916R, 

BT030R, BT031R, BT033R, BT121R, 

BT124R, BT127R, BT202R, BT206R, 

BT238R, BT264R, BT320R, BT321R, 

BT322R, BT325R, BT328R, BT361R, 

BT459R, BT523R, BT560R, BT561R, 

BT594R, BT595R, BT596R, BT597R, 

BT763R, BV023R, BV067R, BV200R, 

BV206R, BV512R, EA061R, EA092R, 

EA095R, EF002R, EO338R, FA006R, 

FB108R, FB109R, FB110R, FB112R, 

FB113R, FB114R, FB115R, FB116R, 

FB117R, FB119R, FB160R, FB161R, 

FB162R, FB163R, FB164R, FB165R, 

FB166R, FB167R, FB362R, FB363R, 

FB365R, FB366R, FB367R, FB369R, 

FB404R, FB405R, FB416R, FB417R, 

FB422R, FB423R, FB426R, FB427R, 

FB458R, FB510R, FB512R, FB653R, 

FB654R, FB736R, FB776R, FB814R, 

FB842R, FB852R, FB854R, FB855R, 

FB856R, FB892R, FB918R, FC060R, 

FC120R, FC131R, FC132R, FC133R, 

FC134R, FC135SU, FC136R, FC137R, 

FC138R, FC501R, FC502R, FC503R, 

FC504R, FC505R, FC511R, FC512R, 

FE030S, FE031S, FE032S, FE040S, 

FE041S, FE042S, FF807R, FF814R, 

FK341R, FK357R, FK382R, FK383R, 

FK402R, FK403R, FK645NR, 

FL046NR, FO135R, FO551NR, 

FO645NR, GF946R, GF947R, LX149R, 

LX172R,  

Approved 

Aesculap® 

Cardiovascular 

Surgery 

Instruments 

And Aesculap® 

Thoracic 

Surgery 

Instruments 

approved subject 

to submission of 

separate fee as 

per revised SRO 
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MD456R, OA311R, OA312R, OA358R, 

RT043R, RT044SU. 

113.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

873576366 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® ELAN 4 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: 5 years 

 

Codes: 

GA258SU, GA259SU, GA261SU, 

GA262SU, GA263SU, GA264SU, 

GA265SU, GA266SU, GA267SU, 

GA268SU, GA269SU, GA395SU, 

GA800, GA804, GA805, GA806, 

GA808 GA810, GA822, GA824, 

GA831, GA832, GA833, GA836, 

GA837, GA844, GA849, GA860, 

GA861, GA862, GA863, GA864, 

GA865, GA866, GA867, GA868, 

GA869, GB073R, GB076R, GB077R, 

GB082R, GB083R, GB084R, GB085R, 

GB086R, GB087R, GB088R, GB261R, 

GB262R, GB414R, GB679R, GB692R, 

GB698R, GB699R, GB719R, GB723R, 

GB727R, GB796SU, GB797SU, 

GB861P, GB862P, GB863P, GB866R, 

GB920R, GB921R, GB922R, GB925R, 

GB926R, GB927R, GB941R, GB942R, 

GB943R, GB945R, GB947R, 

GE231SU, GE232SU, GE233SU, 

GE234SU, GE235SU, GE236SU, 

GE238SU, GE239SU, GE240SU, 

GE241SU, GE242SU, GE243SU, 

GE244SU, GE245SU, GE246SU, 

GE247SU, GE248SU, GE249SU, 

GP113TC, GP119TC, GP124TC, 

GP126TC, GP128TC, GP129TC, 

GP210TC, GP301TC, GP302TC, 

GP304TC, GP306TC, GP307TC, 

GP308TC, GP309TC, GP367TC, 

GP395TC, GP396TC, GP398SU, 

GP399TC-SU, GP420SU, GP421SU, 

GP422SU, GP423SU, GP424SU, 

GP425SU, GP426SU, GP427SU, 

GP428SU, GP429SU, GP430SU, 

GP432SU, GP433SU, GP434SU, 

GP435SU, GP436SU, GP437SU, 

GP440SU, GP441SU, GP442SU, 

Approved 

AESCULAP® 

ELAN 4 

For spine, neuro 
and rest are 

approved subject 

to submission of 

registration fee 

and applications 

(ENT, 

and Maxillofacial) 
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GP443SU, GP444SU, GP445SU, 

GP446SU, GP447SU, GP448SU, 

GP449SU, GP450SU, GP452SU, 

GP453SU, GP454SU, GP455SU, 

GP456SU, GP457SU. 

114.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

88981079 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® Neuro and Spine Surgery 

Instruments 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

BC270R, BD159R, BD223R, BH139R, 

BH216R, BN003R, BT070R, BT178R, 

BT340R, BT356R, BT359R, BT464R, 

BT465R, BV075R, BV088R, BV101R, 

BV271R, BV935R, BV936R, BV997R, 

BW010R, BW011P, BW119, BW124, 

BW125P, BW137R, BW138R, 

BW139R, BW251P, BW252P, 

BW253P, BW254P, BW255P, BW256P, 

BW257P, BW258P, BW259P, BW261P, 

BW262P, BW263P, BW264P, BW265P, 

BW266P, BW267P, BW268P, BW269P, 

DO438R, DO439R, DO510R, EJ340R, 

EO061R, FD013R, FD022R, FD023R, 

FD113D, FD114D, FD115D, FD116D, 

FD232R, FD246R, FD280R, FD286R, 

FD347R, FD460R, FD466R, FD467R, 

FD560R, FD568R, FD575R, FD612R, 

FD811B, FD818B, FF003R, FF012R, 

FF013P, FF014R, FF015P, FF020R, 

FF050R, FF056R, FF057R, FF061R, 

FF062R, FF064R, FF068R, FF103R, 

FF104R, FF105R, FF130R, FF140, 

FF142, FF144, FF148R, FF149R, 

FF150R, FF151R, FF155R, FF156R, 

FF163R, FF165R, FF180R, FF185R, 

FF187R, FF190R, FF193R, FF266R, 

FF268R, FF270R, FF273R, FF274R, 

FF280R, FF282R, FF284R, FF285R, 

FF326R, FF327R, FF339R, 

FF340R,FF494R, FF529R, FF530R, 

FF539R, FF541R, FF590R, FF591R, 

FF595R, FF610R, FF697R, FF699R, 

FF701R, FF710R, FF805R, FF806R, 

FF810R, FF832R, FF833R, FF842R, 

Approved 
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FF856R, FF870R, FF871R, FF893R, 

FF897R, FF903R, FF906R, FF907R, 

FF913R, FF914R, FF917R, FF918R, 

FG044R, FG045R, FG894R, FG902R, 

FH405, FH480R, FH812B, FH813B, 

FH814B, FH852B, FH853B, FH854B, 

FH862B, FH863B, FH864B, FH913B, 

FH953B, FH954B, FH963B, FH964B, 

FK120R, FK121R, FK130R, FK131R, 

FK300R, FK301R, FK310R, FK328R, 

FK360R, FK389R, FK392R, FK631NR, 

FK642NR, FK703R, FK713R, FK773R, 

FK774R, FK775R, FK780R, FK781R, 

FK784R, FK790R, FK791R, FK822R, 

FK826R, FK881R, FK882R, FK883R, 

FK884R, FK885R, FK886R, FK888SU, 

FK891R, FK892R, 

FK893R, FK894R, FK895R, FK896R, 

FK898R, FK899R, FK900B, FK900R, 

FK901B, FK901R, FK902B, FK902R, 

FK903B, FK906B, FK907B, FK908B, 

FK916B, FK916R, FK917R, FK949B, 

FK974B, FL036R, FL057NR, FL081R, 

FL450R, FL451R, FL658R, FM001R, 

FM002R, FM003R, FM004R, FM005R, 

FM006R, FM010R, FM011R, FM012R, 

FM013R, FM014R, FM021R, FM024R, 

FM665R, FM902R, FM903R, FM904R, 

FM905R, FM910P, FM911P, FM913P, 

FM915P, FM916R, 

FO500R, FO518NR, FO520NR, 

FO521NR, FO550NR, FW579R, JG910, 

LX181NR, MF251R, MF252R, 

MF253R, MF256R, MF257R, MF258R, 

MF261R, MF262R, MF263R, MF266R, 

MF267R, MF268R, MF272R, MF273R, 

MF274R, MF277R, MF278R, MF279R, 

MF282R, MF283R, MF284R, MF287R, 

MF288R, MF289R, MF296R, MF297R, 

MF298R, MF300R, MF303R, MF305R, 

MF306R, MF307R, MF309R, MF312R, 

OA310R, OK030R, OL299R, OL303R, 

OL304R. 

115.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

797937441920 

PKR: 25,000/- 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

Aesculap® Surgical Instruments 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

Deferred for the 

submission of 

separate 

applications and 

fee (as per revised 

SRO) accordingly 

to product catalog  



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 50 of 136 

  

Codes: 

AA805R, AD123R, AD125R, AD127R, 

AD129R, BA713R, BB045T, BB046R, 

BB073R, BB075R, BB077R, BB084R, 

BB085R, BB175R, BC004R, BC005R, 

BC007R, BC011R, BC065R, BC106R, 

BC107R, BC110R, BC111R, BC157R, 

BC165R, BC166R, BC168R, BC173R, 

BC175R, BC177R, BC178R, BC180R, 

BC181R, BC186R, BC189R, BC195R, 

BC211R, BC224R, BC234R, BC242R, 

BC245R, BC252R, BC253R, BC257R, 

BC257W, BC259B, BC259R, BC261R, 

BC263R, BC265B, BC265R, BC267B, 

BC267R, BC271B, BC271R, BC273R, 

BC277R, BC279B, BC279R, BC281R, 

BC283R, BC285R, BC289R, BC294W, 

BC295W, BC296W, BC298W, 

BC324R, BC547R, BC584R, BC587R, 

BC602R, BC606R, BC612R, BC615R, 

BC616R, BC619R, BC625R, BC627R, 

BC640R, BC646R, BC861R, BD025R, 

BD027R, BD029R, BD030R, BD050R, 

BD151R, BD154R, BD215R, BD220R, 

BD222R, BD228R, BD230R, BD320R, 

BD321R, BD330R, BD335R, BD345R, 

BD510R, BD511R, BD520R, BD535R, 

BD537R, BD539R, BD540R, BD541R, 

BD542R, BD543R, BD547R, 

BD557R, BD561R, BD564R, BD662R, 

BD665R, BD668R, BD700R, BD760R, 

BD900R, BF021R, 

BF047R, BF058R, BF059R, BF063R, 

BF065R, BF078R, BF112R, BF118R, 

BF122R, BF123R, BF136R, BF307R, 

BF309R, BF311R, BF316R, BF432R, 

BF465R, BH021R, BH031R, BH032R, 

BH034R, BH105R, BH108R, BH109R, 

BH110R, BH111R, BH118R, BH121R, 

BH141R, BH145R, 

BH150R, BH167R, BH176R, BH183R, 

BH202R, BH203R, BH212R, BH229R, 

BH231R, BH410R, 

BH424R, BH442R, BH443R, BH447R, 

BH456R, BH457R, BH614R, BH642R, 

BH644R, BH646R, 

BH650R, BH652R, BH814R, BJ008R, 

BJ011R, BJ012R, BJ021R, BJ022R, 

BJ023R, BJ024R, BJ025R, BJ032R, 

BJ033R, BJ043R, BJ044R, BJ045R, 

BJ047R, BJ048R, BJ055R, BJ062R, 

BJ080R, BJ090R, 

BJ091R, BJ100R, BJ104R, BJ123R, 

BJ130R, BJ131R, BJ132R, BJ300R, 

BJ313R, BJ314R, BL931R, BL932R, 
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BM005R, BM011R, BM012R, 

BM013R, BM016R, BM019R, 

BM020R, BM021R, BM026R, 

BM030R, BM035R, BM036R, 

BM037R, BM038R, BM042R, 

BM046R, BM047R, BM056R, 

BM057R, BM065R, BM066R, 

BM067R, BM068R, BM069R, 

BM077R, BM089R, BM090R, 

BM096R, BM112R, BM219R, 

BM247R, BM255R, BM563R, 

BM564R, BM808R, BM810R, 

BM920R, BM922R, BM940P, BN012R, 

BN020R, BN021R, BN022R, BN023R, 

BN024R, BN026R, BN034R, BN040R, 

BN096, BN101R, BN104R, BN114R, 

BN120R, BN902R, BN903R, BN904R, 

BT008R, BT019R, BT041R, BT112R, 

BT114R, BT117R, BT122R, BT126R, 

BT177R, BT182R, BT184R, BT240R, 

BT254R, BT256R, BT257R, BT260R, 

BT261R, BT266R, BT323R, BT326R, 

BT365R, BT446R, BT513R, BT526R, 

BT601R, BT602R, BT604R, BT605R, 

BT621R, BT622R, BT623R, BT624R, 

BT626R, BT630R, BT633R, BT655R, 

BT658R, BT672R, BT674R, BT746R, 

BT758R, BT762R, BT800R, BT818R, 

BV011R, BV059R, BV066R, BV071R, 

BV072R, BV076R, BV078R, BV085R, 

BV086R, BV090R, BV091R, BV094R, 

BV251R, BV273R, BV585R, BV601R, 

BV608R, BV650R, BV662R, BV670R, 

BV817R, BV822R, BV826R, BV827R, 

BV831R, BV832R, BV840R, BV842R, 

BV843R, BV849R, BV945R, BV951R, 

BV952R, BV956R, BV962R, BW080R, 

BW081R, BW085R, BW086R, 

BW087R, BW088R, BW092R, 

EA010R, EA012R, EA027R, EA030R, 

EA032R, EA050R, EA052R, EA096R, 

EA097R, EA099R 

EA100R, EA101R, EA116R, EA117R, 

EA130R, EA131R, EA204R, EA205R, 

EA355R, EA356R, EA360R, EA362R, 

EA826R, EA883R, EA903R, EA990R, 

EB003R, EB062R, EB063R, EB064R, 

EB065R, EB066R, EB067R, EB068R, 

EB069R, EB070R, EB168R, EB169R, 

EB170R, EB171R, EB172R, EB173R, 

EB174R, EB240R, EB242R, EB246R, 

EF001R, EF003R, EF051R, EF052R, 

EF053R, EF054R, EF056R, EL638R, 

EL639R, EL868R, EL873R, EO164R, 

FB120R, FB121R, FB122R, FB124R, 

FB125R, FB126R, FB130R, FB153R, 
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FB154R, FB155R, FB156R,  FB400R, 

FB402R, FB407R, FB408R, FB409R, 

FB411R, FB415R, FB421R, FB432R, 

FB434R, FB436R, FB440R, FB441R, 

FB487R, FB511R, FB517R, FB544R, 

FB568R, FB593R, FB778R, FB819R, 

FB890R, FB955R, FC313R, FC412R, 

FC413R, FD100R, FD101R, FD103R, 

FD241R, FD242R, FD243R, FD247R, 

FD251R, FD253R, FD255R, FD259R, 

FD284R, FD285R, FD287R, FD561R, 

FD562R, FD569R, FD611R, FD613R, 

FD874R, FD875R, FD876R, FD877R, 

FD884R, FD885R, FD886R, FD887R, 

FD897R, FE010K, FE011K, FE013K, 

FE020K, FE021K, FE022K, FE023K, 

FE024K, FH102R, FH116R, FH197R, 

FH222R, FH313R, FK171R, FK293R, 

FK302R, FK358R, FK507R, FK632NR, 

FK633NR, FK634NR, FK637NR, 

FL038R, FL044R, FL515R, FL516R, 

FL583R, FL585R, FL652R, FL654R, 

FO111R, FO120R, FO127R, FO409R, 

FO530NR, FO534NR, FO641NR, 

FO928R, FO930R, FO950R, FO951R, 

GF860R, GF862R, GF944R, JG504R, 

JG506R, JG508R, JG513R, JG518R, 

JG521R, JG522R, JG523R, JG524R, 

JG525R, JG598, JG600, JG691R, 

JG703R, JG901, LX159NR, MB246, 

MB247, MB248, MB285R, OA313R, 

OA314R, OA332R, OB511, OB792R, 

OC020R, OC024R, OC100R, OC415R, 

OF313R, OF314R, OF315R, OF316R, 

OF317R, OF350R, OF410R, OF420R, 

OF431R, OF438R, OG002R, OG011R, 

OG014R, OG040R, OG071R, OG073R, 

OG085R, OG101R, OG105R, OG109R, 

OG112R, OG133R, OG140R, OG145R, 

OG163R, OG179R, OG181R, OG300R, 

OG335R, OG345R, OG350R, OG360R, 

OK035R, OK037R, 

OK081R, OK082R, OK090R, OK106R, 

OK108R, OK350R, OK351R, OK372R, 

OK507R, OK508R, OK521R, OK525R, 

OK526R, OK924R, OL010R, OL113R, 

OL114R, OL152R, OL153R, OL155R, 

OL165R, OL192R, OL195R, OL206R, 

OL212R, OL214R, OL218R, OL300R, 

OL301R, OL302R, OL305R, OL319R, 

OL320R, OL321R, OL322R, OL323R, 

OL335R, OL405R, OL406R, OL423R, 

OL427R, OL460R, OL610R, OL611R, 

OL612R, OL619R, OL621R, OL622R, 

OL623R, OM116R, 

OM173R, OM177R, OM178R, 
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OM208R, OM230R, OM314R, 

OM315R, RT020R, RT040R, RT055P, 

RT069R, RT071R, RT072R, RT073R, 

RT081R, RT088R, RT090R, RT092R. 

116.  M/s M/s B. Braun 

Pakistan (Pvt) Ltd. 

The Forum, Suite 216, 

Khayaban-e-Jami, Block 

9, Clifton, Karachi. 

 

(ELI-00006) 

 

R&I Dated: 30-12-

2022. 

Fee Challan No.: 

3418509396 

PKR: 25,000/- 

 

M/s. Aesculap AG. 

Am Aesculap-Platz, 78532 

Tuttlingen, Germany. 

 

 

AESCULAP® STERILE 

CONTAINER SYSTEM 

 

Class: B 

MD group:  Family 

LOA Validity: 06.07.2025 

FSC Validity: 02.06.2029 

ISO Validity: 

31.05.2026 

EC Full Quality: 

09.07.2025 

Design Examination: 

N/A 

Shelf life: N/A 

 

Codes: 

GB072R, GB073R, GB076R, GB077R, 

GB082R, GB083R, GB084R, GB085R, 

GB086R, GB087R, 

GB088R, GB243R, GB256R, GB257R, 

GB261R, GB262R, GB481R, GB482R, 

GB485R, GB486R, 

GB487R, GB488R, GB489R, GB495R, 

GB496R, GB497R, GB498R, GB572R, 

GB679R, GB686R, 

GB688R, GB690R, GB692R, GB698R, 

GB699R, GB715R, GB716R, GB718R, 

GB719R, GB720R, 

GB723R, GB727R, GB729R, GB730R, 

JF066, JF110R, JF111R, JF112R, 

JF113R, JF114R, JF117R, JF120R, 

JF140R, JF145R, JF146R, JF147R, 

JF148R, JF149R, JF150R, JF155R, 

JF156R, JF157R, JF158R, JF159R, 

JF166, JF167, JF210R, JF211R, 

JF212R, JF213R, JF214R, JF217R, 

JF221R, JF222R, JF223R, JF224R, 

JF227R, JF232R, JF236R, JF250R, 

JF251R, JF252R, JF253R, JF254R, 

JF257R, JF264R, JF282R, JF284R, 

JF289R, JF324R, JF343, JF346, 

JF378R, JF381R, JF428R, JF429R, 

JF431R, JF432R, JF433R, JF434R, 

JF435R, JF436R, JF449R, JF481, 

JF522R, JF532R, JF833R, JF908R, 

JF909R, JF921R, JF922R, JF923R, 

JF932, JF933, JF934, JF938, JF939, 

JF940, JF941, JF944, JF945, JF947, 

JF948, JF949, JG111R, JG112R, 

JG113R, JG114R, JG211R, JG212R, 

JG213R, JG214R, JG221R, JG222R, 

JG223R, JG224R, JG251R, JG252R, 

Approved subject 

to submission of 

fee as per new 

SRO. 
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JG253R, JG254R, JG285R, JG304, 

JG305, JG306, JG308, JG309, JG310, 

JG312, JG313, JG314, JG316, JG317, 

JG318, JG320, JG321, JG322, JG323, 

JG324, JG325, JG326, JG327, JG328, 

JG329, JG330, JG331, JG332, JG333, 

JG334, JG335, JG336, JG337, JG340, 

JG341, JG342, JG343, JG344, JG352R, 

JG353R, JG354R, JG358, JG359, 

JG360, JG361, JG367, JG368, JG369, 

JG370, JG371, JG372, JG378, JG379, 

JG380R, JG381R, JG383R, JG384R, 

JG386R, JG387R, JG388R, JG389R, 

JG390, JG391, JG392, JG393, JG394, 

JG395, JG396, JG397, JG398, JG399, 

JG400, JG401, JG403R, JG487R, 

JG488R, JG598, JG600, JG601, 

JG691R, JG692R, JG693R, JG694R, 

JG695R, JG696R, JG701R, JG702R, 

JG703R, JG706R, JG708R, JG750, 

JG751, JG752, JG753, JH217R, JK020, 

JK089, JK090, JK091, JK092, JK095, 

JK098, JK100, JK170, JK171, JK172, 

JK173, JK174, JK187, JK188, JK286, 

JK288, JK289, 

JK290, JK339, JK340, JK341, JK342, 

JK344, JK346, JK355A, JK356A, 

JK357A, JK358A, JK359A, 

JK368, JK369, JK375A, JK376A, 

JK377A, JK378A, JK379A, JK385, 

JK386, JK387, JK388, JK389, 

JK395, JK396, JK397, JK398, JK399, 

JK440, JK441, JK442, JK443, JK444, 

JK446, JK455A, JK456A, JK457A, 

JK458A, JK459A, JK469, JK475A, 

JK476A, JK477A, JK478A, JK479A, 

JK485, JK486, JK487, JK488, JK489, 

JK490, JK740, JK741, JK742, JK744, 

JK755A, JK756A, JK757A, JK758A, 

JK759A, JK769, JK775A, JK776A, 

JK777A, JK778A, JK779A, JK785, 

JK786, JK787, JK788, JK789, JM020, 

JM021, JM174, JM188, JN021, JN086, 

JN088, JN089, JN090, JN091, JN092, 

JN094, JN095, JN096, 

JN187, JN188, JN292, JN294, JN295, 

JN296, JN340, JN341, JN342, JN344, 

JN346, JN440, JN441, JN442, JN443, 

JN444, JN445, JN446, JN740, JN741, 

JN742, JN744, JN817, JN821, JP050, 

JP101, JP102, JP103, JP104, JP105, 

JP111, JP112, JP113, JP114, JP115, 

JP121, JP122, JP123, JP124, JP125, 

JP131, JP132, JP133, JP134, JP135, 

PL960R, PL961R, PL962R, PL963R, 

PL964R. 
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117.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

96764213 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

i. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

ii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

iii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

Adjustment Driver 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 7426000 

Approved 

118.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

56700799883 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

iv. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

v. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

vi. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Drill, 8.6mm 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

7426002 

Approved 
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Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

119.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

86246765242 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

vii. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

viii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

ix. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

Tap, 12mm 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

7426003 

Approved 

120.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

x. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

T27 Threaded Driver 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 7426004 

Approved 
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R&I Dated:  
30-09-2024 

Fee Challan No.: 

75516562735 

PKR: 25000/- 

 

Module F Coyol, Alajuela Costa 

Rica 20113. 

xi. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

xii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

121.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

20802726 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

xiii. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

xiv. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

xv. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

Awl Tip Tap 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

NAV7426000 

Approved 
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ISO13485 

Validity: 20-09-2025 

122.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

05788836 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

xvi. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

xvii. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

xviii. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

Driver 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

NAV7426001 

Approved 

123.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
30-09-2024 

Fee Challan No.: 

01789612096 

PKR: 25000/- 

 

Legal Manufacturer: 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

xix. M/s Medtronic Medical 

Costa Rica S.R.L. Coyol Free 

Zone Bldg B7 Multitenant 7-8, 

Module F Coyol, Alajuela Costa 

Rica 20113. 

xx. M/s Medtronic Sofamor 

Danek USA, Inc. 4340 Swinnea 

Road Memphis, TN USA 38118  

xxi. Warsaw Orthopedic, 

Inc., also known as M/s 

Medtronic Sofamor Danek 

Manufacturing Located At 2500 

Pilot Drill 

 

Generic Name: Accessories 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

NAV7426002 

Approved 
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Silveus Crossing Warsaw, IN 

USA 46582 

Socuments submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-02-2026 

 

EC Certificate: 

Validity: 26-05-2024 

 

ISO13485 

Validity: 20-09-2025 

124.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
19-02-2025 

Fee Challan No.: 

938466162 

PKR: 31,000/- 

 

Legal Manufacturer 

M/s Covidien llc 15 Hampshire 

Street Mansfield, MA, USA 

02048 

 

Manufacturing sites 

i. M/s Plexus Corp. 2400 

Millbrook Dr Buffalo Grove, IL 

USA 60089 

ii. M/s Covidien IIc 15 Hampshire 

Street Mansfield, MA USA 

02048  

iii. M/s Freudenberg Medical, LLC 

2301 Centennial Blvd 

Jeffersonville, IN USA 47130 

 

Documents Submitted: 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-06-2026 

 

EC Certificate: 

Validity: 25-05-2024 

 

ISO13485 

Site I: 

Validity: 31-08-2025 

Site II: 

Validity: 10-11-2027 

Site III: 

Validity: 19-09-2025 

 

BNX™ Fine Needle Aspiration 

System 

 

Endoscopic Ultrasound System 

 

Class: B 

 

Shelf Life: 25 Months 

 

Codes/ Sizes: 

DSN-19-01- BNX™ Fine Needle 

Aspiration System, 

DSN-22-01- BNX™ Fine Needle 

Aspiration System, 

DSN-25-01- BNX™ Fine Needle 

Aspiration System 

Approved subject 

to submission of 

fee as per new 

SRO. 

125.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Legal Manufacturer 

M/s Covidien llc 15 Hampshire 

Street Mansfield, MA, USA 

02048 

BNX™ Fine Needle Aspiration Needle 

 

Generic Name: 

Endotherapy needle 

Approved subject 

to submission of 

fee as per new 

SRO. 
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Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
19-02-2025 

Fee Challan No.: 

5435543770 

PKR: 31,000/- 

 

 

Manufacturing sites 

iv. M/s Plexus Corp. 2400 

Millbrook Dr Buffalo Grove, 

IL USA 60089 

v. M/s Covidien IIc 15 

Hampshire Street Mansfield, 

MA USA 02048  

vi. M/s Freudenberg Medical, 

LLC 2301 Centennial Blvd 

Jeffersonville, IN USA 

47130 

 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-06-2026 

 

 

EC Certificate: 

Validity: 25-05-2024 

 

 

ISO13485 

Site I: 

Validity: 31-08-2025 

Site II: 

Validity: 10-11-2027 

Site III: 

Validity: 19-09-2025 

 

 

Class: B 

 

Shelf Life: 25 Months 

 

Codes/ Sizes: 

N-19-05 - BNX™ Fine Needle 

Aspiration Needle,  

 

N-22-05 - BNX™ Fine Needle 

Aspiration Needle,  

 

N-25-05 - BNX™ Fine Needle 

Aspiration Needle 

 

126.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
19-02-2025 

Fee Challan No.: 

8534440362 

PKR: 31,000/- 

 

Legal Manufacturer 

M/s Covidien llc 15 Hampshire 

Street Mansfield, MA, USA 

02048 

 

Manufacturing sites 

vii. M/s Plexus Corp. 2400 

Millbrook Dr Buffalo Grove, 

IL USA 60089 

viii. M/s Covidien IIc 15 

Hampshire Street Mansfield, 

MA USA 02048  

ix. M/s Freudenberg Medical, 

LLC 2301 Centennial Blvd 

Jeffersonville, IN USA 

47130 

 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

FSC: 

US FDA 

SharkCoreTM   Fine Needle Biopsy 

System 

 

Generic Name: 

Endoscopic Ultrasound System  

 

Class: B 

 

Shelf Life: 25 Months 

 

Codes/ Sizes: 

DSC-22-01 - SharkCore™ Fine Needle 

Biopsy System, 

DSC-25-01 - SharkCore™ Fine Needle 

Biopsy System, 

DSL-19-01 - SharkCore™ Fine Needle 

Biopsy System 

Approved subject 

to submission of 

fee as per new 

SRO. 
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Validity: 20-06-2026 

 

EC Certificate: 

Validity: 25-05-2024 

 

ISO13485 

Site I: 

Validity: 31-08-2025 

Site II: 

Validity: 10-11-2027 

Site III: 

Validity: 19-09-2025 

127.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
19-02-2025 

Fee Challan No.: 

754547315 

PKR: 31,000/- 

 

Legal Manufacturer 

M/s Covidien llc 15 Hampshire 

Street Mansfield, MA, USA 

02048 

 

Manufacturing sites 

x. M/s Plexus Corp. 2400 

Millbrook Dr Buffalo Grove, 

IL USA 60089 

xi. M/s Covidien IIc 15 

Hampshire Street Mansfield, 

MA USA 02048  

xii. M/s Freudenberg Medical, 

LLC 2301 Centennial Blvd 

Jeffersonville, IN USA 

47130 

 

LOA: 

Effective Date: 15-01-2025 

Validity: N/A 

 

FSC: 

US FDA 

Validity: 20-06-2026 

 

EC Certificate: 

Validity: 25-05-2024 

ISO13485 

Site I: 

Validity: 31-08-2025 

Site II: 

Validity: 10-11-2027 

Site III: 

Validity: 19-09-2025 

SharkCore™ Fine Needle Biopsy 

Needle 

 

Generic Name: 

Endotherapy needle 

Class: B 

 

Shelf Life: 25 Months 

 

Codes/ Sizes: 

C-22-05 - SharkCore™ Fine Needle 

Biopsy Needle, 

C-25-05 - SharkCore™ Fine Needle 

Biopsy Needle, 

L-19-05 - SharkCore™ Fine Needle 

Biopsy Needle 

 

Approved subject 

to submission of 

fee as per new 

SRO. 

128.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

Legal Manufacturer 

Medtronic Sofamor Danek USA, 

Inc.1800 Pyramid Place 

Memphis, TN USA 38132 

 

Manufacturing sites: 

i. M/s Medtronic Sofamor 

Danek Deggendorf GMBH 

located at Ulrichsbergerstr. 

17 Deggendorf, Bavaria 

Medtronic Reusable Instruments and 

Accessories 

 

Generic Name: 

Instruments  

 

Class: B 

 

Shelf Life: N/A 

 

Approved subject 

to submission of 

fee as per new 

SRO. 
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R&I Dated:  
30-10-2024 

Fee Challan No.: 

4570804348 

PKR: 31,000/- 

 

Germany 94469. 

ii. M/s Medtronic Puerto Rico 

Operations Co., Humacao 

located at Road 909, KM.0.4. 

Barrio Mariana Humacao, PR 

USA 00792. 

iii. M/s Medtronic Sofamor 

Danek USA, Inc. located at 

4340 Swinnea Road 

Memphis, TN USA 38118 

 

 

LOA: 

Issuance Date: 11-10-2022 

Validity Date: N/A 

 

 

FSC: 

US FDA 

Validity: 28-03-2026  

 

EC Certificate: 

Validity: 26-05-2024 

 

 

ISO13485 

Validity: 20-09-2025 

 

 

Codes/ Sizes: 

9197006 TRIAL HANDLE, 

9290725 STRAIGHT TRIAL, 7MM X 

30MM, 

9290730 15 DEGREE TRIAL, 7MM X 

30MM, 

9290825 STRAIGHT TRIAL, 8MM X 

30MM, 

9290830 15 DEGREE TRIAL, 8MM X 

30MM, 

9290925 STRAIGHT TRIAL, 9MM X 

30MM, 

9290930 15 DEGREE TRIAL, 9MM X 

30MM, 

9291025 STRAIGHT TRIAL, 10MM X 

30MM, 

9291030 15 DEGREE TRIAL, 10MM X 

30MM, 

9291125 STRAIGHT TRIAL, 11MM X 

30MM, 

9291130 15 DEGREE TRIAL, 11MM X 

30MM, 

9291225 STRAIGHT TRIAL, 12MM X 

30MM, 

9291230 15 DEGREE TRIAL, 12MM X 

30MM  

9291325 STRAIGHT TRIAL, 13MM X 

30MM, 

9291330 15 DEGREE TRIAL, 13MM X 

30MM, 

9291425 STRAIGHT TRIAL, 14MM X 

30MM, 

9291430 15 DEGREE TRIAL, 14MM X 

30MM, 

9291525 STRAIGHT TRIAL, 15MM X 

30MM, 

9291530 15 DEGREE TRIAL, 15MM X 

30MM, 

9296010 LENGTH TRIAL, 7MM X 

25MM, 

9296011 LENGTH TRIAL, 7MM X 

30MM, 

9590730 7X30 STRAIGHT FULL 

LENGTH TRIAL, 

9590830 8X30 STRAIGHT FULL 

LENGTH TRIAL, 

9590930 9X30 STRAIGHT FULL 

LENGTH TRIAL, 

9591030 10X30 STRAIGHT FULL 

LENGTH TRIAL, 

9591130 11X30 STRAIGHT FULL 

LENGTH TRIAL, 

9591230 12X30 STRAIGHT FULL 

LENGTH TRIAL, 

9591330 13X30 STRAIGHT FULL 

LENGTH TRIAL, 
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9591430 14X30 STRAIGHT FULL 

LENGTH TRIAL, 

9591530 15X30 STRAIGHT FULL 

LENGTH TRIAL, 

9593007 7X30 ANGLED FULL 

LENGTH TRIAL, 

9593008 8X30 ANGLED FULL 

LENGTH TRIAL, 

9593009 9X30 ANGLED FULL 

LENGTH TRIAL, 

9593010 10X30 ANGLED FULL 

LENGTH TRIAL, 

9593011 11X30 ANGLED FULL 

LENGTH TRIAL, 

9593012 12X30 ANGLED FULL 

LENGTH TRIAL, 

9593013 13X30 ANGLED FULL 

LENGTH TRIAL, 

9593014 14X30 ANGLED FULL 

LENGTH TRIAL, 

9593015 15X30 ANGLED FULL 

LENGTH TRIAL 

129.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
14-02-2025 

Fee Challan No.: 

2434302995 

PKR: 31,000/- 

 

Authorized Representative: 

Medtronic B.V. Earl Bakkenstraat 

10 6422 PJ Heerlen The 

Netherlands 

 

Manufacturer: 

Covidien IIc. 

15 Hampshire Street 02048 

Mansfield, Massachusetts USA 

 

Manufacturing facilities 

 

1. Covidien IIc. 15 Hampshire 

Street 02048 Mansfield, 

Massachusetts USA 

2. Plexus Corp. 2400 Millbrook 

Dr. Buffalo Grove, IL 60089 

USA 

3. Viant AS&O Holdings, LLC 

a.t.a. (formerly Lake Region 

Medical) 45 Lexington Dr 

Laconia, NH 03246 USA 

4. DAS Medical International, SRL 

Industrial Free Zone II 22000 La 

Romana Dominican Republic 

5. Covidien (Davis & Geck Caribe, 

Ltd.) Zona Franca de San Isidro 

Carretera San Isidro Km 17 

Santa Domingo, Dominican 

Republic. 

6. Covidien 60 Middletown Ave 

North Haven, CT 06473 USA 

 

LOA: 

Hugo™ RAS Wristed Instruments 

(Passive) 

 

 

Generic Name: 

Robotic Surgery system 

 

Class: B 

 

Shelf Life: N/A 

 

Codes/ Sizes: 

Hugo RAS Large Needle Driver 

MRASI0006, 

 

Hugo RAS Extra Large Needle Driver 

MRASI0007,  

 

Hugo RAS Secure Cadiere Forceps 

MRASI0010, 

 

Hugo RAS Cadiere Forceps 

MRASI0011, 

 

Hugo RAS Double Fenestrated Grasper 

MRASI0012, 

 

Hugo RAS Toothed Grasper 

MRASI0016. 

Approved subject 

to submission of 

fee as per new 

SRO. 
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Issuance Date: 15-01-2025 

Validity Date: N/A 

 

FSC: 

Netherlands 

Validity: 06-10-2026 

 

EC Certificate: 

Validity: 06-10-2026 

  

ISO13485 

 

ISO for Covidien IIc. & Covidien 

LLC 60 Middletown Ave., USA 

Effective date: 12-12-2022 

Expiry date: 11-12-2025 

 

Effective date: 06-03-2024 

Expiry date: 11-12-2025 

 

ISO for Plexus Corp, USA 

Effective date: 01-09-2022 

Expiry date: 31-08-2025 

 

ISO for Viant AS&O Holdings, 

USA 

Effective date: 30-09-2024 

Expiry date: 29-09-2027 

 

ISO for DAS Medical 

International 

Effective date: 07-09-2023 

Expiry date: 04-04-2026  

 

ISO for Covidien (Davis & Geck 

Carible, Ltd.) 

Effective date: 05-12-2024 

Expiry date: 04-12-2027 

 

130.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
14-02-2025 

Fee Challan No.: 

6271439352 

PKR: 31,000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway Minneapolis, 

MN USA 55432 

Manufacturing sites 

Life Science Outsourcing, Inc. 

830 Challenger Street Brea, CA 

USA 92821 

 

LOA: 

Issuance Date: 11-10-2022 

Validity Date: N/A 

 

FSC: 

US FDA 

Validity: 22-01-2026  

 

Ventriculostomy Kit 

 

Generic Name: 

Instruments and Accessories 

 

Class: B 

 

Shelf Life: 3 years 

 

Codes/ Sizes: 

46154 KIT 46154 VNTRC 

Approved 
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EC Certificate: 

Validity: 01-05-2024 

 

ISO13485 

Validity: 30-06-2024 

131.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
14-02-2024 

Fee Challan No.: 

4838678594 

PKR: 31,000/- 

 

Legal Manufacturer 

M/s Medtronic, Inc. 710 

Medtronic Parkway Minneapolis, 

MN USA 55432 

 

Manufacturing sites 

QUALITY TECH SERVICES, 

LLC 10525 Hampshire Ave. S. 

Bloomington, MN USA 55438 

 

Name of Distributor 

M/s Medtronic, Inc. 710 

Medtronic Parkway Minneapolis, 

MN USA 55432 

 

LOA: 

Issuance Date: 11-10-2022 

Validity Date: N/A 

 

FSC: 

US FDA 

Validity: 16-07-2026 

 

EC Certificate: 

Validity: 01-05-2024 

 

ISO13485 

Validity: 30-06-2024 

 

 

Subdural Evacuation Port System 

Cranial Access Kit (SEPS) 

 

Generic Name: 

Incision/drainage kit 

 

Class: B 

 

Shelf Life: 2 years 

 

Codes/ Sizes: 

11-0401-CE Subdural Evacuation Port 

System Cranial Access Kit 

Approved 

132.  M/s Medtronic Pakistan 

Private Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st floor 

Plot No. G3, Khayaban-

e-Iqbal, Block 9, 

Clifton. 

 

R&I Dated:  
05-08-2024 

Fee Challan No.: 

100809555414 

PKR: 25,000/- 

Date of Fee 

Submission: 

05-03-2024 

 

 

Name of  

Legal Manufacturer: 

710 Medtronic Parkway 

Minneapolis, MN 55432 USA. 

 

Manufacturing Sites: 

 

1. M/s Viant Medical Inc, 620 

Watson SW, Grand Rapids, 

Michigan 49504, USA  

2. Viant Costa Rica, S.A. located 

at , Parque Zona Franca 

Metropolitana, Edififcio 2C, 

Barreak de Heredia 40104, Costa 

Rica. 

3. Medtronic Perfusion Systems 

located at 7611 Northland Drive, 

Minneapolis, MN 55428, USA, 

 

FSC: 

US FDA 

BioMedicus Pediatric Venous Cannulae 

 

Class: B 

 

Shelf life: 4 years 

 

Size & Model:  
96830-108 

96830-110 

96830-112 

96830-114 

 

Storage and Temperature conditions: 

No specific storage cond itions. 

Approved subject 

to clarification of 

Class of the 

product. 
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Original, legalized attached. 

Issuance Date: 03-08-2022 

Validity Date: 02-08-2024 

 

ISO: 

Original Notarized ISO for USA 

attached. 

Issuance Date: 01-05-2023 

Validity Date: 30-04-2026 

 

Issuance Date: 01-04-2024  

Validity Date: 31-03-2027 

 

Original Notarized ISO for Costa 

Rica attached. 

Issuance Date: 01-03-2023 

Validity Date: 28-02-2026 

 

 

FQA: 

Original, attached. 

Issuance Date: 29-04-2020 

Validity Date: 26-05-2024 

 

DEC Design Examination 

Certificate: 

N/A 

 

LOA: 

Issuance Date:  21-10-2022 

Validity Date: NA 

133.  M/s Medtronic Pakistan 

Private Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st floor 

Plot No. G3, Khayaban-

e-Iqbal, Block 9, 

Clifton.  

 

R&I Dated:  
16/Dec/2022 

Fee Challan No.: 

616271847849 

PKR: 50,000/- 

Date of Fee 

Submission: 

23-11-2022 

Legal manufacturer:  

Medtronic Inc. 710, Medtronic 

Parkway, Minneapolis MN 55432 

USA 

 

Manufacturing site:  

Medtronic Mexico S. de RL de 

CV , Av. Paseo Cucupah 10510 

EL Lago Tijuana, Baja California, 

Mexico C.P. 22210.  

 

FSC: 

Original attached  

USFDA 

Issuance Date: 03-08-2022 

Validity Date: 02-08-2024 

 

ISO: 

Original, Notarized attached  

i. Mexico 

Issuance Date: 11-02-2022 

Validity Date: 20-12-2025 

 

ii. USA 

Copy attached of Perfusion 

Mi Ar Cannula 

 

Class:  B 

 

Shelf life: 3 years 

 

Size & Model: 11001_DLP ® Tubing 

Extension, 104 

 

Storage and Temperature conditions: 

No specific storage condition.  

 

Approved subject 

to clarification of 

Class of the 

product. 
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System, USA ISO 13485. 

Original attached with PRV 

submission of Affinity fusion 

recirculation line dated 28th 

August 2023.  

 

Issuance date: 01-01-2023 

Validity date: 31-03-2024 

 

FQA: 

Original, Notarized attached. 

Issuance Date: 14-04-2020 

Validity Date: 26-05-2024 

 

EC Certificate: 

NA 

 

LOA: 

Issuance Date: 21-10-2022 

Validity Date: NA 

(Original Letter of Authorization 

attached with shortcoming 

submission of Affinity 

Temperature probe dated 16th 

November 2022) 

 

134.  M/s Medtronic Pakistan 

Private Limited 

 

License number: ELI-

00273 

 

Ocean Tower, 21st floor 

Plot No. G3, Khayaban-

e-Iqbal, Block 9, 

Clifton. 

 

R&I Dated:  
18/Feb/2021 

Fee Challan No.: 

2023390 

PKR: 50,000/- 

Date of Fee 

Submission: 

18-02-2021 

 

 

Name of  

Legal Manufacturer: 

710 Medtronic Parkway 

Minneapolis, MN 55432 USA. 

 

Manufacturer: 

Medtronic Perfusion Systems 

7611 Northland Drive, 

Minneapolis, MN  55428, USA 

 

FSC: 

US FDA 

Issuance Date: 27-08-2020 

Validity Date: 26-08-2022 

 

ISO: 

Issuance Date:01-04-2019 

Validity Date: 31-03-2022 

 

FQA: 

Issuance Date: 12-02-2020 

Validity Date: 26-05-2024 

 

DEC Design Examination 

Certificate: 

N/A 

 

LOA: 

Copy attached. 

Original submitted with letter 

Seamless Bladder Reservior for 

ECMO R-14 & R-38 

 

Class: B 

 

Shelf life: 5 years  

 

Size & Model:  
61399401043, 61399401044 

 

  

Approved subject 

to submission of 

fee as per new 

SRO. 
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Ref: MDT-11/19-MC02 

 

Issuance Date:  10-10-2019 

Validity Date: NA 

 

 

 

 

135.  M/s Medtronic Pakistan 

Private Limited. 

 

Ocean Tower, 21st 

Floor, Plot # G-3, 

Khayaban-e-Iqbal, 

Block 09, Clifton, 

Karachi.  

 

(ELI-00273) 

 

R&I Dated:  
24-05-2024 

Fee Challan No.: 

2206649209 

PKR: 25000/- 

 

Legal Manufacturer: 

Micro Therapeutics Inc. DBA 

ev3, Neurovascular, 9775 Toledo 

Way, Irvine, CA, 92618, USA. 

 

Manufacturing sites: 

Micro Therapeutics Inc. DBA 

ev3, Neurovascular, 9775 Toledo 

Way, Irvine, CA, 92618, USA. 

 

LOA: 

Issuance Date: 11-10-2022 

Validity Date: N/A 

 

(Original Letter of Authorization 

attached with shortcoming 

submission of Affinity 

Temperature probe dated 16th 

November 2022) 

 

FSC: 

Netherlands 

Validity: 31-12-2027 

(Original, Valid and Legalized 

attached) 

 

EC Certificate: 

Validity: 26-05-2024 

 

(Original attached with 

registration application of  Avigo 

Hydrophillic Guidewire dated 5-

08-2022) 

 

ISO13485 

Validity: 30-11-2026 

(Original, Valid and Notarized 

attached) 

Artisse Detachment Device 

 

Generic Name: 

Vascular embolization coil detacher 

 

Class: B 

 

Shelf Life: 3 years 

 

Codes/ Sizes: 

ISD-5PK 

Approved subject 

to submission of 

fee as per new 

SRO. 

136.  M/s Seico Scientific 

Traders. 

104, Muhammadia 

Plaza, Gorden College 

Rd, Naya Mohalla, 

Rawalpindi. 

 

ELI-00205 

 

R&I Details 

Legal Manufacture: 

EMSRUN GROUP Registration 

Add: at 9-201, Huaqing 

Chuangzhi Park, Huishan 

Economic Development Zone, 

Wuxi City, Jiangsu Province, 

China 

 

Manufacturing Site: 

EMSRUNGROUP 

Brand Name:  

WW-0039-SHJ 

Generic: 

Sterile Chest Seal  

(Non-vented) 

Model:  

PZX F0041, PZX F0039 

Class A 

Shelf life: 05 years 

 

Approved 
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27-02-2025 

 

Fee: PKR 6000/- 

Slip: 3761856680  

Dated: 26-02-2025 

 

 Room 301,201,101 No.9 

Building, Huaqing Creative Park, 

Huishan Area, Wuxi City, Jiangsu 

Province, China 

 

 

LOA Validity: 25/02/28 

 

137.  M/s Seico Scientific 

Traders. 

104, Muhammadia 

Plaza, Gorden College 

Rd, Naya Mohalla, 

Rawalpindi. 

 

ELI-00205 

 

R&I Details 

27/02/2025 

 

Fee: PKR 6000/- 

Slip: 58553430544  

Dated: 27/02/2025 

Legal Manufacture: 

EMSRUN GROUP Registration 

Add: at 9-201, Huaqing 

Chuangzhi Park, Huishan 

Economic Development Zone, 

Wuxi City, Jiangsu Province, 

China 

 

Manufacturing Site: 

EMSRUNGROUP 

 Room 301,201,101 No.9 

Building, Huaqing Creative Park, 

Huishan Area, Wuxi City, Jiangsu 

Province, China 

 

 

Brand Name 

Sterile Chest Seal (Vented) 

Model:  

PZX F0037, PZX F0038 

PZX F0040 

 

Class A 

Shelf life:5 years 

 

Approved 

138.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

 

EC Certificate 
Validity:  26-05-2024 

 

BRAND NAME:  WASCO 

GENERIC:   
Nasal Oxygen Cannula  

CLASS B 

Shelf Life: 05 years  

Sizes: Adult, Paeds, Neonate & Infant 

 

LOA 

Validity: 19-11-2025 

 

FSC Validity:  
19-11-2025 

 

ISO 13485 
Validity: 20-07-2026 

Approved 

139.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

 

FSC China 
Validity: 19-11-2025 

 

BRAND NAME:  WASCO 

GENERIC:   
NEBULIZER MASK 

 

CLASS B 

Shelf Life: 05 years  

 

Sizes 
Adult, Paeds, Neonate & Infant 

 

LOA 
Validity: 19-11-2025 

 

ISO 13485 
Validity: 20-07-2026 

Approved 

140.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Brand Name:  WASCO 

Generic: Oxygen Mask 

CLASS B 

Shelf Life: 05 years  

Approved 
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e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

EC Certificate 
Validity:  26-05-2024 

 

Sizes: 
Adult, Paeds, Neonate & Infant 

 

LOA 
Validity: 19-11-2025 

FSC Validity:  
19-11-2025 

ISO 13485 
Validity: 20-07-2026 

141.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

 

FSC Validity:  

19-11-2025 
 

 

Brand Name:  WASCO 

Generic:   
Oxygen Mask With Reservoir Bag 

CLASS B 

Shelf Life: 05 years  

Sizes 
Adult, Paeds, Neonate & Infant 

 

LOA 
Validity: 19-11-2025 

EC Certificate 
Validity:  26-05-2024 

 

ISO 13485 
Validity: 20-07-2026 

Approved 

142.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

 

FSC Validity:  

19-11-2025 
 

 

Brand Name:  WASCO 

Generic:  Disposable Connecting 

Extension Tube 

 

CLASS B 

Shelf Life: 05 years  

 

SIZES: 10 CM 

 

LOA 
Validity: 19-11-2025 

 

EC Certificate 
Validity:  26-05-2024 

 

ISO 13485 
Validity: 20-07-2026 

Approved 

143.  M/S WASEEM 

BROTHERS 

 

B-45, Block5, Gulshan-

e-Iqbal, Karachi, 

Pakistan 

 

ELI-00342 

 

R & I DATE: 

01/07/21 

Legal Manufacturer: 
Ningbo MFLab Medical 

Instruments Co. Ltd  

508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

Manufacturing Site: 
508, Yin Dong Road, (N) 

Yinzhou Economic Development 

Zone Ningbo,315145–China 

 

FSC Validity:  

19-11-2025 
 

 

Brand Name:   
Wasco - Rate-A-Flow 

Generic:  
I.V. Flow Regulator 

CLASS B 

Shelf Life: 05 years  

 

LOA 
Validity: 19-11-2025 

 

EC Certificate 
Validity:  26-05-2024 

 

ISO 13485 
Validity: 20-07-2026 

Approved 
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144.  M/s. Mehran 

International 

498-C, Feroz shah 

Mehta Road, Karachi. 

(ELI-00351) 

D.O.I: 21-12-2023 

DRAP (R&I) 

Dated: 22-05-2024 

 

Fee Challan No.: 

99461761825 

PKR: 25,000/- 

Dated: 03-11-2023 

 

Legal Manufacturer: 

Name: 

M/S. Anhui Ganor Medical 

Device Co., Ltd. 

Manufacturer Address: 

Datong Town, Tianchang City, 

Anhui Province, P.R. China  

EC Certificate validity: 

26-05-2024 

 

Relation Feeding Tube  

 

Sizes: 

4FR, 5FR, 6FR, 8FR, 10FR, 12FR,14FR, 

16FR, 18FR, 20FR, 22FR, 24FR 

Class: B 

Shelf life: FIVE YEARS  

Storage condition: stored at room 

temperature less than 30℃ 

ISO 13485 Certificate validity: 10-09-

2026 

 

Approved 

145.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, Karachi. 

(ELI-00351) 

D.O.I: 21-12-2023 

 

DRAP (R&I) 

Dated: 22-05-2024 

 

Fee Challan No.: 

16590030536 

PKR: 25,000/- 

Dated: 03-11-2023 

 

Legal Manufacturer: 

Name: M/S. Anhui Ganor 

Medical Device Co., Ltd. 

 

Manufacturer Address: 

Datong Town, Tianchang City, 

Anhui Province, P.R. China  

 

FSC Validity  

(country of origin): CHINA 

07-08-2024 

 

Relation Stomach Tube  

 

Size:4FR, 5FR, 6FR, 8FR, 10FR, 12FR, 

14FR, 16FR, 18FR, 20FR, 22FR, 24FR 

 

Class: B 

 

LOA Validity:  

31-08-2026 

ISO 13485 Certificate validity: 10-09-

2026 

Shelf life: FIVE YEARS  
Storage condition: stored at room 

temperature less than 30℃ 

 

Approved 

146.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, Karachi. 

(ELI-00351) 

D.O.I: 15-04-2021 

 

DRAP (R&I) 

Dated: 19-04-2021 

 

Fee Challan No.: 

02149037269 

PKR: 25,000/- 

Dated: 13-04-2021 

 

Legal Manufacturer: 

Name: 

M/s. Shandong Qinkai Medical 

Industry Co.,Ltd 

Manufacturer Address: 

The Southern Tip Of Quancheng 

Road In Industrial Park, Medical 

Equipment Industrial Park, 

Chengwu, County, Heze City, 

Shandong Province P.R.China. 

Relation Dial Flow with Extension 

Tube 

 

 

Class: B 

 

LOA Validity:  

05-04-2024 

EC Certificate validity: 

26-05-2024 

 

Shelf life: FIVE YEARS  
Storage condition: stored at room 

temperature less than 30℃ 

 

Approved 

147.  M/s. Mehran 

International 

 

498-C, Feroz shah 

Mehta Road, Karachi. 

(ELI-00351) 

D.O.I: 22-05-2021 

Dy. No.:  

-DRAP (R&I) 

Legal Manufacturer: 

Name: 

M/s. Shandong Sogood Hygiene 

Products Co., Ltd. 

Manufacturer Address: 

 

No.4 Workshop 59th In Huihe 

Road, Dongying Economic 

Development Zone, Shandong 

M.I. Padded Sheet 

Class: B 

 

LOA Validity:  

21-02-2024 

 

FSC Validity  

(country of origin): CHINA  

22-03-2023 

Approved 
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Dated: 26-05-2021 

Fee Challan No.: 

10526679487 

PKR: 25,000/- 

Dated: 24-05-2021 

 

Province, China  

Shelf life: Five Years  

Storage condition: stored at room 

temperature less than 30℃ 

 

148.  M/s Alfa Scientific Store 

 

Store, 24-Maclogen 

Road, LAHORE. 

 

(ELI-00148) 

 

DRAP (R&I) 

Dated: 14-12-2021 

 

Fee Challan No.: 

75501193814  

PKR: 25,000/- 

Dated: 13-12-2021 

 

Legal Manufacturer: 

Name: 

M/s. HEALSTONE BIOTECH 

Inc. 

655 W Kent North, Unit 650 

Vancouver BC V6P 6T7 

CANADA 

Manufacturer Address: 

Zhejiang Orient Gene Biotech 

Co., Ltd 3787#, East Yangguang 

Avenue, Dipu Street Anji 313300 

Huzhou, Zhejiang, CHINA. 

Brand Name: Healstone 

Generic: Malaria P.f/Pan Ag Rapid 

Test Cassette (whole blood) 

 

Model: 
GCMAL(pf/pv)-402a 

GCMAL (pf/pan)-402-a 

Class: B 

LOA Validity:  

11-03-2026 

FSC issuance date:  
13-05-2021 (expiry not mentioned) 

Shelf life: 24 months   

 

ISO 13485  

validity: 07-02-2025 

 

Approved 

149.  M/s Alfa Scientific Store 

 

Store, 24-Maclogen 

Road, LAHORE. 

 

(ELI-00148) 

 

DRAP (R&I) 

Dated: 14-12-2021 

 

Fee Challan No.: 

0627298973   

PKR: 25,000/- 

Dated: 13-12-2021 

 

Legal Manufacturer: 

Name: 

M/s. HEALSTONE BIOTECH 

Inc. 

655 W Kent North, Unit 650 

Vancouver BC V6P 6T7 

CANADA 

Manufacturer Address: 

Zhejiang Orient Gene Biotech 

Co., Ltd 3787#, East Yangguang 

Avenue, Dipu Street Anji 313300 

Huzhou, Zhejiang, CHINA. 

Brand Name: Healstone 

Generic: H. PYLORI Ag Rapid Test 

Cassette (Feces) 

 

Model: 
GCHP-602a  

 

Class: B 

LOA Validity:  

11-03-2026 

FSC issuance date:  
13-05-2021 (expiry not mentioned) 

Shelf life: 24 months   

 

ISO 13485  

validity: 07-02-2025 

 

Approved 

150.  M/s RECH International  

247/B Block 6 PECHS 

Yaseen Suleman Street 

Near Faran Hotel 

Shahrah e Faisal, 

Karachi. 

 

(ELI-00257) 

 

DRAP (R&I) 

Dated: 17-08-2020 

 

Fee Challan No.: 

1979614    

PKR: 25,000/- 

Dated: 17-08-2020 

Legal Manufacturer: 

Name: 

M/s. Changzhou Kanghui 

Medical Device Innovation Co., 

Ltd Complete Address: No.11, 

north Changjiang Road, xinbei 

zone, Changzhou 213022, 

Jiangsu, P.R. China 

 

Surgical Drill Bits 

 

Model: 
Φ1.1, Φ1.5, Φ1.8, Φ10.2, Φ12.5, Φ12.5, 

Φ13.8, Φ17, Φ2.0, Φ2.4, Φ2.5, Φ2.6, 

Φ2.7, Φ2.9, Φ3.0, Φ3.2, Φ3.3, Φ3.5, 

Φ3.6, Φ3.8, Φ4.0, Φ4.1, Φ4.2, Φ4.3, 

Φ4.5, Φ4.8, Φ5.0, Φ5.2, Φ5.4, Φ6.4, 

Φ6.5, Φ6.6   

Class: B  

(DOC: Class-IIa) 

LOA Validity:  

11-03-2026 

Shelf life: NA   

 

EC Certificate validity: 

Approved 
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 20-01-2027 

 

ISO 13485  

validity: 07-02-2025 

 

FSC issuance date:  
13-05-2021 (expiry not mentioned) 

 

151.  M/s Sigma International, 

894 B Block Faisal 

Town Lahore. 

 

(ELI-00989) 

 

DRAP (R&I) 

Dated: 04/02/2025 

 

Fee Challan No.: 

1316638473    

PKR: 31,000/- 

Dated: 03-02-2025 

 

Legal Manufacturer: 

Name: 

M/s. CA-MI S.r.l., Via Ugo La 

Malfa 13, Frazione Pilastro 43013 

Langhirano (PR) Italy 

 

Manufacturing Site: CA-MI 

S.r.l., Via Ugo La Malfa 13, 

Frazione Pilastro 43013 

Langhirano (PR) Italy 

 

Brand Name: 

CA-MI New Askir 30 12V (REF RE 

310150/02) 

Generic:  

Suction Machine 

Codes/Sizes:  

(REF RE 310150/02) (REF RE 

310150/05)  

Class: B  

(DOC: Class-IIa) 

LOA Validity:  

23-11-2025 

Shelf life: NA   

 

EC Certificate validity: 

31-12-2028 

 

ISO 13485  

validity: 01-08-2025 

 

FSC validity:  
23-09-2026 

 

Approved 

152.  M/s AA Enterprizes. 

57, 15-16 First Floor 

Mobi Plaza, Haider 

Road, Saddar, 

Rawalpindi 

 

(ELI-00525) 

 

DRAP (R&I) 

Dated: 13-05-2020 

 

Fee Challan No.: 

2025902    

PKR: 31,000/- 

Dated: 13-05-2020 

 

Legal Manufacturer: 

Name: 

SIS Ltd, Surgical Instrument 

Systems Address: Allmendstrasse 

11, 2562 Port, Switzerland  

 

Manufacturing Site: SIS Ltd, 

Surgical Instrument Systems 

Address: Allmendstrasse 11, 2562 

Port, Switzerland SIS Ltd, 

Surgical Instrument Systems 

Address: Erlenstrasse 31, 2555 

Brugg Switzerland 

 

Galilei G4, Galilei G6 (Dual 

Schiempflug Analyzer)  

 

Codes/Sizes:  

410.030.004 410.030.007  

Class: A  

(DOC: Class-IIa) 

LOA Validity:  

01-05-2029 

Shelf life: 05 years    

 

EC Certificate validity: 

31-12-2028 

 

ISO 13485  

validity: 01-08-2025 

 

FSC validity:  
23-09-2026 

 

Approved 

153.  M/s Shirazi Trading 

Company Private 

Limited 

114-C, Al Murtaza 

Commercial Lane 3, 

Legal Manufacturer: 

GE Healthcare (Tianjin) 

Company Limited  

Address: No. 266 Jingsan Road, 

Tianjin Airport Economic Area, 

Signa Voyager  

(Full Body MRI)  

 

Codes/Sizes:  

37654 

Approved 
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Khayaban-eIqbal, Phase 

8, D.H.A., Karachi. 

 

(ELI-00263) 

 

DRAP (R&I) 

Dated: 25-10-2019 

 

Fee Challan No.: 

1964248    

PKR: 31,000/- 

Dated: 08-10-2019 

 

Tianjin, P.R. China 

 

Manufacturing Site: GE 

Healthcare Manufacturing LLC 

Address: 3001 West Radio Drive 

Florence SC 29501 USA 

FSC validity:  
26-11-2025 

 

FSC USA Validity:  

17-10-2026 

 

 

Class: B  

LOA Validity:  

30-11-2025 

Shelf life: 25 years (service life)  

 

EC Certificate validity: 

13-05-2026 

 

ISO 13485  

validity: 13-05-2027 

 

 

154.  M/s Safe Health 

Pakistan Bizcon. Office 

No. 25, 2 nd Floor, 

Dilkusha Chamber, 

Marston Road, Karachi. 

 

(ELI-00275) 

 

DRAP (R&I) 

Dated: 13-07-2021 

 

Fee Challan No.: 

1964248    

PKR: 31,000/- 

Dated: 08-10-2019 

 

Legal Manufacturer: 

M/S. Suzhou Yaxin Medical 

Products Co., Ltd. 

Address: No. 12, Zhonghua Road, 

Mudu Town, Suzhou. China 

 

FSC validity:  
02-01-2025 

 

FSC USA Validity:  

17-10-2026 

 

ISO 13485  

validity: 15-05-2026 

 

Venous Disposable Suction Connecting 

Tube with Yankauer  

 

Codes/Sizes:  

3as per FSC 

 

Class: B  

LOA Validity:  

30-05-2029 

 

Shelf life: 25 years (service life)  

 

EC Certificate validity: 

27-12-2026 

 

 

Approved 

155.  M/s Safe Health 

Pakistan Bizcon. Office 

No. 25, 2 nd Floor, 

Dilkusha Chamber, 

Marston Road, Karachi. 

 

(ELI-00275) 

 

DRAP (R&I) 

Dated: 06-10-2020 

 

Fee Challan No.: 

1964248    

PKR: 31,000/- 

Dated: 08-10-2019 

 

Legal Manufacturer: 

M/S. Zhanjiang Star Enterprise 

Co., Ltd, 

Room 1122, No.55 Shizhou 

Middle Road, Nanshan District, 

Shenzhen China 

FSC validity:  
24-04-2021  

 

ISO 13485  

validity: 31-08-2022 

 

Venous Disposable Endotracheal Tube  

 

Codes/Sizes:  

Cuffed: 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 

5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0, 9.5. 

Un-Cuffed: 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 

5.0, 5.5, 6.0, 6.5, 7.0, 7.5, 8.0, 8.5, 9.0, 

9.5.  

Class: B  

LOA Validity:  

30-04-2025 

 

Shelf life: 05 years  

 

EC Certificate validity: 

26-05-2024 

 

Approved. 

 

 

156.  M/s Safe Health 

Pakistan Bizcon. Office 

No. 25, 2 nd Floor, 

Dilkusha Chamber, 

Marston Road, Karachi. 

 

(ELI-00275) 

 

DRAP (R&I) 

Dated: 22-05-2022 

Legal Manufacturer: 

M/S. Foshan Special Medical Co., 

Ltd. 

No. 5, Hutian Road, Nanzhuang 

Town, Chancheng District, 

Foshan City. Peoples Republic of 

China 

 

FSC validity:  
23-01-2024  

Venous Disposable Endotracheal Tube  

 

Codes/Sizes:  

Single, Double and Three Lumen 

catheter  

 

Class: B  

LOA Validity:  

17-01-2025 

Shelf life: 03 years  

Approved. 
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Fee Challan No.: 

1964248    

PKR: 31,000/- 

Dated: 08-10-2019 

 

 

ISO 13485  

validity: 28-07-2022 

 

 

EC Certificate validity: 

Validity: This Device is FDA 510 

available on FDA Website 

 

157.  M/s. Moon Enterprises. 

5/6 Rabani Road, Old 

Anarkali Lahore. 

(ELI-00356) 

DRAP (R&I) 

Dated: 03-10-2022 

 

Fee Challan No.: 

10664215669    

PKR: 5000/- 

Dated: 19-10-2022 

 

Legal Manufacturer: 

M/S JIANGZI EXQUISITE 

TECHNOLOGY, China 

1st Road of Yuhu west, Xiaolan 

Economic Development Zone, 

Nanchang City, Jiangxi, China. 

 

 

Brand name:  

JINGZ®(ImuMed®) 

Generic:  

Anticoagulant Tube 

 

Codes/Sizes:  

As per FSC 

 

Class: A  

LOA Validity:  

31-12-2027 

Shelf life: 05 years  

 

Approved. 

 

158.  M/s. Moon Enterprises. 

5/6 Rabani Road, Old 

Anarkali Lahore. 

(ELI-00356) 

DRAP (R&I) 

Dated: 03-10-2022 

 

Fee Challan No.: 

10664215669    

PKR: 5000/- 

Dated: 19-10-2022 

 

Legal Manufacturer: 

M/S JIANGZI EXQUISITE 

TECHNOLOGY, China 

1st Road of Yuhu west, Xiaolan 

Economic Development Zone, 

Nanchang City, Jiangxi, China. 

 

 

Brand name:  

JINGZ®(ImuMed®) 

Generic:  

ACTIVATOR TUBE 

 

Codes/Sizes:  

As per FSC 

 

Class: A  

LOA Validity:  

31-12-2027 

Shelf life: 05 years  

 

Approved. 

 

159.  M/s Royal Medical. 

Office No. 26th, 3rd 

Floor, United Trade 

Center, Plot No. 5, 

Block-6. Gulshan-e-

Iqbal Karachi 

 

(ELI-00691) 

DRAP (R&I) 

Dated: 01-08-2023 

 

Fee Challan No.: 

5308185224    

PKR: 25000/- 

Dated: 24-07-2023 

 

Legal Manufacturer: 

M/S Bicakcilar Tibbi Cihazlar 

Sanayi ve. Tic. A.S. 

Osmangazi Mah. Gazi Cad. No: 

21 Esenyurt 34522, Istanbul – 

Turkey. 

FSC RRA Validity:  
CE Audit is marked by TUV 

NORD and EC Certificate is 

issued So, CE NANDO reference 

is used here that is done by NB: 

0044 listed in NANDO database.  

EC Certificate Validity: 16-09-

2023 

 

 

Brand name:  

Bicakcilar-Y ConnectorLuer 

Generic:  

Y ConnectorLuer 

 

Codes/sizes: 755 2221 1, 755 3221 1, 

755 3321 1, 755 3331 1, 755 4321 1, 

755 4331 1, 755 4421 1, 755 4431 1, 

755 4441 1.  

 

Class: B  

LOA Validity:  

01-12-2024 

Shelf life: 05 years  

 

Approved. 

 

Registration letter 

shall be issued 

after provision of 

all valid legal 

documents 

160.  M/s Royal Medical. 

Office No. 26th, 3rd 

Floor, United Trade 

Center, Plot No. 5, 

Block-6. Gulshan-e-

Iqbal Karachi 

 

(ELI-00691) 

Legal Manufacturer: 

M/S Bicakcilar Tibbi Cihazlar 

Sanayi ve. Tic. A.S. 

Osmangazi Mah. Gazi Cad. No: 

21 Esenyurt 34522, Istanbul – 

Turkey. 

FSC RRA Validity:  
CE Audit is marked by TUV 

Brand name:  

BicakcilarVent Catheter 

Generic:  

Vent Catheter  

Codes/sizes 330 0370 1, 330 0371 1, 

330 0380 1, 330 0381 1, 330 0382 1.  

 

Class: B  

Approved. 

 

Registration letter 

shall be issued 

after provision of 

all valid legal 

documents 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 76 of 136 

DRAP (R&I) 

Dated: 01-08-2023 

 

Fee Challan No.: 

5308185224    

PKR: 25000/- 

Dated: 24-07-2023 

 

NORD and EC Certificate is 

issued So, CE NANDO reference 

is used here that is done by NB: 

0044 listed in NANDO database.  

EC Certificate Validity: 16-09-

2023 

 

 

LOA Validity:  

01-12-2024 

Shelf life: 05 years  

 

161.  M/s 

Aston Medical Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

03/02/2025 

 

Fee Details: 

62,030/- 

Challan No. 

61117360941 

Submitted Date: 

27-01-2025. 

Legal Manufacturer: CORCYM 

Canada Corp. Canada 

Manufacturing Site: 5005 North 

Fraser Way 

Burnaby, British Columbia V5J 

5M1 

Canada 

LOA: 

Validity: 03-Dec-2024 to 03-Dec-

2029 

FSC: 

Country of Origin: Canada  

Validity: 01-Mar-2024 

ISO 13485: 

Validity:28-Feb-2024--27-Feb-

2027 

Crown PRT (Aortic Pericardial Heart 

Valve) 

 

Shelf life:5 Years  

Class: D 

Codes:  

CNA19, CNA21, CNA23, CNA25, 

CNA27, CNA29 

 

Related Accessories:  

Bendable Dual-ended Sizer Set: 

ICV1353 

Aortic Handle: AH-11 

VT-100 Disposable Leaflet Tester: 

VT-100 

Approved. 

 

Registration letter 

shall be issued 

after provision of 

valid FSC 

162.  M/s 

Aston Medical Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

03/02/2025 

Fee Details: 

62,030/- 

Challan No. 

1080426265 

Submitted Date: 

27-01-2025. 

Legal Manufacturer: Corcym 

S.r.I. 

Manufacturing Site: Via per 

Crescentino sn – 13040 Saluggia 

(VC) – Italy 

LOA: 

Validity: 03-Dec-2024 to 03-Dec-

2029 

FSC: 

Country of Origin: Italy 

Validity: 09-Aug-2023 

EC Certificate: 

Validity: 07-Jun-2023--06-Jun-

2028 

ISO 13485: 

Validity:01-Apr-2024--31-Mar -

2027 

Perceval Plus Suture Less Aortic 

Heart Valve  

Shelf life: 5 Years  

Class: D 

Codes:  

PVF-S, PVF-M, PVF-L, PVF-XL 

 

Related Accessories: 

Sizer Set: ICV1219 (S/M/L/XL) 

Dual Collapser Base: ICV1232 

(S/M/L/XL) 

Inflation Device: 0218TS (S/M/L/XL) 

Perceval RelyON PAK Accessory Kit: 

(The collapser system, The delivery 

system, Post-dilation catheter)  

ICV1345(1)/PAK-S, ICV1346(1)/PAK-

M, ICV1347(1)/PAK-L, 

ICV1348(1)/PAK-XL 

ICV1349(2)/PAK-S, ICV1350(2)/PAK-

M, ICV1351(2)/PAK-L, 

ICV1352(2)/PAK-XL 
(1) Indicated for sternal approach  
(2) Specifically indicated for 

Minimally Invasive Cardiac 

Surgery (including 

minithoracotomy) 

 

Approved 

. 

163.  M/s 

Aston Medical Pakistan 

4-A, 4th Floor, 38C 

Legal Manufacturer: Corcym 

S.r.I. 

Manufacturing Site: Via per 

SoveringTM Mitral Band  

(Mitral Flexible Annuloplasty Band) 

 

Approved. 
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Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

03/02/2025 

 

Fee Details: 

62,030/- 

Challan No. 

950758379076 

Submitted Date: 

27-01-2025. 

Crescentino sn – 13040 Saluggia 

(VC) – Italy 

LOA: 

Validity: 03-Dec-2024 to 03-Dec-

2029 

FSC: 

Country of Origin: Italy 

Validity: 24-Sep-2024 

EC Certificate: 

Validity: 25-May-2021--26-May-

2024 then extended to 26-May-

2026 

ISO 13485: 

Validity:01-Apr-2024--31-Mar -

2027 

Shelf life:5 Years  

Class: D 

Codes:  

ICV0826/SB26M, ICV0827/SB28M, 

ICV0828/SB30M, ICV0829/SB32M, 

ICV0830/SB34M, ICV0831/SB36M, 

ICV0832/SB38M, ICV0833/SB40M 

 

Related Accessories: 

Sizer Set: ICV0824 

UNI Handle: ICV0664 

 

 

164.  M/s 

Aston Medical Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

03/02/2025 

 

Fee Details: 

62,030/- 

Challan No. 

5972733476 Submitted 

Date: 

27-01-2025. 

Legal Manufacturer: Corcym 

S.r.I. 

Manufacturing Site: Via per 

Crescentino sn – 13040 Saluggia 

(VC) – Italy 

LOA: 

Validity: 03-Dec-2024 to 03-Dec-

2029 

FSC: 

Country of Origin: Italy 

Validity: 24-Sep-2024 

EC Certificate: 

Validity: 25-May-2021--26-May-

2024 then extended to 26-May-

2026 

ISO 13485: 

Validity:01-Apr-2024--31-Mar -

2027 

SoveringTM Tricuspid Band  

(Mitral Tricuspid Flexible Annuloplasty 

Band) 

 

Shelf life:5 Years  

Class: D 

Codes:  

ICV0834/SB28T, ICV0835/SB30T, 

ICV0836/SB32T, ICV0837/SB34T, 

ICV0838/SB36T 

 

Related Accessories: 

Sizer Set: ICV0825 

UNI Handle: ICV0664 

 

Approved. 

165.  M/s 

Aston Medical Pakistan 

4-A, 4th Floor, 38C 

Bukhari Commercial 

lane, 8 Phase 6, DHA, 

Karachi 

 

ELI: -00797 

 

R & I Details: 

03/02/2025 

 

Fee Details: 

62,030/- 

Challan No. 

2896666067 Submitted 

Date: 

27-01-2025. 

Legal Manufacturer: Corcym 

S.r.I. 

Manufacturing Site: Via per 

Crescentino sn – 13040 Saluggia 

(VC) – Italy 

LOA: 

Validity: 03-Dec-2024 to 03-Dec-

2029 

FSC: 

Country of Origin: Italy 

Validity: 24-Sep-2024 

EC Certificate: 

Validity: 25-May-2021--26-May-

2024 then extended to 26-May-

2026 

ISO 13485: 

Validity:01-Apr-2024--31-Mar -

2027 

SoveringTM Mitral Ring  

(Mitral Flexible Annuloplasty Ring) 

 

Shelf life:5 Years  

Class: D 

Codes:  

ICV0839/SA26M, ICV0840/SA28M, 

ICV0841/SA30M, ICV0842/SA32M, 

ICV0843/SA34M, ICV0844/SA36M, 

ICV0845/SA38M, ICV0846/SA40M 

 

Related Accessories: 

Sizer Set: ICV0824 

UNI Handle: ICV0664 

 

 

 

 

Approved. 

166.  Applicant: 

M/s Sultansons, 133, 

kutchi gali no.1 Marriot 

road karachi. 

(ELI-00051) 

(Legal Manufacturer) 

Name: M/S. Jiangsu Webest 

Medical Product Co., Ltd. 

No.5 Yingchun Rd. Industrial 

Park, Xuyu, Jiangsu, China 

CLASSIC PLUS 

DISPOSABLE  

HEPARIN CAP,  

STERILE 

Class-B 

Approved 
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Track ID: 

 

L4V-YGU-2SES 

Fee: PKR 25000/- 

Slip: 00325237172 

Dated: 09-03-2023 

R&I : 27.03.23 

 

FSC Validity: 

Validity 12.07.2023 

   

EC Certificate 

Validity: 08.07.2023 

  

ISO 13485 

Validity: 31-May-23 

 

 

Letter of authorization: 

Validity date: 05.01 2028 

 

Shelf life: 03 years  

Storage Conditions: 

Room temperature    

 

167.  M/s Zenith International. 

Room No. 104, Tahir 

Plaza, A/20, Block 7 & 

8, K.C.H.S.U, Karachi 

(ELI- 00090) 

Track ID: 

MHB-XXE-EU54 

Fee: PKR 25000/- 

Slip: 86908409935 

Dated: 26-04-2024 

(Legal Manufacturer) 

Name: M/s. Jiangxi Yikang 

Medical Instrument Group Co., 

Ltd. 

No. 188, LiduAihua Ave., Jinxian 

County, Nanchang, Jiangxi, 

China 

FSC Validity: 

Legalized FSC No.  

NanChang JiangXi  

MR EMP 20220036  

valid till 21-11-2024   

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter  

ISO 13485 

Validity: 04-08-2024 

‘‘PERFECT”  

Disposable Scalp Vein Set, Sterile 

(Sterile Intravenous Needles) 

Codes / Sizes (if any) (Sizes: 21G, 22G, 

23G, 24G, 25G, 26G, 27G) 

Class-B 
 

Letter of authorization: 

Validity date: 14-06-2026 

 

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

Approved 

168.  M/s Zenith International. 

Room No. 104, Tahir 

Plaza, A/20, Block 7 & 

8, K.C.H.S.U, Karachi 

(ELI- 00090) 

Track ID: 

N55-MNE-9DNR 

Fee: PKR 25000/- 

Slip: 8664532896 

Dated: 7-06-2023 

(Legal Manufacturer) 

Name: Suzhou Health Plastic 

Products Co., Ltd 

No. 699, Ping’an Road, Linhu 

Town Wuzhong District, 215105, 

Suzhou, Jiangsu, China 

Exporter: Ningbao Greetmed 

medical instruments Co.ltd 

FSC: China 

Legalized FSC No. 

2023YB0083J valid till  

14-04-2025 

LOA 

Validity: 21-02-2028 

EC Certificate 

Validity: 26-05-2024  

(valid at the time of  

submission) 

ISO 13485 

Validity: 29-08-2025 

PERFECT FINE  

Three-way Stopcock, Sterile with 

Extension Tube 

Codes / Sizes (if any) (Sizes: 21G, 22G, 

23G, 24G, 25G, 26G, 27G) 

Class-B 
 

Letter of authorization: 

Validity date: 21-02-2028 

 

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

Approved 

169.  M/s Sultansons, 133, 

kutchi gali no.1 Marriot 

road karachi. 

(ELI-00051) 

Track ID: 

 

NY6-ZP3-P12N 

Fee: PKR 31000/- 

Slip: 66955143699 

(LEGAL  

MANUFACTURER) 

Anhui Ganor Medical  

Device Co., Ltd  

(Manufacturing site) 

No.1,Industrial Park,  

Datong Town  

239300,Tianchang City,  

Anhui Province, China 

CLASSIC +  

DISPOSABLE  

STERILE  

FEEDING  

TUBE  

Code/Sizes:  

FR4,  

FR6, FR8, FR10,  

FR12, FR14,  

Approved 
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Dated: 12-11-2024 

R&I : 02.12.24 

Date of R&I  

02 December 2024 

 

FSC:China 

Validity 18.10.2025 

LOA  

Validity 10.12 2033 

EC Certificate 

Validity:31.12.2028 

ISO 13485 

Validity: 10.09.2026 

FR16, FR18,  

FR20, FR22  

FR24, FR,26,  

FR28 

Class-B 

 

Letter of authorization: 

Validity date: 10.12 2033 

 

Shelf life: 05 years  

Storage Conditions: 

Room temperature    

 

170.  M/s Zenith International. 

Room No. 104, Tahir 

Plaza, A/20, Block 7 & 

8, K.C.H.S.U, Karachi 

(ELI- 00090) 

Track ID: 

R8N-V3M-8VHW 

Fee: PKR 25000/- 

Slip: 5075969902 

Dated: 18-07-2024 

(Legal Manufacturer) 

M/s. Ningbo Greetmed  

Medical Instruments  

Co., Ltd.  

Manufacturing Site: 

16F-1, Building 1,  

No.98 Chuangyuan  

Road, Hi-Tech Zone,  

315042 Ningbo,  

Zhejiang, China. 

FSC China:  

Legalized FSC No. 

2024YB0156J valid  

till 16-06 -2026 

LOA 

Notarized LOA Valid  

till 04-06-2029 

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter 

ISO 13485 

Validity: 29-03-2027 

PERFECT” 

Disposable Urethral  

Catheter ( Disposable  

Silicone Foley Balloon  

Catheter, Sterile) (2way) 

 

Codes / Sizes (if any) (Sizes: 6fr, 8fr, 

10fr, 12fr, 14fr, 16fr, 18fr, 20fr, 22fr, 

24fr, 26fr)  

Class-B 
 

Letter of authorization: 

Validity date: 21-02-2028 

 

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

Approved 

171.  M/s MIRAJ 

CORPORATION 

Office no 13-14, second 

floor, Jinnah Business 

center, Chandni Chowk, 

Rawalpindi 

(ELI- 00090) 

Track ID: 

JAP-H2A-7D22 

Fee: PKR 25000/- 

Slip: 17044154680 

Dated: 18-07-2024 

Date of R&I  

31 may 2022 

Legal Manufacturer: 

CHEMELEX, S.A.  

Address: Pol. Ind. Can Castells, 

C/ Industria 113, nave J 08420 

CANOVELLES (BARCELONA) 

–  

SPAIN  

FSC Spain:  

DOI : 15-10-2021 LOA 

Notarized LOA Valid  

till 31-12-2027 

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter 

ISO 13485 

Validity: 13-05-2021 

Expired at submission 

Brand Name: LABKIT. 

 

Generic Name: 

SEROLOGY KITS; BACTERIAL 

ANTIGENS 

• S. PARATYPHI AO (Product Code: 

40500) 

• S. PARATYPHI AH (Product Code: 

40510) 

• S. PARATYPHI BO (Product Code: 

40520) 

• S. PARATYPHI BH (Product Code: 

40530) 

• S. TYPHI O (Product Code: 40560) 

• S. TYPHI H (Product Code: 40570) 

Product Names: 

• S. PARATYPHI AO (Product Code: 

40500) 

• S. PARATYPHI AH (Product Code: 

40510) 

• S. PARATYPHI BO (Product Code: 

Duplication 
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40520) 

• S. PARATYPHI BH (Product Code: 

40530) 

• S. TYPHI O (Product Code: 40560) 

• S. TYPHI H (Product Code: 40570)  

Class-B 
 

Letter of authorization: 

Validity date: 21-02-2028 

 

Shelf life: 24 Months. 

Storage Conditions: 

Room temperature    

 

 

172.  M/s MIRAJ 

CORPORATION 

Office no 13-14, second 

floor, Jinnah Business 

center, Chandni Chowk, 

Rawalpindi 

(ELI- 000326) 

Track ID: 

JAP-H2A-7D22 

Fee: PKR 25000/- 

Slip: 241796329 

Dated: 18-07-2024 

Date of R&I  

30 may 2022 

Legal Manufacturer: 

CHEMELEX, S.A.  

Address: Pol. Ind. Can Castells, 

C/ Industria 113, nave J 08420 

CANOVELLES (BARCELONA) 

–  

SPAIN  

FSC Spain:  

DOI : 15-10-2021 LOA 

Notarized LOA Valid  

till 31-12-2027 

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter 

ISO 13485 

Validity: 13-05-2021 

Expired at submission 

Brand Name: CALCIUM-OC, 

LabKit. 

 

Class-B 
 

Letter of authorization: 

Validity date: 21-02-2028 

 

Shelf life: 24 Months. 

Storage Conditions: 

Room temperature    

 

Duplication 

173.  M/s Ferozsons 

Laboratories Limited. 

Office No. 25, 2nd 

Floor, Dilkusha 

Chamber, Marston 

Road, Karachi 

 

(ELI- 00275) 

 

Track ID: 

PDS-58W-A1R8 

Fee: PKR 5000/- 

Slip: 3519732575 

Dated: 02-06-2022 

Date of R&I  

13 06 2022 

Legal Manufacturer:  

  

Boston Scientific  

Corporation  

300 Boston Scientific Way  

Marlborough, MA  

USA 01752  

  

Manufacturing Site:  

  

Boston Scientific Limited,  

BALL YBRIT BUSINESS  

PARK GALWAY, Galway  

IRELAND  

 

FSC USFDA Validity: 

08-12-2024 

LOA  

Validity: 31-12-2024  

  

FSC:   

Country of Origin USA  

Validity: 08-12-2024  

  

XXL Esophageal Balloon  

Dilatation Catheters   

(Esophageal Balloon  

Catheters)  

Class-B 

M 001145500   

M001145510  

M001145520  

M001145530  

M001145540  

M001145550  

M001145560  

M001145570  

M001145580  

M001145590 

 

Letter of authorization: 

Expiry date: 31-12-2024 

Shelf life: 36 Months 

Storage Conditions: 

Room temperature    

 

Already decided 

in 52nd meeting so 

disposed of 
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ISO 13485  

Validity: 23-03-2027 

 

174.  M/s MIRAJ 

CORPORATION 

Office no 13-14, second 

floor, Jinnah Business 

center, Chandni Chowk, 

Rawalpindi 

(ELI- 00090) 

Track ID: 

JQ9-ZAP-NHSW 

Fee: PKR 5000/- 

Slip: 3236434012 

Dated: 12-10-2022 

Date of R&I  

12-10-2022 

Legal Manufacturer: 

HUNAN YBK MEDICAL 

TECHNOLOGY CO. LTD   

80 Fuzhong Road, Lijiang Street, 

Changsha, Hunan, China.  

FSC Spain:  

DOI : 15-10-2021 LOA 

LOA Valid  

till 31-12-2024 

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter 

ISO 13485 

Validity: 13-05-2021 

Expired at submission 

Brand Name: Gel And Clot Activator 

Tube. 

 

Class-B 
 

Letter of authorization: 

Validity date: 31-12-2024 

 

Shelf life: 24 Months. 

Storage Conditions: 

Room temperature    

 

Deferred for the 

submission of 

valid and 

notarized LoA 

175.  M/s SIGMA 

INTERNATIONAL 894, 

Ground Floor, B-Block, 

Faisal Town, 

(ELI- 00989) 

Track ID: 

 

L1R-SRJ-RHXN 

Fee: PKR 31000/- 

Slip: 9416125725 

Dated: 06-09-2024 

R&I details 

09/09/2024 

Legal Manufacturer:  

Diplomat Dental S.R.O., 

Manufacturing Site:  

Vrbovská cesta 17, 921 01  

Piešťany, Slovakia, 

LOA: 

Validity: 01/04/2025 

FSC: 

Country of Origin  

Validity: 27/05/2025 

CE Certificate: 

Validity: 27/05/2024 

ISO 13485: 

Validity: 01/12/2024 

Brand Name: Diplomat  

Dental Unit 

Generic Name: Dental  

Units  

Class: B 

Shelf Life: 10 Years 

Codes/Sizes: ONE 100,  

ONE 200 

Approved  

176.  M/s Medzntech Pvt Ltd 

Karachi 

D-21 Sector 16-A, Govt. 

Teachers Co-Operative 

Housing Society, KDA 

Scheme-33, Karachi, 

(ELI- 00657) 

Track ID: 

 

LEU-P6E-9N9U 

Fee: PKR 31000/- 

Slip: 9416125725 

Dated: 06-09-2024 

R&I details 

14/11/2023 

Legal Manufacturer:  

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

Manufacturing Site:  

1. Alcon Research, LLC 714, 

Columbia Ave, Sinking 

Spring,PA USA19608 

2. Alcon Research, LLC 9965, 

Buffalo Speedway Houston, TX 

USA 77054 

3. Pt. Ciba vision batam jl 

beringin lot no. 204, batamindo 

indutrial park, muka kuning 

batam island, indonesia 29433 

 

LOA: 

Validity: 13/03/2028 

FSC USFDA: 

Validity: 5th Mar 2025 

ISO 13485: 

Validity: 24th Apr 2025 

 

Brand Name: Fiber Optic Probes 

  

Class: B 

Shelf Life: 36 Months 

 

Codes/Sizes:  

23 GA Wide Angle Endoilluminator 

8065751183 

23 GA Wide Angle Endoilluminator w/ 

RFID 8065751184 

25 GA Wide Angle Endoilluminator w/ 

RFID 8065751185 

25 GA Wide Angle Endoilluminator 

8065751186 

25+ GA Wide Angle Endoilluminator 

8065751485 

25+ GA Wide Angle Endoilluminator w/ 

RFID 8065751486 

Approved.  

Firm will provide 

evidence of fee 

paid  
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177.  M/s Medzntech Pvt Ltd 

Karachi 

D-21 Sector 16-A, Govt. 

Teachers Co-Operative 

Housing Society, KDA 

Scheme-33, Karachi, 

(ELI- 00657) 

Track ID: 

 

LPD-NDA-Y1R3 

Fee: PKR 31000/- 

Slip: 9416125725 

Dated: 06-09-2024 

R&I details: 19th Jan 

2024 

Legal Manufacturer:  

Alcon Laboratories Inc. 6201 

South Freeway Fort Worth, Texas 

USA 76134-2099 United States 

Manufacturing Site:  

Alcon Singapore Manufacturing 

Pte. Ltd. 19 Tuas, South Avenue 

14, Singapore 637313 

LOA: 

Validity: 4th Oct 2028 

FSC Singapore: 

Validity: 06-10-2023 

ISO 13485: 

Validity: 24th Apr 2025 

EC Certificate:  

Validity: 26th May 2024 

Brand Name:  
Systane Gel Drops (Lubricant Eye Gel) 

10ml  

Class: B 

Shelf Life: 24 months 

 

Codes/Sizes:  

23 GA Wide Angle Endoilluminator 

8065751183 

23 GA Wide Angle Endoilluminator w/ 

RFID 8065751184 

25 GA Wide Angle Endoilluminator w/ 

RFID 8065751185 

25 GA Wide Angle Endoilluminator 

8065751186 

25+ GA Wide Angle Endoilluminator 

8065751485 

25+ GA Wide Angle Endoilluminator w/ 

RFID 8065751486 

Approved. Firm 

will provide 

evidence of fee 

paid  

178.  M/s Hashir surgical 

services. 

Office #5second floor 

,syeds tower opp.income 

tax tax office,university 

road peshawar 

 

(ELI- 00075) 

 

Track ID: 

LL6-1UE-BAWM 

Fee: PKR 31000/- 

Slip: 03896230 

Dated: 23.01.2025 

(Legal Manufacturer) 

Name: HuaiAn TianDa Medical  

Instruments Co., Ltd. 

Manufacturing Site  

No.106 East Songjiang  

Road, Huaiyin  

Economic&Technological  

Development Zone  

223300 Huaian City,  

Jiangsu China  

FSC Validity:  
Country of origin: China  

Validity:02.02.2026  

Letter of authorization: 

Issuance date: 29-08-2029 

ISO.13485:  

Validity: 26.10.2027 

 

BIO BLADE WITH HANDLE 

(Surgical scalpel  

blade)  

 Class. B  

Shelf Life: 5Years  

Codes/Sizes:  

10,11,12,13,15,16,17,18,19,20,21,22,23,

24,34,36  

 

 

Already addressed 

in 79th meeting.  

179.  M/s Popular 

International Pvt Ltd. 

HOUSE  

#141 JUSTICE  

INAMULLAH  

ROAD, BLOCK 7&8  

K.M.C.H.S., NEAR  

HILL PARK  

KARACHI. 

 

(ELI- 00275) 

 

Track ID: 

LMG-NG6-APLB 

Fee: PKR 25000/- 

Slip: 058022224 

Dated: 26-09-2022 

(Legal Manufacturer) 

Name: COVIDIEN LLC 15  

HAMSHIRE  

STREET,  

MANSFIELD MA  

02048, USA,  

  

COVIDIEN  

Michael Collins Road,  

H91 W9N4 Mervue  -, Galway   

IRELAND  

  

COVIDIEN  

Boulevard Insurgentes  

19030 Libramiento  

TIJUANA, B.C.,  

Mexico  

MEXICO 22225. 

 

BRAND NAME  

NELLCOR  

OXIMETER SPO2  

MONITOR  

Class-B 

 

GENERIC NAME  

SPO2 MONITOR  

  

SHELF LIFE  

26months  

  

CODES  

  

PM1000N, PM1000N 

RR, PMSW-RR-V2,  

PMSW.1000N-2.0,  

GR101743, GR101777,  

GR101704, PMSW 

Approved 
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FSC Validity: 

22-06-2023 

LOA Validity:  

Valid until revoked  

  

CFG Validity:  

06/05/2025  

  

ISO 13485: 

16/04/2025  

  

EC Certificate:  

31/12/2028 

 

BRPM8-V1.4,  

PMMOD3ON,   

MAXRI, MAXPI,  

MAXNI, MAXII,  

MAXFASTI,  

MAXALI, MAXAJ,  

MAXPACI, MAXR,  

MAXP, MAXN,  

MAXI, MAXFAST,  

MAXAL, MAXA,  

MAXPAC, MAXA-NS,  

MAXAL-NS, MAXN 

NS, MAXP-NS,  

MAXI-NS, SC-PR-I,  

SC-NEO-I, SC-A-I,  

SC-PR, SC-NEO, SC 

A, RS10, 10005063,  

10068119, OX1-A/N,  

OX1P/L, D-YS, D 

YSE, D-YSPD,  

10005941, 10005941 

SG, PM100N, PM10N   

 

180.  M/s G MED (PVT.) 

LIMITED. 

House No 218 B2 Block 

Johar Town Lahore 

 

(ELI- 00914) 

 

Track ID: 

R61-3XR-M79L 

Dated: 07-03-2023 

Fee Challan No.: 

95162742041 

PKR: 5000/- 

Dated: 25-02-2023 

(Legal Manufacturer) 

Name: M/s Famed Żywiec  

Sp. z o.o.  

Manufacturer  

Address: 

ul. Fabryczna 1 

34-300 Żywiec 

Poland. 

 

LOA Validity:  

30-06-2026 

 

FSC Validity  

(country of origin) Poland:  

Date of issue 2.10.21 

 

 

ISO 13485 Certificate  

validity: 07-11-2025 

Brand Name 

Hydraulic / Mechanical  

Operation Tables with  

Accessories and kits.  

 

Models: SU-02 

 

Class: A 

 

LOA Validity:  

30-06-2026 

 

FSC Validity  

(country of origin) Poland:  

Date of issue 2.10.21 

 

 

ISO 13485 Certificate  

validity: 07-11-2025 

 

Shelf life:  

05 years  

Already 

addressed. 

181.  M/s Zybio Medical 

Pakistan (SMC- 

PRIVATE) Limited 

House No 323, Street 

No 66, Sector 

I8/3, Islamabad 

 

(ELI- 01195) 

 

Track ID: 

MV6-WXM-41MX 

(Legal Manufacturer) 

Name: Zybio Inc. Floor1 to floor 

5, building 30, No.6 of 

taikang road, block C 

of Jianqiao Industrial 

Par, Daduko District, 400082 

Chongqing, PEOPLES’S 

REPUBLIC OF 

CHINA. 

 

FSC 

Brand name: 

Zybio 

 

Generic name: 

Glycosylated 

Hemoglobin 

A1c Assay 

(Immunofluor 

escence) 

 

Size: 25 T/Kit 

Approved 
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Dated:  
Fee Challan No.: 

177360036228 

PKR: 25000/- 

Dated: 29-01-2024 

Country of origin: 

China 

Validity:10/06/2025 

 

FSC 

FSC of reference 

country 

Validity: 10/01/2028 

 

LOA validity: 

23/11/2028 

 

ISO 13485 

Validity: 24/02/2025 

 

Class: B 

 

Shelf life:  

18 months 

182.  DELTA PLUS (PVT) 

LTD 208, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

 

(ELI- 01195) 

 

Track ID: 

M7B-E67-D8VY 

Dated:  
Fee Challan No.: 

10536991 

PKR: 6000/- 

Dated: 20-12-2024 

(Legal Manufacturer) 

Name: A1 globe sdn.bhd .A1-2, 

Block A Jalan Haruan 5/9,Pusat 

kumersial OOkland II, 70300 

Semerban  

 

FSC 

Country of origin: 

Malaysia 

Validity:19/06/2027 

 

CE certificate 

Validity: 15/03/2025 

 

LOA validity: 

17/07/2029 

 

ISO 13485 

Validity: 20/11/2025 

Brand name: 

Powdered latex examination gloves 

 

Size:  

 

Class: A 

 

Shelf life:  

 

Approved subject 

to submission of 

brand name, sizes 

and shelf life. 

183.  DELTA PLUS (PVT) 

LTD 208, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

 

(ELI- 01195) 

 

Track ID: 

QTA-U5E-1DXJ 

Dated:  
Fee Challan No.: 

352630170282 

PKR: 6000/- 

Dated: 20-12-2024 

R&I : 11.02.25 

(Legal Manufacturer) 

Name: A1 globe sdn.bhd .A1-2, 

Block A Jalan Haruan 5/9,Pusat 

kumersial OOkland II, 70300 

Semerban  

 

FSC 

Country of origin: 

Malaysia 

Validity:19/06/2027 

 

CE certificate 

Validity: 15/03/2025 

 

LOA validity: 

17/07/2029 

 

ISO 13485 

Validity: 20/11/2025 

Brand name: 

LATEX EXAMINATION GLOVE, 

POWDERED/Handex  

Size:  

 

Class: A 

 

Shelf life:  

 

Approved subject 

to submission of 

brand name, sizes 

and shelf life. 

184.  DELTA PLUS (PVT) 

LTD 208, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

(Legal Manufacturer) 

Name: Voncare medical device 

Co.ltd  

 

Brand name: 

Disposable surgical Electrodes 

Size:  

 

Approved subject 

to submission of 

brand name, sizes 

and shelf life. 
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Islamabad 

 

(ELI- 01195) 

 

Track ID: 

MRE-TBB-3356 

Dated:  
Fee Challan No.: 

5377702919 

PKR: 31000/- 

Dated: 10-12-2024 

R&I : 27.12.24 

FSC 

Country of origin: 

China 

Validity:22/08/2026 

 

EUQMS certificate 

Validity: 16/02/2028 

 

LOA validity: 

31/05/2026 

 

ISO 13485 

Validity: 20/11/2025 

Class: B 

 

Shelf life:  

 

185.  BIOSORIN (PRIVATE) 

LIMITED, 19-USMAN 

BLOCK, MAIN 

BOULEVARD NEW 

GARDEN TOWN 

LAHORE-PAKISTAN 

(ELI- 00186) 

 

Track ID: 

JLM-ZJ8-6P2B 

Dated:  
Fee Challan No.: 

80724194556 

PKR:5000/- 

Dated: 25-10-2023 

R&I : 22/05/2024 

(Legal Manufacturer) 

Name: Foshan Nanhai  

KJT Rehabilitation  

Equipment Co., Ltd 

Qixing Precinct,  

Xiqiao town,  

Nanhai District,  

528204 Foshan  

City, Guangdong  

Province,  

People’s Republic  

of China 

 

FSC:  

Country of Origin:  

China 

Validity: 03-08-2025, 

FSC: FSC of Reference Country: 

Validity: 03-08-2025 

LOA 

Validity: 31-07-2028 

EC Certificate 

N.A. 

Validity: 24-08-2025 

ISO 13485 

Validity: 11-02-2026 

Brand Name 

KJT 

(Generic name) 

Commode Chair 

Class A 

Shelf Life: N.A. 

Codes/Sizes: 

KJT717,KJTSS715,KJT715,KJTSS716,

KJT716,KJT718 

,KJT713,KJT710C,KJ 

T710B  

KJT710BU,KJT725U, 

KJT729,KJT726,KJT7 

09,KJT709B,KJT709C, 

KJT709D,KJT709D  

U,KJT705,KJT708,KJ 

T707C,KJT708L,KJT7 

20,KJT707,KJT707B, 

KJT727,KJT727B,KJ  

T703,KJT706,KJT706 

B,KJT721,KJT730,KJT731,KJT732,KJ

T733, 

KJT734,KJT735,KJT  

736,KJT737,KJT738,K 

JT739,KJT739S,KJT74 

0,KJT740C,KJT740CS 

,KJT740CK,KJT7  

41,KJT742,KJT743,KJ 

T744,KJT745,KJT746, 

KJT747,KJT748,KJT7 

49,KJT75  

 

 

 

Approved 

186.  M/s. ALFA 

SCIENTIFIC, Store, 

24-Maclogen Road, 

LAHORE. 

(ELI-00148 ) 

Track ID: 

S7M-6RR-B8EB 

Fee: PKR 5000/- 

Slip: 2105310 

(Legal Manufacturer) 

Name: M/S. Analyticon Bio-

technologies AG, Germany. 

 

FSC Germany: Malaysia 

Date of issuance: 

12-09-2022  

 

Urilyzer 500 Pro. 

Class-A 

 

Letter of authorization: 

Issuance date: 16-03-2020 

Expiry date: 5 Years. 

 

Shelf life: 05 years  

Storage Conditions: 

Already 

addressed in 78th 

meeting. 
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Dated: 10-03-2021 Room temperature    

 

187.  M/s. MMS Enterprises, 

323-Rewaz Garden, 

Lahore Pakistan 

 

(ELI-01159) 

Track ID: 

SYS-4P1-VYPR 

 

Fee: PKR 5000/- 

Slip: 47251679 

Dated: 17-04-2024 

(Legal Manufacturer) 

Name: M/S. SUPERMAX 

GLOVE MANUFACTURING 

SDN BHD Lot 38 & 42, Putra 

Industrial Park, Bukit Rahman 

Putra, 40160 Sungai Buloh, 

Selangor Darul Ehsan, Malaysia 

 

FSC Validity: 

01-11-2023 

 

Skin Barrier Support - SuperLife®. 

 

Non-Sterile Nitrile Examination Gloves 

Powder Free 

Class A 

 

Class-A 

 

Letter of authorization: 

Issuance date: 25-02-2024 

Expiry date: Valid for 5 years.  

 

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

Already addressed 

in 78th meeting, 

the product is 

Non-Sterile 

Nitrile 

Examination 

Gloves Powder 

Free 

 

188.  M/s. DELTA PLUS 

(PVT) LTD 

Company Address: 

208, 2nd floor wall 

street plaza G-15, 

Markaz Sector G-15 

Islamabad 

(ELI-00784) 

Track ID: 

TA7-SDP-D3LL 

Fee: PKR 6000/- 

Slip: 292201673 

Dated: 10-12-2024 

(Legal Manufacturer) 

Name: M/S. A1 GLOBE SDN 

BHD. 

A1-2, BLOCK A JALAN 

HARUAN 5/9. 

PUSAT KOMERSIAL 

OAKLAND II 

70300 SEREMBAN, 

NEGERI SEMBILAN 

MALAYSIA 

FSC Validity: 

19-06-2027 

 

(Powdered Free latex Examination 

Gloves/ Al Globe) 

Class (A) Product Dossier 

Class-A 

 

Letter of authorization: 

Issuance date: 18-07-2024 

Expiry date:  

18-07-2029 

 

Shelf life: 05 years  

Storage Conditions: 

Room temperature    

 

Approved 

189.  M/s. G MED (PVT.) 

LIMITED 

Company Address: 

House No 218 B2 

B;lock Johar Town 

Lahore 

Site Address: 

(ELI-00914) 

Track ID: 

TG9-GR5-R2EW 

Fee: PKR 5000/- 

Slip: 9413105235 

Dated: 25-01-2023 

(Legal Manufacturer) 

Name: M/S. Legal 

Manufacturer: 

Name: 

M/s Famed Żywiec 

Sp. z o.o. 

Manufacturer 

Address: 

ul. Fabryczna 1 

34-300 Żywiec 

Poland 

FSC Validity: 

25-05-2025 

 

Electro-Hydraulic / 

Electric Operation 

Tables with Accessories 

and kits. 

Models: SU-03, SU-05 

OPTIMA 5.20, SU-05 

OPTIMA 5.15, SU-05 

OPTIMA 5.9, SU-05 

OPTIMA 5.12, Hyperion 

Letter of authorization: 

Issuance date: 30-06-2021 

Expiry date:  

30-06-2026 

 

Class A. 

Shelf life: 05 years  

Storage Conditions: 

Room temperature    

 

Already 

addressed. 

190.  M/s MIRAJ 

CORPORATION 

Address: 13-14, 2nd 

Floor, Jinnah Business 

Centre, Chandni 

(Legal Manufacturer) 

Name: M/S. HUNAN YBK 

MEDICAL TECHNOLOGY CO. 

LTD 

 Address: 80 Fuzhong Road, 

Protective Ring / Strip (BAO-

Health™) 

 

Generic: Stoma Paste 

 

Approved 
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Chowk, Murree Road, 

RAWALPINDI – 
PAKISTAN 

(ELI-00326) 

 

Track ID: 

TNG-PHN-V3MV 

Fee: PKR 5000/- 

Slip: 083021872 

Dated: 11-10-2022 

Lijiang Street, Changsha, Hunan, 

China. 

 

FSC Validity: 

26-10-2023 

 

Class-A 

 

Letter of authorization: 

Issuance date: 25-02-2024 

Expiry date:  

Not mentioned  

Shelf life: 02 years  

Storage Conditions: 

Room temperature    

 

191.  M/s Reaction 

Scientific 

Private Limited. 

337, Street 

No.17, Block-B, 

Sector B-17, 

Islamabad 

(ELI-00228) 

R&I Dated:  

21-09-2022 

 

Track ID 

VRP-SRT-WP9P 

Fee: PKR 5000/- 

Slip: 29594614473 

Dated: 15-09-2022 

Legal Manufacturer 

M/s. HUMAN 

Gesellschaft fur 

Biochemica und 

Diagnostica mbH 

Max-Planck-Ring 21, 

65205 Wiesbaden, 

Germany. 

Manufacturing Site 

M/s. HUMAN 

Gesellschaft fur 

Biochemica und 

Diagnostica mbH 

Max-Planck-Ring 21, 

65205 Wiesbaden, 

Germany 

 

Country of Origin: 

Germany 

Validity: 27.02.2027 

 

Brand Name: 

Special Wash 

Solution 

(Generic name): 

Reagents for Humastar 

600/300SR 

Class: A 

Shelf Life: 24 months 

Letter of authorization: 

Issuance date: 31-12-2021 

Expiry date:  

31-12-2026 

Storage Conditions: 

Room temperature    

 

Approved. 

192.  M/s. G Med Pvt 

Limited. 

House Number 

218 B2 Block 

Johar Town 

Lahore 

(ELI-00914) 

 

D.O.I: 11-05-2022 

Dy. No.: 

Dated: 07-03-2023 

Fee Challan No.: 

333636315289 

PKR: 5000/- 

Dated: 25-01-2023 

 

(Legal Manufacturer) 

Name: M/S. Legal Manufacturer: 

Name: 

M/s ALSA 

APPARECCHI 

MEDICALI SRL 

Manufacturer 

Address: 

Via Bonazzi, 16 

40013 Castel 

Maggiore (BO) - 

Italia 

 

FSC Validity: 

24-01-2028 

 

Electrosurgical Unit / 

Diathermy with 

Accessories and Kits 

Model: 

MCDSe Series 

EXCELL 200 MCDSe; 

EXCELL 250 MCDSe; 

EXCELL 350 MCDSe; 

EXCELL 400 MCDSe; 

EXCELL 400/A MCDSe 

NHP Series 

EXCELL NHP 250/D; 

EXCELL NHP 350/D; 

EXCELL NHP 400/D; 

EXCELL NHP 250/DA; 

EXCELL NHP 400/DA; 

EXCELL NHP ENDOMED 

NHP/T Series 

EXCELL NHP/T-400; 

EXCELL NHP/T-200; 

EXCELL NHP/TA-400; 

EXCELL NHP/TA-200 

ALSATOM Series 

ALSATOM SU 50-MPC; 

ALSATOM SU 100-MPC; 

Already addressed 

in 78th meeting 
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ALSATOM SU 140-MPC; 

ALSATOM SU 140/D- 

MPC; 

ALSATOM SU 140/BD- 

MPC; 

Class: A 

LOA Validity: 

31 December 2027. 

FSC Validity 

(country of origin): 

NA 

EC Certificate validity: 

31-12-2027 

ISO 13485 Certificate 

validity: 19-12-2025 

Shelf life: 

05 years. 

 

Storage Conditions: 

Room temperature    

 

193.  M/s KASBN 

INTERNATIONAL 

Company Address: 41-

K, Gulberg-III, Lahore 

54660 - Pakistan 

Site Address: 

 

(ELI-00434) 

 

Track ID: 

ZXX-EV5-JRV4 

 

Fee: Not attached- 

Slip: ……… 

Dated: ……….. 

(Legal Manufacturer) 

Name: M/S. CREO Medical, 

S.L., Spain 

Pol. Ind. Cordovilla, Calle D, 

Nº1, 

31191 Cordovilla, Navarra, Spain 

 

FSC Validity: 

Country of Origin: 

Germany 

Validity: 09.09.2027 

 

 

Hermes, Smart Dyn, Smart flow, Smart 

Scale, Rectal Balloon Catheter, 

Cystometry 

Catheter 2 lumen, Urethrocystometry 

Catheter 3 lumen. 

Class: A 

Shelf Life: 24 months 

Letter of authorization: 

Issuance date: 25-02-2024 

Expiry date: Not mentioned 

  

Shelf life: 05 years  

Storage Conditions: 

Room temperature    

 

Deferred for 

submission of 

evidence of fee 

submission for . 

The firm need to 

apply separately 

for 

Urethrocystometr

y Catheter 3 

lumen 

194.  M/s. MEHER 

TRADERS 

Office No. A-21-22 

First Floor Zeenat 

Medicine Market 

North Nappier 

Road, Karachi. 

 

(ELI-00128) 

R&I Details 

22-Nov-2019 

 

 

 

Track ID: 

RN6-5Z8-SU9Q 

Fee: PKR 5000/- 

Slip: 2015405 

Dated: 22-11-2019 

(Legal Manufacturer) 

Name: M/S. Changzhou Yaping 

Medical Material Co., 

Ltd 

South of Renmin Bridge, San he 

Kou 

Changzhou Jiangsu China 

FSC Validity: 17-08-2024 

LOA Validity: 01-10-2025 

Brand Name : WELLMED 

Urine Bags 

Generic Name: DISPOSABLE 

URINE BAG 

Shelf Life: 5 Years 

Codes/Sizes 

100ml, 150ml, 200ml, 300ml, 

400ml, 500ml, 1000ml, 

2000ml 

 

Class-A 

 

 

Shelf life: 05 years  

Storage Conditions: 

Room temperature    

 

Approved  

195.  M/s. Ontech Legal Manufacturer: PLASTI-MED NITINOL Deferred for 
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Corporation 

Address: B-154 

Block 13-D/2 

Gulshan-e-Iqbal, 

Karachi. 

ELI-00289 

R&I details 

20-12-2022 

 

Track ID: 

RRB-X4U-SXTH 

 

Fee: PKR 25000/- 

Slip: 2930317916 

Dated: 16-11-2022 

PLASTİ-MED Plastik 

Medikal Ürünler San. ve 

Tic. Ltd. Şti. 

Address: Deri Osb 

Mahallesi Yan Sanayi 

Cad. No:13 TUZLA / 

ISTANBUL - TÜRKİYE 

Post Code: 34956 

LOA 

Validity: 24-Mar-2024 

FSC: 

Country of Origin: 

Turkey 

Validity: 16-01-2027 

FSC: 

FSC of Reference 

Country - Turkey 

approval letter dated 

January 16, 2024 with 

expiry 36 Months 

Validity: January 16, 

2027 

OR 

EC Certificate 

Validity: 27-05-2024 

Ext date: 31-12-2028 

ISO 13485 

Validity: 11-06-2026 

 

TIPLESS STONE BASKET 

Class B 

Shelf Life: 05 years 

Codes/Sizes: 

S # Product Name and 

Sizes Cat No. 

1 

Vortex Stone Basket 

3 FR, 120 cm 

Length 532047 

2 

Pyramid Stone 

Basket 1.7 FR, 115 

cm Length 532045 

3 

Pyramid Stone 

Basket 2.2 FR, 115 

cm Length 532046 

4 

Nitinol Six Wire 

Tipless Stone 

Basket 2.2 FR, 120 

cm Length 532043 

5 

Nitinol Six Wire 

Tipless Stone 

Basket 3 FR, 120 

cm Length 532044 

6 

Nitinol Tipless 

Stone Basket 2.4 

FR, 90 cm Length 532015 

7 

Nitinol Tipless 

Stone Basket 

3 FR, 90 cm Length 532016 

8 

Nitinol Tipless 

Stone Basket 

4 FR, 90 cm Length 532017 

9 

Nitinol Tipless 

Stone Basket 1.5 

FR, 120 cm Length 532040 

10 

Nitinol Tipless 

Stone Basket 1.9 

FR, 120 cm Length 532042 

11 

Nitinol Tipless 

Stone Basket 2.2 

FR, 120 cm Length 532041 

12 

Nitinol Tipless 

Stone Basket 

2.4 FR, 120 cm 

submission of 

evidence and 

brochure of said 

accessories and 

kits to justify 

classification of 

this device, as it 

contains many 

kits, basket of 

variable nature  
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Length 532023 

PLASTI-MED 

NITINOL 

TIPLESS 

STONE 

BASKET 

It is used to 

grasp, 

manipulate and 

remove 

gallstones 

and urinary 

stones 

(gallbladder and 

kidney calculi) 

during 

endoscopic 

surgery. 

STONE 

GRASPING 

FORCEPS 

It is used to 

grasp and / or 

manipulate 

urological or 

biliary stones 

for removal. 

13 

Nitinol Tipless 

Stone Basket 3 FR, 

120 cm Length 532024 

14 

Nitinol Tipless 

Stone Basket 4 FR, 

120 cm Length 532025 

15 

Nitinol Helical 

Stone Basket - 4 

wire 3 FR, 90 cm 

Length 532001 

16 

Nitinol Helical 

Stone Basket - 4 

wire 4 FR, 90 cm 

Length 532002 

17 

Nitinol Helical 

Stone Basket - 4 

wire 

5 FR, 90 cm Length 532003 

18 

Nitinol Helical 

Stone Basket - 5 

wire 3 FR, 90 cm 

Length 532005 

19 
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Nitinol Helical 

Stone Basket - 5 

wire 4 FR, 90 cm 

Length 532006 

20 

Nitinol Helical 

Stone Basket - 5 

wire 5 FR, 90 cm 

Length 532007 

18 

Nitinol Flat Wire 

Basket - 4 wires 

3 FR, 90 cm Length 532009 

19 

Nitinol Flat Wire 

Basket - 4 wires 

4 FR, 90 cm Length 532010 

20 

Nitinol Flat Wire 

Basket - 4 wires 

5 FR, 90 cm Length 532011 

21 

Grasping Forceps 

3 FR, 90 cm Length 532035 

22 

Grasping Forceps 

4 FR, 90 cm Length 532036 

23 

Nitinol 

percutaneous Basket 

10 FR, 38 cm 

Length 532039 

24 

Nitinol 

Percutaneous 

Basket 12 FR, 38 

cm Length 532038 

  

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

196.  M/s. Ferozsons 

Laboratories 

Limited 

(ELI-00120) 

Date of R&I 

03-Feb-2020 

 

Track ID 

S3Q-5Y7-LJB6 

 

Fee: PKR 25000/- 

Slip: 8293711313 

Dated: 16-11-2022 

(Legal Manufacturer) 

Name: M/S.  

PLASTİ-MED Plastik 

Medikal Ürünler San. ve 

Tic. Ltd. Şti. 

Address: Deri Osb 

Mahallesi Yan Sanayi 

Cad. No:13 TUZLA / 

ISTANBUL - TÜRKİYE 

Post Code: 34956 

LOA 

Validity: 24-Mar-2024 

FSC: 

Country of Origin: 

PLASTI-MED SUPRAPUBIC 

CATHETER SETS AND 

ACCESSORIES 

Class B 

Shelf Life: 05 years 

Codes/Sizes: 

S # Product Name/ Size Cat No. 

1 10FR, SET P/U 65- 

L 

539001 

2 12FR, SET P/U 65- 

L 

539002 

3 14 FR, SET P/U 65- 

Approved  



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 92 of 136 

Turkey 

Validity: 16-01-2027 

FSC: 

FSC of Reference 

Country - Turkey 

approval letter dated 

January 16, 2024 with 

expiry 36 Months 

Validity: January 16, 

2027 

OR 

EC Certificate 

Validity: 27-05-2024 

Ext date: 31-12-2028 

ISO 13485 

Validity: 11-06-2026 

 

 

L 

539003 

4 16FR, SET P/U 65- 

L 

539004 

5 10FR, SILICONE 539005 

6 12FR, SILICONE 539006 

7 14FR, SILICONE 539007 

8 16FR, SILICONE 539008 

197.  Zenith 

International, 

Room #104, 

Tahir Plaza, 

A/20, Block 

7&8, 

K.C.H.S.U. 

Karachi, 

Pakistan 

(ELI-00090) 

Date of R&I 

07 June 2023 

 

(ELI-00090) 

Track ID: 

SBS-BP5-XDH4 

 

Fee: PKR 25000/- 

Slip: 48384590572 

Dated: 07-06-2023 

 

 

Legal Manufacturer: 

Suzhou Health Plastic 

Products Co., Ltd, 

Manufacturing Site: 

No. 699,Ping’an Road, 

Linhu Town Wuzhong 

District, 215105, 

Suzhou, Jiangsu, China 

FSC: 

China 

Legalized FSC No. 

2023YB0083J valid till 

14-04-2025 

LOA 

Validity: 21-02-2028 

EC Certificate 

Validity: 26-05-2024 

(valid at the time of 

submission) 

ISO 13485 

Validity: 29-08-2025 

Brand Name 

PERFECT FINE IV Flow 

Regulator,Sterile 

Class B 

Shelf Life: 05 years 

 

Shelf life: 05 years 

Storage Conditions: 

Room temperature    

 

Approved 

198.  SIND MEDICAL 

STORES, 

13-B, Block 6, 

PECHS, 

Shahrah e Faisal, 

Karachi – 75400, 

PAKISTAN 

Lic. No.: 

 

ELI-00010 

Date of issue: 

03-08-2018 

Date of Renewal: 

20-06-2023 

R&I Date: 

25-01-2023 

(Legal Manufacturer) 

Name: M/S. M/s. DiaSorin Inc., 

1951 Northwestern 

Avenue, Stillwater, 

MN 55082 USA. 

LOA Validity: 

20-01-2024 

FSC 

Country of origin: 

USA 

Validity: 

03-05-2024 

ISO 13485 

Validity: 

15-08-2024 

 

RENAL 

METABOLISM 

ASSAYS 

(CLUSTER): 

- LIAISON® 

ALDOSTERONE 

(REF NO. 310450) Pack 

of 100 Tests 

- LIAISON® 

ALDOSTERONE 

CONTROL SET (REF 

NO. 310451) Pack of : 2 

x 4.5ml (Control 1) & 

2 x 4.5ml (Control 2) 

Vials 

- LIAISON® 

Approved  
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Fee Challan 

No.:6161812283 

Rs.: 25,000/- 

Dated: 

13-01-202 

 

 

ALDOSTERONE 

NEUTRALIZATION 

BUFFER (REF NO. 

310452) 2 x 25ml Vial 

Shelf Life: 

- 540 Days for 

LIAISON® 

ALDOSTERONE (REF 

NO. 310450) 

- 365 Days for 

LIAISON® 

ALDOSTERONE 

CONTROL SET (REF 

NO. 310451) 

- 365 Days for 

LIAISON® 

ALDOSTERONE 

NEUTRALIZATION 

BUFFER (REF NO. 

310452) 

Storage Condition: 

2-8 0 C 

199.  M/s. Ferozsons 

Laboratories 

Limited 

(ELI-000038) 

Date of R&I 

25-Jan-2023 

 

(ELI- 00275) 

 

Track ID: 

TA7-DRU-9B26 

Fee: PKR 25000/- 

Slip: 50355651 

Dated: 02-09-2022 

 

(Legal Manufacturer) 

Name: M/S. Legal Manufacturer: 

Boston Scientific 

Corporation 

300 Boston Scientific Way 

Marlborough, MA 

USA 01752 

Manufacturing Site: 

Boston Scientific 

Corporation 

302 Parkway Global Park, 

Heredia 

COSTA RICA 

AMPHENOL DC 

ELECTRONICS 

1870 Little Orchard St 

San Jose, CA 

USA 95125 

LOA 

Validity: 31-12-2024 

FSC: 

Country of Origin USA 

Validity: 20-07-2023 

EC Certificate: 

Validity: 26-05-2024 

ISO 13485 

Validity: 01-09-2026 

 

Electrophysiology Cables 

(Connection Cables) 

Class B 

Shelf Life: 36 Months 

Codes/Sizes: 

M004RARC010 

M0046210 

M0046200 

M0046270 

 

Storage Conditions: 

Room temperature    

 

Approved 

200.  M/s. Zenith 

International, 

Room #104, 

Tahir Plaza, 

A/20, Block 

7&8, 

(Legal Manufacturer) 

Name: M/S. Legal Manufacturer: 

M/s Hangzhou 

Tongzhou 

Biotechnology Co., Ltd., 

Manufacturing Site: 

  

Brand Name 

“HINDERING” 

H. Pylori Rapid Test 

Cassette (Feces) 

Class B 

Approved 
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K.C.H.S.U. 

Karachi, 

Pakistan 

(ELI-00090) 

Date of R&I 

17 December 

2024 

 

Track ID: 

TSM-1A8-8VYM 

Fee: PKR 31000/- 

Slip: 788453312471 

Dated: 12-12-2024 

 

Room 102, Building 4, 

No. 191, Xintian Road, 

Yunhe Street, Linping 

District, Hangzhou, 

China. 

FSC: 

China 

Validity: 17-09-2026 

LOA 

Validity: 31st-10-2029 

EC Certificate 

Validity: 25-01-2027 

ISO 13485 

Validity: 19-07-2026 

 

 

Shelf Life: 02 years 

201.  M/s. SIND 

MEDICAL 

STORES, 

13-B, Block 6, 

PECHS, 

Shahrah e Faisal, 

Karachi – 75400, 

PAKISTAN 

Lic. No.: 

ELI-00010 

Date of issue: 

03-08-2018 

Date of 

Renewal: 

20-06-2023 

R&I Date: 

25-01-2023 

Fee Challan 

No.:08089835 

Rs.: 25,000/- 

Dated: 

13-01-2023 

 

(ELI- 00275) 

Track ID: 

U4S-SWQ-XX9M 

M/s. DiaSorin Inc., 

1951 Northwestern 

Avenue, Stillwater, 

MN 55082 USA. 

LOA Validity: 

20-01-2024 

FSC 

Country of origin: 

USA 

Validity: 

03-05-2024 

ISO 13485 

Validity: 

15-0 

8-2024 

VITAMINS (CLUSTER), 

METHODOLOGY 

(IMMUNO-CHEMISTRY) 

Class B 

- LIAISON 25 OH 

VITAMIN D TOTAL 

ASSAY – Ref. No. 310600 

Shelf life: 10 Months 

- LIAISON 25 OH 

VITAMIN D TOTAL 

CONTROL SET – 

Ref. No. 310601 

Shelf life: 10 Months 

- LIAISON XL 1, 25 

DIHYDROXYVITAMIN 

D- Ref. No. 310980 

Shelf life: 365 Days 

- LIAISON XL 1, 25 

DIHYDROXY-VITAMIN 

D CONTROLS – 

Ref. No. 310984 

Shelf life: 365 Days 

- LIAISON VITAMIN B12 

- Ref. No. 318320 

Shelf life: 365 Days 

- LIAISON VITAMIN B12 

CONTROL SET – 

Ref. No. 318321 

Shelf life: 365 Days 

Class A 

- LIAISON 25 OH 

VITAMIN D TOTAL 

SPECIMEN DILUENT 

- Ref. No. 310602 

Shelf life: 10 Months 

- LIAISON XL 1, 25 

DIHYDROXYVITAMIN D 

DILUENT - Ref. No. 

310982 

Shelf life: 365 Days 

The product is 

approved in Class-

B since the firm 

applied as Cluster. 

The firm will 

submit separate 

fee (as per revised 

SRO) along with 

application for 

Vitamin B12 

including - 

LIAISON 

VITAMIN B12 

- Ref. No. 318320 

Shelf life: 365 

Days 

- LIAISON 

VITAMIN B12 

CONTROL SET – 

Ref. No. 318321. 
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Storage Condition: 

2-8 degre centigrade. 

202.  M/s. SULTANSONS 

133, KUTCHI 

GALI NO. 1, 

MARRIOT 

ROAD, 

KARACHI 

(ELI- 00051) 

 

Track ID: 

ULD-P15-WTN5 

Fee: PKR 31000/- 

Slip: 604736920559 

Dated: 11-11-2024 

 

(LEGAL 

MANUFACTURER) 

Anhui Ganor Medical 

Device Co., Ltd 

(Manufacturing site) 

No.1,Industrial Park, 

Datong Town 

239300,Tianchang City, 

Anhui Province, China 

Date of R&I 

02 December 2024 

FSC: 

Validity 18.10.2025 

FSC: 

FSC of Reference 

Country Validity: N/A 

LOA 

Validity 10.12 2033 

EC Certificate 

Validity:31.12.2028 

ISO 13485 

Validity: 10.09.2026 

 

CLASSIC + 

DISPOSABLE 

STERILE 

STOMACH 

TUBE 

Class: B 

Shelf Life: 05 

Years 

Code/Sizes: FR4, 

FR6, FR8, FR10, 

FR12, FR14, FR16, 

FR18, FR20, FR22 

FR24, FR,26, FR28 

 

Approved 

203.  M/s. Alfa Scientific 

Store,  

Lahore  

R&I Details:  

01-June-2021 

 

(ELI-00148) 

 

Track ID: 

V23-V1Z-HDGA 

Fee: PKR 25000/- 

Slip: 7046120562 

Dated: 27-05-2021 

 

(Legal Manufacturer) 

Name: M/s. Weiner Laboratoris  

S.A.I.C 

Manufacturing Site:  

Maipu 2571 street (2000)  

- Rosario city, 

Santa Fe, Argentina. 

LOA  

Validity: 31-Dec-2026  

FSC: 

Country of Origin:  

Argentina  

Validity: 27-Feb-2026 

EC Certificate: 

Validity: 14-Dec-2026 

ISO 13485 

Validity: 26-April-2027 

 

Brand Name: 

WEINER LAB 

Generic Name: 

ENZYMES 

Cluster Name: 

ENZYMES PART 02 

Class B 

Product Name: GOT  

(AST) UV AA líquida 

(Aspartate  

Transsminase) 

Shelf Life: 24 Months  

Codes / Sizes (if any)  

GMDN: 52954 

Product Registration No  

FSC: PM-1102-202  

Product Catalogue  

Codes: 1009619,  

1009321, 1752360 

Product Name: GPT  

(ALT) UV AA Liquida 

(Glutamate  

Transaminase) 

Shelf Life: 24 Months  

Codes / Sizes (if any)  

GMDN: 52954 

Product Registration No  

FSC: PM-1102-203 

Product Catalogue  

Codes: 1009263,  

1009620, 1009322,  

Deferred for 

submission of 

justification for 

clubbing different 

enzymes as 

cluster in 

accordance to 

MDR rules 2017 
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1762360. 

 

Product Name: LDH-P  

UV AA Liquida 

(Lactate  

Dehydrogenase) 

Shelf Life: 24 Months  

Codes / Sizes (if any)  

GMDN: 53702 

Product Registration No  

FSC: PM-1102-207 

Product Catalogue  

Codes:1009267,  

1009626, 1009315,  

1521304. 

 

Storage temperature 2-8 degree 

centigrade. 

204.  M/s. A ONE 

TRADERS 

name with  

complete address  

as per Form-4. 

House No.45 ,  

Street No.4  

Haroon Abad  

,Near Malik  

Tariq Awan Qilla  

,Ring Road  

Peshawar ,  
KPK. 

(ELI-00480) 

R&I Dated: 

28/09/2023 

Fee Challan No.: 

846955557 

PKR: 25,000/- 

(Legal Manufacturer) 

Name: M/S. TIANCHANG 

CITY 

ANRUI MEDICAL 

EQUIPMENTS CO.,LTD 

Add：Renhe Industrial 

District 239331 ,  

Tianchang City, 

Anhui Province, China. 

www.anruimedical.com 

 

Name of Medical  

device 

SAFE+ 

LATEX SURGICAL 

GLOVES  

(POWDERED) 

SIZE: 

(6, 6.5, 7, 7.5, 8,  

8.5, 9) 

Class: B  

Shelf Life : 5Years 

MD group:  

FAMILY  

LOA Validity: 

01/08/2026 

FSC Validity:  

01/15/2026 

Storage Conditions: 

Room temperature    

 

Approved 

205.  M/s. SULTANSONS: 

133 Kutchi Gali # 1,  

Marriott Road  

Karachi- 74000,  

Pakistan 

KARACHI 

(ELI-00051) 

 

Track ID: 

V9J-935-TZRA 

Fee: PKR 25000/- 

Slip: 63729161 

Dated: 03-04-2023 

 

(Legal Manufacturer) 

Name: M/s. Sanhill Medical  

Instruments Co., Ltd.,  

(Manufacturing site) 

5 Building NO.123  

Xinjin Road,  

Qingpu,201700  

Shanghai, China 

Date of R&I  

20 June 2023 

FSC: 

Validity 06.06.2026 

FSC: 

FSC of Reference 

Country 

Validity: N/A 

LOA: 

Valid till 16.11 2028 

CLASSIC FINE  

+  

DISPOSABLE  

LATEX FOLEY  

BALLOON  

CATHETER,  

STERILE (2  

way, 3way,  

Pediatric,  

Standard,  

Female) 

CLASS: B 

Code/Size: ( Fr6,  

Fr8, Fr10, Fr12,  

Fr14, Fr16, Fr18,  

Fr20, Fr22,Fr24,  

Fr26, Fr28, Fr30) 

Shelf Life: 5 Years 

Just 2-way 

catheter approved 

on behalf of this 

application. 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 97 of 136 

EC Certificate 

Validity: 31-12-2028 

ISO 13485 

Validity:19-06-2027 

 

206.  M/s. Zenith 

International, 

Room #104, 

Tahir Plaza, 

A/20, Block 

7&8, 

K.C.H.S.U. 

Karachi, 

Pakistan 

(ELI-00090) 

Date of R&I  

10th June 2024 

 

Track ID: 

VA5-2XZ-3EGU 

Fee: PKR 25000/- 

Slip: 50686305 

Dated: 04-06-2024 

 

Legal Manufacturer: 

M/s. Changzhou  

Jiafeng Medical  

Equipment Co., Ltd,  

Manufacturing Site: 

Ninghe Village Zhenglu  

Town Tianning District  

213115 Changzhou City,  

Jiangsu, China. 

FSC:  

Legalized FSC No. 

STYJXC20221862  

valid till 08-07-2024 

LOA 

Validity: 14-09-2027 

EC Certificate 

Validity: 26-05-2024  

With CE Extension letter 

ISO 13485 

Validity: 30-04-2025 

Brand Name 

“PERFECT”  

Disposable Hypodermic  

Needle, Sterile (Surgical  

Needles)  

Class B 

Shelf Life: 05 years 

Codes / Sizes (if any) 

(Sizes: 18G, 19G, 20G,  

21G, 22G, 23G, 24G,  

25G, 26G, 27G 

 

Storage Conditions: 

Room temperature    

Approved 

207.  M/s. Ferozsons 

Laboratories 

Limited 

(ELI-00120) 

Date of R&I 

05-Mar-2020 

 

 

Track ID: 

VSE-RAX-TMNN 

Fee: PKR 25000/- 

Slip: 0835665 

Dated: 31-01-2020 

 

(Legal Manufacturer) 

Name: M/S. Boston Scientific 

Corporation 

300 Boston Scientific Way 

Marlborough, MA 

USA 01752 

Manufacturing Site: 

Boston Scientific 

Corporation 

780 Brookside Drive 

Spencer, In USA 47460 

LOA 

Validity: 31-12-2024 

FSC: 

Country of Origin USA 

Validity: 02-04-2021 

EC Certificate: 

Validity: 26-05-2024 

ISO 13485 

Validity: 01-09-2026 

 

Ureteral Catheter Open 

End Ureteral Catheter Set 

(Ureteral Catheter, General 

Purpose) 

Class B 

Shelf Life: 48 Months 

Codes/Sizes: 

M0064002001 

M0064002011 

M0064002021 

M0064002031 

M0064002111 

Approved 

208.  M/s ElectroMed 

Corporation.  

 

ELI-00163 

 

R&I details: 17-Aug-

2023. 

 

FEE. 25000 

Slip No. 24659634760 

Legal Manufacturer: M/s. 

Bedfont 

Scientific Ltd. 

Manuacturing Site: Station Road, 

Harrietsham, Maidstone, Kent 

ME17 1JA, United Kingdom. 

LOA: 25-Dec-2025 

FSC: 26-May-2025 

 

Brand Name: Pico 

Smokerlyzer 

 

Generic Name: Smokerlyzer 

 

Class: B 

Codes/Sizes: 

PICOADV 

Approved 
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Dated.  10-08-2023. Country of Origin: United 

Kingdom,  

ISO 13485: 15-Dec-2026 

209.  M/s Medzntech (Pvt.) 

Ltd. 

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A 

Scheme-33, Karachi 
 

(ELI-00657) 

 

R&I details: 29th Nov 

2024 

 

Fee: PKR 31000/- 

Slip: 5892851231 

Dated: 21-11-2024 

 

 

Tracking ID: 

VZN-HJE-6VBT 

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort 

Worth, TX USA 76134 

 

Manufacturing Site 

1. SANTEC OIS Corporation 

5823 Ohkusa-Nenjozaka, 

Komaki, Aichi, 485-0802, 

JAPAN 

2. Ergo-Tec GmbH Gewerbestr. 

2 91489 Wilhelmsdorf 

Deutschland/Germany 

 

LOA 

Validity: 5th Feb 2029 

 

FSC 

Country of origin: Japan 

Validity: N/A 

 

EC Certificate 

Validity: 26th May 2024 

 

ISO 13485 

Validity: 16th Aug 2024 

Brand Name: ARGOS 

 

Class: B 

 

Shelf Life: 10 years 

 

Codes/Sizes: 

 

Product Name Product Number 

 

ARGOS BIOMETER 8065000006 

TABLE,BIOMETER,W/POW

ER SWITCH 8065000247 

Addressed at sr.no 

238 with complete 

details. 

210.  M/s. Sure Bio- 

Diagnostics & 

Pharmaceuticals 

Address of 

Importer 

EE-10, 

Defence 

View 

Phase-II, 

Near Iqra 

University 

Shaheed- 

e-Millat 

Express 

Way, 

Karachi. 

(ELI- 

00084) 

R&I Dated: 

03-10-2024 

Fee Challan 

No.: 08958331 

PKR: 6000/- 

Slip No. 08958331 

M/s.Nalge Nunc 

International 

Corporation 

Company Address: 

75 Panorama Creek 

Drive, Rochester, New 

York, USA, 14625, 

FSC country of 

origin: 

Date of expiry: 

2-07-2026 

FSC RRA : 2-07-2026 

LOA Validity: Valid 

until notification to 

DRAP 

LOA Issuance date : 

25-06-2024 

EC Certificate: 

N/A 

Design Examination: 

N/A 

ISO 13485: 20-12-2024 

Specimen Cryogenic 

Vial 15ml Externally 

Threaded. 

Class: A 

MD group: Single 

Shelf Life: 5 years 

Codes/Sizes: 

5005-0015 

Approved 

subject to 

confirmation/evi

dence of fee 

submission 

211.  M/s. Meher 

Enterprises, 

Pakistan 

Manufacturer: 

Bonree Medical Co., Ltd. No.4 

Longzhu Garden, 

Greatcare Non- 

Rebreathing 

Mask 

Approved 
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1st Floor Az- 

Zainab Court, 

Campbell Street, 

Karachi-Pakistan. 

(ELI-00241) 

R&I Dated: 

06-09-2021 

Fee Challan No.: 

61926987362 

PKR: 25,000/- 

 

WanmuIndustrial Estate, Nanlang 

528451, Zhongshan, Guangdong, 

China 

Phone: 0086 760 8520 7588 

LOA: 

Validity: 11-05-2026 

FSC: 

China 

Validity: 09-05-2023 

EC Certificate: 

Validity: 26-05-2024 

ISO: 

Validity Date: 31-07-2022 

Generic Name: 

Non-Rebreathing 

Masks 

Class: B 

Shelf life: 5 years 

Size & Model: 

Adult standard, 

Pediatric standard, 

Adult elongated, 

Pediatric elongated 

212.  M/s. SULTANSONS 

133, KUTCHI 

GALI NO. 1, 

MARRIOT 

ROAD, 

KARACHI 

(ELI- 00051) 

 

Tracking ID: WJU-

RUM-PMAH. 

 

Fee. 31000 

Challan No. 

77043911968 

Date.  06-12-2024 

(LEGAL 

MANUFACTURER) 

Anhui Ganor Medical 

Device Co., Ltd 

(Manufacturing site) 

No.1,Industrial Park, 

Datong Town 

239300,Tianchang City, 

Anhui Province, China 

Date of R&I 

02 December 2024 

FSC: 

Validity 18.10.2025 

FSC: 

FSC of Reference 

Country Validity: N/A 

LOA 

Validity 10.12 2033 

EC Certificate 

Validity:31.12.2028 

ISO 13485 

Validity: 10.09.2026 

 

FSC Validity:  

21-04-2025 

 

CLASSIC + 

DISPOSABLE 

STERILE 

NELATON 

CATHETER 

Class: B 

Shelf Life: 05 

Years 

Code/Sizes: FR4, 

FR6, FR8, FR10, 

FR12, FR14, 

FR16, FR18, 

FR20, FR22 

FR24, FR,26, 

FR28. 

Approved 

213.  M/s. Oncovanz 

Pharmaceuticals 

(Pvt) Ltd., 

Plot No. D-7, 

Block 10-A 

(C.G.E.C.O.H.S) 

Gulshan-e-Iqbal, 

Karachi 

(ELI-01034) 

 

Tracking ID. 

WLP-ZH3-X4A9. 

R&I Dated: 

11-08-2023 

Fee Challan No.: 

1964846303 

PKR: 25,000/- 

Manufacturer: 

GOFARM SPOLKAZ 

OGRANICZONĄ 

ODPOWIEDZIALNOSCIĄ 

SPOŁKA KOMANDYTOWA 

Address: ul. Górników 21/26 

30-819 Kraków 

LOA: 

Issuance date: 16-12-2022 

Validity: N/A 

FSC: 

Poland 

Validity: 26-05-2024 

EC Certificate: 

Validity: 27-05-2024 

ISO: 

Validity Date: 30-11-2023 

DERVANZ 

Generic Name: 

Cream 

Class: B 

Shelf life: 36 

months 

Size & Model: 

N/A 

Approved 
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214.  Name: 

M/s G Med Pvt 

Limited. 

House Number 

218 B2 Block 

Johar Town 

Lahore 
(ELI-00914) 

D.O.I: 11-05-2022 

Dy. No.: 

Dated: 07-03-2023 

Fee Challan No.: 

333636315289 

PKR: 5000/- 

Dated: 25-01-2023 

 

Legal Manufacturer: 

Name: 

M/s ALSA 

APPARECCHI 

MEDICALI SRL 

Manufacturer 

Address: 

Via Bonazzi, 16 

40013 Castel 

Maggiore (BO) - 

Italia 

Electrosurgical Unit / 

Diathermy with 

Accessories and Kits 

Model: 

MCDSe Series 

EXCELL 200 MCDSe; 

EXCELL 250 MCDSe; 

EXCELL 350 MCDSe; 

EXCELL 400 MCDSe; 

EXCELL 400/A MCDSe 

NHP Series 

EXCELL NHP 250/D; 

EXCELL NHP 350/D; 

EXCELL NHP 400/D; 

EXCELL NHP 250/DA; 

EXCELL NHP 400/DA; 

EXCELL NHP ENDOMED 

NHP/T Series 

EXCELL NHP/T-400; 

EXCELL NHP/T-200; 

EXCELL NHP/TA-400; 

EXCELL NHP/TA-200 

ALSATOM Series 

ALSATOM SU 50-MPC; 

ALSATOM SU 100-MPC; 

ALSATOM SU 140-MPC; 

ALSATOM SU 140/D- 

MPC; 

ALSATOM SU 140/BD- 

MPC; 

Class: A 

LOA Validity: 

31 December 2027. 

FSC Validity 

(country of origin): 

NA 

EC Certificate validity: 

31-12-2027 

ISO 13485 Certificate 

validity: 19-12-2025 

Shelf life: 

05 years 

Deferred for 

submission of 

evidence and 

brochure of said 

accessories and 

kits to justify 

classification. 

215.  Name: 

M/S SULTANSONS: 

133 Kutchi Gali # 1, 

Marriott Road 

Karachi- 74000, 

Pakistan 

KARACHI 

(ELI-00051) 

 

Fee: PKR 31000/- 

Slip: 037813145 

Dated: 31-12-2024 

 

Tracking ID: 

LEGAL 

MANUFACTEURER 
Sanhill Medical 

Instruments Co., Ltd., 

(Manufacturing site) 

5 Building NO.123 

Xinjin Road, 

Qingpu,201700 

Shanghai, China 

Date of R&I 

07 Feb 2025 

FSC: 

Validity 06.06.2026 

FSC: 

CLASSIC FINE 

+ 

Disposable 

Latex Foley 

Balloon 

Catheter, 

Sterile 3way) 

 

Class: B 

 

Code/Size: ( Fr6, 

Fr8, Fr10, Fr12, 

Fr14, Fr16, Fr18, 

Fr20, Fr22,Fr24, 

Approved  
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XWR-TH8-69QM 

 

FSC of Reference 

Country 

Validity: N/A 

LOA: 

Valid till 16.11 2028 

EC Certificate 

Validity: 31-12-2028 

ISO 13485 

Validity:19-06-2027 

Fr26, Fr28, Fr30) 

Shelf Life: 5 Years 

216.  Zenith International, 

Room #104, Tahir 

Plaza, A/20, Block 

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

Karachi, Pakistan 

 

(ELI-00090) 

 

Date of R&I  

24h  June  2024 

 

Case Management Ref 

# 

Y2D-DLI-SR3Q 

 

Fees Challan No:  

954767282658 Dated: 

20/06/2024 

Legal Manufacturer: 

 

M/s. Sri Trang Gloves (Thailand) 

Public Company Limited  

 

Factory Address: 

110 Kanjanavanit Road, Pahtong, 

Hat Yai, Songkhla 90230, 

Thailand. 

 

Office address: No. 10 Soi 10, 

Phetkasem Road, Hat Yai, 

Songkhla 90110, Thailand 

 

FSC:  

Thailand 

Validity: 22-05-2026 

 

LOA 

Validity: 13- 02-2029 

 

Brand Name “PRECISION+” Latex 

Examination Gloves, Non-sterile, 

Powdered 

 

Class A 

 

Shelf Life: 05 years 

 

Codes / Sizes (if any) 

  

[Sizes: Extra Large (XL), Large (L), 

Medium (M), Small (S)] 

Approved 

217.  Kingston Health Crafts 

(Pvt.) Ltd 

Building 5C, Mezzanine 

Floor 10th Commercial 

Lane Kh-e-Sehar Phase 

7 DHA Karachi 

 

(ELI-00422) 

 

 

Legal Manufacturer: 

Shenzhen AXD Electronic Co. 

Ltd 

 

Manufacturing Site: 

Shenzhen AXD Electronic Co. 

Ltd Address: Building 2, Dayang 

Industrial Park, Tangwei 

Industrial Avenue, Fuhai Street, 

Baoan District, Shenzhen, China 

 

Date of R&I: 

28-02-2025 

 

FSC:  

Country: China 

Validity: 10-09-2025 

 

 

LOA 

Validity: 31-12-2025 

 

CE Certificate 

Validity: 31-12-2028 

(Extension letter attached in 

application) 

AME Compressor Nebulizer 303 

 

Class- B 

 

Shelf Life: N/A 

 

 

Codes/Sizes: 

AME 303 

 

Approved 
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ISO 13485 

Validity: 25-03-2025 

 

218.  Kingston Health Crafts 

(Pvt.) Ltd Building 5C, 

Mezzanine Floor 10th 

Commercial Lane Kh-e-

Sehar Phase 7 DHA 

Karachi 

 

(ELI-00422) 

 

 

Legal Manufacturer: 

Dongguan Aidisy Machinery & 

Electronic Equipment Co.,Ltd 

Manufacturing Site: 

Dongguan Aidisy Machinery & 

Electronic Equipment Co.,Ltd 

Add Part B, 3rd F, Block A, 

Wentang Industrial Park Longhua 

Road Zhou Wu, Dongcheng 

District, Dongguan City, 

Guandong Province 523000 

China. 

Date of R&I: 

28-02-2025 

FSC:  

Country: China 

Validity: 28-09-2026 

LOA 

Validity: 31-12-2025 

CE Certificate 

Validity: 31-12-2028 

(Extension letter attached in 

application) 

 

ISO 13485 

Validity: 28-09-2025 

 

AME Mesh Nebulizer 

MCNS600MF with 2 Speed 

Chamber 

 

Class- B 

 

Shelf Life: N/A 

 

 

Codes/Sizes: 

MCNS600MF 

 

Approved 

219.  Kingston Health Crafts 

(Pvt.) Ltd Building 5C, 

Mezzanine Floor 10th 

Commercial Lane Kh-e-

Sehar Phase 7 DHA 

Karachi 

 

(ELI-00422) 

 

 

Legal Manufacturer: 

Joytech Healthcare Co.,Ltd.  

Manufacturing Site: 

Joytech Healthcare Co.,Ltd.  

No.365, Wuzhou Road, Yuhang 

Economic Development Zone, 

311100,Hangzhou,China  

 

Date of R&I: 

28-02-2025 

 

FSC:  

Country: China 

Validity: 09-05-2026 

 

LOA 

Validity: 31-12-2025 

CE Certificate 

Validity: 27-04-2027 

 

ISO 13485 

Validity: 27-04-2025 

 

AME Upper Arm Blood 

Pressure Monitor DBP 1312 

 

Class- B 

 

Shelf Life: N/A 

 

 

Codes/Sizes: 

DPB 1312 

 

Approved 

220.  Kiswa Cares Legal Manufacturer: Brand Name :  Approved 
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Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

 

Avizor S.A 

 

Manufacturing Site: 

 

M/S MD Tech SRL 

Via F.lli Bandiera  NCC 80026 

Casoria  

Italy  

 

 

FSC:  

ITALY 

Date of Issuance :10-10-2024 

 

FSC:  

ITALY 

Date of Issuance :16-04-2024 

 

LOA 

Validity: 18-06-2028 

 

EC Certificate 

Validity: 11-01-2023 

Avizor Notified body extension 

letter provided  

ISO 13485 

Validity: 20-02-2025 

 

 

I-Stream diffrax 

 

 

(Generic name)  

 

Hybrid Lenses  

 

Class  C 

 

Shelf Life: 05 years 

 

 

Codes/Sizes:  

As per FSC of Italy 

 

Rs.62030/  

 

221.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

Avizor S.A 

 

Manufacturing Site: 

 

M/S MD Tech SRL 

Via F.lli Bandiera  NCC 80026 

Casoria  

Italy  

 

 

FSC:  

ITALY 

Date of Issuance :10-10-2024 

 

FSC:  

ITALY 

Date of Issuance :16-04-2024 

 

LOA 

Validity: 18-06-2028 

 

EC Certificate 

Validity: 11-01-2023 

Avizor Notified body extension 

letter provided  

Brand Name :  

 

I-Stream  

 

 

(Generic name)  

 

Preloaded hudrophobic 

intraocular lenses  

 

Class  C 

 

Shelf Life: 05 years 

 

 

Codes/Sizes:  

As per FSC of Italy 

 

Rs.62030/  

 

Approved 
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ISO 13485 

Validity: 20-02-2025 

 

222.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

MD Tech S.r.l  

 

Manufacturing Site: 

 

M/S MD Tech SRL 

Via F.lli Bandiera  NCC 80026 

Casoria  

Italy  

 

 

 

FSC:  

ITALY 

Date of Issuance :10-10-2024 

 

FSC:  

ITALY 

Date of Issuance :16-04-2024 

 

LOA 

Validity: 18-06-2028 

 

EC Certificate 

Validity: 11-01-2023 

Avizor Notified body extension 

letter provided  

attached 

ISO 13485 

Validity: 20-02-2025 

 

Brand Name :  

 

Synergy  

 

 

 

(Generic name)  

 

Hyaluronic acid (Sodium 

Hyaluronate) solution for 

intraocular lenses  

 

Class  C 

 

Shelf Life: 05 years 

 

 

Codes/Sizes:  

1.1 ml  

 

Rs.62030/  

 

Approved 

223.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

 

Rs.62030/  

 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

Brand Name :  

UFit Dental Implant  (NT2) 

 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1.NT23010T       2.NT230115T 

3.NT23013T       4.NT235085T 

5.NT23510T       6.NT235115T 

7.NT23513T       8.NTS4007T 

9.NT240085T     10.NT24010T 

11.NT240115T   12.NT24013T 

13.NT26007T    14.NT245085T  

15.NT24510T    16.NT245115T 

17. NT24513T   18. NT25007T 

19.NT250085T    20.NT25010T 

21.NT250115T   22. NT25507T 

23. NT255085T  24. NT25510T 

25. NT255115T  26.NT24555T 

Approved 
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FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

 

27. NT25055T   28. NT26007T 

29. NT260085T  30. NT26010T 

224.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea . 

 

 

Rs.62030/ 

 

 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

 

Brand Name :  

UFit Dental Implant (GT2 ) 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1. GT23010MT   2.GT230115MT 

3. GT23013MT   4.GT235085MT 

5. GT23510MT   6.GT235115MT 

7. GT23513MT    8. GT24007MT 

9. GT240085MT     10. GT24010MT 

11. GT240115MT   12. GT24013MT 

13. GT24507MT  14. GT245085MT 

15. GT24510MT  16. GT245115MT 

17. GT24513MT  18.GT25007MT 

19. GT250085MT  20.GT25010MT 

21. GT250115MT  22. GT25507MT 

23. GT255085MT  24. GT25510MT 

25. GT255115MT  26. GT26007MT 

27. GT260085MT  28. GT26010MT 

29. GT24555MT  30. GT25055MT 

Approved 

225.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

Brand Name :  

 

Healing Abudment 

 

 

Class  C 

 

Approved 
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56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

Rs.62030/  

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

 

Shelf Life: 08 years 

Codes/Sizes:  

1. MHA4013   2. MHA4025 

3. MHA4037   4. MHA4513 

5. MHA4525   6. MHA4537 

7. SHA401030   8. SHA402050 

9. SHA403070   10. SHA451030 

11. SHA452050   12. SHA453070 

13. SHA502050   14. SHA503070 

15. SHA552050   16. SHA553070 

17. SHA602050   18. SHA603070 

19. SSA452070   20. MSA4027 

 

 

 

226.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

 

 

Rs.62030/  

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

Brand Name :  

LAB ANALOG 

 

(Generic name)  

 N/A 

 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1.  M-FLA35   2. S-FLA45 

3. CLA48   4. S-SLA4055 

5. S-SLA4570   6. MC-SB100H 

7. MC-SB150H   8. SC-SB-075H 

9. SC-SB-100H   

10. SC-SB-150H 

11.MDFLA35   12. SDFLA35 

13. DCLA-48    

14.CSC-SB-075H 

 

 

 

 

 

 

Approved 
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ISO 13485 

Validity: 31-03-2025 

 

227.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

 

Rs.62030/  

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

 

Brand Name :  

IMPRESSION COPING 

Transfer 

 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1. M-ICT4011H   2. M-ICT4015 

3. S-ICT4511H   4. S-ICT4515H 

5. M*ICP4010H   6. M-ICP4015H 

7. S-ICP4010H    8.S-ICP4015H 

9. S-ICP4510H    10.S-ICP4515H 

11. S-ICP5010H    12. S-ICP5015H 

13.S-IC4055   14.S-IC4070 

15. S-IC4555   16. S-IC4570 

17. CAICT4811H   18. CAICT4815H 

19. CAICP4810H   20. CAICP4815H 

 

Approved 

228.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

 

Rs.62030/ 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

Brand Name :  

Transfer Abutment 

 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1. MTA4015H   2. MTA4025H 

3.MTA4017H   4. MTA4027H 

5. MTA4037H   6. MTA4077H 

7. STA401055H   8. STA402055H 

9. STA401070H   10. STA402070H 

11.STA452055H   12. STA451070H 

13. STA452070H   14. STA453070H 

15. STA4504070H 

16.STA501070H 

17. STA502070H 

Approved 
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FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

18. STA501055H 

19. STA502055J 

 

 

 

 

 

 

229.  Kiswa Cares 

 

Office No.07,Gulf 

Plaza,Chandni Chowk 

,Rawalpindi  

 

(ELI-00211) 

 

 

Legal Manufacturer: 

 

T.Strong INC 

 

Manufacturing Site: 

 

56,Seobu-ro 346beon-

gil,jinyeong-eup,Gimhae-

si,Gyeongsangnam-do,Republic 

of Korea 

 

 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

FSC:  

FDA 

Date of Issuance :12-07-2025 

 

LOA 

Validity: 07-10-2029 

 

EC Certificate 

 

T.Strong MDR Certification 

Contract   

 

ISO 13485 

Validity: 31-03-2025 

 

Rs.62030/ 

 

Brand Name :  

ANGLED ABUTMENT 

 

(Generic name)  

 N/A 

 

 

Class  C 

 

Shelf Life: 08 years 

Codes/Sizes:  

1.MAA4011A   2. MAA4021A 

3. MAA4031A   4.   MAA4012A 

5. MAA4022A   6. MAA4032A 

7. SAA451015A   8. SAA452015A 

9.SAA453015A   10. SAA451025A 

11.SAA452025A   12. SAA453025A 

13.SAA502015A   14. SAA502025A 

15. MCMAA481515H 

16. MCMAA481525H 

17. MCMAA482515H 

18. MCMAA482525H 

19.CMAA481515H 

20. CMAA481525H 

21. CMAA481525H 

22.CMAA482525H 

23. MCMA4810   24. MCMA4820 

25. MCMA4830   26. CMA4810 

27. CMA4820   28. CMA4830 

Approved 

230.  M/s Pharma Consultant 

Pakistan Pvt. Ltd. 

Suite No. 207, 207A, 

Khan Tower, Walton 

Road, DHA Square 

Lahore Cantt- Lahore 

 

(ELI-00176) 

Legal Manufacturer: 

M/S Lunit Inc. 

4-8F, 374 Gangnam-daero, 

Gangnam-gu, Seoul, South Korea 

 

FSC Validity:  
No Expiry mentioned on FSC-

Korea Issued on February 14, 

Brand name:  

“LUNIT INSIGHT MMG” 

 

Codes/sizes: 124012 Product Version 

1.1.  

 

Class: B  

LOA Validity:  

Approved. 
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DRAP (R&I) 

Dated: 22-07-2024 

 

Fee Challan No.: 

8127678697    

PKR: 25000/- 

Dated: 19-07-2024 

 

2024. 

  

EC Certificate Validity: 30-12-

2027 

 

ISO 13485 validity: 

30-10-2027 

 

 

18-04-2029 

 

Shelf life: As the product is a 

SOFTWARE ASSISTED MEDICAL 

DEVICE (SaMD), so it has NO SHELF 

LIFE /SERVICE LIFE  

 

231.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 23988446 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand name:  

Keratometer Optical Biometer (HBM-1) 

(Optical Biometer HBM-1) 

Product Version 1.1.  

Class: B  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Not submitted  

 

ISO 13485 validity: 

16-08-2026 

 

Approved. 

232.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 6000/- 

Slip: 470910628383 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand Name:  

Ophthalmic Refractometer (HDR-

7100P)  

(Digital Refractometer HDR7100P) 

 

Class: A  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Not submitted  

 

ISO 13485 validity: 

16-08-2026 

 

Approved subject 

to Clarification 

required for 

model applied vs 

model on EU 

DOC and Free 

sale certificate. 

233.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 17661161705 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Brand Name:  

Non Mydriatic Fundus Camera (HFC-1)  

(Non Mydriatic Fundus) 

 

Class: B  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  

Approved. 
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Dated: 02-12-2024 

 
 Eudamed verified  

 

ISO 13485 validity: 

16-08-2026 

 

234.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 4364894738 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand Name:  

Non-Contact Tonometer 

Model: 

Non-Contact Tono/Pachymeter (HNT-

1P) 

Class: B  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Eudamed verified  

 

ISO 13485 validity: 

16-08-2026 

 

Approved. 

235.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 4458901726 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand Name:  

Keratometer  

Model: 

Optical Corneal Topographer (HTG-1) 

 

Class: B  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Eudamed verified  

 

ISO 13485 validity: 

16-08-2026 

 

Approved. 

236.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 03029026 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand Name:  

Auto Tono/Refracto/Kerato/Pachymeter  

Model: 

HTR-1A  

 

Class: B  

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Eudamed verified  

 

Approved. 
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ISO 13485 validity: 

16-08-2026 

 

237.  M/s Jasani Scientifics,  

SC-45, Marium Square, 

Chadni Chowk, Stadium 

Road, Karachi. 

 

(ELI-00416) 
 

Date of R& I 

10-02-2025 

 

Fee: PKR 31000/- 

Slip: 9364850158 

Dated: 02-12-2024 

 

Legal Manufacturer: 

M/S HUVITZ CO, LTD, 

38,BURIM-RO 170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

Manufacturing Site: HUVITZ 

CO, LTD, 38,BURIM-RO 

170BEONGIL 

DONGANGU,ANYANG-SI 

GYEONGGI— DO, 14055 

REPUBLIC OF KOREA 

 

Brand Name:  

Auto Ref/Keratometer 

Model: 

8100A 

Class: B 

LOA Validity:  

01-01-2029 

Shelf life: 07 Years 

FSC Validity:  
No Expiry mentioned on FSC-Korea 

Issued on 01-12-2022. 

EC Certificate  
Eudamed verified  

 

ISO 13485 validity: 

16-08-2026 

 

Approved. It is 

Class A medical 

device as per 

basic UDI number 

88000196RK001F

H verified via 

eudamed. 

238.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A  

Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 

29th Nov 2024 

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

 

Manufacturing Site 

1. SANTEC OIS Corporation 

5823 Ohkusa-Nenjozaka, 

Komaki, Aichi, 485-0802, 

JAPAN 

 

2. Ergo-Tec GmbH Gewerbestr. 2 

91489 Wilhelmsdorf 

Deutschland/Germany 

 

LOA 

Validity: 5th Feb 2029 

 

FSC 

Country of origin: Japan 

Validity: N/A 

 

EC Certificate 

Date of issue: 11th Apr 2023 

Validity: Certificate renewal 

applied and will be submitted 

 

ISO 13485 

Date of issue: 11th Apr 2023 

Validity: Certificate renewal 

applied and will be submitted 

ARGOS BIOMETER  

 

Shelf Life: N/A 

 

Class: B 

 

Accessories & Codes:  

 

Product 

Name 

Produ

ct 

Code 

ARGOS 

BIOMET

ER 

80650

00006 

BIOMET

ER 

TABLE 

W/POW

ER 

SWITCH 

80650

00247 

 

Approved for the 

one manufacturer 

subject to 

submission of 

prescribed fee as 

per new SRO. 

239.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

 

Finesse Flex Loop DSP (Curved 

Membrane Scrapper) 

 

Shelf Life: 36 Months 

 

Approved subject 

to mission of  the 

evidence of 

submission of the 

prescribed fee. 
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operative Housing 

Society, K.D.A  

Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 14th 

Nov 2023 

Manufacturing Site 

ALCON GRIESHABER AG, 

INKELRIEDSTRASSE 52 

SCHAFFHAUSEN, 

SWITZERLAND 8203 

 

LOA 

Validity: 20th Mar 2028 

 

FSC 

Country of origin: USA 

Validity: 19th Aug 2023 

 

EC Certificate 

Validity: 26th May 2024 

 

ISO 13485 

Validity: 24th Apr 2024 

Class: B 

 

Accessories & Codes:  

 

Product 

Name 

Produ

ct 

Code 

23G 

Finesse 

Flex Loop 

DSP / 

Curved 

Membran

e Scrapper 

338.23 

 

25+ 

Finesse 

Flex Loop 

DSP / 

Curved 

Membran

e Scrapper 

338.25

P 

 

27+ 

Finesse 

Flex Loop 

DSP / 

Curved 

Membran

e Scrapper 

338.27 

 

240.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A  

Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 

14th Nov 2023 

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

 

Manufacturing Site 

1. Alcon Research, Llc 714, 

Columbia Ave, Sinking Spring, 

Pa Usa19608 

2. Alcon Research, Llc 9965, 

Buffalo Speedway Houston, Tx 

Usa 77054 

3. Pt. Ciba Vision Batam Jl 

Beringin Lot No. 204, Batamindo 

Indutrial Park, Muka Kuning 

Batam Island, Indonesia 29433 

 

LOA 

Validity: 13th Mar 2028 

 

FSC 

Country of origin: USA 

Validity: 5th Mar 2025 

 

EC Certificate 

Validity: 26th May 2024 

 

Constellation 25 GA Chandelier 

w/RFID 

 

Shelf Life: 36 Months 

 

Class: B 

 

Accessories & Codes:  

 

Product 

Name 
Code 

Constellati

on 25 GA 

Chandelier 

w/RFID  

8065

7515

77 

 

Approved subject 

to mission of  the 

evidence of 

submission of the 

prescribed fee. 
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ISO 13485 

Validity: 24th Apr 2025 

241.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A  

Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 

14th Nov 2023 

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

 

Manufacturing Site 

1. Alcon Research, LLC 714, 

Columbia Ave, Sinking 

Spring,PA USA19608 

2. Alcon Research, LLC 9965, 

Buffalo Speedway Houston, TX 

USA 77054 

3. PT. CIBA VISION BATAM 

JL BERINGIN LOT NO. 204, 

BATAMINDO INDUTRIAL 

PARK, MUKA KUNING 

BATAM ISLAND, INDONESIA 

29433 

 

LOA 

Validity: 13th Mar 2028 

 

FSC 

Country of origin: USA 

Validity: 5th Mar 2025 

 

EC Certificate 

Validity: 26th May 2024 

 

ISO 13485 

Validity: 24th Apr 2025 

Fiber Optic Probes 

 

Shelf Life: 36 Months 

 

Class: B 

 

Accessories & Codes:  

 

Product 

Name 

C

o

d

e 

23 GA 

Wide 

Angle 

Endoillu

minator 

8065

7511

83 

23 GA 

Wide 

Angle 

Endoillu

minator 

w/ RFID  

8065

7511

84 

25 GA 

Wide 

Angle 

Endoillu

minator 

w/ RFID 

8065

7511

85 

25 GA 

Wide 

Angle 

Endoillu

minator 

8065

7511

86 

25+ GA 

Wide 

Angle 

Endoillu

minator 

8065

7514

85 

25+ GA 

Wide 

Angle 

Endoillu

minator 

w/ RFID  

8065

7514

86 

 

Approved subject 

to submission of  

the evidence of 

the prescribed fee 

challan 

242.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A  

Legal Manufacturer 

WaveLight GMBH Am 

Wolfsmantel 5, 91058 Erlangen 

Deutschland/Germany 

 

Manufacturing Site 

WaveLight GMBH Am 

VERION™ Reference Unit and 

Digital Marker 

 

Shelf Life: N/A 

Class: B 

Accessories & Codes:  

 

Approved subject 

to submission of 

prescribed fee as 

per New SRO. 
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Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 

15th Feb 2023 

 

Fee of Rs. 25000/- vide 

slip No. 614187168055 

Wolfsmantel 5, 91058 Erlangen 

Deutschland/Germany 

 

LOA 

Validity: 27 Mar 2024 

 

FSC 

Country of origin: Germany 

Validity: N/A 

 

EC Certificate 

Validity: 7th Oct 2023 

 

ISO 13485 

Validity: 7th Oct 2023 

Product Name 
Product 

Code 

Verion 

Reference Unit 

8065998268 

Verion 

Measurement 

Module 

N/A 

Verion Vision 

Planner 

N/A 

Verion Elevation 

Table 

N/A 

USB Sticks for 

Verion 

8065998254 

Verion Digital 

Marker m 

acccenturion LI / 

Verion Link 

8065998246 

Verion Digital 

Marker M W 

LUX ZEIS 

8065998244 

Verion Digital 

Marker M / 

LENSX 

8065998269 

Verion Digital 

Marker MID 

8065998270 

Verion Digital 

Marker M 

VLynk 

8065998281 

 

243.  M/s Medzntech (Pvt.) 

Ltd. 

  

D-21, Sector 16-A, 

Govt. Teachers’ Co-

operative Housing 

Society, K.D.A  

Scheme-33, Karachi 

  

(ELI-00657) 

 

 

Date of Submission: 

14th Nov 2023 

Legal Manufacturer 

Alcon Laboratories, Inc. 6201 

SOUTH FREEWAY Fort Worth, 

TX USA 76134 

 

Manufacturing Site 

Alcon Research, LLC 714, 

Columbia Ave, Sinking Spring, 

PA USA19608 

 

LOA 

Validity: 6th Mar 2028 

 

FSC 

Country of origin: USA 

Validity: 20th Mar 2024 

 

EC Certificate 

Validity: 26th May 2024 

 

ISO 13485 

Validity: 24th Apr 2025 

Soft Tip Needle Cannula, Single Use 

 

Shelf Life: 5 years 

 

Class: B 

 

Accessories & Codes:  

 

Product 

Name 

Prod

uct 

Code 

Soft Tip 

Needle 

25Ga 

Cannula 

Disposable 

80651

49525 

Soft Tip 

Needle 

23Ga 

Cannula 

Disposable 

80651

49523 

 

Approved subject 

to submission of 

evidence of the 

prescribed fee.  

244.  SZ Surgical Supplier 

Office # S, 12 2nd Floor 

Ghulam said medicine 

Legal Manufacturer: 
Zhejiang Fert Medical Device 

Co., Ltd 

Disposable Breathing circuit (Ventilator 

Circuit)      

(Ventilator circuit) 

Approved subject 

to  submission of 

LoA, FSC  
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market namak mandi 

Peshawar 

 

ELI: 00662 

2226-KP 

25,000/- 

 

618# dade rd xiuzhou district 

Zhejiang China 

 

FSC: China 

Valid Till: 2021.04.20 

 

Class-B 

 

Shelf Life: 5 year 

 

Codes as per FSC 

245.  Trans Continental 

Pharma Pvt Ltd, House # 

1, Street No. 4, Near Iqra 

School Abshar Colony, 

Warsak Road, Peshawar 

 

ELI: 000524 

2555-KP 

25,000/- 

 

Legal Manufacturer: 
Sanpo Chemical Co. Ltd 2-6-17, 

Haginaka, Ota-ku, Tokyo, 144-

0047, Japan 

 

FSC:  Japan 

Date of Issue:15.03.2021 

Heat Therapy Patch 

(Heat Therapy Patch) 

 

Class-B 

 

Shelf Life: 3 years 

 

Codes & Sizes: As per FSC 

 

Approved subject 

to  submission of 

LoA, FSC  

246.  Ultimate Step Group, 

Office No. 5,6 Al Noor 

Plaza Mandi Mour, G.T 

Road, Haripur 

 

ELI: 00528 

2337-KP 

25,000/- 

 

Legal Manufacturer: 
COPAN Italia S.p.A Via F. 

Perotti, 10 25125 Brescia, Italia 

 

FSC: Italy 

Date of Issue: 10.12.2020 

COPAN 

(Liquid Amines Elution Swab (e Swab ® 

) Collection and Preservation System) 

 

Class-B 

 

Shelf Life: As per stability study 

 

Codes & Sizes: As per FSC 

Approved subject 

to submission of 

LoA  

247.  Ultimate Step Group, 

Office No. 5,6 Al Noor 

Plaza Mandi Mour, G.T 

Road, Haripur 

 

ELI: 00528 

2338-KP 

25,000/- 

 

Legal Manufacturer: 
COPAN Italia S.p.A Via F. 

Perotti, 10 25125 Brescia, Italia 

 

FSC: Italy 

Date of Issue: 10.12.2020 

COPAN 

(Fiber Swab Transport System ™  

 

Codes & Sizes: As per FSC 

 

Class- B 

 

Shelf Life: As per stability study 

Approved subject 

to submission of 

LoA  

248.  Ultimate Step Group, 

Office No. 5,6 Al Noor 

Plaza Mandi Mour, G.T 

Road, Haripur 

 

ELI: 00528 

2339-KP 

25,000/- 

 

Legal Manufacturer: 
COPAN Italia S.p.A Via F. 

Perotti, 10 25125 Brescia, Italia 

 

FSC: Italy 

Date of Issue: 10.12.2020 

COPAN 

(eNAT Preservation medium for nucleic 

acids) 

 

Class-B 

 

Shelf Life: 12 months 

 

Codes & Sizes: As per FSC 

Approved subject 

to submission of 

LoA  

249.  Ultimate Step Group, 

Office No. 5,6 Al Noor 

Plaza Mandi Mour, G.T 

Road, Haripur 

 

ELI: 00528 

2340-KP 

25,000/- 

 

Legal Manufacturer: 
COPAN Italia S.p.A Via F. 

Perotti, 10 25125 Brescia, Italia 

 

FSC: Italy 

Date of Issue: 10.12.2020 

COPAN 

PLAIN SWAB ®  

 

Class-B 

 

Shelf Life: As per stability study 

 

Codes & Sizes: As per FSC 

Approved subject 

to submission of 

LoA  

250.  Ultimate Step Group, 

Office No. 5,6 Al Noor 

Plaza Mandi Mour, G.T 

Legal Manufacturer: 
COPAN Italia S.p.A Via F. 

Perotti, 10 25125 Brescia, Italia 

COPAN 

FLOQ SWAB ®  

 

Approved subject 

to submission of 

LoA  
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Road, Haripur 

 

ELI: 00528 

2341-KP 

25,000/- 

 

 

FSC: Italy 

Date of Issue: 10.12.2020 

Class-B 

 

Shelf Life: As per stability study 

 

Codes & Sizes: As per FSC 

251.  S.Z Surgical Supplier, 

Office , S12 2nd  Floor 

ghulam said medicine 

market namak mandi 

Peshawar 

 

ELI: 00662 

3882-KP 

25,000/- 

Legal Manufacturer:  
M/s  Shanghai Nahui Drying 

Reagent Factory, No. 58 Hongtai 

Road Fengxian, Shanghai China 

 

FSC: China 

Valid till: 15/04/2023 

 SODA LIME 

(Carbon dichloride absorbent) 

 

Class-B 

 

Shelf Life:4 years 

 

Code & Sizes: As per FSC 

Approved subject 

to submission of 

LoA  

252.  Jawad Traders, PS 

Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4300-KP 

25,000/- 

Legal Manufacturer: 
M/s Tianchang HengSheng 

Medical Devices Co., Ltd, Qinlan 

Industrial Park Tianchang City, 

Anhui Province, China 

 

FSC:  China 

Valid till: 14/11/2024 

 

TopMed+ 

(Sterile Latex surgical gloves-powdered 

 

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

 

Class-B 

 

Shelf Life: 5 years 

Approved subject 

to submission of 

LoA  

253.  Jawad Traders, PS 

Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4301-KP 

25,000/- 

Legal Manufacturer: 
M/s Tianchang HengSheng 

Medical Devices Co., Ltd, Qinlan 

Industrial Park Tianchang City, 

Anhui Province, China 

 

FSC:  China 

Valid till: 14/11/2024 

 

 

TopMed+ 

(Sterile latex surgical gloves-Powder 

Free) 

 

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

 

Class-B 

 

Shelf Life: 5 years 

Approved subject 

to submission of 

LoA  

254.  Jawad Traders, PS 

Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4576-KP 

25,000/- 

Legal Manufacturer: 
Beijing Fert Technology Co., Ltd  

Address: Room 4196, Building 1, 

Shixingdong Jie, Badachu High 

Scientific and Technologic 

Garden, Shijingshan District, 

Beijing, China. 

 

FSC: China 

Valid till: 22-01-2024 

Fert 

Sterile IV Catheter - Z Model 

 

Class-B 

Shelf Life: 3 years 

Approved subject 

to submission of 

LoA  

255.  Jawad Traders, PS 

Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4577-KP 

25,000/- 

Legal Manufacturer: 
Beijing Fert Technology Co., Ltd  

Address: Room 4196, Building 1, 

Shixingdong Jie, Badachu High 

Scientific and Technologic 

Garden, Shijingshan District, 

Beijing, China. 

 

FSC: China 

Valid till: 22-01-2024 

Fert 

Sterile Safety IV Catheter -Y Model Dual 

Port 

 

Class-B 

 

Shelf Life: 3 years 

 

Sizes as per FSC 

Approved subject 

to submission of 

LoA  

256.  Jawad Traders, PS Legal Manufacturer: Fert Approved subject 
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Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4578-KP 

25,000/- 

Beijing Fert Technology Co., Ltd  

Address: Room 4196, Building 1, 

Shixingdong Jie, Badachu High 

Scientific and Technologic 

Garden, Shijingshan District, 

Beijing, China. 

 

FSC: China 

Valid till: 22-01-2024 

 

 

Sterile Safety IV Catheter -Z Model Pen 

Like 

 

Class-B 

 

Shelf Life: 3 years 

 

Sizes as per FSC 

to submission of 

LoA  

257.  Jawad Traders, PS 

Tower City Mall 

Godown Road Near 

Govt. Commerce 

College Peshawar, KPK, 

Pakistan 

 

ELI: 00532 

4579-KP 

25,000/- 

Legal Manufacturer: 
Beijing Fert Technology Co., Ltd  

Address: Room 4196, Building 1, 

Shixingdong Jie, Badachu High 

Scientific and Technologic 

Garden, Shijingshan District, 

Beijing, China. 

 

FSC: China 

Valid till: 22-01-2024 

Fert 

(Sterile Safety IV Catheter -Z Model with 

Wings and Injection Port) 

 

Class-B 

 

Shelf Life: 3 years 

 

Sizes as per FSC 

Approved subject 

to submission of 

LoA  

258.  Jawad Traders, Ps Tower 

near Govt Commerce 

College, City Mall 

Godown Road Peshawar, 

Pakistan 

 

ELI: 00532 

4843-KP 

25,000/- 

Legal Manufacturing: 
Super Health Medical (Qingdao) 

Co., Ltd, No. 236, Heyuan Road, 

High Tech Zone, Qingdao, China 

 

FSC: China  

Valid till: 27/04/2025 

TOPMED+ 

(Disposable intravenous catheter-

positive Pressure type-II) 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 3 years 

Approved subject 

to submission of 

LoA  

259.  Jawad Traders, Ps Tower 

near Govt Commerce 

College, City Mall 

Godown Road Peshawar, 

Pakistan 

 

ELI: 00532 

4844-KP 

25,000/- 

Legal Manufacturing: 
Super Health Medical (Qingdao) 

Co., Ltd, No. 236, Heyuan Road, 

High Tech Zone, Qingdao, China 

 

FSC: China  

Valid till: 27/04/2025 

TOPMED+ 

(Disposable intravenous catheter-regular 

type (straight)) 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 3 years 

Approved subject 

to submission of 

LoA  

260.  Jawad Traders, Ps Tower 

near Govt Commerce 

College, City Mall 

Godown Road Peshawar, 

Pakistan 

 

ELI: 00532 

4845-KP 

25,000/- 

Legal Manufacturing: 
Super Health Medical (Qingdao) 

Co., Ltd, No. 236, Heyuan Road, 

High Tech Zone, Qingdao, China 

 

FSC: China  

Valid till: 27/04/2025 

TOPMED+ 

(Disposable intravenous catheter-

positive pressure type II (straight)) 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 3 years 

Approved subject 

to submission of 

LoA  

261.  Jawad Traders, Ps Tower 

near Govt Commerce 

College, City Mall 

Godown Road Peshawar, 

Pakistan 

 

ELI: 00532 

4846-KP 

Legal Manufacturing: 
Super Health Medical (Qingdao) 

Co., Ltd, No. 236, Heyuan Road, 

High Tech Zone, Qingdao, China 

 

FSC: China  

Valid till: 27/04/2025 Original 

TOPMED+ 

(Disposable intravenous catheter-regular 

type (three way) 

 

Codes & Sizes: As per FSC 

 

Class-B 

Shelf Life: 3 years 

Approved subject 

to submission of 

LoA  
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25,000/- 

262.  Universal Medicine & 

Surgical Suppliers, 

Office No. 50, First 

Floor, Liberty Mall 

Plaza, University Road, 

Peshawar 

 

ELI: 00633 

496-KP 

5,000/- 

Legal Manufacturer: 
Hangzhou Yoniner 

Pharmacuticals Co., Ltd No. 42, 

Yangcheng Road, Nanyang 

Street, Xiaoshan, Hangzhou, 

Zhejiang 311227 P.R. China 

 

FSC: China 

Valid till: 2020.11.12 

UMS  Adhesive Surgical Tape 

(UMS Adhesive Surgical Tape) 

 

Codes & Sizes: As per FSC 

 

Class-A 

 

Shelf Life: 5 years 

Approved subject 

to submission of 

LoA  

263.  Princess Scientific 

Services Rawalpindi, 

Plot No. 67/62,Adam Jee 

Road 1st Floor Deen 

Plaza Saddar, 

Cantonment Rawalpindi 

 

ELI: 00215 

807-P 

5,000/- 

Legal Manufacturer:  
M/s Beijing ZONCI 

TECHNOLOGY 

DEVELOPMENT CO., LTD B1-

7/F, Building 1, Yard No. 8, 

Baiying Road , Shunyi District, 

Beijing, P.R. China 

 

Original FSC: China 

Date of Issue: 2024/02/16 

LOA validity 31-12-2023 

ZONCI 

(Fully Automatic Blood Coagulation 

Analyzer : XL 1000e) 

 

Class-A 

 

Service Life:  10 years 

Approved subject 

to submission of 

valid LoA  

264.  Princess Scientific 

Services Rawalpindi, 

Plot No. 67/62,Adam Jee 

Road 1st Floor Deen 

Plaza Saddar, 

Cantonment Rawalpindi 

 

ELI: 00215 

807-P 

5,000/- 

Legal Manufacturer:  
M/s Beijing ZONCI 

TECHNOLOGY 

DEVELOPMENT CO., LTD B1-

7/F, Building 1, Yard No. 8, 

Baiying Road , Shunyi District, 

Beijing, P.R. China 

Original FSC: China 

Date of Issue: 2024/02/16 

LOA validity 31-12-2023 

(ZONCI) 

Fully Automatic Blood Coagulation 

Analyzer : XL 3600t) 

 

Class-A 

 

Service Life:  10 years 

Approved subject 

to submission of 

valid LoA  

265.  Princess Scientific 

Services Rawalpindi, 

Plot No. 67/62,Adam Jee 

Road 1st Floor Deen 

Plaza Saddar, 

Cantonment Rawalpindi 

 

ELI: 00215 

819-P 

5,000/- 

Legal Manufacturer:  
M/s Beijing ZONCI 

TECHNOLOGY 

DEVELOPMENT CO., LTD B1-

7/F, Building 1, Yard No. 8, 

Baiying Road , Shunyi District, 

Beijing, P.R. China 

 

Original FSC: China 

Date of Issue: 2024/02/16 

LOA validity 31-12-2023 

ZONCI 

(Fully Automatic Blood Coagulation 

Analyzers XL 3200t) 

 

Codes & Sizes: As per FSC 

 

Class-A 

 

Service Life:  10 years 

Approved subject 

to submission of 

valid LoA  

266.  Applicant: 

M/s Meher Traders, 

Office A21 1st Floor 

Zeenat Market, North 

Napier Road, Karachi. 

(ELI-00128) 

Track ID: 

 

P1B-SUB-6TZG 

Fee: PKR 25000/- 

Slip: 00325237172 

Dated: 09-03-2023 

R&I : 22.11.19 

(Legal Manufacturer) 

M/s Changzhou Yaping Medical  

Material Co., Ltd.   

South of Renmin Bridge San He 

Kou  

town in south of Jiangsu province 

Changzhou city China  

  

Manufacturing Site: South of 

Renmin  

Bridge San He Kou town in south 

of  

Jiangsu province-Changzhou city 

Brand Name :  

Wellmed  

Stomach Tube  

 

Generic Name:  

Stomach Tube . 

 

Shelf Life: 5 Years  

 

Codes/Sizes, F4/F5/F6/F8,  

F10/F12/F14/F16,/F18,F20,F22 

 

Approved 
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China  

  

FSC Validity: 17-08-2024  

  

LOA Validity: 01-10-2025  

  

EC Certificate: 26-05-2024  

  

ISO 13485: 25-09-2024 

267.  Applicant: 

M/s Meher Traders, 

Office A21 1st Floor 

Zeenat Market, North 

Napier Road, Karachi. 

(ELI-00128) 

Track ID: 

 

P1B-SUB-6TZG 

Fee: PKR 25000/- 

Slip: 00325237172 

Dated: 09-03-2023 

R&I : 22.11.19 

(Legal Manufacturer) 

M/s Changzhou Yaping Medical  

Material Co., Ltd.   

South of Renmin Bridge San He 

Kou  

town in south of Jiangsu province 

Changzhou city China  

  

Manufacturing Site: South of 

Renmin  

Bridge San He Kou town in south 

of  

Jiangsu province-Changzhou city 

China  

  

FSC Validity: 17-08-2024  

  

LOA Validity: 01-10-2025  

  

EC Certificate: 26-05-2024  

  

ISO 13485: 25-09-2024 

Brand Name :  

Wellmed  

Suction Catheter  

 

Generic Name:  

Suction Catheter  

 

Shelf Life: 5 Years . 

 

Codes/Sizes, F4/F5/F6/F8,  

F10/F12/F14/F16,/F18,F20,F22  

Approved 

268.  Applicant: 

M/s Meher Traders, 

Office A21 1st Floor 

Zeenat Market, North 

Napier Road, Karachi. 

(ELI-00128) 

Track ID: 

 

P1B-SUB-6TZG 

Fee: PKR 25000/- 

Slip: 00325237172 

Dated: 09-03-2023 

R&I : 22.11.19 

(Legal Manufacturer) 

M/s Changzhou Yaping Medical  

Material Co., Ltd.   

South of Renmin Bridge San He 

Kou  

town in south of Jiangsu province 

Changzhou city China  

  

Manufacturing Site: South of 

Renmin  

Bridge San He Kou town in south 

of  

Jiangsu province-Changzhou city 

China  

  

FSC Validity: 17-08-2024  

  

LOA Validity: 01-10-2025  

  

EC Certificate: 26-05-2024  

  

ISO 13485: 25-09-2024 

Brand Name : Wellmed  

Feeding Tube  

Generic Name: Feeding Tube  

Shelf Life: 5 Years  

Codes/Sizes, F4/F5/F6/F8,  

F10/F12/F14/F16,/F18,F20,F22 

 

Approved 

269.  Applicant: 

M/s Sudais Associates, 

Sudais House, Street No. 

(LEGAL  

MANUFACTURER) 

CHIFENG TIANBO MEDICAL 

Sterile Infusion Sets with Y port for 

single use 

 

Approved  
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07, House No. A1 Khan 

Bahadur Colony Duran 

Pur Peshawar Pakistan. 

(ELI-00031) 

Track ID: 

 

PB4-W49-NJ3Q 

Fee: PKR 25000/- 

Slip: 5100623518 

Dated: 09-07-2024 

R&I : 10.07.24 

DEVICE CO., LTD. 

(Manufacturing site) 

Zhongjing Industrial Park, 

Economic Development Area, 

Ningcheng District, 

Chifeng 024200, Inner Mongolia, 

P.R.China 

 

FSC  
Country of Origin: China 

Validity: 23-May-2026 

 

LOA 

Expiry Date: 22-May-2029 

 

EC Certificate: 

Expiry: 17-2-2027 

 

ISO 13485 

Expiry: 17-2-2025 

 

Class-B 

 

  

 

270.  Applicant: 

M/s Sudais Associates, 

Sudais House, Street No. 

07, House No. A1 Khan 

Bahadur Colony Duran 

Pur Peshawar Pakistan. 

(ELI-00031) 

Track ID: 

 

MUZ-9XJ-PJ1D 

Fee: PKR 25000/- 

Slip: 5100623518 

Dated: 09-07-2024 

R&I : 13th Feb 2024 

(LEGAL  

MANUFACTURER) 

CHIFENG TIANBO MEDICAL 

DEVICE CO., LTD. 

Manufacturing Site 

WELLEX Company Ltd 

Cairo-Ismailia desert Road, 

Ismailia Public Free Zone, 41639 

Ismailia City, Egypt 

 

FSC Country of Origin: Egypt 

Validity: 19th-Sep-2025 

FSC Reference Country 

Germany: 

Issuance date: 23rd -May-2022 

LOA 

Expiry Date: May 2025 

 

EC Certificate: 

Expiry: 13-4-2024 

 

ISO 13485 

Expiry: 13-4-2025 

Dialysis Catheter Double Lumen Kit /  

Dialysis Catheter Jugular Double 

Lumen Kit 

 

Class-B 

 

  

Shelf Life: 5 Years 

 

FDLO608K 

Dialysis Double Lumen Kit, 6F x 8cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDLO707K 

Dialysis Double Lumen Kit, 7F x 7cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDLO710K 

Dialysis Double Lumen Kit, 7F x 10cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDLOT15K 

Dialysis Double Lumen Kit, 7F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0810K 

Dialysis Double Lumen Kit, 8F x 10cm 

(Dialysis Catheter, Dilators, Guidewire, 

Approved 

Dialysis Catheter 

Double Lumen 

Kit. Firm will 

submit separate 

fee for single 

lumen and jugular 

double lumen as 

per revicesd SRO 
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Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0812K 

Dialysis Double Lumen Kit, SF x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0813K 

Dialysis Double Lumen Kit, BF × 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0815K 

Dialysis Double Lumen Kit, BF x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0820K 

Dialysis Double Lumen Kit, BF x 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDLO910K 

Dialysis Double Lumen Kit, 9F x 10cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FD L0912K 

Dialysis Double Lumen Kit, 9F x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0913K 

Dialysis Double Lumen Kit, 9F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0915K 

Dialysis Double Lumen Kit, 9F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL0920K 

Dialysis Double Lumen Kit, 9F x 20cm 

(Dlalysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 
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FDL1010K 

Dialysis Double Lumen Kit, 10F x 10cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1013K 

Dialysis Double Lumen Kit, 10F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1015K 

Dialysis Double Lumen Kit, 10F x 15cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1020K 

Dialysis Double Lumen Kit, 10F x 20cm 

(Dialysis Catheter, Dilators, Guic 

Introducer Needle, Blue 

Introducing Syrings, Injection caps, 

Scalpel) 

 

FDL1110K 

Dialysis Double Lumen Kit, 11.5F × 

10cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1112K 

Dialysis Double Lumen Kit, 11.5F x 

12cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps. 

Scalpel) 

 

FDL1113K 

Dialysis Double Lumen Kit, 11.5F x 

13cm (Dialysis Catheter, Dilators; 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1115K 

Dialysis Double Lumen Kit, 11.5F x 

15cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1117K 

Dialysis Double Lumen Kit, 11.5F x 
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17.5cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1120K 

Dialysis Double Lumen Kit, 11.5F x 

20cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1124K 

Dialysis Double Lumer Kit, 11.5F x 

24cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1125K 

Dialysis Double Lumen Kit, 11.5F x 

25cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1126K 

Dialysis Double Lumen Kit, 11.5F x 

26cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1127K 

Dislysis Double Lumen Kit, 11.5F x 

27cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1130K 

Dialysis Double Lumen Kit, 11.5F x 

30cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1135K 

Dialysis Double Lumen Kit, 11.5F × 

35cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FDL1210K 

Dialysis Double Lumen Kit, 12F x 10cm 
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(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1212K 

Dialysis Double Lumen Kit, 12F x 12cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1213K 

Dialysis Double Lumen Kit, 12F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1215K 

Dialysis Double Lumen Kit, 12F x 15cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1217K 

Dialysis Double Lumen Kit, 12F x 

17.5cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

 

FDL1220K 

Introducing Syringe, Injection caps, 

Scalpel) 

Dialysis Double Lumen Kit, 12F x 20cm 

(Dialysis Catheter, Dilators, Gy Syringe, 

Injection caps, Scalpel) 

tre, Introducer Needle, Blue Introducing 

 

FDL1224K 

Dialysis Double Lumen Kit, 12F x 24cm 

(Dialysis Catheter, Dilators, Guanwire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1225K 

Dialysis Double Lumen Kit, 12F × 25cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1226K 

Dialysis Double Lumen Kit, 12F x 26cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1230K 

Dialysis Double Lumen Kit, 12F x 30cm 

(Dialysis Catheter, Dilators, Guidewire, 
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Introducer Needle, Blue Introducing 

 

FDL1235K 

Syringe, Injection caps, Scalpel) 

Dialysis Double Lumen Kit, 12F x 35cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1312K 

Dialysis Double Lumen Kit, 13F x 12cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1315K 

Dialysis Double Lumen Kit, 13F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1317K 

Dialysis Double Lumen Kit, 13F x 17cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1320K 

Dialysis Double Lumen Kit, 13F x 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1324K 

Dialysis Double Lumen Kit, 13F x 24cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1325K 

Dialysis Double Lumen Kit, 13F x 25cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel] 

 

FDL1326K 

Dialysis Double Lumen Kit, 13F x 26cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1330K 

Dialysis Double Lumen Kit, 13F x 30cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 
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FDL1335K 

Dialysis Double Lumen Kit, 13F x 35cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1412K 

Dialysis Double Lumen Kit, 14F x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1415K 

Dialysis Double Lumen Kit, 14F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1417K 

Dialysis Double Lumen Kit, 14F x 17cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1420K 

Dialysis Double Lumen Kit, 14F x 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1425K 

Dialysis Double Lumen Kit, 14F × 25cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1426K 

Dialysis Double Lumen Kit, 14F x 26cm 

(Dialysis Catheter, Dilators, Syringe, 

Injection caps, Scalpel) 

wire, Introducer Needle, Blue 

Introducing 

 

FDL1430K 

Dialysis Double Lumen Kit, 14F x 30cm 

(Dialysis Catheter, Dilators, usdewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FDL1435K 

Dialysis Double Lumen Kit, 14F x 35cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 



Decisions of 80th Meeting of MDB (03-03-2025)                                                                Page 127 of 136 

FJD0608K 

Jugular Double Lumen Kit, 6F × Bcm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0707K 

Jugular Double Lumen Kit, 7F x 7cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FID0710K 

Jugular Double Lumen Kit, 7F x 10cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0713K 

Jugular Double Lumen Kit, 7F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0810K 

Jugular Double Lumen Kit, 8F x 10cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0812K 

Jugular Double Lumen Kit, 8F x 12cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0813K 

Jugular Double Lumen Kit, 8F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0815K 

Jugular Double Lumen Kit, 8F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0820K 

Jugular Double Lumen Kit, 8F x 20cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0910K 

Jugular Double Lumen Kit, 9F x 10cm 
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(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

 

FJD0912K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit. 9F x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0913K 

Jugular Double Lumen Kit, 9F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0915K 

Jugular Double Lumen Kit, 9F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD0920K 

Jugular Double Lumen Kit, 9F x 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

 

FJD1010K 

Syringe, Injection caps, Scalpel] 

Jugular Double Lumen Kit, 10F x 10cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

 

FJD1015K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 10F x 15cm 

(Dialysis Catheter, Dilato 

ewire, Introducer Needle, Blue 

Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1020K 

Jugular Double Lumen Kit, 10F x 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1110K 

Jugular Double Lumen Kit, 11.5F x 

10cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1112K 

Jugular Double Lumen Kit, 11.5F × 
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12cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing 

 

FJD1113K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 11.5F & 

13cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing 

 

FJD1115K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 11.5F x 

15cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1117K 

Jugular Double Lumen Kit, 11.5F x 

17.5cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

 

FJD1120K 

Introducing Syringe, Injection caps, 

Scalpel) 

Jugular Double Lumen Kit, 11.SF x 

20cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing 

 

FJD1124K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 11.5F x 

24cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1125K 

Jugular Double Lumen Kit, 11.5F x 

25cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1126K 

Jugular Double Lumen Kit, 11.5F x 

26cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1127K 

Jugular Double Lumen Kit, 11.5F x 
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27cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introduding 

 

FJD1130K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 11.5F x 

30cm (Dialysis Catheter, Dilators, 

Guidewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1135K 

Jugular Double Lumen Kit, 11.5F x 

35cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1210K 

Jugular Double Lumen Kit, 12F x 10cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1212K 

Jugular Double Lumen Kit, 12F x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

 

FJD1213K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 12F x 13cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1215K 

Jugular Double Lumen Kit, 12F × 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

 

FJD1217K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 12F × 

17.5cm (Dialysis Catheter, Dilators, 

Guldewire, Introducer Needle, Blue 

Introducing Syringe, Injection caps, 

Scalpel) 

 

FJD1220K 

Jugular Double Lumen Kit, 12F × 20cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 
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FJD1224K 

Jugular Double Lumen Kit, 12F x 24cm 

(Dialysis Catheter, Dilators, Guidew 

itroducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1225K 

Jugular Double Lumen Kit, 12F x 25cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introdueing 

Syringe, Injection caps, Scalpel) 

 

FJD1226K 

Jugular Double Lumen Kit, 12F x 26cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1230K 

Jugular Double Lumen Kit, 12F x 30cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1235K 

Jugular Double Lumen Kit, 12F x 35cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1312K 

Jugular Double Lumen Kit, 13F x 12cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1315K 

Jugular Double Lumen Kit, 13F x 15cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

 

FJD1317K 

Syringe, Injection caps, Scalpel) 

Jugular Double Lumen Kit, 13F x 17cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1320K 

Jugular Double Lumen Kit, 13F x 20cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1324K 

Jugular Double Lumen Kit, 13F x 24cm 
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(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1325K 

Jugular Double Lumen Kit, 13F x 25cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1326K 

Jugular Double Lumen Kit, 13F x 26cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1330K 

Jugular Double Lumen Kit, 13F × 30cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringo, Injection caps, Scalpel] 

 

FJD1335K 

Jugular Double Lumen Kit, 13F x 35cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1412K 

Jugular Double Lumen Kit, 14F x 12cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1415K 

Jugular Double Lumen Kit, 14F x 15cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1417K 

Jugular Double Lumen Kit, 14F x 17cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FID1420K 

Jugular Double Lumen Kit, 14F x 20cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe; Injection caps, Scalpel) 

 

FJD1424K 

Jugular Double Lumen Kit, 14F x 24cm 

(Dialysis Catheter, Dilators, Gi e, 

Introducer Needle, Blue Introducing 
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Syringe, Injection caps, Scalpel) 

 

FJD1425K 

Jugular Double Lumen Kit, 14F x 25cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1426K 

Jugular Double Lumen Kit, 14F * 26cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

FJD1430K 

Jugular Double Lumen Kit, 14F × 30cm 

(Dialysis Catheter, Dilators, Guidewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) • 

 

FJD1435K 

Jugular Double Lumen Kit, 14F x 35cm 

(Dialysis Catheter, Dilators, Guldewire, 

Introducer Needle, Blue Introducing 

Syringe, Injection caps, Scalpel) 

 

271.  M/s. Sure Bio- 

Diagnostics & 

Pharmaceuticals 

Address of 

Importer 

EE-10, Defence 

View Phase-II, 

Near Iqra University 

Shaheed-e-Millat 

Express Way, 

Karachi. 

(ELI- 

00084) 

R&I Dated: 

03-10-2024 

Fee Challan 

No.: 08958331 

PKR: 6000/- 

M/s.Nalge Nunc 

International 

Corporation 

Company Address: 

75 Panorama Creek 

Drive, Rochester, New 

York, USA, 14625, 

FSC country of 

origin: 

Date of expiry: 

2-07-2026 

FSC RRA : 2-07-2026 

LOA Validity: Valid 

until notification to 

DRAP 

LOA Issuance date : 

25-06-2024 

EC Certificate: 

N/A 

Design Examination: 

N/A 

ISO 13485: 20-12-2024 

Specimen Cryogenic 

Vial 15ml Externally 

Threaded. 

Class: A 

MD group: Single 

Shelf Life: 5 years 

Codes/Sizes: 

5005-0015 

Approved 

272.  M/s Meher 

Enterprises, 

Pakistan 

1st Floor Az- 

Zainab Court, 

Campbell Street, 

Karachi-Pakistan. 

(ELI-00241) 

Manufacturer: 

Bonree Medical Co., Ltd. No.4 

Longzhu Garden, 

WanmuIndustrial Estate, 

Nanlang 

528451, Zhongshan, 

Guangdong, 

China 

Greatcare Non- 

Rebreathing 

Mask 

Generic Name: 

Non-Rebreathing 

Masks 

Class: B 

Shelf life: 5 years 

Approved 
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R&I Dated: 

06-09-2021 

Fee Challan No.: 

61926987362 

PKR: 25,000 

Phone: 0086 760 8520 7588 

LOA: 

Validity: 11-05-2026 

FSC: 

China 

Validity: 09-05-2023 

EC Certificate: 

Validity: 26-05-2024 

ISO: 

Validity Date: 31-07-2022 

Size & Model: 

Adult standard, 

Pediatric standard, 

Adult elongated, 

Pediatric elongated 

273.  M/S SULTANSONS 

133, KUTCHI 

GALI NO. 1, 

MARRIOT 

ROAD, 

KARACHI 

(ELI- 00051) 

 

Tracking ID. 

WJU-RUM-PMAH. 

R&I Dated: 

02-12-2024 

Fee Challan No.: 

77043911968 

PKR: 31,000/- 

(LEGAL 

MANUFACTURER) 

Anhui Ganor Medical 

Device Co., Ltd 

(Manufacturing site) 

No.1,Industrial Park, 

Datong Town 

239300,Tianchang City, 

Anhui Province, China 

Date of R&I 

02 December 2024 

FSC: 

Validity 18.10.2025 

FSC: 

FSC of Reference 

Country Validity: N/A 

LOA 

Validity 10.12 2033 

EC Certificate 

Validity:31.12.2028 

ISO 13485 

Validity: 10.09.2026 

CLASSIC + 

DISPOSABLE 

STERILE 

NELATON 

CATHETER 

Class: B 

Shelf Life: 05 

Years 

Code/Sizes: FR4, 

FR6, FR8, FR10, 

FR12, FR14, 

FR16, FR18, 

FR20, FR22 

FR24, FR,26, 

FR28 

Approved 

274.  M/s G Med Pvt 

Limited. 

House Number 

218 B2 Block 

Johar Town 

Lahore 

(ELI-00914) 

D.O.I: 11-05-2022 

Dy. No.: 

Dated: 07-03-2023 

Fee Challan No.: 

333636315289 

PKR: 5000/- 

Dated: 25-01-2023 

Legal Manufacturer: 

Name: 

M/s ALSA 

APPARECCHI 

MEDICALI SRL 

Manufacturer 

Address: 

Via Bonazzi, 16 

40013 Castel 

Maggiore (BO) - 

Italia 

Electrosurgical Unit / 

Diathermy with 

Accessories and Kits 

Model: 

MCDSe Series 

EXCELL 200 MCDSe; 

EXCELL 250 MCDSe; 

EXCELL 350 MCDSe; 

EXCELL 400 MCDSe; 

EXCELL 400/A MCDSe 

NHP Series 

EXCELL NHP 250/D; 

EXCELL NHP 350/D; 

EXCELL NHP 400/D; 

EXCELL NHP 250/DA; 

EXCELL NHP 400/DA; 

EXCELL NHP ENDOMED 

NHP/T Series 

EXCELL NHP/T-400; 

EXCELL NHP/T-200; 

EXCELL NHP/TA-400; 

EXCELL NHP/TA-200 

ALSATOM Series 

ALSATOM SU 50-MPC; 

Already addressed 

in 78th meeting. 
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DEFERRED CASES: 

 

S# Importer Name Manufacture Detail Product Details Decision 

1.  Amir Enterprises, 1st 

Floor Plaza No. 55, Opp. 

Security Checkpoint 

Gate No. 1, Gulshan 

Abad, Adyala Road, 

Rawalpindi.  

 

ELI-00410 

5606-P 

62,000/- 

Legal Manufacturer: 

Ophthalmic Experts Ltd, 50 

Ripple Road, Barking, Ess, IG11 

7PG, United Kingdom. 

 

FSC:  MHRA 

Date of Issuance:    

07-01-2019. 

ISIGHT Intraocular Lens PMMA 

Polymethylmethacrylate 

 

Class-C 

 

Shelf life: 5 years 

 

Model: 

PCC13065 CRO 

Approved subject 

to submission of 

valid FSC 

ALSATOM SU 100-MPC; 

ALSATOM SU 140-MPC; 

ALSATOM SU 140/D- 

MPC; 

ALSATOM SU 140/BD- 

MPC; 

Class: A 

LOA Validity: 

31 December 2027. 

FSC Validity 

(country of origin): 

NA 

EC Certificate validity: 

31-12-2027 

ISO 13485 Certificate 

validity: 19-12-2025 

Shelf life: 

05 years. 

275.  M/S SULTANSONS: 

133 Kutchi Gali # 1, 

Marriott Road 

Karachi- 74000, 

Pakistan 

KARACHI 

(ELI-00051) 

R&I RECEIVING 

DATE. 

07-02-2025. 

 

Fee: PKR 31000/- 

Slip: 037813145 

Dated: 31-12-2024 

 

Tracking ID: 

XWR-TH8-69QM 

 

(LEGAL 

MANUFACTEURER) 

Sanhill Medical 

Instruments Co., Ltd., 

(Manufacturing site) 

5 Building NO.123 

Xinjin Road, 

Qingpu,201700 

Shanghai, China 

Date of R&I 

07 Feb 2025 

FSC: 

Validity 06.06.2026 

FSC: 

FSC of Reference 

Country 

Validity: N/A 

LOA: 

Valid till 16.11 2028 

EC Certificate 

Validity: 31-12-2028 

ISO 13485 

Validity:19-06-2027 

CLASSIC FINE 

+ 

DISPOSABLE 

LATEX FOLEY 

BALLOON 

CATHETER, 

STERILE 3w ay) 

CLASS: B 

Code/Size: ( Fr6, 

Fr8, Fr10, Fr12, 

Fr14, Fr16, Fr18, 

Fr20, Fr22,Fr24, 

Fr26, Fr28, Fr30) 

Shelf Life: 5 Years 

Approved  
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2.  Amir Enterprises, 1st 

Floor Plaza No. 55, Opp. 

Security Checkpoint 

Gate No. 1, Gulshan 

Abad, Adyala Road, 

Rawalpindi.  

 

ELI-00410 

5604-P 

62,000/- 

Legal Manufacturer: 

Ophthalmic Experts Ltd, 50 

Ripple Road, Barking, Ess, IG11 

7PG, United Kingdom. 

 

FSC:  MHRA 

Date of Issuance:    

07-01-2019. 

TRUFOCUS  

Hydrophilic Acrylic Clear Foldable 

Intraocular Lens  

 

Class-C 

 

Shelf life: 5 years 

 

Model: 

HCL1130606CRA 

Approved subject 

to submission of 

valid FSC 

3.  Amir Enterprises, 1st 

Floor Plaza No. 55, Opp. 

Security Checkpoint 

Gate No. 1, Gulshan 

Abad, Adyala Road, 

Rawalpindi.  

 

ELI-00410 

5605-P 

62,000/- 

Legal Manufacturer: 

Ophthalmic Experts Ltd, 50 

Ripple Road, Barking, Ess, IG11 

7PG, United Kingdom. 

 

FSC:  MHRA 

Date of Issuance:    

07-01-2019. 

Occuvue  

Hydrophobic preloaded  

Intraocular Lens 

 

Class-C 

 

Shelf life: 5 years 

 

Model: 

FLL112560 NYA 

Approved subject 

to submission of 

valid FSC 

 

 

END OF DOCUMENT 

****** 


