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Government of Pakistan 

Ministry of National Health Services, Regulation & Coordination 

Drug Regulatory Authority of Pakistan 

*********** 

DECISIONS OF 128TH MEETING OF THE MEDICAL DEVICE BOARD (MDB) 

HELD ON 22ND APRIL-2026 (MANUAL APPLICATIONS PART-II) 

 

128th meeting of the Medical Device Board (MDB) was held in the committee room of Drug Regulatory 

Authority of Pakistan (DRAP), Prime Minister Health Complex, Chak Shahzad, Islamabad on   22nd April 

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

and attended by the following:   

 

  

S# 

Name and Designation/Department Position in the MDB 

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

Regulatory Authority of Pakistan, Islamabad. 

Chairman 

2.  Mr. Salik Zahid, Chief Drug Inspector, Balochistan, a nominee of Director 

General Health, Health Department, Government of Balochistan 

Member 

(attended meeting 

through videolink) 

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

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

Jinnah, Near Raiwind Road, Lahore. 

Member 

(attended meeting 

through videolink) 

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

New Garden Town, Lahore. 

Member 

(attended meeting 

through videolink) 

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

University of Science & Technology Havelian. 

Member 

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

Emergency/Focal Person MSDS, Primary & Secondary Healthcare 

Department, Punjab. 

Member 

(attended meeting 

through videolink) 

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

Sciences, Islamabad (Hospital Pharmacist). 

Member 

(attended meeting 

through videolink) 

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

Islamabad. 

Member 

(attended meeting 

through videolink) 

9.  Mr. Wajahat Ali, Biomedical Manager, Biomedical Engineering 

Department, Darul Sehat Hospital,  Street-19, Block-15, KDA Scheme 36, 

Gulistan-e-Johar, Karachi. 

Member 

(attended meeting 

through videolink) 

10.  Ms. Tazeen Saeed Bukhari, Biomedical Engineer Co-Opted Expert 

(attended meeting 

through videolink) 

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

Secretary  

 

  

 

 

 

 

 

..
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SR. 

NO. 

NAME OF EVALUATOR DESIGNATION 

1.  Mr. Saadat Ali Khan Deputy Director 

2.  Mr. Waqar Ahmad Deputy Director 

3.  Mst. Sadaf Ahmad Deputy Director 

4.  Mr. Dr. Ghayoor Ahmad Deputy Director 

5.  Mr. Muhammad Ashfaq Deputy Director 

6.  Mr. Hafiz Muhammad Asif Iqbal Deputy Director 

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

8.  Mr. Muhammad Amin Deputy Director 

9.  Mr. Ammar Ashraf Awan Deputy Director 

10.  Mr. Hanif Ullah Deputy Director 

 

 

 

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

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

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

..
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Evaluator: Mr. Muhammad Amin (Deputy Director) 
 

Item No. I: 

 

Deferred renewal Cases:  

 

S.

N

o. 

Name of Establishment Name of Technical 

Person 

Name of 

Management 
Decision 

1.  M/s Moon Enterprises, 

 

Office/Godown: 

 324 – Rewaz Garden, 

Lahore 

ELI-00356 

Abdul Rafay Majid 

Pharm D 

Muhammad Afzal 

 

Muhammad Murslin 

 

Zaeema Murslin 

The MDB after thorough 

deliberation decided to 

Approve the renewal of 

Establishment license to 

Import Medical Devices 

under Medical Devices 

Rules, 2017. 

 

 

 

 

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

LOCAL PRODUCTS. 

 

 

Evaluator: Saadat Ali Khan (Deputy Director) 

 

IMPORTED PRODUCT AGENDA: 

 

S# Importer Name Manufacturer Details Name of MD / Class / 

Codes / Shelf life / etc. 

Decision 

1. Unique Visual 

System, L-18m Block-

17, Gulshan-E-Iqbal, 

Karachi 

(ELI-00449 

M/s Chalice Solution PTE 

LT 

No. 6, Zhongxing Road, 

Yunyang street,High-tech 

zone, Danyang city, China 

 

FSC:  China 

08-05-2026 

ISO 13485 dated 18-03-

2027. 

EC (FQA) not provided 

LOA dated 15-07-2024. 

Optiano" Multi-

Purpose Solution 

Contact Lens  

 

Multi-Purpose Solution 

(20% 

polyhexamethylene 

biguanide) 

 

Class-C 

 

MD group: Family  

 

Shelf life: 3 years 

 

Codes: 

 100mL, 360mL & 

500mL 

GXZZ20223160264 

Rejected on grounds that 

the firm has not provided 

valid notarized CE 

certificate or valid 

legalized FSC of RRA 

even after providing ample 

time to fulfil the 

deficiencies. 

 

..

..
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(Model. HA & HA-T) 

 

Fee Challan No.: 

82298189944 PKR: 

62000/- 

 2. K.S. Agencies 

Office 210, 2nd Floor, 

Business Arcade, Main 

University Road, 

Karachi 

(ELI-00382) 

 

29832-R&I 

 

 

 

 

Betatech Medikal Cihazler 

sanayi, Mumessillik, Ic ve, 

Dis, Tic, Ltd. Sti.  

Iki Telli Organize Sanayi 

Bolgesi, Ataturk Oto Sanayi 

Sitesi, 22 Sok Unal, Is 

Merkezi No. 9 / Basaksehir, 

Istra Nbul, Turkey 

OXICEL suture 

 

(Oxidized Regenerated 

Cellulose - Absorbable 

Hemostat) 

Codes and Sizes as per 

FSC: 

 

Class: D 

 

Shelf Life: 3 years 

                                               

Deferred the case that the 

firm shall select one 

product to consider with 

the current application. The 

firm shall apply separately 

for the rest of the products 

through MDMC Online 

Portal. 

 

Furthermore, both parties 

(M/s Medilution 

Healthcare, Karachi , and  

M/s K.S. Agencies, 

Karachi 

(ELI-00382)) shall be 

called upon for a personal 

hearing in the matter to 

determine the authorization 

of the applied product. 

4.  MOODY Global  

Services  

  

Office address:  

Office No. 14,  

2nd Floor,  

Mujahid Plaza,  

Blue area,  

Islamabad  

  

Licence No. ELI- 

00926  

Date of issue:  

17-05-2022  

 Etiometry Inc.,   

 Address: 280 Summer 

Street, Fourth  

Floor Boston, MA, USA  

 

  

 FSC: UK  

Validity: 28-02-2028  

  

LOA Validity:  

30-06-2029  

 

ISO 13485 

Validity: 28-02-2027. 

Etiometry Platform 

software   

  

Generic Name;   

Clinical Decision 

Support Software   

  

Class A  

  

Shelf Life: NA.  

Stability studies do not 

apply to software 

because software does 

not degrade over time 

like physical products.  

  

Model name and its 

version: (As per FSC)  

T3 Platform Software: 

DAV5.4 RAE 10.0  

Deferred for the 

verification of fee challan. 

 

 

5. Moody global services: 

Office No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Sansure Biotech Inc.  

Address:  

No.680, Lusong Road, 

Yuelu District, 410205 

Changsha, Hunan 

Province, Peoples Republic 

of China 

Sansure 
Human Papillomavirus 

DNA Diagnostic kit 

(PCR-Fluorescence          

Probing) 

 

Class-C 

Applied as: Family 

Deferred for the 

verification of fee challan. 

 

 

..

..
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Date of R&I  

18/4/2025 

 

Fee Details: 

Paid Fee: 62,000/- 

 
Fee Challan No: 

942016226423 

 

 

LOA Validity:  

20/08/2029 (copy)  

The firm claimed that the 

notarized attached with the 

dossier of Sample Storage 

Reagent dated 31-01-2025. 

 

FSC issued by China 

Chamber of Commerce for 

Import & Export of 

Medicines & health 

products. 

Validity: 21-12-2026 (copy) 

The firm claimed that the 

notarized attached with the 

dossier of Human 

Immunodeficiency Virus 

Type 1 RNA Quantitative 

Fluorescence Diagnostic Kit 

(PCR-Fluorescence 

Probing)  

 

FSC (Belgium) dated 31-

10-2024 without validity. 

(Apostille) 

ISO Validity:  

22-11-2025. The firm 

claimed that the notarized 

attached with the dossier of 

Sample Storage Reagent 

dated 31-01-2025. 

Shelf life: 12 Months 

 

(Model and 

specification as per 

FSC) 

S3057E (48tests, 24 

tests) 

6. Applicant Name: 

 
Moody global services  

Address of Importer: 

Office No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

30-01-2025 

 

Fee Details: 

Paid Fee: 6000/- 

 
Fee Challan No: 

899850436546 

 

Name of Manufacturer: 

 

Sansure Biotech Inc  

 

Address: 

No. 680, Lusong Road, 

Yuelu District, 41025 

Changsha, Hunan Province, 

People Republic Of China 

 

LOA Validity:  

11-03-2029 

 

FSC: China 

Validity: 25-10-2024 

 

ISO Validity:  

22-11-2025 

Brand name:  

 

Sansure Nucleic acid 

extraction 

(DNA/RNA) or 

purification kit 
 

Generic Name:  

Nucleic acid extraction 

(DNA/RNA) or 

purification kit 

(Magnetic beads 

method) 

 

Class-A 

 

Shelf life: 12 months 

 
Models/ Specification  

S10013E-24 

S10013E-48 

Rejected on the following 

grounds: 

 The firm does not clarify 

the class of the product & 

also does not clarify 

applied types/models as 

required by the board. 

 

..

..



Decisions of 128th Meeting of MDB (22nd April 2026)                                               Page 6 of 76 

 

7. Applicant Name: 

 

Moody Global 

Services, No. 14, 2nd 

Floor, Mujahid Plaza, 

Jinnah Avenue, Blue 

Area, Islamabad 

 

(ELI-00926) 
 

 

Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 62,000/- 
Fee Challan No: 

6718927514 

 

Name of Manufacturer: 

 

Sansure Biotech Inc. No. 

680, Lusong Road, Yuelu 

District, 410205 Changsha, 

Hunan Province, Peoples 

Republic of China 

 

 

LOA Validity:  

20-08-2029 (Copy) 

 

FSC: China 

Validity: 20-11-2026 

(Original Notarized) 

 

ISO Validity:  

22-11-2025 (Copy) 

 

EU FQA Certificate 

Validity: 26-05-2025 

(Original Notarized) 

 

EU Design Examination 

Certificate (2934 warszau 

wa) 

Validity: 26-05-2025 

(Original Notarized) 

Sansure Biotech  

 

Generic Name:  

Human 

Immunodeficiency Virus 

Type 1 RNA 

Quantitative 

Fluorescence 

 

Class-D 

 

Shelf life: 12 months 

 

Applied as: Kit 

 
Models/ Specification  

S3046E-48 

 

Rejected on the ground 

that the firm failed to 

provide clarification and 

verification from the 

NANDO database of the 

European Commission 

regarding the notified body 

that issued the Design 

Examination Certificate. 

8. Applicant Name: 

 
Moody global services  

Address of Importer: 

Office No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

30-01-2025 

 

Fee Details: 

Paid Fee: 6000/- 

 
Fee Challan No: 

2261779566 

 

Name of Manufacturer: 

 

Sansure Biotech Inc  

 

Address: 

No. 680, Lusong Road, 

Yuelu District, 41025 

Changsha, Hunan Province, 

People Republic Of China 

 

LOA Validity:  

11-03-2029 

 

FSC: China 

Validity: 25-10-2024 

 

ISO Validity:  

22-11-2025 

Sansure Sample 

Release Reagent 

 

Generic Name:  

Sample Release 

Reagent 

 

 

Class-A 

 

Shelf life: 02 Years 

 
Models/ Specification  

S1013E-48 

 

Deferred for the 

verification of fee challan. 

 

9. 

 

M/s Ferozsons 

Laboratories Limited, 

P.O. Ferozsons, 

Amangarh, Nowshera-

KPK, Pakistan. 

 

(ELI-00120) 

Legal Manufacturer: 

Boston Scientific 

Corporation, 300, Boston 

Scientific Way, 

Marlborough, MA 01752 

USA. 

 

Intellagen Cardiac 

Ablation System & 

Accessories 

 

Generic Name: 

Cardiac Ablation System 

& Accessories. 

 

Deferred for submission of 

the valid and notarized 

LOA by legal 

manufacturer.  

..

..
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Date of R& I  

16-06-2025 

 

Fee: PKR 120,000/- 

Slip # 37227033937 

Manufacturing Sites: 

1. Stockert GmbH, 

Boetzinger Strasse 31 

Freiburg, Baden-

Wurttemberg, Germany 

79111. 

2. Creation Technologies 

Ltd., 8977-8999 Fraserton 

Court Burnaby, British 

Columbia, Canada V5J 

5H8 

 

 LOA 

Type: Copy of Notarized 

Notarization: Notarized 

Validity: 30-06-2025 

 

 FSC (Verified Online) 

Type: Copy 

Issued By: US FDA 

Legalization: Not Legalized 

Validity: 06-01-2027 

 

 

 ISO – Certificate: 

Type: Original 

Notarization: Notarized 

Validity: 17-07-2027 

Applied as: System 

 

Class: C 

 

Models/Code/size 

i. M004GEN10020

4010-

INTELLAGEN 

RF Generator Kit 

ii. M004GEN10020

401D0-

INTELLAGEN 

RF Generator Kit 

iii. M004GEN10020

401H0-

INTELLAGEN 

RF Generator Kit 

iv. M004GEN10020

401R0-

INTELLAGEN 

RF Generator Kit 

v. M004GEN10020

4030-

INTELLAGEN 

Remote Control 

Kit 

vi. M004GEN10020

403R0-

INTELLAGEN 

Remote Control 

Kit 

vii. M004GEN10020

403H0-

INTELLAGEN 

Remote Control 

Kit 

viii. M004GEN10020

403D0-

INTELLAGEN 

Remote Control 

Kit 

ix. M004GEN10020

4020-

INTELLAGEN 

Irrigation Pump 

Kit 

x. M004GEN10020

402D0-

INTELLAGEN 

..

..
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Irrigation Pump 

Kit 

xi. M004GEN10020

402H0-

INTELLAGEN 

Irrigation Pump 

Kit 

xii. M004GEN10020

402R0-

INTELLAGEN 

Irrigation Pump 

Kit 

xiii. M004GEN10020

0100-

INTELLAGEN 

Foot Pedal 

xiv. M004GEN10020

6260-

INTELLAGEN 

Tubing Set 1 PK 

xv. M004GEN10020

6251-

INTELLAGEN 

Tubing Set 10 

PK 

xvi. M004GEN10020

6241-

INTELLAGEN 

Tubing Set 40 

PK 

xvii. M004GEN10019

9510-

INTELLAGEN 

Catheter Adapter 

Cable, 0.3 Meter 

xviii. M004GEN10019

9430-

INTELLAGEN 

Grounding Cable, 

3 Meter 

xix. M004GEN10019

9470-

INTELLAGEN 

Grounding Cable, 

3 Meter 

xx. M004GEN10020

0900-

INTELLAGEN 

Foot Pedal 

..

..
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Extension Cable, 

7 Meter 

xxi. M004GEN10020

0810-

INTELLAGEN 

Irrigation Pump 

Connection 

Cable, 1 Meter 

xxii. M004GEN10020

0840-

INTELLAGEN 

Irrigation Pump 

Connection 

Cable, 3 Meter 

xxiii. M004GEN10019

9460-

INTELLAGEN 

Irrigation Pump 

Connection 

Cable, 5 Meter 

xxiv. M004GEN10020

0870-

INTELLAGEN 

Irrigation Pump 

Connection 

Cable, 10 Meter 

xxv. M004GEN10020

0720-

INTELLAGEN 

Remote Control 

Connection 

Cable, 10 Meter 

xxvi. M004GEN10020

0750-

INTELLAGEN 

Remote Control 

Connection 

Cable, 15 Meter 

xxvii. M004GEN10019

9440-

INTELLAGEN 

Remote Control 

Connection 

Cable, 25 Meter 

xxviii. M004GEN10020

0780-

INTELLAGEN 

Remote Control 

Connection 

Cable, 30 Meter 

..

..
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xxix. M004GEN10020

0940-

INTELLAGEN 

Serial 

Communication 

Cable, 3 Meter 

xxx. M004GEN10019

9480-

INTELLAGEN 

Serial 

Communication 

Cable, 15 Meter 

xxxi. M004GEN10019

9490-

INTELLAGEN 

Serial 

Communication 

Cable, 5 Meter 

xxxii. M004GEN10019

9450-

INTELLAGEN 

Irrigation Pump 

IV Pole Clamp 

xxxiii. M004RA65010-

Rhythmia HDx 

Ablation 

Connection Box 

(for 

INTELLAGEN) 

xxxiv. M004RA63020-

Rhythmia HDx 

Ablation 

Connection Box-

IntellaNav 

StablePoint (for 

INTELLAGEN) 

 

Service Life: Not 

mentioned 

..

..
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10 

 

 

Verizon. 60-D F.C.C, 

Zahoor Elahi Road, 

Gulberg IV, Lahore 

 

(ELI-00087) 

3033-P 

07-06-2022 

 

Cook Inc. 750 Daniels Way, 

Bloomington in USA, 

47404 

 

FSC: U.S.A 

Valid till: 12/07/2022 

Cook Medical 

Multipurpose 

drainage catheter 

ultrathane 

(Percutaneous Biliary 

drainage catheter and 

sets) 

 

Class-C 

 

Shelf life: 3 years 

 

Codes & Sizes: As per 

FSC: 

Multipurpose Drainage 

Catheter Ultrathane• 

ULT10.2-38-25-P-6S-

CLM-RH, ULT10.2-

38-25-P-6S-MDC, 

ULT10.2-38-35-P-

CLMS-16-RH-FS, 

ULT10.2-38-35-P-

CLMS-8-RH-FS, 

ULT10.2-38-45-P-6S-

CLM-RH, ULT10.2-

38-60-P-6S-CLM-RH, 

ULT12.0-38-25-P-6S-

CLM-RH, ULT12.0-

38-25-P-6S-MDC, 

ULT12.0-38-35-P-

CLMS-16-RH-FS, 

ULT12.0-38-45-P-6S-

CLM-RH, ULT12.0-

38-60-P-6S-CLM-RH, 

ULT12.0-38-60-P-6S-

MDC, ULT14.0-38-25-

P-6S-CLM-RH, 

ULT14.0-38-25-P-6S-

MDC, ULT14.0-38-45-

P-6S-CLM-RH 

ULT14.0-38-60-P-6S-

CLM-RH, ULT16.0-

38-25-P-6S-MCL, 

ULT16.0-38-25-P-6S-

MCL-HC ULT16.0-38-

25-P-6S-MDC, 

ULT16.0-38-40-P-6S-

MCL, ULT16.0-38-60-

P-6S-MCL, ULT18.0-

38-25-P-6S-LMCL, 

ULT20.0-38-25-P-6S-

LMCL, ULT20.0-38-

60-P-6S-LMCL, 

Deferred for Justification 

of 

Multiple code as per 

MDR 2017 with 

documentary 

evidence like 

catalog etc. along with 

submission 

of the fee for the 

relevant code or select one 

model/code to be 

considered in the current 

application. 

..

..
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ULT8.5-38-15-P-6S-

CLM-RH, ULT8.5-38-

25-P-6S-CLM-RH, 

ULT8.5-38-25-P-6S-

MDC, ULT8.5-38-25-

P-CLMS-8-RH-FS, 

ULT8.5-38-35-P-

CLMS-16-RH-FS, 

ULT8.5-38-45-P-6S-

CLM-RH, ULT8.5-38-

60-P-6S-CLM-RH 

11 Mediland Pakistan 

(Pvt) Ltd, 

Office No. B-09 2nd 

Floor, masood Arcade  

IJP Road near Saidpur 

Road Rawalpindi. 

 

ELI-00202 

5931-P 

62,000/- 

Wuxi Hisky Medical 

Technologies Co., Ltd 

Room B401, 530 Plaza, 

University Science Park, 

Taihu International Science 

& Technology Park, 214135 

Wuxi, Jiangsu Province, 

People's Republic of China. 

 

FSC: China. 

Validity:  28-02-2026. 

LOA validity 24-11-2026 

ISO 13485 validity 22-03-

2026 

CE certificate validity 26-

05-2024 with extension 

letter. 

iLivTouch 

FT100 Shear Wave 

Quantificational 

Ultrasound Diagnostic 

System 
 

Class-C 

 

Shelf Life:  N/A 

 

Model: 

FT100 

Rejected on the ground that 

the applied brand name is 

not mentioned in the 

provided LOA or FSC.  

12 Mediland Pakistan 

(Pvt) Ltd, 

Office No. B-09 2nd 

Floor, masood Arcade  

IJP Road near Saidpur 

Road Rawalpindi. 

 

ELI-00202 

5930-P 

62,000/- 

Wuxi Hisky Medical 

Technologies Co., Ltd 

Room B401, 530 Plaza, 

University Science Park, 

Taihu International Science 

& Technology Park, 214135 

Wuxi, Jiangsu Province, 

People's Republic of China. 

 

FSC: China. 

Validity:  28-02-2026. 

LOA validity 24-11-2026 

ISO 13485 validity 22-03-

2026 

CE certificate validity 26-

05-2024 with extension 

letter. 

iLivTouch 

FT9000 Shear Wave 

Quantificational 

Ultrasound Diagnostic 

System 

 

Class-C 

 

Shelf Life:  N/A 

 

Model: 

FT9000 

Rejected on the ground that 

the applied brand name is 

not mentioned in the 

provided LOA or FSC.  

..

..
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13 Orbit Diagnostics, 

403, Plaza 55, Civic 

Centre, Bahria Town, 

Islamabad 

 

ELI-00630 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 31000/- 
Fee Challan No: 

596577365775 

 

AEHEALTH Limited, 

Floor 11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen, P.R. China 

 

 

LOA Validity: 12-03-2030 

 

FSC: China 

Validity: 03-12-2026 

 

FSC: Germany 

Issue date: 25-07-2023 

 

ISO Validity: 26-02-2026 

  

AEHEALTH 

Cardiac Marker 

Immunofluorescence 

Assays-  

D-Dimer Rapid 

Quantitative Test-

25test/kit 

 

Class-B 

 

Shelf life: 2 years 

 

Applied as Kit 

 
Models/ Specification;  

25test/kit 

Approved in Class C as per 

following details. 

Aehealth D-Dimer Rapid 

Quantitative Test-

25test/kit) 

 

14 

 

Orbit Diagnostics, 

403, Plaza 55, Civic 

Centre, Bahria Town, 

Islamabad 

 

ELI-00630 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 31000/- 
Fee Challan No: 

841910119280 

 

AEHEALTH Limited, 

Floor 11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen, P.R. China 

 

 

LOA Validity: 12-03-2030 

 

FSC: China 

Validity: 03-12-2026 

 

FSC: Germany 

Issue date: 25-07-2023 

 

ISO Validity: 26-02-2026 

  

AEHEALTH 

Inflammation Marker – 

Immunofluorescence 

Assays 

 

Class-B 

 

Shelf life:2 years 

 

Applied as Cluster 

 
Models/ Specification;  

 

Rejected on grounds that 

the codes/type of 

inflammation Marker 

applied has not been 

specified/clarified even 

after provision of ample 

time. 

15 

 

 

Orbit Diagnostics, 

403, Plaza 55, Civic 

Centre, Bahria Town, 

Islamabad 

 

ELI-00630 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 31000/- 
Fee Challan No: 

49967772263 

 

AEHEALTH Limited, 

Floor 11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen, P.R. China 

 

 

LOA Validity: 12-03-2030 

 

FSC: China 

Validity: 03-12-2026 

 

FSC: Germany 

Issue date: 25-07-2023 

 

ISO Validity: 26-02-2026 

  

AEHEALTH 

Hormone – 

Immunofluorescence 

Assays 

 

Class-B 

 

Shelf life:2 years 

 

Applied as Cluster 

 
Models/ Specification;  

 

Approved as per following 

details: 

 
Aehealth Hormone (Thyroid) 

T3, T4 & TSH  

(Immunofluorescence 

Assays) 

(25test/kit) 

..

..
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16 

 

Orbit Diagnostics, 

403, Plaza 55, Civic 

Centre, Bahria Town, 

Islamabad 

 

 

ELI-00630 

 

Fee: 62000 

Challan no. 

965737121856 

 

R&I date: 18-04-2025 

AEHealth Limited, Floor 

11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen P.R. China. 

 

LOA Valid till: 12-03-

2030(Copy) 

 

FSC (china) Valid till: 02-

12-2026(copy) 

 

FSC (Germany) Issue date: 

25-07-2023 (Copy) 

 

ISO Valid till: 06-02-2026 

(Copy) 

  

 

AEHealth 

Cancer Marker-

Immuno fluorescence 

Assays 

 

Applied as: Cluster 

 

Class C 

 

Shelf Life: 2 years 

 

Code:  

• 25-(OH) - VD (25-

OH-Vitamin D) Rapid 

Quantitative Test 

• CEA (Carcino 

embryonic Antigen) 

Rapid Quantitative Test 

• FER (Ferritin) Rapid 

Quantitative Test 

PGI/PII (Pepsinogen I/ 

Pepsinogen 

II) Rapid Quantitative 

Test 

• MAU (Micro 

albumin) Rapid 

Quantitative Test 

Approved the two separate 

product as per following 

details: 

 

i.AEHealth 25-(OH) - VD 

(25-OH-Vitamin D) Rapid 

Quantitative Test 

(Immuno fluorescence 

Assays) 

(25test/kit) 

 

ii.AEHealth 

FER (Ferritin) Rapid 

Quantitative Test 

(Immuno fluorescence 

Assays) 

 

(25test/kit) 

 

17 

 

M/s. Orbit 

Diagnostics, 403, 

Plaza 55, Civic Centre, 

Bahria Town, 

Islamabad 

 

(ELI- 01330) 

 

R&I detail  

18-04-2025 

Fee: 6000 

Slip: 96878403647 

Dated: 14-04-2025 

 

 

M/s. AEHEALTH Limited, 

Floor 11, Building 1B, BTR 

Technology Park, Longtian 

Street, Pingshan District, 

Shenzhen, P.R. China 

 

LOA Validity: 

12-03-2030 

 

FSC issuance (China):  

02-12-2026 

 

ISO Validity:   

06-02-2026 

Brand name: 

Lamuno Plus 

 

Generic Name: 

Fluorescence 

Immunoassay Analyzer 

 

Class: A 

 

Codes/Sizes:  

N/A  

 

Shelf life:  

As per stability studies 

Approved as per following 

details, 

Lamuno Plus 

(Fluorescence 

Immunoassay Analyzer) 

Size dimensions 260(L) x 

240(W) x 140 (H)mm 

Weight 2.6Kg Max  

 

18 

 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 93556877678 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Lansionbio 

 

Generic Name: 

TT4 Test Kit (Dry 

Fluorescence 

Immunoassay) 

 

FT4 Test kit (Dry 

Fluorescence 

immunoassay) 

Applied as: Cluster 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

..

..
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Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

 

 

Shelf Life: 18 months 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

19 

 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 830202386 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

D-Dimer Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

20 

 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 0450241616 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Brand Name: 

Lansionbio 

 

Generic Name: 

cTnl Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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Validity: 02-04-2027 

21 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 5364080180 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

Ferritin Test Kit (Dry) 

Fluorescence 

Immunoassay 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

22 

 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip 10110911330 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

PRL Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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23 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 338704615 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

β-HCG Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

LS-1100 

LS-2100 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

24 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 8236512591 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

TSH Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

LS-1100 

LS-2100 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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25 

 

M/s. Shams            

Scientific Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 2213299666 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued by: Jiangsu Medical 

Product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

FSH Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

26 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip 525339444829 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

CRP Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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27 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip 598436840 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

TT3 Test Kit (Dry 

Fluorescence 

Immunoassay) 

FT3 Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

28 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip 68191003 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

25-OH-VD Test Kit 

(Dry Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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29 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip 665759020126 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

HbA1c Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

30 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 6000/‐ 

Slip # 78241834831 

Lansion Biotechnology Co.,  

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

Lansionbio 

 

Generic Name: 

Ferritin Test Kit (Dry) 

Fluorescence 

Immunoassay 

Applied as: Cluster 

Class: A 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

LS-1100 

LS-2100 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

..

..
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31 M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 9943353501 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Apostille  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

 

Lansionbio 

 

Generic Name: 

PSP Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

32 

 

M/s. Shams Scientific 

Traders, 

22-Y-J Madina Town 

Faisalabad. 

 

ELI-00459 

 

R&I Date: 10-07-2025 

Fee: 31000/‐ 

Slip # 68191003 

Lansion Biotechnology Co., 

Ltd.,  

Address: 

No. 6 Qiande Road, Science 

Park, Jiangning District, 

Nanjing Jiangsu, P.R. China 

LOA 

Type: Copy  

Notarization: Yes  

Validity: 07-04-2028 

 FSC 

Type: Copy 

Issued  

By: Jiangsu Medical 

product Administration 

Legalization: Apostille 

Validity: 04-08-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: Yes 

Validity: 02-04-2027 

Brand Name: 

 

Lansionbio 

 

Generic Name: 

LH Test Kit (Dry 

Fluorescence 

Immunoassay) 

Applied as: Kit 

Class: B 

Models/Code/sizes (as 

per FSC & application  

 

Model: 

-- 

Shelf Life: 18 months 

 Rejected on grounds that 

the firm does not provide 

the following documents 

even after  provision of 

ample time: 

 

1-Valid Notarized LOA 

 

2-Valid Notarized ISO 

13484 certificate 

 

3-Valid notarized CE 

certificate  

 

4-No Clarification 

provided for applying as 

CLUSTER, nor any code 

and models of products  

33 

 

FM Health Care  

 

Address: 203, Al-

Rehman Centre Block 

7/8 KCHS, Shaheed-

e-Millat Road 

Karachi 

 

License No: ELI-

German Medical 

Technology (Beijing) Co., 

Ltd,  

 

Add: 68A, No.16 Huan Ke 

Zhong Lu, Jinqiao Science 

& Technology Industrial 

Base Zhongguancun 

Science Park Tongzhou 

Monarch Sure 

Anchor 

Mammography & 

Localization Needle   

 

Class: B  

 

Shelf Life: 5 Years  

 

Approved the one product as 

family with following details: 

One group. 

Sure Anchor1  

20Gx5cmD 

20Gx7cmD 

20Gx10cmD 

20Gx12cmD 

20Gx15cmD 

..

..
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00082 

 
DRAP Application 

Submission Date:  

04-04-2022 

 

DRAP Fees:  

Rs: 25,000/-  

Challan No.  

98546865264 

Dated: 22-03-2022 

 

Park Tongzhou District, 

Beijing 101102, P. R. 

China  

Tel: +86(10)5694 0198    

Fax: +86(10)5694 0199     

Website: 

http://www.germanmedtech

.com/ 

 

 

Free Sale Certificate  

Expiry: 11-07-2025 

 

LOA Expiry: 10-Jan-2029 

 

CE Certificate  

Expiry: 26-05-2024 

 

Notified Body Extension 

Confirmation Letter 

Reference No. 

MDR CERBO0310124 

Rev. 1 

 

ISO Certificate 

Expiry: 29-01-2028 

 

 

Sizes Code:  

Sure Anchor1  

20Gx5cmD 

20Gx7cmD 

20Gx10cmD 

20Gx12cmD 

20Gx15cmD 

 

Sure Anchor2 

20Gx5cmS 

20Gx7cmS 

20Gx10cmS 

20Gx12cmS 

20Gx15cmS 

 

Sure Anchor1E 

20Gx5cmD 

20Gx7cmD 

20Gx10cmD 

20Gx12cmD 

20Gx15cmD 

 

Sure Anchor2S 

20Gx5cmS 

20Gx7cmS 

20Gx10cmS 

20Gx12cmS 

20Gx15cmS 

 

 

 

 

Firm shall apply separately 

for remaining products 

through online application 

portal. 

 
 

34 

 

V care International  
8C ,6 sunset commercial 
Lane Phase 2 Extension 
Defense housing 
authority Karachi  
ELI: 00433  
33-C  

05-11-2022  

YASEE Biomedical Inc. NO.9, 
Xiuyuan Rd, High-Tech 
Development Zone, Qingdao 
City, China.  
FSC China 16-05-2023  
FSC MHRA, UK  

Issuance 01-12-  

BeneSense PLUS  
(Blood Glucose Meter 
System)  
 
Class-C  
Shelf life: 24 Months 
(strips)  
Model:  

AC-305  

Approved 

 

35 M/s. Al-Huda 

Enterprises Room No. 

5, 2nd Floor, Patiyala 

Complex, Patiala 

Ground, Lahore. 

 

(ELI- 01114) 

 

R&I detail  

Name of Manufacturer: 

M/s. Firstar Healthcare 

Company Limited 

(Guangzhou), Rm.901, 

Building No.2, 

Headquarters Center, Tia’an 

High-Tech Ecological Park, 

Panyu, 511400 Guangzhou, 

China. 

Brand name: 

Daawee Medical Tape 

 

Generic Name: 

Medical Tape 

 

Class: A 

 

Codes/Sizes:  

Rejected on ground that 

the firm failed to provide 

valid legalized FSC of 

country of origin issued 

by the concerned 

regulatory authority even 

after  provision of ample 

time, the firm provide 

same FSC  issued by the 

..

..
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15-05-2025 

Fee: 6,000/- 

Slip: 104813683157 

 

 LOA 

Type: Original 

Notarization: By CCPIT. 

Validity: 01-02-2030 

 

 FSC 

Type: Original 

Issued By: CCM 

Legalization: Apostilled 

Validity: 09-02-2027 

 

 ISO Certificate 

Type: Original 

Notarization: By CCPIT 

Validity: 31-8-2026 

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: 5 Years  

China Chamber of 

commerce. 

36 M/s M Zafar Steel 

Furniture, Shop No. 

05, Modern Complex, 

UP Society NO. 1, 

Karachi Central North, 

Karachi 

 

ELI-01263 

 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 6,000/- 
Fee Challan No: 

67939279 

Dated:  

M/s. Hebei Webian 

Medical Instrument 

Trading Co., Ltd., No. 10 

Xiwaihuan Road, Zaoqiang 

Country and Hengshui 

City, Hebei Province, 

China 

 

LOA Validity:  

31-12-2026 

 

FSC: China 

Validity: 25-05-2026 

 

ISO Validity:  

05-02-2026 

Brand name:  
Medical Trolley 

 

Generic: Medical Trolley 

 

Class-A 

 

Shelf life: N/A 

 
Models/ Specification: 

YC01、J103、J104、

ET750-28、ET750-01、

ET850-01、MT750-01、

MT850-01. ITT750-04、

ITT850-04、AT750-01、

AT850-01、AT750-02、

AT850-02、HS-

02CHT25D、 HS-

02CHT25D2、HS-

02CHT50D、HS-

02CHT50D2, HS-

03CHT20D、HS-

03CHT36D. HS-

03CHT36BD、101A、

101B、101C、101D、

101G、101H、101J、

101K、201A、 201B、

201C、201D、201G、

201H、201J、201K、

D105、D107、D108、

D109、 G08、WB-

LCT01、WB-LCT02、

WB-LCT03、WB-C1、

WB-C2、WB-C3、WB-

C4、 WB-WT01、WB-

WT02、WB-WW01、

WB-WW02、WB-ST01

Rejected on grounds that 

the firm does not clarify the 

following even after  

provision of ample time: 

 Grouping that the multiple 

codes applied in the single 

application, the FSC 

issuance authority in 

Chinese language, also not 

provided the brand name. 

 
 

..

..
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、WB204、GWC01、 

GWC02、GWC03、

GWC04、GWC05、

GWC06、WBL005 

37 M/s M Zafar Steel 

Furniture, Shop No. 

05, Modern Complex, 

UP Society NO. 1, 

Karachi Central North, 

Karachi 

 

ELI-01263 

 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 6,000/- 
Fee Challan No: 

2518009006 

Dated:  

M/s. Hebei Webian 

Medical Instrument 

Trading Co., Ltd., No. 10 

Xiwaihuan Road, Zaoqiang 

Country and Hengshui 

City, Hebei Province, 

China 

 

LOA Validity:  

31-12-2026 

 

FSC: China 

Validity: 25-05-2026 

 

ISO Validity:  

05-02-2026 

Brand name:  
Manual Hospital Bed 

 

Generic: Manual Hospital 

Bed 

 

 

Class-A 

 

Shelf life:  

Service life 10 Years 

 
Models/ Specification: 

A01、N01(A)、N01(B)

、A02、A02-1、A02-2

、A02-2A.A02-3、A02-

4、A02-5、A02-6 A02-7

、A02-8、A02-10、

A03-2、A03-3、N03、

R03、A03、A03-1、

A04、A04-1. A04-2、

A06、A06-1、A06-2、

A07、A08、A08-1、

A09、A09-1、A09-2、

A11、804、 B04-1、

B04-2、B04-3、、B04-4

、B04-5、B04-6、B04W

、B05、805-1、 N04B

、 N04A、 A05、A05-1

、A05-2、A10、A12、

B02、B02-1、B02-2、

B02-3、B02-4、B02-5、

B02-6. B03、B03-1、

N02A、N02B、R02、

W02、ZO2、NO2、B01

、B01-1、B01-2、B01-3

、 B01-4、B01-5、R01 

 

Rejected on grounds that 

the firm does not clarify the 

following even after  

provision of ample time: 

 Grouping that the multiple 

codes applied in the single 

application, the FSC 

issuance authority in 

Chinese language, also not 

provided the brand name. 

 
 

..

..
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38 

 

M/s M Zafar Steel 

Furniture, Shop No. 

05, Modern Complex, 

UP Society NO. 1, 

Karachi Central North, 

Karachi 

 

ELI-01263 

 

 
Date of R&I  

18-04-2025 

 

Fee Details: 

Paid Fee: 6,000/- 
Fee Challan No: 

56714762 

Dated:  

M/s. Hebei Webian 

Medical Instrument 

Trading Co., Ltd., No. 10 

Xiwaihuan Road, Zaoqiang 

Country and Hengshui 

City, Hebei Province, 

China 

 

LOA Validity:  

31-12-2026 

 

FSC: China 

Validity: 25-05-2026 

 

ISO Validity:  

05-02-2026 

Electric Wheelchair 

 

Generic:  

Electric Wheelchair 

 

Class-A 

 

Shelf life: 5 Years 

 
Models/ Specification: 

LYI-WBECG-1, LYI-

WBECG-6, LYAL-

WBECG-1, LYAL-

WBECG-2, LYAL-

WBECG-3, LYAL-

WBECG-4, LYPS-

WBECG-1, LYPS-

WBECG-2, LYPS-

WBECG-3, LYPS-

WBECG-4, LYPS-

WBECG-5, LYPS-

WBECG-6, LYPS-

WBECG-7, LYPS-

WBECG-8, LYPS-

WBECG-9, LYPS-

WBECG-10, LYPS-

WBECG-11, LYPS-

WBECG-12, LYPS-

WBECG-13, LYPS-

WBEZX-1 

Rejected on grounds that 

the firm does not clarify the 

following even after  

provision of ample time: 

 Grouping that the multiple 

codes applied in the single 

application, the FSC 

issuance authority in 

Chinese language, also not 

provided the brand name. 

 
 

39 M/s New Pakistan 

Traders, Office No. 

306/II, Trade Tower, 

Altaf Hussain Road, 

New Challi, Karachi 

 

(ELI-00161) 

 

R&I Date: 05-06-2025 

Fee: 6,000/‐ 

Slip # 1385364440 

 

Anhui Bytech Medical 

Supplies Co. Ltd,  

Address: Lingbi Economic 

Development, Suzhou City, 

Anhui Province, China 

 

LOA 

Type: Copy 

Notarization: No 

Issue Date: 16-04-2025 

Validity: 15-04-2035 

 

FSC: 

Type: Copy 

Issued by: Not mentioned 

 Legalization: No 

Validity: 27-05-2026 

 

ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 06-03-2026 

Comfort Care 

Disposable Vinyl 

Examination Gloves S, 

M, L, XL 
Generic Name: 

Disposable Vinyl 

Examination Gloves S, 

M, L, XL 

Applied as: Family 

Class: A 

Models/Code/sizes (as 

per FSC & application  

Model:  

Size: S, M, L, XL 

 

Shelf Life: 5 years  

Rejected on the 

following grounds: 

LOA is issued to a 

different firm (M/s Al 

Madina International 

Co.) instead of the 

applicant (New Pakistan 

Traders).  

 

Submitted FSC has not 

been issued by the 

relevant regulatory 

authority of country of 

origin.  

ISO 13485 certificate is 

expired. 

 

..

..
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47 

 

M/s New Pakistan 

Traders, Office No. 

306/I. Trade Tower, 

Altaf Hussain Road, 

New Challi, Karachi 

 

ELI-00161 
 

Date of R& I  

30-06-2025 

 

Fee: 31,000/- 

Slip # 576316101 

M/s Bonree Medical Co., 

Ltd., No. 4, Longzhu 

Garden, Wanmu Industrial 

Estate, Nanlang 528451, 

Zhongshan Guangdong 

China 

 

 LOA: 

Type: Copy 

Notarization: not notarized 

Issue Date: not mentioned 

Validity: 29-11-2034 

 

 FSC: China 

Type: Copy 

Legalization: Not Legalized 

Validity: 24-10-2025 

 

 ISO – Certificate: 

Type: Copy 

Notarization: not notarized 

Validity: 31-07-2025 

 

 EU Quality Management 

Certificate: 

Not submitted. 

Brand name: 

Comfort Care Non-

Rebreathing Mask 

 

Generic Name: 

Non Rebreathing Mask 

 

Applied as: Family 

 

Class: B 

 

Code/sizes (as per FSC 

& Application): 
Adult Standard, Pediatric 

Standard, Elangoated, 

child, Infant 

 

Service Life: 5 Years 

Approved with 

manufacturing address as 

per FSC as per following 

details: 

 

Product Comfort Care 

Non-Rebreathing Mask 

(Adult Standard, Pediatric 

Standard) 

 

Manufactuer: 
Bonree Medical Co., Ltd. 

1st floor of Building No.2, 

Building No.4, Longzhu 

Village Economic Estate, 

Longzhu Avenue, Nanlang, 

528451 Zhongshan, 

Guangdong, PEOPLE'S 

REPUBLIC OF CHINA)  

 

48 M/s Biocare 

Enterprises, Plot No. 

64/2 St#17, FECHS 

(NPF) 0-9 PWD Road, 

Islamabad 

 
(ELI-00220) 

 

Date of R&I  

11-04-2025 

 

Fee Details: 

Paid Fee: 50000/- 

Slip No. 1165944563  

M/s Shenzhen Cornley 

Bio-Medical Co., Ltd., 6/F 

Building 10, Block 3, 

Yangbei Industrial Park, 

Huangtian Community, 

Hangcheng Street, Bao’an 

518128, China 

 

LOA Validity:  

16-01-2030 

 

FSC: Germany 

Issue date: 28-02-2022 

 

FSC: China 

Validity: 04-08-2026 

 

ISO Validity:  

08-12-2026 

 

Cornley 

Vitagas 5 Series Blood 

Gas and Electrolyte 

Analyser and their 

related reagent, 

consumables, 

Accessories and Spare 

parts  
 

Class-B 

 

Shelf life: not 

mentioned 

 
Models/ Specification: 

Not specified 

Rejected due to the 

following grounds: 

1-The submitted Free Sale 

Certificate of (Germany) 

does not mention the 

applied product.  

2-The manufacturer details 

in the FSC do not match 

the actual manufacturer 

(M/s Meizhou Cornley Hi-

Tech Co., Ltd., China). 

 

3-Not provided 

Justification for grouping 

of multiple product. 

49 Name  

Krestacorp 

Address of Importer  
76-C, 3rd Floor, 

SuitNo. 02, Khayaban-

e-jami, sreet No. 09, 

D.H.A Phase 07, 

M/s Karex Industries SDN 

BHD PTD. 7906 & 7907 

Taman Pontian Jaya, Bt. 

34, Jalan Johor, 82000, 

Pontian Johor 

DarulTakzim, Malaysia. 

 

Brand name 

KLIMAX FLAME & 

ICE 

Natural rubber Latex 

Male condoms 

Class C 

 

Approved 

..

..
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Karachi. 

 

Date of R& I  

08-07-2024 

Fee 

Rs. 50,000/ through 

slip no. 78095813975, 

dated 05-07-2024 

 

Export only Certificate 

Validity 27-08-2029 

 

EU Quality Management 

System Certificate (MDR) 

02-08-2028 validity. 

 

Marketing Authorization 

Letter: Issuance 24-04-2024 

 

 

ISO 13485  
Valid till 07-02-2025 

Shelf Life:  5 Years 

 

Codes and sizes; 

P52S-XUT 

 

 

50 M/s         Batla Impex 

Shop No.40 Namco 

Centre Cambell Street 

Karachi 

ELI-00170 

 

R&I Details 

21/04/2025 

Fee Challan No 

4621150966   Date 

17/04/25 

Fee: 31000 

Legal Manufacture 

M/s Zibo Eastmed 

Healthcare Products Co. 

Ltd.  

No.118 Huaguang Road 

Zhangdian District Zibo 

255000 Shandong China 

 

LOA: 

Validity: 

25-10-2029 

 

FSC: 

Country of Origin 

Validity: 27-09-2029 

 

ISO 13485: 

Validity: 31-12-2028 

 

CE extension notification is 

provided 

 

New Golden Spinal 

Needle 

 

Class B 

 

Shelf life: 05Years 

 

Codes/Sizes: 

16G,17G, ,18G,19G, 

20G,21G,22G,23G,24G

, 

25G26G,27G,28G,29G. 

 

Rejected on the ground of 

non-submission of original 

and legalized/ notarized 

documents including 

Credentials, LOA, FSC of 

China, ISO 13485 and CE 

certificates for the applied 

product.  

 

51 Royal Medical  

  Office No. 26th, 3rd 

Floor United Trade 

Center Plot # 5, 

Block-6, Gulshan-e-

Iqbal Karachi  

Establishment 

License: (ELI-00691 

 

R&I Date: 7th August 

2023 

Legal Manufacturer  

  

Name: Bicakcilar Tibbi 

Cihazlar Sanayi ve. Tic. 

A.S.   

Address: Osmangazi Mah. 

Gazi Cad. No: 21 Esenyurt 

34522, Istanbul – Turkey 

Website: 

www.bicakcilar.com  

 

Bicakcilar- Coronary 

Artery Perfusion 

Cannula (12CH- 45 

Degree Tip) 

 

Codes/Models:   

330 0461 1 

 

 

Approved in Class-D with 

5 Years Shelf Life 

..

..
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52 Royal Medical  

  Office No. 26th, 3rd 

Floor United Trade 

Center Plot # 5, 

Block-6, Gulshan-e-

Iqbal Karachi  

Establishment 

License: (ELI-00691 

 

R&I Date: 7th August 

2023 

Bicakcilar Tibbi Cihazlar 

Sanayi ve. Tic. A.S.   

Address: Osmangazi Mah. 

Gazi Cad. No: 21 Esenyurt 

34522, Istanbul – Turkey 

 Website: www.bicakcilar.c 

Bicakcilar- Aortic Root 

Cannula/Needle 

Codes/Models:  330 

0111 1      

Approved in Class-D with 

5 Years Shelf Life 

53 M/s. Radiant Medical 

(Pvt.) Ltd., 6th Sher 

Shah, New Garden 

Town, Lahore. 

 

(ELI- 00135) 

 

R&I detail  

11-07-2025 

Fee: 31,000/- 

Slip: 71296559 

Name of Manufacturer: 

Dr. Langer Medical 

GmbH, Am Bruckwald 26 

79183 Waldkirch, 

Germany. 

 

 LOA 

Type: Original 

Notarization: Notarized 

Validity: 31-01-2026 

 

 FSC 

Type: Original 

Issued By: Govt. Body 

Legalization: Legalized 

Issue Date: 26-06-2024 

Validity: Not mentioned 

 

 ISO Certificate 

Type: Original 

Notarization: Notarized 

Validity: 12-06-2028 

Avalanche XT 

Facial Nerve Monitor. 

 

Applied as: Family 

 

Class: B 

 

Model/Codes/Sizes (as 

per application, FSC 

& DOC):  

 Avalanche XT 

Neuromonitor 

20-0023 

 Avalanche XT 

Headbox 

21-0022 

21-0023 

21-0025 

21-0026 

21-0027 

21-0028 

 Avalanche XT 

Software SI 
30-1100 

30-1101 

30-1102 

30-1103 

30-1104 

30-1105 

 SEP Stimulator 
20-0007 

 AEP Stimulator 
20-0003 

 Avalanche XT 

Connection Cable 
41-0018 

41-0019 

41-0020 

 Avalanche XT Mute 

Sensor 
21-0005 

21-0020 

Approved the following 

code only:  

 

Avalanche XT 

Neuromonitor 

20-0023 

 

The firm shall apply 

separately for the 

remaining products 

through online MDMC 

portal. 

..

..
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Service life: 10 Years 

54 M/s. Radiant Medical 

(Pvt.) Ltd., 6th Sher 

Shah, New Garden 

Town, Lahore. 

 

(ELI- 00135) 

 

R&I detail  

11-07-2025 

Fee: 31,000/- 

Slip: 464103347 

Dr. Langer Medical 

GmbH, Am Bruckwald 26 

79183 Waldkirch, 

Germany. 

 

 LOA 

Type: Original 

Notarization: Notarized 

Validity: 31-01-2026 

 

 FSC 

Type: Original 

Issued By: Govt. Body 

Legalization: Legalized 

Issue Date: 26-06-2024 

Validity: Not mentioned 

 

 ISO Certificate 

Type: Original 

Notarization: Notarized 

Validity: 12-06-2028 

Avalanche Plus 

Intraoperative 

Neuromonitor. 

 

Applied as: Family 

 

Class: B 

 

Model/Codes/Sizes (as 

per application, FSC 

& DOC):  

 Avalanche Plus 

Neuromonitor 

20-0100 

 Avalanche Plus 

System Link Cable 

20-0101 

 Avalanche Plus I/O 

Box 

20-0110 

 Avalanche Plus EMG 

Amplifier 

20-0120 

 Avalanche Plus EP 

Amplifier 

20-0130 

 Avalanche Plus 

Software Modules 

30-1001 (EMG) 

30-1002 (SEP) 

30-1003 (MEP) 

30-1004 (AEP) 

30-1005 (Phase 

Reversal) 

30-1006 (DCS) 

30-1007 (VEP) 

30-1008 (EEG) 

Service life: 10 Years 

Approved the following 

code only:  

 

Avalanche Plus 

Neuromonitor 

20-0100 

 

The firm shall apply 

separately for the 

remaining products 

through online MDMC 

portal. 

..

..
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55 M/s. Radiant Medical 

(Pvt.) Ltd., 6th Sher 

Shah, New Garden 

Town, Lahore. 

 

(ELI- 00135) 

 

R&I detail  

11-07-2025 

Fee: 62,000/- 

Slip: 76124758661 

Asclepion Laser 

Technologies GmbH, 

Bruesseler Strasse 10 

07747 Jena, Germany. 

 

 LOA 

Type: Copy of notarized 

Notarization: Notarized 

Validity: 31-12-2026 

 

 FSC 

Type: Copy 

Issued By: Govt. Body 

Legalization: Not 

legalized 

Issue Date: 14-01-2025 

Validity: Not mentioned 

 

 ISO Certificate 

Type: Copy of notarized 

Notarization: Notarized 

Validity: 02-12-2027 

Brand name: 

MultiPulse HoPLUS 

 

Generic Name: 

Holmium Laser 

Surgical Instrument. 

 

Applied as: Family 

 

Class: C 

 

Model/Codes/Sizes (as 

per application & 

DOC & FSC):  

 MultiPulse HoPLUS 

J19-1150-000 

(150W/230V) 

J19-1151-000 

(150W/240V) 

J19-1161-000 

(100W/208V) 

J19-1181-000 

(100W/230V) 

 Morcellator 

Handpiece 

839-3000-000 

 Morcellator Blades 

839-3200-000 

(350mm) 

839-3300-000 

(400mm) 

 

Service life: 5 Years 

Approved the following 

code only:  

 

MultiPulse HoPLUS 

J19-1150-000 

(150W/230V) 

 

The firm shall apply 

separately for the 

remaining products 

through online MDMC 

portal. 

56 Tri-Tech International 

10-C, 6TH Sunset 

Commercial Lane, 

Phase 2 EXT, DHA, 

Karachi                                

(ELI-00247) 

Foras Bilg. Elekt. Medikal 

san ve Tic ltd. Sti  

Ostim OSB Mahallesi 

1269. adde, No:35 06374 

Ankara/ Turkey 

 

FSC Turkey issued on 10-

07-2020 

Binefes  

Ventilator  

(ICU Ventilator DEM 

T-19) 

 

Class C 

 

Shelf life: 10 Yr 

 

Rejected on grounds that 

in the provided FSC the 

brand name was not 

mentioned & firm does 

not clarify it even after 

provision of ample time. 

 

 

57 Tri Tech International, 

Plot 10 C 6th Sunset 

St, Commercial Lane 

Phase 2 Ext Defence 

Housing Authority, 

Karachi, 75500 

PAKISTAN 

Lic. No. ELI-00247 

 

R & I submission 

Date: 03.06.2024 

Mediana.Co. Ltd 

132, Donghwagongdan-ro, 

Munmak-eup, 

Wonju-si, Gangwon-do, 

26365, Republic of Korea 

 

FSC Validity (14.09.2023) 

Korea 

ISO Valid Till (29.10.2025) 

EC Valid Till (05.11.2023) 

LOA Valid Till (12.09.2028) 

Automated External 

Defibrillator  

HeartOn A-16-DS 

 

Class C 

 

Shelf Life: 5 Years 

 

Codes/Sizes 

(mention as per FSC) 

HeartOn A-16-DS 

Approved  

..

..
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58 Tri Tech International, 

Plot 10 C 6th Sunset 

St, Commercial Lane 

Phase 2 Ext Defence 

Housing Authority, 

Karachi, 75500 

PAKISTAN 

Lic. No. ELI-00247 

 

R & I submission 

Date: 03.06.2024 

 

MEDIANA.CO.LTD 

132, Donghwagongdan-ro, 

Munmak-eup, 

Wonju-si, Gangwon-do, 

26365, Republic of Korea 

 

FSC Validity (14.09.2023) 

Korea 

ISO Valid Till (29.10.2025) 

EC Valid Till (05.11.2023) 

LOA Valid Till 12.09.2028 

Defibrillator / Monitor  

D100 

 

Class C  

 

Shelf Life: 5 Years 

 

Codes/Sizes 

(mention as pet FSC) 

 

Approved  

59 M/s. MR Medical 

Pakistan Pvt Ltd., 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad. 

 

(ELI- 01008) 

 

R&I detail  
24-06-2025 

Fee: 6,000/- 
Slip: 04466793454 

Nanjing Mindray Bio-

Medical Electronics Co. 

Ltd., 666# Middle 

Zhengfang Road, Jiangning, 

211111 Nanjing, Jiangsu, 

China. 

 

 LOA 

Type: Copy of Apostilled 

Attested By: CCPIT 

Validity: 31-12-2025 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 FSC 
Type: Copy of Apostilled 

Issued By: Govt. Body 

Attested By: CCPIT 

Legalization: Apostilled 

Validity: 15-05-2026 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 ISO Certificate 
Type: Copy of attested 

Attested By: CCPIT 

Validity: 31-12-2025 

Mindray  

Operating Table 

 Hybase V8 

 

Class: A 

 

Model/Codes/Sizes (as 

per application & 

FSC): 

Hybase V8 

 

Applied as: Single 

 

Service life: 32 Years 

Approved  

..

..
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60 M/s. MR Medical 

Pakistan Pvt Ltd., 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad. 

 

(ELI- 01008) 

 

R&I detail  
24-06-2025 

Fee: 6,000/- 
Slip: 237444720859 

Name of Manufacturer: 

Nanjing Mindray Bio-

Medical Electronics Co. 

Ltd., 666# Middle 

Zhengfang Road, Jiangning, 

211111 Nanjing, Jiangsu, 

China. 

 

 LOA 

Type: Copy of Apostilled 

Attested By: CCPIT 

Validity: 31-12-2025 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 FSC 
Type: Copy of Apostilled 

Issued By: Govt. Body 

Attested By: CCPIT 

Legalization: Apostilled 

Validity: 15-05-2026 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 ISO Certificate 
Type: Copy of attested 

Attested By: CCPIT 

Validity: 31-12-2025 

Mindray  

Operating Table 

 Hybase V8 Classic 

 

Class: A 

 

Model/Codes/Sizes (as 

per application & 

FSC): 

Hybase V8 Classic 

 

Applied as: Single 

 

Service life: 32 Years 

Approved  

61 M/s. MR Medical 

Pakistan Pvt Ltd., 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad. 

 

(ELI- 01008) 

 

R&I detail  
24-06-2025 

Fee: 6,000/- 
Slip: 8015338272 

Name of Manufacturer: 

Nanjing Mindray Bio-

Medical Electronics Co. 

Ltd., 666# Middle 

Zhengfang Road, Jiangning, 

211111 Nanjing, Jiangsu, 

China. 

 

 LOA 

Type: Copy of Apostilled 

Attested By: CCPIT 

Validity: 31-12-2025 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 FSC 
Type: Copy of Apostilled 

Issued By: Govt. Body 

Attested By: CCPIT 

Legalization: Apostilled 

Validity: 15-05-2026 

(Original attached with 

Mindray  

Operating Table 

 Hybase V5 Pro 

 

Class: A 

 

Model/Codes/Sizes (as 

per application & 

FSC): 

Hybase V5 Pro 

 

Applied as: Single 

 

Service life: 32 Years 

Approved  

..

..
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operating table (Hybase 

3000) dossier) 

 

 ISO Certificate 
Type: Copy of attested 

Attested By: CCPIT 

Validity: 31-12-2025 

62 M/s. MR Medical 

Pakistan Pvt Ltd., 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad. 

 

(ELI- 01008) 

 

R&I detail  
24-06-2025 

Fee: 6,000/- 
Slip: 44059514755 

Name of Manufacturer: 

Nanjing Mindray Bio-

Medical Electronics Co. 

Ltd., 666# Middle 

Zhengfang Road, Jiangning, 

211111 Nanjing, Jiangsu, 

China. 

 

 LOA 

Type: Copy of Apostilled 

Attested By: CCPIT 

Validity: 31-12-2025 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 FSC 
Type: Copy of Apostilled 

Issued By: Govt. Body 

Attested By: CCPIT 

Legalization: Apostilled 

Validity: 15-05-2026 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 ISO Certificate 
Type: Copy of attested 

Attested By: CCPIT 

Validity: 31-12-2025 

Mindray 

Operating Table 

 Hybase V5 

 

Class: A 

 

Model/Codes/Sizes (as 

per application & 

FSC): 

Hybase V5 

 

Applied as: Single 

 

Service life: 32 Years 

Approved  

63 M/s. MR Medical 

Pakistan Pvt Ltd., 

Office No. 1101, 11th 

Floor, ISE Tower, 

Jinnah Avenue, Blue 

Area, Islamabad. 

 

(ELI- 01008) 

 

R&I detail  
24-06-2025 

Fee: 6,000/- 
Slip: 246743900152 

Name of Manufacturer: 

Nanjing Mindray Bio-

Medical Electronics Co. 

Ltd., 666# Middle 

Zhengfang Road, Jiangning, 

211111 Nanjing, Jiangsu, 

China. 

 

 LOA 

Type: Copy of Apostilled 

Attested By: CCPIT 

Validity: 31-12-2025 

(Original attached with 

operating table (Hybase 

Mindray  

Operating Table 

 Hybase V3 

 

Class: A 

 

Model/Codes/Sizes (as 

per application & 

FSC): 

Hybase V3 

 

Applied as: Single 

 

Service life: 32 Years 

Approved  

..

..
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3000) dossier) 

 

 FSC 
Type: Copy of Apostilled 

Issued By: Govt. Body 

Attested By: CCPIT 

Legalization: Apostilled 

Validity: 15-05-2026 

(Original attached with 

operating table (Hybase 

3000) dossier) 

 

 ISO Certificate 
Type: Copy of attested 

Attested By: CCPIT 

Validity: 31-12-2025 

64 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 2385125809 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued By: -- 

Legalization: No 

Validity: 01-03-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

Hefei Disposable 

Dental Needle 

 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Deferred with final 

opportunity for the 

following:  

 

Clarification of class as the 

product falls in class B but 

applied in class A. The 

form shall revise 

application with Form-7A 

& fee of class-B along 

with code in FSC. 

65 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 0937276462 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued By: -- 

Brand Name: 

Hefei Non-Woven 

Sponge 

Generic Name: 

Non-Woven Sponge 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Approved one Size (2x2) 

inches. 

 

The firm shall apply 

separately through online 

MDMC portal for 

remaining sizes 

..

..
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Legalization: No 

Validity: 30-03-2027 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

66 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 6139296535 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued By: -- 

Legalization: No 

Validity: 01-03-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

Brand Name: 

Hefei Micro Brush 

Generic Name: 

Micro brush 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Approved one Size 50mm. 

 

The firm shall apply 

separately through online 

MDMC portal for 

remaining sizes 

67 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 0653749461 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued By: -- 

Legalization: No 

Validity: 01-03-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

Brand Name: 

Hefei Barrier film 

Generic Name: 

Barrier film 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Approved one Size 10cm. 

 

The firm shall apply 

separately through online 

MDMC portal for 

remaining sizes 

..

..
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68 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 787191980232 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued by: -- 

Legalization: No 

Validity: 04-09-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

Hefei Self-healing 

pouch 

 

Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Approved one Size 

110mmx280m 

 

The firm shall apply 

separately through online 

MDMC portal for 

remaining sizes. 

69 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 15-07-

2025 

Fee: 6000/‐ 

Slip # 9071153511 

Name of Manufacturer: 

Hefei Mlush Sanitary 

Products Co., Ltd., 

Address: 

West Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District, Hefei City, Anhui 

Province, China 

LOA 

Type: Copy  

Notarization: No 

Validity: 31-12-2030 

 FSC 
Type: Copy 

Issued By: -- 

Legalization: No 

Validity: 04-09-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 31-07-2026 

Brand Name: 

Hefei Saliva Ejector 

Generic Name: 

Saliva ejector 

 Applied as: Single 

Class: A 

Models/Code/sizes (as 

per FSC & 

application  

 

Model: 

Not provided 

Shelf Life: 3 years 

Approved one Size 1.5 

 

The firm shall apply 

separately through online 

MDMC portal for 

remaining sizes. 

70 M/s. Mr. Dental 

Supply (Pvt) Ltd., UG-

42, Land Mark Plaza , 

Jail Road, Lahore 

 (ELI-00306) 

 

R&I Date: 18-07-

2025 

Fee: 31000/‐ 

Name of Manufacturer: 

United Dental Changzhou 

Address: 

B1 Building No. 9, Chang 

Yang Rd., Wujin District 

Changzhou 213145 Jiangsu 

P.R. China 

LOA 

Type: Copy  

Brand Name: 

UDG Root Canal Files 

Generic Name: 

Root Canal Files 

Applied as: Single 

Class: B 

Models/Code/sizes (as 

per FSC & 

application  

Rejected on following 

grounds: 

1. LOA is expired 

2. ISO 13485 is 

expired 

3. FSC is expired 

 

Details of the product 

regarding codes and sizes 

..

..
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Case No:71: REGISTRATION OF MEDICAL DEVICES - DISPUTE OF LETTER OF 

AUTHORIZATION. 

 

 

       

S.# Importer Name Manufacturer Name Medical Device Name Decision of 100th Meeting of 

MDB 

1.  Applicant Name: 

M/s Sadqain 

Healthcare Pvt. 

Ltd., Safari Villas 

II, Commercial 

Complex, 3rd 

Floor, Bahria 

Town, Phase 7, 

Rawalpindi 

 

 

ELI-00020 

 

Date of R&I  

14-07-2025 

Fee Details: 

Paid Fee: 62,000/- 

Fee Challan No: 

3662459837 

 

Name of 

Manufacturer: 

Insightra Medical, Inc, 

2543 Madison Street 

#105, Clarksville, TN, 

37043 United States of 

America 

Contract 

Manufacturing:  

Done at Dolphin life 

science LLC Block No 

133  Village Dhamdod 

NR . Hotel Supreme .ta 

.Mangrol Surat , Gujrat 

, India .  

LOA Validity:  

16-03-2028 (Copy ) 

 

FSC: USA 

Validity: 06-06-2026 

(Original) 

 

ISO Validity:  

23-04-2027(copy) 

 

EU QA/ EC Certificate 

Not given  

Brand name:  

 

Ultra IABP Catheter  kit   

 

Generic Name:  

Ultra aortic Balloon Catheter kit 

 

Class-D 

 

Shelf life:  5 years 

Models/ Specification  

Ultra IABP 7Fr Catheter Kit, 

System, Balloon, Intra Aortic 

and Control 

 

IMU7F-20 System, Balloon, 

Intra Aortic and Control 

 

IMU7F-25 System, Balloon, 

Intra Aortic and Control 

 

IMU7F-30 System, Balloon, 

Intra Aortic and Control 

 

IMU7F-35 System, Balloon, 

Intra Aortic and Control 

 

IMU7F-40 System, Balloon, 

Intra Aortic and Control 

Decision: 

Deferred for the submission 

of Valid Notarized Letter of 

Authorization and evidence 

of valid market authorization 

of the applied product as it has 

been reported that the M/s 

Insightra USA has been 

acquired by another firm as 

this ambiguity creates 

questions on the safety 

efficacy and quality of the 

applied product. 

 

 

 

Slip # 7293654648 Notarization: No 

Validity: 07-06-2026 

 FSC 
Type: Copy 

Issued By: -- 

Legalization: No 

Validity: 05-05-2026 

 

 ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 22-04-2023 

 

Model: 

Not provided 

Shelf Life: 5 years 

are not also clarified. 

 Furthermore, the 

submission does not clarify 

whether the product is a 

single item or part of a 

product family (grouping). 

 

 

..

..
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Evaluator: Rana Ahsan Ul Haq Attar (Deputy Director) 

 

 
IMPORT DEFERRED CASES  

 

 

S# Importer Name Manufacturer Details Name of MD / Class / 

Codes / Shelf life / etc. 

Decision 

1.  Name:  

Moody Global  

Services.  

Address:  

No 14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue,  

Blue Area, Islamabad  

44000, Pakistan. 

 

R&I 21.8.24 

Fees 25000 

996987999358 

 

286-L2V-94E8 

 

R&I Dated: 25-09-

2025. 

LEGAL  

MANUFACTEURER)  

Maccura  

Biotechnology Co.,  

Ltd., China  

Address:  

16#, Baichuan  

Road, Hi-tech  

zone, 611731  

Chengdu, PEOPLES  

REPUBLIC OF  

CHINA  

  

LOA: valid till 10.10.28 

ISO 13485: valid till 

30.11.24 

FSC China valid till23.8.24 

Brand Name:  

Maccura   

Product Name:   

I800 Automatic  

Chemiluminescenc 

 e Analyzer  

Part No:  

i 800  

   

  

Shelf life:   

10 Years 

The MDB rejected the case due to 

following reason: 

1. The challan 996987999358 is 

expired, not verified.  

2. The name & address of 

manufacturer in FSC and ISO is 

different than the name mentioned 

as legal manufacturer. 

3. CE certificate not submitted. 

4. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

2.  Name:  

Moody Global  

Services.  

Address:  

No 14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue,  

Blue Area, Islamabad  

44000, Pakistan. 

 

R&I 21.8.24 

Fees 25000 

996987999358 

 

99Z-H2L-Q14W 

 

R&I Dated: 25-09-2025 

 

LEGAL  

MANUFACTEURER)  

Maccura  

Biotechnology Co.,  

Ltd., China  

Address:  

16#, Baichuan  

Road, Hi-tech  

zone, 611731  

Chengdu, PEOPLES  

REPUBLIC OF  

CHINA  

  

LOA: valid till 10.10.28 

 

ISO 13485: valid till 

30.11.24 

 

FSc China valid till23.8.24 

Brand Name:  

Maccura   

Product Name:   

I1000 Automatic  

Chemiluminescence  

Analyzer   

Part No:  

i 1000  

   

  

Shelf life:   

10 Years 

The MDB rejected the case due to 

following reason: 

1. The challan 996987999358 is 

expired, not verified.  

2. The name & address of 

manufacturer in FSC and ISO is 

different than then the name 

mentioned as legal manufacturer. 

3. CE certificate not submitted. 

4. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

3.  Name:  

Moody Global  

Services.  

Address:  

No 14, 2nd Floor,  

Mujahid Plaza,  

Jinnah Avenue,  

Blue Area, Islamabad  

44000, Pakistan. 

 

R&I 21.8.24 

Fees 25000 

996987999358 

LEGAL  

MANUFACTEURER)  

Maccura  

Biotechnology Co.,  

Ltd., China  

Address:  

16#, Baichuan  

Road, Hi-tech  

zone, 611731  

Chengdu, PEOPLES  

REPUBLIC OF  

CHINA  

  

Brand Name:  

Maccura  

  

Generic Name:   

Reagent Strips  

Urinalysis  

  

Model number:  

 U11 B  

100 tests  

U14 B: -  

100 tests           

Shelf life:  

The MDB rejected the case due to 

following reason: 

1. The challan 996987999358 is 

expired, not verified.  

2. The codes are not mentioned in 

FSC China. 

3. CE certificate not submitted. 

4. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

..
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R&I Dated: 25-09-

2025. 

LOA: valid till 10.10.28 

 

ISO 13485: valid till 

30.11.24 

 

FSc China valid till23.8.24 

13 months 2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

 

4.  Applicant: 

M/s Moody Global 

Services. 

Address:  

Office No. 14, 2 nd 

Floor, Mujahid plaza, 

Jinnah Avenue, Blue 

area, Islamabad, 44000, 

Pakistan. 

(ELI-000926) 

Fee details: 

Amount paid:  

PKR 5000/- 

Paid Slip / challan No.: 

7931138558 

Dated:  

 

R&I Dated: 25-09-

2025. 

(Legal Manufacturer) 

Name: M/s Maccura 

Biotechnology Co., Ltd. 

16#, Baichuan Road, Hi-

tech zone, 611731 Chengdu, 

PEOPLES REPUBLIC OF 

CHINA. 

Free Sale Certificate Valid 

till: 26-11-2024 

 

Letter of authorization: 

10-10-2028 

 

 

Brand name: Maccura 

Generic:  

hematology analyzer calibrators 

and control   

 

Model:  

Part No:  

Hematology Analyzer 

Calibrator  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×5  

• 3.5mL ×1  

• 3.5mL ×2  

• 3.5mL ×5  

 

Hematology Analyzer Control 

Level 1:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3 

• 2.5mL ×6  

 

Level 2:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3  

• 2.5mL ×6  

 

Level 3:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3  

• 2.5mL ×6  

Level 1~Level 3: 2.5mL ×3 

 

Class- B 

Shelf life: 90 days 

 

ISO 13485 Certificate 

validity: 

 

The MDB rejected the case due to 

following reason: 

1. The challan 7931138558 is 

expired, not verified.  

2. The following sizes not 

mentioned in FSC China 

Hematology Analyzer Control 

Level 1:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3 

• 2.5mL ×6  

 

Level 2:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3  

• 2.5mL ×6  

 

Level 3:  

• 2.5mL ×1  

• 2.5mL ×2  

• 2.5mL ×3  

• 2.5mL ×6  

Level 1~Level 3: 2.5mL ×3  

3. EC certificate issued by 

CMC Medical Devices & 

Drugs S.L. that is consultancy 

Firm instead of CAB. 
4. Only 1st page of ISO 13485 

attached. 

5. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

5.  Moody global services  

Address of Importer : 

Office  No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

 

Date of R&I  

09-04-2025 

 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

Registered Address (as 

per Form-7A): 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

Dymind 

Thrombin Time Assay 

Reagent (Coagulation 

Method) Models: CA-TT 

 

 

Applied as : Kit 
 

Class-C 

 

Shelf life: 24 months 

 

The MDB rejected the case due to 

following reason: 

1.The manufacturing site and 

sizes not mentioned in FSC 

Germany and FSC China 

(valid till 18.01.2026). 
2. Fee for the family for class C not 

submitted.  

3. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

..
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Fee Details: 

Paid Fee: 62,000/- 

 

Fee Challan No: 

97425628728 

 
Dated: 08-04-2025 

China. 

Manufacturing Site 

Address (as per Form-

7A): 

1st, 2nd , 4th Floors, 

Area-A,  Building B, 

Yeming Mold Industrial 

Park, Genyu Road, Tian 

Liao Community, 

Yutang Sub district 

Office , Guang Ming 

District, Shenzhen 

518132 P.R. China. 

Manufacturer Address 

(as per FSCs) 

 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China. 

 

LOA Validity:  

31-12-2029 (notarized 

copy) 

 

FSC: Germany issued 

on 13-01-2025 

(Embassy 

attested/apostile) 

 

FSC: China 

Validity: 18-01-2026 

(Apostille copy) 

 

ISO Validity:  

30-05-2026 (notarized 

copy) 

 

Specification:  

5.0mL×10 

3.0mL×1 

3.0mL×10 

1.5 mL×10 

1 test/kit 

10 tests/kit 

15 tests/kit 

30 tests/kit 
 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

6.  Moody global services  

 

Address of Importer : 

Office  No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

09-04-2025 

 

Fee Details: 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

Address: 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China 

DYMIND 

Hematology Calibrator 

 

Class-B 

 

Shelf life: 60 days 

 

Model:  

DM-CAL-PF 

  

Specification:  

3mL×1, 3mL×2, 3mL×3 

 

Rejected the case for the 

following reasons: 

1. FSC china valid till 

18.01.2026. 

2. The pack sizes not 

mentioned in FSC Germany. 

3. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

..
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Paid Fee: 31,000/- 

 
Fee Challan No: 

0351594624 

 

Dated: 08-04-2025 

 

LOA Validity:  

31-12-2029 

 

FSC: China 

Validity: 18-01-2026 

 

ISO Validity:  

30-05-2026 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

7.  Applicant Name: 

 
Moody global services  

Address of Importer: 

Office No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 6000/- 
Fee Challan No: 

242941912 

Dated: 08-04-2025 

Name of 

Manufacturer: 

 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

 

Address: 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China 

 

LOA Validity:  

31-12-2029 

 

FSC: China 

Validity: 10-10-2026 

 

ISO Validity:  

30-05-2026 

Brand name:  
 

DYMIND Hematology 

Analyzer Lyse 
 

 

Generic Name: 

Hematology Analyzer Lyse 

  
Class-A 

 

Shelf life: 02 Years 

 
Models/ Specification: 

(As per applied dossier also 

available in FSC) 

 

  

Model Specification 

LYD-1 50mL、

100mL、 

200mL、

500mL、 

1L、4L 

LYD-2 100mL、

200mL、 

500mL、1L

、4L 
 

Rejected the case as firm 

submitted that they have 

applied as cluster but fee for 

the cluster not submitted. 
The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

8.  Applicant Name: 

 
Moody global services  

Address of Importer : 

Office  No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 6000/- 

Name of 

Manufacturer: 

 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

 

Address: 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China 

Brand name:  
 

DYMIND Hematology 

Analyzer Lyse 

 

Generic Name:  

Hematology Analyzer Lyse 

 

Class-A 

 

Shelf life: 02 Years 

 
Models/ Specification  

(As per applied dossier also 

available in FSC) 

 

Rejected the case as firm 

submitted that they have 

applied as cluster but fee for 

the cluster not submitted. 
The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

..

..



Decisions of 128th Meeting of MDB (22nd April 2026)                                               Page 42 of 76 

 

Fee Challan No: 

28314116878 

Dated: 08-04-2025 

 

LOA Validity:  

31-12-2029 

 

FSC: China 

Validity: 10-10-2026 

 

ISO Validity:  

30-05-2026 

Model and Specification 

(as per FSC): 

Model Specification 

LYC-1 50mL、

100mL、 

200mL、
500mL 

、1L、4L 

LYC-2 100mL、 

200mL、
500mL 

、1L、4L 
 

9.  Applicant Name: 

 
Moody global services  

Address of Importer : 

Office  No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 6000/- 
Fee Challan No: 

7968396353 

Dated: 08-04-2025 

Name of 

Manufacturer: 

 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

 

Address: 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China 

 

LOA Validity:  

31-12-2029 

 

FSC: China 

Validity: 10-10-2026 

 

ISO Validity:  

30-05-2026 

Brand name:  
 

DYMIND Hematology 

Analyzer Lyse 

 

Generic Name: 

Hematology Analyzer Lyse 
 

Class-A 

 

Shelf life:  02 Years 

 
Models/ Specification  

(As per applied dossier also 

available in FSC) 

 

Model Specification 

LYA-1 200mL、
500mL 

LYA-2 100mL、

200mL、 

500mL、1L 

LYA-3 200mL、

500mL、 

1L、4L 
 

Rejected the case as firm 

submitted that they have 

applied as cluster but fee for 

the cluster not submitted. 
The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

10.  Moody global services  

Address of Importer : 

Office  No. 14, 2nd 

Floor, Mujahid Plaza, 

Blue area, Islamabad 

 

(ELI-01038) 
 

 

Date of R&I  

09-04-2025 

 

Fee Details: 

Shenzhen Dymind 

Biotechnology Co., 

Ltd. 

Registered Address (as 

per Form-7A): 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

Dymind 

Serum Amyloid A Protein 

Reagent 

(Immunonephelometric 

Method) 

Applied as : Kit 
 

Class-C 

 

Shelf life: 12 months 

 
Models/ Specification  

The MDB rejected the case due to 

following reason: 

1.The manufacturing site and 

sizes not mentioned in FSC 

Germany and FSC China 

(valid till 18.01.2026). 
2. Fee for the family for class C not 

submitted.  

3. The MDB further decided to to 

constitute the following fact finding 

committee for the verification of the 

challans that firm has previously 

submitted in different cases: 

1. Mr. Muhammad Amin, DD; 

..
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Paid Fee: 62,000/- 

 
Fee Challan No: 

29515198 

 

Dated: 08-04-2025 

China. 

Manufacturing Site 

Address (as per Form-

7A): 

1st, 2nd , 4th Floors, 

Area-A,  Building B, 

Yeming Mold Industrial 

Park, Genyu Road, Tian 

Liao Community, 

Yutang Sub district 

Office , Guang Ming 

District, Shenzhen 

518132 P.R. China. 

Manufacturer Address 

(as per FSCs) 

 

10th Floor, Building B, 

High-tech Park, 

Guangqiao Road, 

Tianliao Community, 

Yutang Street, 

Guangming District, 

Shenzhen 518107 P.R. 

China. 

 

LOA Validity:  

31-12-2029 (notarized 

copy) 

 

FSC: Germany issued 

on 13-01-2025 

(Embassy 

attested/apostile) 

 

FSC: China 

Validity: 18-01-2026 

(Apostille copy) 

 

ISO Validity:  

30-05-2026 (notarized 

copy) 

 13 mL R: 1×13 mL; 

 25 mL R: 1×25 mL; 

 45 mL R: 1×45 mL; 

 75 mL R: 1×75 mL; 

 90 mL R: 1×90 mL; 

 26 mL R: 2x13 mL; 

 50 mL R: 2×25 mL; 

 90 mL R: 2x45 mL; 

 150 mL R: 2×75 mL; 

 25tests R: 25×350 μL; 

 50tests R: 50×350 μL. 

 

2. Rana Ahsan ul Haq Athar, DD. 

The committee is requested to 

submit report for consideration of 

the board within 15 days. 

 

11.  Applicant Name: 

 

Johnson & Johnson 

Pakistan (Pvt) Ltd., 

Office No. 506, 5th 

Floor, Horizon 

Tower, Block 3, 

Scheme 5, Clifton 

Karachi 

 

(ELI-00154) 

 

Name of Manufacturer: 

 

Biosense Webster, Inc. 

31 Technology Drive, 

Suite 200 Irvine, CA 

92618, USA 

 

Physical Manufacturer: 

Biosense Webster, Inc. 

Circuito Interior Norte, 

No. 1820 Parque 

Industrial Salvarcare 

Brand name:  

 

Optrell Mapping Catheter 

with TruEref Technology 

 

Generic Name:  

Optrell Mapping Catheter 

with TruEref Technology 

D142901 

D142902 

 

Class-D 

Approved Optrell Mapping 

Catheter with TruEref 

Technology 

Code/model D142901 

 

 

..
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Date of R&I  

23-04-2025 

 

Fee Details: 

Paid Fee: 62,000/-  

Fee Challan No: 

914920945832 

 

Juarez, Chihuahua 

Mexico 32574 

 

 

LOA Validity:  

25-11-2034(Copy) 

 

FSC: USA 

Validity: 21-10-2026 

(Copy) 

 

ISO Validity:  

01-10-2027 (Copy) 

 

EU QA Certificate 

Validity: 16-05-2029 

(Copy) 

EU technical doc  

 Validity 8.11.2027 

 

Shelf life: 3 Years 

 

Applied as: Set 

 

Models/ Specification  

 

12.  M/s Otsuka Pakistan 

Limited  

30-B. Sindhi Muslim 

CoOoperative 

Housing Society, 

Karachi-74400. 

(ELI-00243) 

 

R&I Date:  

01-04-2022 

CMS tracking ID:  
LNG-39L-7NWB 

 

Fee: 25,000/- 

 

Manufacturer: 
M/s Otsuka Electronics 

Co., Ltd., Shiga Plant 1-

10, Sasagaoka, 

Minakuchi-cho, Koka-

shi, Shiga, 528-0061, 

Japan 

 

LOA 

Notarization: No 

Issued: 21-12-2023 

 

 FSC 
Legalized: Legalized 

Issued by: MHLW, 

Japan 

Issued: 14-03-2023 

 

ISO – Certificate: 

Notarization: No 

Valid till: 31-01-2028 

 

EC Certificate: Valid 

till 20-12-2028 

Brand Name:  
POConePlus Infrared 

Spectrophotometer 

Generic Name: 

Point-of-care infrared 

spectrometry breath 

analyzer IVID, automated 

Applied as: System 

Class: B 
 

Models/Code/sizes (as per 

FSC & application: 

POConePlus-AS10 Auto 

Sampler 

Service life 

6 years 

Approved. 

13.  4S International, Suit 

No, 205, 2nd Floor, 

Al-Fiza Glass 

Tower, Rashid 

Minhas Road, 

Karachi 

 

(ELI-00290 

Balton Sp. Z.o.o  

ul. Nowy Swait 7/14 

street 00-496 Warsaw 

Poland  

 

Firm has submitted the 

fee challan 

311479988907 dated 

21.01.2024 of 

Rs.172100/- for 

Valver®-Valvuloplasty 

Balloon Catheter 

 

Class D 

Approved following codes: 

VAL15X40110 

VAL15X25110 

VAL16X25110 

VAL16X40110 

VAL16X45110 

VAL18X40110 

VAL18X45110 

VAL20X40110 

VAL20X45110 

..
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following 33 codes: 

VAL15X40110 

VAL15X25110 

VAL16X25110 

VAL16X40110 

VAL16X45110 

VAL18X40110 

VAL18X45110 

VAL20X40110 

VAL20X45110 

VAL23X40110 

VAL23X45110 

VAL25X45110 

VAL25X40110 

VAL28X40110 

VAL30X60110 

VALP5X2070 

VALP6X2070 

VALP7X2070 

VALP8X2070 

VALP8X2570 

VALP8X3070 

VALP9X2070 

VALP9X3070 

VALP10X2070 

VALP10X3070 

VALP11X2070 

VALP11X3070 

VALP12X2070 

VALP12X3070 

VALP14X2570 

VALP14X4070 

VALP15X2570 

VALP15X4070 

 

VAL23X40110 

VAL23X45110 

VAL25X45110 

VAL25X40110 

VAL28X40110 

VAL30X60110 

VALP5X2070 

VALP6X2070 

VALP7X2070 

VALP8X2070 

VALP8X2570 

VALP8X3070 

VALP9X2070 

VALP9X3070 

VALP10X2070 

VALP10X3070 

VALP11X2070 

VALP11X3070 

VALP12X2070 

VALP12X3070 

VALP14X2570 

VALP14X4070 

VALP15X2570 

VALP15X4070 

 

14.  4S International, Suit 

No, 205, 2nd Floor, 

Al-Fiza Glass Tower, 

Rashid Minhas Road, 

Karachi 

(ELI-00290) 

 

Date of R&I 

14-11-2022 

 

Fee Details: 

Paid Fee: 50,000/-  

Challan No. 

26718554017 

 

APT Medical Inc. 

No. 009, Xiangxiang 

Road, Xiangxinag 

economic development 

zone, Xiangxiang City, 

Hanan 411400, PR 

China 

 

LOA  

Type: Scan copy of 

non-notarized copy.  

Validity: 31-12-2025 

  

FSC 
Type: Scan copy of 

non-notarized copy 

Issued By: Hunan 

Medical Product 

Anyreach C  

PTCA Guide Wire 

 

Applied as Single: 

Class-D 

 

Shelf life:  

3 years 

Codes/Model/Sizes 

Not specify 

 

Approved Anyreach C 

guidewire with following 

codes: 
40A019C0614, 

40A030C0614, 

40S019B06, 

40S030B06, 

40A019B0634,  

40H019B0634, 

40S019C06, 

40S030C06, 

40A019C0634, 

40H019C0634 

 

 

..
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Administration, China. 

Validity: 24-03-2026 

 

FSC 
Type: Scan copy of 

non-notarized copy 

Issued By: Germany 

Issuance date: 05-11-

2024 
Validity: Not 

mentioned 

 

 ISO 13485: 

Type: Scan copy of 

non- notarized copy 

Validity: 23-08-2027 

 

15.  HOSPICARE 

SYSTEMS 

Emarah Suites, 9th 

Floor, Plot# 8-B, 

Block-A,    

SMCHS, Shahrah-

e-Faisal, Karachi-

75350, Pakistan, 

Karachi 

Fee: Rs 31000 /- 

Challan No.: 

98860878350 

Date of 

submission: 03 

August 2025 

Tracking ID: 

MDMR-20250803-

00002 

Legal Manufacturer 

(as per FSC) 

Philips Medizin 

Systeme Böblingen 

Gmbh  

Address: Hewlett-

Packard Strasse 2, 

71034 Böblingen, 

GERMANY 

ISO 13485: 

Submitted 
Issue Date: 2024-10-

29 

Validity Date: 2027-

10-28 

Notarization Status: 

Notarized 

EC Certificate: 

Submitted 
Issue Date: 2025-06-

18 

Validity Date: 2030-

06-17 

Issuing Authority: 

Baden Wurttemberg 

Germany 

Attestation Status: 

Attested from 

embassy of Pakistan  

FSC 

LOA: Submitted 
Issue Date: 2025-06-

11 

Brand Name: 

Avalon CL Base Station 

Generic Name: 

Avalon Base Station 

Class C 

Device/Accessories 

Name: Avalon CL Base 

Station 

Shelf life/service life: 10 

Years 

Codes/Sizes (if any): 

866074/ 

Specify grouping: Single 

Storage condition: 20 to 

60 C 

Disposed off as device has 

been already approved in 104 

MDB and Enlistment has been 

issued vide MDIR-00000418. 

..
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Validity Date: 2030-

05-12 

Notarization Status: 

Notarized 

ISO 13485: 

Submitted 
Issue Date: 2024-10-

29 

Validity Date: 2027-

10-28 

Notarization Status: 

Notarized 

EC Certificate: 

Submitted 
Issue Date: 2025-06-

18 

Validity Date: 2030-

06-17 

Issuing Authority: 

Baden Wurttemberg 

Germany 

Attestation Status: 

Attested from 

embassy of Pakistan  

FSC 

LOA: Submitted 
Issue Date: 2025-06-

11 

Validity Date: 2030-

05-12 

Notarization Status: 

Notarized 
16.  HOSPICARE 

SYSTEMS 

Emarah Suites, 9th 

Floor, Plot# 8-B, 

Block-A,   

SMCHS, Shahrah-

e-Faisal, Karachi-

75350, Pakistan, 

Karachi 

Fee: Rs 31000 /- 

Challan No.: 

789324022869 

Date of 

submission: 03 

August 2025 

Tracking ID: 

MDMR-20250803-

Legal Manufacturer 

(as per FSC) 

Philips Medizin 

System Böblingen 

Gmbh  

Address: Hewlett-

Packard Strasse 2, 

71034 Böblingen, 

GERMANY 

 

ISO 13485: 

Submitted 
Issue Date: 2024-10-

29 

Validity Date: 2027-

10-28 

Notarization Status: 

Brand Name: 

Avalon CL Fetal & 

Maternal Pod 

Generic Name: 

Fetal & Maternal Pod 

Class C 

Device/Accessories 

Name: Avalon CL Fetal 

& Maternal Pod 

Shelf life/service life: 4 

Years 

Codes/Sizes (if any): 

866488/ 

Specify grouping: Single 

Storage condition: 20 to 

60 C 

Disposed off as device has 

been already approved in 104 

MDB and Enlistment has been 

issued vide MDIR-00000422. 

..
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00003 Notarized 

EC Certificate: 

Submitted 
Issue Date: 2025-06-

18 

Validity Date: 2030-

06-17 

Issuing Authority: 

Baden Wurttemberg 

Germany 

Attestation Status: 

Embassy of Pakistan 

attested 

FSC 

LOA: Submitted 
Issue Date: 2025-06-

11 

Validity Date: 2030-

05-12 

Notarization Status: 

Notarized 

ISO 13485: 

Submitted 
Issue Date: 2024-10-

29 

Validity Date: 2027-

10-28 

Notarization Status: 

Notarized 

EC Certificate: 

Submitted 
Issue Date: 2025-06-

18 

Validity Date: 2030-

06-17 

Issuing Authority: 

Baden Wurttemberg 

Germany 

Attestation Status: 

Embassy of Pakistan 

attested 

FSC 

LOA: Submitted 
Issue Date: 2025-06-

11 

Validity Date: 2030-

05-12 

Notarization Status: 

Notarized 

..
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17.  Ayyan Molecular 

Products, 43/11, FCC 

Villas Muratib Ali 

Road, Gulberg-IV, 

Lahore Gulberg 

Town 

 

ELI-00240 

R&I Date: 02-07-

2025 

Fee: Rs. 6,000 vide 

deposit slip no. 

12768871 

Name of 

Manufacturer: 

Ustar Biotechnologies 

(Hangzhou) Ltd. 

Address: 

6/F, Bldg 2, 611 

Dongguan Road, 

Binjiang District 310053 

Hangzhou Zhejiang 

Province, People's 

Republic of China 

LOA 

Type: Copy 

Notarization: No 

Issued date: 25-05-

2025 

 FSC: Not submitted 

 

 ISO – Certificate: Not 

submitted 

Brand Name: 

PortNAT Molecular 

Analyzer 

Generic Name: 

Molecular Analyzer 

Applied as: Single 

Class: A 

Models/Code/sizes (as per 

FSC & application  

PN0102 

Shelf Life: 5year 

Rejected as device is not 

mentioned in FSC Germany. 

18.  M/S LAB  

MEDICAL  

SOLUTIONS  

PVT LTD 

14/1-A  

MAIN.HARLEY  

STREET  

RAWALPINDI 

ELI – 00694 

Company name:  

Guangzhou Wondfo  

Biotech Co., Ltd.  

Address: No. 8 Lizhishan  

Road, Science City,  

Huangpu District,  

510663, Guangzhou, P.R.  

China  

Tel: (+86) 400-830-8768  

E-mail:  

Finecare@wondfo.com.c

n 

Website: en.wondfo.com 

All the manufacturing 

processes are carried out 

in the following site: 

No.8 Lizhishan Road,  

Science City, Huangpu  

District, 510663,  

Guangzhou, P.R. 

China 

RAPID TEST  

KITS 

MEDICAL  

DEVICES 

Class B 

Rejected for the following: 

1. Fee for the cluster not 

submitted. 

2. undertaking on stamp paper 

not submitted. 

3. FSC not submitted. 

4. CE marking certificate not 

submitted. 

 

19.  Applicant Name:  

GeenTech International, 

Mumtaz Centre, Suit No. 

03, 2nd Floor 15-A 

Shahrah-e-Fatima, 

Lahore 

Minitube GmbH 

HauptstraBe 41, 84184 

Tiefenbach, Germany 

 

 

 

Brand Name: 

QuickLock AI Gun 

 

Generic Name:  

QuickLock AI Gun 

 

Rejected for the following: 

1. ISO 13485 not notarized. 

2. Brief description or use of 

QuickLock AI Gun not given. 

3. FSC not provided. 

4. CE certificate not provided. 

..
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Godown Address: House 

No. 04-05, Street No. 01, 

Hassan Kot, Dubai 

Town, Raiwind Road, 

Lahore 

 

(ELI-01180) 

 

R&I Date: 28-04-2025 

 

Fee details: 

Paid Fee:  Rs. 6000 

Challan No: 

97236861139 

 

R&I Dated: 22-10-2025 

 

R&I Dated: 28-11-2025 

 

LOA Validity: 01-05-2025 

 

FSC: Germany 

Issue date: 09-06-2022 

 

ISO Validity:  

 

EC validity:  

 

 

Class-A 

 

Shelf life:  

 

Models/ Specification: 

 

5. multiple codes but fee for single 

submitted. 

6. Shelf life not provided.  

 

 

20.  Applicant Name: 

 

Shams Scientific 

Traders, 22-Y-J Madina 

Town Faisalabad 

 

(ELI-00459) 

 

 

Date of R&I  

29-04-2025 

 

Fee Details: 

Paid Fee: 62,000/-  

Fee Challan No: 

2605185872 

 

Submitted date 

29.4.2025 

 

R&I Date 

23-09-2025 

 

Name of Manufacturer: 

 

Rapid Labs Ltd., Unit 2, Hall 

Farm Church Road, Little 

Bentley Colchester, Essex, 

CO7 8SD, United Kingdom 

 

 

LOA Validity: 13-03-2030 

(Original Notarized) 

 

FSC: UK 

Validity: 27-05-2026 

(Apostilled) 

 

ISO Validity: 15-10-2027 

(Original Notarized) 

 

EU QA Certificate 

Validity: 27-05-2025 

(Original Notarized) 

 

EU Design Examination 

Certificate 

Validity: 27-05-2025 

(Original Notarized) 

Brand name:  

 

Rapid Biotec 

 

Generic Name: 

Blood Grouping Reagents 

 

Class-D 

 

Shelf life: 30 months 

 

Applied as Family 

 

Models/ Specification;  

1) BG-A10 Anti-A Monoclonal 

Reagent, 10ml/vial, 1 vials/pack 

or 10 vials/Pack 

 

2) BG-B10 Anti-B Monoclonal 

Reagent, 10ml/vial, 1 vials/pack 

or 10 vials/Pack 

 

3) BG-D10 Anti-D Monoclonal 

Reagent, 10ml/vial, 1. 

vials/pack or 10 vials/Pack 

 

4) BG-AB10 Anti-A,B 

Monoclonal Reagent, 10ml/vial, 

1 vials/pack or 10 vials/Pack 

 

5) RAPID Biotec Blood 

Grouping Set 3 vials: Anti-A, 

Anti-B & Anti-D, 10ml/vial, 3 

vials/pack 

Approved only BG-A10 Anti-A 

Monoclonal Reagent, 10ml. 

21.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Brand name: 

Medprotect Dental Bib 

 

Generic Name: 

Dental Bib 

 

Class: A 

 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

..
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Fee: 6,000/- 

Slip: 05585434747 

 

R&I Date 

24-12-2025 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Codes/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

22.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 99616207415 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Disposable Air 

Water Syringee Tips 

 

Generic Name: 

Disposable Air Water Syringee 

Tips 

 

 

Class: A 

 

Codes/Sizes:  

88X3.87mm 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

23.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 29433080937 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Brand name: 

Medprotect Suction Saliva 

Ejector Tube 

 

Generic Name: 

Suction Saliva Ejector  

 

Class: A 

 

Codes/Sizes:  

Ø1.5, Ø 3.0, Ø 5.0 (as per FSC) 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

..
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R&I Date 

24-12-2025 

 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

24.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 9233408079 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Dental Polishing 

Cup 

 

Generic Name: 

Dental Polishing Cup  

 

Class: A 

 

Codes/Sizes:  

20X4.5mmX2.35mm (as per 

FSC) 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

25.  M/s. Humayun 

Dental Supplies, 43, 

Mozang Road, 

Lahore. 

 

(ELI- 00063) 

 

R&I detail  
08-05-2025 

Fee: 6,000/- 
Slip: 3021280756 

 

Legal Manufacturer: 

M/s Hefei Medicon 

Plastic Products Co. 

Ltd., 1, Luyang 

Industrial Zone, Hefei 

City, Anhui Province, 

China. 

 

Manufacturing Site: 

M/s. Hefei Mlush 

Sanitary Product Co., 

Ltd., West of Wei A 

Brand name: 

Medprotect Dental 

Polishing Brushes 

 

Generic Name: 

Dental Polishing Brushes  

 

Class: A 

 

Codes/Sizes:  
Not mentioned 

 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

..
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R&I Date 

24-12-2025 

 

Road, Yaohai Industrial 

Park, Xinzhan District 

Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By 

CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By 

embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Sanitary Product Co., 

 

 

26.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 793194824 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

Manufacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Dental Tray 

 

Generic Name: 

Dental Tray 

 

Class: A 

 

Model/Sizes:  

Blue, Green ye-1, ye, 2, ye-3, 

ye-4, ye-5, ye-6, ye-7, ye-8, ye-

9, ye-10 (as per FSC) 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

27.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 404623698 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Brand name: 

Medprotect Disposable 

Irrigation Dental Needle 

 

Generic Name: 

Irrigation Dental Needle 

 

Class: A 

 

Model/Sizes:  

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

..
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R&I Date 

24-12-2025 

 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

27G, 30G (as per FSC) 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

28.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 53659577 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Rubber Mixing Cup 

 

Generic Name: 

Rubber Mixing Cup 

 

Class: A 

 

Model/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

29.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 7664044875 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Brand name: 

Medprotect Sterilization Pouch 

 

Generic Name: 

Sterilization Pouch 

 

Class: A 

 

Model/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

..
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Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Shelf life: Not mentioned Sanitary Product Co., 

 

 

30.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 145054620 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Surgical Sponge 

 

Generic Name: 

Surgical Sponge 

 

Class: A 

 

Model/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

31.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 23704058 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Brand name: 

Medprotect Cheek Retractor 

 

Generic Name: 

Cheek Retractor 

 

Class: A 

 

Model/Sizes:  

130x92x21mm 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

..
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Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

32.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 1750506048 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui 

Province, China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Disposable Dental 

Micro Brush 

 

Generic Name: 

Dental Micro Brush 

 

Class: A 

 

Model/Sizes:  

50mmx112mm (as per FSC) 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

33.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 280189165 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

Brand name: 

Medprotect Barrier Adhesive 

Film 

 

Generic Name: 

Barrier Adhesive Film  

 

Class: A 

 

Model/Sizes:  

10x15cm (1200pieces) (as per 

FSC) 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

..
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 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

34.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 6336489866 

 

R&I Date 

24-12-2025 

 

Legal Manufacturer: 

M/s Hefei Medicon Plastic 

Products Co. Ltd., 1, 

Luyang Industrial Zone, 

Hefei City, Anhui Province, 

China. 

 

 

Manuafacturing Site: 

M/s. Hefei Mlush Sanitary 

Product Co., Ltd., West of 

Wei A Road, Yaohai 

Industrial Park, Xinzhan 

District Hefei City, Anhui 

Province, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 07-05-2028 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: By embassy 

Validity: 26-04-2025 

 

 ISO Certificate 

Not submitted. 

Brand name: 

Medprotect Sterilization Roll 

 

Generic Name: 

Sterilization Roll  

 

Class: A 

 

Model/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. Firm has submitted LOA issued 

by M/s Foshan Cingol Medical 

Instrument Co. Ltd. 

2. submitted copy NB confirmation 

letter of M/s Foshan Cingol 

Medical Instrument Co. Ltd. instead 

of actual manufacturer. 

3. manufacturer credential of 

Foshan Cingol Medical Instrument 

Co. Ltd. 

4. Firm has not submitted FSC, ISO 

13485, LOA and shelf life of actual 

manufacturer M/s. Hefei Mlush 

Sanitary Product Co., 

 

 

35.  M/s. Humayun Dental 

Supplies, 43, Mozang 

Road, Lahore. 

 

(ELI- 00063) 

 

R&I detail  

08-05-2025 

Fee: 6,000/- 

Slip: 54913284174 

 

R&I Date 

24-12-2025 

 

Name of Manufacturer: 

M/s Foshan Cingol Medical 

Instrument Co., Ltd., 

Building 6-1, Nansha 

Industrial Village, Jianli 

North Road, Danzao Town, 

Nanhai District, Foshan, 

Guangdong, China. 

 

 LOA 

Type: Original 

Notarization: By CCPIT 

Validity: 09-04-2030 

 

 FSC 

Type: Original 

Issued By: Govt Body 

Legalization: Apostilled 

Validity: 16-12-2026 

 

 ISO Certificate 

Type: Original 

Notarization: By CCPIT 

Brand name: 

Cingol Dental Chair 

Generic Name: 

Dental Chair 

 

Class: A 

 

Model/Sizes:  

Not mentioned 

 

Applied as: Single 

 

 

Shelf life: Not mentioned 

Rejected due to following: 

1. the name of device as per FSC is 

Dental unit and Trade Mark is 

ESAY. 

2. DOC not submitted. 

3. shelf life and data not submitted. 
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Validity: 12-03-2027 

36.  M/s. Royal Enterprises, 

Shop No.5, Karimji 

Building, Opposite HBL, 

North Napier Road, 

Karachi. 

 

(ELI- 00062) 

 

R&I detail  

12-05-2025 

Fee: 6,000/- 

Slip: 3815990159 

 

R&I Date 

15-09-2025 

Name of Manufacturer: 

M/s. Guangdong Dayang 

Medical Technology Co., 

Ltd., Xingxian Development 

Zone, Changhongling 

Industrial Park (2nd Phase), 

Shishan Nanhai District, 

Foshan, Guangdong, China. 

 

 LOA 

Type: Copy of attested 

Notarization: By CCPIT 

Validity: 16-02-2028 

 

 FSC 

Type: Copy of apostilled 

Issued By: CCCIEMHP 

Legalization: Appostilled 

Validity: 16-07-2026 

 

 ISO Certificate 

Type: Copy of attested 

Notarization: By CCPIT 

Validity: 24-06-2025 

 

Brand name: 

Nebicare Shower Chair 

 

Generic Name: 

Shower Chair 

 

Class: A 

 

Models/Sizes: 

DY03790, DY03791, 

DY03792, DY03791S, 

DY03794L, DY03793S, 

DY03797L, DY03798L, 

DY03799L, DY03798LQ, 

DY03795L, DY03796L, 

DY03780L, DY03782L, 

DY03782L(2), DY03781L, 

DY03783L, DY03784L, 

DY03785L 

 

 

Shelf life: Not mentioned 

Rejected as the FSC is not 

issued by the relevant Health 

regulatory Authority. 

37.  Royal Medical, Office 

No. 26th, 3rd Floor 

United Trader Centre 

Plot No. 5, Block-6, 

Gulshan-e-Iqbal, 

Karachi 

 

(ELI-00691) 

 

Date of R& I  

14-05.2025 

 

Fee: Rs.100000/ through  

slip no. 45781923 

 

R&I Date 

18-09-2025 

Legal Manufacturer: 

Resonant Medical 

Technology Co.Ltd., Floor 

No. 4, West G4, 999 Qujia 

RD, Kunshan, Jiangsu, PR. 

China 

 

 

LOA: 

Valid till: 25-02-

2030(Copy) 

 

FSC:   

Validity Date: 06-03-2026 

(Copy) 

 

 

ISO - Validity Date: 17-01-

2026 Copy 

 

EC Certificate Valid till: 26-

05-2024 Copy 

 

V Cure 

Radiofrequency Electrosurgical 

Ablation System Generators 

 

Applied as: System 

 

Class C  

 

 

Shelf Life: 5 Years 

 

Model:  

Genesis-V01 

 

 

 

Approved. 

38.  Applicant Name: 

 

M/s Tri Tech 

International, 10-C 1st, 

2nd, 3rd Floor, Sunset 

Commercial Lane, Phase 

II Ext. DHA, Karachi 

 

ELI-00247 

 

 

Date of R&I  

Name of Manufacturer: 

 

Wenzhou Longwan 

Medical Devices Factory 

China, Unit 4, Building 27, 

NO. 706 Yanyun Road, 

Oujiangkou Industrial 

Cluster District 325026, 

Wenzhou, Zhejiang, 

Peoples Republic of China 

 

LOA Validity:  

Brand name:  

 

Care Vision Aneroid 

Sphygmomanometer 

 

Generic name:  

Aneroid Sphygmomanometer 

(TY-A1 Series) 

 

Class-A 

 

Shelf life: 5 Years 

Approved only code TY-A10 and 

directed the firm to apply separately 

for other models through MDMC 

online portal.  
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09-04-2025 

 

Fee Details: 

Paid Fee: 25,000/- 

Fee Challan No: 

81426256995 

Dated: 08-04-2025 

 

R&I Dated: 10-09-2025 

 

13-01-2030 

 

FSC: China 

Validity: 12-01-2027 

 

ISO Validity:  

24-11-2027 

 

Models/ Specification:  

TY-A10, TY-A11, TY-A12 

39.  Applicant Name: 

 

M/s Tri Tech 

International, 10-C 1st, 

2nd, 3rd Floor, Sunset 

Commercial Lane, Phase 

II Ext. DHA, Karachi 

 

ELI-00247 

 

 

Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 25,000/- 

Fee Challan No: 

34252382038 

Dated: 08-04-2025 

 

R&I Dated: 10-09-2025 

 

Name of Manufacturer: 

 

Wenzhou Longwan 

Medical Devices Factory 

China, Unit 4, Building 27, 

NO. 706 Yanyun Road, 

Oujiangkou Industrial 

Cluster District 325026, 

Wenzhou, Zhejiang, 

Peoples Republic of China 

 

LOA Validity:  

13-01-2030 

 

FSC: China 

Validity: 12-01-2027 

 

ISO Validity:  

24-11-2027 

Brand name:  

 

Care Vision Stethoscope 

 

Generic: Stethoscope 

 

Class-A 

 

Shelf life: 36 months 

 

Models/ Specification:  

TY-S01, TY-S02, TY-S03, TY-

S04, TY-S05, TY-S06, TY-S07, 

TY-S08 

Approved only code TY-S01 and 

directed the firm to apply separately 

for other models through MDMC 

online portal.  

40.  Applicant Name: 

 

Tri Tech International, 

10-C 1st, 2nd, 3rd Floor, 

Sunset Commercial 

Lane, Phase II Ext, DHA 

Karachi 

 

(ELI-00247) 

 

Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 25,000/- 

Fee Challan No: 

90639579 

 

R&I Dated: 10-09-2025 

 

Name of Manufacturer: 

 

Wenzhou Longwan 

Medical Devices Factory 

China, Unit 4, Building 27, 

NO. 706 Yanyun Road, 

Oujiangkou Industrial 

Cluster District 325026, 

Wenzhou, Zhejiang, 

Peoples Republic of China 

 

LOA Validity:  

13-01-2030 

 

FSC: China 

Validity: 12-01-2027 

 

ISO Validity:  

24-11-2027 

Brand name:  

 

Care Vision Aneroid 

Sphygmomanometer 

 

Generic name:  

Aneroid Sphygmomanometer 

(TY-A0 Series) 

 

Class-A 

 

Shelf life: 5 Years 

 

Models/ Specification:  

TY-A01, TY-A02, TY-A03, 

TY-A04, TY-A05, TY-A06, 

TY-A07, TY-A08, TY-A09 

Approved only code TY-A01 and 

directed the firm to apply separately 

for other models through MDMC 

online portal.  

41.  Applicant Name: 

 

M/s Tri Tech 

International, 10-C 1st, 

2nd, 3rd Floor, Sunset 

Commercial Lane, Phase 

II Ext. DHA, Karachi 

 

ELI-00247 

 

Name of Manufacturer: 

 

Wenzhou Longwan 

Medical Devices Factory 

China, Unit 4, Building 27, 

NO. 706 Yanyun Road, 

Oujiangkou Industrial 

Cluster District 325026, 

Wenzhou, Zhejiang, 

Peoples Republic of China 

Brand name:  

 

Care Vision Aneroid 

Sphygmomanometer  

 

Generic name:  

Aneroid Sphygmomanometer 

(TY-P0 Series) 

 

Class-A 

Approved only code TY-P01 and 

directed the firm to apply separately 

for other models through MDMC 

online portal.  
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Date of R&I  

09-04-2025 

 

Fee Details: 

Paid Fee: 25,000/- 

Fee Challan No: 

4429419180 

Dated: 08-04-2025 

 

R&I Dated: 10-09-2025 

 

 

LOA Validity:  

13-01-2030 

 

FSC: China 

Validity: 12-01-2027 

 

ISO Validity:  

24-11-2027 

 

Shelf life: 5 Years 

 

Models/ Specification:  

TY-P01, TY-P02, TY-P03, TY-

P04, TY-P05, TY-P06 

 

42.  Applicant Name: 

 

Sawanki & Co., C-211, 

Sector 35-A, Korangi 

Township, Karachi 

 

(ELI-00521) 

 

Date of R&I  

06-03-2025 

 

Fee Details:31,000 

Paid Fee: 74480240301 

 

R&I Dated: 22-09-2025 

 

M/s. Super Health Medical 

(Qingdao) Co. Ltd., No. 

236, Heyuan Road, High-

tech Zone Qingdao 266510 

Shandong P.R. China 

 

LOA Validity:  

10-11-2029 (Original 

Notarized) 

 

FSC: China 

Validity :27-04-2025 

(Original Notarized) 

 

ISO Validity: 29-03-2026 

(Original Notarized) 

 

EC Certificate: 

 

Brand name:  

 

KS IV Catheter Disposable 

Intravenous Catheter 

 

 

Generic Name:  

Disposable Intravenous 

Catheter 

 

Class-B 

 

Shelf life: 3 years 

 

Models/ Specification: 

Regular Type (Three way) 

Regular Type (Straight) 

Positive Pressure Type II 

Positive Pressure Type II 

(Straight) 

 

26G, 24G, 22G, 20G, 18G 

 

Approved I.V Catheter Type 1A 

size 16A as fee for the single has 

been submitted. 

43.  M/s Sawanki & Co. 

Plot C-11,  Sector 35-A, 

Korangi Industrial Area, 

Korangi Karachi 

Pakistan 

(ELI-00521) 

 

R&I Dated: 18-12-2025 

 

Feellife Mdeical Inc. 

Room 1903, Building A, No. 

9, Furong Road, Tantou 

Community Songgang 

Street, Bao'an District, 

Shenzhen China 

Air Mask, Air Mask II 

 

UltraSonic Nebulizers (Portal 

Mesh Nebulizer) 

Approved. 

44.  AAIR Medicals, Office 

No. 201, Khattak Plaza, 

Gordon College Road, 

Rawalpindi 

 

ELI-01131 

 

Date of R&I  

19-05-2025 

 

Fee Details: 

Paid Fee: 31,000/- 

Fee Challan No: 

03998864 

 

R&I Dated: 23-09-

2025. 

Shenzhen Dongdixin 

Technology Co;, Ltd., Floor 

1-2, No.3 Building, 

Fansheen Xusheng 

Industrial Estate 

Xilixiaobaimang, Nanshan 

District, 518108,  

Shenzhen, People's 

Republic of China 

 

LOA Validity:  

27-11-2025 

 

FSC: China 

Validity: 27-08-2025 

 

ISO Validity:  

Brand name:  

 

Nu-Tek 

 

Generic Name:  

Ultrasound and Electrical 

Neuromuscular Stimulator 

 

Class-B 

 

Shelf life: N/a 

 

Models/ Specification  

UT2200 

MT2200 

Approved Ultrasound and 

Electrical Neuromuscular 

Stimulator (Mod: CT2200) and 

directed the firm to apply separately 

other through MDMC online portal.  
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 04-02-2028 

 

EU QA Certificate 

Validity: 26-05-2024 

CT2200 

45.  Medical Equipment & 

Systems, 

60/61 F.C.C Syed 

Maratib Ali Road 

Gulberg IV, Lahore, 

54000, Pakistan. 

 

ELI-00554 

7022-P 

 

R&I Date 

30-06-2025. 

APELEM 9 Avenue du 

canal Philippe Lamour - 

30660 - Gallargues-le-

Montueux-France. 

 

FSC: France. 

Date of Issuance: 20-03-

2023. 

LOA validity 31-12-2025 

ISO 13485 validity 04-05-

2027 

FQA certificate validity 04-

05-2023 

MEDIX DR 

X-ray bone densitometer 

 

Class-C 

 

Shelf Life:  N/A 

 

Model: 

MEDIX DR 

 

Rejected due to following: 

1. firm has not submitted Original 

legalized / notarized documents as 

per application form. 

2. Valid FQA certificate not 

submitted. 

 

 

46.  Medical Equipment & 

Systems, 

60/61 F.C.C Syed 

Maratib Ali Road 

Gulberg IV, Lahore, 

54000, Pakistan. 

 

ELI-00554 

7021-P 

 

R&I Date 

30-06-2025. 

Legal Manufacturer: 

APELEM 

9 Avenue du canal Philippe 

Lamour - 30660 - 

Gallargues-le-Montueux-

France. 

Manufacturing site: 

Technix S.p.A. located at 

Via E. Fermi, 45-24050, 

Grassobbio BG - Italy  

 

 

FSC: Italy. 

Date of Issuance: 02-04-

2024 

LOA validity 31-12-2025 

ISO 13485 validity 04-05-

2027 

FQA certificate validity 04-

05-2023 

EVO+, EVO R+ 

Mobile fluoroscopic / 

radiographic unit 

 

Class-C 

 

Shelf Life:  10 Years 

Rejected as firm has not submitted 

the followings: 

1. clarification that provided FSC 

mentioned only the manufacturing 

site not the legal manufacture. 

2. document showing link b/w the 

legal manufacturer and the 

manufacturing site located at Italy. 

3. Justification for applying two 

systems in a Family EVO+ and 

EVO R+. 

4. Valid FQA certificate  

5. ISO 13485 of manufacturing site 

is missing. 

 

 

47.  Medical Equipment & 

Systems, 

 

60/61 F.C.C Syed 

Maratib Ali Road 

Gulberg IV, Lahore, 

54000, Pakistan. 

 

ELI-00554 

 

Date of R&I 

30-04-2025 

 

Fee Details: 

Paid Fee: - 

Fee Challan No: 

 

R&I Date 

30-06-2025. 

APELEM SAS 

9 Avenue du canal Philippe 

Lamour - 30660 - 

Gallargues-le-Montueux-

France. 

 

LOA Validity: 04-05-2027 

(copy) 

 

FSC: France 

Validity: 20-03-2023 

without validity (copy) 

 

ISO Validity:  13-05-2021 

(copy) 

 

EC (FQA) certificate valid 

upto 04-05-2023 (copy) 

PLATINUM dRF (Platinum 

NEO) 

 

Digital Remote Controlled 

radiology system 

 

Class C 

 

Shelf Life: 10 years 

 

Applied as: System 

 

Models/ Specification: 

List of standard accessories 

Footrest 

• Tabletop handle supports 

• Fluoroscopy pedal 

 

Rejected as firm has not submitted 

the followings: 

1. Valid notarized LOA not 

submitted. 

2. Valid legalized FSC of the 

country of origin (France) not 

submitted. 

iii. Valid notarized ISO 13485 

certificates. Not submitted 

iv. The firm has not submitted fee 

as per new SRO for system & 

justification along with evidence 

that the applied product is system in 

the country of origin 

 

 

48.  Medical Equipment & 

Systems, 

 

60/61 F.C.C Syed 

Maratib Ali Road 

Gulberg IV, Lahore, 

APELEM SAS 

9 Avenue du canal Philippe 

Lamour - 30660 - 

Gallargues-le-Montueux-

France. 

 

OPTIMA dRF 

Digital Remote controlled 

radiology system 

 

Class C 

Rejected as firm has not submitted 

the followings: 

1. Valid notarized LOA not 

submitted. 

2. Valid legalized FSC of the 

country of origin (France) not 

..
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54000, Pakistan. 

 

ELI-00554 

 

Date of R&I 

30-04-2025 

 

Fee Details: 

Paid Fee: - 

Fee Challan No: 

 

R&I Date 

30-06-2025. 

LOA Validity: 04-05-2027 

(copy) 

 

FSC: France 

Validity: 20-03-2023 

without validity (copy) 

 

ISO Validity:  13-05-2021 

(copy) 

 

EC (FQA) certificate valid 

upto 04-05-2023 (copy) 

 

Shelf Life: N/A 

 

Applied as: System 

 

Models/ Specification: 

List of standard accessories 

Footrest 

• Tabletop handle supports 

• Fluoroscopy pedal 

 

 

submitted. 

3. Valid notarized ISO 13485 

certificates. Not submitted 

4. The firm has not submitted fee as 

per new SRO for system & 

justification along with evidence 

that the applied product is system in 

the country of origin 

 

 

49.  Medical Equipment & 

Systems,  

 

60/61 F.C.C Syed 

Maratib Ali Road, 

Gulberg IV, Lahore, 

54000 

 

(ELI-00554) 

 

Date of R&I  

04-04-2025 

 

Fee Details: 

Paid Fee:  

 

R&I Date 

30-06-2025. 

M/s Apelem 9 Avenue du 

Canal Philippe Lamour – 

30660 – Gallargues-Le-

Montueux-France 

 

Other site: 

Technix S.P.A (Societa per 

Azioni) Grassobbio(BG) 

Via Enrico/ Fermi 45 Cap 

24050, Italy 

 

Manufacturer as per FSC: 

Technix S.P.A, Via Enrico 

Fermi 45 -24050, 

Grassobbio (BG) Italy 

 

LOA Validity:  

31-12-2025 (Copy) 

 

FSC: Italy 

Issue date: 28-03-2024 

(copy) 

 

 

ISO Validity:  

04-05-2027 (copy) 

 

EC Certificate: 

Validity: 04-05-2023 (copy) 

Rafale (TMS 320) 

Rafale B32 (TMB 320) 

Rafale B40 (TMB 400) 

 

Mobile radiographic Unit 

 

Class-C 

 

Shelf life: 10 years 

 

Models/ Specification:  

Model as per FSC:  

 

Rafale (10500652) 

Rafale B32 (10500438) 

Rafale B40 (10500648) 

 

 

Applied as: Family 

 

Rejected as firm has not submitted 

the followings: 

1. Valid legalized FSC of the 

country of origin or any RRA 

wherein all the manufacturing site 

is mentioned. 

2. Valid notarized LOA issued by 

the product license holder. 

3. Valid notarized ISO 13485 of the 

all the manufacturing sites.  

4. Valid notarized EC (FQA) 

5. Rest of the systems Rafale B32 

(TMB 320) & 

Rafale B40 (TMB 400) has not been 

applied separately. 

 

50.  Eastern Medical Care 

Pvt Ltd, 

 

7-A Block N, Model 

Town Extension, 

Lahore. 

 

ELI-00130 

 

R&I Date: 07.07.2025 

3057-B-Punjab 

Fee: 31000/‐ 

Slip #317942639534 

 

R&I Date 

19-01-2025 

Legal Manufacturer: 

Chengdu OCI Medical 

Devices Co., Ltd., No. 2401, 

West Port Avenue, 

Southwest Airport 

Economic Development 

Zone, Shuangliu District, 

Chengdu, Sichuan Province, 

610299, China 

LOA 

Type: Copy 

Notarization: No 

Validity: 06.01.2028 

FSC  

Type: copy 

Issued by:  

NIL 

Legalization: no 

Issue date: 07.08.2026 

ISO – Certificate: 

Brand Name: Purifier 

Hemodialysis Blood Tubing 

Sets 

Generic Name: Hemodialysis 

Blood Tubing Sets 

Applied as: single 

Class: B 

Models/Code/sizes (as per FSC 

& application  

OCI-BD-D-A, OCI-BD-S-A, 

OCI-BD-S-AB 

Shelf Life: 3 years 

Approved. 

..
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Type: Copy 

Notarization: No 

Validity: 02.04.2026 

CE certificate  

Type: NIL 

Notarization: No 

Validity: NIL 

 

51.  Eastern Medical Care 

Pvt Ltd, 

 

7-A Block N, Model 

Town Extension, 

Lahore. 

 

ELI-00130 

 

R&I Date: 07.07.2025 

3056-B-Punjab 

Fee: 31000/‐ 

Slip #18728608 

 

R&I Date 

19-01-2025 

Legal Manufacturer: 

Chengdu OCI Medical 

Devices Co., Ltd., No. 2401, 

West Port Avenue, 

Southwest Airport 

Economic Development 

Zone, Shuangliu District, 

Chengdu, Sichuan Province, 

610299, China 

LOA 

Type: Copy 

Notarization: No 

Validity: 06.01.2028 

FSC  

Type: copy 

Issued by:  

NIL 

Legalization: no 

Issue date: 07.08.2026 

ISO – Certificate: 

Type: Copy 

Notarization: No 

Validity: 02.04.2026 

CE certificate  

Type: NIL 

Notarization: No 

Validity: NIL 

 

Brand Name: Purifier 

Arteriovenous Fistula Needle 

Set 

Generic Name: Arteiovenous 

Fistula Needle Sets 

Applied as: single 

Class: B 

Models/Code/sizes (as per FSC 

& application  

OCI-14G, OCI-15G, OCI-16G, 

OCI-17G 

Shelf Life: 3 years 

Approved. 

52.  Mezan International, 

59BRII Opp DCO House 

Haji Meherban Road, 

Bilal Town Jhelum. 

 

 

ELI-00096 

 

R&I Date 

21-10-2025. 

 

Legal Manufacturer & 

Manufacturing Site:  

Zhejiang Soudon Medical 

Technology Co., Ltd, 

Room 302-1, Floor 3, 

Building 4, No. 1 

Nangonghe Road, Donghu 

Street, Linping District, 

Hangzhou City, Zhejiang 

Province, P.R. China. 

 

FSC:    

China FSC issued vide 

No.20230428 valid upto 29-

07-2025. 

 

ISO 13485 validity date: 20-

07-2025 

 

 

LOA valid upto 30-06-2025. 

Disposable Endoscope 

Injection Needle 

 

Shelf Life:  

Class: C  

 

Codes/Sizes: 

SD-04-A2321-4 

SD-04-A2323-4 

SD-04-A2325-4 

SD-04-A1821-4 

SD-04-A1823-4 

SD-04-A1825-4 

SD-04-B2321-4 

SD-04-B2323-4 

SD-04-B2325-4 

SD-04-B1821-4 

SD-04-B1823-4 

SD-04-B1825-4 

SD-04-A2321-6 

SD-04-A2323-6 

SD-04-A2325-6 

SD-04-A1821-6 

SD-04-A1823-6 

SD-04-A1825-6 

SD-04-B2321-6 

Approved Disposable Endoscope 

Injection Needle codes/ models 

SD-04-A2321-4 

SD-04-A2323-4 

SD-04-A2325-4 

SD-04-A1821-4 

SD-04-A1823-4 

SD-04-A1825-4 

SD-04-B2321-4 

SD-04-B2323-4 

SD-04-B2325-4 

SD-04-B1821-4 

SD-04-B1823-4 

SD-04-B1825-4 

SD-04-A2321-6 

SD-04-A2323-6 

SD-04-A2325-6 

SD-04-A1821-6 

SD-04-A1823-6 

SD-04-A1825-6 

SD-04-B2321-6 

SD-04-B2323-6 

Only. 
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SD-04-B2323-6 

SD-04-B2325-6 

SD-04-B1821-6 

SD-04-B1823-6 

SD-04-B1825-6 

Fee vide slip No. 68335360358: 

Rs. 62,000 

53.  Mezan International, 

59BRII Opp DCO House 

Haji Meherban Road, 

Bilal Town Jhelum. 

 

 

ELI-00096 

 

R&I Date 

21-10-2025. 

 

Legal Manufacturer & 

Manufacturing Site:  

Zhejiang Soudon Medical 

Technology Co., Ltd, 

Room 302-1, Floor 3, 

Building 4 & Room 505, 

Floor 5, Building 8, No. 1 

Nangonghe Road, Donghu 

Street, Linping District, 

Hangzhou City, Zhejiang 

Province, P.R. China. 

 

FSC:    

China FSC issued vide 

No.20230428 valid upto 29-

07-2025. 

 

ISO 13485 validity date: 20-

07-2025 

 

 

LOA valid upto 30-06-2025. 

Disposable Hemostatic Clips 

 

Shelf Life:  

Class: C  

 

 

Codes/Sizes:  

SD-02-165-9, SD-02-195-9 SD-

02-230-9, SD-02-165-9C SD-

02-195-9C, SD-02-230-9C SD-

02-165-11, SD-02-195-11 

SD-02-230-11, SD-02-165-11C 

SD-02-195-11C, SD-02-230-

11C 

SD-02-165-13, SD-02-195-13 

SD-02-230-13. SD-02-165-13C 

SD-02-195-13C, SD-02-230-

13C SD-02-165-16, SD-02-

195-16 SD-02-230-16, SD-02-

165-16C SD-02-195-16C, SD-

02-230-16C SD-02-165-9-N, 

SD-02-195-9-N SD-02-230-9-

N, SD-02-165-9C-N 

SD-02-195-9C-N. SD-02-230-

9C-N 

SD-02-165-11-N. SD-02-195-

11-N 

SD-02-230-11-N, SD-02-165-

11C-N 

SD-02-195-11C-N, SD-02-230-

11C-N 

SD-02-165-13-N, SD-02-195-

13-N SD-02-230-13-N, SD-02-

165-13C-N 

SD-02-195-13C-N. SD-02-230-

13C-N 

SD-02-165-16-N. SD-02-195-

16-N 

SD-02-230-16-N. SD-02-165-

16C-N 

SD-02-195-16C-N, SD-02-230-

16C-N 

 

Fee vide slip No. 71019169399: 

Rs. 62,000 

Rejected for the following: 

1. Form 7A without undertaking on 

stamp paper. 

2. applied C class devices as cluster. 

3. The device not mentioned in the 

EU QMS certificate. 

4. fee for the additional codes not 

submitted. 

 

54.  Mezan International, 

59BRII Opp DCO House 

Haji Meherban Road, 

Bilal Town Jhelum. 

 

 

ELI-00096 

 

R&I Date 

21-10-2025. 

Legal Manufacturer & 

Manufacturing Site:  

Zhejiang Soudon Medical 

Technology Co., Ltd, 

Room 302-1, Floor 3, 

Building 4 & Room 505, 

Floor 5, Building 8, No. 1 

Nangonghe Road, Donghu 

Street, Linping District, 

Disposable Biopsy Forceps 

 

Shelf Life:  

Class: C  

 

 

Codes/Sizes:  

As per FSC 

 

Fee vide slip No. 

Approved. 

..
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Hangzhou City, Zhejiang 

Province, P.R. China. 

 

FSC:    

China FSC issued vide 

No.20230428 valid upto 29-

07-2025. 

 

ISO 13485 validity date: 20-

07-2025 

 

 

LOA valid upto 30-06-2025. 

486056794703: Rs. 62,000 

55.  Decent Traders, KH No. 

2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore Pakistan. 

 

ELI-00516 

1192-P 

5,000/- 

 

R&I Dated: 08-05-

2025. 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 

668 Chanhua Road, Fotang 

Town Industrial Functional 

Area, Yiwu City, 322002, 

Zhejiang Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

Smileplus Transparent Film 

Dressing Wound dressing 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Rejected for the following: 

1. FSC China valid till 15.04.2025. 

2. Firm submitted that product is in 

class B but CE certificate or FSC of 

RRA not submitted. 

56.  Decent Traders, KH No. 

2312, Tape Road, 

Sheesh Mehal, Near 

UVAS, Lahore Pakistan. 

 

ELI-00516 

1191-P 

5,000/- 

 

R&I Dated: 08-05-

2025. 

Legal Manufacturer: 

Zhejiang Hongyu Medical 

Commodity Co., Ltd, No. 

668 Chanhua Road, Fotang 

Town Industrial Functional 

Area, Yiwu City, 322002, 

Zhejiang Province, China. 

 

FSC: China. 

Validity: 15-04-2025. 

Smileplus Calcium alginate 

dressing Wound dressing 

 

Class-A 

 

Shelf Life: 3 Year 

 

Sizes as per FSC 

Rejected for the following: 

1. FSC China valid till 15.04.2025. 

2. Firm submitted that product is in 

class B but CE certificate or FSC of 

RRA not submitted. 

57.  M/s Haji S. Ameer Din 

& Sons 305-A Upper 

Mall Lahore. 

 

(ELI-00059) 

Fee-5,000/- 

April 2024 submission  

 

R&I Date 

29-09-2025 

Legal Manufacturer: 

Good-Lite Company, 

1155 Jansen Farm Drive 

Elgin, IL 60123, USA. 

 

FSC: USA. 

Validity: 09-01-2025. 

Good-Lite  

Eye Examination Tools 

 

Class-A 

 

Shelf Life: N/A 

 

Models: 

Handheld Bagolini striated Lens 

Set  

Loose individual prism set 

22pcs  

GL Horizontal & Vertical Prism 

Bar  

Set  

Worth 4 – dot attachment for 

muscle  

light with adult red/green 

glasses  

GL Retinoscopy Paddles 

w/Axis  

Compass  

Heavy duty Hertel  

Exophthalmometer  

GL OKN Drum 10  

GL expanded Amsler Grid book  

GL Tangent screen 22.5-degree 

Approved only Heavy duty Hertel  

Exophthalmometer and direct the 

applicant to apply separately for 

rest of devices. 

..
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one  

meter roll-up 

58.  Applicant Name:  

Muller & Phipps 

Pakistan (Pvt) Ltd, 

uzma Court, Main 

Clifton Road, 

Karachi 

 

(ELI-00030) 

 

R&I Date : 23-04-

2025 

 

Fee details: 

Paid Fee:  Rs. 6000 

Challan No : 

97202620 

Fee of Rs.20,100 

paid vide challan 

no3495643832. 

 

Twin Catalyst Sdn Bhd, 

Located at 37 Jalan Dr 

Wong Soon Kai 96000 

Sibu, Sarawak Malaysia 

 

 

LOA Validity: 20-11-

2029 

 

FSC: Malaysia 

Validity: 03-10-2026 

 

ISO Validity: 21-03-

2024 

 

EC validity:  

Brand Name: 

Wondaleaf Urifyx 

 

Generic Name:  

External Urinary Catheter 

 

Class-A 

 

Shelf life: 3 Years 
 

Models/ Specification: 

R Series 

U Series 

Approved  

R Series (WACC-R) 

U Series (WACC-U) 

59.  Hoora Pharma(Pvt) Ltd. 

WH-01-20-A7-A8, 

Korangi Creek Industrial 

Park, Karachi 

 

(ELI-00037) 

 

 

R&I Dated: 12-01-2026 

Fujifil Healthcare 

Corporation Medical Syste 

Operatin Group, Kashiwa 

1, Shintoyofuta, Kashiwa-

shi, Chiba, 277-0804 Japan 

 

FSC Japan 

whole body X-ray Ct System Rejected for the following: 

1. Form 7A without sign, stamp and 

signatures. 

2. Firm has enclosed blank stamp 

paper with application. 

3. LOA not valid at the time of 

submission. 

 

 

 

 

 

  

..
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Case No.04. Medical Device Board – Processing of Deferred Cases and Grace Period for 

Submission of Replies 

Background 

Approximately 127 meetings of the Medical Device Board have been convened to date. A significant 

number of cases were deferred due to wrong documentation, incomplete applications, or deficiency 

in required supporting documents etc. The Shortcomings are being communicated through Minutes 

of meetings uploaded on the official website. 

Applicants are expected to review the minutes and submit responses accordingly. 

The deferred cases that have been replied to by the applicants are being placed before the MBD for 

its consideration and are being decided accordingly. 

It has also been observed that: 

 Most deficiencies are pending on the applicant’s side  

 Many applicants have not yet submitted replies/clarifications. 

The MDMC Division aims to: 

 Clear all pending manually submitted cases  

 Complete transition towards online submission system for future applications  

The MDMC Division expects the outcomes. 

 Reduction in pending manual cases;  

 Improved efficiency in MDMC applications processing;  

 Encouragement for online submission system adoption;  

 Time-bound closure of long-pending deferred cases.  

Agenda Item for Consideration 

“Grant of Grace Period for Submission of Replies Against Deferred Cases of Medical Device 

Board” 

The following points are submitted for the consideration of the Board. 

1. Allowing a defined grace period (e.g., 30/60/90 days) for applicants to submit replies against 

deficiencies highlighted in the minutes of the Board meetings uploaded on the official 

website.  

2. Directing applicants to:  

o Regularly check the published minutes of meetings on official website of DRAP; 

o Submit complete and corrected documentation within the stipulated grace period.  

3. Clarifying that:  

o No individual deficiency letters will be issued separately  

o The minutes of the meeting shall be treated as official communication of deficiencies  

4. Deciding that:  

..
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o Decision for the deferred cases where no response is received within the grace period 

i.e. “Unattended / Not Replied / have gotten registration through MDMC portal. 

Decision: -   

The Board, after detailed deliberation, observed that a substantial number of cases are pending due 

to deferment on account of incomplete documentation, deficient applications, and non-submission 

of requisite supporting documents by the applicants. The Board decided that the minutes uploaded 

on the official website shall be treated as the official communication of deficiencies / shortcomings, 

and no separate communication / deficiency letter shall be issued in respect of deferred cases. 

Applicants are directed to regularly review the published minutes and submit complete replies along 

with requisite documents. 

The Board allowed a grace period of thirty (30) days for submission of replies through case 

management system in respect of all deferred cases pending up to the date of this decision. For all 

future deferred cases of manual applications, replies shall be submitted within thirty (30) days from 

the date of publication of the relevant minutes. It was further decided that cases where no reply is 

received within the stipulated period shall be treated as “Not Replied / Unattended” and disposed of 

accordingly. The same shall also apply to Post Registration/Enlistment/License Variation cases 

submitted in hard / manual form. 

The Board further advised that applicants who submitted replies during 2025 or earlier, but whose 

replies have not yet been placed before the Board, shall submit a reminder along with copy of the 

previous reply for facilitation of processing. Applicants who have subsequently obtained registration 

through the MDMC portal against the same or related deferred cases shall submit their updated status 

so that the corresponding manual deferred cases may be disposed of accordingly. 

The Board directed the MDMC Division to proceed in the matter accordingly. 

 

Case No.05:  REGISTRATION OF MEDICAL DEVICES FOR IMPORT - DISPUTE OF LETTER 

OF AUTHORIZATION. 

 

 

S.

# 

Name of Importer Manufacturer’s Detail Name of Medical 

Device 
Decisions of M-115 

1.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 

 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 

 

EC Certificate 28-10-2028 

AltoSa-XL  

PTA Balloon Catheter 

 

Class: D 

 

Shelf life: 6 Years 

 

Codes/Sizes as per FSC 

 

 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

..
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R&I date: 18-03-

2025 

 

Fee Rs 62000/- 

vide Challan no. 

7929936511 

 

(Notarized EC certificate) 

 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

2.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 

 

R&I date: 18-03-

2025 

 

Fee Rs 62000/- 

vide Challan no. 

578461584572 

 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 

 

EC Certificate 28-10-2028 

(Notarized EC certificate) 

 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

Lokum Amplatz Type 

Guide Wire  

 

Class: D 

 

Shelf life: 5 Years 

 

Codes/Sizes as per FSC 

 

 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

3.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 

 

R&I date: 18-03-

2025 

 

Fee Rs 62000/- 

vide Challan no. 

922023750630 

 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 

 

EC Certificate 28-10-2028 

(Notarized EC certificate) 

 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

Exeter  

Retrieval Snare 

preloaded 

 

Class: D 

 

Shelf life: 5 Years 

 

Codes/Sizes as per FSC 

 

 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

4.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

AltoSa-XL Gemini 

Balloon Catheter 

PTA Balloon Catheter 

 

Class: D 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

..
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No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 

 

R&I date: 18-03-

2025 

 

Fee Rs 62000/- 

vide Challan no. 

71044293 

 

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 

 

EC Certificate 28-10-2028 

(Notarized EC certificate) 

 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

 

Shelf life: 6 Years 

 

Codes/Sizes as per FSC 

 

 

5.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 

 

R&I date: 18-03-

2025 

 

Fee Rs 62000/- 

vide Challan no. 

667274866 

 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 

 

EC Certificate 28-10-2028 

(Notarized EC certificate) 

 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

Optimus  

CoCr Stent 

 

Class: D 

 

Shelf life: 6 Years 

 

Codes/Sizes as per FSC 

 

 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

6.  M/s Global 

Biotech Medical 

Devices Private 

Limited 

First Floor of Plot 

No: 35-N/3, 

PECHS Block 6, 

Near ROHAIL 

KHUND 

SOCIETY 

KARACHI 

(ELI-01292) 
 

R&I date: 18-03-

2025 
 

Fee Rs 62000/- 

vide Challan no. 

276311473 

Legal Manufacturer: 

M/s AndraTec GmbH, 

Simmerner Str. 70, 56075 

Koblenz Germany  

 

LOA/sole agency :09-06-

2025 (copy of LOA)  

 

FSC (Germany) Issue date: 

17-03-2024 (Notarized 

FSC) 
 

EC Certificate 28-10-2028 

(Notarized EC certificate) 
 

ISO-13485 Validity: 

13-10-2027(Notarized ISO 

Certificate) 

Optimus-CVS PTFE-

Covered Stent 

 

Class: D 

 

Shelf life: 6 Years 

 

Codes/Sizes as per FSC 

 

Deferred for issuance of show 

cause notice/personal hearing to 

M/s SES Associates 

..
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Decision of M-128:  

The Board noted that, in compliance with its earlier decisions, Show Cause Notices as well 

as personal hearing notices were duly issued to M/s SES Associates, Lahore from time to 

time. The Board further observed that despite repeated opportunities, including the final 

opportunity afforded by the Board, no representative of M/s SES Associates, Lahore 

appeared before the Board. 

After detailed deliberation and examination of the available record, the Board decided that 

M/s SES Associates, Lahore has failed to pursue the matter and to respond satisfactorily 

despite repeated notices and opportunities of personal hearing. Accordingly, the Board 

decided to de-register / de-enlist the above mentioned medical device(s) registered / enlisted 

in the name of M/s SES Associates, Lahore, and decided to approve the above applied 

products in the name of the M/s Global Biotech Medical Devices (Private) Limited, Karachi, 

in accordance with the relevant provisions of the Medical Devices Rules, 2017. 

The MDMC Division is directed to take further necessary action in the matter and issue the 

formal letters accordingly. 

 
 

 

 

  

..
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Evaluator: Mr. Muhammad Ashfaq (Deputy Director) 
 

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

MANUFACTURE 

 

M/s Uniferoz (Pvt.) Limited 32/8 & 33/2, Sector-15, Korangi Industrial Area, Karachi (ELM-0011) has 

applied following applications afresh after invalidation of ELM. 

 

 

Sr. 

No. 

Name & Address of 

Establishment 

Name of Medical Devices With Size Decision 

1. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Saniplast First Aid Bandages 

Enlistment No.: MDME-0000013 
                  

Sizes: 

1. Medium (20mmx72mm) 

8  Strips 

10 Strips 

20 Strips 

100 Strips 

 

2. Square (38mm x 38mm) 

20 Strips 

100 Strips 

 

3. Large (25mm x 72mm) 

20 Strips 

100 Strips 

 

4. Large (30mm x 72mm) 

30 Strips 

100 Strips 

 

5. Knuckle (38mm x 76mm) : 20 Strips 

 

6. Spot (25mm x 25mm) 

20 Strips 

100 Strips 

 

7. Assorted 4 in 1 

20mmx72mm (Medium) = 05 Strips 

25mm x 25mm (Spot) = 05 Strips 

25mm x 72mm (Large) = 05 Strips 38mm x 38mm 

(Square) = 05 Strips 

20 Strips 
 

8. Assorted 4 in 1 

20mmx72mm (Medium) = 10 Strips 

25mm x 25mm (Spot) = 10 Strips 

25mm x 72mm (Large) = 10 Strips  

38mm x 38mm (Square) = 10 Strips 

40 Strips 
 

Approved 

 

..
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9. Junior Small (20mm x 56mm) : 20 Strips 

 

10. Junior Medium (20mm x 72mm) : 20 Strips 

 

11. Junior Spot (25mm x 25mm) : 20 Strips 

 

12. Junior Assorted 3 in 1 

20mm x 56mm (Small) = 05 Strips 

20mmx72mm (Medium) = 10 Strips 

25mm x 25mm (Spot) = 05 Strips 

20 Strips 

2. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Saniplast Aqua Bandage 

Enlistment No.: MDME-0000015 
 

Sizes: 

1. Medium 

(19mm x 72mm) 

20 Strips 

100 Strips 

 

2. Large 

(25mm x 72mm) 

20 Strips 

100  Strips 

 

3. Square (38mm x 38mm) : 20 Strips 

 

4. Assorted 3 in 1 

19mm x 72mm (Medium) = 05 strips 

25mm x 72mm (Large) = 05 strips 

38mm x 38mm (Square) = 05 strips 

15 Strips 

 

5. Assorted 2 in 1 

38mm x 38mm (Square) = 10 strips 

25mm x 72mm (Large) = 10 strip 

20 Strips 

 

6. X-Large (38mm x 72mm) : 20’s Pack 

 

7. XX-Large (60mm x 70mm) : 10’s Pack 

 

8. Assorted 3 in 1 

25mm x 72mm (Large) = 05 strips 

20mm x 72mm (Medium) = 05 strips 

38mm x 72mm (X-Large) = 05 strips 

15’s Pack 

Approved 

3. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Saniplast Fabric Bandage 

Enlistment No.: MDME-0000007 
 

Sizes: 

1. Medium 

(20mm x 70mm) 

Approved 

..
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20 Strips 

100 Strips 

 

2. Knuckle  (38mm x 76mm):  20  Strips 

 

3. Fingertip  (45mmx50mm) 

20 Strips 

100 Strips 

 

4. Assorted 3 in 1 

20mm x 70mm (Medium) = 10 strips 

38mm x 76mm (Knuckle) = 05 strips 45mmx50mm 

(Fingertip) = 05 strips  

20 Strips 

 

4. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Saniplast Ultra First Aid Bandages 

Enlistment No.: MDME-0000008 
 

Sizes: 

1. Medium 

(20mm x 72mm) 

20 Strips 

100 Strips 

 

2. Large (30mm x 72mm) : 30 Strips 

 

3. Large (38mm x 72mm) : 20 Strips 

 

4. Square   (38mm x 38mm) : 20 Strips 

 

5. Spot  

 (25mm x 25mm) 

30 Strips 

100 Strips 

 

6. Assorted 2 in 1 

20mmx72mm (Medium) = 12 Strips 

25mmx25mm (Spot) = 12 Strips  

24 Strips 

 

7. Assorted 3 in 1 

20mmx72mm (Medium) = 08 Strips 

38mmx38mm (Square) = 08 Strips 

38mmx72mm (Large) = 08 Strips 

24 Strips 
 

Approved 

5. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Saniplast Xcel (First Aid Bandages) 

Enlistment No.: MDME-0000011 
 

Sizes: 

1.Medium 

(20mmx72mm) 

20 Strips 

Approved 

..
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100 Strips 

 

2. Spot (25mmx25mm) : 30 Strips 

100 Strips 

 

3. Square (38mmx38mm) : 20 Strips 

 

4. Large (38mmx72mm) : 20 Strips 

 

5. Assorted 3 in 1 

20mmx72mm (Medium) = 08 Strips 

25mmx25mm (Spot) = 08 Strips 

38mmx72mm (Large) = 08 Strips 

24 Strips 

 

6. Assorted 3 in 1 

20mmx72mm(Medium) = 08 Strips 

38mmx38mm (Square) = 08 Strips 

38mmx72mm (Large) = 08 Strips 

24 Strips 

6. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Nichipore Surgical Tape 

Enlistment No.: MDME-0000010 
 

Sizes: 

12mm x 4.5M (24 Rolls/Box) 

25mm x 4.5M (12Rolls/Box) 

50mm x 4.5M (06 Rolls/Box) 

75mm x 4.5M (04 Rolls/Box) 

100mm x 4.5M (03 Rolls/Box) 

12mm x 9.14M (24 Rolls/Box) 

25mm x 9.14M (12 Rolls/Box) 

50mm x 9.14M (06 Rolls/Box) 

75mm x 9.14M (04 Rolls/Box) 

100mm x 9.14M (03 Rolls/Box) 

Approved 

7. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Dermapore Non-woven Paper Surgical 

Tape 

Enlistment No.: MDME-0000012 
 

Sizes: 

12 mm x 4.5 M (24 Rolls/Box) 

25mm x 4.5M (12Rolls/Box) 

50mm x 4.5M (06 Rolls/Box) 

75mm x 4.5M (04 Rolls/Box) 

100mm x 4.5M (03 Rolls/Box) 

12mm x 9.14M (24 Rolls/Box) 

25mm x 9.14M (12 Rolls/Box) 

50mm x 9.14M (06 Rolls/Box) 

75mm x 9.14M (04 Rolls/Box) 

100mm x 9.14M (03 Rolls/Box) 

 

Approved 

8. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

Name: Dermapore [Non-Woven Fabric Surgical 

Tape] 

Enlistment No.: MDME-0000006 

Approved 

..
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(ELM-0011)  

Sizes: 

2.5cm x 5M (4 Rolls) 

5cm x 5M (2 Rolls) 

7.5cm x 5M (2 Rolls) 

10cm x 5M (1 Rolls) 

15cm x 5M (1 Rolls) 

2.5cm x 10M (4 Rolls) 

5cm x 10M (2 Rolls) 

7.5cm x 10M (2 Rolls) 

10cm x 10M (1 Rolls) 

15cm x 10M (1 Rolls) 
 

9. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Dermapore Surgical Wound Dressing 

Enlistment No.: MDMR-000055 
 

Sizes: 

6cmx7cm (10 Sheets/Box) 

7cm x 10cm (25 Sheets/Box) 

9cm x 10cm (25 Sheets/Box) 

9cm x 15cm (25 Sheets/Box) 

10cm x 20cm (25 Sheets/Box) 

9cm x 25cm (25 Sheets/Box) 

Approved 

10. Uniferoz (Pvt.) Limited 

32/8 & 33/2, Sector-15, 

Korangi Industrial Area, 

Karachi. 

(ELM-0011) 

Name: Front Line Adhesive First Aid Bandage 

Enlistment No.: MDMR-00007-EX 
 

Sizes: 

1. Frontline Adhesive Large Bandages 

       25mm x 76mm :  100 Strips 

 

2. Frontline Adhesive Knuckle Bandages               
       38mm x 76mm : 40 Strips 

 

3. Frontline Adhesive Fingertip Bandages 

       44mm x 76mm :  25 Strips 

Approved 

 

========== 
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