DECISIONS OF 87™ MEETING OF MEDICAL DEVICE BOARD

HELD ON 27-03-2025

REGISTRATION/ENLISTMENT OF LOCAL PRODUCTS.

Sr. | Name & Address of | Name of Medical Devices With Size | Decision
No. | Establishment
1. Global Health Care Pvt Ltd., | Ichroma Ferritin Approved for assembling, filling,
Plot # 3A, N4 RCC Industrial Packaging & labeling.
Area Rawat, Islamabad Class: C The firm shall submit the Analytical
(ELM-00091) Shelf Life: 24 Months sensitivity/Limit of detection and analytical
[736-7L] Fee: 25000 specificity data of finished product before
Fee Slip No. 884634914489 marketing.
The firm shall also submit the real time
stabiliuty data of claimed shelf life i.e, 24
months
2. Global Health Care Pvt Ltd., | Ichroma Trop-T Approved for assembling, filling,
Plot # 3A, N4 RCC Industrial Packaging & labeling.
Area Rawat, Islamabad Class: C The firm shall submit the Analytical
(ELM-00091) Shelf Life: 24 Months sensitivity/Limit of detection and analytical
[737-7L] Fee: 25000 specificity data of finished product before
Fee Slip No. 29262271065 marketing.
The firm shall also submit the real time
stabiliuty data of claimed shelf life i.e, 24
months
3. Global Health Care Pvt Ltd., | Ichroma RF IgM Approved for assembling, filling,
Plot # 3A, N4 RCC Industrial Packaging & labeling. The firm shall
Area Rawat, Islamabad Class: C submit the Analytical sensitivity/Limit of
(ELM-00091) Shelf Life: 24 Months detection and analytical specificity data of
[738-7L] Fee: 25000 finished product before marketing.
Fee Slip No. 54976868114 The firm shall also submit the real time
stabiliuty data of claimed shelf life i.e, 24
months
4, Anax Associates Pvt Ltd. Medpro Kidney Transplant Drape Approved
Plot # 15, HDR Industrial pack
Estate Next to Zaamin City
Gajjumatah Lahore Class: A
(ELM-000) Shelf Life: 3 Years
Fee: 6000
[739-6L] Fee Slip No. 154762615
Sizes:
5. Anax Associates Pvt Ltd. Medpro Neurosurgery Drape pack Approved
Plot # 15, HDR Industrial
Estate Next to Zaamin City Class: A
Gajjumatah Lahore Shelf Life: 3 Years
(ELM-000) Fee: 6000
[740-6L] Fee Slip No. 3923232085
6. Anax Associates Pvt Ltd. Medpro Procedure Drape Set Approved
Plot # 15, HDR Industrial
Estate Next to Zaamin City Class: A
Gajjumatah Lahore Shelf Life: 3 Years
(ELM-000) Fee: 6000
[749-6L] Fee Slip No. 3596087567
7. Anax Associates Pvt Ltd. Medpro Catheterization Drape Set Approved

Plot # 15, HDR Industrial
Estate Next to Zaamin City

Class: A
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Gajjumatah Lahore Shelf Life: 3 Years
(ELM-000) Fee: 6000
[750-6L] Fee Slip No. 4307349395
8. Bioron Medics,9F 2nd Floor | Venus Y Type Connect Tubing Approved for assembling & packing
Queens center, 33 Queens onwards process.
Road Lahore Class: B
(ELM-00084) Shelf Life: 5 Years
[741-7L] Fee: 25000
Fee Slip No. 389443320944
9. Bioron Medics,9F 2nd Floor | Venus IV High Flow Regulator with | Board approved the product for assembling,
Queens center, 33 Queens IV Extension packing and labelling
Road Lahore
(ELM-00084) Class: B
[742-7L] Shelf Life: 5 Years
Fee: 25000
Fee Slip No. 1790450097
10. | Bioron Medics,9F 2nd Floor | Venus Coiled CT Connect Tubing Deferred for the clarification of description
Queens center, 33 Queens and intended purpose as per Medical
Road Lahore Class: B Device Rules 2017.
(ELM-00084) Shelf Life: 5 Years
[743-7L] Fee: 25000
Fee Slip No. 062509444694
11. | Unisa Pvt. Ltd. UniCord Approved
Main GT Road\, Adamzai Disposable Umbilical Cord Clamps
Akora Khattak, Nowshera Sterile
KPK Pakistan CLASS: B
(ELM-0002) SHELF LIFE: 3-YEARS
FEE: 20000
SLIP NO. 462114025
Date of Application: 05-12-2023

REGISTRATION OF MEDICAL DEVICES FOR IMPORT.

S# | Name of Applicant(s) | Name of Manufacturer Medical Device Decision

1. M/s. Allmed Legal Manufacturer: Brand: Da Vinci Si Sterile Deferred for
Solutions Intuitive Surgical Inc. | Accessories. clarification from
Address: Address: 1266 Kifer Road, firm regarding
A-21/3, KDA Scheme | Sunnyvale, CA 94086 USA. (DaVinci Accessories including which single
No.1 (ext) Stadium Cannula Seal, Drapes and accessory they
Road, Karachi FSC (USA) Obturators) want to register in

Validity: March 2025 Class A this application.
EL1-00029 Shelf Life: 04 years

LOA validity:
R&l Details Until withdrawn Model:
Date: 21/12/2022 400077- 8mm Cannula Seal

420015- Instrument Arm Drape

S||p 5565496646 420273- Camera Head Drape
PKR 5000/- 420279- Camera Arm Drape
Dated: 16-12-2022 420008- 8 mm Blunt Obturator.

2. M/s. Allmed Legal Manufacturer: Brand: Leksell Vantage™ Deferred for
Solutions M/s. Elekta Instrument AB, | Stereotactic System® clarification from
Address: Sweden (Stereotactic Neurosurgical System) | firm why they
A-21/3, KDA Scheme | Address: Kungstensgatan 18, | Class B have submitted

No.1 (ext) Stadium

P.O. Box 7593 SE-103

93

Shelf Life: 05 years

accessories in the
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Road, Karachi Stockholm Sweden. Model: application of
Article Name registration of
EL1-00029 FSC (Sweden) 105180 | Leksell® system?
VaIidity: 26/05/2024 0 Vantage™
R&I Details Headframe Each accessory is
Date: 04/02/2021 FSC (RRA) Australia 151966 | FirmFix 1 considered as a
Validity: date not mentioned 2 1519663 medical supply
Slip: 1957812 FirmFix 2 and needs to be
PKR 25000/- LOA validity: 151966 | FirmFix 3 submitted
Dated: 02-02-2021 30/06/2025 4 separately.
151966 | FirmFix 4
EC  Certificate  validity: || 5
24]02/2026 151966 | FirmFix 5
ISO 13485 Validity: 205395 Leksell®
27/02/2026 8 Vantage™
Arc System
Accessories
105425 | Vantage OR
3 Adapter
107244 | Leksell®
7 Vantage™
Frame Holder
105425 | MRI Fiducial
0 Box
107292 | Leksell®
8 Vantage™ CT
Fiducial Box
151970 | FirmFix™
4 Ruler
105530 | Leksell®
6 Vantage™
CrossHairs
105393 | MRI Caoil
0 Adapter
Universal
105477 | MRI Coil
3 Adapter
Lower Stop
105477 | MRI Caoil
4 Adapter
Upper Stop
105477 | MRI Caoil
5 Adapter Large
152323 | Leksell®
1 Vantage™
Arc Tray
152300 | Leksell®
8 Vantage™
Head Frame
Positioning
Band
107292 | Vantage™
2 Frame Holder
Extension
107289 | Leksell®
3 Vantage™ CT
Interface
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107293 | Vantage™
1 Radiolucent
Starburst 5"
107292 | Vantage™
9 Starburst 3/8”
M/s. Allmed Legal Manufacturer: Brand: Approved
Solutions M/s. Intuitive Surgical Inc. | Endowrist — Non Energy
Address: (Non-Energy surgical instruments
A-21/3, KDA Scheme | Address: 1266 Kifer Road, | for Da Vinci Si Surgical Systems)
No.1 (ext) Stadium Sunnyvale, CA 94086 USA. Class B
Road, Karachi Shelf Life: 12 uses
FSC (USA)
EL1-00029- Validity: March 2025 Model:
Article Name
R&aI Details LOA validity: 420006 | Large Needle
Date: : 04/08/2022 Until withdrawn Driver
420049 | Cadiere
Slip: 002237221 EC  Certificate  validity: Forceps
PKR 25000/- 31/12/2028 420093 | ProGrasp
Dated: 29-07-2022 Forceps
ISO 13485 Validity: 420327 | Medium-
17/12/2027 Large Clip
Applier
M/s. Allmed Legal Manufacturer: Brand: Deferred for
Solutions M/s. Elekta Instrument AB, | Leksell Stereotactic System® clarification of
Address: Sweden (Stereotactic Neurosurgical System) | submittion of
A-21/3, KDA Scheme | Address: Kungstensgatan 18, | Class B accessories in the

No.1 (ext) Stadium
Road, Karachi

P.O. Box 7593 SE-103 93
Stockholm Sweden.

Service Life: 5 years
Model:

application of
registration of

EL1-00029- EC Certificate validity: 24/02/2026 | system
FSC (Sweden)
R&| Details Validity: 26/05/2024 I1SO 13485 Validity:
Date: : 26/11/2020 27/02/2026
Slip: 1964791 FSC (RRA) Australia
PKR 25000/- Validity: date not mentioned
Dated: 01-11-2020
M/s. Cardiac Care Legal Manufacturer: Brand: ETT Approved.
Address: M/S VYGON Generic: Registration letter

848-C Shadman -1,
Lahore

ELI-00070

R&I Details
Date: 31-08-22

Slip: 27077230086
PKR 25000 /-
Dated: 23-08-2022

Address: 5 rue Adeline - 95440
Ecouen — FRANCE.

FSC (France)
Issued on: 24-07-2023

LOA validity:
31-12-2026

ISO 13485 Validity:
09-05-2027

Endotracheal tube without cuf
Class A

Shelf Life: 05 years

Model:

Reference:

Endotracheal tube without cuf
Sizes: 10FR, 12FR, 14FR, 15FR,
17FR, 18FR, 21FR, 24FR, 26FR,
27FR

Reference:

Endotracheal tube without cuf (with
two proximal connectors)

Sizes: 10FR, 12FR, 14FR, 15FR,
17FR, 18FR, 21FR, 24FR, 26FR,
27FR

shall be issued for
only Endotracheal
Tube without cuf.
While for,
Endotracheal tube
without cuf (with
two proximal
connectors),
registration letter
shall be issued to
firm after
submission of
separate
application on
prescribed Form 7-
A with prescribed
fee.

Decisions of 87" Meeting of MDB (27-03-2025)

Page 4 of 111




6. M/s. Cardiac Care Legal Manufacturer: Brand: Umbilical catheter single Approved.
Address: M/S VYGON lumen pur
848-C Shadman -1, Address: 5 rue Adeline - 95440 | Generic:
Lahore Ecouen — FRANCE. Umbilical Catheter
Class B
EL1-00070 FSC (France) Shelf Life: 05 years
Issued on: 24-07-2023 Sizes: 2.5FR, 3.5FR, 4FR, 5FR, 8FR
R&I Details
Date: 25-11-2022 LOA validity:
31-12-2026
Slip: 58845393664
PKR 25000 /- ISO 13485 Validity:
Dated: 22-11-2022 09-05-2027
7. M/s Meher Traders Legal Manufacturer: Brand: WELLMED Examination Approved.
Address: M/S SRl TRANG GLOVES | Gloves
Office No. A-21-22 (THAILAND) PUBLIC | Generic:
First Floor Zeenat COMPANY LIMITED 110 | Latex Examination Gloves,
Medicine Market Kanjanavanit Road, Pahtong, | Powdered, (non-sterile)
North Nappier Road, |Hat Yai, Songkhla 90230, | Class A
Karachi. THAILAND. Shelf Life: 05 years
EL1-00128 FSC Validity: Sizes: S, M, L, XL
R&I Details 08-02-2026
Date: 20-03-2025
LOA validity:
Slip: 8835594722 02-10-2029
PKR 6000 /-
Dated: 20-03-2025
8. M/s FUTURE | Legal Manufacturer: Brand: Standard ™ Approved subject
SCIENTIFIC M/S SD Biosensor INC. Generic: to submission of
Address: Address: C-503,16, | G6PD (Analyzers, control & tests) valid EC
FS House, Opposite | Deogyeongdaero 1556beongil, | Class A certificate.
Street # 04, Main Road | Yeongtong-gu, Suwonsi, | Shelf Life & models: given below
Shaheen Town, | Gyeonggido 443- 813, Republic
Gangaal West, Post | of Korea
Office, Fazaia Colony, | FSC Validity:
Post Code 46330 | 21-03-2026
Rawalpindi.
EL1-00209 LOA validity:
R&| Details 30-04-2025
Date: 18-02-2021
EC Certificate Validity:
Slip: 2105252 16-09-2021
PKR 25000 /-
Dated: 17-02-2021 ISO 13485 Validity:
25-03-2025
Code Description
02GA10 STANDARD™ G6PD Analyzer
02G6C10 STANDARD™ G6PD Control
02GS10 STANDARD™ G6PD Test
02G6S10 STANDARD™ G6PD Test
02G6S10 A STANDARD™ G6PD Test
9. M/s MR Medical | Legal Manufacturer: Brand: Mindray Approved subject
Pakistan Private | M/s Shenzhen Mindray | Generic: to submission of
Limited BioMedical Electronics Co., Ltd | Total Cholesterol kit (CHOD-POD | valid free sale
Address: Address: Mindray Building, | Method) certificate in
Office 1101, ISE | Keji 12th Road South, High- | Class B country of origin,
Tower, Jinnah | Tech Industrial Park, Nanshan, | Shelf Life: 12 months afresh free sale
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Avenue, Blue Area, | 518057, Shenzhen, PEOPLE'S certificate from
Islamabad. REPUBLIC OF CHINA EC Certificate Validity: Germany & a
ELI-01008 FSC RRA (Germany): Not provided valid I1SO 13485
R&I Details Issued on: 30-01-2021 certificate.
Date: 20-12-2022 I1SO 13485 Validity:
31-08-2023
Slip: 68472151
PKR 25000 /- LOA validity:
Dated: 19-12-2022 14-04-2027
10. |M/s MR Medical | Legal Manufacturer: Brand: Mindray Approved subject
Pakistan Private | M/s Shenzhen Mindray | Generic: to submission of
Limited BioMedical Electronics Co., Ltd | Phosphorous Kit valid free sale
Address: Address: Mindray Building, | (Phosphomolybdate Method) certificate in
Office 1101, ISE | Keji 12th Road South, High- | Class B country of origin,
Tower, Jinnah | Tech Industrial Park, Nanshan, | Shelf Life: 18 months afresh free sale
Avenue, Blue Area, | 518057, Shenzhen, PEOPLE'S certificate from
Islamabad. REPUBLIC OF CHINA EC Certificate Validity: Germany & a
EL1-01008 FSC RRA (Germany): Not provided valid 1SO 13485
R&I Details Issued on: 30-01-2021 certificate.
Date: 20-12-2022 I1SO 13485 Validity:
31-08-2023
Slip: 621295510
PKR 25000 /- LOA validity:
Dated: 19-12-2022 14-04-2027
11. | M/s Decent Traders Legal Manufacturer: Brand: Approved.
First floor Kh 2312 | M/s Zhejiang Hongyu Medical | Smile plus Hydrocolloid dressing
Taperoadshish Mehal, | Commaodity Co. Ltd. Generic: Wound dressing
near UVAS, Lahore. | Address: No. 668 ChanHua | Class B
ELI1-00516 Road Fotang Town Industrial | Shelf Life: 03 years
R&| Details Functional Area 322002 Yiwu | EC Certificate Validity:
Date: 12-07-2024 City, Zhejiang Province | 31/12/2028
PEOPLE'S Republic OF CHINA | Sizes:
Slip: 68189797287 5cm x 5¢m super thin
PKR 25000 /- FSC (China): 7.5cm x 7.5cm super thin
Dated: 02-07-2024 Issued on: 15/04/2025 10cm x10cm super thin
15cm x 15cm super thin
LOA validity: 20cm x 20cm super thin
31-12-2026 5cm x 5¢cm with border
7.5 cm x7.5 cm with border
ISO 13485 Validity: 10 cm x10 cm with border
12/08/2027 15 ¢cm x15 cm with border
20 cm x 20 cm with border
15cm x 18cm with border
18cm x 15cm with border
12. | M/s Global EngiTech. | Legal Manufacturer: Brand: TrueCool system Approved as Class

Office Suite # 08,
First Floor, Al-Sehat
Centre, Rafiq Shaeed
Road, off Shahrah
Faisal, Karachi.

EM-MED Sp. z 0.0
Address: Przygraniczna 40, 32-
085 Modlnica, Poland.

FSC (Poland):
Issued on: 08-02-2024

Generic: non-invasive targeted
temperature management device
Model: Lite (as per FSC)

Class A

Shelf Life: 05 years

DOC: submitted

B device as per
DOC.

Registration letter
shall be issued
after submission of
application on

ELI1-01262 prescribed form 7-
LOA validity: A & differential
R&I Details 31-12-2025 fee.
Date: 12-03-2025
1SO 13485 Validity:
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Slip: 68189797287
PKR 6000 /-
Dated: 12-03-2025

21-07-2027

13. | M/s AMS Medraf. Legal Manufacturer: Brand Name: Tio set Approved subject
Office No. 3, 3rd M/s Tio Medikol Tibbi Uriin. Label Name: to submission of
Floor Plot# 37-C Lane | Turz. ins. San. Tic. Ltd. Sti. Scopi C Drape Cover codes.
08th, Bukhari located at Buco Osb Moh. 2120 | (C-Arm Scopy Cover)

Commercial Phase 6 | Sk. Sepe Blok No:53 Buco,

D.H.A - Karachi. [z1.nir, Tiirkiye. Sterile single use equipment and

camera drapes
EL1-00469 FSC (Turkey): Model: (as per FSC)

Validity: 11-02-2028 Class A

R&| Details Shelf Life: NA

Date: 13-03-2025 LOA validity: EC certificate validity:
31-12-2025 18-12-2027

Slip: 5513454837

PKR 6000 /- I1SO 13485 Validity:

Dated: 26-02-2025 21-07-2027

14. | M/s AMS Medraf. Legal Manufacturer: Brand Name: Tio set Approved subject
Office No. 3, 3rd M/s Tio Medikol T1bbi Uriin. Label Name: to clarification of
Floor Plot# 37-C Lane | Turz. Ins. San. Tic. Ltd. Sti. Microscope Sheath Zeiss generic name and
08th, Bukhari located at Buco Osb Moh. 2120 | Microscope Sheath Leica applying Zeiss and
Commercial Phase 6 | Sk. Sepe Blok No:53 Buco, Leica in single
D.H.A - Karachi. [z1.nir, Tiirkiye. Sterile single Microscope cover application.

Model: small, Large Small and separate
EL1-00469 FSC (Turkey): Class A fee shall be
Validity: 11-02-2028 Shelf Life: 03 years submitted for large
R&I Details EC certificate validity: and small models
Date: 13-03-2025 LOA validity: 18-12-2027
31-12-2025
Slip: 26022734
PKR 6000 /- I1SO 13485 Validity:
Dated: 26-02-2025 21-07-2027
15. | M/s A.M. Distributors | Legal Manufacturer: Reusable sterilization containers for | Approved subject

Address: 4th Floor,
Plot 37-C, Bukhari
Commercial Lane 8,
Phase VI, D.H.A,
Karachi.

EL1-00248

R&I Details
Date: 13-03-2025

Slip: 26022734
PKR 6000 /-
Dated: 26-02-2025

M/s Ortimplant Orthopedics and
Medical Devices.

located at Kirazlik Mahallesi
1034.Cadde No: 8 Tekkekdy,
55330 Kirazlik/Samsun,
Turkiye.

FSC (Turkey):
Validity: 12-12-2027

LOA validity:
31-12-2025

medical devices

(Basic &  Bio-barrier)  with
Accessories.

Class A

Shelf Life: 500 cycles

Model:

Reusable Sterilization Container with
Sheet Basket (Half size) for

Sterilization of Medical Devices.
(01 unit)

Reusable Sterilization Container with
Sheet Basket (Middle size) for
Sterilization of Medical Devices. (01
unit)

Reusable Sterilization Container with
Sheet Basket (Full size) for
Sterilization of Medical Devices.

(01 unit)

Reusable Sterilization Container with

to brand name and
fee as per revised
SRO for Family.
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Sheet Basket (Extra Full size) for
Sterilization of Medical Devices. (01
unit)

Reusable Sterilization Container

Accessories:

a) Silicon Mat

b) Paper Identification Label
c) Paper Filter

d) Single Textile Filter

e) Plastic Security Seal

f) Container Lid

g) Safety Lid

h) Color Identification Label

16. | M/s. RECH Legal Manufacturer: Brand: Surgical Instrument Deferred for
International Changzhou Kanghui Medical | Generic: clarification as
Address: Innovation Co., Ltd. located at | Surgical Instrument QXB-09 is already
247/B, BLOCK 6 | No.11 North Changjiang Road, | Class A addressed in M-78
P.E.C.H.S, Karachi xinbei Zone, Changzhou Jiangsu | Shelf Life: N/A for Medtronic

213022, P.R. China. Pakistan,
ELI: 00257 Models: clarification is
FSC: Germany required.
R&I details Validity: Not mentioned, issued | QXB-09, QXB-14, , QXB-16, QXB-
Date: 17-08-2020 in Oct. 2022 23, QXB-24, QXB-25, , QXB-37,
QXB-39, QXB41, QXB-49, QXB-
Slip no. 1979607 LOA 51, QXB-52, QXB-55, QXB-56,
PKR 5000/- Validity: 31/12/2025 QXB-57, QXB-58, QXB-59,
Dated: 17-08-2020 QXB60,QXB-69, QXB-76, QXB-90,
QXB-91, QXB-92, QXB-93, QXB-
94, QXB-113, QXB-114,QXB-138,
QXB-139, QXB-149

17. | M/s Surgical World Legal Manufacturer: Brand Name : Approved subject
Office No, 105 1% Top Gloves Sdn Bhd Lot No TOP GLOVE to clarification of
Floor, Rehmani 4969 Jalan Teratai Batu 6 Of Generic Name : Latex Examination | type of gloves
Chambers, Altaf Jalan Meru 41050 Klang Glove whether powdered
Hussain Road New Selangor D-C Malaysia or powdered free.
Chali, Karachi FSC: China MD Group: Single

Validity: 2030/02/13 Class A
EL1-00462 LOA Validity: 2029/12/23
Fee challan No 1SO : 2026/04/30 Shelf Life: 5years
35990820 DOC: 2026/12/22
PKR. 6,000/- Codes / Sizes
Date:11/03/2025 XS, S, M, LLAND XL

18. | M/s. Surgical World Legal Manufacturer: Brand Name : Approved subject

Office No, 105 1% Top Gloves Sdn Bhd Lot No TOP GLOVE to clarification of

Floor, Rehmani
Chambers, Altaf
Hussain Road New
Chali, Karachi
EL1-00462
Fee challan No
8020334008
PKR.6,000/-
Date: 11-03-2025

4969 Jalan Teratai Batu 6 Of
Jalan Meru 41050 Klang
Selangor D-C Malaysia
FSC: China

Validity:

2030/02/13

LOA Validity: 2029/12/23

Generic Name :

Nitrile Examination Glove
Class A
Shelf Life: 5years
Codes / Sizes

XS, S, M, L,AND XL
ISO : 2026/04/30
DOC: 2026/12/22

type of gloves
whether powdered
or powdered free.
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19. | Applicant: (Legal Manufacturer) Brand Name: Kawa Scalp Vein Approved.
M/s Intra Health Name: M/s Weifang Kawa Blood Collection Set
56A Unit No. 1 Medical Products Co. Ltd.
Justice Inamullah road | Address: No.2 Xingan Road Generic: Blood Collection Set
Block 7/8 KCHS- Shouguang Beiluo Industrial Models / Sizes: 18G, 19G, 20G,
Karachi. Park 262700 Weifang, 21G, 22G, 23G, 24G, 25G, 26G,
( ELI-00049) Shandong, PRC. 271G
R& | Date: 1SO 13485 certificate validity: | MD Group:
(20-03-2025) (30/11/2026) Class- B
Declaration of conformity:
Fee details: Reference FSC/EC certificate | Issuance date: (31-03-2018)
Amount paid: issue by Nando Notified body
PKR 31000/- TUV SUD with identification | Shelf life: 5 Years
Paid Slip / challan number 0123
No.: 851396177374 Validity: Letter of authorization:
Dated: (17-03-2025) | (31/12/2028) Validity: (20/10/2026)
20. | Applicant: (Legal Manufacturer) Brand Name: Kawa Wound Approved.
M/s Intra Health Name: M/s Weifang Kawa Drainage Reservoir-
56A Unit No. 1 Medical Products Co. Ltd. 200mI/400ml/800ml
Justice Inamullah road | Address: No.2 Xingan Road Generic: Wound Drainage
Block 7/8 KCHS- Shouguang Beiluo Industrial Models / Sizes: 200ml, 400ml,
Karachi. Park 262700 Weifang, 800ml
(EL1-00049) Shandong, PRC. Class- B
R& | Date: ISO 13485 certificate validity: | Declaration of conformity:
(20-03-2025) (30/11/2026) Issuance date: (31-03-2018)
Fee details: Shelf life: 5 Years
Amount paid:
PKR 31000/- Letter of authorization:
Paid Slip / challan Validity: (20/10/2026)
No.: 67636623
Dated: (17-03-2025)
21. | Applicant: (Legal Manufacturer) Brand Name: Ultimed Urine Bag Approved.
M/s Intra Health Name: M/s Changzhou Lvying | 2600ml+Urine Meter 500ml
56A Unit No. 1 Medical Appliance Co... Ltd. Generic: Urine Bag with Meter
Justice Inamullah road | Address: Wugang Industrial Models / Sizes: 2600mI+500ml
Block 7/8 KCHS- District, Zhenglu 21300 Class- A
Karachi. Changzhou Jiangsu Province Declaration of conformity:
( ELI-00049) Peoples Republic China. Issuance date: (05-03-2025)
R& | Date: Free Sale Certificate (Country
(20-03-2025) of origin) Shelf life: 5 Years
Certificate No. 20241834 Reference FSC/EC certificate
Fee details: Validity: (20-09-2025) issue by Nando Notified body TUV
Amount paid: SUD with identification number
PKR 6000/- ISO 13485 certificate Validity: | 0123
Paid Slip / challan (06-06-2025) Validity:
No.: 3743458983 (31/12/2028)
Dated: (11-02-2025) | Letter of authorization: https://www.tuvsud.com/ps-
Validity: (31-12-2027) cert?q=cert:CL 094601 0005 Rev.
00
22. | Applicant: (Legal Manufacturer) Brand Name: Prime POP Plus Approved.
M/s Intra Health Name: Top Medical (2015) Generic: Plaster of Paris Bandages
56A Unit No. 1 Co... Ltd. Models / Sizes:

Justice Inamullah road

5cm x 2.7meter
7.5cm X 2.7meter
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https://www.tuvsud.com/ps-cert?q=cert:CL
https://www.tuvsud.com/ps-cert?q=cert:CL

Block 7/8 KCHS-
Karachi.
( ELI1-00049)

R& | Date:
(20-03-2025)

Fee details:
Amount paid:

PKR 6030/-

Paid Slip / challan
No.: 4421495382
Dated: (17-03-2025)

Address: 92/14 Moo. 5
Lamlukka, Pathumthani 12150
Thailand

Reference FSC/GHP/WHO
certificate issued by QCAS
Certification Inc.

Certificate No. QCAS-TMC-
24-051581240

End of Expiry: 29-04-2027

10cm x 2.7meter
15cm x 2.7meter

Class- A
Declaration of conformity:
Issuance date: (12-03-2025)

Shelf life: 5 Years

23. | Applicant: (Legal Manufacturer) Brand Name: Approved.
M/s Intra Health Name: Top Medical (2015) Prime POP Splint
56A Unit No. 1 Co... Ltd. Generic: Plaster of Paris Bandages
Justice Inamullah road | Address: 92/14 Moo. 5 Models / Sizes:
Block 7/8 KCHS- Lamlukka, Pathumthani 12150 | PRIME PRECUT POP SPLINT 3"
Karachi. Thailand X 30" (15 LAYERS)
( ELI1-00049) Reference FSC/GHP/WHO PRIME PRECUT POP SPLINT 5"
certificate issued by QCAS X 30" (15 LAYERS)
R& | Date: Certification Inc. PRIME PRECUT POP SPLINT 5"
(20-03-2025) Certificate No. QCAS-TMC- X 45" (15 LAYERS)
24-051581240 PRIME PRECUT POP SPLINT 4"
Fee details: End of Expiry: 29-04-2027 X 18" (15 LAYERS)
Amount paid: PRIME POP SPLINT 3" X 288" (10
PKR 6000/- ISO 13485 certificate validity: | LAYERS)
Paid Slip / challan (27-05-2025) PRIME POP SPLINT 3" X 288" (15
No.: 424187104 LAYERS)
Dated: (17-03-2025) PRIME POP SPLINT 4" X 288" (10
Letter of authorization: LAYERS)
Validity: (02-03-2030) PRIME POP SPLINT 4" X 288" (15
LAYERS)
PRIME POP SPLINT 5" X 288" (10
LAYERS)
PRIME POP SPLINT 5" X 288" (15
LAYERS)
PRIME POP SPLINT 6" X 288" (10
LAYERS)
PRIME POP SPLINT 6" X 288" (15
LAYERS)
Group:
Class- A
Shelf life: 5 Years
24. | Benchmark DUK-IN CO., LTD,, Duk-In Undercast Padding Approved

Corporation
Address: A-706 7th
floor Saima Trade
Tower, L1
Chundrigar Road,
Karachi.
ELI-00420

R & | dated:
17-08-2020

Bank Challan #

Hwanamgongdan-Ro 134,
Seoshin-Myon, Hwasung-Si,
Kynggi-Do, Korea.

Manufacturing Site:
Hwanamgongdan-Ro 134,
Seoshin-Myon, Hwasung-Si,
Kynggi-Do, Korea.

FSC: South Korea & FDA
Certified device

Specifications:

2" X 3yds (5¢cm x 270cm),
3" X 3yds (7.5cm x 270cm),
4" X 3yds (10cm x 270cm),
6" X 3yds (15cm x 270cm),
8" X 3yds (20cm x 270cm),

Class: A
Shelf Life: 3 years
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1994584

25. | Benchmark DUK-IN CO., LTD., Duk-In Splint Approved
Corporation Hwanamgongdan-Ro 134,
Address: A-706 7th Seoshin-Myon, Hwasung-Si, Specifications:
floor Saima Trade Kynggi-Do, Korea. 2" x 10" (5cm x 25.5cm),
Tower, L.I. Manufacturing Site: 3" x 12" (7.5cm x 30.5cm),
Chundrigar Road, Hwanamgongdan-Ro 134, 3" x 35" (7.5cm x 89cm),
Karachi. Seoshin-Myon, Hwasung-Si, 4" x 15" (10cm x 38cm),
Kynggi-Do, Korea. 4" x 30" (10cm x 76¢cm),
ELI1-00420 FSC: South Korea 5" x 30" (12.5cm x 76cm),
FDA Certified device 5" x 45" (12.5cm x 114cm),
LOA Validity: 6" x 45" (15cm x 114cm),
R & I: 17-08-2020 12-12-2025
Bank Challan # Class: A
1994583 Shelf Life: 3 years
26. | Benchmark DUK-IN CO., LTD., Duk-In Lite Casting Tape Approved
Corporation Hwanamgongdan-Ro 134,
Address: A-706 7th Seoshin-Myon, Hwasung-Si, Specifications:
floor Saima Trade Kynggi-Do, Korea. 2” x 4y (5cm x 360cm),
Tower, I.I. Manufacturing Site: 3” x 4y (7.5cm x 360cm),
Chundrigar Road, Hwanamgongdan-Ro 134, 4” x 4y (10cm x 360cm),
Karachi. Seoshin-Myon, Hwasung-Si, 5” x4y (12.5cm x 360cm),
Kynggi-Do, Korea.
ELI1-00420 FSC: South Korea Class: A
FDA Certified device Shelf Life: 3 years
R&I: 17-08-2020 LOA Validity:
Bank Challan # 12-12-2025
1994582
27. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Adhesive Approved
Pakistan Products Co., Ltd Bandage
Generic Name:
Plot No. B-204, First | No0.118, Yuegui, South Road Adhesive Bandage
Floor, Sector 6-F, City West New District 321300,
Mehran Town, Yongkang City, Zhejiang Class A
Korangi Province, China
Shelf Life 5 Years
ELI-01234 FSC-O: China
Valid till: 14-07-2026 70*18mm72*19mm76*15mm
38x38mm40x22mm
ISO Valid till: 40x10mm65%25mm56x19mm
25-11-2026 70x17mm76x19mm72x22mm
76x25mm44x69mm55x37mm
LOA Valid till: 20-10-2029 20x60mm20x65mm55x37mm
44x69mm50x50mm30x60mm
25x65mm
28. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Surgical Approved

Pakistan

Plot No. B-204, First
Floor, Sector 6-F,
Mehran Town,
Korangi

ELI-01234

Products Co., Ltd

No0.118, Yuegui, South Road
City West New District 321300,
Yongkang City, Zhejiang
Province, China

FSC-O: China
Valid till: 14-07-2026

ISO Valid till:

Tape

Generic Name:
Surgical Tape,

Class A
Shelf Life 5 Years

Model/Size: 1cm x300cm ,1.25cm
x500cm ,2.5cm x 500cm ,1.25 x5
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25-11-2026

LOA Valid till: 20-10-2029

yards,2.5cm X
Syards,5cmx5yards,7.5cmx5yards, 1
Ocm x5yards,12.5cmx5yards,15¢cm
x5yards,5cmx5m,2.5cmx5m,7.5cmx
5m,10cmx5m,1.25cmx5m.

29. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Non Woven | Approved
Pakistan Products Co., Ltd Fix Roll
Plot No. B-204, First | No.118, Yuegui, South Road Generic Name:
Floor, Sector 6-F, City West New District 321300, | Non Woven Plaster Roll
Mehran Town, Yongkang City, Zhejiang
Korangi Province, China Class A
ELI-01234 FSC-O: China Shelf Life 5 Years
Valid till: 14-07-2026
Model/Size: 1cm x300cm ,1.25¢cm
I1SO Valid till: x500cm ,2.5cm x 500cm ,1.25 x5
25-11-2026 yards,2.5¢cm X
Syards,5cmx5yards,7.5cmx5yards,1
LOA Valid till: 20-10-2029 Ocm x5yards,12.5cmx5yards,15cm
x5yards,5cmx5m,2.5cmx5m,7.5cmx
5m,10cmx5m,1.25cmx5m .
30. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Sure Approved
Pakistan Products Co., Ltd Generic Name:
Wound Dressing
Plot No. B-204, First | No.118, Yuegui, South Road
Floor, Sector 6-F, City West New District 321300, | Class A
Mehran Town, Yongkang City, Zhejiang
Korangi Province, China Shelf Life 5 Years
ELI-01234 FSC-O: China Model/Size:70*18mm,72*19mm,76
Valid till: 14-07-2026 *15mm,38x38mm,40x22mm,40x10
mm,65x25mm,56x19mm,70x17mm,
I1SO Valid till: 76x19mm,72x22mm,90x20mm,70*
25-11-2026 18mm,72*19mm,76*15mm,38x38m
m,40x22mm,40x10mm,65x25mm,5
LOA Valid till: 20-10-2029 6x19mm,70x17mm,76x19mm,72x2
2mm,76x25mm,44x69mm,55x37m
m,20x60mm,20x65mm,55x37mm,4
4x69mm,50x50mm,30x60mm,25x6
5mm.
31. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Corn Approved

Pakistan

Plot No. B-204, First
Floor, Sector 6-F,
Mehran Town,
Korangi

ELI-01234

Products Co., Ltd

No.118, Yuegui, South Road
City West New District 321300,
Yongkang City, Zhejiang
Province, China

FSC-O: China
Valid till: 14-07-2026

ISO Valid till:
25-11-2026

LOA Valid till: 20-10-2029

Plaster

Generic Name:
Corn Plaster

Class A
Shelf Life 5 Years

Model/Size:
70*18mm,72*19mm,76*15mm,38x
38mm,40x22mm,40x10mm,65x25m
m,56x19mm,70x17mm,76x19mm,7
2x22mm,90x20mm,70*18mm,72*1
9Imm,76*15mm,38x38mm,40x22m
m,40x10mm,65x25mm,56x19mm,7
0x17mm,76Xx19mm,72x22mm,76x2
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5mm,44x69mm,55x37mm,20x60m
m,20x65mm,55x37mm,44x69mm,5
0x50mm,30x60mm,25x65mm

32. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Wound Approved
Pakistan Products Co., Ltd Plaster
Plot No. B-204, First | No.118, Yuegui, South Road Generic Name:
Floor, Sector 6-F, City West New District 321300, | Wound Plaster
Mehran Town, Yongkang City, Zhejiang Class A
Korangi Province, China
Shelf Life 5 Years
ELI-01234 FSC-O: China
Valid till: 14-07-2026 Model/Size:
70*18mm,72*19mm,76*15mm,38x
I1SO Valid till: 38mm,40x22mm,40x10mm,65x25m
25-11-2026 m,56x19mm,70x17mm,76x19mm,7
2x22mm,90x20mm,70*18mm,72*1
LOA Valid till: 20-10-2029 9mm,76*15mm,38x38mm,40x22m
m,40x10mm,65x25mm,56x19mm,7
0x17mm,76x19mm,72x22mm,76x2
5mm,44x69mm,55x37mm,20x60m
m,20x65mm,55x37mm,44x69mm,5
0x50mm,30x60mm,
33. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Cohesive Approved
Pakistan Products Co., Ltd Bandage
Plot No. B-204, First | No.118, Yuegui, South Road Generic Name: Cohesive Bandage
Floor, Sector 6-F, City West New District 321300,
Mehran Town, Yongkang City, Zhejiang Class A
Korangi Province, China
Shelf Life 5 Years
ELI-01234 FSC-O: China
Valid till: 14-07-2026 Model/Size:75cmx3200cm,100cmx3
200cm,2.5cmxb5yards,5cmx5yards, 7.
ISO Valid till: 5cmx5yards,10cmx5yards,12.5cmx5
25-11-2026 yards,15cmx5yards
LOA Valid till: 20-10-2029
34. | Cure Connect Zhejiang Bangli Medical Brand Name: Cure Fix Zinc Oxide | Approved
Pakistan Products Co., Ltd Adhesive Plaster
Plot No. B-204, First | N0.118, Yuegui, South Road Generic Name:
Floor, Sector 6-F, City West New District 321300, | Zinc Oxide Plaster
Mehran Town, Yongkang City, Zhejiang
Korangi Province, China Class A
ELI-01234 FSC-O: China Shelf Life 5 Years
Valid till: 14-07-2026
Model/Size: 1cm x300cm ,1.25cm
ISO Valid till: x500cm ,2.5cm x 500cm ,1.25 x5
25-11-2026 yards,2.5cm X
Syards,5cmx5yards,7.5cmx5yards,1
LOA Valid till: 20-10-2029 Ocm x5yards,12.5cmx5yards,15¢cm
x5yards,5cmx5m,2.5cmx5m,7.5cmx
5m,10cmx5m,1.25cmx5m
35. | Cure Connect | Legal Manufacturer: Cure Sure Zebra Guidewire Approved
Pakistan Models

Plot No. B-204, First

Bonree Medical Co., Ltd.
1st Floor of building No. 2,

Straight tip:
0.025”,0.028”, 0.032”, 0.035”,
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Floor, Sector 6-F, | Building No. 4, Longzhou 0.038”
Mehran Town, | Village Economic Estate, J-tip:
Korangi Longzhu Avenue, Nanlang, 0.025”,0.028”,0.032”, 0.035”,
528451 Zhongshan, 0.038”
ELI-01234 Guangdong, PEOPLE’S
REPUBLIC OF Class: Class B
Shelf Life: 5 Years
36. | Cure Connect Legal Manufacturer: | Cure Sure Hydrophilic Guidewire | Approved
Pakistan Bonree Medical Co., Ltd. Models:
1st Floor of building No. 2, | Straight tip:
Plot No. B-204, First | Building No. 4, Longzhou |0.018”,0.025”,0.028”, 0.032”,
Floor, Sector 6-F, Village Economic Estate, | 0.035”, 0.038”
Mehran Town, Longzhu Avenue, Nanlang, | J-tip:
Korangi 528451 Zhongshan, Guangdong, | 0.018”, 0.025”, 0.028”, 0.032”,
PEOPLE’S REPUBLIC OF | 0.035”,0.038”
ELI-01234 CHINA
FSC: Class: Class B
Country of Origin Shelf Life: 5 Years
Validity:24-10-2025
LOA
Validity: 09-09-2026
EC Certificate
Validity:31-12-2028
1SO 13485
Validity: 31-07-2025
37. | Cure Connect Jiangxi Kemei Medical Brand Name: Cure Sure Nitrile Approved
Pakistan Instrument Co., Ltd Examination Gloves
Plot No. B-204, First | No. 316 National Road, Xinju, | Generic Name:
Floor, Sector 6-F, Changshan Town, Jinxian Nitrile Examination Gloves
Mehran Town, County, Nanchang City, Jiangxi
Korangi Province, China Class A
ELI-01234 FSC-O: China Shelf Life 5 Years
Valid till: 25-04-2025
Model/Size:
Fees: 6,000 I1SO Valid till: XS, S, M, U, L, XL
26-10-2027
Challan No.
LOA Valid till: 11-12-2029
4423537916
38. | Cure Connect Jiangxi Kemei Medical Brand Name: Cure Sure Latex Approved
Pakistan Instrument Co., Ltd Examination Powder-Free Gloves
Plot No. B-204, First | No. 316 National Road, Xinju, | Generic Name:
Floor, Sector 6-F, Changshan Town, Jinxian Latex Examination Powder-Free
Mehran Town, County, Nanchang City, Jiangxi | Gloves
Korangi Province, China
ELI-01234 Class A
FSC-O: China
Fees : 6,000 Valid till: 25-04-2025 Shelf Life 5 Years
Challan No. ISO Valid till: Model/Size:
26-10-2027 XS, S, MU, L, XL
0342425800
LOA Valid till: 11-12-2029
39. | Cure Connect Jiangxi Kemei Medical Brand Name: Cure Sure Latex Approved
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Pakistan

Plot No. B-204, First
Floor, Sector 6-F,
Mehran Town,

Instrument Co., Ltd

No. 316 National Road, Xinju,
Changshan Town, Jinxian
County, Nanchang City, Jiangxi

Examination Powdered Gloves

Generic Name:
Latex Examination Powdered
Gloves

Korangi Province, China
ELI-01234 FSC-O: China Class A
Fees Valid till: 25-04-2025
Shelf Life 5 Years
6,000 I1SO Valid till:
26-10-2027 Model/Size:
Challan No. XS, S, MU, L, XL
9837053349 LOA Valid till: 11-12-2029
40. | Cure Connect Jiangxi Kemei Medical Brand Name: Cure Sure Latex Approved
Pakistan Instrument Co., Ltd Surgical Powdered Gloves
Plot No. B-204, First | No. 316 National Road, Xinju, | Generic Name:
Floor, Sector 6-F, Changshan Town, Jinxian Latex Examination Powdered
Mehran Town, County, Nanchang City, Jiangxi | Gloves
Korangi Province, China
ELI-01234 FSC-O: China Class B
Valid till: 25-04-2025
Fees Shelf Life 5 Years
I1SO Valid till:
31,000 26-10-2027 Model/Size:
6,6.5,7,75,8,85,9,95
Challan No. LOA Valid till: 11-12-2029
1981360979
41. | Cure Connect Jiangxi Kemei Medical Brand Name: Cure Sure Latex Approved
Pakistan Instrument Co., Ltd Surgical Powder-Free Gloves
Plot No. B-204, First | No. 316 National Road, Xinju, | Generic Name:
Floor, Sector 6-F, Changshan Town, Jinxian Latex Examination Powder-Free
Mehran Town, County, Nanchang City, Jiangxi | Gloves
Korangi Province, China
Fee Challan:
ELI-01234 1981360979 Class B
Fees
31,000 FSC-O: China Shelf Life 5 Years
Challan No. Valid till: 25-04-2025
98789582791 Model/Size:
I1SO Valid till: 6,6.5,7,75,8,85,9,95
26-10-2027
LOA Valid till: 11-12-2029
42. Approved.
LIFE CARES M/s. Vigeo S.r.l HEPASHOT Suject to
Manufacturing Site: submission of
M-20 Mezzanine Vigeo Srl Generic name: differential fee as

Floor, Falak naz Plaza
Main

Shahra -eFaisal
Karachi.

ELI-00077

R&I Details

Registered office: Via Carlo
Poma 19/B, 46034 Borgo
Virgilio (MN)

Operational office: Via

dell’ Alpino 2, 46031 Bagnolo
San Vito (MN)

Histological and
cytological soft
tissue biopsy

needles and kits

Class B

per SRO-1324,
Dated 30th
August 2024 and
codes.
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19-09-2024

Fee Details.

Fee Challan No.
43637712898

Paid Fee. 25000
Dated: 30-07-2024

Tracking ID
BY1-J5W-8M75

FSC:
Country of Origin ITALY
Validity: 13-07-2026

FSC:

FSC of Reference Country
Validity: 00-00-20--

Not Applicable

LOA
Validity: 20-06-2026
ITALY

EC Certificate
Validity: 21-07-2027

ISO 13485
Validity: 23-06-2026

Shelf Life: 5 years

43. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l VVTEK submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name: per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and Kits
dell’ Alpino 2, 46031 Bagnolo
ELI-00077 San Vito (MN)
Class B
R&| Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
905277215806 FSC: VTEK
Paid Fee. 25000 FSC of Reference Country VVTEK
Dated: 30-07-2024 Validity: 00-00-20-- VVVTEK
Not Applicable
Tracking ID
BYP-UT8-XND3 LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
44. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l AUTOCUT submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name per SRO-1324,

Floor, Falak naz Plaza

Main
Shahra -eFaisal
Karachi.

Registered office: Via Carlo
Poma 19/B, 46034 Borgo
Virgilio (MN)

Operational office: Via
dell’Alpino 2, 46031 Bagnolo

Histological and
cytological soft
tissue biopsy

needles and kits

Dated 30th
August 2024
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ELI1-00077 San Vito (MN)
Class B
R&| Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
67999515113 FSC: VVECxxyy
Paid Fee. 25000 FSC of Reference Country VVEXXyy
Dated: 30-07-2024 Validity: 00-00-20-- VVG1xxyy
Not Applicable VVGAXXyy
Tracking ID VVGCxxyy
DGL-QH5-LMzV LOA VVGP1xxyy
Validity: 20-06-2026 VVGPAXxyy
ITALY VVGPCxxyy
VVGPxxyy
EC Certificate VVGTLAXXyY
Validity: 21-07-2027 VVGTLCxxyy
VVGxxyy
ISO 13485
Validity: 23-06-2026
45. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l LOCK submission of fee
Manufacturing Site: as per SRO-1324,
M-20 Mezzanine Vigeo Srl Generic name Dated 30th
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and August 2024
Main Poma 19/B, 46034 Borgo cytological soft
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and kits
dell’Alpino 2, 46031 Bagnolo
ELI-00077 San Vito (MN)
Class B
R&| Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
................ FSC:
Paid Fee. 25000 FSC of Reference Country VVITxXxyy(xx)
Dated: 30-07-2024 Validity: 00-00-20--
Not Applicable
Tracking ID
E4A-UZZ-DH4X LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
46. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l INTRO PLUS submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name per SRO-1324,

Floor, Falak naz Plaza
Main

Histological and
cytological soft

Dated 30th
August 2024
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Shahra -eFaisal

Registered office: Via Carlo

tissue biopsy

Karachi. Poma 19/B, 46034 Borgo needles and kits
Virgilio (MN)
ELI-00077 Operational office: Via
dell’Alpino 2, 46031 Bagnolo Class B
R&| Details San Vito (MN)
19-09-2024 Shelf Life: 5 years
Fee Details. FSC:
Fee Challan No. Country of Origin ITALY Codes/Sizes
09942685882 Validity: 13-07-2026 VVTCxxyy
Paid Fee. 25000 VVTxxyy
Dated: 30-07-2024 FSC:
FSC of Reference Country
Tracking ID Validity: 00-00-20--
SE9-MZ6-D3PE Not Applicable
LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
47. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l MYELO submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and Kits
dell’Alpino 2, 46031 Bagnolo
EL1-00077 San Vito (MN)
Class B
R&]I Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
37629685714 FSC: VV | Ixxyy/xx(x)
Paid Fee. 25000 FSC of Reference Country VVIELxxyy/xx(X)
Dated: 30-07-2024 Validity: 00-00-20-- VV IE XX yy IXx(X)
Not Applicable VVIXxyy/xx(x)
Tracking ID
TSB-LS9-ZXWQ LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
I1SO 13485
Validity: 23-06-2026
48. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
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LIFE CARES M/s. Vigeo S.r.l RELOCK submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and kits
dell’Alpino 2, 46031 Bagnolo
EL1-00077 San Vito (MN)
Class B
R&| Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
78695900239 FSC: VVRXxyy
Paid Fee. 25000 FSC of Reference Country VVRPxxyy
Dated: 30-07-2024 Validity: 00-00-20-- VVRPSxx yy
Not Applicable VVNSPxxyy
Tracking ID VVNSPXxyyx
VAG-NQ5-VRDS LOA VVNSPZxxyy
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
49. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
LIFE CARES M/s. Vigeo S.r.l CYTOCAN
Manufacturing Site:
M-20 Mezzanine Vigeo Srl Generic name

Floor, Falak naz Plaza
Main

Shahra -eFaisal
Karachi.

EL1-00077

R&I Details
19-09-2024

Fee Details.

Fee Challan No.
227421108

Paid Fee. 25000
Dated: 30-07-2024

Tracking ID
WGY-VHM-H8LQ

Registered office: Via Carlo
Poma 19/B, 46034 Borgo
Virgilio (MN)

Operational office: Via
dell’Alpino 2, 46031 Bagnolo
San Vito (MN)

FSC:
Country of Origin ITALY
Validity: 13-07-2026

FSC:

FSC of Reference Country
Validity: 00-00-20--

Not Applicable

LOA
Validity: 20-06-2026
ITALY

EC Certificate
Validity: 21-07-2027

1ISO 13485

Histological and
cytological soft
tissue biopsy
needles

Class B

Shelf Life: 5 years

Codes/Sizes
VVBxxyy
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Validity: 23-06-2026

50. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l CT-CORE submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic hame per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and kits
dell’Alpino 2, 46031 Bagnolo
ELI-00077 San Vito (MN)
Class B
R&| Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
01205863 FSC:
Paid Fee. 25000 FSC of Reference Country VVDOxxyy
Dated: 30-07-2024 Validity: 00-00-20-- VVDOCxxyy
Not Applicable VVDOAXXyy
Tracking ID VVDO1xxyy
XEA-N6N-WEWD | LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
51. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l COMPACT submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic name per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and kits
dell’Alpino 2, 46031 Bagnolo
ELI-00077 San Vito (MN)
Class B
R&|I Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No. Codes/Sizes
5926054318 FSC: VCT1xxyy
Paid Fee. 25000 FSC of Reference Country VCTAXXyY
Dated: 30-07-2024 Validity: 00-00-20-- VCTCxxyy
Not Applicable VCTxxyy
Tracking ID
XHH-7A2-1SQZ LOA
Validity: 20-06-2026
ITALY
EC Certificate
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Validity: 21-07-2027

ISO 13485
Validity: 23-06-2026

52. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l BCUT submission of
Manufacturing Site: differential fee as
M-20 Mezzanine Vigeo Srl Generic hame per SRO-1324,
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and Dated 30th
Main Poma 19/B, 46034 Borgo cytological soft August 2024
Shahra -eFaisal Virgilio (MN) tissue biopsy
Karachi. Operational office: Via needles and kits
dell’Alpino 2, 46031 Bagnolo
ELI1-00077 San Vito (MN) Class B
R&| Details Shelf Life: 5 years
19-09-2024 FSC:
Country of Origin ITALY
Fee Details. Validity: 13-07-2026 Codes/Sizes
Fee Challan No. VVIxxyy(xx)
771407131391 FSC: VVIEXXYY(XX)
Paid Fee. 25000 FSC of Reference Country
Dated: 30-07-2024 Validity: 00-00-20--
Not Applicable
Tracking ID
YPY-LLJ-WZLZ LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
53. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
LIFE CARES M/s. Vigeo S.r.l D-PUNCH
Manufacturing Site:
M-20 Mezzanine Vigeo Srl Generic name

Floor, Falak naz Plaza
Main

Shahra -eFaisal
Karachi.

EL1-00077

R&I Details
19-09-2024

Fee Details.

Fee Challan No.
4530750657

Paid Fee. 25000
Dated: 30-07-2024

Tracking ID
ZA8-6X8-YD3A

Registered office: Via Carlo
Poma 19/B, 46034 Borgo
Virgilio (MN)

Operational office: Via
dell’Alpino 2, 46031 Bagnolo
San Vito (MN)

FSC:
Country of Origin ITALY
Validity: 13-07-2026

FSC:

FSC of Reference Country
Validity: 00-00-20--

Not Applicable

LOA
Validity: 20-06-2026

Histological and
cytological soft
tissue biopsy

needles and kits

Class B

Shelf Life: 5 years

Codes/Sizes
VPTX
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ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
54. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
LIFE CARES M/s. Vigeo S.r.l HEPASHOT submission of
Manufacturing Site: codes and
M-20 Mezzanine Vigeo Srl Generic name: differential fee as
Floor, Falak naz Plaza | Registered office: Via Carlo Histological and per SRO-1324,
Main Poma 19/B, 46034 Borgo cytological soft Dated 30th
Shahra -eFaisal Virgilio (MN) tissue biopsy August 2024
Karachi. Operational office: Via needles and kits
dell’ Alpino 2, 46031 Bagnolo
EL1-00077 San Vito (MN)
Class B
R&|I Details
19-09-2024 FSC: Shelf Life: 5 years
Country of Origin ITALY
Fee Details. Validity: 13-07-2026
Fee Challan No.
43637712898 FSC:
Paid Fee. 25000 FSC of Reference Country
Dated: 30-07-2024 Validity: 00-00-20--
Not Applicable
Tracking ID
BY1-J5W-8M75 LOA
Validity: 20-06-2026
ITALY
EC Certificate
Validity: 21-07-2027
ISO 13485
Validity: 23-06-2026
55. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
M/s Muller & Phipps | M/s ConvaTec Limited NTLTAC SPRAY TR101 50ML
Pakistan (Pvt.) First Avenue Deeside Industrial | (Sting free medical adhesive
Limited Park Deeside, Flintshire, CH5 remover)
Uzma Court Main 2NU, UK Model: 420787
Clifton Road,
Karachi. Physical Manufacturer: Class- A
UK /HYDROKEM Declaration of conformity:
(EL1-00030) AEROSOLS LTD Hickmans Issuance date: (03/04/2019)
Road, Birkenhead, Wirral CH4l
R& | Date: I 1Jh UK. Shelf life: 04 Years
(20-09-2021)
Letter of authorization:
Fee details: 28-01-2026
Amount: PKR 5000/-
Slip: 773434527543
Dated: 14-09-2021
56. | Applicant Name Name of Manufacturer: Brand Name: Approved.
M/s Muller & Phipps | M/s ConvaTec Limited Surgicare System 2Belt
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Pakistan (Pvt.)

First Avenue Deeside Industrial

(Ostomy appliance belt)

Limited Park Deeside, Flintshire, CH5 Model: 175510
Uzma Court Main 2NU, UK
Clifton Road, Class- A
Karachi. Physical Manufacturer:
ConvaTec Dominican Republic, | Shelf life: 04 Years
(EL1-00030) Inc. carretera Sanchez,Km. 18.5
Parque Industrial Itabo,S.A Letter of authorization:
R& | Date: Dominican Republic.. 28-01-2026
(12-07-2021)
Fee details:
Amount: PKR 5000/-
Slip: 773434527543
Dated: 07-07-2021
57. | Applicant Name Name of Manufacturer: Brand Name: Approved subject
to submission of
M/s MR Medical M/s Shenzhen Mindray Mindray valid 1SO 13485
Pakistan Private BioMedical Electronics Co., Ltd | Auto-Hematology Analyzer Certificate.
Limited Model: BC-700 series
Office no 1101, 11th | Address: Mindray Building,
Floor, ISE Tower, Keji 12th Road South, High- Class- B
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad. 518057, Shenzhen, PEOPLE'S | Shelf life: 05 Years
(EL1-01008) REPUBLIC OF CHINA.
R& | Date: Letter of authorization:
(12-07-2021) 14-04-2027
Fee details: FSC Validity:
Amount: PKR 07-04-2024
25000/-
Slip: 60180986395 ISO 13485 Certificate validity: 31-
Dated: (21-02-2023) 08-2023
FSC Germany: submitted
58. | Applicant Name Name of Manufacturer: Brand Name: Approved subject
to submission of
M/s MR Medical M/s Shenzhen Mindray Mindray valid 1SO 13485
Pakistan Private BioMedical Electronics Co., Ltd | Auto-Hematology Analyzer Certificate.
Limited Model: BC-6200 series
Office no 1101, 11th | Address: Mindray Building,
Floor, ISE Tower, Keji 12th Road South, High- Class- B
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad. 518057, Shenzhen, PEOPLE'S | Shelf life: 05 Years
REPUBLIC OF CHINA.
(ELI1-01008) Letter of authorization:
14-04-2027
R& | Date:
(22-02-2023) FSC Validity:
07-04-2024
Fee details:
Amount: PKR ISO 13485 Certificate validity: 31-
25000/- 08-2023
Slip: 840225173
Dated: (21-02-2023) FSC Germany: submitted
59. | Applicant Name Name of Manufacturer: Brand Name: Approved subject

to submission of
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M/s MR Medical M/s Shenzhen Mindray Mindray valid I1SO 13485
Pakistan Private BioMedical Electronics Co., Ltd | Auto-Hematology Analyzer Certificate.
Limited Model: BC-6000 series
Office no 1101, 11th | Address: Mindray Building,
Floor, ISE Tower, Keji 12th Road South, High- Class- B
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad. 518057, Shenzhen, PEOPLE'S | Shelf life: 05 Years
REPUBLIC OF CHINA.
(EL1-01008) Letter of authorization:
14-04-2027
R& | Date:
(22-02-2023) FSC Validity:
07-04-2024
Fee details:
Amount: PKR ISO 13485 Certificate validity: 31-
25000/- 08-2023
Slip: 2726097285
Dated: (21-02-2023) FSC Germany: submitted
60. | Applicant Name Name of Manufacturer: Brand Name: Approved subject
to submission of
M/s MR Medical M/s Shenzhen Mindray Mindray valid 1SO 13485
Pakistan Private BioMedical Electronics Co., Ltd | Chemistry Analyzer Certificate.
Limited Model: BS-430
Office no 1101, 11th | Address: Mindray Building,
Floor, ISE Tower, Keji 12th Road South, High- Class- A
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad. 518057, Shenzhen, PEOPLE'S | Shelf life: 05 Years
REPUBLIC OF CHINA.
(EL1-01008) Letter of authorization:
14-04-2027
R& | Date:
(22-02-2023) FSC Validity:
07-04-2024
Fee details:
Amount: PKR 5000/- ISO 13485 Certificate validity: 31-
Slip: 2726097285 08-2023
Dated: (21-02-2023)
FSC Germany: submitted
61. | Applicant Name Name of Manufacturer: SIEMENS Approved .
Innovance PFA-200 System
M/s Ejazuddin & Co., | M/s Siemens Healthcare Model: BC-6000 series
237-B, Block 11, Diagnostics Products GmbH Class- B
PECHS, Shahrahe- Emil-vonBehring-Strale 76 Shelf life: 05 Years
Quaideen, Karachi. 35041 Marburg Germany. Codes: B4170-100 / Sizes (if any)
Accessories & Consumables:
(EL1-00078) ISO 13485 Certificate validity: | Code: B4170-20 Dade PFA
15-08-2027 Collagen/EPI Test Cartridge
R& | Date:
30.03.2020 Code: B4170-21 Dade PFA
Fee details: Letter of authorization: Collagen/ ADP Test Cartridge
Amount: PKR 13-12-2025
25000/- Code: B4170-22 Innovance PFA
Slip: 1945893 FSC Japan issued on: P2Y Test
Dated: (18.03.2020) 23-01-2023
Code: B4170-50 Dade PFA Trigger
Solution
Code: B4170-70 PFA Cassettes
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Code: B4170-73 PFA Cleaning Pads

Code: B4170-74 Dade PFA Priming
Cartridge

Code: B4170-75 Dade PFA Vacuum
Cups

Code: B4170-77 PFA O-Ring
Service Tool

Code: B4170-48 PFA O-Rings

62. | Applicant Name M/s Shenzhen Mindray Brand Name: Approved subject
BioMedical Electronics Co., Ltd to submission of
M/s MR Medical Mindray valid 1SO 13485
Pakistan Private Address: Mindray Building, Generic Name: Certificate.
Limited Keji 12th Road South, High- Uric Acid Kit (Uricase
Office no 1101, 11th | Tech Industrial Park, Nanshan, | peroxidase Method)
Floor, ISE Tower, 518057, Shenzhen, PEOPLE'S
Jinnah Avenue, Blue | REPUBLIC OF CHINA. Class B
Area, Islamabad.
Shelf life:
(EL1-01008) FSC:
2/2/2021 12 months
R& | Date:
(22-02-2023) Marketing
Authorization
Fee details: Letter (LOA):
Amount: PKR Valid until:
25000/- 14/4/2027
Slip: 2726097285
Dated: (21-02-2023)
Tracking ID:
13Z-LN9-USEH
63. | Applicant Name M/s Shenzhen Mindray Brand Name: Approved subject
BioMedical Electronics Co., Ltd to submission of
M/s MR Medical Mindray valid 1SO 13485
Pakistan Private Address: Mindray Building, Generic Name: Certificate.
Limited Keji 12th Road South, High- Total § Human
Office no 1101, 11th | Tech Industrial Park, Nanshan, | Chorionic
Floor, ISE Tower, 518057, Shenzhen, PEOPLE'S | Gonadotropin
Jinnah Avenue, Blue | REPUBLIC OF CHINA. (CLIA)
Area, Islamabad. Shelf life:
(ELI1-01008) FSC: Class B
2/2/2021
R& | Date: 18 months
(30-12-2022) Marketing
Authorization
Fee details: Letter (LOA):
Amount: PKR Valid until:
25000/- 14/4/2027
Slip: 120613792299
Dated: (30-12-2022)
Tracking ID:
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2DS-L6U-6B55

64. | Applicant Name M/s Shenzhen Mindray Brand Name: Approved subject
BioMedical Electronics Co., Ltd to submission of
M/s MR Medical Mindray valid I1SO 13485
Pakistan Private Address: Mindray Building, Generic Name: Certificate.
Limited Keji 12th Road South, High- Magnesium Kit
Office no 1101, 11th | Tech Industrial Park, Nanshan, | (Xylidyl Blue Method)
Floor, ISE Tower, 518057, Shenzhen, PEOPLE'S
Jinnah Avenue, Blue | REPUBLIC OF CHINA. Class B
Area, Islamabad.
Shelf life:
(EL1-01008) FSC: 18 months
2/2/2021
R& | Date:
(20-12-2022) Marketing
Authorization
Fee detalils: Letter (LOA):
Amount: PKR Valid until:
25000/- 14/4/2027
Slip: 077149550491
Dated: (14-12-2022)
Tracking ID:
57T-DLT-LPND
65. | Applicant Name M/s Shenzhen Mindray Brand Name: Approved subject
BioMedical Electronics Co., Ltd to submission of
M/s MR Medical Mindray valid 1SO 13485
Pakistan Private Address: Mindray Building, Generic Name: Certificate.
Limited Keji 12th Road South, High- Free
Office no 1101, 11th | Tech Industrial Park, Nanshan, | Triiodothyronine kit
Floor, ISE Tower, 518057, Shenzhen, PEOPLE'S | with FT3 Calibrator
Jinnah Avenue, Blue | REPUBLIC OF CHINA.
Area, Islamabad. Class B
Shelf life:
(EL1-01008) FSC:
2/2/2021 18 months
R& | Date:
(30-12-2022) Marketing
Authorization
Fee details: Letter (LOA):
Amount: PKR Valid until:
25000/- 14/4/2027
Slip: 2253641880
Dated: (30-12-2022)
Tracking ID:
8VM-NT3-XDMX
66. | Applicant Name M/s Shenzhen Mindray Brand Name: Approved subject
BioMedical Electronics Co., Ltd to submission of
M/s MR Medical Mindray valid I1SO 13485
Pakistan Private Address: Mindray Building, Generic Name: Certificate.
Limited Keji 12th Road South, High- Vitamin B12 with
Office no 1101, 11th | Tech Industrial Park, Nanshan, | calibrator
Floor, ISE Tower, 518057, Shenzhen, PEOPLE'S
Jinnah Avenue, Blue | REPUBLIC OF CHINA. Class B
Area, Islamabad.
Shelf life:
(EL1-01008) FSC:
2/2/2021 18 months
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R& | Date:
(30-12-2022)

Fee details:
Amount: PKR
25000/-

Slip: 903829569
Dated: (30-12-2022)

Marketing
Authorization
Letter (LOA):
Valid until:
14/4/2027

Tracking ID:
D3W-ZJU-RDUP
67. | Applicant: (Legal Manufacturer) Brand Name: Deferred for WHO
Abbott Laboratories Name: M/s. Abon Biopharm ABON HCV Hepatitis C Virus prequalified
(Pakistan) Ltd., Opp. | (Hangzhou) Co. Ltd. Rapid Test Device (Whole reference/ FSC
Radio Pakistan 198 12th Street East, Hangzhou | Blood/Serum/Plasma) RRA and design
Transmission Centre, | Economic and Technological Generic: examination,
Hyderabad Road, Development Area, Hangzhou, | ABON HCV Hepatitis C Virus
Landhi, Karachi 310018. China Rapid Test Device (Whole
Blood/Serum/Plasma)
(EL1-00019) Free Sale Certificate Codes: 38221990, 30829
Date of Issue: (31-10-2024)
R& | Date: Class-D
(08-01-2025) Letter of authorization:
Date of Issue: (19-11-2024) Shelf life: 24 Months
Fee details:
Amount paid: PKR
62,000/-
Paid Slip / challan
No.: 64760315
Dated: (03-12-2024)
68. | Name Legal Manufacturer: Name of Medical device Approved
M/s Mian Scientific Name: Tisenc High Sensitive Cardiac
Corporation (PVT) Guangzhou Wondfo Biotech Troponin-I Test Kit
Ltd Co, Ltd
Address of Class: C
Importer: Address: No.8 Lizhishan Road,
534-Jinnah Colony Science City, Huangpu District, | MD group: Kit
Faisalabad, 38030, 510663, Guangzhou P.R China.
Pakistan. LOA Validity:
(EL1-00442) 28-04-2027 Shelf life: 24 month
R&I Dated: FSC Validity: Codes/Size: 12tests/kit, 24tests/kit,
01 Feb 2024 19/03/2025 36tests/kit,
48tests/kit, 60tests/kit
Fee Challan No:
991694777704
33395733
PKR: 62,000/-
69. | Name Legal Manufacturer: Name of Medical device Appoved in Class-

M/s Mian Scientific
Corporation (PVT)
Ltd

Address of
Importer:
534-Jinnah Colony
Faisalabad, 38030,
Pakistan.

Name:
Getein Biotech, Inc.

Address: No. 9 Bofu Road
Luhe District Nanjing, 211505
China.

Getein AFP Test kit

Class: B

MD group: Kit

C subject to
submission of
diffeential fee as
per revised SRO.

Decisions of 87" Meeting of MDB (27-03-2025)

Page 27 of 111




(EL1-00442)

R&I Dated:
11 Jan 2021

Fee Challan No:

LOA Validity:
20 April, 2026

FSC Validity:
EU Not mentioned validity

Shelf life: 24 month

Codes/Size:

ITEST/KIT, 3TEST/KIT,
5TEST/KIT, 10TEST/KIT,
25TEST/KIT,

2077401 50TEST/KIT,100TEST/KIT
PKR: 25,000-
70. | M/s Vertex Medical LEGAL ACUSON Maple Series Approved
Pvt. Ltd. MANUFACTEURER)
Service Life: 10 Years
Address: 401-402, SIEMENS MEDICAL
Block — F, Johar SOLUTIONS USA, Inc. 22010
Town, Lahore S.E. 51st STREET ISSAQUAMH, | Class B
WA 98029, USA
ELI-00150 Codes:
(Manufacturing site) ACUSON Maple -
ACUSON MAPLE SERIES -
Application SIEMENS MEDICAL 11711750, 11284847, 11284846,
Submitted in R&lI SOLUTIONS USA, Inc. 22010 | 11711957, 11268277, 11268679,
30-Sep-2024 S.E. 51st STREET ISSAQUAMH, | 11370949, 11711446, 10136143,
Fee WA 98029, USA 10789380, 10789381, 11284923,
Rs. 31,000/ through 11319682, 11711157, 11575443,
slip no. 1833697606 | LOA 11575444,
Valid till: 30-09-2025
FSC: Country of Origin
Germany
EU MDR Certificate
Valid till: 15-02-2028
ISO 13485 Certificate:
Valid till: 31-10-2027
71. | M/S GHAZALI Legal Manufacturer: NINGBO | SPIROCARE Approved subject
BROTHERS Address | YINGMED MEDICAL | (Spirometer) to submission of
of Importer 1ST INSTRUMENTS CO., LTD | Class A differential fee as
FLOOR AZZAINAB | Manufacturing Site: | Shelf Life: 5 years per new SRO and
COURT CAMPBELL | YINGSHENG BUILDING, NO. | Codes / Sizes (if any) revised Form-7A,
STREET, KARACHI, | 456 TAT’AN ROAD, | SIZES 3 Balls Spirometry stability studies
PAKISTAN ELI- SOUTHERN BUSINESS | Capacity: 600ML, 900ML, and valid and
00240 ZONE, 315199, NINGBO, | 1200ML/SEC notarized Ce
CHINA certificate and
R&lI receiving.
LOA: Sole Agency Agreement
(Notarized by CCPIT, submitted
with file): Valid till 01.01 2029
FSC: China Validity: issued in
18.12.2025
ISO: 1SO 13485:2016 Valid
Upon Submission) 18.7.2023
72. |/SGHAZALI Legal Manufacturer: Brand Name: Approved subject
BROTHERS Address | FOSHAN HONGFENG ACCUMAX DELUX to clarification of

of Importer 1ST
FLOOR AZZAINAB
COURT CAMPBELL
STREET, KARACHI,

CO., LTD

Manufacturing Site:

ADD: NO. 4-2, LEQUIANG
ROAD, LEPING, SANSHUI,

Anti-decubitus Ripple
(Medical air mattress)
Class A

Shelf Life:

the brand name
on fee slip and
applied name and
submission of the
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PAKISTAN ELI- FOSHAN DISTRICT, N/A R&I receiving’s
00240 Date of Fee Rs. | GUANGDONG Declaration letter attached
6000/ through slip PROVINCE, CHINA Codes/Sizes:

LOA: HF6001, HF6002, HF6002U,

agreement HF6005,

Validity: Mar, 2034 HF6006, HF6008, HF601, HF608,

FSC: China HF609, HF6P01, HF62012, HF-A

Validity: 26/11/2025

73. | GHAZALI Legal Manufacturer: ACCUMAX ELECTRIC Approved subject

BROTHERS Address | ANSHAN WENSANDONG HEATING to submission of
of Importer 1ST ELECTRIC BLANKET PAD the R&I receiving
FLOOR AZZAINAB | FACTORY Class A stability studies
COURT CAMPBELL | Manufacturing Site: Shelf Life: 5 YEARS and FSC.
STREET, KARACHI, | NO.4 LINGXIU GARDON, Codes/Sizes:
PAKISTAN ELI- HONGQI STREET, LISHAN SIZE: 30X60CM, 40X60CM,
00240 Date of DISTRICT, ANSHAN CITY, 45X70CM

LIAONING PROVINCE, PRC

LOA:

agreement

Validity: Dec, 2027

FSC: China

Validity: 01/03/2025

(Valid upon submission)

74. Approved subject
M/s. NASSIR Legal Brand Name; to the submission
TRADING Manufacturer: CuraWax of the valid and
COMPANY M/s Generic Name; notarized LOA,
Suite No. 109, CURAMEDICAL Sterile, Non- Valid notarized
1st Floor, Al- B.V. Industrieweg 6 absorbable FSC. Furthermore
Rehman Trade B - 1566 JP Haemostatic the shall submit
Centre, ASSENDELFT, Bone wax the differential fee
Shahrah-e- The Netherlands. Class-B as per new SRO
Liaquat, Opp Shelf Life: and along with
Sindh Madrasa, FSC: Netherlands 5Years revised form7A
Karachi. Validity: Codes / Sizes with revise class.
ELI-00511 26/05/2024 (As Per FSC): Submit stability

CW-012 — studies

CE certificate 2.5gram per

(Valid to 31-Dec- pouch (12

2027, Extension of pieces)

Validity attached) CW-024 —

LOA 2.5gram per

Validity: pouch (24

11/01/2025 pieces)

75. SM Impex. Geotek Medikal Ve Approved subject
Address of Saglik Hiz.Tic. San Pigtail to clarification of
Importer Ltd Sti. Nephrostomy the applied name
Office No. B- (Manufacturing Set in the FSC or
309 3rd Floor, site) submit other valid
New Chali M/s Lvedik OSB Shelf Life: 5 FSC along with
Trade Centre, Agac Metal Sitesi Years the clarifcaion o
Shahrah-e- 1436 Sk No. 12, Code fthe applied codes
Liaquat, Yenimahalle and submit
Karachi, Ankara, Turkey. GCNO06, stability studies.
Pakistan. GCNO8,

Fsc: GCNI10,
Fee GCN12,
GCN14,
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Rs. 25,000/ Turkey and EU, GCN16,
through slip no. Valid Till 01. GDPNHO06-L,
2063219, dated 03. 2027 GDPNHO08-L,
16-Mar-2021 GDPNH10-L,
Marketing GDPNH12-L,
Authorization GDPNH14-L,
Letter: GDPNH16-L,
Loa Valid till GPNSHO06,
21. 05. 2027 GPNSHO08,
GPNSH10,
Production GPNSH12,
Quality GPNSH14,
Management GPNSH16
System
Certificate (
1SO 13485)
1SO 13485
Valid till 04.
07. 2026
Full Quality
Assurance
Certificate
Or
Equivalent:
CE Validity
Up To: 26. 09.
2024
(with
Extension
Letter)
76. Approved subject
SM Impex. Geotek Medikal Ve Suprapubic to clarification of
Address of Saglik Hiz.Tic. San Drainage the applied name
Importer Ltd Sti. Ivedik OSB Catheters And in the FSC or
Office No. B- Agac Metal Set submit other valid
309 3rd Floor, Sitesi, 1436. Sok. Class B FSC along with
New Chali No:12, Ostim, the clarification of
Trade Centre, Ankara, Shelf Life: 5 the applied codes
Shahrah-e- Yenimahalle, Years and submit
Liaquat, 06370, Turkey stability studies.
Karachi, (Manufacturing Codes
Pakistan. site)
M/s Lvedik OSB GSP08,
Agac Metal Sitesi GSP10, GSP12,
Fee 1436 Sk No. 12, GSP14, GSP186,
Rs. 25,000/ Yenimahalle GSP18, GSP20
through slip Ankara, Turkey.
no. 2063218,
dated 16- Fsc:
Mar-2021 Turkey and EU,
Valid Till 01.
03. 2027
Marketing
Authorization
Letter:
Loa Valid till
21. 05. 2027
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Production

Quality
Management
System
Certificate (
1SO 13485)
1SO 13485
Valid till 04.
07. 2026
Full Quality
Assurance
Certificate
Or
Equivalent:
CE Validity
Up To: 26. 09.
2024
(with
Extension
Letter)
. Legal Manufacture W Approved
MEKICS Co., Ltd
Address: 21, Sangjiseok-gil, . .
Paju-si, Gyeonggi-do, Republic %&r
M/s ElectroMed of Korea
Corporation Manufacturing Site (s):
MEKICS Co., Ltd Class C
ELI-00163 Address: 21, Sangjiseok-gil, .
Paju-si, Gyeonggi-do, Republic %
R&]I Details of Korea
17-03-2025 LOA: - .
idity: Codes/Sizes:
Fee Challan No. \F/gg‘f“ty' 03-03-2030 Product Code: MH0012_00
64004352125 Country of Origin
dated: 14-03-2025 Validity: 26-02-2027
EC Certificate:
Validity: 31-12-2027
I1SO 13485:
Validity: 11-11-2027
78. | M/s ElectroMed Legal Manufacture Brand Name: Approved subject
Corporation Qingdao Kingon Medical P2 to submission of
Science and Technology Co., fee as per revised
ELI-00163 Ltd., (Generic Name): SRO for Family.
Room 301-302, No. 15 Portable Oxygen Concentrator
R&| Details Hancheng Road, Qingdao Free
19-03-2025 Trade Zone, Shandong, China, | Class B
266555
Fee Challan No. Manufacturing Site (s): Shelf life:
678439356468 Qingdao Kingon Medical 05 Years
dated: 10-03-2025 Science and Technology Co., }
Ltd., Codes/Sizes:
24th Factory Building, No.252 | P2
Yanhe Road, Huangdao, P2-E
Qingdao, Shandong, China, P2-E6
266510 P2-E7

LOA:
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Validity: 02-12-2029
ESC:

Country of Origin
Validity: 09-12-2026
EC Certificate:
Validity: 31-12-2028
1SO 13485:
Validity: 09-05-2025

79. | M/s. BIOMADICS, Legal Manufacturer: Brand Name: Approved subject
Karachi. M/s Biocytech PathTezt Processor to submission of
Address: Gate #1, Corporation Sdn Bhd codes and fee as
211/B Sindhi Muslim, | Address: No. 820, Generic Name; per revised SRO
Block B Corporation | Simpang Empat, Jalan Pathtezt Pap Smear Test Instrument | for System.
Housing Lahat, 31450
Society, Karachi Menglembu, Ipoh, Class A
Perak, Malaysia

ELI:00432 Shelf Life of
FSC: MALAYSIA Processor: Not
Validity: 24/07/2029 Specified
LOA
Validity: May-2029
ISO 13485
Validity:08-02-2028

80. | M/s FREESIA Legal Manufacturer: PROCARE Latex Approved. Subject

ENTERPRISES LONGCANE Examination Gloves to provision of
INDUSTRIES SDN Powdered “Non- valid 1SO 13485
ELI-00201 BHD Sterile” Certificate.
Manufacturing ~ Site(s): Lot
R&I detail: 5783, Mukim 15, Jalan
07-Nov-2022 Seladang, Alma. 14000 Bukit | Class: Class A
Merta jam, Shelf Life: 5 Years
Fee Challan No: Penang, Malaysia Codes/sizes: Latex-001/ XS, S, M,
97516326885 LOA: Yes L, XL
Dated:28-10-2022 Validity:27-07-2025
FSC: Spain
I1SO 13485
Validity:08-04-2024
81. | M/s FREESIA Legal Manufacturer: PROCARE Latex Approved. Subject
ENTERPRISES LONGCANE Examination Gloves to provision of
INDUSTRIES SDN Powder Free “Non- valid 1SO 13485
ELI-00201 BHD Sterile” Certificate and fee
Manufacturing ~ Site(s): Lot challan of subject
R&I detail: 5783, Mukim 15, Jalan | Class: Class A product.
07-Nov-2022 Seladang, Alma. 14000 Bukit
Merta jam, Shelf Life: 5 Years
Fee Challan No: Penang, Malaysia
9514312855 LOA: Yes Codes/sizes: Latex-001
Dated:28-10-2022 Validity:27-07-2025 /XS, S, M, L, XL
FSC: Spain
I1SO 13485
Validity:08-04-2024

82. | M/s 3M SURGICALS | Legal Manufacturer: BONE WAX Approved. Subject

ELI-00122 BRASUTURE INDUSTRIA NON- to provision of

COMERCIO ABSORBABLE valid 1SO 13485
R&I detail IMPORTACAO HEMOSTATIC Certificate and
Fee Challan No: EXPORTACAO LTDA. FSC of any RRA.
2057031 Class: B

Dated: 6-1-2021

Manufacturing Site(s): Rua
Vereador José

Shelf Life: 5Year
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RS: 25000/PKR

Vasconcelos dos Reis,

642 — CEP 13790-000 Sédo
Sebastido da Grama — SP —
Brasil

LOA:

Validity: DEC,2026

FSC: 28-08-2033

1SO 13485:

Validity 31-03-2025

Codes/Sizes: CO-830

83. | Name: M/s Radiant Legal Manufacturer: M/s Alpha LED and Approved. Subject
Medical Private Gimmi GmbH Alpha Xenon Light to provision of
Limited Source fee challan of

(Manufacturing subject product.
Address: 06-Sher site) Class: A
Shah Block New Carl-Zeiss-Str. 6
Garden Town 78532 Tuttlingen Shelf Life: N/A
Lahore, Pakistan Germany

Codes/Sizes:

Lic. No: ELI-00135 LOA: S.5105.50 Alpha
R&lI detail: Validity: 31% Dec2025 LED Light Source
10" May,2024 FSC: Valid, Germany

ISO 13485: S.5106.60 Il
Fee Challan No Validity: 31.05.2027 Alpha Xenon
1055421814 Light Source

84. | HOSPICARE Legal Manufacturer: Brand: Keyu Feces Formed | Approved subject
SYSTEMS Element Control to submission of
oth Floor, Emarah Zhuhai Keyu Biological fee challan.
Suites, Plot 8-B Block Engineering Co., Ltd ggr:]irrl(;:l. Feces Formed Element
A ’SMCHS Sha_hrah- Manufacturing Site:
e-Faisal Karachi, Class B
75350 1/f, 2/f, 5/f, 6/f building 4,

ELI: 00274 No0.605, Yuge road, Sanzao SHELF Life: 18 months
town, Jinwan district, Zhuhai
City, Guangdong Province,
519040, P.R.China Codes/Sizes: (QC-1,QC-I1,QC-
II1,QC-1V,QC-V)
Date of R&I
18-02-2025
ESC:
Country of Origin China
Validity: 16-01-2026
FSC: Netherland
31-0ct-2027
LOA
Validity: 22-DEC-2025
1SO 13485
Validity: 14-June-2025

85. | Medisurg Innovative | Legal Manufacturer: Brand Name: Approved subject

Health Care (Private) PK Papyrus to submission of

Limited, First Floor of
Plot No 35-N/3,

Biotronik AG

Generic Name:

differential fee as
per revised SRO.
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PECHS Block-6, Near
Rohail Khund
Society, Karachi.

ELI- 00242

R&I details
12-09-2024

Fee: Rs. 25,000/-
(Renewal)

Slip: 2182822252
Dated: 11-09-2024

Manufacturing Site:
Ackerstrasse 6 Bullach 8180
Switzerland.

LOA Validity:
31-12-2025

EC Certificates

Full Quality Assurance
Certificate:

Validity: 26-05-2024

Design Examination
Certificate:

Validity: 26-5-2024

Note Original Notarized NB
Confirmation Letter &
Notarized Manufacturer
Declaration regarding extension
of validity of CE certificates are
submitted with renewal
applications.

EUTechnical Documentation
Assessment Certificate MDR
Validity: 19-06-2028

1ISO 13485

Validity: 10-10-2024

PK Papyrus Covered Coronary Stent
System

Class: D

Shelf Life: 24 Months
Codes/Sizes:

369380, 369381, 369382, 369383,
369384, 369385, 369386, 369387,
369388, 369389, 369390, 369391,
381789, 381790, 381791, 369392,
369393.

FSC:

Country of Origin: Switzerland

Validity: 29-07-2027

86.

Medisurg Innovative
Health Care (Private)
Limited, First Floor of
Plot No 35-N/3,
PECHS Block-6, Near
Rohail Khund
Society, Karachi.

ELI- 00242

R&I details
12-09-2024

Fee: Rs. 25,000/-
(Renewal)

Slip: 707449370
Dated: 11-09-2024

Legal Manufacturer:

Biotronik AG

Manufacturing Site:
Ackerstrasse 6 Bullach 8180
Switzerland.

LOA Validity:
31-12-2025

EC Certificates

Full Quality Assurance
Certificate

Validity: 26-05-2024

Design Examination
Certificate:

Validity: 26-5-2024

Brand Name:
Orsiro

Generic Name:
Orsiro Sirolimus Eluting Coronary
Stent System

Class : D
Shelf Life: 24 Months
Codes/Sizes:

364469, 364470, 364471, 364472,
364473, 364474, 364475, 364476,
364477, 364478, 364479, 364480,
364481, 364482, 364483, 364484,
364485, 364486, 364487, 364488,
364489, 364490, 364491, 364492,
364499, 354500, 364501, 364502,
364503, 364504, 364505, 364506,
364507, 364508, 364509, 364510,
364511, 364512, 364513, 364514,
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Note Original Notarized NB 364515, 354516, 39L.234, 397235,
Confirmation Letter & 391236, 391237, 391018, 391019,
Notarized Manufacturer 391238, 391239, 391240,
Declaration regarding extension | 391241, 391020, 391021.
of validity of CE certificates are
submitted with renewal ESC:
applications. Country of Origin: Switzerland
1SO 13485 -
Validity:
Validity: 10-10-2024 30-07-2027
87. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Generic Name: Valid FSC and
Limited. Electronics Co.,Ltd. Immunoglobulin M CE.
Address: Address: kit IgM
Office no 1101, 11th | Mindray Building, (turbidimetry method)
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Avrea, Islamabad 518057, 24 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B.
OF CHINA.
R&I Date:
22-02-2023 FSC: 07-02-2024
Fee details: Marketing Authorization
Amount paid: Letter (LOA): Valid until: 14-
PKR 25000/- 04-2027
Paid challan No:
131141848064 ISO Certificate:
Dated: 21-02-2023 Valid until 31-08-2023.
Tracking ID
2HT-AMU-VEYQ
88. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Total
Office no 1101, 11th | Mindray Building, Triiodothyronine kit
Floor, ISE Tower, Keji 12th Road, South High- with T3 calibrator
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B.
R&I Date:
30-12-2022 FSC:
Valid until 07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until: 14-04-2027
34905691348
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Dated: 30-12-2022 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
2ZL-JBX-7TZ1
89. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Follicle stimulating
Office no 1101, 11th | Mindray Building, hormone kit with FSH
Floor, ISE Tower, Keji 12th Road, South High- Calibrator (CLIA)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Area, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
30-12-2022 FSC: 07-02-2024
Fee details: Marketing Authorization
Amount paid: Letter (LOA):
PKR 25000/- Valid until:14-04-2027
Paid challan No:
863868894 ISO Certificate:
Dated: 30-12-2022 Valid until 31-08-2023.
Tracking ID
2HT-AMU-VEYQ
90. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Anti-thyroid
Office no 1101, 11th | Mindray Building, antibodies control
Floor, ISE Tower, Keji 12th Road, South High- (CLIA)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life: 18 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B
OF CHINA.
R&I Date:
22-02-2023 FSC: 07-02-2024
Fee details: Marketing Authorization
Amount paid: Letter (LOA):
PKR 25000/- Valid until: 14-04-2027
Paid challan No:
87778536 I1SO Certificate:
Dated: 21-02-2023 Valid until 31-08-2023.
Tracking ID
59M-P89-PWXU
91. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
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M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray Subject to
Pakistan Private Medical submission of
Limited. Electronics Co.,Ltd. Generic Name: Valid FSC and
Address: Address: Chemiluminescence CE.
Office no 1101, 11th | Mindray Building, Immunoassay
Floor, ISE Tower, Keji 12th Road, South High- Analyzer (CL-2000i)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 10 years
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class A
R&I Date:
22-02-2023 FSC: 07-02-2024
Fee detalils: Marketing Authorization
Amount paid: Letter (LOA):
PKR 5000/- Valid until: 14-04-2027
Paid challan No:
34699945091 ISO Certificate:
Dated: 21-02-2023 Valid until 31-08-2023.
Tracking ID
6M1-93Y-YWR9
92. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Complement C4 Kit
Office no 1101, 11th | Mindray Building, (Turbidimetry
Floor, ISE Tower, Keji 12th Road, South High- method)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 15 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
22-02-2023 FSC: 07-02-2024
Fee details: Marketing Authorization
Amount paid: Letter (LOA):
PKR 25000/- Valid until: 14-04-2027
Paid challan No:
1367504194 ISO Certificate:
Dated: 21-02-2023 Valid until 31-08-2023.
Tracking ID
7B7-RDW-YR81
93. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Immunoglobulin G
Office no 1101, 11th | Mindray Building, Kit 1gG
Floor, ISE Tower, Keji 12th Road, South High- (Turbidimetry
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | method)
Avrea, Islamabad 518057,
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Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 24 month
OF CHINA.
R&I Date: Class B
22-02-2023 FSC: 07-02-2024
Fee details: Marketing Authorization
Amount paid: Letter (LOA):
PKR 25000/- Valid until: 14-04-2027
Paid challan No:
361328859 ISO Certificate:
Dated: 21-02-2023 Valid until 31-08-2023.
Tracking ID
AHE-EUP-TE9H
94. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: LIPASE KIT
Office no 1101, 11th | Mindray Building, (ENZYMATIC
Floor, ISE Tower, Keji 12th Road, South High- Colorimetric Assay
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | method)
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC: 07-02-2024
Fee details: Marketing
Amount paid: Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until: 14-04-2027
176560676
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
AYM-U7TW-GLA3
95. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: 25 OH Vitamin D
Office no 1101, 11th | Mindray Building, Total kit (CLIA) with
Floor, ISE Tower, Keji 12th Road, South High- 250H Vitamin D Total
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Calibrator
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
30-12-2022 FSC: 07-02-2024
Fee details: Marketing Authorization
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Amount paid:

Letter (LOA):

PKR 25000/- Valid until:14-04-2027
Paid challan No:
48471856 ISO Certificate:
Dated: 30-12-2022 Valid until 31-08-2023.
Tracking ID
DGG-DRB-2JDJ
96. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Immunoglobulin A
Office no 1101, 11th | Mindray Building, kit IgA
Floor, ISE Tower, Keji 12th Road, South High- (turbidimetry
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | method)
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 24 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
038342241 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
DLJ-5AW-WV88 Valid until 31-08-2023.
97. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.

Address:

Office no 1101, 11th
Floor, ISE Tower,
Jinnah Avenue, Blue
Area, Islamabad

(EL1-01008)

R&I Date:
22-02-2023

Fee details:
Amount paid:
PKR 25000/-

Paid challan No:
37698387931
Dated: 21-02-2023

Tracking ID

Address:

Mindray Building,

Keji 12th Road, South High-
Tech Industrial Park, Nanshan,
518057,

Shenzhen,

PEOPLE'S REPUBLIC

OF CHINA.

FSC:
07-02-2024

Marketing
Authorization
Letter (LOA):
Valid until:
14-04-2027

ISO Certificate:

Laminin (CLIA)

Shelf life:
18 months

Class B
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DV5-QQH-SEWM Valid until 31-08-2023.
98. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Collagen IV kit and
Office no 1101, 11th | Mindray Building, calibrators (CLIA)
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Area, Islamabad 518057, 18 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B
OF CHINA.
R&I Date:
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
1112773826 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
G4Y-H5V-SLRP Valid until 31-08-2023.
99. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Lipoprotein(A) Kit
Office no 1101, 11th | Mindray Building, (Latex immunoturbidimetry
Floor, ISE Tower, Keji 12th Road, South High- method) with
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | calibrators and controls
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
70096776 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
GR4-RY3-EUQR Valid until 31-08-2023.
100. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
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Address:

Office no 1101, 11th
Floor, ISE Tower,
Jinnah Avenue, Blue

Address:

Mindray Building,

Keji 12th Road, South High-
Tech Industrial Park, Nanshan,

Estradiol kit with
estradiol calibrator
(CLIA)

Avrea, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
40314093296 Valid until:
Dated: 30-12-2022 14-04-2027
Tracking ID ISO Certificate:
Valid until 31-08-2023.
HUU-HBL-BYEP
101. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Adenosine
Office no 1101, 11th | Mindray Building, deaminase kit
Floor, ISE Tower, Keji 12th Road, South High- (Enzymatic
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | colorimetric method)
Avrea, Islamabad 518057, with calibrator and
Shenzhen, controls
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Shelf life:
R&I Date: 18 months
22-02-2023 FSC:
07-02-2024 Class B
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
60029393 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
Valid until 31-08-2023.
J83-MPZ-8733
102. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.

Address:

Office no 1101, 11th
Floor, ISE Tower,
Jinnah Avenue, Blue
Area, Islamabad

Address:

Mindray Building,

Keji 12th Road, South High-
Tech Industrial Park, Nanshan,
518057,

Prealbumin kit
(Turbidimetry
method) with
calibrators and
control
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Shenzhen,

(EL1-01008) PEOPLE'S REPUBLIC Shelf life:
OF CHINA. 18 months
R&I Date:
22-02-2023 FSC: Class B
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
23030571008 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
JTM-DS3-RGB9 Valid until 31-08-2023.
103. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Luteinizing hormone
Office no 1101, 11th | Mindray Building, kit with LH Calibrator
Floor, ISE Tower, Keji 12th Road, South High- (CLIA)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
32843195129 Valid until:
Dated: 30-12-2022 14-04-2027
Tracking ID: ISO Certificate:
L2L-QJY-8AS4 Valid until 31-08-2023.
104. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.

Address:

Office no 1101, 11th
Floor, ISE Tower,
Jinnah Avenue, Blue
Area, Islamabad

(EL1-01008)

R&I Date:
22-02-2023

Fee details:

Address:

Mindray Building,

Keji 12th Road, South High-
Tech Industrial Park, Nanshan,
518057,

Shenzhen,

PEOPLE'S REPUBLIC

OF CHINA.

FSC:
07-02-2024

Complement C3 Kit
(Turbidimetry
method)

Shelf life:
24 months

Class B
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Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
567068792449 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
M99-RA8-PMNX Valid until 31-08-2023.
105. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Liver Fibrosis Marker
Office no 1101, 11th | Mindray Building, Multi Control (CLIA)
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Avrea, Islamabad 518057, 18 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B
OF CHINA.
R&I Date:
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
31556758803
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
N8W-ANM-UZ4N
106. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Cholinesterase
Office no 1101, 11th | Mindray Building, (CHE) kit (DGKC
Floor, ISE Tower, Keji 12th Road, South High- method)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
1912027575
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
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NYX-E8Z-LLN8
107. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Free thyroxine kit
Office no 1101, 11th | Mindray Building, with FT4 calibrator.
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Area, Islamabad 518057, 18 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B
OF CHINA.
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
4948721112 Valid until:14-04-2027
Dated: 30-12-2022
ISO Certificate:
Tracking ID Valid until 31-08-2023.
PM9-5XN-UWY
108. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Apolipoprotein B
Office no 1101, 11th | Mindray Building, Kit (Turbidimetry
Floor, ISE Tower, Keji 12th Road, South High- method) with
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | controls and
Avrea, Islamabad 518057, calibrators
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Shelf life:
OF CHINA. 18 months
R&I Date:
22-02-2023 FSC: Class B
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
7251174789
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
PVP-WB7-LUA7
109. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: N-Terminal peptide
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Office no 1101, 11th | Mindray Building, of procollagen type 3
Floor, ISE Tower, Keji 12th Road, South High- PHINP (CLIA)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Area, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
22-02-2023 FSC:
07-02-2024
Fee detalils:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
8114983174
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
QHB8-4E8-ZZ3S
110. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Microalbumin kit
Office no 1101, 11th | Mindray Building, (Immunoturbidimetric
Floor, ISE Tower, Keji 12th Road, South High- Assay method) with
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | calibrators and
Avrea, Islamabad 518057, controls
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Shelf life:
OF CHINA. 18 months
R&I Date:
22-02-2023 FSC: Class B
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
56835519717
Dated: 21-02-2023 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
QU8-7S8-MVG3
111. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Total Thyroxine kit
Office no 1101, 11th | Mindray Building, with T4 calibrator
Floor, ISE Tower, Keji 12th Road, South High- (CLIA)
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Area, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
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30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
53761252018
Dated: 30-12-2022 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
RRR-9AJ-WBYZ
112. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Estriol kit with Estriol
Office no 1101, 11th | Mindray Building, calibrator (CLIA)
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Avrea, Islamabad 518057,
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until:14-04-2027
51544848101
Dated: 30-12-2022 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
S47-HG4-RRWL
113. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Thyroid stimulating
Office no 1101, 11th | Mindray Building, hormone kit with TSH
Floor, ISE Tower, Keji 12th Road, South High- calibrators
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan,
Avrea, Islamabad 518057, Shelf life:
Shenzhen, 18 months
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Class B
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing Authorization
PKR 25000/- Letter (LOA):
Paid challan No: Valid until: 14-04-2027
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4996337627
Dated: 30-12-2022 ISO Certificate:
Valid until 31-08-2023.
Tracking ID
T7X-16Y-UQR1
114. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Antibody to
Office no 1101, 11th | Mindray Building, Thyroglobulin (Anti
Floor, ISE Tower, Keji 12th Road, South High- TG) kitand
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | calibrators (CLIA)
Area, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
8966748422 Valid until:
Dated: 22-02-2023 14-04-2027
Tracking ID ISO Certificate:
U2Q-4TU-V62R Valid until 31-08-2023.
115. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Apolipoprotein Al
Office no 1101, 11th | Mindray Building, Kit (Turbidimetry
Floor, ISE Tower, Keji 12th Road, South High- method) with
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | controls and
Avrea, Islamabad 518057, calibrators
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Shelf life:
OF CHINA. 18 months
R&I Date:
21-02-2023 FSC: Class B
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
72550355 Valid until:
Dated: 21-02-2023 14-04-2027
Tracking ID ISO Certificate:
V2H-5RE-RZWR Valid until 31-08-2023.
116. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
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Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Carbon dioxide
Office no 1101, 11th | Mindray Building, (enzymatic method)
Floor, ISE Tower, Keji 12th Road, South High- with calibrators and
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | controls
Area, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 12 months
OF CHINA.
R&I Date: Class B
31-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
7737438794 Valid until:
Dated: 31-02-2023 14-04-2027
Tracking ID ISO Certificate:
VLE-YBH-GUQ5 Valid until 31-08-2023.
117. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Adrenocorticotrophic
Office no 1101, 11th | Mindray Building, hormone (ACTH) kit
Floor, ISE Tower, Keji 12th Road, South High- with calibrator and
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | control
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
08486079 Valid until:
Dated: 30-12-2022 14-04-2027
Tracking ID ISO Certificate:
VZP-2QS-MDYQ Valid until 31-08-2023.
118. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Hyaluronic acid kit
Office no 1101, 11th | Mindray Building, and calibrators (CLIA)
Floor, ISE Tower,
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Jinnah Avenue, Blue | Keji 12th Road, South High- Shelf life:
Area, Islamabad Tech Industrial Park, Nanshan, 18 months
518057,
(EL1-01008) Shenzhen, Class B
PEOPLE'S REPUBLIC
R&I Date: OF CHINA.
22-02-2023
FSC:
Fee details: 07-02-2024
Amount paid:
PKR 25000/- Marketing
Paid challan No: Authorization
4359685335 Letter (LOA):
Dated: 22-02-2023 Valid until:
14-04-2027
Tracking ID
W89-TBY-VM45 ISO Certificate:
Valid until 31-08-2023.
119. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Antibody to thyroid
Office no 1101, 11th | Mindray Building, Peroxidase (Anti-TPO)
Floor, ISE Tower, Keji 12th Road, South High- kit and calibrators
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | (CLIA)
Avrea, Islamabad 518057,
Shenzhen, Shelf life:
(EL1-01008) PEOPLE'S REPUBLIC 18 months
OF CHINA.
R&I Date: Class B
22-02-2023 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
77601340 Valid until:
Dated: 22-02-2023 14-04-2027
Tracking ID ISO Certificate:
WVL-M6A-7THSP Valid until 31-08-2023.
120. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.

Address:

Office no 1101, 11th
Floor, ISE Tower,
Jinnah Avenue, Blue
Area, Islamabad

(EL1-01008)

R&I Date:
30-12-2022

Address:

Mindray Building,

Keji 12th Road, South High-
Tech Industrial Park, Nanshan,
518057,

Shenzhen,

PEOPLE'S REPUBLIC

OF CHINA.

FSC:

Progesterone kit with
Progesterone
calibrator (CLIA)

Shelf life:
18 months

Class B
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07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
618505105 Valid until: 14-04-2027
Dated: 30-12-2022
ISO Certificate:
Tracking ID Valid until 31-08-2023.
XTJ-22T-DAX8
121. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Thyroid function
Office no 1101, 11th | Mindray Building, Multi control
Floor, ISE Tower, Keji 12th Road, South High-
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | Shelf life:
Area, Islamabad 518057, 18 months
Shenzhen,
(EL1-01008) PEOPLE'S REPUBLIC Class B
OF CHINA.
R&I Date:
30-12-2022 FSC:
07-02-2024
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
984508281283 Valid until:
Dated: 30-12-2022 14-04-2027
Tracking ID ISO Certificate:
YSU-2PU-VBQM Valid until 31-08-2023.
122. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Subject to
M/s. MR Medical M/s. Shenzhen Mindray Bio- Mindray submission of
Pakistan Private Medical Valid FSC and
Limited. Electronics Co.,Ltd. Generic Name: CE.
Address: Address: Microglobin kit
Office no 1101, 11th | Mindray Building, (latex
Floor, ISE Tower, Keji 12th Road, South High- Immunoturbidimetric
Jinnah Avenue, Blue | Tech Industrial Park, Nanshan, | method) with
Avrea, Islamabad 518057, calibrators and
Shenzhen, controls
(EL1-01008) PEOPLE'S REPUBLIC
OF CHINA. Shelf life:
R&I Date: 18 months
21-02-2023 FSC:
07-02-2024 Class B
Fee details:
Amount paid: Marketing
PKR 25000/- Authorization
Paid challan No: Letter (LOA):
794598145 Valid until:
Dated: 21-02-2023 14-04-2027
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Tracking ID ISO Certificate:
ZBH-Q44-TJM1 Valid until 31-08-2023.
123. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
M/s. Shirazi Trading | M/s. GE Healthcare (Tianjin) Signa Champion submission of fee
Company Private Company Limited. (Full body MRI) as per SRO-1324,
Limited. Dated 30th August
Address: Class B 2024 since the
114-C, Al Murtaza No0.266 Jingsan Road, device falls in
Commercial Lane 3, | Tianjin Airport Economic Area | Shelf Life: Class-C
Khayaban-e-Igbal, Tianjin 300308 China) 25 Years
Phase 8, D.H.A., (Service Life) Firm shall provide
Karachi. LOA evidence and
Validity: 30.11.2025 brochure of said
Establishment Codes/Sizes: machine /
Licence No.: FSC: 37654 accessories and
EL1-00263 Legal manufacturer: (GMDN Code) kits to justify parts
Country: China of family / cluster.
R&I Date: Validity: N/A
10-12-2024 (Device is not registered in
China)
Fee details:
Amount paid: FSC Reference Country:
PKR 80000/- Country: USA
Paid challan No: Validity: 31-03-2026
3619913036
Dated: 19-11-2024 CE Certificate
Validity: 13-05-2026
Tracking ID
8ZW-ES4-16GU ISO 13485
Validity: 13-05-2027
124. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
M/s. Shirazi Trading | M/s. Getemed Medizin- und SEER 1000 submission of fee
Company Private Informationstechnik AG (Blood Pressure as per SRO-1324,
Limited. (Oderstr. 77 14513 Teltow Ambulatory Dated 30th August
Deutschland) Recorder) 2024.
114-C, Al Murtaza
Commercial Lane 3, LOA Class B Firm shall provide
Khayaban-e-Igbal, Validity: 30.11.2025 evidence and
Phase 8, D.H.A., Shelf Life: brochure of said
Karachi. FSC: 07 Years machine /
Country: Germany (Service Life) accessories and
Establishment Validity: N/A Kits to justify parts
Licence No.: of family / cluster.
EL1-00263 CE Certificate Codes/Sizes:
Validity: 31-12-2028 35162
R&I Date: (GMDN Code)
10-12-2024 ISO 13485
Validity: 30-11-2027
Fee details:
Amount paid:
PKR 31000 + 19000
= 60,000.
Paid challan No:
404514817
62218433900
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Dated: 08-10-2024

Tracking ID
DB2-HA1-SR33
125. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to

M/s. Shirazi Trading | M/s. Lumitex Medical Devices, | Bilisoft 2.0 submission of fee
Company Private Inc. Phototherapy as per SRO-1324,
Limited. (8300 Dow Circle Suite 400 System Dated 30th

Strongsville, OH 44136, USA) August 2024,
114-C, Al Murtaza
Commercial Lane 3, LOA Class B Firm shall provide
Khayaban-e-Igbal, Validity: 30.11.2025 evidence and
Phase 8, D.H.A., Shelf Life: brochure of said
Karachi. FSC: Light box: 7 Year machine /

Legal manufacturer: Light pad: 3.5year accessories and
Establishment Country: USA (Service Life) kits to justify parts
Licence No.: Validity: 05-06-2026 of family / cluster.
EL1-00263

FSC: Codes/Sizes:
R&I Date: Reference Country: 33791
04-02-2025 Germany (GMDN Code)

Validity/A
Fee details:
Amount paid: CE Certificate
PKR 50,000/- Validity: 31-12-2028
Paid challan No:
3058429639 ISO 13485
Dated: 30-12-2024 Validity: 25-06-2026
Tracking ID
G4G-TQM-VMIQ

126. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to

M/s. Shirazi Trading | M/s. GE Healthcare (Tianjin) Signa Victor submission of fee
Company Private Company Limited. (Full body MRI) as per SRO-1324,
Limited. Dated 30th August

Address: Class B 2024 since the
114-C, Al Murtaza No0.266 Jingsan Road, device falls in
Commercial Lane 3, | Tianjin Airport Economic Area | Shelf Life: class-C
Khayaban-e-Igbal, Tianjin 300308 China) 25 Years Firm shall provide

Phase 8, D.H.A,,
Karachi.

Establishment
Licence No.:
ELI1-00263

R&I Date:
10-12-2024

Fee details:
Amount paid:
PKR 55,000/-

Paid challan No:
4526353362
Dated: 19-11-2024

LOA
Validity: 30.11.2025

FSC:

Legal manufacturer:
Country: China

Validity: N/A

(Device is not registered in
China)

FSC Reference Country:
Country: USA
Validity: 31-03-2026

CE Certificate

(Service Life)

Codes/Sizes:
37654
(GMDN Code)

evidence and
brochure of said
machine /
accessories and
Kits to justify parts
of family / cluster.
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Tracking ID
G8W-Y3L-A7PB

Validity: 13-05-2026

I1SO 13485
Validity: 13-05-2027

127. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
M/s. Shirazi Trading | M/s. GE Medical Systems, LLC | Signa Premier submission of fee
Company Private (3200 North Grandview (Full body MRI) as per SRO-1324,
Limited. Blvd Waukesha, W1 53188 Dated 30th
USA) Class B August 2024 since
114-C, Al Murtaza the device falls in
Commercial Lane 3, Manufacturing site Shelf Life: Class-C.
Khayaban-e-Igbal, GE Healthcare 25 Years
Phase 8, D.H.A., Manufacturing LLC (Service Life) Firm shall provide
Karachi. (3001 West Radio Drive evidence and
Florence SC 29501 USA) brochure of said
Establishment Codes/Sizes: machine /
Licence No.: LOA 35674 accessories and
EL1-00263 Legal manufacturer: (GMDN Code) kits to justify parts
GE Medical Systems, LLC of family / cluster.
R&I Date: Validity: 30.11.2025
10-12-2024
Manufacturing site
Fee details: GE Healthcare
Amount paid: Manufacturing LLC
PKR 245,000/- Validity: 30.11.2025
Paid challan No:
01569241974 FSC:
Dated: 19-11-2024 Legal manufacturer:
GE Medical Systems, LLC
Tracking ID Country: USA
GRG-UQS-B9VG Validity: 11-10-2025
Manufacturing site
GE Healthcare
Manufacturing LLC
Country: USA
Validity: 11-10-2025
CE Certificate
Validity: 01-07-2025
I1SO 13485
Legal manufacturer:
GE Medical Systems, LLC
Validity: 01-10-2026
Manufacturing site
GE Healthcare
Manufacturing LLC
Validity: 22-01-2027
128. | Applicant Name: Name of Manufacturer: Brand Name: Approved.
Suject to
M/s. Shirazi Trading | M/s. PAR Medizintechnik Tonoport VI submission of fee
Company Private GmbH (Blood Pressure as per SRO-1324,
Limited. & Co. KG Rigistr. 11 12277 Ambulatory Dated 30th
Berlin, Germany Recorder) August 2024,
114-C, Al Murtaza
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Commercial Lane 3,
Khayaban-e-Igbal,
Phase 8, D.H.A.,
Karachi.

Establishment
Licence No.:
ELI1-00263

R&I Date:
24-10-2024

Fee details:
Amount paid:
PKR 80000/-

Paid challan No:
0703934047 +
668234644

Dated: 08-10-2024

Tracking ID
JUZ-UJ9-XRED

LOA
Validity: 30.11.2025

FSC:
Country: Germany
Validity: N/A

CE Certificate
Validity: 26.01.2027

1ISO 13485
Validity: 26.01.2028

Class B

Shelf Life:
10 Years
(Service Life)

Codes/Sizes:
36888
(GMDN Code)

Firm shall provide
evidence and
brochure of said
machine /
accessories and
kits to justify parts
of family / cluster.

129.

Applicant Name:

M/s. Shirazi Trading
Company Private
Limited.

114-C, Al Murtaza
Commercial Lane 3,
Khayaban-e-Igbal,
Phase 8, D.H.A,,
Karachi.

Establishment
Licence No.:
ELI1-00263

R&I Date:
10-12-2024

Fee details:
Amount paid:
PKR 320,000/-
Paid challan No:
6030071535
Dated: 19-11-2024

Tracking ID
JVQ-3YA-N1Q2

Name of Manufacturer:

M/s. GE Medical Systems, LLC
(3200 North Grandview

Blvd Waukesha, W1 53188
USA)

Manufacturing site

GE Healthcare
Manufacturing LLC
(3001 West Radio Drive
Florence SC 29501 USA)

Manufacturing site

GE Healthcare (Tianjin)
Company Limited

(No0.266 Jingsan Road,
Tianjin Airport Economic
Area Tianjin 300308 China)

LOA

Legal manufacturer:

GE Medical Systems, LLC
Validity: 30.11.2025

Manufacturing site
GE Healthcare
Manufacturing LLC
Validity: 30.11.2025

Manufacturing site

GE Healthcare (Tianjin)
Company Limited
Validity: 30.11.2025

FSC:

Brand Name:

Signa Hero
(Full body MRI)

Class B

Shelf Life:
25 Years
(Service Life)

Codes/Sizes:
35674
(GMDN Code)

Approved.

Suject to
submission of fee
as per SRO-1324,
Dated 30th August
2024 since the
device falls in
Class-C.

Firm shall provide
evidence and
brochure of said
machine /
accessories and
Kits to justify parts
of family / cluster.
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Legal manufacturer:

GE Medical Systems, LLC
Country: USA

Validity: 11-10-2025

Manufacturing site
GE Healthcare
Manufacturing LLC
Country: USA
Validity: 11-10-2025

Manufacturing site

GE Healthcare (Tianjin)
Company Limited
Country: China

Validity: N/A

(Device is not registered in
China)

CE Certificate

Validity: 01-07-2025

ISO 13485

Legal manufacturer:

GE Medical Systems, LLC
Validity: 01-10-2026

Manufacturing site
GE Healthcare
Manufacturing LLC
Validity: 22-01-2027

Manufacturing site

GE Healthcare (Tianjin)
Company Limited
Validity: 13-05-2027

130.

Applicant Name:

M/s. Universal

Name of Manufacturer:

M/s. TERUMO

Brand Name:

CARDIOVASCULAR

Approved.
Suject to
submission of fee

Enterprises CARDIOVASCULAR PROCEDURE as per SRO-1324,
COSTARICALLC KITS Dated 30th
Address of August 2024,
Importer: Address : Class: B Brand name Class
clarification.
29 Block 3, Overseas | Calle 58, Zona Franca
Cooperative La Lima 30106 Shelf life: 02 Years
Housing Society, COSTARICA,
Stadium Road, Model:
Karachi. LOA Validity:
31-08-2029 CX-DB539
(EL1-00079) CX-DB445
FSC Validity:
R&I Date: 31-08-2029
24 September 2024
ISO Certificate validity.
Fee details: 12-06-2025
Fee Challan No.:
46644432854
PKR: 25,000/-
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Dated: 29-08-2024

Tracking ID
3EL-XQR-H3ZU
131. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
Subject to
M/s. Universal M/s. Terumo VIRTUOSAPH PLUS submission of
Enterprises Cardiovascular (ENDOSCOPIC VESEL Brand name, valid
System Corporation HARVESTING SYSTEM) FSC and CE.
Address of
Importer: Address: Class: B
125 blue ball Rd
29 Block 3, Overseas | Elkton, Maryland
Cooperative 21921, USA Shelf life: 03 Years
Housing Society,
Stadium Road, Contract Model:
Karachi. Manufacturer:
M/s. Aomori Olympus VSP550EX
(EL1-00079) Corporation,
R&I Date: Address:
21 August 2021 2-248-1 Okkonoki,
Kuroishi-shi.
Fee details: Aomori 036-0357,
Fee Challan No.: Japan
547241589686
PKR: 25,000/- LOA Validity:
Dated: 18-06-2021 March 16, 2021
March 31 2026
Tracking ID
BL6-R45-NZUE FSC Validity:
22-06-2023
ISO Certificate validity.
12-06-2025
132. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
Subject to

M/s. Universal
Enterprises

M/s. Shenzen
Microapproach Medical

Hydrophilic Guide wire

submission of
Brand name, valid

Technology Co. Ltd Class: B FSC and CE.
Address of
Importer: Address : Shelf life:

Room 705, Building 1, 03 Years
29 Block 3, Overseas | Shenzen Biomedical
Cooperative Innovation Industrial Model:
Housing Society, Park, No. 14 Jinhui GWO0-14-150S, GWO0-14-150A,
Stadium Road, Road, Kengzi Street, GWO
Karachi. Pingshan District, 18-120A, GWO0-18-150S, GWO0-18

Shenzen 518122, 150A, GWO0-18-180S, GWO-18-
(EL1-00079) CHINA 180A,

GWO0-18-220S, GWO0-18-220A,
R&I Date: GWO
R&I Dated: LOA Validity: 18-260S, GWO-18-260A,
09.December 2022 30.04 2025 GWO-21-120A, GWO0-21-150S,
Fee Challan No.: GWO
0542415325 PKR: FSC Validity: 21-150A, GW0-21-180S, GWO0-21
25,000. 23/11/2023 180A, GWO0-21-220S, GWO-21-
Dated: 02-12-2022 220A,
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Tracking ID
GLL-3BH-XL7E

GWO0-21-260S, GWO-21-260A,
GWO0-25-120A, GWO-25-150S,
GWO

25-150A, GWO0-25-180S, GWO-25
180A, GWO-25-220S, GWO-25-
220A,

GWO0-25-260S, GWO-25-260A,
GWO0-32-120A, GWO-32-150S,
GWO

32-150A, GWO-32-180S, GWO-32
180A, GWO0-32-220S, GWO-32-
220A,

GWO-32-260S, GWO-32-260A,
GWO-35-050A GWO-35-080A,
GWO

35-120A, GWO-35-150S, GWO-35
150A, GWO-35-180S, GWO-35-
180A,

GWO0-35-220S, GWO-35-220A,
GWO

35-260S, GWO-35-260A,
GWO-38-050A, GWO-38-080A,

GWO
38-120A, GWO-38-150S, GWO-
38
150A, GWO0-38-180S, GWO-38-
180A,
GWO0-38-220S, GWO-38-220A,
GWO
38-260S, GWO-38-260A
133. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
Subject to

M/s. Universal
Enterprises

Address of
Importer:

29 Block 3, Overseas
Cooperative
Housing Society,
Stadium Road,
Karachi.

(EL1-00079)

R&I Date:
31 may 2021

Fee details:
R&I Dated: 31 May

2021 Fee Challan No.:

7825516296 PKR:
25,000/-
Dated: 25-05-2021

Tracking ID
PUZ-S4W-DT28

M/s. Terumo
Cardiovascular
System
Corporation

Address :

125 blue ball Rd
Elkton, Maryland
21921, USA

LOA Validity:
March 31, 2024
31 March 2026

FSC Validity:
10-09-2022

CDI BLOOD PARAMETER
MONITORING SYSTEM 550

Class: B
Shelf life: 12 Years

Model:

540

Description: CDI Model 540
Calibrator

550AHCT

Description: CDI System 550
Monitor with

Art/HS

550AVHCT

Description: CDI System 550
Monitor with

Art/Ven/HS

CDI517
Description: CDI Long Pole Clamp
Arm

CDI518

submission of
valid FSC and CE.
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Description: CDI Short Pole Clamp
Arm

CDI519
Description: Cable Head Bracket

6912 CDI Cevette (1/27)
6913 CDI Cevette (3/8’)
6914 CDI Cevette (1/4°)

6932 CDI Cevette (1/2”)
W/Extension Tubing

6933 CDI Cevette (3/8)
W/Extension Tubing

6934 CDI Cevette (1/4%)
W/Extension Tubing

Shunt Sensor

CDI510H CDI Model Shunt Sensor
with

Heparin Treatment Calibration cases

CDI 506 Gas A, CDI Calibration
Gas for use
with Calibration 540

CDI 507 Gas B, CDI Calibration
Gas for use with Calibration 540

134. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
Subject to
M/s. Universal M/s. Terumo Hercules Stabilizing Arm submission of
Enterprises Cardiovascular (Beating Heart product) valid FSC and CE.
System
Address of Corporation Class: A
Importer:
Address :
29 Block 3, Overseas Shelf life: 10 Years
Cooperative 125 blue ball Rd
Housing Society, Elkton, Maryland Model:
Stadium Road, 21921, USA
Karachi. Hercules 360 Universal
LOA Validity: Stabilizer Arm-T401160
(EL1-00079) March 31, 2022
31 March 2026 Hercules 3 Universal
R&I Date: Stabilizer Arm-T401161
R&I Dated: 04 May FSC Validity:
2021 Fee Challan No.: | 28-06-2022 Herc Flex 360 Universal
2102724 PKR: 5,000. Stabilizer Arm-T401162
Dated: 27-04-2021
Herc Flex Universal
Tracking ID Stabilizer Arm-T401163
RJ2-QNS-VJHZ
135. | Applicant Name: Name of Manufacturer: Brand Name: Deferred for

clarification of

Decisions of 87" Meeting of MDB (27-03-2025)

Page 58 of 111




M/s. Universal
Enterprises

Address of
Importer:

29 Block 3, Overseas
Cooperative
Housing Society,
Stadium Road,
Karachi.

(EL1-00079)
R&I Date:

31 May 2021 FSC
R&I Dated 11 June

2024 Fee Challan No.:

23127763484 PKR:
25,000
Dated: 25-05-2021

Tracking ID
TRX-3WU-AEP9

M/s. Terumo
Cardiovascular
System Corporation

Address :

125 blue ball Rd
Elkton, Maryland
21921, USA

LOA Validity:
March 16, 2022
31 March 2026

FSC Validity:
19-06-2025

ADVANCED PERFUSION
SYSTEM 1
AND ACCESSORIES

Class: B

Shelf life: 12 Years
Model:

ADVANCED PERFUSION
SYSTEM 1 AND

ACCESSORIES

5773 Ultra sonic SONIC AIR
SENSOR 3/8'X 3/32.

5785 AIR SENSOR 1/4 x 1i16 UAS
BLK

5791 ULTRASONIC-AIR SENSOR
114 X 3/32

5793 ASBY UAS BRACKET
6382 FLOW SENSOR 3/8 X 3/32
164267 CENTRIFUGAL DRIVE
MOTOR

164268 MANUAL DRIVE UNIT
195215 ULTRASONIC LEVEL I
YEL

195240 LEVEL DETECT Il
MOUNT PAD

195274 ULTRASONIC LEVEL.II
RED

801093 ASMBLY, AUX PUMP
MOUNT, INLINE

801188 EPGS SYSTEM

801238 ASSEMBLY, LAMP, Long
Neck APS1

801550 ASSEMBLY FLOW POD
BRACKET

801558 ASSEMBLY SHORT
NECK LAMP

801763- 100/120 VV Ac
APs1.PLATFORM

801764- 220/240 \/ Ac
APs1.PLATFORM

802018 ASSEMBLY FLOW POD
APS1

802110 ASBY AIR BUBBLE
DETECTOR POD

802111 ASSEMBLY LEVEL POD,
APS1 802112 ASSEMBLY
PRESSURE POD APS1

802113 ASSEMBLY DATA
TRANS SERIAL 232

802114 ASSEMBLY
TEMPERATURE POD, APS1
802558 ASSEMBLY INTERFACE
POD CDI 100

803479 ASSEMBLY INTERFACE
POD CDI 500

grouping of
device.
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803480 ASS EMBLY OCCLUDER
POD APS 1

806455 OCCLUDER HEAD APS1
/8K

816477 DUAL PUMPS POLE-
MOUNT BRACKET

816483 DESCENDING POLE-
MOUNT PUMP

816570 SMALL LJOLLER PUMP
4" DIAMETER

816571 LARGE ROLLER PUMP 6"
DIAMETER

816572 CENTRIEUGAL-
CONTROLLER UNIT

816620 F.LEXIBLE MOUN.TING
ARM

884660 TEMPERATURE
MODULE DUAL

SENSOR

890500 CENTRAL COLTROL:
MONITOR

REVISON D

893479 LAMP ASSLIMLILY; LED,
APS1

893607 PRESSURE MODULE
DUAL SENSOR

90000746 ASSEMBLY,CCMD,
DISPLAY

MOUNTING ARM .

136.

Applicant Name:

M/s. Universal
Enterprises

Address of
Importer:

29 Block 3, Overseas
Cooperative
Housing Society,
Stadium Road,
Karachi.

(EL1-00079)

R&I Date:

08 November 2022 08
Feb 2023 (Original
Administrative
Documents Fee
Challan No.:
44149378 PKR;:
25,000

Dated: 19-10-2022

Tracking ID
Y3W-T21-8IWQ

Name of Manufacturer:

M/s. Terumo
Cardiovascular
System Corporation

Address :

125 blue ball Rd
Elkton, Maryland
21921, USA

LOA Validity:
March 31, 2024
31 March 2026

FSC Validity:
22-08-2024

Brand Name:

CAPIOX FX ADVANCE
OXYGENATORS /RESERVOIRS

Class: B

Shelf life; 03 Years
Model:

Product Code: 3CX*FX15RW30C
Description: Sterile FX 15 Left port,
3

Liter Reservoir, X-Coating-Modified
to

advance

Product Code: 3CX*FX15RW40C
Description: Sterile FX 15 Left port,
4

Liter Reservoir, X-Coating-Modified
to

advance

Product Code: 3CX*FX15RE30C
Description: Sterile FX 15 Right
port, 3

Liter Reservoir, X-Coating-Modified

Approved,
Subject to
submission of
valid FSC and CE.

Decisions of 87" Meeting of MDB (27-03-2025)

Page 60 of 111




to
advance

Product Code: 3CX*FX15RE40C
Description: Sterile FX 15 Right
port, 4

Liter Reservoir, X-Coating-Modified
to

advance

Product Code: 3CX*FX25REC
Description: Sterile FX 25 Right
port, 4

Liter Reservoir, X-Coating-Modified
to

advance

Product Code: 3CX*FX25RWC
Description: Sterile FX 25 Left port,
4

Liter Reservoir, X-Coating-Modified
to

advance
137. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
Subject to
M/s. Universal M/s. Shenzen Ureteral Stent Kit submission of
Enterprises Microapproach Medical brand name, valid
Technology Co. Ltd Class: B FSC and CE.
Address of
Importer:
Address : Shelf life: 03 Years
29 Block 3, Overseas
Cooperative Room 705, Building 1, Model:
Housing Society, Shenzen Biomedical
Stadium Road, Innovation Industrial US-4-220, US-4-240, US-4-260,
Karachi. Park, No. 14 Jinhui Us-4
Road, Kengzi Street, 280
(ELI1-00079) Pingshan District,
Shenzen 518122, US-4.5-220, US-4.5-240, US-4.5-
R&I Date: CHINA 260, US
09. December 2022 4.-280
Fee Challan No.: LOA Validity:
49731244 PKR: 30.04 2025 US-5-220, US-5-240, US-5-260,
25,000/ uUs-5
Dated: 01-12-2022 FSC Validity: 280
22/11/2023
Tracking ID US-6-220, US-6-240, US-6-260,
Y92-DY1-T4U4 uUs-6
280
US-7-220, US-7-240, US-7-260,
us-7
280
US-8-220, US-8-240, US-8-260,
us-8
280
138. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
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M/s. Universal
Enterprises

Address of
Importer:

29 Block 3, Overseas
Cooperative
Housing Society,

M/s. Tianjin Plastics
Research Institute Co.
Ltd

Address :
24-1, keda 1 Road Teda

(Jinnan)
Microelectronics Park,

EXTRA- CORPOREAL CIRCUIT
TUBE

Class: B

Shelf life: 05 Years

Subject to
submission of
brand name, valid
FSC and CE.

Stadium Road, jinnan District 300350 Model:
Karachi. Tianjin China
Adult
(EL1-00079) LOA Validity: Pediatric
31/12/2025 Infant
R&I Date:
04 June 2024 Fee FSC Validity:
Challan No.: 09/08/2025
98204289 PKR:
25,000
Dated: 31-05-2024
Tracking ID
YWS-ARS-TU6L
139. | Applicant Name: Name of Manufacturer: Brand Name: Deferred for
submission of
M/s. Universal M/s. Terumo ENDOSCOPE valid FSC, CE,
Enterprises Cardiovascular LOA and Brand
System Class: B name.
Address of Corporation
Importer: located at 125 blue
ball Rd Elkton, Shelf life: 03 Years
29 Block 3, Overseas | Maryland 21921,
Cooperative USA, Model:
Housing Society,
Stadium Road, Contract MCENDO550
Karachi. Manufacturing by: MCENDO550R
M/s Olympus
(EL1-00079) Winter & lbe
GmbH,
R&I Date: Kuchnstrasse 61,
08 November 2022 2045 Hamberg
Fee Challan No.: Germany,
3493585041 PKR:
25,000
Dated: 19-10-2022 LOA Validity:
October 12, 2023
Tracking ID
ZS4-HDW-DAD2 FSC Validity:
19-07-2023
140. | Applicant Name: Name of Manufacturer: Brand Name: Deferred for
submission of
M/s. Fresenius M/s. Ningbo Tianyi FRESLINE valid FSC, CE,
Medical Medical (Extra-corporeal LOA and Brand
Care Pakistan Pvt. Appliance Co., Blood Circuit name.
Ltd Ltd for
Address: Haemodialysers,
No.788, Mozhi Haemodiafilters
Address: North Road, and
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TAMC, First Floor, | Tourism Resort, Haemofilters)
27-C 111, M.M. Donggian Lake
Alam Road Gulberg | 315121 Ningbo, Class B
111, Lahore People’s
Republic of Shelf Life:
Warehouse China 03 Years
Address: Manufacturing
1. Al-Madina Site: Codes/Sizes:
Warehouse, Name: TX-JB-10
28-Km, Ningbo Tianyi TX-KA-13
Multan Road, Medical TX-KA-14
Lahore Appliance Co., TX-KB-15
Ltd TX-KB-16
2. Plot No. A6 Address: TX-HA-17
A7, No0.788, Mozhi
Northwestern North Road,
Industrial Tourism Resort,
Zone, Port Donggian Lake
Qasim, 315121 Ningbo,
Karachi People’s
Republic of
(EL1-000315) China
&
R&I Date: No.1 Xinye
30-01-2024 Road, Tourism
Resort,
Fee Details: Donggian Lake
November 2022 Fee 310021 Ningbo,
Challan No.: China.
52047421
PKR: 25,000 LOA Validity:
Dated: 24-01-2024 21-04-2026
Tracking ID FSC Validity:
RQA-1H8-GEDZ 13-06-2025
Iso Certificate validity
30-06-2024.

141. | Applicant Name: Name of Manufacturer: Brand Name: Approved,
M/s. GHAZALI M/s. NINGBO YINGMED CAREPLUS NIGHT DRAINAGE
BROTHERS MEDICAL BAG
Address of Importer | INSTRUMENTS CO.,LTD.
1ST FLOOR Class A
AZZAINAB
COURT Manufacturing Site:

CAMPBELL YINGSHENG BUILDING, Shelf Life: 5 Years
STREET, NO.
KARACHI, 456 TAI'AN ROAD,
PAKISTAN SOUTHERN
BUSINESS ZONE, 315199, Codes/Sizes:
EL1-00240 NINGBO, CHINA. Details as mentioned in the Product
Description Document in Section 5.4
R&I Date:
08 November 2022 LOA: Model and
Original Agency agreement Specifications
Fee details: notarized by CCPIT Certificate | 1000ml, 1500ml,
Fee Challan No.: N0;243301A0/000241 Dated 2000ml, 2200ml,
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82790069922 05/Jan/2024 2500ml, 2800ml,
Dated: Validity till 03-02-2029. 3000ml, 3100ml
24/03/2025
PKR: 6,000 FSC:

MHRA (UK) FREE SALE
Tracking ID CERTIFICATE
NN1-4YU-QNP8

I1SO:

Original Production Quality

Management System Certificate

ISO 13485: 2016

Certificate No:

Q5 099261 0005 Rev.02 .

142. | Applicant Name: Name of Manufacturer: Brand Name: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS COPPER — PAESA
(Private) Limited Brava 30, Barcelona, Spain.

B-270, Sector 6-F, FSC (Spain) Class B

EBM Causeway, Issued on: 24-09-2021 Shelf Life: 03 years
Mehran Town,

Korangi, KARACHI. | LOA validity: Model: 11837 (50 ML)
EL1-00184 29-04-2029

R&I Details

Date: 14/12/2022 ISO 13485 Validity:

Slip: 2761835497 12-12-2025

PKR 25000/-

Dated: 12-12-2022

143. | Applicant Name: Name of Manufacturer: Brand Name: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS VANILMANDELIC
(Private) Limited Brava 30, Barcelona, Spain. ACID VMA
B-270, Sector 6-F, FSC (Spain)

EBM Causeway, Issued on: 24-09-2021 Class B

Mehran Town, Shelf Life: 02 years
Korangi, KARACHI. | LOA validity:

EL1-00184 29-04-2029 Model: _
R&I Details 11003 (20 Tests Klt)
Date: 14/12/2022 I1SO 13485 Validity:

Slip: 2154298959 12-12-2025

PKR 25000/-

Dated: 12-12-2022

144. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS ZINC
(Private) Limited Brava 30, Barcelona, Spain.

B-270, Sector 6-F, FSC (Spain) Class B
EBM Causeway, Issued on: 24-09-2021 Shelf Life: 36 Months
Mehran Town,
Korangi, KARACHI. | LOA validity: Model:
EL1-00184 29-04-2029 12526 (50 ML)
R&]I Details
Date: 14/12/2022 ISO 13485 Validity:
Slip: 658137340734 | 12-12-2025
PKR 25000/-
Dated: 12-12-2022
145. | Applicant Name: Name of Manufacturer: Brand: Approved
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M/s. DIAG. M
(Private) Limited
B-270, Sector 6-F,
EBM Causeway,
Mehran Town,

Korangi, KARACHI.

ELI1-00184

R&]I Details

Date: 14/12/2022
Slip: 7273631574
PKR 25000/-
Dated: 12-12-2022

M/s BioSystems S.A., Costa
Brava 30, Barcelona, Spain.
FSC (Spain)

Issued on: 24-09-2021

LOA validity:
29-04-2029

ISO 13485 Validity:
12-12-2025

BIOSYSTEMS
CALCUIM (ARSENAZO, MTB
CRESOLPHTHALEIN)

Class B
Shelf Life: 36 Months

Model:

12570 (500 ML)
11570 (200 ML)
11571 (500 ML)
21570 (600 ML)
23570 (240 ML)
11507 (500 ML)
11527 (200 ML)
11811 (200 ML)
11812 (500 ML)
12513 (250 ML)
21511 (600 ML)
23511 (150 ML)

146. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS CARBON
(Private) Limited Brava 30, Barcelona, Spain. DIOXIDE CO2
B-270, Sector 6-F, FSC (Spain)
EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 36 Months
Korangi, KARACHI. | LOA validity:
ELI-00184 29-04-2029 Model:
R&I Details 11558 (50 ML)
Date: 14/12/2022 ISO 13485 Validity: 21558 (120 ML)
Slip: 6449053240 12-12-2025
PKR 25000/-
Dated: 12-12-2022
147. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS ALBUMIN /
(Private) Limited Brava 30, Barcelona, Spain. PREABLUMIN
B-270, Sector 6-F, FSC (Spain)
EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 36 Months
Korangi, KARACHI. | LOA validity:
ELI1-00184 29-04-2029 Model:
R&| Details 11547 (250 ML)
Date: 14/12/2022 1SO 13485 Validity: 11573 (500 ML)
Slip: 0741229995 12-12-2025 12547 (250 ML)
PKR 25000/- 21547 (600 ML)
Dated: 12-12-2022 23547 (240 ML)
23106 (75 ML)
31929 (50 ML)
148. | Applicant Name: Name of Manufacturer: Brand: Approved

M/s. DIAG. M
(Private) Limited
B-270, Sector 6-F,

M/s BioSystems S.A., Costa
Brava 30, Barcelona, Spain.
FSC (Spain)

BIOSYSTEMS FERRITIN

Class B
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EBM Causeway,
Mehran Town,

Korangi, KARACHI.

ELI1-00184

R&]I Details

Date: 14/12/2022
Slip: 032500135
PKR 25000/-
Dated: 12-12-2022

Issued on: 24-09-2021

LOA validity:
29-04-2029

ISO 13485 Validity:
12-12-2025

Shelf Life: 24 Months

Model:

31934 (15 ML)
31935 (45 ML)
13934 (45 ML)
22934 (120 ML)
23934 (60 ML)

149. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS FRUCTOSE
(Private) Limited Brava 30, Barcelona, Spain.
B-270, Sector 6-F, FSC (Spain) Class B
EBM Causeway, Issued on: 24-09-2021 Shelf Life: 24 Months
Mehran Town,
Korangi, KARACHI. | LOA validity: Model:
EL1-00184 29-04-2029 11794 (50 ML)
R&I Details 23794 (75 ML)
Date: 14/12/2022 ISO 13485 Validity:
Slip: 8278922528 12-12-2025
PKR 25000/-
Dated: 12-12-2022
150. | Applicant Name: Name of Manufacturer: Brand: Approved subject
to submission of
M/s. DIAG. M M/s BioSystems S.A., Costa | C-REACTIVE PROTEIN CRP application aong
(Private) Limited Brava 30, Barcelona, Spain. with prescribed
B-270, Sector 6-F, FSC (Spain) Class B form and fee since
EBM Causeway, Issued on: 24-09-2021 Shelf Life: 30 Months the subject device
Mehran Town, falls in Class-C
Korangi, KARACHI. | LOA validity: Model:
ELI-00184 29-04-2029 31011 (50 Tests)
R&I Details 31012 (150 Tests)
Date: 14/12/2022 ISO 13485 Validity: 31107 (1X3 ML)
Slip: 727067997 12-12-2025 31029 (400 ML)
Dated: 12-12-2022 31921 (50 ML)
31927 (50 ML)
13921 (100 ML)
13927 (50 ML)
22921 (300 ML)
23921 (75 ML)
22927 (150 ML)
23927 (75 ML)
22942 (150 ML)
23942 (75 ML)
151. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS MAGNESIUM
(Private) Limited Brava 30, Barcelona, Spain.
B-270, Sector 6-F, FSC (Spain) Class B
EBM Causeway, Issued on: 24-09-2021 Shelf Life: 36 Months
Mehran Town,
Korangi, KARACHI. | LOA validity: Model:
EL1-00184 29-04-2029 11797 (200 ML)
R&| Details 12797 (100 ML)
Decisions of 87" Meeting of MDB (27-03-2025) Page 66 of 111




Date: 14/12/2022
Slip: 30190918
PKR 25000/-
Dated: 12-12-2022

ISO 13485 Validity:
12-12-2025

21797 (150 ML)
23797 (75 ML)

152. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS ALBUMIN
(Private) Limited Brava 30, Barcelona, Spain. (MICROALBUMINURIA)

B-270, Sector 6-F, FSC (Spain)

EBM Causeway, Issued on: 24-09-2021 Class B

Mehran Town, Shelf Life: 24 Months

Korangi, KARACHI. | LOA validity:

ELI-00184 29-04-2029 Model:

R&| Details 13324 (50 ML)

Date: 14/12/2022 ISO 13485 Validity: 22324 (300 ML)

Slip: 71405224331 | 12-12-2025 23324 (75 ML)

PKR 25000/- 31130 (1X1 ML)

Dated: 12-12-2022 31324 (20 ML)
31924 (50 ML)

153. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS CITRATE
(Private) Limited Brava 30, Barcelona, Spain.

B-270, Sector 6-F, FSC (Spain) Class B

EBM Causeway, Issued on: 24-09-2021 Shelf Life: 24 Months
Mehran Town,

Korangi, KARACHI. | LOA validity: Model:

EL1-00184 29-04-2029 11795 (50 ML)

R&I Details 11895 (25 ML)

Date: 14/12/2022 ISO 13485 Validity: 23795 (S0 ML)

Slip: 71405224331 12-12-2025

PKR 25000/-

Dated: 12-12-2022

154. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS IRON FERROZINE
(Private) Limited Brava 30, Barcelona, Spain. / IRON CHROMAZUROL
B-270, Sector 6-F, FSC (Spain)

EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 36 Months
Korangi, KARACHI. | LOA validity:
ELI-00184 29-04-2029 Model:
R&I Details 11546 (200 ML)
Date: 14/12/2022 1SO 13485 Validity: 11509 (200 ML)
Slip: 1279897078 12-12-2025 12509 (250 ML)
PKR 25000/- 21509 (300 ML)
Dated: 12-12-2022 23509 (150 ML)
155. | Applicant Name: Name of Manufacturer: Brand: Approved subject

M/s. DIAG. M
(Private) Limited
B-270, Sector 6-F,
EBM Causeway,
Mehran Town,

Korangi, KARACHI.

M/s BioSystems S.A., Costa
Brava 30, Barcelona, Spain.
FSC (Spain)

Issued on: 24-09-2021

LOA validity:

BIOSYSTEMS C-REACTIVE
PROTEIN CRP STANDARD

Class B
Shelf Life: 36 Months

to submission of
Clarification of
Class of Medical
device.
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EL1-00184 29-04-2029 Model:
R&| Details 31113
Date: 14/12/2022 ISO 13485 Validity: (1x1 ML & 1x5 ML)
Slip: 7870876350 12-12-2025
PKR 25000/-
Dated: 12-12-2022
156. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS ANGIOTENSIN
(Private) Limited Brava 30, Barcelona, Spain. CONVERTING ENZYME - ACE
B-270, Sector 6-F, FSC (Spain)
EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 36 Months
Korangi, KARACHI. | LOA validity:
ELI-00184 29-04-2029 Model:
R&I Details 21796 (120 ML)
Date: 14/12/2022 1SO 13485 Validity: 12796 (50 ML)
Slip: 3648804080 12-12-2025
PKR 25000/-
Dated: 12-12-2022
157. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS PROTEIN
(Private) Limited Brava 30, Barcelona, Spain. CONTROL SERUM I & 1l
B-270, Sector 6-F, FSC (Spain)
EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 36 Months
Korangi, KARACHI. | LOA validity:
ELI1-00184 29-04-2029 Model:
R&I Details 31211 (3x1 ML)
Date: 14/12/2022 1SO 13485 Validity: 31212 (3x1 ML)
Slip: 9381445039 12-12-2025
PKR 25000/-
Dated: 12-12-2022
158. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS LACTATE
(Private) Limited Brava 30, Barcelona, Spain. DEHYDROGENASE LDH
B-270, Sector 6-F, FSC (Spain)
EBM Causeway, Issued on: 24-09-2021 Class B
Mehran Town, Shelf Life: 24 Months
Korangi, KARACHI. | LOA validity:
ELI1-00184 29-04-2029 Model:
R&I Details 11580 (50 ML)
Date: 14/12/2022 ISO 13485 Validity: 11581 (200 ML)
Slip: 5984065009 12-12-2025 11586 (50 ML)
Dated: 12-12-2022 12580 (250 ML)
21580 (600 ML)
21586 (600 ML)
23580 (300 ML)
23586 (150 ML)
159. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. DIAG. M M/s BioSystems S.A., Costa | BIOSYSTEMS FERRITIN
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(Private) Limited
B-270, Sector 6-F,
EBM Causeway,
Mehran Town,
Korangi, KARACHI.
EL1-00184

R&I Details

Date: 14/12/2022
Slip: 946391569
PKR 25000/-
Dated: 12-12-2022

Brava 30, Barcelona, Spain.
FSC (Spain)
Issued on: 24-09-2021

LOA validity:
29-04-2029

ISO 13485 Validity:
12-12-2025

STANDARD

Class B
Shelf Life: 36 Months

Model:
31127 (1X3 ML)

160. | Applicant Name: Name of Manufacturer: Brand: Approved,
Suject to
M/s. Jasani Scientifics | M/s PhysIOL Liege Science | Pod FT FineVision (TORIC submission of fee
SC-45, Marium Park,Allee des Noisetiers 4,B- | LENSE) as per SRO-1324,
Square, chandni 4031 Liege, Belgium. Dated 30th
Chowk, Stadium road, Class C August 2024.
Karachi. FSC (Belgium) Shelf Life: 5 Years
EL1-00416 Issued on: 17/11/2023 Toricity correction Cylinder
R&| Details power IOL plane (increments):
Date: 14/11/2023 LOA validity: 1.0-1.5- 2.25-3.0- 3.75-4.5- 5.25-
Slip: 1215240064 31/12/2025 6.0D
PKR 62000/-
Dated: 07/02/2025 ISO 13485 Validity: Spherical equivalent (SE) power at
07/11/2026 10L plane (increments):
+6D to +35D (0.5D steps)
161. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
submission of
M/s. Jasani Scientifics | M/s LIGHTMED | "LIGHTMED" Ophthalmic YAG valid EC (FQA)
SC-45, Marium CORPORATION, LIGHTMED | Laser certificate or FSC
Square, chandni CORPORATION No.1- 1, Lane of any SRA
Chowk, Stadiumroad, | 1 Pao An St, Sec 3 Shulin | Class C country.
Karachi. District, New Taipei City 23861 | DOC dated: 13-04-2023
EL1-00416 (Taiwan).. Shelf Life: 1 year
R&I Details Model: LPULSA SYL-9000
Date: 13/06/2024 FSC (Taiwan)
Slip: 6596801633 Issued on: 12/03/2024
PKR 50000/-
Dated: 11-06-2024 LOA validity:
01/01/2027
I1SO 13485 Validity:
27/02/2025
162. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
provision of
M/s. Jasani Scientifics | M/s Croma-Pharma GmbH, | NuVisc PRO (Viscoelastic Solution | grouping and
SC-45, Marium Industriezeile 6, 2100 | with Cannulae for Intraocular use) composition

Square, chandni
Chowk, Stadium road,
Karachi.

ELI1-00416

R&I Details

Date: 22/11/2024
Slip: 3055423542
PKR 62000/-

Leobendorf, Austria.

FSC (Austria)
Validity: 25/05/2024

LOA validity:
31/12/2026

Class C

Shelf Life: 1 year

Model:

1.0 ml viscoelastic solution for
intraocular use including 1
viscoelastic cannulae for ophthalmic
use 25G 7/8"
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Dated: 13-11-2024

ISO 13485 Validity:

04/05/2024
163. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. Jasani Scientifics | M/s PhyslOL Liege Science | PODEYE (Hydrophobic Acrylic
SC-45, Marium Park,Allee des Noisetiers 4,B- | lens)
Square, chandni 4031 Liege, Belgium.
Chowk, Stadium road, Class C (DOC submitted)
Karachi. FSC (Belgium) Shelf Life: 5 Years
ELI1-00416 Issued on: 17/11/2023 Toricity correction Cylinder
R&I Details power IOL plane (increments):
Date: 14/11/2023 LOA validity: Non-toric
Slip: 63699395 31/12/2025 Spherical equivalent (SE) power at
PKR 62000/- 10L plane (increments):
Dated: 07/02/2025 ISO 13485 Validity: OD to +9D (1 steps);
07/11/2026 +10D to +30D (0.5D steps);
+31D to +35D (1D steps)
164. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. Jasani Scientifics | M/s INTERmedic Arfran s.a. | DACRYOCYTO’RHINOSTOMY
SC-45, Marium Valles Technology Park Boters | (MULTIDIODE OFT 4G)
Square, chandni 8-10 08290 Cerdanyola del
Chowk, Stadium road, | Valles Barcelona (Spain). Class C (DOC submitted)
Karachi. Shelf Life: 10 year
EL1-00416 FSC (Spain) Variant: MULTIDIODE OFT 4G
R&I Details Issued on: 23-11-2022
Date: 14/11/2023
Slip: 04756415 LOA validity:
PKR 50000/- 31/12/2025
Dated: 27/06/2022
I1SO 13485 Validity:
06/02/2025
165. | Applicant Name: Name of Manufacturer: Brand: Approved
M/s. Jasani Scientifics | M/s PhyslOL Liege Science | Pod F (Finevision) (Hydrophilic
SC-45, Marium Park,Allee des Noisetiers 4,B- | Acrylic lens)
Square, chandni 4031 Liege, Belgium.
Chowk, Stadium road, Class C (DOC submitted)
Karachi. FSC (Belgium) Shelf Life: 5 Years
EL1-00416 Issued on: 17/11/2023 Toricity correction Cylinder
R&|I Details power IOL plane (increments):
Date: 14/11/2023 LOA validity: Non-toric
Slip: 089170813030 | 31/12/2025 Spherical equivalent (SE) power at
PKR 62000/- 10L plane (increments):
Dated: 07/02/2025 I1SO 13485 Validity: +6D to +35D (0.5D steps)
07/11/2026
166. | Applicant Name: Name of Manufacturer: Brand: Approved
Suject to

M/s. Jasani Scientifics
SC-45, Marium

M/s Optikon 2000 S.p.A.Via Del
Casale Di Settebagni, 13- 00138

CRYOLINE (CRYO MACHINE)

submission of fee
as per SRO-1324,

Square, chandni Roma ltaly. Class C (DOC submitted) Dated 30th
Chowk, Stadium road, Shelf Life: 6 Year August 2024
Karachi. FSC (Belgium) Reference: 131002
EL1-00416 Issued on: 21/05/2024 CRYO-LINE W/TUBE, FILTER,
R&I Details CARTRIDGE, FOOTSW
Date: 14/11/2023 LOA validity:
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Slip: 9102932030
PKR 62000/-
Dated: 21/08/2023

31/12/2027

ISO 13485 Validity:
30/12/2024

167. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
submission of
M/s. Jasani Scientifics | M/s LIGHTMED | "Lightmed" Ophthalmic Frequency | valid EC (FQA)
SC-45, Marium CORPORATION, LIGHTMED | Doubled YAG Laser certificate or FSC
Square, chandni CORPORATION No.1- 1, Lane of any reference
Chowk, Stadiumroad, | 1 Pao An St, Sec 3 Shulin | Class C country.
Karachi. District, New Taipei City 23861 | DOC dated: 13-04-2023
ELI-00416 (Taiwan).. Shelf Life: 1 year
R&I Details Model: LightLas 532
Date: 13/06/2024 FSC (Taiwan)
Slip: 5933170265 Issued on: 12/03/2024
PKR 50000/-
Dated: 11-06-2024 LOA validity:
01/01/2027
ISO 13485 Validity:
27/02/2025
168. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
submission of
M/s. Jasani Scientifics | M/s LIGHTMED | "LightMed" LightLas Pattern valid EC (FQA)
SC-45, Marium CORPORATION, LIGHTMED | Scanning System certificate or FSC
Square, chandni CORPORATION No.1- 1, Lane of any reference
Chowk, Stadiumroad, | 1 Pao An St, Sec 3 Shulin | Class C country.
Karachi. District, New Taipei City 23861 | DOC dated: 13-04-2023
EL1-00416 (Taiwan).. Shelf Life: 1 year
R&|I Details Model: TruScan Pro
Date: 13/06/2024 FSC (Taiwan)
Slip: 6526299990 Issued on: 12/03/2024
PKR 50000/-
Dated: 11-06-2024 LOA validity:
01/01/2027
I1SO 13485 Validity:
27/02/2025
169. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
submission of
M/s. Jasani Scientifics | M/s LIGHTMED | "Lightmed" Ophthalmic Diode Laser | valid EC (FQA)
SC-45, Marium CORPORATION, LIGHTMED certificate or FSC
Square, chandni CORPORATION No.1- 1, Lane | Class C of any reference
Chowk, Stadiumroad, | 1 Pao An St, Sec 3 Shulin | DOC dated: 13-04-2023 country.
Karachi. District, New Taipei City 23861 | Shelf Life: 1 year
EL1-00416 (Taiwan).. Model: LightLas 577
R&]I Details
Date: 13/06/2024 FSC (Taiwan)
Slip: 16209284496 Issued on: 12/03/2024
PKR 50000/-
Dated: 11-06-2024 LOA validity:
01/01/2027
ISO 13485 Validity:
27/02/2025
170. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
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M/s. Jasani Scientifics
SC-45, Marium
Square, chandni
Chowk, Stadium road,
Karachi.

EL1-00416

R&]I Details

Date: 13/06/2024
Slip: 3412432298
PKR 50000/-

M/s LIGHTMED
CORPORATION, LIGHTMED
CORPORATION No.1- 1, Lane
1 Pao An St, Sec 3 Shulin
District, New Taipei City 23861
(Taiwan)..

FSC (Taiwan)
Issued on: 12/03/2024

"Lightmed" LightLas SeLecTor
Deux

Class C

DOC dated: 13-04-2023

Shelf Life: 1 year

Model: LightLas SeLecTor Deux

submission of
valid EC (FQA)
certificate or FSC
of any reference
country.

Dated: 11-06-2024 LOA validity:
01/01/2027
ISO 13485 Validity:
27/02/2025
171. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
submission of
M/s. Jasani Scientifics | M/s LIGHTMED | "Lightmed" Ophthalmic Diode Laser | valid EC (FQA)
SC-45, Marium CORPORATION, LIGHTMED | Model: LightLas 810 certificate or FSC
Square, chandni CORPORATION No.1- 1, Lane of any reference
Chowk, Stadiumroad, | 1 Pao An St, Sec 3 Shulin | Class C country.
Karachi. District, New Taipei City 23861 | DOC dated: 13-04-2023
EL1-00416 (Taiwan).. Shelf Life: 1 year
R&I Details
Date: 13/06/2024 FSC (Taiwan)
Slip: 4306040258 Issued on: 12/03/2024
PKR 50000/-
Dated: 11-06-2024 LOA validity:
01/01/2027
I1SO 13485 Validity:
27/02/2025
172. | Applicant Name: Name of Manufacturer: Brand: Deferred for the
M/s PhyslOL Liege Science submission of
M/s. Jasani Scientifics | Park,Allee des Noisetiers 4,B- | Intra Ocular Lenses Injector valid EC (FQA)
SC-45, Marium 4031 Liege, Belgium. certificate or FSC
Square, chandni Single-Use Injector of any reference
Chowk, Stadium road, | FSC (Belgium) (Single-Use Injector 1.2.3 Premium) | country and
Karachi. Issued on: 17/11/2023 submission of
EL1-00416 Class C Brand name with
R&I Details LOA validity: Shelf Life: 3 Years clarification
Date: 14/11/2023 31/12/2025 whether the
Slip: 8754693409 applied product is
PKR 62000/- ISO 13485 Validity: just injector or
Dated: 07/02/2025 07/11/2026 injector with
preloded 10L.
173. | Noor International, | Legal Manufacturing: Nihon Kohden Bedside Monitor | Approved
29-D, Block 6, | Shanghai Kohden Medical Model BSM-2560
PECHS, Karachi | Electronic Instrument Corp.
(ELI-00061) No. 567 Huancheng Bei Road Class C
Shanghai Comprehensive
Date of R&I Industrial e
22-7-2024 Development Zone Shelf Lite: 10 years
Rs.50,000 Fengxian District

Slip # 1646765740

Shanghai
201401
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China

Manufacturing Site:

Nihon Kohden Middle East FZE

Jafza One Tower A, 19" floor,
Office no 1912,

Jebel Ali Free Zone, Dubai,
UAE

P.O Box: 261516

FSC: China
Validity:06-10-2025

LOA
Validity: 31-03-2027

CE Certificate
Validity: 21-06-2027

ISO 13485
Validity: 21-05-2027

174.

International,
Block 6,
Karachi

Noor
29-D,
PECHS,
(EL1-00061)

Date of R&l
22-7-2024

Rs. 50,000

Slip # 902612501217

Legal Manufacturing:
Shanghai Kohden Medical
Electronic Instrument Corp.
No. 567 Huancheng Bei Road
Shanghai Comprehensive
Industrial

Development Zone
Fengxian District

Shanghai

201401

China

Manufacturing Site:

Nihon Kohden Middle East FZE

Jafza One Tower A, 19" floor,
Office no 1912,

Jebel Ali Free Zone, Dubai,
UAE

P.O Box: 261516

FSC: China
Validity: 06-10-2025

LOA
Validity: 31-03-2027

CE Certificate
Validity: 21-06-2027

ISO 13485
Validity: 21-05-2027

Nihon Kohden Bedside Monitor
Model BSM-2562

Class C

Shelf Life: 10 years

Approved

175.

International,
Block 6,
Karachi

Noor
29-D,
PECHS,
(ELI-00061)

Date of R&l
22-7-2024

Legal Manufacturing:
Shanghai Kohden Medical
Electronic Instrument Corp.
No. 567 Huancheng Bei Road
Shanghai Comprehensive
Industrial

Development Zone

Nihon Kohden Bedside Monitor
Model BSM-2565

Class C

Shelf Life: 10 years

Approved
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Rs. 50,000
Slip # 11628308573

Fengxian District
Shanghai

201401

China

Manufacturing Site:

Nihon Kohden Middle East FZE
Jafza One Tower A, 19" floor,
Office no 1912,

Jebel Ali Free Zone, Dubai,
UAE

P.O Box: 261516

FSC: China
Validity:06-10-2025
LOA
Validity: 31-03-2027
CE Certificate
Validity: 21-06-2027
ISO 13485
Validity: 21-05-2027
176. | PharmEvo Pwvt. Ltd., Omron Healthcare Co., Ltd. 53, | Omron Evolv (HEM-7600T-E) Approved
Plot no. A-29, North | Kunotsubo, Terado-cho, Muko, | Class-B
Western Industrial Kyoto, 617-0002 Japan Shelf Life: N/A
Zone, Port Qasim,
Karachi FSC: Netherland
(ELI-00055)
Date of R& I: 25-02-
2025
Fee: PKR 31000
Slip #
490069597250
Slip date: 11-09-2024
177. | PharmEvo Pvt. Ltd., | 3AHEALTH CARE S.r.l. Via | C101 ESSENTIAL (NE-C101-E) Approved
Plot no. A-29, North | Marziale Cerutti, 90F/G, 25017 | Class-B
Western Industrial Lonato del Garda (BS) - Italy Shelf Life: 5 years
Zone, Port Qasim, FSC: Italy
Karachi
(ELI-00055)
Date of R& 1: 25-02-
2025
Fee: PKR 31000
Slip # 71553513978
Slip date: 11-09-2024
178. | PharmEvo Pvt. Ltd., | Omron Healthcare Co., Ltd. 53, | Omron Eco Temp Basic (MC-246- | Approved
Plot no. A-29, North | Kunotsubo, Terado-cho, Muko, | E4)
Western Industrial Kyoto, 617-0002 Japan
Zone, Port Qasim,
Karachi Manufacturing Site:
(ELI-00055) Omron Healthcare
Manufacturing Vietnam Co.,
Date of R& 1: :25-02- | Ltd.
2025 No0.28 VSIP 11, Street2,
Fee: PKR 31000 Vietnam-Singapore Industrial
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Slip # 03757730913 | Park II, Binh Duong Industry-
Slip date: 11-09- Services Urban Complex, Hoa
2024 Phu Ward, Thu Dau Mot City,
Binh Duong Province, Vietnam
FSC: Netherland
179. | Muaaz Medical Legal Manufacturer: Brand Name - BLISS Approved
Traders, Office Shenzhen Fitconn Technology | MEDICAL AIR
No.401-402, 6" floor, | Co. Ltd. MATTRESS
saith center 10-syed (Generic name)
Moj Darya Road Manufacturing Site: Bliss Medical Air Mattress
Lahore China Class B
Date of R&I - Shelf Life: 05 years
(ELI-00574) 31 July 2024
FSC: Codes/Sizes:
Country of Origin China
Validity: 02-08-2025 BL-207.
ESC:
FSC China of Reference
Country
Validity: 02-08-2025
LOA
Validity: 28-07-2030
ECCertificate
Validity: 07-12-2022
1SO13485
Validity: 02-11-2024
180. | M/s. Jasani Scientifics | Legal Manufacturer: Nidek Brand Name Approved
SC-45, Marium Co.LTD, Ophthalmic Yag Laser System
Square, chandni Address: 34-14 Maehama, (YC-200)
Chowk, Stadium road, | Hiroishi-cho, Gamagori, Aichi Class C
Karachi, 74800, 443-0038 Japan. Shelf'life: 7 Year
ELI-000416 Manufacturing Site: Nidek
R&I: Co. LTD,
23/11/2022 Address: 34-14 Maehama,
Fee Slip No: Hiroishi-cho, Gamagori, Aichi
75931450467 443-0038 Japan.
Fee Submission LOA Validity:
Date: 31/03/2027
22/11/2022 FSC: JAPAN
Country of Origin
FSC Issuance Date:
27/10/2023
ISO1348S Validity:
23/Mar/2026
181. | M/s. Bio Sphere Legal Manufacturer: Brand Name; Approved
Marketing, H-2, Street | M/s JIANGSU Electrolyte Analyzer AC9103
4, Adjacent to the AUDICOM MEDICAL
Best Grammer TECHNOLOGY  CO.,LTD | Model:
School, Pak Space CHINA AC9103
Town, Chungi Amar
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Sindhu, Lahore.

FSC: USA

Class A

ELI:00922 Validity: 17/10/2025 Shelf Life: 05 years
LOA Validity: 17/07/2028 Codes / Sizes (if any)
Each
182. | M/s. Bio Sphere Legal Manufacturer: Brand Name; Approved

Marketing M/s JIANGSU HbAlc Kit Audicom
ELI1:00922 AUDICOM MEDICAL Generic Name;
TECHNOLOGY co.,, HbAlc Kit
LTD CHINA Class B
FSC: USA Shelf Life: 01 years
Validity: 17/10/2025 Codes / Sizes (if any)
LOA Validity: 17/07/2028 330 Tests
183. | M/s Moody Global Legal Manufacturer: Yuwell — Non-contact Infrared Deferred for
Services. Name: Thermometer submission of
Office # 14, 2nd floor, | M/s Jiangsu Yu Yue Medical Model: YT-2 following
Mujahid Plaza, Jinnah | Equipment & Supply Co. Ltd. Class: B information /
Avenue, Blue Area, Address: MD group: single documents:
Islamabad. 44000. No. 01, Baisheng Road, LOA Validity: i Submit
(EL1-00926) Development Zone, Danyang, FSC Validity: (expired) letter of
D.O.1: 17/05/2022 Jiangsu, China. Shelf life: 5 years authorization with
Dy. No.: Manufacturer Address: Storage condition: date issued and its

27591 DRAP (R&l)
Dated: 29-09-2022
Fee Challan No.:
9045917322

PKR: 25000/-
Dated: 27-09-2022

Yunyang Industrial Park,
212300, Danyang, Jiangsu,
China.

Name:

M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:

No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.

100C - 400C

Relative Humidity:

15% - 90%

Verified from EUDAMED

validity.

ii Valid &
legalized free sale
certificate

184. | M/s Moody Global
Services.

Office # 14, 2nd floor,
Mujahid Plaza, Jinnah
Avenue, Blue Area,
Islamabad. 44000.
(ELI-00926)

D.O.1: 17/05/2022
Dy. No.:

27595 DRAP (R&lI)
Dated: 29-09-2022
Fee Challan No.:
4850768929

PKR: 25000/-

Dated: 27-09-2022

Legal Manufacturer:
Name:

M/s Jiangsu Yu Yue Medical
Equipment & Supply Co. Ltd.
Address:

No. 01, Baisheng Road,
Development Zone, Danyang,
Jiangsu, China.
Manufacturer Address:
Yunyang Industrial Park,
212300, Danyang, Jiangsu,
China.

Name:

M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:

No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.

YUWELL - Nasal Pillow mask
Model: YP-01

Class: B

MD group: single

LOA Validity:

FSC Validity:

(expired)

EC Certificate validity:
26-05-2024

Shelf life: 5 years
Storage condition:

5°C to 40°C

Deferred for
submission of
following
information /
documents:

Letter of
authorization with
date issued and its
validity,

Free sale
certificate, 1ISO
13485 certificate
& EC Certificate
required which
should be valid till
date and legalised.

185. | M/s Legal Manufacturer: Brand name: Yuwell Generic name: | Defered for
MOODY GLOBAL Name: Nasal Mask provision of CE
SERVICES M/s Jiangsu Yu Yue Medical Size/specificati on: certificate or FSC
Address:Office No. Equipment & Supply Co. Ltd. Model (YN-03) of reference
14,2ndFloor, Address: Class: B . country.

Mujahid Plaza, Blue Shelf life: 5 years
area, Islamabad.
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License No. No. 01, Baisheng Road,
ELI-00926 Development Zone, Danyang,
FEE Receipt No. Jiangsu, China.
71454046006 Manufacturer Address:
25000 18.8.22 Yunyang Industrial Park,
R&I 19.8.22 212300, Danyang, Jiangsu,
China.
Name:
M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
FSC validity: 2022-03-26
LOA validity: 2027/04/02
186. | M/s Legal Manufacturer: Brand name: Yuwell Generic name: | Defered for
MOODY GLOBAL Name: Nasal Mask provision of CE
SERVICES M/s Jiangsu Yu Yue Medical Size/specificati on: certificate or FSC
Address:Office No. Equipment & Supply Co. Ltd. Model (YN-02) of reference
14,2ndFloor, Address: Class: B . country
Mujahid Plaza, Blue | No. 01, Baisheng Road, Shelf life: 5 years
area, Islamabad. Development Zone, Danyang,
License No. Jiangsu, China.
ELI-00926 Manufacturer Address:
FEE Receipt No. Yunyang Industrial Park,
7508144026 212300, Danyang, Jiangsu,
25000 18.8.22 China.
R&I 19.8.22 Name:
M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
FSC validity: 2022-03-26
LOA validity: 2027/04/02
187. | M/s Moody Global Legal Manufacturer: Yuwell — Non-contact Infrared Deferred for
Services. Name: Ear Thermometer submission of
Office # 14, 2nd floor, | M/s Jiangsu Yu Yue Medical Model: YHT200 following
Mujahid Plaza, Jinnah | Equipment & Supply Co. Ltd. Class: B information /
Avenue, Blue Area, Address: MD group: single documents:
Islamabad. 44000. No. 01, Baisheng Road, LOA Validity: i Submit
(ELI-00926) Development FSC Validity: (expired) letter of
D.O.I: 17/05/2022 Zone, Danyang, Jiangsu, China. | Shelf life: 5 years authorization with
Dy. No.: Manufacturer Address: Storage condition: date
27585 DRAP (R&l) Yunyang Industrial Park, | 100C - 400C
Dated: 29-09-2022 212300, Danyang, Jiangsu, | Relative Humidity: i validity.
Fee Challan No.: China. 15% - 90% (non condensing) ii Valid &
259716729205 Name: Verified from EUDAMED legalized free sale
PKR: 25000/- M/s Suzhou Yuyue Medical certificate.
Dated: 27-09-2022 Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
188. | M/s Moody Global Legal Manufacturer: Yuwell — Positive Airway Pressure | Deferred for

Services.

Name:

units.
Model: (YH-730)

submission of
following
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Office # 14, 2nd floor,
Mujahid Plaza, Jinnah
Avenue, Blue Area,
Islamabad. 44000.
(EL1-00926)

D.O.1: 17/05/2022
Dy. No.:

27587 DRAP (R&I)
Dated: 29-09-2022
Fee Challan No.:
02891858

PKR: 25000/-

Dated: 27-09-2022

M/s Jiangsu Yu Yue Medical
Equipment & Supply Co. Ltd.
Address:

No. 01, Baisheng Road,
Development Zone, Danyang,
Jiangsu, 212300 China.
Name:

M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:

No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.

Class: B

MD group: single

LOA Validity:

FSC Validity: 30-11-2022 (expired)
CE certificate validity: 01-11-2024
Shelf life: 5 years

Operate temperature:

+50C - +350C

Transport Storage Conditions:
-200C to -700C

Operate & transport Relative
Humidity:

15% - 90%

information /
documents:

i Clarify
about the storage
conditions
mentioned on the
form submitted
(Storage
Conditions: -
200C to -700C
Relative
Humidity: 15% -
90%), is it storage
condition for
stability studies or
storage at
warehouse/pharma
cies etc.?

i Submit
letter of
authorization with
date issued and its
validity.

iii Briefly
explain type of
your Positive
airway pressure
unit (continuous/
Bi-level /

i applied
for the purpose of
registration, along
with performance
specifications
(pressure range,
humidification
features, auto
titration etc.)

ii Valid &
legalized free sale
certificate.

iv

189.

M/s Moody Global
Services.

Office # 14, 2nd floor,
Mujahid Plaza, Jinnah
Avenue, Blue Area,
Islamabad. 44000.
(EL1-00926)

D.O.I: 17/05/2022
Dy. No.:

275593 DRAP (R&I)
Dated: 29-09-

2022

Fee Challan No.:
7820037852

PKR: 25000/-

Legal Manufacturer:

Name:

M/s Jiangsu Yu Yue Medical
Equipment & Supply Co. Ltd.
Address:

No. 01, Baisheng Road,
Development Zone, Danyang,
Jiangsu, 212300 China.
Name:

M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:

No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.

Yuwell — Positive Airway Pressure
units.

Model: (YH-550)

Class: B

MD group: single

LOA Validity:

FSC Validity:

30-11-2022 (expired)

CE certificate validity: 01-11-2024
Shelf life: 5 years

Operate temperature:

+50C - +350C

Transport Storage Conditions:
-200C to -700C

Deferred for
submission of
following
information /
documents:

i Clarify
about the storage
conditions
mentioned on the
form submitted
(Storage
Conditions: -
200C to -700C
Relative
Humidity: 15% -
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Dated: 27-09-2022

Operate & transport Relative
Humidity:
15% - 90%

90%), is it storage
condition for
stability

190. | M/s Moody Global Legal Manufacturer: Yuwell — Positive Airway Pressure | Deferred for
Services. Name: units. submission of
Office # 14, 2nd floor, | M/s Jiangsu Yu Yue Medical Model: (YH-360) following
Mujahid Plaza, Jinnah | Equipment & Supply Co. Ltd. Class: B information /
Avenue, Blue Area, Address: MD group: single documents:
Islamabad. 44000. No. 01, Baisheng Road, LOA Validity: v Clarify
(ELI-00926) Development Zone, Danyang, FSC Validity: 30-11-2022 (expired) | about the storage
D.O.I: 17/05/2022 Jiangsu, 212300 China. CE certificate validity: 01-11-2024 | conditions
Dy. No.: Name: Shelf life: 5 years mentioned on the
27587 DRAP (R&l) M/s Suzhou Yuyue Medical Operate temperature: form submitted
Dated: 29-09-2022 Technology Co. Ltd. +50C - +350C (Storage
Fee Challan No.: Address: Transport Storage Conditions: Conditions: -
58344284 No. 09, Jinfeng Road, Suzhou -200C to -700C 200C to -700C
PKR: 25000/- Science & Technology Town Operate & transport Relative Relative
Dated: 27-09-2022 Suzhou, Jiangsu, China. Humidity: Humidity: 15% -

15% - 90% 90%), is it storage
condition for
stability studies or
storage at
warehouse/pharma
cies etc.?

vi Submit
letter of
authorization with
date issued and its
validity.

vii Briefly
explain type of
your Positive
airway pressure
unit (continuous/
Bi-level /

iii applied
for the purpose of
registration, along
with performance
specifications
(pressure range,
humidification
features, auto
titration etc.)

iv Valid &
legalized free sale
certificate.

viii

191. | M/s MOODY Legal Manufacturer: Brand name: Yuwell Generic name: | DEFERED FOR
GLOBAL Name: Full face Mask PROVISION OF
SERVICES M/s Jiangsu Yu Yue Medical Size/specificati on: CE
Address:Office No. Equipment & Supply Co. Ltd. Model (Yf-01) CERTIFICATE
14,2ndFloor, Address: Class: B . OR FSC of
Mujahid Plaza, Blue | No. 01, Baisheng Road, Shelf life: 5 years reference

area, Islamabad.
License No.

Development Zone, Danyang,
Jiangsu, China.
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ELI-00926
FEE Receipt No.

Manufacturer Address:
Yunyang Industrial Park,

2445759327 212300, Danyang, Jiangsu,
25000 18.8.22 China.
R&I 19.8.22 Name:
M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
FSC validity: 2022-03-26
LOA validity: 2027/04/02
192. | M/s Legal Manufacturer: Brand name: Yuwell Generic name: | DEFERED same
MOODY GLOBAL Name: Electronic Blood Pressure Monitor | product already
SERVICES M/s Jiangsu Yu Yue Medical Size/specificati on: Model: approved with
Address:Office No. Equipment & Supply Co. Ltd. (YE660F) Class: B Shelf life: 24 same brand name
14,2ndFloor, Address: months and FOR
Mujahid Plaza, Blue | No. 01, Baisheng Road, PROVISION OF
area, Islamabad. Development Zone, Danyang, CE
License No. Jiangsu, China. CERTIFICATE
ELI-00926 Manufacturer Address: OR FSC of
FEE Receipt No. Yunyang Industrial Park, reference
2445759327 212300, Danyang, Jiangsu,
25000 18.8.22 China.
R&I 19.8.22 Name:
M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
FSC validity: 2022-03-26
LOA validity: 2027/04/02
193. | M/s Legal Manufacturer: Brand name: Yuwell Generic name: | DEFERED FOR
MOODY GLOBAL Name: Electric Wheel Chair Size/specificati | PROVISION OF
SERVICES M/s Jiangsu Yu Yue Medical on: CE
Address:Office No. Equipment & Supply Co. Ltd. Model: D130AL, D130HL Class: A. | CERTIFICATE
14,2ndFloor, Address: OR FSC of
Mujahid Plaza, Blue No. 01, Baisheng Road, reference
area, Islamabad. Development Zone, Danyang,
License No. Jiangsu, China.
ELI-00926 Manufacturer Address:
FEE Receipt No. Yunyang Industrial Park,
7255974965 212300, Danyang, Jiangsu,
5000 18.8.22 China.
R&I 19.8.22 Name:
M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
FSC validity: 2022-03-26
LOA validity: 2027/04/02
194. | M/s Moody Global Legal Manufacturer: YUWELL - Air Compressive Deferred for
Services. Name: Nebulizer submission of
Office # 14, 2nd floor, | M/s Jiangsu Yu Yue Medical Model: 407A following
Mujahid Plaza, Jinnah | Equipment & Supply Co. Ltd. Class: B
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Avenue, Blue Area,
Islamabad. 44000.
(ELI-00926)

D.O.I: 17/05/2022
Dy. No.:

27599 DRAP (R&I)
Dated: 29-09-2022
Fee Challan No.:
7477713614

PKR: 25000/-
Dated: 27-09-2022

Address:

No. 01, Baisheng Road,
Development Zone, Danyang,
Jiangsu, China.
Manufacturer Address:
Yunyang Industrial Park,
212300, Danyang, Jiangsu,
China.

Name:

M/s Suzhou Yuyue Medical
Technology Co. Ltd.
Address:

No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.

MD group: single

LOA Validity:

FSC Validity:

(expired)

EC Certificate validity:
26-05-2024

Shelf life: 5 years
Storage condition:

5°C to 40°C

information /
documents:

i Submit
letter of
authorization with
date issued and its
validity.

i Valid &
legalized free sale
certificate

195. | M/s Moody Global Legal Manufacturer: YUWELL - Air Compressive Deferred for
Services. Name: Nebulizer submission of
Office # 14, 2nd floor, | M/s Jiangsu Yu Yue Medical Model: 405A, 405 B following
Mujahid Plaza, Jinnah | Equipment & Supply Co. Ltd. Class: B information /
Avenue, Blue Area, Address: MD group: single documents:
Islamabad. 44000. No. 01, Baisheng Road, LOA Validity: iii Submit
(ELI-00926) Development Zone, Danyang, FSC Validity: letter of
D.O.1: 17/05/2022 Jiangsu, China. (expired) authorization with
Dy. No.: Manufacturer Address: EC Certificate validity: date issued and its
27599 DRAP (R&l) Yunyang Industrial Park, 26-05-2024 validity.

Dated: 29-09-2022 212300, Danyang, Jiangsu, Shelf life: 5 years iv Valid &
Fee Challan No.: China. Storage condition: legalized free sale
40129454748 Name: 5°C to 40°C certificate
PKR: 25000/- M/s Suzhou Yuyue Medical
Dated: 27-09-2022 Technology Co. Ltd.
Address:
No. 09, Jinfeng Road, Suzhou
Science & Technology Town
Suzhou, Jiangsu, China.
196. | LIFE CARES Brand Name Deferred for
Legal Manufacturer: Homoeostasis Valve provision of Valid
M-20 Mezzanine Jingzhou Yihai TechnologyLtd. | Sets LOA

Floor,

Falak naz Plaza Main
Shahra -eFaisal
Karachi

75200.Tel: 021-
34581903
Lifecares@hotmail.co
m

ELI-00077

Manufacturing Site:

Jingzhou Yihai TechnologyLtd.
No.8 Shenzhen Avenuelingzhou
Development Area Jingzhou
434000 Hubei P.R China

Date of R& |
18-09-2020

FSC:

MHRA United Kingdom Valid
Till 15-01-2025

LOA

Validity: 25-11-2022

EC Certificate

Validity: 26-05-2024

Generic name
Homoeostasis Valve
Sets

Classlla- B
Shelf Life: 3 years
Codes/Sizes
860301,860302,

860303,860304,
860305,860306
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I1SO 13485

Validity: 11-07-2026

197.

LIFE CARES

M-20 Mezzanine
Floor,

Falak naz Plaza Main
Shahra -eFaisal
Karachi

75200.Tel: 021-
34581903
Lifecares@hotmail.co
m

ELI-00077

Legal Manufacturer:
Jingzhou Yihai TechnologyLtd.

Manufacturing Site:

Jingzhou Yihai TechnologyLtd.
No.8 Shenzhen Avenuelingzhou
Development Area Jingzhou
434000 Hubei P.R China

Date of R& |
18-09-2020

FSC:

MHRA United Kingdom Valid
Till 15-01-2025

LOA

Validity: 25-11-2022

EC Certificate

Validity: 26-05-2024

ISO 13485

Validity: 11-07-2026

Brand Name Introducer Sets Generic
name Introducer Sets Class lla- B
Shelf Life: 3 years Codes/Sizes
860201, 860202, 860203,860204,
860205, 860206,860207, 860208,
860209,860210,860211,860212,860
2 13, 860214, 860215,860216,
860217,
860218,860219,860220,860221,860
2 22, 860223, 860224,860225,
860226,
860227860228,860229,860230,8602
31, 860232, 860233,860234,
860235,
860236,860237,860238,860239,860
2 40, 860241, 860242,860243,
860244,
860245,860246,860247,860248,860
2 49, 860250, 860251,860252,
860253,
860254,860255,860256,860267,860
2 68, 860269, 860270,860271,
860272,
860273,860274,860275,860276,860
2 77, 860278, 860279,860280,
860281Brand Name Introducer Sets
Generic name Introducer Sets Class
Ila- B Shelf Life: 3 years
Codes/Sizes 860201, 860202,
860203,860204, 860205,
860206,860207, 860208,
860209,860210,860211,860212,860
2 13, 860214, 860215,860216,
860217,
860218,860219,860220,860221,860
2 22, 860223, 860224,860225,
860226,
860227860228,860229,860230,8602
31, 860232, 860233,860234,
860235,
860236,860237,860238,860239,860
2 40, 860241, 860242,860243,
860244,
860245,860246,860247,860248,860
2 49, 860250, 860251,860252,
860253,
860254,860255,860256,860267,860
2 68, 860269, 860270,860271,
860272,
860273,860274,860275,860276,860
2 77, 860278, 860279,860280,
860281

Deferred for
provision of Valid
LOA

198.

LIFE CARES

Legal Manufacturer:

Brand Name Tourniquets Generic

Deferred for
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M-20 Mezzanine
Floor,

Falak naz Plaza Main
Shahra -eFaisal
Karachi

75200.Tel: 021-
34581903

Jingzhou Yihai TechnologyLtd.

Manufacturing Site:

Jingzhou Yihai TechnologyLtd.
No.8 Shenzhen Avenuelingzhou
Development Area Jingzhou
434000 Hubei P.R China

name Tourniquets Class Is - A Shelf
Life: 3 years Codes/Sizes 8608010

provision of Valid
LOA

Lifecares@hotmail.co | Date of R& |
m 18-09-2020
FSC:
MHRA United Kingdom Valid
ELI-00077 Till 15-01-2025
LOA
Validity: 25-11-2022
EC Certificate
Validity: 26-05-2024
ISO 13485
Validity: 11-07-2026
199. | LIFE CARES Legal Manufacturer: Brand Name Balloon Inflation Deferred for
Jingzhou Yihai TechnologyLtd. | Device Generic hame Balloon provision of Valid
M-20 Mezzanine Inflation Device Class Is A Shelf LOA
Floor, Manufacturing Site: Life: 3 years Codes/Sizes
Falak naz Plaza Main | Jingzhou Yihai TechnologyLtd. | 860101,860102,860103,860
Shahra -eFaisal No.8 Shenzhen Avenuelingzhou | 04,860105,860106,860107,36
Karachi Development Area Jingzhou 0108,860109,860110,860111,
75200.Tel: 021- 434000 Hubei P.R China 860112,860113,860114,8601
34581903 15,860116,860117,860118,86
Lifecares@hotmail.co | Date of R& | 0119,860120,860121,860122,
m 18-09-2020 860123,860124.
FSC:
ELI-00077 MHRA United Kingdom Valid
Till 15-01-2025
LOA
Validity: 25-11-2022
EC Certificate
Validity: 26-05-2024
ISO 13485
Validity: 11-07-2026
200. | Cardiac Care Company: Brand Name APPROVED
848-C Shadman -1, Company: VYGON Leaderflex
Lahore GmbH Co. KG
ELI-00070 Address: Prager Ring Generic Name
100 — 52070 Aachen Centrally inserted central
Germany venous catheter
R&l: 24-09-21 Tel: + 49 241 91300
Fax: + 49 241 9130 106 Class: B
Fee Challan No: WWW.vygon.com
91037311043 Shelf Life:
dated : 22-09-21 FSC: 04-12-24 05 years
LOA valid: 31-12-26 Codes:
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1212.04

ISO valid: 09-05-27 1212.06
1212.08
1212.10
1212.15
1212.20
1212.062
1212.082
1212.205
201. | Cardiac Care Company: Brand Name Nutriline Generic APPROVED
848-C Shadman -1, Company: VYGON Name Peripherally Inserted Central | WITH CODES
Lahore GmbH Co. KG Catheter Class : B Shelf Life: 05 AVAILABLE IN
ELI-00070 Address: Prager Ring years Codes: 1252.030 1252.15 FSC
100 — 52070 Aachen 1252.150 1252.30 1252.35 1253.30
Germany 1254.30
R&I : 24-09-21 Tel: + 49 241 91300
Fax: + 49 241 9130 106
Fee Challan No : WWW.vygon.com
dated : 22-09-21
FSC : 04-12-24
LOA valid : 31-12-26
ISO valid: 09-05-27
202. | Cardiac Care Company: Brand Name APPROVED
848-C Shadman -1, Company: VYGON Bionector
Lahore GmbH Co. KG
ELI-00070 Address: Prager Ring Generic Name
100 — 52070 Aachen (needleless
Germany valve-connector)
R&I 04-09-24 Fee Tel: + 49 241 91300
Challan No Fax: + 49 241 9130 106 Class: B
76420604184 dated WWW.Vygon.com
02-09-24 Shelf Life:
FSC issued date: 03 years
24/07/2023
Codes: 896.01 896.02 896.03
LOA valid : 896.038 896.038E 896.21 896.23
31/12/2026 896.11 896.31 838.01E
ISO 13485: VALID
09-05-27
203. | Cardiac Care Company: Brand Name DEFERED FOR

848-C Shadman -1,
Lahore
ELI-00070

R&I 14-11-22 Fee
Challan No
2376701207 dated 08-
11-22

Ningho Greetmed Medical
Instruments Co., Ltd. Add.:
16F-1, Building 1, No.98
Chuangyuan Road, Hi-Tech
Zone, 315042 Ningbo, Zhejiang
Province, PEOPLE'S
REPUBLIC OF CHINA Tel:
+86-574-87722370 Fax: +86-
574-87722360 Website:
www.chinagreetmed.com

FSC VALID: 06-07-2026
LOA VALID: 09-10-2026

ISO 13485 VALID: 31-03-24

Connecting tube with Yankauer
handle (Oropharyngeal secretions
suction)

Class: B

Shelf Life:
05 years

CE OR REF FSC
and Brand name
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204.

Cardiac Care, 848-C
Shadman-1 Lahore,
Pakistan. ELI-00070
31,000/-

Legal Manufacturer: HSINER
Co Ltd, Address: 312,
Jhongshan Rd., Shengang Dist,
Taichung 429, Taiwan. FSC:
Germany. Validity: N/A.

Air cushion mask Anesthesia and
Breathing Circuit System and
accessories

Class-B Shelf Life: 3 Year

DEFERED FOR
FEE AS PER SRO
1324 AS
SYSTEM AND
VALID FSC and
Brand name

205.

Applicant:

M/s Meher Traders,
Office A21 1st Floor
Zeenat Market, North

Napier Road, Karachi.

(ELI1-00128)

Legal Manufacturer: M/s
BONREE MEDICAL Co,. Ltd.
No. 1st Floor of of Building No
2, Building No. 4 Longzhu
Village Economic
Estate,Longzhu Avenue
Nanlang 528451 Zhongshan,
Guangdong PEOPLE'S
REPUBLIC OF CHINA
Manufacturing Site: No. 1st
Floor of of Building No 2,
Building No. 4 Longzhu Village
Economic Estate,Longzhu
Avenue Nanlang 528451
Zhongshan, Guangdong
PEOPLE'S REPUBLIC OF
CHINA.

FSC Validity: 24-10-2025 .
LOA Validity: 30-12-2028..
ISO 13485: 31-07-2025

EC Certificate: 31-12-2028

Brand Name : WELLMED
Tracheostomy Tube Generic
Name: Tracheostomy Tubes Class
B Shelf Life: 5 Years

APPROVED

206.

Applicant:

M/s Meher Traders,
Office A21 1st Floor
Zeenat Market, North

Napier Road, Karachi.

(EL1-00128)

Legal Manufacturer: M/s
BONREE MEDICAL Cao,. Ltd.
No. 1st Floor of of Building No
2, Building No. 4 Longzhu
Village Economic
Estate,Longzhu Avenue
Nanlang 528451 Zhongshan,
Guangdong PEOPLE'S
REPUBLIC OF CHINA
Manufacturing Site: No. 1st
Floor of of Building No 2,
Building No. 4 Longzhu Village
Economic Estate,Longzhu
Avenue Nanlang 528451
Zhongshan, Guangdong
PEOPLE'S REPUBLIC OF
CHINA.

FSC Validity: 24-10-2025 .
LOA Validity: 30-12-2028..
ISO 13485: 31-07-2025

EC Certificate: 31-12-2028

Brand Name : BONREE
NEBULIZER WITH AEROSOL
MASKS Generic Name:
NEBULIZER MASKS Class B
Shelf Life: 5 Years Codes/Sizes
Nebulizer Mask Pediatric Standard
(Max: 6ml/cc) Nebulizer Mask
Pediatric Standard (Max: 8ml/cc)

APPROVED
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207. | Applicant: Legal Manufacturer: M/s Brand Name : BONREE | APPROVED
M/s Meher Traders, BONREE MEDICAL Co,. Ltd. | NEBULIZER WITH AEROSOL | SUBJECT TO
Office A21 1st Floor | No. 1st Floor of of Building No | MASKS Generic Name: | SEPARATE FEE
Zeenat Market, North | 2, Building No. 4 Longzhu NEBULIZER MASKS Class B Shelf | FOR DIFFERENT
Napier Road, Karachi. | Village Economic Life: 5 Years Codes/Sizes Nebulizer | PARTS AND
(EL1-00128) Estate,Longzhu Avenue Mask Pediatric Standard (Max: | SIZES AS PER
Nanlang 528451 Zhongshan, 6ml/cc) Nebulizer Mask Pediatric | SRO 1324
Guangdong PEOPLE'S Standard (Max: 8ml/cc)
REPUBLIC OF CHINA Nebulizer Mask Pediatric
Manufacturing Site: No. 1st Elongated (Max: 6ml/cc)
Floor of of Building No 2, Nebulizer Mask Adult Standard
Building No. 4 Longzhu Village | (Max: 6ml/cc) Nebulizer Mask
Economic Estate,Longzhu Adult Standard (Max: 8ml/cc)
Avenue Nanlang 528451 Nebulizer Mask Adult Elongated
Zhongshan, Guangdong (Max: 6ml/cc) Nebulizer Kit/
PEOPLE'S REPUBLIC OF Nebulizer and Tee Piece & Mouth
CHINA. Piece and Tubing (Max: 6ml/cc)
Nebulizer Kit/ Nebulizer and Tee
FSC Validity: 24-10-2025 . Piece & Mouth Piece and Tubing
(Max: 8ml/cc)
LOA Validity: 30-12-2028..
ISO 13485: 31-07-2025
EC Certificate: 31-12-2028
208. | Applicant: Legal Manufacturer: M/s Brand Name : BONREE OXYGEN | APPROVED
M/s Meher Traders, BONREE MEDICAL Co,. Ltd. | MASKS Generic Name: OXYGEN
Office A21 1st Floor | No. 1st Floor of of Building No | MASKS Class B Shelf Life: 5 Years
Zeenat Market, North | 2, Building No. 4 Longzhu Codes/Sizes Adult Standard,
Napier Road, Karachi. | Village Economic Pediatric Standard, Adult Elongated,
(EL1-00128) Estate,Longzhu Avenue Pediatric Elongated
Nanlang 528451 Zhongshan,
Guangdong PEOPLE'S
REPUBLIC OF CHINA
Manufacturing Site: No. 1st
Floor of of Building No 2,
Building No. 4 Longzhu Village
Economic Estate,Longzhu
Avenue Nanlang 528451
Zhongshan, Guangdong
PEOPLE'S REPUBLIC OF
CHINA.

FSC Validity: 24-10-2025 .
LOA Validity: 30-12-2028..
ISO 13485: 31-07-2025
EC Certificate: 31-12-2028

209. | Applicant: Legal Manufacturer: M/s Brand Name BONREE | APPROVED
M/s Meher Traders, BONREE MEDICAL Co,. Ltd. | OROPHARYNGEAL AIRWAYS
Office A21 1st Floor | No. 1st Floor of of Building No | Generic Name:

Zeenat Market, North | 2, Building No. 4 Longzhu OROPHARYNGEAL AIRWAYS
Napier Road, Karachi. | Village Economic Class B Shelf Life: 5 Years
(EL1-00128) Estate,Longzhu Avenue Codes/Sizes Guedel Type: 4.0cm,
Nanlang 528451 Zhongshan, 5.00cm, 6.0cm, 7.0cm, 8.0cm,
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Guangdong PEOPLE'S
REPUBLIC OF CHINA
Manufacturing Site: No. 1st
Floor of of Building No 2,
Building No. 4 Longzhu Village
Economic Estate,Longzhu
Avenue Nanlang 528451
Zhongshan, Guangdong
PEOPLE'S REPUBLIC OF
CHINA.

FSC Validity: 24-10-2025 .
LOA Validity: 30-12-2028..
ISO 13485: 31-07-2025

EC Certificate: 31-12-2028

9.0cm,10.0cm, 11.0cm Berman Type
4.0cm, 5.00cm, 6.0cm, 7.0cm,
8.0cm, 9.0cm,10.0cm, 11.0cm

210. | Applicant: Legal Manufacturer: M/s Brand Name : BONREE | APPROVED
M/s Meher Traders, BONREE MEDICAL Co,. Ltd. | YANKAUER SUCTION SETS
Office A21 1st Floor | No. 1st Floor of of Building No | Generic  Name:  YANKAUER
Zeenat Market, North | 2, Building No. 4 Longzhu SUCTION SETS Class B
Napier Road, Karachi. | Village Economic Shelf Life: 5 Years Codes/Sizes
(EL1-00128) Estate,Longzhu Avenue Crown Tip with vent: 3/16”,1/4”,

Nanlang 528451 Zhongshan, 9/32” Crown Tip without vent:
Guangdong PEOPLE'S 3/167,1/4”, 9/32” Flat Tip with vent:
REPUBLIC OF CHINA 3/16”,1/4”, 9/32” Flat Tip without
Manufacturing Site: No. 1st vent: 3/16”,1/4”, 9/32”

Floor of of Building No 2,

Building No. 4 Longzhu Village

Economic Estate,Longzhu

Avenue Nanlang 528451

Zhongshan, Guangdong

PEOPLE'S REPUBLIC OF

CHINA.

FSC Validity: 24-10-2025 .

LOA Validity: 30-12-2028..

ISO 13485: 31-07-2025

EC Certificate: 31-12-2028

211. | M/s MEHER Legal Manufacturer: M/s Brand Name : WELLMED IV | APPROVED
TRADERS Ningbo Great Mountain FLOW REGULATOR  Generic

Office No. A-21-22
First Floor Zeenat
Medicine Market
North Nappier
Road, Karachi.

(ELI-00128)

R&I Details
25-03-2025

Medical Instruments Co., Ltd
No. 309 Xigu Road Xiangshan
County 315700 Ningbo City,
Zhejiang Province PEOPLE'S
REPUBLIC OF CHINA
Manufacturing Site: No. 309
Xigu Road Xiangshan County
315700 Ningbo City, Zhejiang
Province PEOPLE'S
REPUBLIC OF CHINA FSC
Validity: 06-05-2026 LOA
Validity: 17-07-2034 FSC

Name: IV FLOW REGULATOR
Class B Shelf Life: 5 Years
Codes/Sizes
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Reference Country: 02-03-2026
EC Certificate: 31-12-2028 ISO
13485: 29-12-2025
212. | M/s MEHER Legal Manufacturer: M/s Brand Name : WELLMED URINE | APPROVED
TRADERS Office Ningbo Great Mountain BAG Generic Name: DISPOSABLE
No. A-21-22 First Medical Instruments Co., Ltd URINE BAGS Class A Shelf Life: 5
Floor Zeenat No. 309 Xigu Road Xiangshan | Years Codes/Sizes Plain Type
Medicine Market County 315700 Ningbo City, (1500ml, 2000ml) Quadro (2000ml),
North Nappier Road, | Zhejiang Province PEOPLE'S Pyriform (2000ml), Deluxe (2000ml,
Karachi. (ELI1-00128) | REPUBLIC OF CHINA FSC 2600ml, 4000ml), Urine Meter (One
R&I Details 25-03- Validity: 06-05-2026 LOA Cavity Bottle (2200ml, 2800ml,
2025 Validity: 17-07-2034 3000ml, 3100ml), Three Cavities
bottle (3000ml), Leg Bag (500ml,
600ml, 750ml, 900ml, 1000ml)
213. | M/s MEHER Legal Manufacturer: M/s Brand  Name WELLMED | APPROVED
TRADERS Office Ningbo Great Mountain DIGNITY SHEET Generic Name:
No. A-21-22 First Medical Instruments Co., Ltd DIGNITY SHEET Class A Shelf
Floor Zeenat No. 309 Xigu Road Xiangshan | Life: 5 Years Codes/Sizes 900mm X
Medicine Market County 315700 Ningbo City, 600mm etc.
North Nappier Road, | Zhejiang Province PEOPLE'S
Karachi. (ELI-00128) | REPUBLIC OF CHINA FSC
R&I Details 25-03- Validity: 06-05-2026 LOA
2025 Validity: 17-07-2034
214. | M/s MEHER Legal Manufacturer: M/s Brand  Name WELLMED | APPROVED
TRADERS Office Ningbo Great Mountain SPHYGMOMANOMETER Generic
No. A-21-22 First Medical Instruments Co., Ltd Name: SPHYGMOMANOMETER
Floor Zeenat No. 309 Xigu Road Xiangshan | Class A Shelf Life: 5 Years
Medicine Market County 315700 Ningbo City, Codes/Sizes Adult & Child
North Nappier Road, | Zhejiang Province PEOPLE'S
Karachi. (ELI1-00128) | REPUBLIC OF CHINA FSC
R&I Details 25-03- Validity: 06-05-2026 LOA
2025 Validity: 17-07-2034
215. | M/s MEHER Legal Manufacturer: M/s Brand  Name WELLMED | APPROVED
TRADERS Office Ningbo Great Mountain THERMOMETER Generic Name: | subject to
No. A-21-22 First Medical Instruments Co., Ltd THERMOMETER Class A Shelf | submission of
Floor Zeenat No. 309 Xigu Road Xiangshan | Life: 5 Years Codes/Sizes codes/model.
Medicine Market County 315700 Ningbo City,
North Nappier Road, | Zhejiang Province PEOPLE'S
Karachi. (EL1-00128) | REPUBLIC OF CHINA FSC
R&I Details 25-03- Validity: 06-05-2026 LOA
2025 Validity: 17-07-2034
216. | Name: M/s Radiant Legal Manufacturer: L- APPROVED
Medical Private Limi | M/s Inami & Co. Ltd.,, (Manu | 0995AZ LED Operating Microscop
ted Address: 06- facturing site) 24-2, Hongo 3 e With Electronic Focusing and X-
Sher Shah Block Ne | Chome, Bunkyo- Y Device Generic Name: Operati
w Garden Town Lah | ku, Tokyo 113- on Microscope Class: A Shelf L
ore, Pakistan Lic. N | 0033, Japan LOA: Validity: |ife: N/A Codes/Sizes: 901850
o: ELI- 1st Oct
00135 R&lI detail: 2025 FSC: Valid, Germany |
28th January,2025 F | SO 13485: Validity: 31.07.202
ee Challan No: 32706 | 7
644
217. | Name: M/s Radiant Legal Manufacturer: L- APPROVED
Medical Private Limi | M/s Inami & Co. Ltd., (Manu | 970 Multi Operation Microscope
ted Address: 06- facturing site) 24-2, Hongo 3 Mega  Generic Name: Operation
Sher Shah Block Ne | Chome, Bunkyo- Microscope Class: A Shelf Life:
w Garden Town Lah | ku, Tokyo 113- N/A  Codes/Sizes: 045474510258
ore, Pakistan Lic. N | 0033, Japan LOA: Validity: |01
0: ELI- 1st Oct
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00135 R&I detail:
28th January,2025 F
ee Challan No: 32706
644

2025 FSC: Valid, Germany |
SO 13485: Validity: 31.07.202
7

218. | M/s Muller & Phipps | Legal Manufacturer; Advanced | “STERRAD NX 10033-001 10033- | APPROVED
Pakistan (Pvt.) Sterilization Products, Inc. 33 004 10033-005 With complete SUBJECT TO
Limited Uzma Court | Technology Drive Irvine, accessories SUBMISSION OF
Main Clifton Road, California 92618 USA Physical FEE AS PER SRO
Karachi. License No. | manufacturer: Jabil, Inc. 3800 The STERRAD 100NX Sterilizer 1324 AS
ELI-00030 Giddings Road Auburn Hills, with ALL Clear™ Technol ogy is PROVIDED FSC

MI 48326 USA exempt from stability testing as this | AND DOC

device does not have an expiration | SHOWS

dates DIFFERENT
ITEMS
CIDEZYMECYD
EX TYREX
APITAMEX
ETCC

219. | M/s Muller & Phipps | Legal Manufacturer: Advanced | “STERRAD NX 100 Approved subject
Pakistan (Pvt.) Sterilization Products, Inc. 33 10104-005 10104-006 10104-007 to submission of
Limited Uzma Court | Technology Drive Irvine, 10104-008 fee as per SRO
Main Clifton Road, California 92618 USA Physical 1324 as provided
Karachi. License No. | manufacturer: Jabil, Inc. 3800 The STERRAD 100NX Sterilizer FSC and doc
ELI-00030 Giddings Road Auburn Hills, with ALL Clear™ Technol ogy is shows different

MI 48326 USA exempt from stability testing as this | items
device does not have an expiration | cidezymecydex
dates tyrex apitamex
etcc

220. | M/s Muller & Phipps | Legal Manufacturer: Lohmann | Debrisoft LOLLY 33224 Deferred for FEE
Pakistan (Pvt.) & Rauscher International GmbH EVIDENCE, class
Limited Uzma Court | Co.KG, WesterwaldstraBe 4, of medical device
Main Clifton Road, 56579 Rengsdorf, GERMANY, and shelf life.
Karachi. License No. | Ph:+49-2634 99-0, Fax:+49-

ELI 00030 2634-99 6467, E
mail:info@de.LRmed.com

221. | M/s Muller & Phipps | Legal Manufacturer: ConvaTec | Natura Stomahesive Codes APPROVED
Pakistan (Pvt.) Limited First Avenue Deeside 401574,401575,401576 & 401577 SUBJECT TO
Limited Uzma Court | Industrial Park Deeside, FEE EVIDENE
Main Clifton Road, Flintshire, CH5 2NU, UK WITH THESE
Karachi. License No. CODES AS
ELI 00030, SAME BRAND

NAME WITH
OTHER CODES
ALREADY
REGISTERED
and Class of
medical device.

222. | M.M BROTHERS Legal Manufacturer: Brand Name: ABM SILICONE Approved subject

SHOP NO. 36
MADINA CENTRE
KUTCHI GALI NO.1
DENSO HALL
KARACHI ELI-
00651 Date of R& |
09/01/2023 Fee Rs.
25,000/ through slip
no. 328683159206,
dated 08/12/2022

YANGZHOND MEDI TECH
CO,, LTD Manufacturing Site:
ADD: NO.1088 EAST
HONGSHENG AREA
SCIENCE AND
TECHNOLOGY ZONE
XINBA TOWN JIANGSU
CHINA LOA: Original Agency
agreement Validity: October,
2027 FSC: CHINA FSC
(Validity: 2022-12-25) Valid

FOLEY CAHTETER Class B Shelf
Life: 5 YEARS

to REF FS OR CE
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Upon Submission

223. | M.M BROTHERS Legal Manufacturer: Brand Name: ABM NEBULIZER DEFERED FOR
SHOP NO. 36 YANGZHOND MEDI TECH MASK REF FS OR CE
MADINA CENTRE | CO,, LTD Manufacturing Site: | Class B Shelf Life: 5 YEARS
KUTCHI GALI NO.1 | ADD: NO.1088 EAST
DENSO HALL HONGSHENG AREA
KARACHI ELI- SCIENCE AND
00651 Date of R& | TECHNOLOGY ZONE
09/01/2023 Fee Rs. XINBA TOWN JIANGSU
25,000/ through slip CHINA LOA: Original Agency
no. 328683159206, agreement Validity: October,
dated 08/12/2022 2027 FSC: CHINA FSC

(Validity: 2022-12-25) Valid
Upon Submission

224. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) Product Name: Sepsis Pathogens to submission of
Private Limited Name: Panel Kit v1 the valid FSC of
Address of Importer | ANATOLIA TANI VE Model no: MHRA or valid
Plot No.225/1/F, BIYOTEKNOLOIJI ABSEP1 CE
Block-2, P.E.C.H. URUNLERI ARASTIRMA ABSEP2
Society, Karachi GELISTIRME SANAYI VE
PAKISTAN, TICARET ANONIM SIRKETI | Class:

ELI-00461 Address: Cc
Date of R& | Hasanpagsa Mah. Beydagi Sok. | Shelf Life:
11/01/2024 No: 1-9H Sultanbeyli / istanbul 18 Months
Fee TURKIYE Codes:
Rs. 50,000/=through | FSC: turkey and MHRA ABSEP1
slip no: 8266342098 | Apostille MHRA FSC valid ABSEP2

upon submission expiry

25.03.2024

Free Sale Certificate of turkey

valid till 6™ October, 2027

CE registration certificate

Marketing Authorization

Letter (LOA):

Valid till: 01/12/2028

Production Quality

Management System

Certificate (1SO 13485)

Polish Center for testing and

certification 496 Pulawska

Street 02-844 Warsaw, Poland,

CE registration certificate

Poland

225. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Product Name: Dengue Virus the valid FSC of

Name: Detection Kit v1 MHRA or valid
Address of Importer | ANATOLIA TANI VE CE
Plot No.225/1/F, BiYOTEKNOLOJI Model no:
Block-2, P.E.C.H. URUNLERI ARASTIRMA e ABDEN1
Society, Karachi GELISTIRME SANAYI VE ABDENS3
PAKISTAN, TICARET ANONIM SIRKETI | Class:
ELI-00461 C
Date of R& | Address: Shelf Life:
11/01/2024 18 Months
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Fee
Rs. 50,000/= through
slip no: 22376396822

Hasanpasa Mah. Beydag1 Sok.
No: 1-9H Sultanbeyli / Istanbul
TURKIYE

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 6th October, 2027
CE registration certificate
Marketing Authorization
Letter (LOA):

Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pchbc.gov.pk

CE registration certificate
Poland

Design Examination

Codes:
ABDEN1
ABDEN3

N/A
Declaration of Conformity
(Doc)
Provided
226. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Product Name: HPV Genotyping the valid FSC of
Name: High Risk Kit v1 MHRA or valid
Address of Importer | ANATOLIA TANI VE CE
Plot No.225/1/F, BIYOTEKNOLOJI Model no:
Block-2, P.E.C.H. URUNLERI ARASTIRMA ABHPV3
Society, Karachi GELISTIRME SANAYI VE Class:
PAKISTAN, TICARET ANONIM SIRKETI C
ELI-00461 Shelf Life:
Date of R& | Address: 18 Months
11/01/2024 Hasanpasa Mah. Beydagi Sok. Codes:
Fee No: 1-9H Sultanbeyli / Istanbul | ABHPV3
Rs. 50,000/= through | TURKIYE
slip no:
259168031745

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 6th October, 2027
Marketing Authorization
Letter (LOA):

Valid till: 01/12/2028
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Production Quality
Management System
Certificate (ISO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbe.gov.pk

CE registration certificate
Poland

Design Examination

N/A
Declaration of Conformity
(Doc)
Provided
227. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Product Name: Monkeypox Virus | the valid FSC of
Name: Detection kit v1 MHRA or valid
Address of Importer | ANATOLIA TANI VE CE
Plot No.225/1/F, BIYOTEKNOLOJI Model no:
Block-2, P.E.C.H. URUNLERI ARASTIRMA ABMPX3
Society, Karachi GELISTIRME SANAYI VE Class:
PAKISTAN, TICARET ANONIM SiRKETI C
ELI-00461 Address: Shelf Life:
Date of R& | Hasanpasa Mah. Beydagi Sok. 18 Months
11/01/2024 No: 1-9H Sultanbeyli / Istanbul
Fee TURKIYE Codes:
Rs. 50,000/= through . ABMPX3

slip no: 30274191932

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbe.gov.pk

CE registration certificate
Poland

Design Examination

N/A

Declaration of Conformity
(Doc)
Provided
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228. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: Bosphore HCV valid CE and

ANATOLIA TANI VE Genotyping Kit v3 stability studies
Address of Importer | BIYOTEKNOLOJI
Plot No.225/1/F, URUNLERI ARASTIRMA Model no:
Block-2, P.E.C.H. GELISTIRME SANAYI VE ABHCG9
Society, Karachi TICARET ANONIM SIRKETI | Class:
PAKISTAN, C
ELI-00461 Address: Shelf Life:

Hasanpasa Mah. Beydagi Sok. 18 Months
Date of R& | No: 1-9H Sultanbeyli / Istanbul | Codes:
11/01/2024 TURKIYE ABHCG9
Fee
Rs. 50,000/= through | FSC:
slip no: 3677671781 | Turkey

Free Sale Certificate valid till

6™ October, 2027

Marketing Authorization

Letter (LOA):

Valid till: 01/12/2028

Production Quality

Management System

Certificate (I1SO 13485)

Polish Center for testing and

certification 496 Pulawska

Street 02-844 Warsaw, Poland,

phone +48 22 46 200, email:

pcbc@pchbc.gov.pk

CE registration certificate

Poland

Design Examination

N/A

Declaration of Conformity

(Doc)

Provided

229. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: HPV Detection Kit | the valid FSC of

ANATOLIA TANI VE v4 MHRA or valid
Address of Importer | BIYOTEKNOLOJI Model no: CE and stability
Plot No.225/1/F, URUNLERI ARASTIRMA BG5007 studies
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class:
Society, Karachi TICARET ANONIM SIRKETI C
PAKISTAN, Codes:
ELI-00461 Address: BG5007
Hasanpasa Mah. Beydagi Sok.
Date of R& | No: 1-9H Sultanbeyli / Istanbul
11/01/2024 TURKIYE
Fee
Rs. 50,000/= through | FSC: turkey and MHRA
slip no: 57763940739 | Apostille MHRA FSC valid
upon submission expiry
25.03.2024
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Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pchbc.gov.pk

CE registration certificate
Poland

Design Examination

N/A
Declaration of Conformity
(Doc)
Provided
230. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: HIN1 Detection kit | the valid FSC of
ANATOLIA TANI VE v3 MHRA or valid
Address of Importer | BIYOTEKNOLOJI Model no: CE and
Plot No.225/1/F, URUNLERI ARASTIRMA e ABH119 clarification of
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class: class of product
Society, Karachi TICARET ANONIM SIRKETI D
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months
Hasanpasa Mah. Beydagi Sok. Codes:
Date of R& | No: 1-9H Sultanbeyli / Istanbul e ABH119
11/01/2024 TURKIYE
Fee

Rs. 50,000/= through
slip no: 9155572873

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (ISO 13485)
26.11.2025

Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbe.gov.pk

CE registration certificate
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Poland
Design Examination
N/A

Declaration of Conformity
(Doc)
Provided

231.

Name
Euronano Diagnostics
Private Limited

Address of Importer
Plot No.225/1/F,
Block-2, P.E.C.H.
Society, Karachi
PAKISTAN,
ELI-00461

Date of R& |
11/01/2024

Fee

Rs. 50,000/= through
slip no: 55473436925

(LEGAL
MANUFACTEURER)

Name:

ANATOLIA TANI VE
BIYOTEKNOLOJI
URUNLERI ARASTIRMA
GELISTIRME SANAYI VE
TICARET ANONIM SIRKETI

Address:

Hasanpasa Mah. Beydagi Sok.
No: 1-9H Sultanbeyli / Istanbul
TURKIYE

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027
Marketing Authorization
Letter (LOA):

Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbhc@pcbc.gov.pk

CE registration certificate
Poland

Design Examination
Provided

Declaration of Conformity
(Doc)

Provided

Brand name: Bosphore

Product Name: Bosphore HDV
Quantification-Detection ki v1
Model no:
ABHDV3
Class:
D
Shelf Life:
18 Months
Codes:
ABHDV3

Approved subject
to submission of
the design
examination
certificate

232.

Name
Euronano Diagnostics
Private Limited

Address of Importer
Plot No.225/1/F,
Block-2, P.E.C.H.
Society, Karachi
PAKISTAN,
ELI-00461

Date of R& |

(LEGAL
MANUFACTEURER)
Name:

ANATOLIA TANI VE
BIYOTEKNOLOJI
URUNLERI ARASTIRMA
GELISTIRME SANAYI VE
TICARET ANONIM SIRKETI
Address:

Hasanpasa Mah. Beydag1 Sok.
No: 1-9H Sultanbeyli / Istanbul
TURKIYE

Brand name: Bosphore

Product Name: FII-FVL Detection

Kit vl
Model no:
e ABFIV1
e ABFIV2
e ABFIV3
Class:
C
Shelf Life:
18 Months

Approved subject
to submission of
the CE certificate
or valid FSC of
MHRA and
stability studies
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11/01/2024

Fee

Rs. 50,000/= through
slip no: 5249328044

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (ISO 13485)

CE registration certificate
Poland

Design Examination

N/A

Declaration of Conformity
(Doc)

Provided

Codes:
e ABFIV1
e ABFIV2
ABFIV3

233.

Name
Euronano Diagnostics
Private Limited

Address of Importer
Plot No0.225/1/F,
Block-2, P.E.C.H.
Society, Karachi
PAKISTAN,
ELI-00461

Date of R& |
11/01/2024

Fee

Rs. 50,000/= through
slip no: 02721322161

(LEGAL
MANUFACTEURER)

Name:

ANATOLIA TANI VE
BIYOTEKNOLOIJI
URUNLERI ARASTIRMA
GELISTIRME SANAYI VE
TICARET ANONIM SIRKETI
Address:

Hasanpasa Mah. Beydagi Sok.
No: 1-9H Sultanbeyli / Istanbul
TURKIYE

FSC: Turkey

Free Sale Certificate valid till
6™ October, 2027
Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbc.gov.pk

CE registration certificate
Poland

Design Examination

N/A

Declaration of Conformity
(Doc)

Brand name: Bosphore

Product Name: HIV-1 Drug
Resistance Mutation Sequencing Kit
vl
Model no:
ABIDR2
Class:
D
Shelf Life:
18 Months
Codes:
ABIDR2

Approved subject
to submission of
the notarized
design
examination
certificate
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Provided

234. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: Dengue Virus the valid FSC of

ANATOLIA TANI VE Genotyping Kit v1 MHRA or valid
Address of Importer | BIYOTEKNOLOJI Model no: CE
Plot N0.225/1/F, URUNLERI ARASTIRMA ABDEG3
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class:
Society, Karachi TICARET ANONIM SIRKETI C
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months

Hasanpasa Mah. Beydagi Sok. | Codes:
Date of R& | No: 1-9H Sultanbeyli / Istanbul | ABDEG3
11/01/2024 TURKIYE
Fee FSC: turkey and MHRA
Rs. 50,000/= through | Apostille MHRA FSC valid
slip no: 32696622 upon submission expiry

25.03.2024

Free Sale Certificate of turkey

valid till 61 October, 2027

Marketing Authorization

Letter (LOA):

Valid till: 01/12/2028

Production Quality

Management System

Certificate (1SO 13485)

Polish Center for testing and

certification 496 Pulawska

Street 02-844 Warsaw, Poland,

phone +48 22 46 200, email:

pcbc@pcbe.gov.pk

CE registration certificate not

provided

Poland

Design Examination

N/A

Declaration of Conformity

(Doc)

Provided

235. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: Bosphore BKV the valid FSC of

ANATOLIA TANI VE Quantification Kit v1 MHRA or design
Address of Importer | BIYOTEKNOLOJI Model no: examination
Plot No.225/1/F, URUNLERI ARASTIRMA ABBKV3
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class:
Society, Karachi TICARET ANONIM SiRKETI D
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months
Date of R& | Hasanpasa Mah. Beydagi Sok. | Codes:
11/01/2024 No: 1-9H Sultanbeyli / Istanbul | ABBKV3
Fee TURKIYE

Rs. 50,000/= through
slip no: 9073960204

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024
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Free Sale Certificate of turkey
valid till 61" October, 2027
Marketing Authorization
Letter (LOA):

Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pchbc.gov.pk

CE registration certificate
Poland

Design Examination

N/A

Declaration of Conformity
(Doc)

Provided

236.

Name
Euronano Diagnostics
Private Limited

Address of Importer
Plot No.225/1/F,
Block-2, P.E.C.H.
Society, Karachi
PAKISTAN,
ELI-00461

Date of R& |
11/01/2024

Fee

Rs. 50,000/= through
slip no:
833227537104

(LEGAL
MANUFACTEURER)
Name:

ANATOLIA TANI VE
BIYOTEKNOLOJI
URUNLERI ARASTIRMA
GELISTIRME SANAYI VE
TICARET ANONIM SIRKETI

Address:

Hasanpasa Mah. Beydagi Sok.
No: 1-9H Sultanbeyli / Istanbul
TURKIYE

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbc.gov.pk

CE registration certificate
Poland

Design Examination

Brand name: Bosphore

Product Name: HSV 1-2
Quantification Kit v1
Model no:
e ABHSQ1
e ABHSQ2
Class:
C
Shelf Life:
18 Months

Approved subject
to submission of
the CE certificate
or valid FSC of
MHRA
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N/A
Declaration of Conformity

(Doc)
Provided
237. | Name (LEGAL Brand name: Bosphore Approved subject

Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: CCHFV valid design

ANATOLIA TANI VE Quantification Kit v1 examination
Address of Importer | BIYOTEKNOLOJI Model no: certificate and
Plot N0.225/1/F, URUNLERI ARASTIRMA ABCCH3 FQA or FSC of
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class: RRA and
Society, Karachi TICARET ANONIM SIRKETI D clarification of
PAKISTAN, Address: Shelf Life: Class of medical
ELI-00461 Hasanpasa Mah. Beydagi Sok. 18 Months device.

No: 1-9H Sultanbeyli / Istanbul | Codes:
Date of R& | TURKIYE ABCCH3
11/01/2024
Fee FSC: turkey
Rs. 50,000/= through | Free Sale Certificate of turkey
slip no: valid till 61 October, 2027
917570583651

Marketing Authorization

Letter (LOA):

Valid till: 01/12/2028

Production Quality

Management System

Certificate (1SO 13485)

Polish Center for testing and

certification 496 Pulawska

Street 02-844 Warsaw, Poland,

phone +48 22 46 200, email:

pcbc@pcbc.gov.pk

CE registration certificate

Poland

Design Examination

N/A

Declaration of Conformity

(Doc)

Provided

238. | Name (LEGAL Brand name: Bosphore Approved subject

Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: Bosphore CMV the valid design

ANATOLIA TANI VE Quantification Kit examination
Address of Importer | BIYOTEKNOLOJI Model no: certificate and
Plot No.225/1/F, URUNLERI ARASTIRMA e ABCMQ3 FQA and
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class: clarification of
Society, Karachi TICARET ANONIM SIRKETI D medical device.
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months

Hasanpasa Mah. Beydagi Sok. Codes:
Date of R& | No: 1-9H Sultanbeyli / istanbul | ABCMQ3
11/01/2024 TURKIYE
Fee

Rs. 50,000/= through
slip no: 68446446774

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Decisions of 87" Meeting of MDB (27-03-2025)

Page 99 of 111



mailto:pcbc@pcbc.gov.pk

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pchbc.gov.pk

CE registration certificate
Poland

Design Examination

N/A
Declaration of Conformity
(Doc)
Provided
239. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: HLA B27 Detection | the valid CE
ANATOLIA TANI VE Kit v2 certificate or valid
Address of Importer | BIYOTEKNOLOJI Model no: FSC of MHRA
Plot No.225/1/F, URUNLERI ARASTIRMA e ABB274 and clarification of
Block-2, P.E.C.H. GELISTIRME SANAYI VE e ABB275 Medical device.
Society, Karachi TICARET ANONIM SIRKETI | Class:
PAKISTAN, D
ELI-00461 Address: Shelf Life:
Hasanpasa Mah. Beydagi Sok. 18 Months
Date of R& | No: 1-9H Sultanbeyli / Istanbul | Codes:
11/01/2024 TURKIYE e ABB274
Fee ABB275

Rs. 50,000/= through
slip no: 1830907707

FSC: turkey and MHRA
Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbc.gov.pk

CE registration certificate
Poland

Design Examination
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N/A
Declaration of Conformity

(Doc)
Provided
240. | Name Brand name: Bosphore Approved subject
Euronano Diagnostics to submission of
Private Limited FSC: turkey and MHRA Product Name: EBV Quantification | the valid CE
Apostille MHRA FSC valid Kit V1 certificate and
Address of Importer | upon submission expiry Model no: clarification of the
Plot No0.225/1/F, 25.03.2024 ABEBV3 brand name in the
Block-2, P.E.C.H. Class: MHRA FSC and
Society, Karachi Free Sale Certificate of turkey D Class of Medical
PAKISTAN, valid till 61" October, 2027 Shelf Life: device.
ELI-00461 18 Months
Date of R& | Marketing Authorization Codes:
11/01/2024 Letter (LOA): ABEBV3
Fee Valid till: 01/12/2028
Rs. 50,000/= through
slip no: 6011895551 | Production Quality
Management System
Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbhc@pchbc.gov.pk
CE registration certificate
Poland
Design Examination
N/A
Declaration of Conformity
(Doc)
Provided
241. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: Novel Coronavirus | the valid design
ANATOLIA TANI VE (2019-nCoV) Detection Kit v2 examination
Address of Importer | BIYOTEKNOLOJI Model no: certificate and
Plot No.225/1/F, URUNLERI ARASTIRMA ABCOWSG Class of Medical
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class: device.
Society, Karachi TICARET ANONIM SIRKETI D
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months
Hasanpasa Mah. Beydagi Sok. Codes:
Date of R& | No: 1-9H Sultanbeyli / Istanbul | ABCOWG6
11/01/2024 TURKIYE
Fee
Rs. 50,000/= through | FSC: turkey and MHRA
slip no: Apostille MHRA FSC valid
019103626887 upon submission expiry

25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028
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Production Quality
Management System
Certificate (I1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbc@pcbe.gov.pk

CE registration certificate
Poland

Design Examination

N/A
Declaration of Conformity
(Doc)
Provided
242. | Name FSC: turkey and MHRA Brand name: Bosphore Approved subject
Euronano Diagnostics | Apostille MHRA FSC valid to submission of
Private Limited upon submission expiry Product Name: HIV-1 the valid design
25.03.2024 Quantification Kit examination
Address of Importer Model no: certificate and
Plot No0.225/1/F, Free Sale Certificate of turkey ABHIQ3 Class of Medical
Block-2, P.E.C.H. valid till 6™ October, 2027 Class: device.
Society, Karachi D
PAKISTAN, Marketing Authorization Shelf Life:
ELI-00461 Letter (LOA): 18 Months
Date of R& | Valid till: 01/12/2028 Codes:
11/01/2024 ABHIQ3
Fee Production Quality
Rs. 50,000/= through | Management System
slip no: 4537263652 | Certificate (1SO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:
pcbhc@pcbc.gov.pk
CE registration certificate
Poland
Design Examination
Provided
Declaration of Conformity
(Doc)
Provided
243. | Name (LEGAL Brand name: Bosphore Approved subject
Euronano Diagnostics | MANUFACTEURER) to submission of
Private Limited Name: Product Name: MTBC Detection the CE certificate
ANATOLIA TANI VE Kit v2 and stability
Address of Importer | BIYOTEKNOLOJI Model no: studies
Plot No.225/1/F, URUNLERI ARASTIRMA ABTBD6
Block-2, P.E.C.H. GELISTIRME SANAYI VE Class:
Society, Karachi TICARET ANONIM SiRKETI C
PAKISTAN, Shelf Life:
ELI-00461 Address: 18 Months
Hasanpasa Mah. Beydag1 Sok. Codes:
Date of R& | No: 1-9H Sultanbeyli / Istanbul | ABTBD6
11/01/2024 TURKIYE
Fee

Rs. 50,000/= through
slip no: 45085896934

FSC: turkey and MHRA
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Apostille MHRA FSC valid
upon submission expiry
25.03.2024

Free Sale Certificate of turkey
valid till 61" October, 2027
CE registration certificate

Marketing Authorization
Letter (LOA):
Valid till: 01/12/2028

Production Quality
Management System
Certificate (ISO 13485)
Polish Center for testing and
certification 496 Pulawska
Street 02-844 Warsaw, Poland,
phone +48 22 46 200, email:

pcbc@pcbc.gov.pk

given

Poland

Design Examination
N/A

(Doc)
Provided

CE registration certificate not

Declaration of Conformity

DEFERRED / APPROVED SUBJECT TO APPLICATION FOR ENLISTMENT /REGISTRATION FOR

LOCAL MANUFACTURING

Sr. Name & Address of Establishment Name of Medical Devices With Size | Decision
No.
1. | Unisa Pvt. Ltd. UnigriSet Approved
Main GT Road\, Adamzai Akora Khattak, Irrigation Set
Nowshera KPK Pakistan CLASS: B
(ELM-0002) SHELF LIFE: 5 YEARS
FEE: 20000
SLIP NO. 1814118224
2. | Unisa Pvt. Ltd. UNIFLY Approved
Main GT Road\, Adamzai Akora Khattak, Siliconized Needle (18 Gauge to 27
Nowshera KPK Pakistan Gauge) with Butterfly Wings with Tube
(ELM-0002) Length Ranges from 200mm to 350mm
with Leur lock Sterile Single Pack
CLASS: B
SHELF LIFE: 5 YEARS
FEE: 20000
SLIP NO. 768192653033
Sizes: The Needle (18 Gauge to 27 Gauge)
Tube Length Ranges from 200mm to
350mm
3. | Unisa Pvt. Ltd. UNIRET Approved

Main GT Road\, Adamzai Akora Khattak,

100ml Burette Infusion Set
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(ELM-0002)

Nowshera KPK Pakistan

CLASS: B

SHELF LIFE: 5 YEARS
FEE: 20000
SLIP NO. 75028975237

DEFERRED / APPROVED SUBJECT TO APPLICATION FOR ENLISTMENT / REGISTRATION FOR

IMPORT
S | Firm Details Manufacturer Details Name of Medical Device/ Proposed
# Class / Shelf life / Codes etc. Decision
1. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | HCV Ab Rapid Test Cassette
House 10& 11-B/2, | Company 3818 Fuqua Street (Serum/Plasma)
Satellite Town | Houston USA 4
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Class: D
Said Pur Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd., 3787, East Yangguang Avenue, | Shelf-life: 24 months
Dipu Street Anji 313300 Huzhou Size/Code:
ELI-00194 Zhejiang, China.
Original Legalized Free Sale Fee: 50,000/-dated 07-04-2022.
Certificate (FSC) issued by
Belgium dated 14-04-2021.
2. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | HIV (Human
House 10& 11-B/2, | Company 3818 Fuqua Street Immunodeficiency Virus)
Satellite Town | Houston USA Rapid Test Cassette (Serum
Abdullah Jan Masjid /Plasma)
Street Near Kali Tanki | Manufacturing Site:
Said Pur Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd.,3787, East Yangguang Avenue, | Class: D
Dipu Street Anji 313300 Huzhou
ELI-00194 Zhejiang, China. Shelf-life: 24 months
Size/Code:
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021. Fee: 50,000/-dated 07-04-2022.
3. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Syphilis Ab Rapid Test
House 10& 11-B/2, | Company 3818 Fuqua Street (Cassette)
Satellite Town | Houston USA (Serum /Plasma )
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site:
Said Pur Road, | Zhejiang Orient Gene Biotech Co., Class: C
Rawalpindi Ltd.,3787, East Yangguang Avenue,
Dipu Street Anji 313300 Huzhou Shelf-life: 24 months
ELI-00194 Zhejiang, China. Size/Code:
Original Legalized Free Sale
Certificate (FSC) issued by Fee: 50,000/-dated 07-04-2022.
Belgium dated 14-04-2021.
4. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Toxoplasma

House 10& 11-B/2,

Company 3818 Fuqua Street

gondii(Toxo)lgG/IgM Rapid
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Satellite Town
Abdullah Jan Masjid
Street Near Kali Tanki

Houston USA

Manufacturing Site:

Test (Cassette )
(Serum/Plasma)

Said Pur Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd.,3787, East Yangguang Avenue, | Class: C
Dipu Street Anji 313300 Huzhou
ELI-00194 Zhejiang, China. Shelf-life: 24 months
Size/Code:
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021. Fee: 50,000/-dated 07-04-2022.
Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Typhoid IgG/IgM Rapid Test
House 10& 11-B/2, | Company 3818 Fuqua Street Cassette (Serum/Plasma)
Satellite Town | Houston USA
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Class: B
Said Pur  Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd., 3787, East Yangguang Avenue, | Shelf-life: 24 months
Dipu Street Anji 313300 Huzhou Size/Code: GCTYP-302a,
EL1-00194 Zhejiang, China. GCTB-302a
Original Legalized Free Sale
Certificate (FSC) issued by Fee: 25,000/-dated 01-03-2022.
Belgium dated 14-04-2021.
Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Urinalysis Strips
House 10& 11-B/2, | Company 3818 Fuqua Street
Satellite Town | Houston USA Class: B
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Shelf-life: 24 months
Said Pur Road, | Zhejiang Orient Gene Biotech Co., Size/Code:
Rawalpindi Ltd.,3787, East Yangguang Avenue,
Dipu Street Anji 313300 Huzhou Fee: 25,000/-dated 07-04-2022.
ELI-00194 Zhejiang, China.
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021.
Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | HCG One Test Pregnancy Test
House 10& 11-B/2, | Company 3818 Fuqua Street Strip (urine)
Satellite Town | Houston USA Class: B
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Shelf-life: 24 months
Said Pur Road, | Zhejiang Orient Gene Biotech Co., Size/Code:
Rawalpindi Ltd.,3787, East Yangguang Avenue,
Dipu Street Anji 313300 Huzhou
ELI-00194 Zhejiang, China. Fee: 25,000/-dated 07-04-2022.
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021.
Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Dengue NS1 Antigen Rapid

House 10& 11-B/2,
Satellite Town
Abdullah Jan Masjid
Street Near Kali Tanki

Company 3818 Fuqua Street
Houston USA

Manufacturing Site:

Test (Whole blood, serum,
plasma) Malaria P.f./Pan Ag
Rapid Test Cassette (Whole
blood)
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Said Pur Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd., 3787, East Yangguang Avenue, | Class: B
Dipu Street Anji 313300 Huzhou
ELI-00194 Zhejiang, China. Shelf-life: 24 months
Size/Code:
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021. Fee: 25,000/-dated 07-04-2022.

9. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | H.pylori Ab Rapid Test
House 10& 11-B/2, | Company 3818 Fuqua Street Cassette (Whole blood, serum,

Satellite Town | Houston USA plasma )
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Class: B
Said Pur Road, | Zhejiang Orient Gene Biotech Co.,
Rawalpindi Ltd.,3787, East Yangguang Avenue, | Shelf-life: 24 months
Dipu Street Anji 313300 Huzhou Size/Code:
ELI-00194 Zhejiang, China.
Original Legalized Free Sale Fee: 25,000/-dated 07-04-2022.
Certificate (FSC) issued by
Belgium dated 14-04-2021.

10. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved
International, Gulf | Healgen Scientific Limited Liability | Tuberculosis IgG/IgM Rapid
House 10& 11-B/2, | Company 3818 Fuqua Street Test Cassete
Satellite Town | Houston USA Class: B
Abdullah Jan Masjid
Street Near Kali Tanki | Manufacturing Site: Shelf-life: 24 months
Said Pur Road, | Zhejiang Orient Gene Biotech Co., Size/Code:

Rawalpindi Ltd.,3787, East Yangguang Avenue,
Dipu Street Anji 313300 Huzhou
ELI-00194 Zhejiang, China. Fee: 25,000/-dated 07-04-2022.
Original Legalized Free Sale
Certificate (FSC) issued by
Belgium dated 14-04-2021.

11. | Gulf Marketing | Legal Manufacturer: Diagnostar Approved subject
International, Gulf | Healgen Scientific Limited Liability | HBsAg Hepatitis B Surface to submission of
House 10& 11-B/2, | Company 3818 Fuqua Street Antigen Rapid Test FSC of the any
Satellite Town | Houston USA (Serum/Plasma ) reference
Abdullah Jan Masjid country/EC (FQA)
Street Near Kali Tanki | Manufacturing Site: Certificate &
Said Pur Road, | Zhejiang Orient Gene Biotech Co., Class: D Design
Rawalpindi Ltd., 3787, East Yangguang Avenue, Examination

Dipu Street Anji 313300 Huzhou Shelf-life: 24 months Certificate
ELI-00194 Zhejiang, China. Size/Code:

Original Legalized Free Sale

Certificate (FSC) issued by Fee: 50,000/-dated 07-04-2022.

Belgium dated 14-04-2021.

12. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (E2 Rapid Quantitative Test) revised
House 10&11-B/2, manufacturer
Satellite Town | Xiamen Biotime Biotechnology Code: BT2212 address

Abdullah Jan Masjid
Street Near Kali Tanki
Said Pur Road,
Rawalpindi

Co., Ltd. 3" Floor, N0.188,
Pingcheng South Road, Haicang
District, Xiamen, Fujian 3610326,
P>R. China.

Legal manufacturer (as per

Class-C

Shelf Life: 02- years
Fee: Rs=50,000/- dated 07-04-
2022
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ELI-00194

Form-7:

Xiamen Biotime Biotechnology
Co., Ltd 2F/3F/4F, N0.188,
Pingcheng South Road, Haicang
District, Xiamen, Fujian 36103
Legalized Free Sale Certificate
(FSC) N0.20200013 valid upto 24-
02-2022.

Date of Application:11-04-
2022

13.| Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (AFP Rapid Quantitative Test) | revised
House 10&11-B/2, manufacturer
Satellite Town | Xiamen Biotime Biotechnology BT2402 address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188,

Street Near Kali Tanki | Pingcheng South Road, Haicang Class-C
Said Pur Road, | District, Xiamen, Fujian 3610326, Shelf Life: 02- years
Rawalpindi P>R. China. Fee: Rs=50,000/- dated 07-04-
ELI-00194 Legal manufacturer (as per 2022

Form-7:

Xiamen Biotime Biotechnology Date of Application:11-04-

Co., Ltd 2F/3F/4F, No.188, 2022

Pingcheng South Road, Haicang

District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

14.| Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (cTnl/CK-MB/Myo Rapid revised
House 10&11-B/2, Quantitative Test) manufacturer
Satellite Town | Xiamen Biotime Biotechnology address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, N0.188, BT2104
Street Near Kali Tanki | Pingcheng South Road, Haicang
Said Pur Road, | District, Xiamen, Fujian 3610326, Class-C
Rawalpindi P>R. China. Shelf Life: 02- years
ELI-00194 Legal manufacturer (as per Fee: Rs=50,000/- dated 07-04-

Form-7: 2022

Xiamen Biotime Biotechnology

Co., Ltd 2F/3F/4F, N0.188, Date of Application:11-04-
Pingcheng South Road, Haicang 2022

District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

15. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (tPSA Rapid Quantitative Test) | revised
House 10&11-B/2, manufacturer
Satellite Town | Xiamen Biotime Biotechnology BT2404 address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188,

Street Near Kali Tanki | Pingcheng South Road, Haicang Class-C

Said Pur
Rawalpindi
ELI-00194

Road,

District, Xiamen, Fujian 3610326,
P>R. China.

Legal manufacturer (as per
Form-7:

Xiamen Biotime Biotechnology
Co., Ltd 2F/3F/4F, N0.188,
Pingcheng South Road, Haicang
District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

Shelf Life: 02- years
Fee: Rs=50,000/- dated 07-04-
2022

Date of Application:11-04-
2022
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(FSC) N0.20200013 valid upto 24-
02-2022.

16. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (PCT Rapid Quantitative Test) | revised
House 10&11-B/2, manufacturer
Satellite Town | Xiamen Biotime Biotechnology BT2301 address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188,

Street Near Kali Tanki | Pingcheng South Road, Haicang Class-C
Said Pur Road, | District, Xiamen, Fujian 3610326, Shelf Life: 02- years
Rawalpindi P>R. China. Fee: Rs=50,000/- dated 07-04-
ELI-00194 Legal manufacturer (as per 2022

Form-7:

Xiamen Biotime Biotechnology Date of Application:11-04-

Co., Ltd 2F/3F/4F, N0.188, 2022

Pingcheng South Road, Haicang

District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

17.| Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (CRP Rapid Quantitative Test) | revised
House 10&11-B/2, manufacturer
Satellite Town | Xiamen Biotime Biotechnology BT2302 address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188,

Street Near Kali Tanki | Pingcheng South Road, Haicang Class-C
Said Pur Road, | District, Xiamen, Fujian 3610326, Shelf Life: 02- years
Rawalpindi P>R. China. Fee: Rs=50,000/- dated 07-04-
ELI-00194 Legal manufacturer (as per 2022

Form-7:

Xiamen Biotime Biotechnology Date of Application:11-04-

Co., Ltd 2F/3F/4F, No.188, 2022

Pingcheng South Road, Haicang

District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

18.| Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (HbAlc Rapid Quantitative revised
House 10&11-B/2, Test) manufacturer
Satellite Town | Xiamen Biotime Biotechnology address
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188, BT2501
Street Near Kali Tanki | Pingcheng South Road, Haicang
Said Pur  Road, | District, Xiamen, Fujian 3610326, Class-B
Rawalpindi P>R. China. Shelf Life: 02- years
ELI-00194 Legal manufacturer (as per Fee: Rs=25,000/- dated 07-04-

Form-7: 2022

Xiamen Biotime Biotechnology

Co., Ltd 2F/3F/4F, No0.188, Date of Application:11-04-
Pingcheng South Road, Haicang 2022

District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

19. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (25(OH)-D Rapid Quantitative | revised
House 10&11-B/2, | Xiamen Biotime Biotechnology Test) manufacturer
Satellite Town | Co., Ltd. 3" Floor, N0.188, address

Abdullah Jan Masjid
Street Near Kali Tanki

Pingcheng South Road, Haicang
District, Xiamen, Fujian 3610326,

BT2801
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Said Pur Road, | P>R. China. Class-B
Rawalpindi Legal manufacturer (as per Shelf Life: 02- years
ELI-00194 Form-7: Fee: Rs=25,000/- dated 07-04-
Xiamen Biotime Biotechnology 2022
Co., Ltd 2F/3F/4F, No.188,
Pingcheng South Road, Haicang Date of Application:11-04-
District, Xiamen, Fujian 36103 2022
Legalized Free Sale Certificate
(FSC) N0.20200013 valid upto 24-
02-2022.

20. | Gulf Marketing | Legal manufacturer & BIOTIME Approved only one
International, Gulf | manufacturer site (as per FSC) (Thyroid Profile : code (BT2209) with
House 10&11-B/2, TSH/TT4/TT3Rapid the revised
Satellite Town | Xiamen Biotime Biotechnology Quantitative Test) manufacturer
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188, The other codes are
Street Near Kali Tanki | Pingcheng South Road, Haicang BT2209, BT2210, BT2204 also approved
Said Pur Road, | District, Xiamen, Fujian 3610326, subject to
Rawalpindi P>R. China. Class-B submission of
ELI-00194 Legal manufacturer (as per Shelf Life: 02- years prescribed fee.

Form-7: Fee: Rs=25,000/- dated 07-04-
Xiamen Biotime Biotechnology 2022

Co., Ltd 2F/3F/4F, N0.188,

Pingcheng South Road, Haicang Date of Application:11-04-
District, Xiamen, Fujian 36103 2022

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

21. | Gulf Marketing | Legal manufacturer & BIOTIME Approved only one
International, Gulf | manufacturer site (as per FSC) (Rapid Quantitative Tests for code (BT2601) with
House 10&11-B/2, Renal Function Cys-C , NGAL | the revised
Satellite Town | Xiamen Biotime Biotechnology , MAU) manufacturer
Abdullah Jan Masjid | Co., Ltd. 3" Floor, No.188, address subject to
Street Near Kali Tanki | Pingcheng South Road, Haicang BT2601, BT2602, BT2603 submission of FSC
Said Pur Road, | District, Xiamen, Fujian 3610326, of reference
Rawalpindi P>R. China. Class-B country |/ CE
ELI-00194 Legal manufacturer (as per Shelf Life: 02- years Certificate

Form-7: Fee: Rs=25,000/- dated 07-04- | The other codes are

Xiamen Biotime Biotechnology 2022 also approved

Co., Ltd 2F/3F/4F, No0.188, subject 1o

Pingcheng South Road, Haicang Date of Application:11-04- submission of

District, Xiamen, Fujian 36103 2022 prescribed fee &
FSC of reference
country/CE

Legalized Free Sale Certificate Certificate

(FSC) N0.20200013 valid upto 24-

02-2022.

22.| Gulf Marketing | Legal manufacturer & BIOTIME Approved only one
International, Gulf | manufacturer site (as per FSC) (B-HCG PROG Rapid code (BT2202) with
House 10&11-B/2, | Xiamen Biotime Biotechnology Quantitative Test) the revised
Satellite Town | Co., Ltd. 3" Floor, No.188, manufacturer
Abdullah Jan Masjid | Pingcheng South Road, Haicang BT2202, BT2203 The other codes are
Street Near Kali Tanki | District, Xiamen, Fujian 3610326, Class-B also approved
Said Pur Road, | P>R. China. Shelf Life: 02- years subject to
Rawalpindi Legal manufacturer (as per Fee: Rs=25,000/- dated 07-04- | submission of
ELI-00194 Form-7: 2022 prescribed fee.

Xiamen Biotime Biotechnology
Co., Ltd 2F/3F/AF, N0.188,

Date of Application:11-04-
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Pingcheng South Road, Haicang 2022
District, Xiamen, Fujian 36103

Legalized Free Sale Certificate

(FSC) N0.20200013 valid upto 24-
02-2022.

23. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (Total IgE Rapid Quantitative revised
House 10&11-B/2, | Xiamen Biotime Biotechnology Test) manufacturer
Satellite Town | Co., Ltd. 3" Floor, No.188, address
Abdullah Jan Masjid | Pingcheng South Road, Haicang BT2901
Street Near Kali Tanki | District, Xiamen, Fujian 3610326, Class-B
Said Pur Road, | P>R. China. Shelf Life: 02- years
Rawalpindi Legal manufacturer (as per Fee: Rs=25,000/- dated 07-04-

ELI-00194 Form-7: 2022
Xiamen Biotime Biotechnology
Co., Ltd 2F/3F/4F, No.188, Date of Application:11-04-
Pingcheng South Road, Haicang 2022
District, Xiamen, Fujian 36103
Legalized Free Sale Certificate
(FSC) N0.20200013 valid upto 24-
02-2022.

24. | Gulf Marketing | Legal manufacturer & BIOTIME Approved only one
International, Gulf | manufacturer site (as per FSC) (FSH, LH, PRL ,Testosterone | code (BT2211) with
House 10&11-B/2, | Xiamen Biotime Biotechnology Rapid Quantitative Test) the revised
Satellite Town | Co., Ltd. 3" Floor, No.188, manufacturer
Abdullah Jan Masjid | Pingcheng South Road, Haicang BT2211, BT2205, BT 2006, address
Street Near Kali Tanki | District, Xiamen, Fujian 3610326, BT 2007, BT 2208 The other codes are
Said Pur Road, | P>R. China. also approved
Rawalpindi Legal manufacturer (as per Class-B subject to
ELI-00194 Form-7: Shelf Life: 02- years submission of

Xiamen Biotime Biotechnology Fee: Rs=25,000/- dated 07-04- | prescribed fee & for
Co., Ltd 2F/3F/4F, N0.188, 2022 the product
Pingcheng South Road, Haicang Testosterone FSC
District, Xiamen, Fujian 36103 Date of Application:11-04- of reference
Legalized Free Sale Certificate 2022 country/CE

(FSC) N0.20200013 valid upto 24- Certificate

02-2022.

25. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (Ferritin Rapid Quantitative revised
House 10&11-B/2, | Xiamen Biotime Biotechnology Test) manufacturer
Satellite Town | Co., Ltd. 3" Floor, No.188, address
Abdullah Jan Masjid | Pingcheng South Road, Haicang BT 22701
Street Near Kali Tanki | District, Xiamen, Fujian 3610326,

Said Pur Road, | P>R. China. Class-B
Rawalpindi Legal manufacturer (as per Shelf Life: 02- years
ELI-00194 Form-7: Fee: Rs=25,000/- dated 07-04-
Xiamen Biotime Biotechnology 2022
Co., Ltd 2F/3F/4F, No.188,
Pingcheng South Road, Haicang Date of Application:11-04-
District, Xiamen, Fujian 36103 2022
Legalized Free Sale Certificate
(FSC) N0.20200013 valid upto 24-
02-2022.

26. | Gulf Marketing | Legal manufacturer & BIOTIME Approved with the
International, Gulf | manufacturer site (as per FSC) (BIOT-YG-I FIA Analyzer) revised
House 10&11-B/2, | Xiamen Biotime Biotechnology manufacturer
Satellite Town | Co., Ltd. 3" Floor, N0.188, Class-B address

Abdullah Jan Masjid
Street Near Kali Tanki

Pingcheng South Road, Haicang
District, Xiamen, Fujian 3610326,

Shelf Life: 02- years
Fee: Rs=25,000/- dated 07-04-
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Said Pur
Rawalpindi
ELI-00194

Road,

P>R. China.

Legal manufacturer (as per
Form-7:

Xiamen Biotime Biotechnology
Co., Ltd 2F/3F/4F, No.188,
Pingcheng South Road, Haicang
District, Xiamen, Fujian 36103
Legalized Free Sale Certificate
(FSC) N0.20200013 valid upto 24-
02-2022.

2022

Date of Application:11-04-
2022
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