DECISIONS OF 82\ MEETING OF MEDICAL DEVICE BOARD
HELD ON 11-03-2025

REGISTRATION OF MEDICAL DEVICES FOR IMPORT.

Name of Applicant(s) Name of Manufacturer Medical Device Decision
M/s Kantech Medical System. Legal Manufacturer: Brand name: Approved.
Office No. R-820 Ground Floor, | M/s Woo Young Medical Co, | MagiCath Il
Block 1, Federal B Area, Ltd. (Korea), Manufacturing | Generic:
Opposite Delhi College Karachi. | Site: Safety 1.V Catheter
Head Office & Factory98, (Pen Type)
(EL1-00460) Sangsin 2-gil, Jincheoneup,
Jincheon-gun, Model:
Date of R&I Chungcheongbuk- do, 16G Grey Color
05-09-2024 Republic of Korea. 18G Green Color
FSC Validity: 20G Pink Color
Fee: PKR 25000/- 18-04-2026 22G Blue Color
Slip: 1289293422 24G Yellow Color
Dated: 29-07-2024 FSC (USA) Validity:
18-04-2026 Class: B
ISO 13485 validity: LOA Validity:
23-10-2026 23-04-2029

Shelf life: 03 years

M/s Royal Enterprise. Legal Manufacturer: Brand name: WEWELL | Deferred for
SH5, Karimji Building, Opp M/s LONGFIAN SCITECH Generic: provision of
HBL North Napier Road, CO., LTD. Manufacturing Medical Oxygen following
Karachi. Site: Concentrator documents
2F&3F, EAST SECTION,
(EL1-00062) BUILDING 12, POWER Model: EC Certificate
VALLEY PIONEER PARK, | JAY-5W, JAY-10W, &
Date of R&I NO.369 HUIYANG JAY-5, JAY-10, JAY- Declaration of
16-12-2024 STREET, 071051, 10D, JAY5AW, JAY- conformity
BAODING, HEBEI 5BW, JAY-5DW, JAY-
Fee: PKR 25000/- PROVINCE, CHINA. 5CW, JAY-5CW-D,
Slip: 0434728061 JAY-10FW, JAY-10FW-
Dated: 10-12-2024 FSC Validity: D
04-07-2026
Class: B
I1SO 13485 validity:
18-03-2025 LOA Validity:
10-11-2034
Shelf life: N/A
M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Optical Coherence
Stadium road, Karachi. Address: 34-14 Maehama, Generic:
(EL1-00416) Hiroishicho, Gamagori, Aichi | Tomography
443-0038 Japan. Model: RS-1
Date of R&I Class: B
22-11-2024 FSC issuance date:
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Fee: PKR 31000/-
Slip: 90756409
Dated: 12-11-2024

13-09-2024

1SO 13485 validity:
16-01-2028

DOC issuance date:
20-09-2024

EC certificate validity:
Eudamed verified

LOA Validity:
31-12-2027

Shelf life: N/A
Storage Conditions:
Temperature limit:

10 to 35°C (50 to 95°F)
Humidity limitation:
30 to 90% (non-
condensing)
Atmospheric pressure
limitation: 800 to
1,060hPa

M/s Sure Bio Diagnostics &
Pharmaceuticals.

EE-10, Defence View Phase-II,
Near Igra University Shaheede-
Millat Express Way, Karachi.

(EL1-00062)

Date of R&I
13-12-2024

Fee: PKR 24000/-

Legal Manufacturer:

M/s Red Cell Biyoteknoloji
A.S. Manufacturing Site:
SERIFALI MAHALLESI
BEYIT SOKAK NO:66/4
UMRANIYE/ISTANBUL,
TURKIYE.

FSC Validity:
24 Jan 2025

Brand name: REDCELL
Blood Grouping Gel
System

- Gel Card Centrifuge,

- Gel Card Incubator,

- Gel Card Reader,

-LISS 500ml

MD Group: System
Class: A

DOC: IVD Others

Deferred since all
four products are
differently
classified as
medical device
while the
description
indicates for the
detection of ABO
system that falls in
Class-B

ISO 13485 validity: LOA Validity:
Dated: 03-12-2024 22-06-2026 18-12-2025
Shelf life:
Name Cat# Shelf
life
Gel JKS2 [ 10Y
Card 4
Centrif
uge
Gel JKI24 | 10Y
Card
Incubat
or
Gel JKR1 | 10Y
Card
Reader
LISS RCLI |01Y
500ml | S500
M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto Refractometer
Stadium road, Karachi. Address: 34-14 Maehama, ARla
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. Refractometer AR1a
Date of R&I Model: ARla
22-11-2024 FSC issuance date: Class: B
13-09-2024
Fee: PKR 31000/- LOA Validity:
Slip: 73276098258 1SO 13485 validity: 31-12-2027
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Dated: 25-11-2024 16-01-2028
Shelf life: N/A
DOC issuance date: Storage Conditions:
20-09-2024 Temperature limit:
-10 to 55°C
EC certificate validity: (during storage)
Eudamed verified Humidity limitation:
10 to 95% (during
storage)
Atmospheric pressure
limitation:
700 to 1,060 hPa
M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Scanning Laser
Stadium road, Karachi. Address: 34-14 Maehama, Ophthalmoscope
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. (Mirante)
Date of R&I Model: RS-1
22-11-2024 FSC issuance date: Class: B
13-09-2024 LOA Validity:
Fee: PKR 31000/- 31-12-2027
Slip: 5903990760 1SO 13485 validity: Shelf life: N/A
Dated: 25-11-2024 16-01-2028 Storage Conditions:
Temperature limit:
DOC issuance date: 10 to 35°C
20-09-2024 Humidity limitation:
30 to 90% (non-
EC certificate validity: condensing)
Eudamed verified Atmospheric pressure
limitation:
800 to 1,060hPa
M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto /Ref/Keratometer
Stadium road, Karachi. Address: 34-14 Maehama, Generic: (Keratometer)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Model: ARK-F
443-0038 Japan. Class: B
Date of R&I LOA Validity:
26-11-2024 FSC issuance date: 31-12-2027
13-09-2024 Shelf life: N/A
Fee: PKR 31000/-
Slip: 3687735217 I1SO 13485 validity: DOC issuance date:
Dated: 25-11-2024 16-01-2028 20-09-2024
EC certificate validity:
Eudamed verified
M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Micro Perimeter (MP-3)
Stadium road, Karachi. Address: 34-14 Maehama, Generic: Perimeter
(EL1-00416) Hiroishicho, Gamagori, Aichi | Model: (MP- 3)
443-0038 Japan. Class: B
Date of R&I LOA Validity:
26-11-2024 FSC issuance date: 31-12-2027
13-09-2024 Shelf life: N/A
Fee: PKR 31000/-
Slip: 20024562 I1SO 13485 validity: DOC issuance date:
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Dated: 25-11-2024 16-01-2028 20-09-2024
EC certificate validity:
Eudamed verified
9. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Refractive Power Corneal
Stadium road, Karachi. Address: 34-14 Maehama, Analyzer
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic: Corneal
443-0038 Japan. Analyzer
Date of R&I Model: OPD-Scan Il
26-11-2024 FSC issuance date: Class: B
13-09-2024 LOA Validity:
Fee: PKR 31000/- 31-12-2027
Slip: 2702792653 I1SO 13485 validity: Shelf life: N/A
Dated: 25-11-2024 16-01-2028
DOC issuance date:
20-09-2024
EC certificate validity:
Eudamed verified
10. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Non-Contact Tonometer
Stadium road, Karachi. Address: 34-14 Maehama, (NT-1)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic: Tonometer
443-0038 Japan. Model: (NT-1)
Date of R&I Class: B
26-11-2024 FSC issuance date: LOA Validity:
13-09-2024 31-12-2027
Fee: PKR 31000/- Shelf life: N/A
Slip: 873393321 ISO 13485 validity:
Dated: 25-11-2024 16-01-2028 DOC issuance date:
20-09-2024
EC certificate validity:
Eudamed verified
11. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto Refractometer (AR-
Stadium road, Karachi. Address: 34-14 Maehama, F)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic: Refractometer
443-0038 Japan. Model: (AR-F)
Date of R&I Class: B
26-11-2024 FSC issuance date: LOA Validity:
13-09-2024 31-12-2027
Fee: PKR 31000/- Shelf life: N/A
Slip: 429026143 I1SO 13485 validity:
Dated: 25-11-2024 16-01-2028 DOC issuance date:
20-09-2024
EC certificate validity:
Eudamed verified
12 M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Non-Contact Tonometer
Stadium road, Karachi. Address: 34-14 Maehama, (NT-1E)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic: Tonometer
443-0038 Japan. Model: (NT-1E)
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Date of R&I Class: B
26-11-2024 FSC issuance date: LOA Validity:
13-09-2024 31-12-2027
Fee: PKR 31000/- Shelf life: N/A
Slip: 5918995887 ISO 13485 validity: DOC issuance date:
Dated: 25-11-2024 16-01-2028 20-09-2024
EC certificate validity:
Eudamed verified
13. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto Refractometer
Stadium road, Karachi. Address: 34-14 Maehama, (AR1s)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic: Refractometer
443-0038 Japan. Model: (AR1s)
Date of R&I Class: B
26-11-2024 FSC issuance date: LOA Validity:
13-09-2024 31-12-2027
Fee: PKR 31000/- Shelf life: N/A
Slip: 486556959519 I1SO 13485 validity: DOC issuance date:
Dated: 25-11-2024 16-01-2028 20-09-2024
EC certificate validity:
Eudamed verified
14. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Non-Contact Tono/
Stadium road, Karachi. Address: 34-14 Maehama, Pachymeter (NT-1P)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. Tono/ Pachymeter
Date of R&I Model: (NT-1P)
26-11-2024 FSC issuance date: Class: B
13-09-2024 LOA Validity:
Fee: PKR 31000/- 31-12-2027
Slip: 83888596 I1SO 13485 validity: Shelf life: N/A
Dated: 25-11-2024 16-01-2028 DOC issuance date:
20-09-2024
EC certificate validity:
Eudamed verified
15. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto Lens meter
Stadium road, Karachi. Address: 34-14 Maehama, (LM1800P / 1800PD)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. Lens meter
Date of R&I FSC issuance date: Model:
26-11-2024 13-09-2024 (LM1800P / LM-
I1SO 13485 validity: 1800PD)
Fee: PKR 6000/- 16-01-2028 Class: B
Slip: 368383667 EC certificate validity: LOA Validity:
Dated: 25-11-2024 Eudamed verified 31-12-2027
Shelf life: N/A
DOC issuance date:
20-09-2024
16. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Auto Lensmeter
Stadium road, Karachi. Address: 34-14 Maehama, (LM-7/7P)
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(ELI1-00416)

Date of R&I
26-11-2024

Fee: PKR 6000/-
Slip: 02566707625
Dated: 25-11-2024

Hiroishicho, Gamagori, Aichi
443-0038 Japan.

FSC issuance date:
13-09-2024

I1SO 13485 validity:
16-01-2028

EC certificate validity:
Eudamed verified

Generic:
Lens meter
Model:
(LM-7/7P)

Class: B

LOA Validity:
31-12-2027
Shelf life: N/A

DOC issuance date:

20-09-2024
17. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Nidek Slit Lamp (SL-
Stadium road, Karachi. Address: 34-14 Maehama, 1800)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. Slit Lamp
Date of R&I Model:
26-11-2024 FSC issuance date: (SL-1800)
13-09-2024
Fee: PKR 6000/- Class: B
Slip: 438203160 I1SO 13485 validity: LOA Validity:
Dated: 25-11-2024 16-01-2028 31-12-2027
EC certificate validity:
Eudamed verified Shelf life: N/A
DOC issuance date:
20-09-2024
18. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.
Marium Square, chandni Chowk, | M/s Nidek Co. LTD Nidek Slit Lamp (SL-
Stadium road, Karachi. Address: 34-14 Maehama, 2000)
(EL1-00416) Hiroishicho, Gamagori, Aichi | Generic:
443-0038 Japan. Slit Lamp
Date of R&l Model:
26-11-2024 FSC issuance date: (SL-2000)
13-09-2024
Fee: PKR 6000/- Class: B
Slip: 96037007389 I1SO 13485 validity: LOA Validity:
Dated: 25-11-2024 16-01-2028 31-12-2027
EC certificate validity:
Eudamed verified Shelf life: N/A
DOC issuance date:
20-09-2024
19. M/s. Jasani Scientifics SC-45, Legal Manufacturer: Brand name: Approved.

Marium Square, chandni Chowk,
Stadium road, Karachi.
(ELI-00416)

Date of R&lI
26-11-2024

Fee: PKR 6000/-
Slip: 6393058077
Dated: 25-11-2024

M/s Nidek Co. LTD
Address: 34-14 Maehama,
Hiroishicho, Gamagori, Aichi
443-0038 Japan.

FSC issuance date:
13-09-2024

ISO 13485 validity:
16-01-2028

Chart Projector (CP-9)
Class: B

LOA Validity:
31-12-2027

Shelf life: N/A

DOC issuance date:
20-09-2024
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EC certificate validity:
Eudamed verified

20. M/s. TRI TECH Legal Manufacturer: Brand name: Deferred for
INTERNATIONAL 10/C 6 M/s KLAROMED SP.ZO .0 | Diagnostic and provision of valid
Sunset Comm Line Phase 11 UL .SOBIESKIEGO 123 05 - | Examination Lamp letter of
Defence Housing Authority 70 SULEJOWEK POLAND. | Model: authorization and
Karachi. PlusLED24 eco free sale certificate.
(EL1-00247) FSC issuance date: PlusLED7 eco
30-01-2020
Date of R&I Class: A
07-05-2020 LOA Validity:
10/01/2021
Fee: PKR 5000/-
Slip: 2006260 Shelf life: 05 Years
Dated: 06-05-2020
21, M/s. TRI TECH Legal Manufacturer: Brand name: Deferred for
INTERNATIONAL 10/C 6 M/s KLAROMED SP.ZO .0 | Surgical Light provision of valid
Sunset Comm Line Phase 11 UL .SOBIESKIEGO 123 05 - | Model: letter of
Defence Housing Authority 70 SULEJOWEK POLAND. | PlusLED96 eco authorization and
Karachi. PlusLED56 eco free sale certificate.
(EL1-00247) FSC issuance date:
30-01-2020 Class: A
Date of R&I LOA Validity:
07-05-2020 10/01/2021
Fee: PKR 5000/- Shelf life: 05 Years
Slip: 2006261
Dated: 06-05-2020
22, M/s. TRI TECH Legal Manufacturer: Brand name: Deferred for
INTERNATIONAL 10/C 6 M/s JIANGSU YUYUE ANTI — DECUBITUS provision of Form
Sunset Comm Line Phase Il MEDICAL EQUIPMENT & | MATRESS 6-A, valid letter of
Defence Housing Authority SUPPLY CO. LTD. authorization and
Karachi. No. 1, Baisheng Road, Model: free sale certificate.
(EL1-00247) Development Zone, Danyang, | PlusLED96 eco
Jiangsu, 212300, China PlusLED56 eco
Date of R&l
27-01-2023 FSC validity: Class: B
LOA Validity:
Fee: PKR 5000/-
Slip: 4199783476 Shelf life: 05 Years
Dated: 26-01-2023
23. M/s Meher Traders Legal Manufacturer: Brand name: Approved subject to
Office No. A-21-22 First Floor M/s Shandong Caremed CAREMED submission of

Zeenat Medicine Market North
Nappier Road, Karachi. (ELI-
00128)

Date of R&I

04-12-2024

Fee: PKR 25000/-

Slip: 6293779793

Dated: 04-09-2023

Medical Products Co., Ltd.
(Yan Tai) Industrial Park,
Ding Tao County (The East of
Zhangian Road), Heze,
274100, Shandong, P.R.
China

FSC validity:

15-01-2026

Generic: INFUSION
SET
Class: B

LOA Validity: 31-10-
2027

EC Certificate validity:
31-12-2028

1SO 13485 validity:
17-07-2027

Shelf life: 05 Years

codes/ models.
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24. M/s Meher Traders Legal Manufacturer: Brand name: Approved subject to
Office No. A-21-22 First Floor M/s Shandong Caremed CAREMED submission of
Zeenat Medicine Market North Medical Products Co., Ltd. Generic: codes/ models.
Nappier Road, Karachi. (ELI- (YYan Tai) Industrial Park, Infusion Set with Burette
00128) Ding Tao County (The East of | Class: B
Date of R&I Zhangian Road), Heze, LOA Validity: 31-10-

04-12-2024 274100, Shandong, P.R. 2027

Fee: PKR 25000/- China EC Certificate validity:

Slip: 4883613747 FSC validity: 31-12-2028

Dated: 21-11-2023 15-01-2026 1SO 13485 validity:
17-07-2027
Shelf life: 05 Years
Codes/Sizes:
100ml,150ml

25. M/s Meher Traders Legal Manufacturer: Brand name: Greatcare | Approved oral,
Office No. A-21-22 First Floor M/s Bonree Medical Co., Ltd. | Generic: cuffed subject to
Zeenat Medicine Market North No.4 Longzhu Garden, Endotracheal Tube submission of fee
Nappier Road, Karachi. (ELI- Wanmu Industrial Estate, Class: B for uncuffed and
00128) Nanlang 528451, Zhongshan, | LOA Validity: 11-05- separate application
Date of R&I Guangdong, China 2026 for Nasal type.
06-09-2021 FSC validity: EC Certificate validity: | Registration letter
Fee: PKR 25000/- 09-05-2023 26-05-2024 shall be issued after
Slip: 4968480368 1SO 13485 validity: submission of valid
Dated: 27-08-2021 31-07-2022 free sale certificate,

Shelf life: 05 Years EC certificate, 1SO
Size & Model: 13485 certificate.
Type: Oral/Nasal

Endotracheal tube, Oral

Endotracheal tube, Nasal

Endotracheal tube Sub-

type: Cuffed. Uncuffed

Size: 1.D. 2.0, 1.D. 2.5.

1.D.3.0. 1.D.3.5, 1.D.4.0,
1.D.45,1.D.5.0,1.D.5.5,

1.D.6.0, 1.D.6.5. 1.D.7.0,
1.D.75.1.D.8.0,1.D.8.5,
1.D0.9.0,1.D.9.5,1.D.10.0

26. M/s Meher Traders Legal Manufacturer: Brand name: Greatcare | Approved.

Office No. A-21-22 First Floor M/s Bonree Medical Co., Ltd. | Generic: Registration letter
Zeenat Medicine Market North No.4 Longzhu Garden, Nebulizer Mask shall be issued after
Nappier Road, Karachi. (ELI- Wanmu Industrial Estate, Class: B submission of valid
00128) Nanlang 528451, Zhongshan, | LOA Validity: 11-05- free sale certificate,
Date of R&I Guangdong, China 2026 EC certificate, 1SO
06-09-2021 FSC validity: EC Certificate validity: | 13485 certificate.
Fee: PKR 25000/- 09-05-2023 26-05-2024
Slip: 601982641707 1SO 13485 validity:
Dated: 27-08-2021 31-07-2022

Shelf life: 05 Years

Size & Model:

Adult standard, Pediatric

standard, Adult

elongated, Pediatric

elongated, Infant

27. M/s Meher Traders Legal Manufacturer: Brand name: Greatcare | Approved.

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

M/s Bonree Medical Co., Ltd.
No.4 Longzhu Garden,
Wanmu Industrial Estate,

Generic:
Oxygen Mask
Class: B

Registration letter
shall be issued after
submission of valid

Decisions of 82" Meeting of MDB (11-03-2025)

Page 8 of 237




00128) Nanlang 528451, Zhongshan, | LOA Validity: 11-05- free sale certificate,
Date of R&I Guangdong, China 2026 EC certificate, ISO
06-09-2021 FSC validity: EC Certificate validity: | 13485 certificate.
Fee: PKR 25000/- 09-05-2023 26-05-2024
Slip: 53887149 1SO 13485 validity:
Dated: 27-08-2021 31-07-2022
Shelf life: 05 Years
Size & Model:
Adult standard, Pediatric
standard, Adult
elongated, Pediatric
elongated, Infant
28. M/s. Allmed Solutions Legal Manufacturer: Brand: KARL STORZ | Approved
Address: KARL STORZ SE & CO. Generic:
A-21/3, KDA Scheme No.1 (ext) | KG Germany Video-endoscopes
Stadium Road, Karachi MD group: Family
Address: Dr.-Karl-Storz-
EL1:00029 StraBe 34 78532 Tuttlingen, | (Rigid Video-endoscopes
Germany with and without channel,
R&I Details: Flexible Video-
07/10/2022 LOA endoscopes with and
Validity: 31/12/2025 without channel
Fee: PKR 25000/- (sterile/non-sterile)
Slip: 04168463468 FSC:
Dated: 21-09-2022 Country of Origin Class B (DOC submitted)
issued in Oct. 2022
Shelf Life: N/A
EC Certificate
Validity: 17-12-2025 Codes / Sizes:
1SO 13485
Validity: 31-05-2025
29. M/s Biologic Medical Sytems Legal Manufacturer: Brand: SEEGEN Deferred for
Address: M/s Shanghai Seegen Generic: provision of
166-E Annexe 'B' Block-3 Photoelectric Technology Co. | Disposable Electronic
PECHS Off Khalid Bin Waleed Ltd. flexible Declaration of
Road, Karachi Choledochoscope conformity.
Address: Floor 3, Building 1, | MD group: Single
(EL1:000346) No 4299 jindu Road Clarification for
Minghang Dist., China. Class B shelf life
R&I Details: Shelf Life: 03 Years
03-05-2024 LOA Storage condition: Valid Free sale
Validity: 30-12-2027 Room Temperature certificate, 1SO
Fee: PKR 25000/- Device 13485 certificate &
Slip: 61552422 FSC validity: Model: EC certificate for
Dated: 02-05-2024 CHV-US100J-U; the medical device
CHV-US110J-U: applied
EC Certificate CHV-100-E;
Validity: CHV-100T-E;
CHV-US100-H
1SO 13485
Validity:
30. M/s Biologic Medical Sytems Legal Manufacturer: Brand: SEEGEN Deferred for

Address:
166-E Annexe 'B' Block-3
PECHS Off Khalid Bin Waleed

M/s Shanghai Seegen
Photoelectric Technology Co.
Ltd.

Generic:
Imaging Processor
(Including Light Source)

provision of

Declaration of

Decisions of 82" Meeting of MDB (11-03-2025)

Page 9 of 237




Road, Karachi
(EL1:000346)

R&I Details:
03-05-2024

Fee: PKR 25000/-
Slip: 394185381
Dated: 02-05-2024

Address: Floor 3, Building 1,
No 4299 jindu Road
Minghang Dist., China.

LOA
Validity: 30-12-2027

FSC validity:

Model: PL-1000, PL-
2000

Class B

Shelf Life: NA
Storage condition:
Room Temperature
Device

conformity.

Clarification for
shelf life

Valid Free sale
certificate, ISO
13485 certificate &
EC certificate for
the medical device

EC Certificate applied
Validity:
1SO 13485
Validity:
31. M/s Biologic Medical Sytems Legal Manufacturer: Brand: SEEGEN Deferred for
Address: M/s Shanghai Seegen Generic: provision of
166-E Annexe 'B' Block-3 Photoelectric Technology Co. | Disposable Electronic
PECHS Off Khalid Bin Waleed | Ltd. Flexible Cysto- Declaration of
Road, Karachi Address: Floor 3, Building 1, | Ureteroscope System conformity.
No 4299 jindu Road MD group:
(EL1:000346) Minghang Dist., China. Clarification for
LOA Class B submitting fee
R&I Details: Validity: challan of
04-05-2024 Shelf Life: NA Disposable
ESC validity: Storage condition: Electronic flexible
Fee: PKR 25000/- Room Temperature Choledochoscope
Slip: 61552422 Device for this medical
Dated: 02-05-2024 EC Certificate device.
Validity:
Valid Free sale
certificate, 1SO
13485 certificate &
EC certificate for
the medical device
applied
Legalized Letter of
authorization valid
for this medical
device.
32. M/s Biologic Medical Sytems Legal Manufacturer: Brand: Euroclinic Approved subject to

Address:

166-E Annexe 'B' Block-3
PECHS Off Khalid Bin Waleed
Road, Karachi

(EL1:000346)

R&I Details:
04-05-2024

Fee: PKR 25000/-

M/s MEDI-CARE Solutions
S.r.l.

located at Via della Zecca nr.

140121 Bologna Bo Via P.
Nenni nr. 3 40026 Imola Bo,
Italy.

LOA
Validity: 31-12-2025

Generic:
OTOCOMPACT
PROFESSIONAL

MD group: Single
Class B
Shelf Life: NA

Storage condition:
Room Temperature

Slip: 61173237210 09-02-2023 Device
Dated: 02-05-2024

EC Certificate

Validity:

submission of valid
Declaration of
conformity and EC.

Verification of
challan paid for
OTOCOMPACT
PROFESSIONAL.
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33. M/s Biologic Medical Sytems Legal Manufacturer: Brand: Euroclinic Approved subject to
Address: M/s MEDI-CARE Solutions | Generic: submission of valid
166-E Annexe 'B' Block-3 Sr.l OTOCOMPACT STEEL | Declaration of
PECHS Off Khalid Bin Waleed | located at Via della Zeccanr. | TYPE conformity and EC.
Road, Karachi 1 40121 Bologna Bo Via P. Verification of

Nenni nr. 3 40026 Imola Bo, | MD group: Single challan paid for
(EL1:000346) Italy. OTOCOMPACT
Class B STEEL.
R&I Details: LOA
04-05-2024 Validity: 31-12-2025 Shelf Life: NA Copy of attested
Storage condition: Form 7-A
Fee: PKR 25000/- FSC issuance: Room Temperature
Slip: 61173237210 09-02-2023 Device
Dated: 02-05-2024
EC Certificate
Validity:

34. M/s. Moon Enterprises Legal Manufacturer: Brand: AYEST Deferred for

Address: M/S AYSET TIBBI Generic:
5/6 Rabani Road, Old Anarkali URUNLER VE PLASTIK VACCUM BLOOD Clarification for
Lahore ELEKTRONIK GIDA COLLECTION TUBE submitting expired
TEMIZLIK MADDELERI challan of fee (not
(EL1:000356) SAN. A.S Sarthamzali Mah. Models: as per FSC paid).
47007 Sk No:36/A Seyhan
R&|I Details: Turkey. Class A Free sale certificate
07-06-2023 LOA for vacuum blood
Validity: 16-10-2027 Shelf Life: 48 months collection tube.
Fee: PKR 5000/- Storage condition:
Slip: 5598479629 FSC validity: Store in cool and dry
Dated: place.
EC Certificate
Validity:

35. M/s. SIND MEDICAL STORES, | Legal Manufacturer: BACTERIAL Approved as per the
13-B, Block 6, PECHS, Shahrah | M/s. DiaSorin Inc., 1951 INFECTION FSC of USA
e Faisal, Karachi. Northwestern Avenue, IMMUNOLOGY

Stillwater, MN 55082 USA. (CLUSTER)
(EL1:000010) METHODOLOGY

R&I Details:
25-01-2023

Fee: PKR 25000/-
Slip: 6161812283
Dated: 13-01-2023

LOA
Validity: 20-01-2024

FSC validity:
03-05-2024

EC Certificate
Validity:

1SO 13485
Validity: 15-08-2024

(IMMUNOCHEMISTRY
)

Models:

CLASS A:

LIAISON H. PYLORI
1gG - Ref. No. 318980

LIAISON H. PYLORI
1gG CONTROL SET —
Ref. No. 318981

CLASS B:
LIAISON MERIDIAN
H. PYLORI SA - Ref.
No. 318200

LIAISON MERIDIAN
H. PYLORI SA
CONTROL — Ref. No.
318201
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Shelf Life: 547 Days
Storage Condition: 2-8
0C

Class A

Shelf Life: 48 months
Storage condition:
Store in cool and dry
place.

36. M/s. Oncovanz Pharmaceuticals | Legal Manufacturer: Brand name: RADGEL | Approved.
(Pvt) Ltd., M/s GOFARM SPOLKAZ Generic: Registration letter
Plot No. D-7, Block 10-A OGRANICZONA Gel for skin post shall be issued after
(C.G.E.C.0.H.S) Gulshan-e- ODPOWIEDZIALNOSCIA | radiotherapy submission of valid
Igbal, Karachi. SPOLKA Class: B (DOC free sale certificate,
(ELI--01034) KOMANDYTOWA Address: | submitted) EC certificate,
Date of R&I ul. Gérnikéw 21/26 30-819 LOA issuance: 16-12-
11-08-2023 Krakow, Poland. 2022
Fee: PKR 25000/- FSC validity: EC Certificate validity:
Slip: 634062728343 26-05-2024 26-05-2024
Dated: 27-02-2023 I1SO 13485 validity:
30-11-2023
Shelf life: 36 months
37. M/s. Oncovanz Pharmaceuticals | Legal Manufacturer: Brand name: REDSOL | Approved.
(Pvt) Ltd., M/s GOFARM SPOLKAZ Generic: Registration letter
Plot No. D-7, Block 10-A OGRANICZONA Spray for skin post shall be issued after
(C.G.E.C.0.H.S) Gulshan-e- ODPOWIEDZIALNOSCIA radiotherapy submission of valid
Igbal, Karachi. SPOLKA Class: B (DOC free sale certificate,
(ELI--01034) KOMANDYTOWA Address: | submitted) EC certificate,
Date of R&I ul. Gérnikow 21/26 30-819 LOA issuance: 16-12-
11-08-2023 Krakéw, Poland. 2022
Fee: PKR 25000/- FSC validity: EC Certificate validity:
Slip: 8809730378 26-05-2024 26-05-2024
Dated: 27-02-2023 1SO 13485 validity:
30-11-2023
Shelf life: 36 months
38. M/s. S. Ejazuddin & Co. Legal Manufacturer: Brand name: Deferred for
P. O Box 5629, Zia Plaza, Altaf | M/s ARKRAY Factory, Inc. | ADAMS Alc HA-8180V | submission of valid
Hussain Road, Karachi. Koji, Konan-cho, Koka-shi, Generic: and legalized LoA,
(ELI--00078) Shiga 520-3306, JAPAN. Automatic free sale certificate,
Date of R&I FSC validity: Glycohemoglobin EC certificate,.
17-JAN-2020 31-08-2018 Analyzer
Class: B (DOC
Fee: PKR 25000/- submitted)

Slip: 634062728343
Dated: 14-01-2020

LOA Validity: 31-08-
2018
EC Certificate validity:

I1SO 13485 validity:
30-11-2021

Shelf life:
HA-8180V: 5 years
COLUMN UNIT 80:
12 months

ELUENT 80A: 12
months
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ELUENT 80B: 12
months

ELUENT 80CV: 12
months

Hemolysis Washing
Solution 80H: 12 months
Control Dilution Set 80:
12 months
CALIBRATOR 80:

18 months

Washing solution for
tubes:

18 months
39. M/s. S. Ejazuddin & Co. Legal Manufacturer: Brand name: Approved subject to
P. O Box 5629, Zia Plaza, Altaf | M/s JMS Co. Ltd. JMS submission of free
Hussain Road, Karachi. 12-17 KAKO MACHI, Generic: sale certificate.
NAKA KU, HIROSHIMA, Medi-tape
(EL1--00078) Japan. Type 300 & 310
FSC validity:
Date of R&I Class: A
25-07-2024
LOA Validity: 31-03-
Fee: PKR 25000/- 2027
Slip: 005878909358
Dated: 10-07-2024 1SO 13485 validity:
03-03-2027
Shelf life: 03 years
40. M/s. S. Ejazuddin & Co. Legal Manufacturer: Brand name: Deferred for
P. O Box 5629, Zia Plaza, Altaf | M/s ARKRAY Factory, Inc. Pocket Chem UA PU-
Hussain Road, Karachi. Lot # 22, Phase 1A, First 4010 Clarification, that
(EL1--00078) Philippines Industrial Park, Generic: why firm has
Date of R&I Brgy STA. Anastatacia, Hand held Urine analyzer | applied it as Class
01-11-2022 JAPAN. B Medical Device
FSC issue date: Class: A (DOC while Declaration
Fee: PKR 25000/- 23-05-2022 submitted) of conformity
Slip: 2947371200 LOA Validity: 31-08- declares it as Class
Dated: 20-10-2022 2018 A?
EC Certificate validity:
Valid & legalized
I1SO 13485 validity: Letter of
30-11-2024 authorization
Shelf life: 05 years
41. M/s. S. Ejazuddin & Co. Legal Manufacturer: Brand name: Approved subject to

P. O Box 5629, Zia Plaza, Altaf
Hussain Road, Karachi.
(ELI--00078)

Date of R&I

01-11-2022

Fee: PKR 5000/-
Slip: 69775044
Dated: 10-07-2024

M/s JMS Singapore PTE
LTD.

440 ANG MO KIO
INDUSTRIAL PARK 1,
Singapore.

FSC issue date:
24-11-2022

JMS Neoshield CSTD
Generic:

Closed System Drug
Transfer Device (CSTD)
MD Group: System
Class: A

LOA Validity:

EC Certificate validity:
1SO 13485 validity:
30-09-2026

Shelf life: 03 years

submission of
Declaration of
conformity & FSC
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Models:
NEOSHIELD ISO Bag
Adaptor

NEOSHIELD Vial Spike
32 / NEOSHIELD Vial
Spike

NEOSHIELD Lever
Lock

NEOSHIELD Plug

NEOSHIELD Lever
Lock Adaptor

42.

M/s. S. Ejazuddin & Co.

P. O Box 5629, Zia Plaza, Altaf
Hussain Road, Karachi.
(ELI--00078)

Date of R&I
23-07-2020

Fee: PKR 5000/-
Slip: 2030403
Dated: 21-07-2020

Legal Manufacturer:
M/s SYSMEX
CORPORATION 1-5-1
Wakinohama Kagandori,
Chuo-ku, Kobe 651-0073,
Japan.

FSC issue date:
24-11-2022

Brand name:
Automated Blood
Coagulation Analyzer
CN series

Model:

Automated Coagulation
Analyzer CN-3000
(product code:
CL971029)

Shelf life: NA

Automated Coagulation
Analyzer CN-6000
(product code:
CV339763)

Shelf life: NA

CACLEANII

(Product code: 96406119,
97405810, BT565104)
Shelf life: 12 months;
Product is stable for 2
months after unsealing

CN COAGWASHER
Class: A

LOA issuance date:
05-02-2020

(the certificate will
remain valid as long as
has a right to market,
distribute and sell all
listed Sysmex products)

1SO 13485 validity:
31-07-2027

Approved subject to
submission of
Declaration of
conformity & FSC

43.

Applicant details:

Legal Manufacturer

Brand name: Supermax

Approved
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M/s. A.Feroz & Co,,

EL1:00066

Fee: PKR 31,000/-
Slip # 840741845

M/s Supermax Gloves
Manufacturing SDN BHD
(SGM),

Address:

Lot 38, Putra Industrial Park,

Bukit Rahman Putra, 47000
Sungai  Buloh,  Selangor,
MALAYSIA

LOA

Validity: 22-01-2029

FSC: MALAYSIA
Validity: 06-07-2027

Generic Name: Sterile
Latex Surgical Gloves,
Powdered

Class-B

Shelf life: 05 years
Models/ Specification
(as per Free sale

certificate):
6,6.57,75,8,85

44, Applicant details: Legal Manufacturer Brand name: Deferred for
M/s Medzntech (Pvt) Ltd. Owner: M/s Alcon | Finesse Flex Loop DSP
Laboratories, Inc. (Curved Membrane submission of paid
ELI: 00657 Address: Scrapper) fee challan & valid
6201South  Freeway Fort | Generic Name: Certificate to
Date of R&I Worth, Texas U.S.A. Epiretinal/inner limiting | foreign
14-11-2023 Manufacturing Site: membrane scraper, Government.
Fee: PKR /- ALCON GRIESHABER AG | single-use
Slip # Class-B
Dated: WINKELRIEDSTRASSE 52 | Shelf life: 36 months
SCHAFFHAUSEN, Models/ Specification
Switzerland. 8203 23G Finesse Flex Loop
DSP / Curved Membrane
LOA Scrapper (338.23)
Validity: 21-03-2028
25+ Finesse Flex Loop
FSC: USA DSP / Curved Membrane
Validity: 19-08-2023 Scrapper (338.25P)
DOC: 25-05-2021 27+ Finesse Flex Loop
DSP / Curved Membrane
ISO Scrapper (338.27)
Validity: 24-04-2025
45, Applicant details: Legal Manufacturer Brand name: Deferred for
M/s Medzntech (Pvt) Ltd. Owner: M/s Alcon | Soft Tip Needle
Laboratories, Inc. Cannula, Single Use submission of paid
ELI: 00657 Address: Generic Name: fee challan & valid
6201South  Freeway Fort | Exploratory blunt needle, | Certificate to
Date of R&I Worth, Texas U.S.A. single-use foreign
14-11-2023 Manufacturing Site: Class-B Government.
Fee: PKR /- Alcon Research, LLC 714, | Shelf life: 05 years
Slip # Columbia  Ave,  Sinking | Models/ Specification
Dated: Spring, PA USA19608 Soft Tip Needle, 23GA
LOA Cannula, Single Use
Validity: 21-03-2028 (Part# 8065-1495-23)
FSC: USA
Validity: 20-03-2024 Soft Tip Needle, 25GA
Cannula, Single Use
(Part# 8065-1495-25)
46. Applicant: (Legal Manufacturer) Brand Name: Flow Approved

M/s AM Sales & Services
located at AM House 82-L block
2 PECHS Karachi.

Name: M/S. Create Biotech
Co., Ltd
Address: No.68, Gong 7th

Sensor
Generic: Flow Sensor
Models / Sizes:
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Rd., Longtan Dist., 32559 (008-024-001/008-024-
(ELI- 00244) Taoyuan City, Taiwan 002)
R& | Date: Free Sale Certificate Class-A
(06/03/2025) (Country of origin) Declaration of
Validity: (24/02/2026) conformity:
Fee details: Issuance date:
Amount paid: PKR 6000/- ISO 13485 certificate (10/11/2024)
Paid Slip / challan No.: validity: (06/10/2027)
161915991085 Shelf life: 5 Years
Dated: (05/03/2025) Letter of authorization: Storage Conditions:
Validity: (31/12/2029) storage condition —
temperature between 20-
28°C, relative humidity
between 55-75%

47. Applicant: (Legal Manufacturer) Brand Name: Disposet | Approved
M/s HAM International located Name: M/S. Disposet Generic: Cardioplegia
at House # B-49, First Floor Medical located at ASO 2-3 Set
Block 16, KDA Scheme 36, ALCi 0SB, 2000. Cadde Models / Sizes: 930-
Gulistan e Johar Karachi NO:20, Malikoy, Sincan, 1300
Pakistan Ankara, Turkey

(ELI- 00008) Class-B

R& | Date: Free Sale Certificate Declaration of

(17/02/2025) Validity: (05/01/2028) conformity:

Fee: PKR 31,000/- Issuance date:

Paid Slip / challan ISO 13485 certificate (18/11/2024)

No.:735081957 validity: (28/02/2025) Shelf life: 03 years

Dated: (12/02/2025) Storage Conditions:
Should be stored in Dry
Place, and Tempreture
should be 5-40 Degree
Centigrade.

48. Applicant: (Legal Manufacturer) Brand Name: Disposet | Approved
M/s HAM International located Name: M/S. Disposet Generic:
at House # B-49, First Floor Medical located at ASO 2-3 Extracorporeal
Block 16, KDA Scheme 36, ALCi OSB, 2000. Cadde Circulation Tubing Set
Gulistan e Johar Karachi NO:20, Malikoy, Sincan, Models / Sizes: 930-
Pakistan Ankara, Turkey 1300

(ELI1- 00008) Free Sale Certificate Class-B
Validity: (05/01/2028) Declaration of
R& | Date: conformity:
(17/02/2025) ISO 13485 certificate Issuance date:
validity: (28/02/2025) (18/11/2024)
Fee: PKR 31,000/-
Paid Slip / challan No.: EC certificate Validity: Shelf life: 03 years
74743830720 (27/05/2024)-Extension
Dated: (12/02/2025) Attached Storage Conditions:
Should be stored in Dry
Letter of authorization: Place, and Tempreture
Validity: (31/12/2027) should be 5-40 Degree
Centigrade.

49, Applicant: (Legal Manufacturer) Brand Name: Care Approved
M/S GHAZALI BROTHERS Name: M/S. HOSPITAL & Generic:

Address of Importer 1% Floor HOMECARE IMP. & EXP. | Suction Connecting Tube
CO., LTD, NANJING with Yankauer
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Azzainab Court Campbell Street,
Karachi

(ELI- 00240)

R& | Date:
03-01-2024

Fee: PKR 25,000/-
Paid Slip / challan No.:
25858512927

Dated: 12-12-2023

ROOM 618-611 NO.5
ZHONGTAI
INTERNATIONAL PLAZA
NO.311, JIANGDONG
ROAD, NANJING, CHINA
Free Sale Certificate
Validity: (26-05-2025)

ISO 13485 certificate
validity: 31-05-2025

Models / Sizes:
Yankauer handle with
vent 9/32",1/4", 3/16",
Class-B

Declaration of
conformity:

Issuance date: (MHRA)

Shelf life: 05 years
EC certificate Validity:
(27/05/2024)

Letter of authorization:

Validity: 10-02-2028

50. Applicant: (Legal Manufacturer) Brand Name: Approved
M/S GHAZALI BROTHERS Name: M/S. HOSPITAL & HOSPITAL &
Address of Importer 1% Floor HOMECARE IMP. & EXP. HOMECARE
Azzainab Court Campbell Street, | CO., LTD, NANJING Generic:
Karachi HEPARIN CAP
ROOM 618-611 NO.5 Models / Sizes:
(ELI- 00240) ZHONGTAI Type = Yellow Color/
INTERNATIONAL PLAZA | Transparent (Luer lock)
R& | Date: NO.311, JIANGDONG Class-B
03-01-2024 ROAD, NANJING, CHINA | Declaration of
conformity:
Fee: PKR 25,000/- Free Sale Certificate Issuance date: (MHRA)
Paid Slip / challan No.: Validity: (26-05-2025)
6067721411 Shelf life: 05 years
Dated: 12-12-2023 I1SO 13485 certificate
validity: 31-05-2025 EC certificate Validity:
(27/05/2024)
Letter of authorization:
Validity: 10-02-2028
51. Applicant: (Legal Manufacturer) Brand Name: Care Approved Care
M/S GHAZALI BROTHERS Name: M/S. HOSPITAL & Generic: Flow Extension
Address of Importer 1% Floor HOMECARE IMP. & EXP. Flow Extension Tube Tube with Flow
Azzainab Court Campbell Street, | CO., LTD, NANJING with & Without Flow Regulator and the
Karachi Regulator firm will submit
ROOM 618-611 NO.5 Models / Sizes: separate fee as per
(ELI- 00240) ZHONGTAI 85cm, 100cm, 150cm, eevise SR for Care
INTERNATIONAL PLAZA | 210cm Flow Extension
R& | Date: NO.311, JIANGDONG Class-B Tube Without Flow
03-01-2024 ROAD, NANJING, CHINA | Declaration of Regulator
conformity:
Fee: PKR 25,000/- Free Sale Certificate Issuance date: (MHRA)
Paid Slip / challan No.: Validity: (26-05-2025)
6067721411 Shelf life: 05 years
Dated: 12-12-2023 ISO 13485 certificate
validity: 31-05-2025 EC certificate Validity:
(27/05/2024)
Letter of authorization:
Validity: 10-02-2028
52, Applicant: (Legal Manufacturer) Brand Name: Approved

M/S GHAZALI BROTHERS

Name: M/S. HOSPITAL &

Hospital & Homecare
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Address of Importer 1% Floor
Azzainab Court Campbell Street,
Karachi

(ELI- 00240)

R& | Date:
03-01-2024

Fee: PKR 25,000/-
Paid Slip / challan No.:
43787202

Dated: 12-10-2023

HOMECARE IMP. & EXP.
CO., LTD, NANJING

ROOM 618-611 NO.5
ZHONGTAI
INTERNATIONAL PLAZA
NO.311, JIANGDONG
ROAD, NANJING, CHINA

Free Sale Certificate
Validity: (26-05-2025)

ISO 13485 certificate
validity: 31-05-2025

Generic:

Nasal Oxygen Cannula
Models / Sizes:
Neonate, Infant,
Pediatric, Adult

Class-B

Declaration of
conformity:

Issuance date: (MHRA)

Shelf life: 05 years

EC certificate Validity:
(27/05/2024)

Letter of authorization:

Validity: 10-02-2028

53. Applicant: (Legal Manufacturer) Brand Name: Care Approved.

M/S GHAZALI BROTHERS Name: M/S. JIANGSU Generic: Registration letter
Address of Importer 1 Floor YUYUE MEDICAL Aneroid shall be issued after
Azzainab Court Campbell Street, | EQUIPMENT & SUPPLY Sphygmomanometer submission of valid
Karachi CO., LTD (Manufacturing Models / Sizes: free sale certificate

site) NO.1 BAISHENG YM100, YM 200

(ELI- 00240) ROAD, DEVELOPMENT Class-A

ZONE, DANYANG, Declaration of
R& | Date: JIANGSU PROVINCE, conformity:
03-01-2024 212300, P.R CHINA. Issuance date: (MHRA)

Free Sale Certificate
Fee: PKR 25,000/- Validity: 21-10-2023 Shelf life: 05 years
Paid Slip / challan No.: EC certificate Validity:
43787202 ISO 13485 certificate (27/05/2024)
Dated: 12-10-2023 validity: 2027-01- 04

Letter of authorization:
Validity: 10-02-2028
54, Applicant: (Legal Manufacturer) Brand Name: Approved.

M/S Shirazi Trading Company Name: M/S. GE Healthcare SIGNA Creator
Private Limited (Tianjin) Company Limited Generic:
114-C, Al Murtaza Commercial | Address: No. 266 Jingsan SIGNA Explorer
Lane 3, Khayaban-elgbal, Phase | Road, Tianjin Airport (Software

8, D.H.A., Karachi.
(ELI- 00263)

R& | Date:
25-10-2019

Fee: PKR 25,000/-
Paid Slip / challan No.: 1964250
Dated: 08-10-2019

Economic Area, Tianjin, P.R.

China.

Manufacturing Site: GE
Healthcare Manufacturing
LLC Address: 3001 West
Radio Drive Florence SC

29501 USA

Free Sale Certificate
Validity: 03-04-2025

FSC RRA USFDA:
Validity: 26-03-2026

SV25.3/SV25.4/SV/29.1)

Class-B (DOC
submitted)

Declaration of
conformity:
Issuance date: (MHRA)

Shelf life: 25 Years
(Service Life)

EC certificate Validity:
13-05-2026

Letter of authorization:
Validity: 30-11-2025
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1SO 13485 certificate
validity: 13-05-2027

55. Applicant: (Legal Manufacturer) Brand Name: Approved.
M/S Shirazi Trading Company Name: M/S. GE Healthcare Signa Architect (Full
Private Limited (Tianjin) Company Limited Body MRI)

114-C, Al Murtaza Commercial | Address: No. 266 Jingsan Generic:
Lane 3, Khayaban-elgbal, Phase | Road, Tianjin Airport SIGNA Architect
8, D.H.A., Karachi. Economic Area, Tianjin, P.R. | DV29.1 Global MCR —
China. MDR
(ELI- 00263) Manufacturing Site: GE
Healthcare Manufacturing Class-B (DOC
R& | Date: LLC Address: 3001 West submitted)
16-12-2019 Radio Drive Florence SC
29501 USA Declaration of
Fee: PKR 25,000/- conformity:
Paid Slip / challan No.: 2017351 | Free Sale Certificate Issuance date: (MHRA)
Dated: 19-11-2019 Validity: 03-04-2025
Shelf life: 25 Years
FSC RRA USFDA: (Service Life)
Validity: 26-03-2026
EC certificate Validity:
13-05-2026
Letter of authorization:
Validity: 30-11-2025
I1SO 13485 certificate
validity: 13-05-2027

56. Applicant: (Legal Manufacturer) Brand Name: Approved
M/S Shirazi Trading Company Name: GE Hualun Medical NM 830
Private Limited Systems Co. Ltd. Generic:

114-C, Al Murtaza Commercial | Nol Yong Chang North Road | (Stationary Gamma
Lane 3, Khayaban-elgbal, Phase | Beijing Economic Camera)
8, D.H.A., Karachi. Technological Development | Codes/Sizes:
Zone Beijing 100176 China 40640 (GMDN Code)
(ELI- 00263)
Free Sale Certificate Class-B (DOC
R& | Date: Validity: (The device is not submitted)
16-12-2019 registered in China.)
Declaration of
Fee: PKR 25,000/- DOC Submitted with Class conformity:
Paid Slip / challan No.: 2017351 | lla Issuance date: (MHRA)
Dated: 19-11-2019 Shelf life: 25 Years
FSC RRA France also (Service Life)
submitted which don’t have
expiry date
Letter of authorization:
Validity: 31-11-2025
I1SO 13485 certificate
validity: 12-11-2026
57. Applicant: (Legal Manufacturer) Brand Name: Kawa Approved single

M/s INTRA HEALTH
56A Unit No. 1 Justice Inamullah
road Block 7/8 KCHS- Karachi.

Name: M/s Weifang Kawa
Medical Products Co. Ltd.
Address: No.2 Xingan Road
Shouguang Beiluo Industrial

Chest Drainage Bottles
Generic: Chest Drainage
Bottles

Models / Sizes: Single

type subject to
submission of fee
for other two types..
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(EL1-00049)
R& | Date:
(04/03/2025)
Fee details:
Amount paid:
PKR 6000/-
Paid Slip / challan No.:
84086693070
Dated: (17/02/2025)

Park 262700 Weifang,
Shandong, China.

Free Sale Certificate:
Validity: (11-03-2025)

ISO 13485 certificate
validity: (30/11/2026)

chamber, Double
chamber, Triple
Chamber.

Class- A

Declaration of
conformity:

Issuance date:
(03/04/2019)

Shelf life: 05 Years
Storage Conditions:
storage condition —
temperature between 20-
28°C, relative humidity
between 55-75%.

58. Applicant: (Legal Manufacturer) Brand Name: Kawa Approved subject to
M/s INTRA HEALTH Name: M/s Weifang Kawa Generic: Spinal Needles | submission of valid
56A Unit No. 1 Justice Inamullah | Medical Products Co. Ltd. Models / Sizes: EC
road Block 7/8 KCHS- Karachi. | Address: No.2 Xingan Road 18G, 19G, 20G, 21G,

(EL1-00049) Shouguang Beiluo Industrial | 22G, 23G, 24G, 25G,
Park 262700 Weifang, 26G, 27G
R& | Date: Shandong, PRC.
(04/03/2025) Class- B
Free Sale Certificate: Declaration of
Fee details: Validity: (11-03-2025) conformity:
Amount paid: PKR 31,030/- Issuance date:
Paid Slip / challan No.: ISO 13485 certificate (03/04/2019)
59240174730 validity: (30/11/2026)
Dated: (17/02/2025) Shelf life: 05 Years
Letter of authorization:
Validity: (20/10/2026) Storage Conditions:
storage condition —
temperature between 20-
28°C, relative humidity
between 55-75%.

59. Applicant: (Legal Manufacturer) Active Life Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec (One-piece drainable
(Pvt.) Limited Limited First Avenue Deeside | pouch)

Uzma Court Main Clifton Road, | Industrial Park Deeside, Model:

Karachi. Flintshire, CH5 2NU, UK 22771 (10s’x1),

(EL1-00030) 22773(10s°x1)

Physical Manufacturer:

R& | Date: Domi nican Republic / Class- A

(01-06-2021) ConvaTec Dominican Declaration of
Republic, Inc.Carretera conformity:

Fee details: Sanchez, Km. 1 8.5.Parque Issuance date:

Amount paid: PKR 31,030/- Industrial Itabo, S.A. Haina, (03/04/2019)

Paid Slip / challan No.:
36093413
Dated: (24-05-2021)

San Cristobal. 91 000
Dominican Republic.

MHRA Free Sale
Certificate: submitted

Letter of authorization:
Issuance date:
19-12-2018

Shelf life: 05 Years

Storage Conditions:
storage condition —
temperature between 20-
28°C, relative humidity
between 55-75%.
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60. Applicant: (Legal Manufacturer) Natura Stomahesive Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec Wafer
(Pvt.) Limited Limited First Avenue Deeside
Uzma Court Main Clifton Road, | Industrial Park Deeside, Ostomy wafer
Karachi. Flintshire, CH5 2NU, UK Size / REF No.

(ELI-00030) 38MM (125901),
Physical Manufacturer: 45MM (125902)
R& | Date: Domi nican Republic / 57MM (125903),
(01-06-2021) ConvaTec Dominican 70MM (125904)
Republic, Inc.Carretera
Fee detalils: Sanchez, Km. 1 8.5.Parque Class- A
Amount paid: PKR 5000/- Industrial Itabo, S.A. Haina, Declaration of
Paid Slip / challan No.: 0829163 | San Cristobal. 91 000 conformity:
Dated: (20-08-2020) Dominican Republic. Issuance date:
(03/04/2019)
MHRA Free Sale
Certificate: submitted Shelf life: 05 Years
Letter of authorization: Storage Conditions:
Issuance date: Keep dry store 10"C to
19-12-2018 30'C.

61. Applicant: (Legal Manufacturer) Natura Stomahesive Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec Wafer with Flexible
(Pvt.) Limited Limited First Avenue Deeside | Collar
Uzma Court Main Clifton Road, | Industrial Park Deeside,

Karachi. Flintshire, CH5 2NU, UK Ostomy wafer
(EL1-00030) Sizes: REF No'
Physical Manufacturer: 38MM (125263)
R& | Date: Domi nican Republic / 45MM (125264)
(01-06-2021) ConvaTec Dominican 57MM (125265)
Republic, Inc.Carretera 70MM (125266)
Fee details: Sanchez, Km. 1 8.5.Parque
Amount paid: PKR 5000/- Industrial Itabo, S.A. Haina, | class- A
Paid Slip / challan No.: 0829164 | San Cristobal. 91 000 Declaration of
Dated: (20-08-2020) Dominican Republic. conformity:
Issuance date:
MHRA Free Sale (03/04/2019)
Certificate: submitted
Shelf life: 05 Years
Letter of authorization:
Issuance date: Storage Conditions:
19-12-2018 Keep dry store 10"C to
30'C.

62. Applicant: (Legal Manufacturer) Combihesive N atura Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec Drainable pouch
(Pvt.) Limited Limited First Avenue Deeside
Uzma Court Main Clifton Road, | Industrial Park Deeside, Drainable pouch!
Karachi. Flintshire, CH5 2NU, UK Sizes: REF No'

(EL1-00030) 38MM (125926)

Physical Manufacturer: 45MM (125927)

R& | Date: Domi nican Republic / 57MM (125928)

(01-06-2021) ConvaTec Dominican 70MM (125929)
Republic, Inc.Carretera

Fee details: Sanchez, Km. 1 8.5.Parque Class- A

Amount paid: PKR 5000/- Industrial Itabo, S.A. Haina, | peclaration of

Paid Slip / challan No.: 0829162 | San Cristobal. 91 000 conformity:

Dated: (20-08-2020) Dominican Republic.
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Issuance date:
MHRA Free Sale (03/04/2019)
Certificate: submitted
Shelf life: 05 Years
Letter of authorization:
Issuance date: Storage Conditions:
19-12-2018 10"C to 30'C.
63. Applicant: (Legal Manufacturer) Stomahesive Paste Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec
(Pvt.) Limited Limited First Avenue Deeside | Ostomy Adhesive
Uzma Court Main Clifton Road, | Industrial Park Deeside, REF No : (183910)
Karachi. Flintshire, CH5 2NU, UK
(EL1-00030) Class- A
Physical Manufacturer: Declaration of
R& | Date: Domi nican Republic / conformity:
(01-06-2021) ConvaTec Dominican Issuance date:
Republic, Inc.Carretera (03/04/2019)
Fee details: Sanchez, Km. 1 8.5.Parque
Amount paid: PKR 5000/- Industrial Itabo, S.A. Haina, | Shelf life: 05 Years
Paid Slip / challan No.: 0829165 | San Cristobal. 91 000
Dated: (20-08-2020) Dominican Republic. Storage Conditions:
10"Cto 30'C.
MHRA Free Sale
Certificate: submitted Composition:
Each 100gm contains
Letter of authorization: Monobutyl Ester of Poly
Issuance date: [Methyl Vinyl Ether
19-12-2018 /Maleic Acid) ...52 g
Gelatin............ 12.5¢
Pectin USP Grade ...
12.5¢
Sodium
Carboxymethylcellulose
[CMC) FCC Grade.. 12.5
g
Glyceryl Tris 12-
hydroxyl stearate
.............. 0.96g
Glyceryl Triacetate-
FCC.ooooviiiin 0.5
g
Alcohal L90 proof-
USP..ooiiiiiiins 9g
64. Applicant: (Legal Manufacturer) SUR-FIT Plus Urostomy | Approved.
M/s Muller & Phipps Pakistan Name: M/s ConvaTec Pouch
(Pvt.) Limited Limited First Avenue Deeside
Uzma Court Main Clifton Road, | Industrial Park Deeside, UROSTOMY Two piece
Karachi. Flintshire, CH5 2NU, UK pouches with fold over
(EL1-00030) tap.
Physical Manufacturer: Sizes: REF No'
R& | Date: Domi nican Republic / 38MM 402549
(01-06-2021) ConvaTec Dominican A5MM 402550
Republic, Inc.Carretera 57MM 402551
Fee detalils: Sanchez, Km. 1 8.5.Parque
Amount paid: PKR 5000/- Industrial Itabo, S.A. Haina,
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Paid Slip / challan No.: 0829161
Dated: (20-08-2020)

San Cristobal. 91 000
Dominican Republic.

MHRA Free Sale
Certificate: submitted

Letter of authorization:
Issuance date:
19-12-2018

Class- A
Declaration of
conformity:
Issuance date:
(03/04/2019)

Shelf life: 05 Years

Storage Conditions:
10"C to 30'C.

65. Applicant: (Legal Manufacturer) Sensititre™ AST Plates | Approved.
M/s Musaji Adam & Sons Name: M/Trek diagnostic
Address:C-285, Block 10, systems, limited. Susceptibility testing
Federal B Area, Karachi. Product code: YO10
(EL1-000239) Units 17-19,Willard Way, Pipette Polymer turbidity
Birches Industrial Estate, East | standard Quality control
R& | Date: Grinstead, RH 191 XZ, strains Vertex mixer
(29-jan-2021) United Kingdom. Incubator
Fee details: Cluster:
Amount paid: PKR 25000/- MHRA Free Sale Class- B
Paid Slip / challan No.: 2060437 | Certificate: May,2025 1SO 13485 Validity:
Dated: (04-01-2021) 06-11-2025
Shelf life: 24 Months
Storage Conditions:
Room temperature
66. Applicant: (Legal Manufacturer) Brand name: Mindray Approved.
M/s : MR Medical Pakistan Name: M/s Shenzhen Generic: Registration letter
Private Limited. Mindray BioMedical Auto Hematology shall be issued after
Address: Electronics Co., Ltd. Analyzer submission of valid
Office no 1101, 11th Floor, ISE | Mindray Building, Keji 12th free sale certificate,
Tower, Jinnah Avenue, Blue Road South, High-Tech Model: EC certificate
Avrea, Islamabad Industrial Park, Nanshan, BC-5120
(EL1-01008) 518057, Shenzhen,
Fee details: PEOPLE'S REPUBLIC OF Class- B (DOC
Amount paid: CHINA Submitted)
PKR 25000/- Free Sale Certificate Valid Shelf life: 05 years
Paid Slip / challan No.: till: 13-12-2023
455906974874 Letter of authorization: FSC (Germany)
Dated: 23-02-2023 14-04-2027 Issue date: 30-01-2021
67. Applicant: (Legal Manufacturer) Brand name: Lifotronic | Approved subject to

M/s Moody Global Services.
Address:
Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,
Blue area, Islamabad, 44000,
Pakistan.

(EL1-000926)
Fee detalils:
Amount paid:
PKR 5000/-
Paid Slip / challan No.:
271889626852
Dated: 10-11-2022

Name: M/s Shenzhen
Lifotronic Technology Co.,
Ltd.

Unit A 4 th floor, Building
15, Yijing Estate, No 1008
Songbai road, Nanshan
District, Shenzhen city,
Guangdong province, 518055,
P.R China.

Free Sale Certificate Valid
till: 24-09- 2022

Letter of authorization:
31-12-2027

Generic:
D-Timer Assay Kit
(Lateral flow
Immunoassay)
Packing:

10 tests / kit
25 tests / kit
50 tests / kit
100 tests / kit
Model:
FA-160

Class- A (DOC

submission of valid
FSC
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Submitted)
Shelf life: 05 years

68. Applicant: (Legal Manufacturer) Brand name: Lifotronic | Approved subject to
M/s Moody Global Services. Name: M/s Shenzhen Generic: submission of valid
Address: Lifotronic Technology Co., Automated ECL FSC
Office No. 14, 2 nd Floor, | Ltd. Immunoassay Analyzer
Mujahid plaza, Jinnah Avenue, | Unit A 4 th floor, Building Model:

Blue area, Islamabad, 44000, | 15, Yijing Estate, No 1008 eCL8000
Pakistan. Songbai road, Nanshan

(EL1-000926) District, Shenzhen city, Class- A (DOC
Fee detalils: Guangdong province, 518055, | Submitted)
Amount paid: P.R China. Shelf life: 05 years
PKR 5000/- Free Sale Certificate Valid Storage Conditions:
Paid Slip / challan No.: till: 24-09- 2022 10 - 35°C
9326732671 Letter of authorization:
Dated: 08-11-2022 31-12-2027

69. Applicant: (Legal Manufacturer) Brand name: Lifotronic | Approved subject to
M/s Moody Global Services. Name: M/s Shenzhen Generic: submission of valid
Address: Lifotronic Technology Co., HbAlc Analyzer FSC
Office No. 14, 2 nd Floor, | Ltd. Model:

Mujahid plaza, Jinnah Avenue, | Unit A 4 th floor, Building GH-900 Plus

Blue area, Islamabad, 44000, | 15, Yijing Estate, No 1008

Pakistan. Songbai road, Nanshan Class- A (DOC
(EL1-000926) District, Shenzhen city, Submitted)

Fee details: Guangdong province, 518055, | Shelf life: 05 years

Amount paid: P.R China. Storage Conditions:

PKR 5000/- Free Sale Certificate Valid 10 - 35°C

Paid Slip / challan No.: till: 24-09- 2022

30216647123 Letter of authorization:

Dated: 08-11-2022 31-12-2027

70. Applicant: (Legal Manufacturer) Brand name: Lifotronic | Approved subject to
M/s Moody Global Services. Name: M/s Shenzhen Generic: submission of valid
Address: Lifotronic Technology Co., Hemoglobin Analyzer FSC
Office No. 14, 2 nd Floor, | Ltd. Model: H9
Mujahid plaza, Jinnah Avenue, | Unit A 4 th floor, Building Class- A (DOC
Blue area, Islamabad, 44000, | 15, Yijing Estate, No 1008 Submitted)

Pakistan. Songbai road, Nanshan Shelf life: 05 years
(EL1-000926) District, Shenzhen city, Storage Conditions:
Fee details: Guangdong province, 518055, | 10 — 35°C
Amount paid: P.R China
PKR 5000/- Free Sale Certificate not
Paid Slip / challan No.: provided
30216647123 Letter of authorization:
Dated: 08-11-2022 31-12-2027
71. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for

M/s Moody Global Services.
Address:

Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,

Blue area, Islamabad, 44000,
Pakistan.
(EL1-000926)
Fee details:
Amount paid:
PKR 5000/-

Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,
PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid
till: 24-09- 2022

Generic: Thyroid Profile
Model:

Total T3:

IM4405051, IM4401051
IM4402051, IM4406051
IM4404051, IM4403051

Total T4:
IM4405053, IM4401053
IM4402053, IM4406053

Clarification for
submitting an
expired fee challan
(fee not paid).

Submit Valid and
legalized Free sale
certificate, EC
certificate, ISO
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Paid Slip / challan No.:

Letter of authorization:

IM4404053, 1M4403053

13485 Certificate,

633177309 10-10-2028 Declaration of
Dated: FT3: conformity.
ISO 13485 Certificate IM4405052, IM4401052
validity: IM4402052, IM4406052
IM4404052, IM4403052
EC Certificate validity: FT4:
IM4405054, IM4401054
DOC: IM4402054, IM4406054
IM4404054, IM4403054
TSH:
IM4405055, IM4401055
IM4402055, IM4406055
IM4404055, IM4403055
Class- B
Shelf life: 12 months
72. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic: Thyroid
Address: Biotechnology Co., Ltd. Autoantibodies Profile Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Model: submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Anti-TG: expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF IM4405056, IM4401056 | (fee not paid).
Pakistan. CHINA. IM4402056, IM4406056
(EL1-000926) IM4404056, IM4403056 | Submit Valid and
Fee details: Free Sale Certificate Valid legalized Free sale
Amount paid: till: 24-09- 2022 Anti-TPO: certificate, EC
PKR 5000/- IM4405057, IM4401057 | certificate, ISO
Paid Slip / challan No.: Letter of authorization: IM4402057, IM4406057 | 13485 Certificate,
48757423675 10-10-2028 IM4407057, IM4403057 | Declaration of
Dated: conformity.
ISO 13485 Certificate Thyroid Autoantibodies
validity: controls:
IM4293503, IM4291503
EC Certificate validity: IM4294503, IM4297503
IM4296503, IM4292503
DOC: IM4295503, 1M4298503
Class- B
Shelf life: 13 months
73. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for

M/s Moody Global Services.
Address:
Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,
Blue area, Islamabad, 44000,
Pakistan.

(EL1-000926)
Fee details:
Amount paid:
PKR 5000/-
Paid Slip / challan No.:
2297552630
Dated:

Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,
PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid
till: 24-09- 2022

Letter of authorization:
10-10-2028

ISO 13485 Certificate
validity:

Generic:

Thyroglobulin (Tg)
Model:

1IM4401059, IM4402059
1M4403059, IM4404059
1M4405059, IM4406059
1IM4407059, IM4408059
Class- B

Shelf life: 12 months

Clarification for
submitting an
expired fee challan
(fee not paid).

Submit Valid and
legalized Free sale
certificate, EC
certificate, 1ISO
13485 Certificate,
Declaration of
conformity.
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EC Certificate validity:

DOC:
74. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. iPTH Chemiluminescent | Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Immunoassay Kit and submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Controls expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Model: (fee not paid).
Pakistan. CHINA. IPTH CLIA Kit:
(EL1-000926) Free Sale Certificate Valid IM4402058, IM4403058 | Submit Valid and
Fee detalils: till: 26-11-2024 IM4406058, IM4407058 | legalized Free sale
Amount paid: certificate, EC
PKR 5000/- Letter of authorization: IPTH Control Level 1 certificate, 1SO
Paid Slip / challan No.: 10-10-2028 and Level 2: 13485 Certificate,
5054162476 IM4291058, 1M4292058 | Declaration of
Dated: 27-12-2023 ISO 13485 Certificate conformity.
validity: Class- B
Shelf life:
IPTH Kit: 18 Months
IPTH Control: 12 Months
75. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. IL-6 Chemiluminescent | Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Immunoassay Kit submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Model: (fee not paid).
Pakistan. CHINA. 1IM4402302, IM4403302
(EL1-000926) Free Sale Certificate Valid IM4406302 Submit Valid and
Fee details: till: 26-11-2024 legalized Free sale
Amount paid: Class- B certificate, EC
PKR 5000/- Letter of authorization: Shelf life: 12 months certificate, 1SO
Paid Slip / challan No.: 10-10-2028 13485 Certificate,
540314669250 ISO 13485 Certificate Declaration of
Dated: validity: conformity.
76. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. Hs-CRP Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Chemiluminescent submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Immunoassay Kit expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF (fee not paid).
Pakistan. CHINA. Model:
(EL1-000926) Free Sale Certificate Valid IM4402303, IM4406303 | Submit Valid and
Fee details: till: 26-11-2024 1IM4403303 legalized Free sale
Amount paid: certificate, EC
PKR 5000/- Letter of authorization: Class- B certificate, ISO
Paid Slip / challan No.: 10-10-2028 Shelf life: 18 months 13485 Certificate,
14276538 Declaration of
Dated: ISO 13485 Certificate conformity.
validity:
77. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for

M/s Moody Global Services.
Address:

Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,

Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,

Generic:
Hematology Analyzer
Reticulocyte Control

Clarification for
submitting an
expired fee challan
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Blue area, Islamabad,

Pakistan.

44000,

(EL1-000926)
Fee details:
Amount paid:
PKR 5000/-
Paid Slip / challan No.:
14132561668
Dated:

PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid
till: 26-11-2024

Letter of authorization:
10-10-2028

Model:

Level 1:

3.0mLx1
3.0mL x 2
3.0mL x 3
3.0mL x6
2.5mL x 1
2.5mL x 2
2.5mL x 3
2.5mL x 6

Level 2:

3.0mLx1
3.0mL x 2
3.0mL x3
3.0mL x6
2.5mL x 1
2.5mL x 2
2.5mL x 3
2.5mL x 6

Level 3:

3.0mLx1
3.0mL x 2
3.0mL x 3
3.0mL x6
25mL x 1
2.5mL x 2
2.5mL x 3
2.5mL x 6

Level 1~3: 3.0mL x 3
Level 1~3: 2.5mL x 3
Class- B

Shelf life: 90 days

1SO 13485 Certificate
validity:

(fee not paid).

Submit Valid and
legalized Free sale
certificate, EC
certificate, ISO
13485 Certificate,
Declaration of
conformity.

78.

Applicant:
M/s Moody Global Services.
Address:
Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,
Blue area, Islamabad, 44000,
Pakistan.

(EL1-000926)
Fee details:
Amount paid:
PKR 5000/-
Paid Slip / challan No.:
7931138558
Dated:

(Legal Manufacturer)
Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,
PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid
till: 26-11-2024

Letter of authorization:
10-10-2028

Brand name: Maccura
Generic:

hematology analyzer
calibrators and control

Model:

Part No:

Hematology Analyzer
Calibrator

*2.5mL x1

*2.5mL x2

*2.5mL x5

*3.5mL x1

*3.5mL x2

*3.5mL x5

Hematology Analyzer
Control Level 1:
*2.5mL x1

*2.5mL x2

Deferred for

Clarification for
submitting an
expired fee challan
(fee not paid).

Submit Valid and
legalized Free sale
certificate, EC
certificate, 1SO
13485 Certificate,
Declaration of
conformity.
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*2.5mL X3
*2.5mL x6

Level 2:

¢ 2.5mL x1
¢ 2.5mL x2
¢ 2.5mL x3
*2.5mL x6

Level 3:

¢« 2.5mL x1

¢ 2.5mL x2

¢ 2.5mL %3

*2.5mL x6

Level 1~Level 3: 2.5mL
x3

Class- B
Shelf life: 90 days

ISO 13485 Certificate
validity:

79.

Applicant:
M/s Moody Global Services.
Address:
Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,
Blue area, Islamabad, 44000,
Pakistan.

(EL1-000926)
Fee details:
Amount paid:
PKR 5000/-
Paid Slip / challan No.:
92838240717
Dated:

(Legal Manufacturer)
Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,
PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid
till: 26-11-2024

Letter of authorization:
10-10-2028

Brand name: Maccura
Generic:
Fertility Hormones

Model:

Part No:

Anti-AMH Kit:
IM4401208, 1M4402208
IM4403208, IM4404208
IM4405208, IM4406208
IM4407208, IM4408208

Anti-AMH Control:
1IM4493208, IM4491208
1IM4492208, IM4496208
1IM4495208

Testosterone:

IM4402210, IM4403210
IM4404210, IM4405210
IM4407210, IM4401210
IM4408210, IM4406210

LH:

IM4401202, IM4402202
IM4403202, IM4405202
IM4406202, IM4407202
IM4408202, IM4404202

Progesterone:

1IM4401205, IM4402205
1IM4403205, IM4404005
1IM4405205, IM4406205
1IM4407005, IM4408205

PRL:

Deferred for

Clarification for
submitting an
expired fee challan
(fee not paid).

Submit Valid and
legalized Free sale
certificate, EC
certificate, ISO
13485 Certificate,
Declaration of
conformity.
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IM4401203, 1M4402203
IM4403203, 1M4404203
IM4406203, 1M4408203
IM4405203, 1M4407203

FSH:

IM4402204, IM4403204
IM4405204,1M4407204
IM4408204, IM4401204
IM4404204, IM4406204

B-HCG:

IM4401207, IM4402207
IM4403207, IM4404004
IM4405207, IM4406207
1IM4407004, IM4408207
IM4403207

Human Growth
Hormone: IM4401206,
1IM4402206
1IM4403206, IM4404006
1IM4405206, IM4407006
1IM4408206 ,IM4406206

Class- B
Shelf life: 12 MONTHS

ISO 13485 Certificate
validity:

80. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. Diabetic Profile Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Model: expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Part No: (fee not paid).
Pakistan. CHINA. Insulin Kit:
(EL1-000926) Free Sale Certificate Valid 1IM4402401, IM4403401 | Submit Valid and
Fee details: till: 26-11-2024 IM4406401, IM4407401 | legalized Free sale
Amount paid: certificate, EC
PKR 5000/- Letter of authorization: C-Peptide Kit: certificate, ISO
Paid Slip / challan No.: 10-10-2028 IM4402402, IM4403402 | 13485 Certificate,
57199455605 1IM4406402, IM4407402 | Declaration of
Dated: conformity.
Class- B
Shelf life: 18 MONTHS
ISO 13485 Certificate
validity:
81. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for

M/s Moody Global Services.
Address:
Office No. 14, 2 nd Floor,
Mujahid plaza, Jinnah Avenue,
Blue area, Islamabad, 44000,
Pakistan.

(EL1-000926)

Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech
zone, 611731 Chengdu,
PEOPLES REPUBLIC OF
CHINA.

Free Sale Certificate Valid

Generic:
Automatic Hematology
Analyzer

Model:
Part No:
F800

Clarification for
submitting an
expired fee challan
(fee not paid).

Submit Valid and
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Fee details: till: 26-11-2024 F810 legalized Free sale
Amount paid: F880 certificate, EC
PKR 5000/- Letter of authorization: certificate, 1SO
Paid Slip / challan No.: 10-10-2028 Class- B 13485 Certificate,
36929968495 Shelf life: 05 years Declaration of
Dated: conformity.
ISO 13485 Certificate
validity:
82. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. Automatic Hematology Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Analyzer submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Model: (fee not paid).
Pakistan. CHINA. Part No:
(EL1-000926) Free Sale Certificate Valid F560 Submit Valid and
Fee details: till: 26-11-2024 F580 legalized Free sale
Amount paid: certificate, EC
PKR 5000/- Letter of authorization: Class- B certificate, 1SO
Paid Slip / challan No.: 10-10-2028 Shelf life: 05 years 13485 Certificate,
15037594862 Declaration of
Dated: ISO 13485 Certificate conformity.
validity:
83. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:
Address: Biotechnology Co., Ltd. Anti-CCP Antibody Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | Chemiluminescent submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Immunoassay Kit expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF (fee not paid).
Pakistan. CHINA. Model:
(EL1-000926) Free Sale Certificate Valid Part No: Submit Valid and
Fee details: till: 26-11-2024 IM4401251 IM4402251 | legalized Free sale
Amount paid: IM4403251 IM4404251 | certificate, EC
PKR 5000/- Letter of authorization: IM4405251 IM4406251 | certificate, 1ISO
Paid Slip / challan No.: 10-10-2028 IM4407251 IM4408251 | 13485 Certificate,
3541586285 Class- B Declaration of
Dated: Shelf life: 12 months conformity.
ISO 13485 Certificate
validity:
84. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for

M/s Moody Global Services.
Address:

Office No. 14, 2 nd Floor,

Name: M/s Maccura
Biotechnology Co., Ltd.
16#, Baichuan Road, Hi-tech

Generic:
Anemia Profile

Clarification for
submitting an

Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, Model: expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Anemia Markers (fee not paid).
Pakistan. CHINA. Control:
(EL1-000926) Free Sale Certificate Valid IM4491076 IM4492076 | Submit Valid and
Fee details: till: 26-11-2024 IM4493076 1IM4494076 | legalized Free sale
Amount paid: IM4495076 1IM4496076 | certificate, EC
PKR 5000/- Letter of authorization: IM4497076 IM4498076 | certificate, ISO
Paid Slip / challan No.: 10-10-2028 IM4499076 13485 Certificate,
715726324 Declaration of
Dated: Ferritin: conformity.
IM4401201 1M4402201
1IM4403201 1M4404201
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IM440520 IM4406201
IM4407201 IM4408201

Folate CLIA Kit:
IM4402211 IM4403211

VB12 Kit:

IM4402212 IM4403212
Class- B

Shelf life: 12 months

ISO 13485 Certificate
validity:

85. Applicant: (Legal Manufacturer) Brand name: Maccura Deferred for
M/s Moody Global Services. Name: M/s Maccura Generic:

Address: Biotechnology Co., Ltd. 25-OH Vitamin D Kit Clarification for
Office No. 14, 2 nd Floor, | 16#, Baichuan Road, Hi-tech | and Control submitting an
Mujahid plaza, Jinnah Avenue, | zone, 611731 Chengdu, expired fee challan
Blue area, Islamabad, 44000, | PEOPLES REPUBLIC OF Model: (fee not paid).
Pakistan. CHINA. 25-OH Vitamin D
(EL1-000926) Free Sale Certificate Valid | Control: Submit Valid and

Fee details: till: 26-11-2024 IM4291203 IM4294203 | legalized Free sale
Amount paid: IM4292203 IM4295203 | certificate, EC
PKR 5000/- Letter of authorization: IM4293203 IM4296203 | certificate, ISO
Paid Slip / challan No.: 10-10-2028 13485 Certificate,
777810231 25-OH Vitamin D Declaration of
Dated: Chemiluminescent conformity.

Immunoassay Kit:

IM4401351 IM4402351

IM4403351 1IM4404351

IM4405351 IM4406351

IM4407351

Class- B

Shelf life: 12 months

ISO 13485 Certificate

validity:

86. M/s Sigma Legal Manufacturer: CA-MI NEW HOSPIVAC| Approved; the firm
International, CA-MI S.r.l., Via Ugo La 350 (REF RE 410356/41) | provided FSC of
894 B Block Malfa 13, Frazione Generic Name: Suction Italy.

Faisal Town Pilastro 43013 Langhirano Machine

Lahore (PR) ltaly Class: B
Manufacturing Site(s): Shelf Life: N/A

ELI-00989 CA-MI S.r.l., ViaUgo La Codes/Sizes:

Dated:
03/02/2025.

R&lI detail 04/02/2025
Fee Challan No: 5918361030

Malfa 13, Frazione
Pilastro 43013 Langhirano
(PR) Italy.
LOA:
Validity: 23/11/2025
ESC: ltaly
Country of Origin:
21/10/2024
1SO 13485:

Validity: 01/08/2025.

(REF RE 410356/38)
(REF RE 410356/43)
(REF RE 410356/54)
(REF RE 410356/55)
(REF RE 410356/56)
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87. M/s Sigma Legal Manufacturer: CA-MI New Hospivac | Approved; the firm
International, CA-MI S.r.l., ViaUgo La 400 (REF RE 410350/59) | provided FSC of
894 B Block Malfa 13, Frazione Generic Name: Suction Italy.

Faisal Town Pilastro 43013 Langhirano Machine
Lahore (PR) Italy Class: B
Manufacturing Site (s): Shelf Life: N/A
ELI-00989 CA-MI S.r.l, Via Ugo La Codes/Sizes:
Malfa 13, Frazione Pilastro | (REF RE 410350/01)
R&I detail(s) 04/02/2025 43013 Langhirano (REF RE 410350/08)
|(_FZ)RA Italy (REF RE 410350/10)
Fee Challan No:06754300 Dated: | v/alidity: 23/11/2025 (REF RE 410350/36)
03/02/2025 FSC: [tal (REF RE 410350/40)
oo faly: . (REF RE 410350/47)
Country of Origin Validity:
23/09/2026
1SO 13485:
Validity: 01/08/2025

88. Pharma Lunit Inc. 4-8F, 374 “LUNIT INSIGHT Approved subject to
Consultant Pakistan Pvt. Gangnam-daero, CXR” submission of
Ltd. Suite No. 207, 207A, Khan | Gangnam-gu, generic name.
Tower, Walton Seoul, South Korea. Class of Medical Device:

Road, DHA Class-B
Square Lahore LOA: Valid till April 18,
Cantt- Lahore 2029 Shelf Life:
FSC-Origin Country: No NA
ELI-00176 Expiry mentioned on FSC-
Korea Issued on February Codes/Models:
R&I date: 14, 2024 FSC-RRA: 113012
22" July, 2024 No Expiry mentioned on Product Version 3.1
FSC-Belgium Issued on May
28, 2024
1SO13485 Certificate:
Valid till 15-12-2024

89. M/s. Moon Enterprises, Lahore. | Jiangxi Exquiste Technology, | SEPARATION GEL Approved;.
ELI1:00356 China TUBES
Tracking ID: 1 STRoad of Yuhu West,

BDG-W3H-WNH6 Xiaolan Economic Class: A

Fee: 7696802182 Development Zone, Nanchang | Shelf Life: 05 years
City, Jiangxi Codes / Sizes:
Province, P.R CHINA FSC: All sizes as per FSC
China
Validity: 09/Sep/2026
LOA Valid: 31/Dec/2027

90. M/s. Moon Enterprises, Lahore. | Jiangxi Exquiste Technology, | JINGZ® (ImuMed®) | Approved;
EL1:00356 China PLAIN TUBES
Tracking ID: 1 STRoad of Yuhu West, Class A
BB4-6EX-X9QL Xiaolan Economic Shelf Life: 05 years
Fee:20206354147 Development Zone, Nanchang | Codes / Sizes:

City, Jiangxi All sizes as per FSC
Province, P.R CHINA FSC:

China

Validity: 09/Sep/2026

LOA Valid: 31/Dec/2027

91. M/s. Moon Enterprises, Lahore. | M/s Jiangsu Jichun Medical | JJIMD® (Disposable | Addressed in 80™"
ELI:00356 Devices Co., Ltd., China. Transfusion Set) | meeting.

Fee Slip: 1871480955 Manufacturing Site:
Tracking ID: Zhenglu Town, Changzhou Class B
BN1-WS7-HJ53 Gity, Jiangsu Province, China.| Shelf Life: 5 years
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Date of R&I:12-10-23
FSC: China

Validity: 24-02-2025
LOA

Validity: 04-06-2028
EC Certificate
Validity: 29-12-2027
ISO 13485

Validity: 16-06-2026

Codes/Sizes: 1/Pc Pack

92. Zenith Legal Manufacturer: “GENIAL” Digital Deferred for
International, M/s Guangdong Blood Pressure Monitor | provision of Valid
Room #104, Genial Technology Co., Ltd, FSC, LOA, ISO-
Tahir Plaza, o Class B 13485 and CE
A/20, Block Manufacturing Site: Shelf Life: 05 years certificates.
788, 1-6-05-02 11" Road,

K.C.H.S.U. Area B, Guangfozhao Codes / Sizes (if any)
Karachi, Economic
Pakistan Cooperation Zone, (Model# GT-712, GT-
Zhagang Town, Huaiji 702B & GT-702C)
(EL1-00090) County, Zhaoging
Date of R&I 09 June 2022 City, Guangdong
Province, 526437, China
FSC No. 20220465 China
valid till 13-04-2024
LOA Valid till 31- 12-2023.
ISO: Valid: 16- 09-2022
93. M/S. Safe Health Pakistan | Legal Manufacturer: Venous Approved subject
Bizcon. M/S. Zheijiang Rungiang Disposable Ambulatory | to provisions of
Office No. 25, 2" Floor, Dilkusha | Medical Instruments Co., Ltd. | Pump (Infusion Pump) Valid FSC.
Chamber, Marston Road, Karachi | Manufacturing Site: No. 618,
Dade Road, Jiaxing Xiuzhou | Class B.
(ELI-00275) Distric, 314031 Jianxing City, | Shelf Life:
Date of R&I: Peoples Republic of China. 05 years
03-04-2021 FSC: Validity: Germany 14- | Codes/Sizes:
07-2025. As per FSC
LOA
Validity: 01-01-2025.
EC Certificate
Validity: 06-05-2025.
ISO 13485
Validity: 06-05-2023
94. M/S. Safe Health Pakistan | Legal Manufacturer: Venous Deferred for
Bizcon. M/S. Foshan Special Medical | Disposable Central provision of Valid

Office No. 25, 2" Floor, Dilkusha

Chamber, Marston Road, Karachi

(ELI-00275)

Co,, Ltd.,

Manufacturing Site: Address:
No. 5, Hutian Road,
Nanzhuang Town, Chancheng
District, Foshan City. Peoples
Republic of China.

Date of R&I:

22-05-2022

FSC:

Country of Origin. China

Validity: 23-01-2024

Venous Catheter
Class B (E)

Shelf Life:

03 years

Codes/Sizes:

Single, Double and Three
Lumen catheter

LOA and FSC of
RRA.
Clarification of
classification and
differential fee.
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LOA

Validity: 17-01-2025
ISO 13485

Validity: 28-07-2022

95. M/S. Safe Health Pakistan | Legal Manufacturer: Brand Name: Venous Approved subject
Bizcon. Zhanjiang Star Enterprise Co., | Disposable Endotracheal | to provisions of
Office No. 25, 2™ Floor, Dilkusha | Ltd, Tube Valid FSC of RRA
Chamber, Marston Road, Karachi | Manufacturing Site: Room and CE

1122, No.55 Shizhou Middle | Class B Certificates.
(ELI-00275) Road, Nanshan District,

Shenzhen China Shelf Life:

Date of R&I: 05 years

06-10-2020 Codes/Sizes:

ESC: As per FSC

Country of Origin. China Cuffed: 2.0, 2.5, 3.0, 3.5,

Validity: 24-04-2021 4.0,4.5,5.0,5.5, 6.0, 6.5,

ESC: 7.0,75,8.0,8.5,9.0, 9.5.

FSC of Reference Country Un-Cuffed: 2.0, 2.5, 3.0,

Validity: Nil 3.5,4.0,4.5,5.0,5.5, 6.0,

LOA 6.5, 7.0,7.5,8.0, 8.5, 9.0,

Validity: 30-04-2025 9.5.

EC Certificate

Validity: 26-05-2024

It is FDA 510K Registered

Device

ISO 13485

Validity: 31-08-2022

96. M/S. Safe Health Pakistan | Legal Manufacturer: Venous Extension Set Deferred for
Bizcon. M/S. Zheijiang Rungiang (Pressure Tube) provision of Valid
Office No. 25, 2" Floor, Dilkusha | Medical Instruments Co., Ltd. LOA and FSC of
Chamber, Marston Road, Karachi | Manufacturing Site: No. 618, | Class B (E) any RRA.

Dade Road, Jiaxing Xiuzhou Clarification of
(ELI-00275) Distric, 314031 Jianxing City, | Shelf Life: classification and

Peoples Republic of China. 05 years differential fee.

FSC: Validity: Germany 14- | Codes/Sizes:

07-2025. As per FSC

LOA

Validity: 01-01-2025

EC Certificate

Validity: 06-05-2025

ISO 13485

Validity: 06-05-2023

97. Legal Manufacturer: Brand Name: Deferred for
M/S. Safe Health Pakistan | M/S. Zheijiang Curaway | Venous provision of Valid
Bizcon. Medical Technology Co., Ltd. | (Biopsy Needle) LOA and FSC of

Office No. 25, 2" Floor, Dilkusha
Chamber, Marston Road, Karachi

(ELI-00275)
Date of R&lI:
11-10-2021

Manufacturing Site: Room
106, Building 1, # 600, 21st
Street, Economic &
Technological Development
Area, Hangzhou, Zheijiang,
Peoples Republic of China.
FSC:

Country of Origin. China
Validity: 01-12-2022

(New 30-06-2025)

LOA

Validity: 29-05-2025

ISO 13485

Validity: 09-05-2025.

Class B (E)
Shelf Life:
03 years

Codes/Sizes:
As per FSC

any RRA.
Clarification of
classification and
differential fee.
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98. M/S. Safe Health Pakistan | Legal Manufacturer: Venous Suction Catheter | Approved, subject
Bizcon. M/S. Suzhou Yaxin Medical | with Mucus Extractor to provisions of
Office No. 25, 2" Floor, Dilkusha | Products Co., Ltd. valid FSC
Chamber, Marston Road, Karachi | Manufacturing Site: No. 12, Class B (E)

Zhonghua Road, Mudu Town, | Shelf Life:
(ELI-00275) Suzhou. China 05 years
Date of R&I: FSC of Reference Country Codes/Sizes:
06-10-2020 Validity: UK-MHRA 02-01- | As per FSC
2025 Suction Catheter
LOA: Valid: 01-06-2029 with Mucus
EC Certificate Extractor
Validity: 11-12-2025
ISO 13485
Validity: 05-05-2023

99, M/S. Safe Health Pakistan | Legal Manufacturer: Venous Disposable Approved subject to
Bizcon. M/S. Suzhou Yaxin Medical | Suction Connecting Tube | submission of
Office No. 25, 2" Floor, Dilkusha | Products Co., Ltd. with Yankauer codes/sizes.,
Chamber, Marston Road, Karachi | Manufacturing Site: No. 12,

Zhonghua Road, Mudu Town, | Class B (E)
(ELI-00275) Suzhou. China

FSC of Reference Country Shelf Life:

Validity: UK-MHRA 02-01- | 05 years

2025 Codes/Sizes:

LOA As per FSC

Validity: 01-06-2029 Disposable Suction

EC Certificate Connecting Tube with

Validity: 11-12-2025 Yankauer

ISO 13485

Validity: 05-05-2023

100. | M/S. Safe Health Pakistan | Legal Manufacturer: Brand Name: Approved subject to
Bizcon. M/S. Zheijiang Rungiang Venous Three submission of
Office No. 25, 2" Floor, Dilkusha | Medical Instruments Co., Ltd. | Way Stopcock codes/sizes.,
Chamber, Marston Road, Karachi | Manufacturing Site: No. 618,

Dade Road, Jiaxing Xiuzhou | Class B (E)
(ELI-00275) Distric, 314031 Jianxing City,
Peoples Republic of China. Shelf Life:
FSC: Validity: Germany 14- | 05 years
07-2025. Codes/Sizes:
LOA As per FSC
Validity: 01-01-2025 With & Without Tube
EC Certificate
Validity: 06-05-2025
ISO 13485
Validity: 06-05-2023
101. | M/s: Genus Legal Manufacturing: INT Pressure Bandage - | Approved; subject

Address of Importer

House No. 220, Block-3, S.
Abdul Tawwab Road, Karachi,
Pakistan.

ELI: 00038/-

R&I Detail

12-12-2022

Fee Rs. 25,000/ through slip no.
451450793650, dated 20-11-2022

Shanghai Kindly Medical
Instruments Co., Ltd., NO.
925, Jinyuan No. 1 Road,
Shanghai China

LOA Valid:26-05-26
FSC Validity:15-04-24
(applied for new FSC)
OR EC Certificate:
Validity:26-05-2024
1SO13485:
Validity:06-12-27

Pressure Bandage TR
Band

Pressure Bandage
Class A

Shelf Life:03-Years
Codes/Sizes
ZXDI-18, ZXDI-
22, ZXDI-26,
ZXDI-26,
ZXDII-18,
ZXDII-22,
ZXDII-26, PB0O1,
PB02, PB03,

PB04, PBO4A,

to provisions of
valid FSC and CE
Certificates.
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PB04B, FPBO1

102. | M/s: Genus Legal Manufacturing: G flex Guide Wire Approved subject to
Address of Importer Shanghai Kindly Medical Guide wire submission of
House No. 220, Block-3, S. Instruments Co., Ltd., NO. Class B FSC of country of
Abdul Tawwab Road, Karachi, 925, Jinyuan No. 1 Road, Shelf Life:3 Years origion
Pakistan. Shanghai China Codes/Sizes:

ELI: 00038/- LOA Valid:26-05-26 GW351JF,
R&I Detail FSC Validity:15-04-24 GW352JFGW353JF,GW38
12-12-2022 (applied for new FSC) 1JFGW382JF,GW383JFG
Fee Rs. 25,000/ through slip no. | OR EC Certificate: W351SFGW352SF,
0678457033,dated 20-11-2022 Validity:26-05-2024 GW353SF, GW381SF,
(Extension Confirmation GW382SF, GW383SF,
Letter is available) GW141JF, GW142JF,
1SO13485: GW143JF, GW141SF,
Validity:06-12-27 GW142SF, GW143SF,
GW251JF, GW252JF,
GW253JF, GW251SF,
GW252SF, GW253SF
HG353AF, HG354AF,
HG355AF, HG353JF,
HG354JF,
HG355JF,HG383AF,
HG384AF,HG385AF,
HG383JF, HG384JF,
HG385JF

103. | M/s: Genus Legal Manufacturing: G Folds 2/3 ports Approved subject to
Address of Importer Shanghai Kindly Medical Manifolds submission of
House No. 220, Block-3, S. Instruments Co., Ltd., NO. Class B FSC of country of
Abdul Tawwab Road, Karachi, 925, Jinyuan No. 1 Road, Shelf Life:3 Years origion
Pakistan. Shanghai China Codes/Sizes
ELI: 00038/- LOA Valid:26-05-26 AMO02, AM03,AM04
R&I Detail FSC Validity:15-04-24 AMO0301, AM0302,

12-12-2022 (applied for new FSC) AMO0303, AM0307,
Fee Rs. 25,000/ through slip no. | OR EC Certificate: AMO0308, AM0309,
9946331805, Validity:26-05-2024 AMO0310, AM0209,
dated 20-11-2022 (Extension Confirmation AMO0210, AM0201,
Letter is available) AMO0202, AM0401,
1SO13485: AMO0402
Validity:06-12-27
104. | M/s: Genus Legal Manufacturing: G Ducer R Hydro Approved subject to

Address of Importer

Shanghai Kindly Medical

Introducer Set

submission of

House No. 220, Block-3, S. Instruments Co., Ltd., NO. Class B FSC of country of
Abdul Tawwab Road, Karachi, 925, Jinyuan No. 1 Road, Shelf Life:3 Years origion
Pakistan. Shanghai China Codes/Sizes
LOA Valid:26-05-26 1S01, 1S02,1S03, 1S04,
ELI: 00038/- FSC Validity:15-04-24 HISO1, HISO2, HIS03,
(applied for new FSC) HIS04 1ISM01, ISM02,
R&I Detail OR EC Certificate: ISMO02, ISM04, TRO1,
12-12-2022 Validity:26-05-2024 TRO2, TRO2A,
Fee Rs. 25,000/ through slip no. | 1ISO13485: TRO3,TRO3A, TR04,
8881205347, dated 20-11-2022 | Validity:06-12-27 TRO4A, TRM01,TRMO02,
TRMO02A, TRMO03,TRMO
3A, TRMO4, TRMO4A,
HTO03, HTRO3A, HTRO04,
HTRO04, CTRO3,
CTRO3A, CTR04,
CTRO4A,
CHTRO3,CHTRO3A,
CHTRO04, CHTRO4A
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105. | M/s: Genus Legal Manufacturing: INT Sterile Seldinger Approved subject to
Address of Importer Shanghai Kindly Medical Needle submission of
House No. 220, Block-3, S. Instruments Co., Ltd., NO. FSC of country of
Abdul Tawwab Road, Karachi, 925, Jinyuan No. 1 Road, Class B origion
Pakistan. Shanghai China Shelf Life:03-Years
ELI: 00038/- LOA Valid:26-05-26
R&I Detail FSC Validity:15-04-24 Codes/Sizes
12-12-2022 (applied for new FSC) SNO03, SN03a, SNO5,
Fee Rs. 25,000/ through slip no. | OR EC Certificate: SNO06, SNO7, SN09, SN10
through slip no. 43684847217, Validity:26-05-2024
dated 20-11-2022 1SO13485:
Validity:06-12-27
106. | M/s: Genus Legal Manufacturing: Gen-medflator Inflation | Approved subject to
Address of Importer Shanghai Kindly Medical Device Kit submission of
House No. 220, Block-3, S. Instruments Co., Ltd., NO. Inflation Device FSC of country of
Abdul Tawwab Road, Karachi, 925, Jinyuan No. 1 Road, origion
Pakistan. Shanghai China Class B
ELI: 00038/- LOA Valid:26-05-26 Shelf Life:3 Years
R&I Detail FSC Validity:15-04-24
12-12-2022 (applied for new FSC)
Fee Rs. 25,000/ through slip no. | OR EC Certificate: Codes/Sizes
65585429271, dated 20-11-2022 | Validity:26-05-2024 Al25, Al30, Al40
1SO13485:
Validity:06-12-27
107. | M/s Jasani Scientifics Legal Manufacturer: Direct Ophthalmoscope Approved
SC-45, Marium keeler Ltd, ((1128-P-1014,1941-P-
Square, chandni Clewer Hill Road, Windsor,  |1341,1302-P-1011,1518-P-
Chowk, Stadium road, Karachi, Berkshire, 1002,1964-P-2001,1302-P-
74800, Pakistan. SL4 4AA, UNITED 1007,1128-P-1004,1941-P-
(ELI1-000416) R&I:16/09/2024 KINGDOM. 1368,1427-P-1071
Challan No. 38389926318 Mentioned on FSC)
Fee paid date: FSC Validity: Class: A
26-08-2024 23/ 01/2029 Shelf life: N/A
Submission date:16-09-2024 LOA Validity: 20/03/2026 Codes :9018.5000
1SO13485 Validity:
23/03-2026
108. | M/s Jasani Scientifics Legal Manufacturer: Applanation Tonometer | Approved
SC-45, Marium keeler Ltd, R-Type
Square, chandni Clewer Hill Road, Windsor, (2414-P-2040 Mentioned
Chowk, Stadium road, Karachi, Berkshire, on FSC)
74800, Pakistan. SL4 4AA, UNITED Class A
(ELI1-000416) R&1:16/09/2024 KINGDOM. Shelf life: N/A
Challan No. 38389926318
Fee paid date: FSC Validity: Codes :9018.5000
26-08-2024 23/ 01/2029
Submission date:16-09-2024 LOA Validity: 20/03/2026
1SO13485 Validity:
23/03-2026
109. | M/s Jasani Scientifics Legal Manufacturer: Keeler Slit Lamp Approved

SC-45, Marium

Square, chandni

Chowk, Stadium road, Karachi,
74800, Pakistan.

(ELI1-000416) R&I:16/09/2024
Challan No. 38389926318

Fee paid date:

26-08-2024

keeler Ltd,

Clewer Hill Road, Windsor,
Berkshire,

SL4 4AA, UNITED
KINGDOM.

FSC Validity:
23/ 01/2029

(3020-P-2089,3020-
P2090,3020-P-
2006,3020-P2007,3020-
P-2093,3020-P-
2009,3020-P-2010,3010-
P-

2000,3010-P-2001
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Submission date:16-09-2024

LOA Validity: 20/03/2026
1SO13485 Validity:

Mentioned on FSC)

23/03-2026 Class A
Shelf life: N/A
Codes : 35148
110. | MEDTEX Shanghai Kinmed import & PUFFIN Standard Approved cuffed
export Co., Ltd China Suit L, | Endotracheal Tube subject to
Address: 2/236A, 12th Floor, No.588 Yingkou submission of fee
ghih(;;.j’(gﬁzligeen Road, Shanghai , China Size/specification: for uncuffed and
o : , Manufacturing Site Cuffed/Un cuffed valid EC
Karachi - 75400, Pakistan License )
No. Name: Bonree Medical 2.5mm, 3.0mm, 3.5mm,
Co.,Ltd Address: 1st floor of | 4 omm. 4.5mm. 5.0mm
ELI-00892 Building no 2, Buildingno 4, | 55mm, 6.0mm. 6.5mm.
Longzhu Village Economic 7.0mm, 7.5mm, 8.0mm,
Receipt No. Estate, Longzhu Avenue, 8.5mm. 9.0mm, 9.5mm,
613738656739 Nanlang, 528451, Zhongshan, | 10mm
Guangdong, People’s Class: B
Republic of China Shelf life: Real time
ESC China studies are still ongoing
Validity: 24/10/2025 will be provided when
LOA validity: 04/02/29 completed
ISO 13485 Accelerated stability
Validity: 31/07/2025 report shelf life: 5-years
111. | MEDTEX Shanghai Kinmed import & PUFFIN Approved subject to
export Co., Ltd China Suit L , submission of EC
Address: 2/236A, 12th Floor, N0.588 Yingkou Feeding Tube
P.E.C.H.S.,Main Road, Shanghai , China . o
Shahrah-e-Quaideen . . Size/specification:
Karachi - 75400, Pakistan | Manufacturing Stte 5Fr, 6F, 8Fr, 10Fr, 12
License No. Co.,Ltd Address: 1st floor of ;(r),Flr4Fr, 16Fr, 18Fr,
ELI-00892 Building no 2, Building no 4, Class: B
Receipt No. Longzhu Village Economic '
75007943628 Estate, Longzhu Avenue, Shelf life: Real time
Nanlang, 528451, Zhongshan, | studies are still ongoing
Guangdong, People’s will be provided when
Republic of China completed
FSC China Accelerated stability
Validity:24/10/2025 report shelf life: 5 years
LOA validity:
04/02/2029
ISO 13485
Validity: 31/07/2025
112. | MEDTEX Shanghai Kinmed import & PUFFIN Approved subject to
export Co., Ltd China Suit L , submission of EC
Address: 2/236A, 12th Floor, No.588 Yingkou Stomach Tube

P.E.C.H.S.,Main
Shahrah-e-Quaideen
Karachi - 75400, Pakistan
License No.

ELI - 00892

Receipt No.
7035662298

Road, Shanghai , China

Manufacturing Site
Name: Bonree Medical

Co.,Ltd Address: 1st floor of
Building no 2, Building no 4,
Longzhu Village Economic
Estate, Longzhu Avenue,
Nanlang, 528451, Zhongshan,
Guangdong, People’s

Size/ specification: 6Fr,
8Fr,

10Fr, 12 Fr,

14Fr, 16Fr,

18Fr, 20Fr

Class: B
Shelf life: Real time
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Republic of China
FSC China
Validity:24/10/2025
LOA validity:
04/02/2029

ISO 13485

Validity: 31/07/2025

studies are still ongoing
will be provided when
completed

Accelerated stability
report shelf life: 5 years

113. MEDTEX Shanghai Kinmed import & PUFFIN Yankauer Approved subject to
export Co., Ltd China Suit L Suction Sets submission of EC
Address: 2/236A, , 12th Floor, No.588 Yingkou
ShP.hE.i.H.(Sg.,l\/_lgun Road, Shanghai , China Size/s;?]e/cifiﬁation: Crown
ahrah-e-Quaideen . . tip with/without
i ; Manufacturing Site . . .
Karachll_i;izslg(’)\,k?aklstan Name: Bonree Medical vent 3/167, 1/4", 9/32
el 00892' Co.,Ltd Address: 1st floor of Class: B
- Building no 2, Building no 4, . .
Longzhu Village Economic stL?(;]iee I; ;'::'55 Iﬁ::'rgfn
Receipt No. Estate, Longzhu Avenue, will be provided v?/heng
599062669 Nanlang, 528451, Zhongshan, cc?m leted
Guangdong, People’s P .
Republic of China Accelerated stability
FSC China report shelf life: 5 years
Validity:24/10/2025
LOA validity:04/02/29
ISO 13485
Validity: 31/07/2025
114. MEDTEX Shanghai Kinmed import & PUFFIN Nasal Oxygen | Approved subject to
' export Co., Ltd China Suit L, Cannulas submission of EC
Address: 2/236A, 12th Floor, No.588 Yingkou
ShPhE-i-H-S-,M:In Road, Shanghai, China Size/specification:
o T Fawan | Macrgste | Nenate i,
License No Name: Bonree Medical pediatric, adult
Elil 00892l Co.,Ltd Address: 1st floor of Class: B
- Building no 2, Building no 4, o .
Longzhu Village Economic Sh_elf life: Real time
. studies are still ongoing
Receipt No. Estate, Longzhu Avenue, will be provided when
6851514446 Nanlang, 528451, Zhongshan, cgm leted
Guangdong, People’s P .
Republic of China Accelerated stability
FSC China report shelf life: 5 years
Validity:24/10/2025
LOA validity:
04/02/2029
ISO 13485
Validity: 31/07/2025
115. MEDTEX Shanghai Kinmed import & PUFFIN Nelton Approved subject to

Address: 2/236A,
P.E.C.H.S.,Main
Shahrah-e-Quaideen
Karachi - 75400, Pakistan
License No.

ELI - 00892

Receipt No. 20084497

export Co., Ltd China Suit L,
12th Floor, N0.588 Yingkou
Road, Shanghai , China

Manufacturing Site
Name: Bonree Medical
Co.,Ltd Address: 1st floor of
Building no 2, Building no 4,
Longzhu Village Economic
Estate, Longzhu Avenue,
Nanlang, 528451, Zhongshan,

Catheters

Size/specification: 6Fr,
8Fr,
10Fr, 12 Fr,
14Fr, 16Fr,
18Fr, 20Fr
Class: B

Shelf life: Real time

submission of EC
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Guangdong, People’s
Republic of China
FSC China
Validity:24/10/2025
LOA validity:
04/02/2029

ISO 13485

Validity: 31/07/2025

studies are still ongoing
will be provided when
completed

Accelerated stability
report shelf life: 5 years

116. MEDTEX Shanghai Kinmed import & PUFFIN Approved subject to
export Co., Ltd China Suit L ) submission of EC
Address: 2/236A, , 12th Floor, N0.588 Yingkou Suction catheter
P.E.C.H.5. Main Road, Shanghai , China : .
Shahrah-e-Quaideen Manuf ina Si Size/specification:
Karachi - 75400, Pakistan anufacturing Site 6Fr, 8Fr,
. Name: Bonree Medical
License No. _ 10Fr, 12 Fr,
Co.,Ltd Address: 1st floor of 14Fr. 16Fr. 18Fr
ELI 00892 Building no 2, Building no 4, T
Longzhu Village Economic Class: B
Receipt No. Estate, Longzhu Avenue, ) )
1715032688 Nanlang, 528451, Zhongshan, |  Shelf life: Real time
Guangdong, People’s studies are still ongoing
Republic of China will be provided when
FSC China completed
Wlidity'24/10/2025 Accelerated stability
- report shelf life: 5 years
LOA validity:
04/02/2029
ISO 13485
Validity: 31/07/2025
117. MEDTEX Shanghai Kinmed import & PUFFIN Approved subject to
Address: 2/236A, export Co., Ltd., China ) _ submission of EC
P.E.C.H.S.,Main Suit L, 12th Floor, Disposable sterile
Shahrah-e-Quaideen No.588 Yingkou Road, infusion set
Karachi - 75400, Pakistan i Chi . e
License No Shanghai, China Size/specification:
! : Manufacturing Site With needle, without
ELI - 00892 Name: Shandong needle
Receipt No. Wuzhou Medical Class: B
805052487 Equipment Co., Ltd . .
Address: Dingtao Shelf life: Real time
County kYantai) studies are still ongoing
Industrial Zone, Heze l will be provided when
City, 274100 Shandong, China completed N
FSC Export certificate Accelerated stability
?:h' report shelf life: 5-years
of China
Validity:07/01/2026.
LOA validity: 19/07/28
ISO 13485
Validity:04/09/2025
118. | A.H. SONS Legal Manufacturer: Hebei External Artificial Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic |body parts (Prosthetic submission of Valid

Bungalows, 17
Gulistan-e Jauhar
75290 Karachi
Pakistan. 75290.
ELI- 00520.

Orthotic Technology Co, Ltd.
East of Xibaitang

Village, Zhengding

County, Shijiazhuang,

Hebei, China TEL

008613343045080 FAX

Hands and Cosmetic

Gloves Family)

Class A

Shelf Life: - 05-Years
Codes / Sizes: CHS,

CHSF, CHSZ, LCHS,

LoA bearing the
products authorized
to the applicant.
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0086-311-86327536

FSC: CHINA

Validity: 09/11/2025

LOA: Issuance of 11/11/2020

EHBE, EHAE, EHDE,
MHAE, MHBE, CHDE,
FCHAE, FCHSE,
ME,CH, CHDE, CHAE,

CHSE,
119. | A.H. SONS Legal Manufacturer: Hebei External Artificial | Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic | body parts (Adapters submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. | Family) LoA bearing the
Gulistan-e Jauhar East of Xibaitang Class A products authorized
75290 Karachi Village, Zhengding Shelf Life: NA to the applicant.
Pakistan. 75290. County, Shijiazhuang, (Metal Parts-Shelf life
ELI- 00520. Hebei, China TEL 5 years)
008613343045080 FAX Codes / Sizes
0086-311-86327536 4A01-M, 4A01-F, AFA,
FSC: CHINA A-MA, A-FA, A-T,
Validity: 09/11/2025 4A01-MR, 4A01-FR,
LOA: Issuance of 11/11/2020 4A02-MR, 4A02-FR,
4A02-WMR, 4A03-F,
4A03-M, 4A04-C,
4A04C AL, 4A04-S AL,
4A04-FR, A-S, 4A04MR,
4A05-MA, 4A05- F/IM,
4A05-MA/FA, 4A05-FT,
4A05-MT,4A06-FA/MA,
4A06-
FT/MT, 4A07, 4A07-
M, 4A08, 4A08-M,
4A09, 4A10, 4A1145,60,
75, 90, 4A1232, 45, 60, 75,
4A1332,45, 60, 75,
4A1440, 55, 75, 4A15-40,
55, 75, 4A16-40, 55, 75,
4A17-220, 4A17420,
4A18-220,
120. | A.H. SONS Legal Manufacturer: Hebei External Artificial Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic |body parts (Orthotics Knee | submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. [Joints & Bars LoA bearing the
Gulistan-e Jauhar East of Xibaitang System Family) products authorized
75290 Karachi Village, Zhengding Class A to the applicant.
Pakistan. 75290. County, Shijiazhuang, Shelf Life: NA
ELI- 00520. Hebei, China TEL (Metal Parts
008613343045080 FAX Minimum Shelf life
0086-311-86327536 5 years)
FSC: CHINA Codes / Sizes (if any
Validity: 09/11/2025 OR=13-SS, OR=17-SS
LOA: Issuance of 11/11/2020 |OR=19-SS, OR=13-AL
OR=17-AL, OR=19-AL
OIR=13, 0S=17-SS
0S=19-SS, 0S=17-AL
0S=19-AL,0LS=19-SS
OLS=20-AL, OLR=19
121. | A.H. SONS Legal Manufacturer: Hebei External Artificial Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic | body parts (Orthotics submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. | Knee LoA bearing the

Gulistan-e Jauhar
75290 Karachi
Pakistan. 75290.

East of Xibaitang
Village, Zhengding
County, Shijiazhuang,

Joints & Bars
System Family)
Class A

products authorized

to the applicant.
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ELI- 00520. Hebei, China TEL Shelf Life: NA
008613343045080 FAX (Metal Parts
0086-311-86327536 Minimum Shelf life
FSC: CHINA 5 years)
Validity: 09/11/2025 Codes / Sizes.
LOA: Issuance of 11/11/2020 |OR=13-SS, OR=17-SS
OR=19-SS, OR=13-AL
OR=17-AL, OR=19-AL
OIR=13, 0S=17-SS
0S=19-SS, 0S=17-AL
0S=19-AL, OLS=19-SS
OLS=20-AL, OLR=19
122. | A\H. SONS Legal Manufacturer: Hebei External Artificial | Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic | body parts (Prosthetic submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. | Foam LoA bearing the
Gulistan-e Jauhar East of Xibaitang Covers & Auxillary products authorized
75290 Karachi Village, Zhengding Items Family) to the applicant.
Pakistan. 75290. County, Shijiazhuang, Class A
ELI- 00520. Hebei, China TEL Shelf Life: NA (PUR
008613343045080 FAX Sponge Foam 2
0086-311-86327536 Years
FSC: CHINA Waterproof Foam
Validity: 09/11/2025 Cover 5 Years
LOA: Issuance of 11/11/2020 | Auxillary Parts
Minimum 1 Year)
Codes / Sizes.
6C01, 6C02, 6C03,
6C04, 6C05, 6C06,
6C07, 6C08, 6C09,
A03, A10, A13, A07,A09,
All, A12, COSBK, COS-
AK, NSS, AKDT, AKFR,
BS,ECDT, ECFR,
SADT,SAFR, SBFR
123. | A.H. SONS Legal Manufacturer: Hebei External Artificial | Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic | body parts (Feet’s submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. | Family) LoA bearing the
Gulistan-e Jauhar East of Xibaitang Class A products authorized
75290 Karachi Village, Zhengding Shelf Life: NA to the applicant.
Pakistan. 75290. County, Shijiazhuang, (Metal Parts-Shelf life 5
ELI- 00520. Hebei, China TEL years)
008613343045080 FAX Codes / Sizes:
0086-311-86327536 1F01, 1F02, 1F03,
FSC: CHINA 1F04, 1F05-01, 1F0502,
Validity: 09/11/2025 1F05-03, 1F06, 1F07,
LOA: Issuance of 11/11/2020 | A11, A12
124. | A.H. SONS Legal Manufacturer: Hebei Prosthetic Deferred for
E-10 Naveed M/s Hebei Baisite Prosthetic | External Artificial body | submission of Valid
Bungalows, 17 Orthotic Technology Co, Ltd. | parts (Adapters Family) LoA bearing the
Gulistan-e Jauhar East of Xibaitang Class A products authorized
75290 Karachi Village, Zhengding Shelf Life: NA to the applicant.
Pakistan. 75290. County, Shijiazhuang, (Metal Parts-Shelf life
ELI- 00520. Hebei, China TEL 5 years)
008613343045080 FAX Codes / Sizes
0086-311-86327536 4A01-M, 4A01-F, AFA,
FSC: CHINA A-MA, A-FA, A-T,
Validity: 09/11/2025 4A01-MR, 4A01-FR,
LOA: Issuance of 11/11/2020 4A02-MR, 4A02-FR,
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4A02-WMR, 4A03-F,
4A03-M, 4A04-C,
4A04C AL, 4A04-S AL,
4A04-FR, A-S,
4A04MR, 4A05-MA,
4A05-F/M, 4A05-
MAJ/FA, 4A05-FT,
4A05-MT, 4A06-
FA/MA, 4A06-FT/MT,
4A07, 4A07-M, 4A08,
4A08-M, 4A09, 4A10,
4A1145,60, 75, 90,
4A1232, 45, 60, 75,
4A1332,45, 60, 75,
4A1440, 55, 75, 4A15-
40, 55, 75, 4A16-40, 55,
75, 4A17-220, 4A17420,
4A18-220,

125. | A.H. SONS Legal Manufacturer: ORTPAR External | Deferred for
E-10 Naveed M/s. Ortpar ortopedik | Artificial body parts | submission of Valid
Bungalows, 17 malzemeler san. Tic. Ltd. Sti. | (Prosthetic Liner LoA bearing the
Gulistan-e Jauhar Ikitelli. Osb. Mah. Family) products authorized
75290 Karachi Marmara san. Sit., | Class A to the applicant.
Pakistan. 75290. Block no. 6 ikitelli, Shelf Life: NA
ELI- 00520. Istanbul, TURKEY (Metal Parts
Minimum 5 Years)
FSC: TURKEY Codes / Sizes
Validity: 20/07/2025 C608-40A, C608-45
LOA: 07/09/2025 A, R160-16, R190-20,
1SO-13485 Issued 15/05/2023 | C160-16, C190-20,
with three years validity. C161-16/20 C162- S, A,
C192- S, A, C606-30 A,
D60130 S, D601-40 S, T,
D603-40 S, T
D606-40S, D606-45
S, D602-40 A
126. | A.H. SONS Legal Manufacturer: ORTPAR Deferred for
E-10 Naveed M/s. Ortpar ortopedik | External Artificial submission of Valid
Bungalows, 17 malzemeler san. Tic. Ltd. Sti. | body parts (Prosthetic LoA bearing the
Gulistan-e Jauhar Ikitelli. Osb. Mah. Liner products authorized
75290 Karachi Marmara san. Sit., | Family) to the applicant.
Pakistan. 75290. Block no. 6 ikitelli, Class A
ELI- 00520. Istanbul, TURKEY Shelf Life: 1 years
FSC: TURKEY Codes / Sizes
Validity: 20/07/2025 SLCN-210-440,
LOA: 07/09/2025 GEL=S, M, L, XL,
1SO-13485 Issued 15/05/2023 | XXL
with three years validity.
127. | A.H. SONS Legal Manufacturer: ORTPAR Deferred for
E-10 Naveed M/s. Ortpar ortopedik | External Artificial submission of Valid
Bungalows, 17 malzemeler san. Tic. Ltd. Sti. | body parts (Prosthetic LoA bearing the
Gulistan-e Jauhar Ikitelli. Osb. Mah. Foam products authorized

75290 Karachi
Pakistan. 75290.
ELI- 00520.

Marmara san. Sit., |

Block no. 6 ikitelli,
Istanbul, TURKEY
FSC: TURKEY
Validity: 20/07/2025
LOA: 07/09/2025

Cover Family)

Class A

Shelf Life: 2 years
Codes / Sizes
1080/6, 1092/6,

to the applicant.
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1SO-13485 Issued 15/05/2023 | 107/PE
with three years validity.

128. | Aftab Life Care Impex Legal Manufacturer: Brand Name: Approved subject to
1st floor Al-Falah Chambers | GaleMed Corporation GaleMed clarification of the
Tilak Road Hyderabad 87, Li-gong 2nd Road, Wu- Auto Chamber & codes and name as
Tel: 022-3642787 Jia, I-Lan 268, Taiwan Humidificationl Chamber | the name of the
Cellno:0321-2422344 Generic Name: product is different

FSC:Country of Origin Humidification Chamber | in the two FSC of
EL1-000357 Taiwan Taiwan and
IssueDate:27th Feb,2019 Validity: 09-03-2027 Class: B Netherlands
26th Feb,2024
FSC:FSC of Reference Shelf Life:
(R&I)Dated:29-05-2024 Country Netherlands Three years
Fee Slip Validity:08-05-2028 Codes / Sizes (if any)
N0:519215079492
PKR: 25000/- LOA AH0001/3423-Auto
Validity: 17-01-2027 Chamber, Adult
Fee submitted Dated:
16-05-2024 ISO 13485 AH0038/3431-Auto
Validity:05-09-2026 Chamber, Infant
EC Certificate AH0036/3424-
Validity:08-05-2028 Humidificationl
Chamber, adult
129. Brand Name: Approved
Legal Manufacturer: GaleMed
Aftab Life Care Impex Galemed Corporation Connectors
1st floor Al-Falah Chambers | 87, Li-gong 2nd Road, Wu-
Tilak Road Hyderabad Jia, I-Lan 268, Taiwan Generic Name:
Tel: 022-3642787 Connectors
Cellno:0321-2422344 FSC:Country of Origin
Taiwan Class: B
EL1-000357 Validity: 15-09-2025
IssueDate:27th Feb,2019 Shelf Life:
26th Feb,2024 FSC:FSC of Reference Three years
Country
Codes / Sizes (if any as
Validity:08-05-2028 per FSC of Netherlands
)
LOA
(Fsz‘S')ISJatEd-”'OS‘ZOZ“ Validity: 17-01-2027 AC0107-L Connector,
No: 00016122260 22/15mm, 15M, Luer
PKR: 25000/- 150 13485
' Validity:05-09-2026 AC0110-DS-L Connector
Fee submitted Dated: EC Certifi wiSuction Port,15M
16-05-2024 _ _ertlflcate
Validity:08-05-2028 AC0023-L Connector,
22/15mm, 15M
AC0028 -Y Connector,
22/15mm, 22M
AC0138-Connector,
15M, 6M, PP
AC0139 -Connector,
22/15mm, 6M, PP
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AC0045-Connector,
15M, 10M, PP

AC0141-Connector,
15M, 15M, K Resin

AC0046-Connector,
22/15mm, 15M, PP

AC0142-Connector, 22F,
15M, K Resin

AC0047-Connector,
22M, 22/15mm, PP

AC0143-Connector,
22M, 22/19mm, PP

AC0144-Connector, 22F,
22/19mm, PP
AC0048-Connector,

22F, 22F,

AC0159 -Adaptor for O2
Mask, 18M, 6M

AC0167 -T Connector,
22M, 22/15mm, 22M

AC0170-T Connector ,
22M, 22/15mm, 22M,
7.6F

AC0003 -T Connector,
22F, 22/15mm, 22M

AC0069 -Cap, 22F,
Green

AC0070-Cap wi/strap
7.6F, 6F

130.

Aftab Life Care Impex
1st  floor
Tilak Road Hyderabad
Tel: 022-3642787

Cellno:0321-2422344

ELI1-000357
IssueDate:27th Feb,2019
26th Feb,2024

(R&I)Dated:29-05-2024
Slip

N0:208636210083

PKR: 25000/-

Al-Falah Chambers

Legal Manufacturer:
Galemed corporation
87, Li-gong 2nd Road, Wu-
Jia, I-Lan 268, Taiwan

FSC:Country of Origin
Taiwan
Validity: 24-08-2025

FSC:FSC of Reference
Country

Validity:08-05-2028

LOA
Validity: 17-01-2027

Brand Name:
GaleMed Nasal Cannula
& NHF kit

Generic Name:

Nasal Oxygen cannula
and accessory / oxygen
therapy

Class: B

Shelf Life:

Three years

Codes / Sizes (if any)
AO0067-Softip-1 Nasal
Cannula, Child

Approved Nasal
Cannula and the
frim may apply for
the NHF kit
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Fee submitted Dated:
16-05-2024

ISO 13485
Validity:05-09-2026

EC Certificate
Validity:08-05-2028

A00068-Softip-1 Nasal
Cannula,Adult

AO00071-Softip-3 Nasal
Cannula, Child

A00144-Softip-3 Nasal
Cannula,Adult

AO0072-Softip-3 Nasal
Cannula, AdultL

AO0009-NHF Prong Kit,
#2

AO00010-NHF Prong Kit,
#3

AO00011-NHF Prong Kit,
#4

131. Brand Name: Approved subject to
Legal Manufacturer: GaleMed Ventilator clarification of the
Aftab Life Care Impex Galemed corporation Circuit codes and name of
1st floor Al-Falah Chambers | 87, Li-gong 2nd Road, Wu- the product is
Tilak Road Hyderabad Jia, I-Lan 268, Taiwan Generic Name: different in the two
Tel: 022-3642787 Ventilator Circuit and FSC of Taiwan and
Cellno:0321-2422344 FSC:Country of Origin Accessories Netherlands
Taiwan ATO0001-EVA
EL1-000357 Validity: 18-10-2025/12-09- | Class: B Hose, 22F, 100FT
IssueDate:27th Feb,2019 2026
26th Feb,2024 Shelf Life: AT0012-EVA
FSC:FSC of Reference Three years Hose, 22F, 180cm
Country
Codes / Sizes (if any)
(R&I)Dated:29-05-2024 Validity:08-05-2028 AB0316-EVA circuit,
Fee Slip adult, 60cmx4 w/2W T
N0:622800953493 LOA
PKR: 25000/- Validity: 17-01-2027 AB0321-EVA circuit,
) child, 60cmx4 w/i2WT
Fee submitted Dated: I1SO 13485
16-05-2024 Validity:05-09-2026 AB0071-EVA Circuit,
Infant, 120cm w/2WT
EC Certificate
Validity:08-05-2028 ATO0001-EVA Hose, 22F,
100FT
AT0012-EVA Hose, 22F,
180cm
132. | Zybio Medical Zybio Inc. Brand name: Approved
Pakistan (SMCPRIVATE) Floorl to floor 5, Zybio
Limited building 30, No.6 of Generic
House No 323, taikang road, block C name:
Street No 66, Sector of Jiangiao Industrial Diluent
18/3, Islamabad. Par, Daduko District, Model:
License No. 400082 Chongging, Z5DN
ELI-01195 PEOPLES’S Size: 20Lx1
Receipt No. REPUBLIC OF Class: A
3769843825 CHINA. Shelf life: 24
Web: www.zybio.com months

Decisions of 82" Meeting of MDB (11-03-2025)

Page 46 of 237




E-mail:
info@zynio.com

Tel: +86(0)2368959999

Fax:
+86(0)2368699779
FSC validity:
02/07/2024
LOA validity:
23/11/2028
133. | Zybio Medical Zybio Inc. Brand name: Approved
Pakistan (SMCPRIVATE) Floor1 to floor 5, Zybio
Limited building 30, No.6 of Generic
House No 323, taikang road, block C name:
Street No 66, Sector of Jiangiao Industrial Probe
18/3, Islamabad. Par, Daduko District, cleanser
License No. 400082 Chongging, Size:
ELI-01195 PEOPLES’S 50mLx2/ box
Receipt No. REPUBLIC OF Class: A
3769843825 CHINA. Shelf life: 12
Web: www.zybio.com months
FSC validity:
08/01/2026
LOA validity:
23/11/2028
134. | Zybio Medical Zybio Inc. Brand name: Approved subject to
Pakistan (SMCPRIVATE) Floorl to floor 5, Zybio submission of the
Limited building 30, No.6 of Generic valid CE certificate
House No 323, taikang road, block C name:
Street No 66, Sector of Jiangiao Industrial 25-
18/3, Islamabad. Par, Daduko District, hydroxyvitam
License No. 400082 Chongging, in D Assay
ELI-01195 PEOPLES’S (Immunofluor
Receipt No. REPUBLIC OF escence)
3769843825 CHINA. Size: 25 T/Kit
FSC Class: B
Country of origin: Shelf life: 18
China months
Validity:10/06/2025
LOA validity:
23/11/2028
I1SO 13485
Validity: 24/02/2025
135. | Zybio Medical Zybio Inc. Brand name: Approved
Pakistan (SMCPRIVATE) Floor1 to floor 5, Zybio
Limited building 30, No.6 of Generic
House No 323, taikang road, block C name:
Street No 66, Sector of Jiangiao Industrial Hematology
18/3, Islamabad. Par, Daduko District, Analyzer
License No. 400082 Chongging, Model:
ELI-01195 PEOPLES’S EXZ6000
Receipt No. REPUBLIC OF Class: A
3769843825 CHINA. Shelf life: 7
years
Fsc validity:
02/07/2024
LOA validity:
23/11/2028
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136. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Red Cap (Clot evidence of
Hangzhou Rollmed Co., Ltd. | Activator) Vacuum submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Blood Collection Tubes | application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou, | Generic Name; Blood
Zhejiang Province, P. R | collecting vacuum
China. Tube(vecutanier)
ELI-01115
Mfg 09/08/2023 FSC: China Class A
Exp 8/08/2028 Validity: Valid jan 2025
Shelf Life: 2
LOA Years
Validity: 31/12/2028
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6ml, 8ml, 10ml
137. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Purple Cap (ETDA K3) | evidence of
Hangzhou Rollmed Co., Ltd. | Vacuum Blood submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Collection Tubes application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou,
Zhejiang Province, P. R
China. Generic Name; Blood
ELI-01115 collecting vacuum
Mfg 09/08/2023 FSC: China Tube(vecutanier)
Exp 8/08/2028 Validity: Valid 19 sep 2026
FSC: Guatemala Class A
Valid up 23Jan 2026
Shelf Life: 2
LOA Years
Validity: 31/12/2028
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6ml, 8ml, 10ml
138. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Black Cap (ESR) evidence of
Hangzhou Rollmed Co., Ltd. | 109m/129m Sodium submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Citrate Vacuum Blood | application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou,
Zhejiang Province, P. R | Generic Name; Blood
China. collecting vacuum
ELI-01115 Tube(vecutanier)
Mfg 09/08/2023
Exp 8/08/2028 FSC: China Class A
Validity: Valid Jan 2025
FSC: Guatemala Shelf Life: 2
Valid up 23Jan 2026 Years
LOA
Validity: 31/12/2028 Sizes
1.6ml & 1.8ml
139. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for

M/s
Hangzhou Rollmed Co., Ltd.

Red Cap (No Additive)
Plan Vacuum Blood

evidence of
submission of
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A-17/1 ground floor Gulshan e
Igbal Block 6 Karachi.

ELI-01115
Mfg 09/08/2023
Exp 8/08/2028

Room 913, Yuanmao
Mansion, No. 5, Wen’er
West Road, Hangzhou,
Zhejiang Province, P. R
China.

FSC: China

Collection Tubes

Generic Name; venous
blood specimen
collection vacuum
Tube(vecutanier)

application and fee

Validity: Valid jan 2025 Class A
LOA Shelf Life: 2
Validity: 31/12/2028 Years
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6ml, 8ml, 10ml
140. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Blue Cap (Sodium evidence of
Hangzhou Rollmed Co., Ltd. | Citrate 3.2%) submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Coagulation Vacuum application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er | Blood Collection
West Road, Hangzhou,
Zhejiang Province, P. R | Generic Name; Blood
China. collecting vacuum
ELI-01115 Tube(vecutanier)
Mfg 09/08/2023
Exp 8/08/2028 Class A
FSC: China
Validity: Valid jan 2025 Shelf Life: 2
Fee 6000 Years
LOA
Validity: 31/12/2028
Sizes
1.8ml & 2.7ml
141. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Purple Cap (ETDA K2) | evidence of
Hangzhou Rollmed Co., Ltd. | Vacuum Blood submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Collection Tubes application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou,
Zhejiang Province, P. R | Generic Name; venous
China. blood specimen
ELI-01115 collection vacuum
Mfg 09/08/2023 Tube(vecutanier)
Exp 8/08/2028 FSC: China
Validity: Valid jan 2025 Class A
LOA Shelf Life: 2
Validity: 31/12/2028 Years
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6éml, 8ml, 10ml
142. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for

A-17/1 ground floor Gulshan e

M/s
Hangzhou Rollmed Co., Ltd.
Room 913, Yuanmao

Yellow Cap (SST Clot
Activator) Vacuum
Blood Collection Tubes

evidence of
submission of
application and fee
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Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou, | Generic Name; venous
Zhejiang Province, P. R | blood specimen
China. collection vacuum
ELI-01115 Tube(vecutanier)
Mfg 09/08/2023
Exp 8/08/2028 FSC: China Class A
Validity: Valid jan 2025
Shelf Life: 2
LOA Years
Validity: 31/12/2028
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6ml, 8ml, 10ml
143. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Green Cap (Heparin) evidence of
Hangzhou Rollmed Co., Ltd. | Vacuum Blood submission of
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Collection Tubes application and fee
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er
West Road, Hangzhou,
Zhejiang Province, P. R | Generic Name; venous
China. blood specimen
ELI-01115 collection vacuum
Mfg 09/08/2023 Tube(vecutanier)
Exp 8/08/2028 FSC: China
Validity: Valid jan 2025 Class A
LOA Shelf Life: 2
Validity: 31/12/2028 Years
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6ml, 8ml, 10ml
144. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s Gray Cap (Glucose) submission of the
Hangzhou Rollmed Co., Ltd. | Vacuum Blood R&I and fee slip for
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Collection Tubes the same product
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er not attached sodium
West Road, Hangzhou, | Generic Name; venous fluoride written
Zhejiang Province, P. R | blood specimen Fee of RS 31000/-
China. collection vacuum
ELI-01115 Tube(vecutanier)
Mfg 09/08/2023
Exp 8/08/2028 FSC: China Class A
Validity: Valid jan 2025
Shelf Life: 2
LOA Years
Validity: 31/12/2028
Sizes
0.5ml, 2ml,3ml,4ml, 5ml,
6éml, 8ml, 10ml
145. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for

A-17/1 ground floor Gulshan e
Igbal Block 6 Karachi.

M/s

Hangzhou Rollmed Co., Ltd.
Room 913, Yuanmao
Mansion, No. 5, Wen’er

Flash back pen needle

Generic Name; Blood
collecting Needle Flash

submission of the
following FSC
submitted does not
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ELI-01115
Mfg 09/08/2023
Exp 8/08/2028

West Road, Hangzhou,
Zhejiang Province, P. R
China.

FSC: China

Validity: Valid 19 sep 2026

LOA
Validity: 31/12/2028

back Tube(vecutanier)
Class B

Shelf Life: 5 YEARS

Sizes
18G,20G,21G,22G,
23G,24G

have the name of
the product

Ce certificate and
stability studies,
R&I receiving’s
Differential fee of
RS 6000/-

146. | M/s. East Health Care Legal Manufacturer: Brand Name; KAYO Deferred for
M/s BUTTERFLY NEEDLE | submission of the
Hangzhou Rollmed Co., Ltd. following R&I
A-17/1 ground floor Gulshan e Room 913, Yuanmao | Generic Name; Blood receiving’s Ce
Igbal Block 6 Karachi. Mansion, No. 5, Wen’er | collecting Needle certificate and
West Road, Hangzhou, stability
Zhejiang Province, P. R |Class: B
China.
ELI-01115 Shelf Life: 5
Mfg 09/08/2023 Years
Exp 8/08/2028 FSC: China
Validity: Valid 19 sep 2026
Sizes
LOA 21G, 22G, 23G, 24G,
Validity: 31/12/2028 26G, 27G
147. | M/s The IBL HealthCare | Legal Manufacturer: CONSET Scalp Approved subject to
Limited Vein Set submission of valid
Section A, 2nd Floor, One IBL | Ningbo Yingmed Medical (Scalp Vein Set) FSC and CE
Centre, 2nd Floor, Plot # 1 Block | Instruments Co., Ltd. certificate or
7 & 8, D.M.C.H.S, Tipu Sultan Class --B-- Reference country
Rd, off Shahrah-e-Faisal, Karachi | Manufacturing Site: FSC
City, Sindh Shelf Life: 05 years
Room 1201-9, No.456 Tai'an
(ELI-00119) Middle RD, Yinzhou District,
Ningbo, Zhejiang, China Codes/Sizes: 18G, 19G,
20G, 21G, 22G, 23G,
Date of R&I 24G, 25G, 26G. 27G
04-Nov-2022
ESC:
Country of Origin
Validity: 07-06-2024
LOA
Validity: 20-10-2025
EC Certificate
Validity: 21-10-2022
1ISO 13485
Validity: 18-07-2023
148. | M/s The IBL HealthCare | Legal Manufacturer: SearleFlo+ IV Approved subject to
Limited Infusion Set submission of valid

Section A, 2nd Floor, One IBL

Centre, 2nd Floor, Plot # 1 Block

7 & 8, D.M.C.H.S, Tipu Sultan

Ningbo Yingmed Medical
Instruments Co., Ltd.

(IV Infusion Set)

Class --B--

EC and clarification
of the brand name.
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Rd, off Shahrah-e-Faisal, Karachi
City, Sindh

Manufacturing Site:

Room 1201-9, Yingsheng

Shelf Life: 05 years

(ELI-00119) building No0.456 Tai'an RD,

Southern business zone, Codes/Sizes:

Yinzhou District, Ningbo, 120cm & 150cm

CHINA

Date of R&I

04-Nov-2022

FSC:

Country of Origin

Validity: 07-06-2024

LOA

Validity: 20-10-2025

EC Certificate

Validity: 21-10-2022

1ISO 13485

Validity: 18-07-2023

149. Legal Manufacturer: SCW Approved subject to

M/s The IBL HealthCare Hemodialysis submission of
Limited SCW Medicath Ltd. Catheterization codes/sizes.
Section A, 2nd Floor, One IBL Kits
Centre, 2nd Floor, Plot # 1 Block | Manufacturing Site: (Hemodialysis
7 & 8, D.M.C.H.S, Tipu Sultan Catheterization
Rd, off Shahrah-e-Faisal, Karachi | No.4, Baolong 6th Road, Kits)
City, Sindh Baolong Industrial Town,

Longgang District, Shenzhen, | Class --B--
(ELI-00119) China

Shelf Life: 03 years
Date of R&I
20-Dec-2023 Codes/Sizes: As
per FSC

ESC:

Country of Origin

Validity: 05-04-2024

LOA

Validity: 01-03-2026

EC Certificate

Validity: 26-05-2024

1ISO 13485

Validity: 08-07-2024

150. Legal Manufacturer: BIOTEQ Approved subject to

M/s The IBL HealthCare Hemodialysis submission of the
Limited Bioteque Corporation Blood Tubing valid LOA and CE
Section A, 2nd Floor, One IBL Set certificate

Centre, 2nd Floor, Plot # 1 Block

Manufacturing Site:

(Hemodialysis
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7 & 8, D.M.C.H.S, Tipu Sultan
Rd, off Shahrah-e-Faisal, Karachi
City, Sindh

Block 14, Lots 2,3,4,
Hermosa Ecozone Industrial
Park, Brgy. Palihan, Hermosa,

Blood Tubing
Set)

Class --B--

(ELI-00119) Bataan, Philippines
Shelf Life: 03 years
Date of R&I
23-June-2022 Codes:
BT- 102LK
FSC: BT- 102WL1
Philpines Country of Origin
Validity: 13-10-2024 Sizes:
6.5 mm
8 mm
LOA
Validity: 30-06-2023
EC Certificate
Validity: 13-05-2022
1ISO 13485
Validity: 23-09-2024
151. | M/s The IBL HealthCare | Legal Manufacturer: BIOTEQ A.V. Approved subject to
Limited Fistula Needle submission of the
Section A, 2nd Floor, One IBL | Bioteque Corporation Set (A.V. Fistula valid LOA
Centre, 2nd Floor, Plot # 1 Block Needle Set)
7 & 8, D.M.C.H.S, Tipu Sultan | Manufacturing Site:
Rd, off Shahrah-e-Faisal, Karachi Class --B--
City, Sindh No.5, Chung Cheng Road,
Su-Ao Cheng, I-Lan, Taiwan, | Shelf Life: 03 years
(ELI-00119) R.O.C.
Date of R&I Codes:
As Per FSC
23-June-2022
FSC: Size:
Taiwan Country of Origin 15G, 16G, 17G
Validity: 13-10-2024
ESC:
FSC of Reference Country
Validity: 27-05-2025
LOA
Validity: 30-06-2023
EC Certificate
Validity: 13-05-2022
1ISO 13485
Validity: 23-09-2024
152. | M/s The IBL HealthCare | Legal Manufacturer: BIOTEQ Approved subject to
Limited Hemodialysis submission of the

Section A, 2nd Floor, One IBL
Centre, 2nd Floor, Plot # 1 Block

Bioteque Corporation

Catheter Kit
(Hemodialysis

valid LOA
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7 & 8, D.M.C.H.S, Tipu Sultan
Rd, off Shahrah-e-Faisal, Karachi
City, Sindh

Manufacturing Site:

No.5, Chung Cheng Road,
Su-Ao Cheng, I-Lan, Taiwan,

Catheter Kit)

Class --B--

(ELI-00119) R.O.C. Shelf Life: 03 years

Date of R&I

Codes:

23-June-2022 As per FSC

FSC: Sizes:

Country of Origin All Sizes

Validity: 12-03-2025

LOA

Validity: 30-06-2023

EC Certificate

Validity: 13-05-2022

1ISO 13485

Validity: 23-09-2024

153. | M/s The IBL HealthCare | Legal Manufacturer: SEARLE FLO+ Approved subject to

Limited IV Infusion Set submission of valid
Section A, 2nd Floor, One IBL | Ningbo Yingmed Medical with Y port (IV CE certificate or
Centre, 2nd Floor, Plot # 1 Block | Instruments Co., Ltd. Set basic & Y- Reference country
7 & 8, D.M.C.H.S, Tipu Sultan port) FSC
Rd, off Shahrah-e-Faisal, Karachi | Manufacturing Site:
City, Sindh Class --B--

Room 1201-9, Yingsheng
(ELI-00119) building No.456 Tai'an RD, Shelf Life: 05 years

Southern business zone,

Yinzhou District, Ningbo,

CHINA Codes/Sizes:

120cm & 150cm

Date of R&I

04-Nov-2022

ESC:

Country of Origin

Validity: 07-06-2024

LOA

Validity: 20-10-2025

EC Certificate

Validity: 21-10-2022

1ISO 13485

Validity: 18-07-2023

154. | M/s. Allmed Solutions Legal Manufacturer: KARL STORZ Sheaths, | Approved KARL

Address: KARL STORZ SE & CO. | Trocars STORZ Sheaths,
A-21/3, KDA Scheme No.1 (ext) | KG Germany (Sterile / Non-Sterile) Trocars

Stadium Road, Karachi

(Sheaths, Trocars,

(Sterile and the firm
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ELI:00029

R&I Details:
Date: 20/10/2022
Slip no. 79530372
Rs. 25,000/-

Address: Dr.-Karl-Storz-
StraBe 34 78532 Tuttlingen,
Germany

LOA
Validity: 31/12/2025

ESC:

Country of Origin
Validity: Not mentioned,
issued in Oct. 2022

ESC:

FSC of Reference Country US
Validity: not mentioned

OR

EC Certificate
Validity: 17-12-2025

1SO 13485
Validity: 31-05-2025

Cannulas, and
accessories, Sterile, non-
sterile)

Class B

Shelf Life: N/A

Codes / Sizes

will submit separate
fee for KARL
STORZ Sheaths,
Trocars

Non Sterile

S
#

Articl
e No.

Name

1

10970

MEDIAFIT ¢
Sheath, @ 5 n

Duter
nm, 21 cm

23400

Outer Sheath,
43 cm

insulated,

11510
KE

Operating Sh
straight, size

path,
5.6 Fr.

11510
Kl

Operating Sh

curved, 5.6 Fr.

path,

11576
KA

Examination
1.1mm, 16 ¢

Sheath, g
m

11576
KF

Operating Sh
1.1/1.3 mm, 1

path,
6 cm

11576
KG

Operating Sh
1.1/0.8 mm, 1

path,
6cm

11577
KA

Examination
1.3mm, 16 ¢

Sheath, g
m

©

11577
KD

Operating Sh
1.3/0.8 mm, 1

path,
6 cm

11577
KE

Operating Sh
1.3/1.3 mm, ]

path,
6cm

26008
KA

Operating Sh
Fr.

path, 10.5

26152
Bl

BETTOCCH
Sheath

Inner

26152
BO

BETTOCCH
Sheath

Outer

26153
Bl

BETTOCCH
Sheath

Inner

26153
BIL

BETTOCCH
Sheath

Inner

26153
BO

BETTOCCH
Sheath

Outer

26153
BOL

BETTOCCH
Sheath

Outer

26153
Cl

BETTOCCH
Sheath

Inner

26153
CO

BETTOCCH
Sheath

Outer

26153
DB

Continuous-H
Operating Sh

low
path

26153
DC

Continuous-H
Operating Sh

low
path

NN N[ OoON|[O R0 RNRoROORIERWRNRRFP R OR

26154
Bl

BETTOCCH
Sheath

Inner
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26154 | BETTOCCH]| Outer
BO | Sheath
26161 | Continuous-Hlow Outer
R Sheath, @ 3.6 mm
26161
RN
2?/121 Inner Sheath,|@ 3.8 mm
26161 | Outer Sheath) @ 4.5
VC mm
26161 | Examination Sheath, g
VS 4.1 mm
26163 | Examination Sheath, @
Vv 5.1 mm

26163 | Examination Sheath,
VB diameter 5.2 mm

26163 | Outer Sheath, @ 6.2

Inner Sheath,|@ 2.8 mm

VC mm

2%}368 Outer Sheath

26182 | Diagnostic Sheath, g

D 3.7 mm

26182 | Operating Sheath, @
TG 6.6 mm

26252 | B.I1.O.H. Outer Sheath,
BO | 4mm

27023 | Sheath for Uretero-
RB Resectoscope
27026 | Cystoscope Sheath, 25
A Fr.
27026 | Cystoscope Sheath, 25
AA | Fr.
27026 | Cystoscope Sheath, 25
AB Fr.
27026 | Cystoscope Sheath, 22
B Fr.
27026 | Cystoscope Sheath, 22
BA Fr.
27026 | Cystoscope Sheath, 22
BB Fr.
27026 | Cystoscope Sheath, 20
C Fr.
27026 | Cystoscope Sheath, 20
CA | Fr.
27026 | Cystoscope Sheath, 20
CB | Fr.
27026 | Cystoscope Sheath, 20
CC | Fr.
27026 | Cystoscope Sheath, 19
D Fr.
27026 | Cystoscope Sheath, 19
DA | Fr.
27026 | Cystoscope Sheath, 19
DB Fr.
27026 | Cystoscope Sheath, 17
U Fr.

O OU1|O |0 BN DO OO DBDEDWEBEINDBDEPPRAODOWOOWNWOW|OTWPDE WWWNWEWOWION|ON|NNONOINIEANIWN
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27026 | Cystoscope Sheath, 17
UA | Fr.
ZZ/OA% Outer Sheath| 23 Fr.
27026 | Inner Sheath,with
VI 7.5Fr. working channel
27026
VIL
27027 | Cystoscope Sheath, 22
KL | Fr.
27034 | Cystoscope Sheath, 14
A Fr.
27034 | Cystoscope Sheath, 16
B Fr.
27820 | Operating Sheath,
BA | 8.5/9.5Fr.
27820 | Operating Sheath, for
BAS | supine positid
27820 | Operating Sheath,
BB | 11/12 Fr.
27820 | Operating Sheath, for
BBS | supine positig
27820 | Operating Sheath for

Inner Sheath

>

>

BK | Children
27830 | Operating Sheath,
BA | 15/16 Fr.

27830 | Operating Sheath for
BAS | Supine Positipn
27830 | Operating Sheath,

BB 16.5/17.5 Fr.
27830 | Operating Sheath for
BBS | Supine Positipn
27830 | Operating Sheath,

BC | 21/22 Fr.
27830 | Operating Sheath for
BCS | Supine Positipn
27830 | Operating Sheath for

BK | Children
27840 | Operating Sheath,
BA | 23/24 Fr.

27840 | Operating Sheath for
BAS | Supine Positipn
27840 | Operating Sheath,
BB 25/26 Fr.
27840 | Operating Sheath for
BBS | Supine Positipn
28126 | Arthroscope $heath, 5.5
B mm/12 cm
28126
CR
28126

Arthroscope $heath

Arthroscope $heath

28129
CR

~NNONON PR A WNNANPLPAONODODD|N|OO|([O1TO0O| A OO|WOINOO|IFPLO|OOO|O© OO0 oY OO 01|01 01| O1|lW 01N U1 O1

Arthroscope $heath
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28130 | High-Flow Arthroscope
CR | Sheath

28130 | High-Flow Arthroscope
R Sheath

28131 | High-Flow Arthroscope
CR | Sheath

28131 | High-Flow Arthroscope
R Sheath
28132
CR
28133
DS
28135 | High-Flow Arthroscope
CR | Sheath

28136 | High-Flow Arthroscope
CR | Sheath
28136 | High-Flow Arthroscope
DS | Sheath
28136 | Arthroscope $heath
EC ENDOCAMELEON
28136 | High-Flow Arthroscope
S Sheath
28229 | High-Flow Arthroscope
DR | Sheath, 6.5/12
28303 | High-Flow Arthroscope
BS | Sheath
28303 | High-Flow Arthroscope
DS | Sheath
28306 | High-Flow Arthroscope
BN | Sheath
497H | Telescope Protective
CS | Sheath for 497 HC
50251 | Telescope Sheath for
LCS | 50251 LC/LDO
50251
MS
7241 | Irrigation Sheath 0°, 4.8
AS mm, 14 cm
7241 | Irrigation Sheath 30°,
BS | 4.8mm, 14 cm
7241 | Irrigation Sheath 45°,
FS 4.8 mm, 14 cmn

Arthroscope $heath

Arthroscope $heath

Sheath

27506 | Catheter Adaptor

27507 | Catheter Adaptor

12016 Sheath Insert

27074

s7 Adaptor

P INORPRPFPOROORPR OO DO NOOOOUDITODO|IWOINO|IPOIOO|OO| | NO| OO |U1To|H>O00|WOIN O IFO(IOD|OW N[0

27105 | REUTER Trqcar, 18
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Fr..

58262 | Antrum Trocar, @ 2
0 mm, 10 cm

11516

c1 Cannula, size[2.6mm

11517

B1 Cannula, size[3.9mm

11517

B2 Cannula, size[3.9mm

11518

AD Cannula, size|4.7mm

11519 | Cannula, size
A2 3.6x5.4mm

11520 | Cannula, size
A2 3.2x4.95mm

11603

Gl Cannula, size[2.5 mm

11603

G5 Cannula, size[2.5 mm

26182 | Dilation Sheath, @ 3.8
B mm

26182 | Trocar Sheath, g 4.4

TC mm
28302
X Trocar
30101 | Cannula, without valve,
H2 7 mm
30102 .
G8 Cannula, size|9 mm

30102 | Cannula withput valve,
H2 size 9 mm

30103

G6 Cannula, size{11 mm

30103

G8 Cannula, 11 mm

30103 | Cannula, without valve,
H1 size 11 mm

30103 | Cannula, without valve,
H2 size 11 mm

NR|(PNMRONMNRORRORRLRNRPRORRUORRARPRPWRRNMNRRRPRPRRORRIOCORIOCOR|INOROOR|UITOR|AORWwWO
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30103 | Cannula, without valve,
H5 size 11 mm

30103 | Cannula, without valve,
H6 size 11 mm

30103 | Cannula withput valve,
H8 size 11 mm

30103 | Cannula, flexible, size

NL 11 mm
30103 .
T6 Cannula, size{11 mm
30103 | ENDOTIP Cannula, 11
™ mm
30105 Cannula, 15 mm, 12 cm
H2
30106
H2 Cannula

30107 | Cannula, without valve,
H2 size 13 mm

30107 | Cannula, without valve,
H5 size 13 mm

30108

G6 Cannula, size[13.5 mm

30108 | Cannula, without valve,
H2 size 13.5 mm

30114

Gl Cannula, 3.5 mm, 5 cm

30114 | Cannula, 3.5 mm, 10
G2 cm

30114

G3 Cannula, size[3.5 mm

30114

G5 Cannula, size[3.5 mm

30114

G6 Cannula, size[3.5 mm

30114 | Cannula withput valve,
H1 size 3.5 mm

30114 | ROTALOCK| Cannula,
RT size 3.5 mm

APPRPIOPPRRPROWRFROWRNWROWRODWERIAPWRWWERERNWRIRFPWOWORPROWRIONREFRONEFEPINNERPONRERPONRERRNERPOWODNE
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30117

Gl Cannula, size[3.9 mm

30117 | Cannula, 3.9 mm, 7.5
G2 cm

30117

G3 Cannula, size|3.9 mm

30117

Ga Cannula, size|3.9 mm

30117 | Cannula withput valve,
H2 size 3.9mm

30117 | Cannula withput valve,
T2 size 3.9mm

30118

Gl Cannula, size|4.7 mm

30120

EX1 Cannula, size|6 mm

30120 Cannula, 6 cm

30120 | Cannula, flexjble, size
NL 6 mm

30120 | Cannula, 6 mm, 10.5
T1 cm

30120 | Cannula, without valve,

T6 6 mm
3(_)|_1720 Cannula, size|6 mm
3(_)|_1é20 Cannula, size|6 mm
3(_)|_1é20 Cannula, size|6 mm

30120 | Cannula, with thread, 6
TX1 | mm

30123 | Cannula withput valve,
G size 11mm

30123 | Cannula, flexjble, size
NL 11 mm

30123
T1

Cannula, size{11 mm

OO RPIOOTRFR,OCJIUORLNORIOO R OO RLIMOORLROWWORLNORPFPOROORODMMROBRMRLRINPAROPRLRODMRIBRERRIOBRAERLNDE
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30123 | Cannula, with thread,
TS1 | 11 mm

30160

Gl Cannula, size|6 mm

30160

G2 Cannula, size|6 mm

30160

G3 Cannula, size|6 mm

30160

Ga Cannula, size|6 mm

30160

G5 Cannula, size|6 mm

30160

G6 Cannula, size|6 mm

30160

G8 Cannula, size|6 mm

30160

H1 Cannula withput valve

30160 | Cannula, without valve,
H2 6 mm

30160 | Cannula withput valve,
H6 size 6 mm

30160 | DAPRI Flex Cannula,
N1 size 6 mm

30160 | Cannula, flexjble, size
NL 6 mm

30160 | ROTALOCK| Cannula,
RT size 6 mm

TERNAMIAN
EndoTIP Cannula, 6
mm
TERNAMIAN
EndoTIP Cannula, 6
mm

30160
TK

30160
™

30214 Low-friction Cannula

30217 Low-friction Cannula

31103 | Cannula withput valve,
H1 size 11 mm
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31103
TL

TERNAMIA
EndoTIP Can
mm

N
nula, 11

31107
T4

Cannula with
size 13 mm

put valve,

31108
H1

Cannula, size|
length 15cm

13.5mm,

31160
H1

Cannula with
size 6 mm

put valve,

40103

Cannula

40103

Trocar only,
tip

with blunt

40103

Cannula, 11 n

nm, 6 cm

40103

Trocar only, blunt tip

40103
EL

Cannula

40103

Trocar only,
tip

vith blunt

40107

Cannula

40107

Trocar only

40107

Cannula

40107

Trocar only

40120

Trocar only,
tip

vith blunt

40120
NL

Cannula, flex
mm

ble, 6

40123

Trocar, blunt
mm

tip, 11

40123
NL

Cannula, flex
mm

ble, 11

40160

Cannula, 6 m

m, 4 cm

P[0 ORPYNORPRODORUITORIPMP ORI WORINORIFPORPRIOOROORFROORLRINORFRPROOOERLUOITOR|APORIWORINOR|IFPOORLROOWE

40160

Trocar only,

vith blunt
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B tip
40(1:60 Cannula, 6 mm, 6 cm
40160 | Trocar only, with blunt
D tip
49103 Cannula, size|11 mm
H1
49160 .
a1 Cannula, size|6 mm

72300 | Trocar for Sinoscopy,
5A | fenestrated beak

72300 | Trocar for Sinoscopy,
5B oblique beak

72310 | Trocar for Sinoscopy,
3B @ 3.3 mm

02109

9-10 Valve Seal,

02119

9-10 Valve Seal,

02129

9-10 Valve Seal,

02139

9-10 Valve Seal,

02149

9-10 Valve Seal,

R Port ring

30101

C2 Sliding Cone (7 mm

30103 | Cone for trocars size 11
C1 mm

30103

Co Sliding Cone) 11 mm

30103

C3 Ribbed Cone| 11 mm

30103 | Metal Cone, for trocars
CM1 | size 11 mm

30103 | Telescope Stopper,
CS | sterile, size 11

P NNINEFEPEDNORPNORPNPERERPNWERENNENEPEERPNORNOONOOONINONOONOIONIEONWONINONIEFEONOONOO
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30103

Thread Sleev
trocars size 1

e, for
L mm

30107
C3

Ribbed Cone

13 mm

30107

Thread Sleev

30108
C1

Cone, for trog
13.5 mm

ars size

30108

Thread Sleev
trocars size 1

p, for
8.5 mm

30117
C1

Cone, f.Trocg
3.9 mm

rs, size

30117
CS

Telescope Stq
sterile, size 3

pper,
9

30160
C3

Ribbed Cone

6 mm

30160
CS

Telescope Stq
sterile, size 6

pper,

30160

CONNINNPNONDNOINDNDIEPNDDNDWNPNODINNDDNENDNDONDNOEFEDN

Thread Sleev
trocars size 6

e, for
mm

155.

M/s. Allmed Solutions

Address:

A-21/3, KDA Scheme No.1 (ext)
Stadium Road, Karachi

ELI1-00029

R&I Details:

Date: 20/10/2022
Slip no. 0699364498
Rs. 25,000/-

Legal Manufacturer:
KARL STORZ SE & CO.
KG Germany

Address: Dr.-Karl-Storz-
StraBe 34 78532 Tuttlingen,
Germany

LOA
Validity: 31/12/2025

ESC:

Country of Origin
Validity: Not mentioned,
issued in Oct. 2022

FSC:

FSC of Reference Country US
Validity: not mentioned

OR

EC Certificate

KARL STORZ
Instruments
[Instruments with and
without movable jaws ,
Working Elements /
Working Inserts,
(Suction/Irrigation
Instruments (Sterile /
Non-Sterile)]

Class B

Shelf Life: N/A

Codes / Sizes

Approved KARL
STORZ Instruments
Sterile and the firm
will submit separate
fee for KARL
STORZ Instruments
Non Sterile

Art
icle
No.

S
#

Name

308
05

Handle with
Two-Way
Stopcock

335
50

Outer Sheath,
15 mm
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Validity: 17-12-2025

1SO 13485
Validity: 31-05-2025

335
90

Outer Sheath,
11 mm

553
514

Metal Outer
Sheath, 3.5
mm, 14 cm

555
014

Metal Outer
Sheath, 5 mm,
14 cm

650
050

Biopsy and
Grasping
Forceps, 12.5
cm

650
060

Biopsy &
Grasping Fcps
45° for
Children

110
280
-10

Biopsy Forcep|
Mandrel

22

110
281
-10

Biopsy Forcep
Mandrel

12

110
282
-10

Biopsy Forcep|

110
283
-10

Biopsy Forcep|

110
284
-10

Biopsy Forcep|

110
285
-10

Biopsy Forcep

112
732

Biopsy Forcep

112
74F

Grasping
Forceps, 3 Fr.

112
747

Biopsy Forcep|
3 Fr.

12

112
75F

Grasping
Forceps,
flexible, 3 Fr.

112
757

Biopsy Forcep|
flexible, 3 Fr.

12

©

115
40
KE

Operating
Sheath, curved
size 3.3 mm

115
73

Stone Extracto
0.4 mm, 4 wirg

wn =

PN ODN

115
73T

Stone Extracto
0.6 mm, 4 wirg

=

w
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120
64

Esophageal
Speculum,24
cm,35x22mm

120
64B

Esophageal
Speculum,23
cm,29x18mm

252
10

handle, only

261
68
DE

Sheath

261
68J

Manipulator
Sheath

261
68
KB

Manipulator
Rod

261
68

QB

Uterine
Grasping
Forceps

261
68

QN

Uterine

Grasping
Forceps, 24 cm
long

261
68

Uterine
Tenaculum
Forceps, 22 cn

261
73F

Distending FaJw
Retractor

261
75

MENGHINI
Liver Biopsy
Needle

261
75P

Injection
Needle, dia. 1.P
mm, 36 cm

261
75P

Injection
Needle, LUER
lock,0.8mm

w

261
78

MENGHINI
Liver Biopsy
Needle

o W

261
78P

Injection
Needle, LUER
lock

270
23F

Forceps, for
grasping stone
fragments

w

270
23
KF

Stone Basket, 8
Fr., w/o tip,
straight

w

270
23L

Stone Basket,
2.5 Fr., w/o tip,
straight

N

270
23L

Stone Basket, B
Fr., w/o tip,
straight
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[EEY

270
76

Lithotrite, 24
Fr.

272
90
DL

Biopsy Forcep|
38 cm

22

272
90F

Forceps

A (WO NP>

272
90

Forceps

o

272
90

Forceps

[op}

272
90

Forceps

272
90S

Scissors

274
24F

Forceps, 4 Fr.,
60 cm

274
24P

Forceps, 4 Fr.,
60 cm

274
24R

Forceps, 4 Fr.,
60 cm

274
247

Biopsy Forcep|
4 Fr., 60 cm

12

274
25F

Forceps, 5 Fr.,
60 cm

274
25F

Forceps, 5 Fr.,
flexible, 60 cm

274
25P

Forceps, 5 Fr.,
60 cm

g ol |bhOo WOl (N OO 01O Moo B N b

274
25P

Grasping
Forceps, 5 Fr.

o o

274
25R

Forceps, long
jaws, 5 Fr., 60
cm

274
25R

Forceps, 5 Fr.

274
257

Biopsy Forcep|
5 Fr., 60 cm

12

© o1 |0 o1 N O

274
257

Biopsy Forcep|
5 Fr., 60 cm

12

[op]

278
30F

Grasping
Forceps, 5 Fr.

278
30F

Biopsy Forcep|
5Fr.

(2]

278
30

Grasping
forceps, 3

expanding jawt
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278
30S

Scissors, 5 Fr.

~O WO

306
23F

Fan Retractor,
dismantling, 5
mm

[op}

306
23F

Fan Retractor,
dismantling, 1
mm

306
23

Retractor for
Gastric
Banding

~

306
23
GB

Retractor for
Gastric
Banding

306
23
HA

Avrticulating Ht
Retractor

306
23l

I-Retractor

306
23T

T-Retractor

PN (O NWOOO oo

306
23
VL

V-Retractor

N~

335
10P

Sponge Holde
Insert

401
10

Rib Spreader,
40/30 mm

401
10B

Rib Spreader,
60/30 mm

13, IENT N NOEN ] RIVIEN

404
055

COTTLE
Speculum

~

452
650

RHINOFORC
Il Clip
Applicator, 13
cm

452
650

RHINOFORC
Il Clip
Applicator,
right

452
650

RHINOFORC
Il Applicator,
angled left

456
501

RHINOFORC
Il Biopsy &
Grasping
Forceps

o

456
502

Biopsy and
Grasping
Forceps, size 2

502
51L
SR

Optical
Retractor

N 0| +— 00

502
51

Retractor, 30
mm, 14 cm
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MR

502
51R

Retractor, 30
mmx9cm

H~ 00 |Ww oo

857
6A

PARSONS
Laryng., large,
16.5cm

(o]

857
6A

PARSONS
Laryng. size 6
extra, 18 cm

o 00

857
6B

PARSONS
Laryng. size 4
medium, 14.5
cm

858
8L

Suct. Tube to
remove vapor
short

o oo

858
9B

RUDERT
Triangle
Laryngoscop.
large

859
1A

Spoon Forceps,
straight, 23 cm

859
1B

Spoon Forceps,
dia. 2 mm, 23
cm

859
1RJ

Spoon Forceps,
right, 18 cm

859
1RJ

Spoon Forceps,
right, 21 cm

859
1R

Spoon Forceps,
right

859
1SJ

Spoon Forceps,
left, 18 cm

859
1SJ

Spoon Forceps,
left, 21 cm

859
1SL

Spoon Forceps,
dia. 2 mm, 23
cm

859
1T

Spoon Forceps,
straight, 23 cm

o ©

866
1C

Laryngoscope,
18 cm, medium

866
1D

Laryngoscope,
19 cm, small

866
2E

Forceps, small
matt, 22 cm

OFrLr OO0 RFr| o

866
2FL

LARYNG.
Grasping
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Forceps,
medium, 22 cn

866
2G

LARYNG.
Grasping
Forceps, large,
22 cm

866
2H

Grasping
Forceps, extra
large, 22 cm

868
TA

Micro Alligatg
Forceps

=

040
141
-05

Extraction Bag
opening
diameter 11 cn

h

040
142
-05

Extraction Bag
opening
diameter 10 cn

040
143
-05

Extraction Bag
opening
diameter 6 cm

040
164
-05

Extraction Bag
ENDOBAG

040
165
-05

Extraction Bag
ENDOBAG

040
302
-05

Extraction Bag
MiniTwin
TRAPBAG

040
343
-05

Extraction Bag
TRAPBAG

261
66
GS

Handle for
rectal plugs

261
68
DZ

Handle

261
68J

Handle

261
68
KA

Handle

261
68T
NA

Handle

497
AD

Clip for 8588
/N /12067 C

859
60J

Protector, 3
mm, 21 cm

ORROORRNRPRORPRUUORRLRAERLRREL WRPRER INRPRRPRPRPRORPROOROCORINORIOOR|UIORMAORWO R NO K

859
60

Protector, dia.
mm, 18 cm
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859
6P

Protector

859
6R

Protector, dia.
mm, 23 cm

104
36

Puncture
Cannula

104
38

Puncture
Cannula

252
39

Suction Tube,
40 cm

252
40

Suction Tube,
30cm

308
04

Handle with
Trumpet Valve

308
10

Handle

323
40

Outer Tube,
insulated

325
40

Outer Sheath,
insulated, 10
mm, 30 cm

332
00

Metal Outer
Sheath,
insulated, 30
cm

332
50

Outer Tube,
isolated

335
70

Outer Tube,
20mm

483
00

Outer Sheath,
bipo. cutting
instrument

203
227

Suction Tube,
angular, 2.7
mm

203
230

Suction Tube,
angular, 3 mm

203
945

Suction Tube,
conical, dia. 4.
mm

204
357

Suction Tube,
curved 3 mm,
0.6 mm

COWRINWRPOWROUOITWERARARWRPWWRERPINWRPFPWOWR OWERF ONPFPONRFPINNREPRPONPFPONRERPRERNPEFPONENNRERPREPNPEPONLPRE

204
358

Suction Tube,
curved 3 mm,
0.8 mm
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204
359

Suction Tube,
curved 3 mm,
1 mm

204
412

PLESTER
Suction Tube,
20 cm, 12 Fr.

204
815

Suction Tube,
15 Fr.

227
230

Round Knife,
with suction,
rotating

233
262

Retractor Arm
for 233260

233
263

Retractor Blad
for 233260

252
120

Saw Blade,
thickness 0.40
mm

252
121

Saw Blade,
thickness 0.40
mm

252
122

Saw Blade,
thickness 0.40
mm

252
123

Saw Blade,
thickness 0.40
mm

252
220

Saw Blade,
thickness 0.40
mm

252
230

Saw Blade,
thickness 0.40
mm

269
110

Mandrel for
circular saw, 6|
pcs

462
010

Outer Tube,
length 14 cm

462
011

Inner Tube,
length 14 cm

474
003

MICCOLI
Suction
Elevator

474
010

Suction
Elevator,
rotatable

474
013

Suction
Elevator, large
21 cm

~NU PR oupRrlooarbharvoRrvVORrFPFORCcORlOMNRODNRNARlORMARORRERARlORMRIMDRRPARORMR|[OWER

474
015

Castelnuovo
Suction
Elevator,large,
lcm
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488
084

FERGUSON
Suction
Tube,length
1llcm

488
085

FERGUSON
Suction Tube,
length 11cm

488
086

FERGUSON
Suction Tube,
length 11cm

529
020

FREIBURG
Suction Tube,
2.0 mm

NORF IPORPOO R IOOU - 00

529
025

Suction Tube,
FREIBURG
Model, g 2.5
mm

529
030

Suction Tube,
FREIBURG
Model, ¢ 3.0
mm

529
035

FREIBURG
Suction Tube,
3.5mmag

529
105

Suction Tube,
curved, d5m

529
205

Suction Tube,
Fr./1.5 mm, 10
cm

O1

529
207

Suction Tube,
Fr./2 mm, 10
mm

7

529
209

Suction Tube,
Fr./3 mm, 10
cm

9

529
305

Suction Tube,
Fr., 10 cm

5

529
307

Suction Tube,
Fr., 10 cm

L

529
309

Suction Tube,
Fr., 10 cm

9

641
625

Suction Tube,
frontal sinus, @
2.5mm

i

641
630

Suction Tube,
frontal sinus, ¢
3 mm

i

641
640

Suction Tube,
frontal sinus, ¢
4 mm

i

641
725

Frontal Sinus
Suction Tube,
2.5 mm

RlOoNRIENRWNRNNRPNRONROCOROOR|NOROOR|IORMAO R WO R

641

Frontal Sinus
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730

Suction Tube,
mm

641
740

Frontal Sinus
Suction Tube,
mm

663
814

Suction Tube,
@ 2 mm, 10 cn

h

663
818

Suction Tube,
@2 mm, 13 cn

h

722
830

Suction Tube,
angular, 3 mm
14 cm

722
925

Suction Tube,
@ 2.5 mm, 13
cm

722
930

Suction Tube,
curved, 3 mm

722
950

Suction Tube,
curved, 5 mm

723
013

HOFFMANN
Nasopharynge
Suction Tube

ol

738
740

Suction Tube
w.grip plate, 1
cm

OT

755
500

Suction Tube,
standard mode
29 cm

755
505

YANKAUER
Suction Tube,
29 cm

755
712

Suction Tube,
curved, for
adults

755
717

Suction Tube,
curved, child
size

785
005

Life-Saving
Tube

785
007

Life-Saving
Tube

785
009

Life-Saving
Tube

801
814

LENARZ
Retractor, 21.5
cm

801
815

ISSING
Retraktor, 21.5
cm

ORIDNORIWORNORFLOROOROCOROCORINOROORUIORAMORLWORNORIFPFOROOR[ONRONR(INNR O

408
001

Bone Anchor
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00

408
001
51

Optical
Navigated
Suction Tube,
curved,O

408
201
45

EM Navigated
Suction Tube

408
201
65

EM Navigated
Suction Tube

020
180
-10

VERESS
Pneumoperito
eum Needle

020
181
-10

VERESS
Pneumoperito
eum Needle

020
190
-10

VERESS
Pneumoperitor
eum Needle

091
210
-10

Urethrotome
Cold Knife,
straight

091
211
-10

Urethrotome
Cold Knife,
round

091
220
-10

Urethrotome
Cold Knife,
straight

091
221
-10

Urethrotome
Cold Knife,
round

103
18B

Universal
Bronchoscope
size 8.5

103
18B

Universal
Bronchoscope
size 8.5

103
188
PT

Universal
Tracheoscope,
size 8.5, 33 cm

103
18C

Universal
Bronchoscope
size 7.5

103
18C

Universal
Bronchoscope
size 7.5

103
18C
PT

Universal
Tracheoscope,
size 7.5, 33 cn

103
18

Universal
Bronchoscope
size 6.5

103
18
DP

Universal
Bronchoscope
size 6.5, 43 cm

P RNIWRFRPDNNRPEPNRPFPRPRPNORPRPNOONOCOMONINONOODNUIONIRODNWONINODNPFPONOOMNOVWORFRPRIOORLINORFR OOk (6]

103
18

Universal
Tracheoscope,
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DP

size 6.5, 33 cn

103
18E

Bronchosc.f.Pol
yflex Stents,11
mm

103
18F

Tracheoscope
Tube

103
18F

Bronchoscope
43 cm,
size 12 mm

103
18

Tracheoscope
size 14 mm, 33
cm

103
18
GL

Bronchoscope
for Stents,
43cm,

size 14mm

103
18
GR

Tracheoscope
for Polyflex
Stents, 14 mm

103
37R

Opt. Dilation
Tracheoscope
12mm

103
37S

Opt. Dilation
Tracheoscope,
8mm

103
39

Bronchoscope
size 6

103
39
AL

Bronchoscope
length 40
cm,size 6

103
39B

Bronchoscope
size 5, length
30cm

103
39B

Bronchoscope
size 4.5, length
30 cm

103
39B

Bronchoscope
size 5, length
40 cm

103
39C

Bronchoscope
size 4, length
30cm

103
39C

Bronchoscope
size 4, length
26 cm

103
39C

Bronchoscope
size 3.5, length
30cm

103
39

Bronchoscope
size 3.5, length
18.5cm

103
39
DD

Bronchoscope
size 3.5, length
26 cm

NN WNIFP WNIOWNONDNOONDNINPNDNONDNOINNENDNDWRNDDNNNDPNDENNONDND OFPN |OFRPDNNPEPEDNOPRFEDNOOaOaEFEDN

103

Bronchoscope
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39E

size 3, length
18.5cm

103
39E

Bronchoscope

size 3

103
39E
EE

Bronchoscope

size 3, length
30cm

103
39F

Bronchoscope

size 2.5

103
39

Bronchoscope
size 3.7, length

30cm

103
39
GG

Bronchoscope
size 3.7, length

26 cm

103
80

Suction Tube

working length

50 cm

103
80
AK

Suction Tube
length 35 cm,
4 mm

103
80
AL

Rigid Suction
Tube, w.length

55cm

103
80
AM

Suction Tube
45 cm, 4 mm

103
80
AX

Suction Tube

@ 4 mm, 60 cm

103
80B

Rigid Suction

Tube, with
length 35cm

103
80C

Suction Tube

working length

25cm

103
80C

Suction Tube

working length

35cm

103
80

Suction Tube

2.5 mm, 50 cm

103
83

Rigid Suction
Tube w.thumb

contr.

103
83
AL

Rigid Suction
Tube, w.length

55cm

103
83
AM

Suction Tube
with cut-off
hole, 45 cm

103
83B

Suction Tube

@3 mm, 35cm

GINFP, OO OINOBEDNOOAENNPENOBEDNOOOAENERENWEDNPNAENEFEANOBENOWNIOWNINWNO WNICTWNIDEWDNWW

103
83B

Suction Tube
35cm,85.5
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mm

103
83C

Suction Tube,
25¢cm, 2 mm

103
83C

Suction Tube,
w.cut-off hole,
1mm, 25cm

103
83

Suction Tube,
25cm, 3 mm

103
83
DD

Suction Tube
w/ cut-off hole,
2mm, 30cm

103
83E

Suction Tube,
25cm, 4 mm

103
83F

Suction Tube
w/ cut-off hole,
3mm, 30cm

109
70

Mediastinoscop
e,13cm

109
70B

Mediastinoscop
e, 17cm

115
10
KC

Puncture
Needle, @ 0.6
mm

115
40
KD

Puncture
Needle, 2 0,9
mm, pck of 6

115
75

Stone Extracto
0.6 mm, sterilg

=

115
75L

Stone Extractor
0.6 mm, sterilg

115
77B

Balloon
Catheter, 0.9
mm

115
82

Stone Extractolr
0.4 mm, 4 wirg

w

115
83B

Balloon
Catheter, 0.75
mm, 10x

120
30

Esophagoscopg
Tube, size 6, 30
cm

120
30
AL

Esophagoscopg
Tube, L. 40 cm,
size 6

120
30B

Esophagoscopg
Tube, size 5, 30
cm

P NN O NDNOOODNOONINONOONOITOO N ONWOININONPFPONOONOOINICOUININOINIO CGINNOCTOINEA CITNNWOOANIN

120
30C

Esophagoscop
Tube, size 4,3
cm

D

[«}
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120
30F

Esophagoscopg
Tube, size 3.5

120
30

Esophagoscopg
Tube, size 3

120
60

Esophagoscopg
size 12 x 16, 50
cm

120
60
AU

Esophagoscopeg,
35 cm, 12x16
mm

120
60
AV

Esophagoscopeg,
40 cm, 12x16
mm

120
60
AW

Esophagoscopeg,
45 cm, 12x16
mm

120
60
AX

Esophagoscope,
55 cm, 12 x 16

120
60B

Esophagoscop
size 12 x 16, 3
cm

O D

120
60C

Esophagoscop
size 10 x 14, 5
cm

O D

120
60C

Esophagoscopg
40cm, 10 x 14
mm

120
60C

Esophagoscopg
55cm, 10 x 14

120
60

Esophagoscope
size 10 x 14, 3p
cm

120
60E

Oval
Esophagoscope,
size 8 x 12

120
60E

Esophagoscope,
40 cm, 10x14
mm

120
60F

Esophagoscopeg,
size 8 x 12, 30
cm

120
60

Oval
Esophagoscopeg,
size 7 x 10

120
60R

Hypopharyngd
cope, size 12 X
16

w

120
60S

w

Hypopharyngg
cope, 10 x 14,
20 cm

120
60T

w

Hypopharynga
cope, size 8 x
12

N[O O NOO NCOONINOONOOOONUIONIEAEOONWOONINONIEF ONOOOONIONNONPNNNDNONDNOONDNENDNWNDNDDNDNDND

120

Insertable
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62

Suction Tube

120
62
AX

Insertable
Suction Tube

120
62B

Insertable
Suction Tube

120
62C

Insertable
Suction Tube

120
67

Distending
Diverticulosco
e

120
67B

Distending
Diverticulosco
e

120
67

Insertable
Suction Tube

120
67R

Suction
Tube,insul., 3Q
cm, 2.5mm

120
67S

Suction Tube,
insul. 30 cm, 3
mm

120
68

Double-End
Diverticulosco
e

120
68B

Double Beake
Diverticulosco
e

)

203
835

Suction Tube,
conical, LL,
dia. 3.5 mm

204
359

Suction Tube,
curved 3 mm,
1 mm

204
361

Suction Tube,
curved 6 mm,
1 mm

204
362

Suction Tube,
curved 6 mm,
1.2 mm

204
365

Suction Tube,
curved 8 mm,
1.2 mm

204
366

Suction Tube,
curved 8 mm,
1.6 mm

204
367

Suction Tube,
curved 6 mm,
1.6 mm

204
808

Suction Tube,
Fr., malleable

P WOO WO WNOWOOWUIO WA OWWOWNOWRFPROWOOWO©WON|I0ONNONOONOUGIONDEONWONDNODNEFE O

204
810

Suction Tube
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204
810

Suction Tube

233
250

Retractor f.
Cochlear
Implant,f.
233250B

249
427

TEO Operatin
Rectoscope
Tube

i

260
40S

Resectoscope
Sheath, 26 Fr.

260
50S

Resectoscope
Sheath, 26 Fr.

260
50S

Resectoscope
Sheath, 26 Fr.

260
53S

Resectoscope
Sheath, 15 Fr.

260
53

Cold Loop,
knife-shaped

260
S5L

Resectoscope
Sheath, 22 Fr.

260
558

Resectoscope
Sheath, 22 Fr.

260
558

Resectoscope
Sheath, 22 Fr.

260
725

Optical Suctio
Tube

260
72T

Sheath for
Optical Powde
Blower

=

260
93C

Operating
Sheath, 24 Fr.

261
20J

VERESS
Pneumoperitor
eum Needle

261
20J

VERESS
Pneumoperitor
eum Needle

261
20J

VERESS
Pneumoperitor
eum Needle

261
20J
LL

VERESS
Pneumoperitor
eum Needle

N WO N WNNWONWONWEANWWNWNNNWENWONWOR WORFR WNPFP, WP WO PFPWRARPRPWWERER W NDNPFPW PP WO

261
20S

Ascites Suctio
Tube 11 mm

h
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261 | VERESS

20 | Pneumoperitor
XL | eum Needle
261
53E

Hysteroscope
Sheath, 5 mm

261 | MENGHINI
67 | Liver Biopsy
GN | Needle
KOH
26671 Ultramicro
Injection
NA Needle
KOH
T |
NN | U
Cannula
261 | Suction Tube
73B | w/ Protection
K | Basket, 36 cm
Puncture
261 Needle, dia. 1.6
75R
mm, 36 cm
261

75

WWW [NWWFwWwwo ww|o©
>

261

Ascites Suction
Tube

Puncture
Needle, LUER
lock

261
78R

261
80 | Outer Tube
HS

Catheter
ggg Deflecting
Mechanism
270 | Catheter
26E | Deflecting
C | Mechanism
270 | Catheter
26E | Deflecting
F | Mechanism
270 | Catheter
26E | Deflecting
G | Mechanism
Catheter
SZI(E) Deflecting
Mechanism
270

30

Injection
Needle, 3 Fr.

270
40
AK
270
40
AO
270 | Resectoscope

Resectoscope
Sheath, 27 Fr.

Resectoscope
Sheath, 27 Fr.

WIND WO PRWORWEAPR,WWPERWNDEWRRARWORWOWWOKLWMWWNWWO WWOITWW| oww
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40B | Sheath, 24 Fr.

270

40B Resectoscope

Sheath, 24 Fr.

270

40B Resectoscope

Sheath, 24 Fr.

270

40S Resectoscope

Sheath, 26 Fr.

270

40S Resectoscope

Sheath, 26 Fr.

270

40S Resectoscope

Sheath, 28 Fr.

270 | Resectoscope
42B | Sheath, 24 Fr.

270
425

Resectoscope
Sheath, 26 Fr.

270
42
XA

Inner Tube for|
27042 SL

270 | Resectoscope
46R | Sheath, 16 Fr.

270 | Deflecting
48C | Obturator,
K | 24/26 Fr.
270
50S

Resectoscope
Sheath, 26 Fr.

270

50S Resectoscope

Sheath, 28 Fr.

270

50S Resectoscope

Sheath, 26 Fr.

270

50S Resectoscope

Sheath, 28 Fr.

270

51p Resectoscope

Sheath, 26 Fr.

270
54
NJ

270

54S

Injection
Needle, 4 Fr.

Resectoscope
Sheath, 22 Fr.

270

545 Operating

Sheath, 20 Fr.

270 | Resectoscope
54S | Sheath, 22 Fr.

O WO OWOUIO WEAROOWWO WNO WRFOWOO WOUTWoUIWNOTWOoO OTWOoTOTWwWd OTWwwolwiNhoOTWwWkFk OTwo olwo b wlio b~
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270

93B Operating

Sheath, 26 Fr.

270

93C Operating

Sheath, 24 Fr.

271 | REUTER
05F | Sheath

271
437

Resectoscope
Sheath, 24 Fr.

272 | REINER-

15L | ALEXANDER
O | Syringe, 75 ml

272 | REINER-

16L | ALEXANDER
O | Syringe, 100 ml

272 | REINER-

18L | ALEXANDER
O | Syringe, 150 ml

272
41

AO

272

41B

Resectoscope
Sheath, 27 Fr.

Resectoscope
Sheath, 24 Fr.

272

1B Resectoscope

Sheath, 24 Fr.

272

128 Resectoscope

Sheath, 24 Fr.

272

93B Operating

Sheath, 26 Fr.

272

93C Operating

Sheath, 24 Fr.

272 | Operating
94B | Sheath, 22 Fr.

272
94S

272
94S | Knife, only

Knife, straight

272

945 Knife, sickle-

shaped

272
94S | Knife, only

272
94 | Suction Tube

O 00 W(UT 00 W(H 00 WIW 00 WIN 0O WIF 00 WO WONWONWNNWONWOAONWEARNWWNWNANWPRPRNWONWOOo W o Wl
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277
10L

Outer Sheath

278
20C

Applicator

278
20C
FS

Applicator for
Supine Positio

=

278
30C

Applicator for
MIP M

278
30C
FS

Applicator for
Supine Positio

278
40C

Applicator for
MIP L

278
40C
FS

Applicator for
Supine Positio

281
40
GwW
-6

Nitinol Guide
Wire, @ 1.5
mm, 40 cm

281
79
DW

Guide Wire, &
0.9 mm, pkg. g
6

=

281
85E

Tendon
Separator, 2
mm

281
85E

Tendon
Separator, 3
mm

281
85E

Tendon
Separator, 5
mm

281
85F

Tendon Knife,
10 X 4 mm

281
85F

Tendon Knife,
12 x4 mm

281
85F

Tendon Knife,
8 X6 mm

281
85F

Tendon Knife,
9 x 6 mm

281
85F

Tendon Knife,
10 X 6 mm

281
85F

Tendon Knife,
12 x 6 mm

OO RPOPRWOARARNOPLPAPFPOPOOPLPOOWOOWOWNOWOO OWOUTO W HAOW WO WNOWRF OWO O W(WOo W o wN oW

287
89
GW

Nitinol Guide
Wire @ 1.1
mm, 38.5cm
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[o2 I e RN =N

287
89
KW
-6

Nitinol Guide
Wire @ 1.1
mm, 25.5cm

287
89P
GW

POWERFIX
Guide Wire, @
1.4 mm

306
23
AR

ALKATOUT
Retractor, 10
mm

306
23
AR

ALKATOUT
Retractor, 5
mm

306
23
KL

Outer Tube

PR, OFRPDS OO OO~ NOBN

306
23
NA

NATHANSON
Liver Retracto

N
r

NS

306
23
NA

NATHANSON
Liver Retracto

N
r

306
23
NA

NATHANSON
Liver Retracto

N
r

333
0oC

Metal Outer
Sheath, isolate,

334
0oC

Insulated Oute|
Tube

r

334
0oC

Metal Outer
Sheath

334
00

Metal Outer
Sheath

335
0oC

Metal Quter
Sheath

502
00E

Optical
Dissector, larg

503
00E

Optical
Dissector

857
4B

Anterior
Commissure
Laryngoscope

AP DRMONMNPMORFRPPMOORFR, B™MANPFEPE ™M OFRP S OFRB™MBRPEPDR WO B~

857

Slotted
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4C

Laryngoscope,
11cm

857
4D

Slotted
Laryngoscope,
9.5cm

857
4E

Slotted
Laryngoscope,
8cm

857
4F

Laryngoscope,
length 9.5 cm

857
4G

Slotted
Laryngoscope,
13.5cm

857
4]

BENJAMIN
Operating
Laryngoscope

857
4JB

BENJAMIN
Ped.Laryngosq
pe 11.5cm

o

857
4JK

Suction Tube to
remove vapor

857
43P

BENJAMIN
Laryngoscope

857
4L

Suction Tube,
to remove
vapor, 16 cm

857
4L

Suction Tube
for 8590 KL,
8890 A

857
4N

Laryngoscope,
9.5cm

857
4SL

Operating
Laryngoscope
&
Subglottiscope

857
4SL

Slimline
Laryngoscope
w.side slit

857
4SS

Super-Slimling
Laryngoscope,
flat

857
5C

RIECKER
Laryngoscope,
open, for adult

[22]

857
6C

Laryngoscope,
size 3

857
6C

Laryngoscope,
size 3.5

857
6D

Laryngoscope,
size 2

O OWRAROWAYNWRAROWRAROUOWRAR PRWDEA WCWWBANMNWDBSIPWRNROWRONDIDOLONBIANNBIONBMOONDBAPRERNDBROLNDADNDDND

857

Laryngoscope,
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6E | sizel

858 | HOLINGER
0B | Laryngoscope

JACKSON
Laryngoscope,
12.5cm
JACKSON
Laryngoscope,
16 cm
Laryngoscope,
for adults, 16
cm
Operating
Laryngoscope,
large, 15 cm
LINDHOLM
Operating
Laryngoscope,
17 cm
858 | Operating
7K | Laryngoscope,
K | for children
858 Suction Tube,
7M to remove
vapor, 8.5 cm
858

7M | Suction Tube

858
2B

858
3A

858
3B

858
TA

858
TA

Pediatric
Laryngoscope,
11.5cm
Operating
Laryngoscope,
for infants

858
7N

858
7P

858
7P | Suction Tube

Operat.
Laryngoscope,
Adult.
Distending
Operating
Laryngoscope
858 Operat.
8C Laryngoscope,
Ped. size
858 | Suction Tube to
8L | remove
M | vapor,long

858 | Suction Tube to
8LP | remove vapor

858
8A

858
8B

w0 | Stor T
8M

vapor
858 | Suction Tube

oo bl hf~OO OO OOO A PPORRLLDORANORM PP OO PRRODMPMORE N OO EDOEBEANDNEDNPEDS
A
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8M | for 8588 C

Anterior
Commissure
Laryngoscope
859 Operating
Laryngoscope,
0A
17 cm
859 | Oper.
O0A | Laryngoscope,
L | extralarge

858
9C

Operatin
859 | -perating
Laryngoscope,
0B
large

859 | Operating
0B | Laryngoscope,

L | large
859 Operating
Laryngoscope,
0C .
medium

859 | Operating

0C | Laryngoscope,
L | medium

859 | Operat.

0D | Laryngoscope,
L | small

859 | Operating

0D | Laryngoscope,
small
Operating
Laryngoscope,
18 cm

859
0J

859 | Laryngoscope,
0JA | 18 cm

Operating
Laryngoscope,
22 cm
859 Operating
Laryngoscope,
0K
15 cm
859 | Operat.
OK | Laryngoscope,
L | childsize
859 Operating
Laryngoscope
oL !
for infants
859

oL

859
0JL

Laryngoscope,
small child

859 Smoke _

oM Evacuation
Tube, 12.5cm

859 | Smoke

OM | Evacuation

L | Tube,

859 | Insertable

ON | Suction Tube, P

NphphONPANINNPMONPOND DN ONPEANMNNPAPNDMONDPDOOODOOOO DN DO OO DO DIWO BN MNP O OO
z
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9 cm

41859 Insertable

8| ov Suction Tube

0| C

41859 Deflecting

816Q Mirror, 6 mm

1| A '

41859 Deflecting

816Q Mirror, 8 mm

2| B '

g’ 86%9 Dgflecting

3 c Mirror, 10 mm

4 Insulated

8 860 | Suction Tube,

4 2A | dia. 2 mm, 23
cm

4 Suction Tube,

8 2?2 diameter 2 mm,

5 23 cm

4 | 860 | Suction

8 | 2K | Tube,insul.,ball

6| A |end2mm

4 | 860 | Suction Tube

8 | 2K | w.cut-off hole,

7 K | 2mm,18 cm

g’ 2?2 rSnur::]'[ion Tube, P

8| S

4 | 860 | Suction Tube,

8 | 2K | outer diameter

9| V |2mm,23cm

4 Insulated

9 860 | Suction Tube,

0 3A | diameter 2.5
mm

4 Suction Tube,

9 83?2 outher dia. 3

1 mm, 23 cm

4 | 860 | Suction Tube,

9 | 3K | insul.,outher

2| A |dia.3mm

4 | 860 | Suction Tube,

9 | 3K | outer dia. 3

3 S | mm,18cm

4 | 860 | Suction Tube,

9 | 3K | outer dia. 3

4| V | mm,23cm

4 Insulated

9 EfAO Suction Tube,

5 outer dia. 3 mm

4 Suction Tube,

9 EZ?EO diameter 4 mm,

6 23 cm

4 | 860 | Suction Tube

9 | 4K | w.cut-off hole,

7 K | 3mm,18 cm

4 | 860 | Suction Tube,
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6K

with elevator, @
3mm

861
1B

Suction Tube,
distal 45°, 23
cm

861
1C

Suction Tube,
distal 45°, 23
cm

866
1A

STEINER
Distending
Laryngo-

Pharyngoscopé

866
1E

Laryngoscope,
20 cm, small

866
1M

Suction Tube, 3
mm, 16 cm

866
IN

Suction Tube, 3
mm, 20 cm

866
6A

Op.Laryngo-
Pharyngoscope
18 cm

866
6D

Oropharyngos¢
ope w/ lateral
wings, 14 cm

866
8A

HINNI
Distending
Operating
Laryngoscope

866
8M

Suction Tube,
to remove
vapor, 11 cm

879
0A

HAVAS
Laryngoscope,
large, 17 cm

879
0B

HAVAS
Laryngoscope,
medium, 17 cm

889
0A

DEDO
Laryngoscope,
18 cm

272
81

Connector

272
82

Irrigation Tube,
9 mm, 140 cm

204
202

Adaptor
without cut-off
hole

204
250

FISCH Suction
Handle

O, ORI PRPOOWRFROONRPFPOIRPPRPOIORL, UIIOOJI0O 0| NO U OO0 00O 0O IO UIINMNO U P OO |OO0O O Mo O

207
000

Silicone
Tubing, @ 8
mm
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212
005

FREER
Irrigation
Elevatro
w.stylet,21cm

600
002

Irrigation Tubg
silicone, 30 cn

600
009

Silicone
Irrigation Tubg
30 cm

600
010

Silicone Tube,
@5 mm

745
720

Guide Wire, @
0.6 mm

745
725

Guide Wire, @
0.4 mm

103
16L

Adaptor, for
10316 AS-DS

104
79B

Adaptor for
10468 B, 1047
B.

104
79C

Adaptor

104
79

Adaptor

104
T9F

Adaptor for
suction cathetg

=

109
24

Adaptor, for
respirator

109
24
DL

Adaptor for
respirator

109
70P

Connector for
10970 P

110
141

Double LUER
Port

115
73
NP

Stone
Extractor,10x

249
42

TEO Working
Attachment

249
42
AK

TEO Working
Attachment

QWO A WAWWAANWAIFP WAOIIO WAOITO N JIION UIINN OION GTOITN RN CIIWN I N OIIFPNOIION OO - 01|00 01 N2 Ol

249
42
AL

TEO Working
Attachment
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249
42T

TEO Operatin
Rectoscope
Tube

i

249
427
KG

TEO Operatin
Rectoscope
Tube

i

249
427

TEO Operatin
Rectoscope
Tube

!

249
43S

TEO High-
Flow Adaptor
for S-PORT
Seal

260
40
XA

Inner Sheath,
fixed, for
26040SL

260
50C

Inner sheath fq
Resectoscope

260
50
XA

Inner Sheath,
rotatable, for
26050SL

260
53C

Inner Sheath f|
Resect. Sheath
15 Fr.

260
53R

Cold Loop,
straight

260
53T

Cold Loop,
rake-shaped

260
55C

Inner Sheath
Resectoscope
Sheath,22Char

260
55
XB

Inner Sheath,
fixed, for 2605
SL

260
55
XE

Inner Sheath,
rotatable, for
26055LD

261
66R

Rectal plug,
large

261
66R

Rectal plug,
small

261
68
DA

Handle with
fixation screw

261
68
DB

Manipulator
Rod

261
68
DC

Sealing
Cylinder

OO0, OITOIOO0TIOIO OO OCIINROOODMOGOMOGADOGOWDSOAONDOCIFRPDSOOCORMOCI ©WO |0WOIHIN WO WOl

261
68
DD

Silicone Seal
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261
68
DJ

261
68
DK

261
68
DL

261
68

DM

261
68 | Manipulator
DZ | Rod

Attachment
with Cap

Anatomical
Blade, short

Anatomical
Blade, long

Anatomical
Blade, medium

© 0101 |00 01O O1 OO O1 01|01 O1 O

261
68
DZ

(¢, ]

Cap, diameter
34 mm, length
36 mm

[ 2o}

261
68 | Cap, size 26 x
DZ | 24 x 37 mm

o 01

[EY

261
68 | Cap, size 46 x
DZ | 44 x 37,5 mm

261

6y | Forceps

Attachment

261 | Cap, diameter

68J | 23 mm, length
D | 66 mm

261 | Cap, diameter

68J | 28 mm, length
E | 66 mm

261 | Cap, diameter

68J | 33 mm, length
F | 66 mm

261 | Cap, diameter

68J | 38 mm, length
G | 66 mm

261 | Cap, diameter

68J | 43 mm, length
H | 66 mm

261 | Cap, diameter
68 | 40 mm, length
KC | 30 mm

261 | Cap, diameter
68 | 35 mm, length

KD | 30 mm

261 | Cap, diameter
68 | 32 mm, length
KE | 30 mm

261 | Spiral Insert,
68 | medium,

KF | diameter 20

NNOFPNOOIONOIO O U0 U1|NO U1 O U1|O1TO) U1 O U1/ O U1 N O O1
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mm

5| 261 | Spiral Insert,
7 | 68 | small, diameter
3| KG | 15mm
5 | 261 | Cap, diameter
7| 68 | 28 mm, length
4 | KI | 30mm
5 26681
; KO Hand Wheel

E
5 | 261 | Spiral Insert,
7| 68 | large, diameter
6| KP | 25mm
5| 261 | Atraumatic
7 | 68 | Insert, diametgr
7| KQ | 8mm
5 261 Key for Spiral
7| 68 Insert
8 | KR
? 26681 Cone, large, far
9| QG 26168 QB/QN
g 26681 Cone, small, for
0| ok 26168 QB/QN
51| 261
8 | 68S | Handle
1| CA
51| 261
8 | 68T | Tube support
2 | NE
5| 261 Pertubation
8687 Tube
3| NS
g 26681 Cone, large fo
4| UL 26168 UN
g 26681 Cone, small, for
5| Us 26168 UN
51 261
8 | 687 | Handle
6| A
5 | 261 Manipulator
81682 Sheath
7 B
5| 261 Cap, @ 37 mm,
81682 30 mm
8| C
5 | 261 | Cap, diameter
8 | 68Z | 42 mm, length
9| D |30mm
5 | 261 | Cap, diameter
9 | 68Z | 47 mm, length
0 E 30 mm
5 | 261 | Spiral Insert, @
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687

12 mm

261
687

Spiral Insert, @

15 mm

261
687

Spiral Insert, @

20 mm

261
687

Holder for
Tenaculum
Forceps

261
687

Seal

261
687

Cap, @ 28 mm
30 mm

261
687

Cap, @ 32 mm
30 mm

261
82T

Obturator for
26182 TG

270
01
GP

Instrument Por

270
23L

Stone Basket,
1.9 Fr., w/o tip
straight

i

270
23T

Stone Basket,
2.5 Fr., tip,
helical

270
23T

Stone Basket,
Fr., w/ tip,
helical

B

270
23
VR

Basket, for
27023 VK

270
23
VS

Coil,for
27023VK

270
23
VT

3-Ring Handle
for 27023VK

270
26
ov

Obturator, 23
Fr.

270
26
VS

Visual
Obturator

270
40B

Standard-
Obturator

270
40
OA

Standard
Obturator

P OO OO0 OOONO OO ONUTOO|RAROOODWOOINOOOOIFPFOOOO OO O©UI O UIIN O O1|O) © U101 © U1/l O© O1|W O© 1[N O U1~ ©

270
40

Standard-
Obturator
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OB

270
40
oC

Standard
Obturator

270
40
oD

Standard-
Obturator

270
40
XA

Inner Sheath,
for 27040
SD/SL

270
40
XB

Inner Sheath,
for 27040 SM

270
42B

Standard-
Obturator

270
46R

Standard-
Obturator

270
48B

Deflecting
Obturator, 24
Fr.

270
48C

Deflecting
Obturator,
27/28 Fr.

270
49B

Atraumatic
Distending
Obturator

270
50
AE

ESGHI Visual
Obturator,
27/28 Fr.

270
50
AK

SCHMIEDT
Visual
Obturator

NN IPNOONOODORFRPOIORFRPROOINPFP OO, OUOIPOIRARFRPOWE OINEF OFPPFP OO

270
50B

Visual
Obturator, for
sheaths 24/26
Fr.

270
50B

Visual
Obturator, for
sheaths 24/26
Fr

270
50C

Inner Sheath f
27050 SC

Dr

270
50C

Inner Sheath f
27050 SD

Dr

270
50
XA

Inner Sheath f
27050 SL

D

=

270
50
XB

Inner Sheath,
for 27050 SM

CONOD INNOONOOITNOORRNOO| WONO

270
51

SCHMIEDT
Visual
Obturator,
27/28 Fr.
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270
51B

SCHMIEDT
Visual
Obturator,
24/26 Fr.

270
51
XA

Inner Sheath f
27051 PL

Dr

270
54C

Inner Sheath f
27054 SC

Dr

270
54C

Standard
Obturator

270
54)

Obturator for
27054 JO

270
54
XB

Inner Sheath f
27054 SL

Dr

271
05
AG

Fixation Disc

271
05B

Aspiration
Insert Tube

271
05

Obturator only

272
24

Connector wit|
Tube, for 2722

n

Ny

272
24B

Bowl, for
27224

272
24C

Rubber Bulb

272
82

Outflow
Tubing, length
140 cm

277
10L

Handle

277
10L

Inner Sheath

280
35

Two-Way
Stopcock

281
40

Gasket
Attachment

281
40
GU

Gasket

~NPhP OO PR~ PRODWPRARIOINMNPPOOIFPAEAODIORL DO WOOHIOWOOHINWOHIOWDH(UTW O WOOH([WWOOIND WOk WOH|O WO ONO

301
07C

Cone 13 mm
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301
60C | Cone 6 mm

404 | Sheath for
91T | Powder Blower

404
91

Sheath for
Powder Blower

404 | Sheath, for
92T | powder blowe

311 | CLICKLINE
00 | Outer Sheath

261
68 | Working Insert
DF
261
68 | Working Insert
DG
261
68 | Working Insert
DH
261
68 | Working Insert
DN
261
68 | Working Insert
DO
261
68 | Working Insert
DP
261
68 | Working Insert
DQ
261 | Working Insert
68J | @8 mm, length

| 50 mm
261 | Working Insert
68J | @ 8 mm, length
J | 60 mm
261 | Working Insert,
68J | @ 8 mm, length
K | 70 mm
261 | Working Insert,
68J | @ 8 mm, length
L | 80 mm
261 | Working Insert,
68J | @ 8 mm, length
M | 90 mm
261 | Working Insert,
68J | @ 8 mm, length
N | 100 mm
261 | Working Insert,
68J | @ 8 mm, length
O | 110 mm

OO NUTO RO OODWOOOOINO P OO OO UITOOUTINOTOO UTOCITOTO| OCITOWOTOIN OOk, UTOOO 01,0 O A~ O
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261 | Working Insert
68J | @ 8 mm, length
P | 120 mm
261 Working Insert
681 | 1O
Chromopertuba
tion
Working Insert
for
Chromopertub
tion
261 | Working Insert
68 | @6 mm, length
KH | 40 mm
261 | Working Insert
68 | @6 mm, length
KL | 100 mm
261 | Working Insert
68 | @6 mm, length
KM | 80 mm
261 | Working Insert
68 | @6 mm, length
KN | 30 mm
261
68
KO

oo |NOoO O

261
68J

D

Working Insert,
@ 4 mm, length
3cm

AN WONOIMNMNNOOPNOONOO ©OOOO

261
68
KO

[op]

Working Insert
@ 4 mm, length
4 cm

o1

261
68
KO

Working Insert
@ 4 mm, length
6cm

261 | Working Insert
68 | @6 mm, length
KS | 60 mm

261 Working

68S
CB Element

261
68S | Working Insert
CcC
261
68T | Working Insert
NB
261
68T | Working Insert
NC
261
68T | Working Insert
ND
261 | Working Insert
68Z | @ 6 mm, length

| 40 mm
261 | Working Insert
68Z | @ 6 mm, length

COD|(WOODANO0ODFP OO 0ONO N0 NOOINNOO OONO
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4 J 60 mm

261 | Working Insert
68Z | @ 6 mm, length
K |80 mm
261 | Working Insert
68Z | f.Chromopertub
M | ation,short
261 }Norking Insert
682 Chromopertuba
tion,long
261 | Working Insert
68Z | atraumatic, 40
O | mm

261 | Working Insert,
68Z | atraumatic, 60
P | mm

261 | Working Insert,
68Z | atraumatic, 90
R | mm

261 | Working Insert
68Z | @ 6 mm, length
S | 30mm
261
68 | Manipulator
KO | Sheath

270

77 Punch Working

Element

Suction Tube,
dia. 2 mm, 23
cm

Suction Tube,
outher dia. 2.5
mm, 23 cm
Suction Tube,
outher dia.3
mm, 23 cm
Suction Tube,
angular, @ 2
mm

203 | Suction Tube,
325 | O.D. 2.5 mm

860

860

860

203
320

Suction Tube,
angular, dia. 3
mm

Suction Tube,
angular, dia. 3
mm

Suction Tube,
angular, @ 1
mm

Suction Tube,
angular, @ 1.7
mm

203
330

203
335

3]

203
410

203
417

N O NP ONOONOONHWOWOINOOHMO OOHVUTO DDA ODWWOOD NOO POOHIO WO ONWOWO N N O OO O
>
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Suction Tube,
angular, @ 2.3
mm

Suction Tube,
conical, dia. 3
mm

Suction Tube,
conical, dia. 3.6
mm

Suction Tube,
outer diameter
1.5mm

203 | Suction Tube,
617 | outer @ 1.7 mm

203
423

203
530

203
535

203
615

203 | Suction Tube,
620 | outer dia. 2 mm

Suction Tube,
cylindrical, dia.
0.5 mm
Suction Tube,
cylindrical, dig.
0.7 mm
Suction Tube,
cylindrical, dig.
1 mm
Suction Tube,
cylindrical, dig.
1.5 mm
Suction Tube,
cylindrical, dia.
2 mm
Suction Tube,
cylindrical, dia.
2.5 mm
Suction Tube,
cylindrical,
outer @ 3 mm
Suction Tube,
cylindrical,
outer @ 4 mm
Suction Tube,
cylindrical, @ 5
mm

Suction Tube,
conical, dia. 3
mm

Suction Tube,
conical, dia. 3.6
mm

Suction Tube,
conical, dia. 4.6
mm

Suction Tube,
malleable, dia.
3mm

203
705

203
707

203
710

203
715

203
720

203
725

203
730

203
740

203
750

203
830

203
835

203
845

203
930

PR NOoONMNORNORNNRNOoORNORNBRRNWORNNRENRRNORNOCONOONVNO N ONOCIONRONWON
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Suction Tube,
cylindrical,
diameter 4 mm
Suction Tube,
outer diameter
6 mm

204 | Suction Handle,
001 | 10cm

203
940

203
960

D

204 | WULLSTEIN
004 | Suction Handle

Suction Tube,
angular, @ 0.5
mm

Suction Tube,
angular, @ 0.7
mm

Suction Tube,
angular, @ 0.8
mm

Suction Tube,
angular, @ 1
mm

Suction Tube,
angular, @ 1.3
mm

Suction Tube,
angular, @ 1.5
mm

Suction Tube,
angular, @ 2
mm

Suction Tube,
angular, @ 2.5
mm

204
005

204
007

204
008

204
010

204
013

204
015

204
020

204
025

D

204 | Suction Handlg,
200 | 55¢cm

Suction Tube,

straight, @ 0.5

mm

Suction Tube,

straight, 0.7

mm

Suction Tube,

straight, outer

@ 1mm

Suction Tube,

straight, @ 1.3

mm

Suction Tube,

straight, 1.5

mm

Suction Tube,

ggg straight, outer
@ 2 mm

204 | Suction Tube,

204
305

204
307

204
310

204
313

204
315

N[O A NO W N0 WNINWANOWANUUTWANIPRPWANWWNINWANPOWOANOWNONNONNNPNDANODNANOND N PN NN NN
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325 | straight, @ 2.5
mm

Suction Tube,
straight, outer
@3 mm

204 | Suction Tube,
342 | @ 0.6 mm

204
330

Suction Tube,
straight, outer
@ 0.8 mm

204 | Suction Tube,
345 | outer @ 1 mm

204
344

Suction Tube,
angular, @ 0.5
mm
Suction Tube,
angular, @ 0.7
mm
Suction Tube,
angular, @ 1
mm
Suction Tube,
curved 6 mm, @
0.8 mm
Suction Tube,
curved 6 mm, @
1 mm
Suction Tube,
curved 6 mm, @
1.2 mm
Suction Tube,
curved 8 mm, @
1.2 mm
Suction Tube,
curved 8 mm, @
1.6 mm
PLESTER
Suction Tube, b
Fr.,18 cm
PLESTER
Suction Tube, [7
Fr.,18 cm
PLESTER
Suction Tube, 8
Fr.,18 cm
PLESTER
Suction Tube, 9
Fr.,18 cm
ZUERICH
Suction Tube,
1.5mm
ZUERICH
204 Suction Tube,
430

angular, g 3mm
204 | ZOELLNER
700 | Suction Tube,

204
351

204
352

204
354

204
360

204
361

204
362

204
365

204
366

204
405

204
407

204
408

204
409

204
415

O NO U N0 O NNOINO O NOTOI NP OINWONNONPOONOOITNODMMNOSAANNPEPNOPRRNOOOPRAANPEEANWEANANDNDANPFPPS
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13cm

FISCH Suction
Tube, outer dia.
1.2 mm
FISCH Suction
Tube, outer dia.
1.5mm
FISCH Suction
Tube, outer dia.
2 mm
FISCH Suction
Tube, outer dia.
2.2 mm
FISCH Suction
Tube, outer dia.
3mm
FISCH Suction
Tube, outer dia.
5mm

204
729

204
730

204
732

204
733

204
735

204
738

204 | Suction Tube, 6
806 | Fr.

204 | Suction Tube, 8
808 | Fr.

204 | Suction Tube, 9
809 | Fr.

204 | Suction Tube,
810 | 10 Fr.

204 | Suction Tube,
812 | 12 Fr.

Suction and
Irrigation Tubg
conical
Suction and
Irrigation Tubg
cylindrical
Suction-
Irrigator,
cylindrical
Suction and
Irrigation Tubg
cylindrical
Suction and
Irrigation Tubg
cylindrical
Suction and
Irrigation Tube,
cylindrical
Suction and
Irrigation Tubg
cylindrical

498 | Suction
832 | Elevator

206
300

206
400

206
500

206
600

206
700

206
800

206
900

O N~NONNNNAONATNNDE NN NNN NN, NNONN O N[O NN NN NR OO N WO NN OO N oo
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263
300
40
030
903
-10
030
905
-10
203 | Suction Tube,
725 | LUER, O.D.
K | 25 mm, 7cm
250
25
AR
261
67 | Suction and
AN | Irrigation Tubg

HYST Tubing
Set, reusable

Irrigation/Suct
on Probe

Irrigation/Suct
on Probe

Suction and
Irrigation Tubg

U100 N [~ 00 N[O NN 0 Nk 00 ~NO o

261
67 | Suction and
AN | Irrigation Tub¢

261 | Suction and
67L | Irrigation Tube,
H | size 3mm
261 | Suction and
67L | Irrigation Tubg
HL | size 3 mm
261 | Suction and
67L | Irrigation Tube,
HS | size 3 mm
261 | Suction and
72B | Irrigation Tubg
N | length 30cm
261
73B

Suction and
Irrigation Tubg

261 | Suction and

73B | Irrigation Tube,
N | 36cm

261 | Suction and

74B | Irrigation Tubg
N | 43cm

371 | Suction and
12 | Irrigation
A | Handle

371 | Suction and
13 | Irrigation
A | Handle

403

60L

Suction and
Irrigation Tubg

405

60L Suction and

Irrigation Tubg

721 | Suction and
9A | Irrigation

O NN O N[O O NO1T O NP ONWONDNONRFP ONOWON|OWOW N0OWN~N0N OO
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S | Sheath 0°
721 | Suction and
9B | Irrigation

S | Sheath 30°
721 | Suction and
9C | Irrigation

S | Sheath 70°
21| on
9FS Sheath 45°
722 | Suction and
OA | Irrigation

S | Sheath
722 | Suction and
0B | Irrigation

S | Sheath 30°
722 | Suction and
0C | Irrigation

S | Sheath 70°
22 | L on
OFS Sheath 45°
723 | Irrigation-
0A | Suction Sheath
ES | for 7230 AE
723 | Suction and

O0A | Irrigation
S | Sheath 0°
723 | Suction and
0B | Irrigation
S | Sheath 30°
723 | Suction and
0C | Irrigation
S | Sheath 70°
793 Su_ctio_n and
OFS Irrigation
Sheath 45°
Suction-
861 Irrigation Tubg
2B
f.Laryng.

275 | LUER-Lock
00 | Tube Connectq

=

275 | LUER-Lock
02 | Tube Connectq

=

Suction Tip,
outer dia. 0.5
mm
Suction Tip,
outer dia. 0.6
mm
Suction Tip,
outer dia. 0.7
mm
Suction Tip,
outer dia. 0.9
mm

204
705

204
706

204
707

204
709

~NPFP OO 0 OR_PFP OWERE ONPF ORFRPRPFP OO 0OOO0OONOONO 00 O Ul 0O 0WwWwOOoNO®|IFkP O O O 00| O |
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Suction Tip,
outer dia. 1.2
mm

51 Irrigation Tubg
for

410 1 951475 251495
252 | Irrigation Tubg
414 | for 252479

204
712

252 | Irrigation Tubg
610 | 100K

252 | Irrigation Tube,
611 | 100K

460 | Suction Punch
001 | sizel

460 | Suction Punch
501 | size 1l

474 | Suction
001 | Elevator, 19 cm

Suction
Elevator, 3 x
1,8 mm
CASTELNUQ
VO Suction
Elevator, 5x1.§
CASTELNOU
VO Suction
Elevator, 3x1.8
Suction
Raspatory, 19.
cm

Suction
Elevator, 14.5
cm

474
016

474
017

474
018

479
800

OT

479
803

479 | Suction
804 | Elevator, 21 cm

489 | Suction
005 | Elevator

Suction

752 | Dissector,
200 | width 13.5 mm,
24 cm

755 | Suction Knob
501 | with thread

263
300
41
104 | Spare bottle,
55 | only,

A | autoclavable

LAP Tubing
Set, reusable

O W OOUT WO~ WO WWOo |NDWOF WOoO WOoNOMNOCONOOINNOOIOON OUIN OB N OOWN OINN PN OOON OB o
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Suction
Catheter,
2,5mm, 7.5 Fr
Suction
égé Catheter, 2 mm
6 Fr.
104 | Suction
68 | Catheter, 1,5
D | mm,4.5Fr.
104 | Suction
78 | Catheter, 4.5
D | Fr., 6x
204 | Suction Handlg,
001 | LUER-Lock, 10
L |cm
259 Sgction
11P Ligature
Instrument
261

67

104
68B

Two-Way
Stopcock

262 | B.I.O.H.

52B | Suction and
W | Irrigation Valy
272
24 | Connector with
AL | Tube

[¢)

281 | Suction or
75 | Irrigation Tubg
YR | 10 mm
456 | RHINOFORCE
001 | Il Suction
A | Punch, size 1
456 | RHINOFORCE
002 | Il Suction
A | Punch, size 2
479 | Suction
800 | Elevator, 19.5
SB | cm
Suction
%?_'9 Raspotory, 23
cm
Suction
Elevator,
angular, left 23
cm
Suction
Elevator,
angular, right,
23 cm
Antrum
Cannula, @ 1.2
mm, 9 cm

586 | Antrum
015 | Cannula

586 | Antrum

865
6V

= 0100 O U1T00O~ O ~ONROOPMOO OO (APPOOWSONDPDORFRDOOOPMDSOO(OWO|0WOIN WO

865
6V

586
012

O~ 0100w 01 0 N U1
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020 | Cannula, @ 2
mm, 9 cm
Antrum
Cannula, @ 2.5
mm, 12.5 cm
Antrum
Cannula, 2.5
mm, 12.5 cm
Cannula,
without ball tig
2.5 mm
Antrum
Cannula, @ 3
mm, 12.5cm
Antrum
Cannula, 3 mm,
12.5cm
Antrum
Cannula, @ 4
mm, 12.5cm
Antrum
Cannula, O.D.
4 mm
Antrum
Cannula, @ 2.5
mm, 12.5 cm
Antrum
Cannula, @ 3
mm, 12.5 cm
Antrum
Cannula, S-
shaped, 2.5 mm
Antrum
Cannula, S-
shaped, 2.5 mm
Antrum
Cannula, @ 2.5
mm, 12.5 cm
Antrum
Cannula, 2.5
mm, 12.5cm
Cannula,
without ball tig
2.5 mm
Antrum
Cannula, @ 3
mm, 12.5cm
Antrum
Cannula, 3 mm,
12.5cm
Antrum
Cannula, @ 4
mm, 12.5 cm
Antrum
gii Cannula, 4 mm,
12.5cm
586 | Antrum
325 | Cannula, @ 2.5

586
025

586
026

586
027

586
030

586
031

586
040

586
041

586
125

586
130

586
145

586
146

586
225

586
226

586
227

586
230

586
231

586
240
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mm, 15 cm

Antrum

Cannula, @ 3

mm, 15 cm

Antrum

Cannula, @ 4

mm, 15 cm

Antrum

586 | Cannula,

525 | straight, @ 2.5

mm

Injection

Cannula, outer

diameter 3.5

mm

103 | Injection

18 | Cannula,

KD | double lumen
Injection

13083 Cannula, outen

diameter 2.7

mm

586
330

586
340

~N~N00 OON0ool N~

103
18

109
70P | Cannula only

109
70P | Cannula
EL

116
S50L

CVS-cannula,

with opening t

the left

116 C}/S-cann.ula,

50R Wlth_openlng t

the right

261 | COHEN

68 | Uterine

UN | Cannula

372 | Suction a. Irrig.

60L | Cannula,L.
H | 30cm

373 | Suction a. Irrig.

60C | Cannula,L.
P | 36cm

373 | Suction a. Irrig.

60L | Cannula,L.
H | 36cm

373 | Suction a. Irrig.

60S | Cannula,L.
C | 36cm

374 | Suction a. Irrig.

60L | Cannula,L.
H | 43cm

375 | Suction and

60L | Irrig Cannula, I
H | 36cm

857 | Injection

4G | Cannula, diam
Y | 2mm

\=J

\=J
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8 | 857 | Injection

9 | 4G | Cannula, diam

3 Z 3mm

8 Injection

9 858 Cannula, 8.5

7K

4 cm

g 858 | Injection

5 8K | Cannula

8 | 859 | Injection

9 | OK | Cannula, 8.5

6 C | cm

8 Suction

9 Eﬁ‘? Cannula,

7 diameter 1 mn{

8 Suction

9 869 | Cannula,

8 1B | diameter 1.5
mm

8 Suction

9 8168 Cannula,

9 diameter 2 mm

9 Suction

0 2‘1\9 Cannula,

0 diameter 1 mm

9 Suction

0 869 | Cannula,

1 2B | diameter 1.5
mm

9 Suction

0 82? Cannula,

2 diameter 2 mm

156. | Excel Corporation Legal Manufacturer: Star Plus Sterile Addressed in 79t
435 BYJ Society, Bahadurabad, | Jiangsu Zhiyu Medical Infusion Set for Single | meeting.
Karachi. Instrument Co., Ltd. Use (With Needles + Y-

port)
ELI-00110 No.88, Nanyuan Road ,

Industrial Park, Dansheng
Town, Taixing City, Jiangsu,

China. Models:
Models:
Date of R&I ZY-1
16-02-2024
Class: Class B
Fee Challan: Shelf Life: 5 Years
384465507866
ESC:

Country of Origin
Validity: 19-03-2025

LOA
Validity: 06-11-2028

EC Certificate
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Validity: 31-12-2028

I1SO 13485
Validity: 22-09-2027

157.

Excel Corporation
435 BYJ Society, Bahadurabad,
Karachi.

ELI-00110

Legal Manufacturer:
Jiangsu Zhiyu Medical
Instrument Co., Ltd.

No0.88, Nanyuan Road ,
Industrial Park, Dansheng
Town, Taixing City, Jiangsu,
China.

Date of R&I
16-02-2024

Fee Challan:
16699987309

ESC:
Country of Origin
Validity: 19-03-2025

LOA
Validity: 06-11-2028

EC Certificate
Validity: 31-12-2028

I1SO 13485
Validity: 22-09-2027

Star Plus Sterile
Infusion Set for Single
Use (With Needles)

Models:
Models:
ZY-2

Class: Class B
Shelf Life: 5 Years

Addressed in 791
meeting.

158.

Excel Corporation
435 BYJ Society, Bahadurabad,
Karachi.

ELI1-00293

Legal Manufacturer:
Qingdao Splendid Medical
Technology Co., Ltd.

No. 1519 Fuchunjiang Road,
Huangdao District, 266000,
Shandong Province, China

Date of R&]I :
16-02-2024

Fee Challan:
75611248395

ESC:
Country of Origin
Validity:24-06-2025

LOA
Validity: 12-11-2028

EC Certificate
Validity: 06-04-2028

Unistar Disposable
Infusion Set for Single
Use

Models:

Models:

1V-01, IV-02

Needle Size:

0.4 x 25 mm, 0.45 x 25
mm, 0.5 x 25 mm, 0.55 x
25 mm, 0.6 X 25 mm, 0.7
X 25 mm, 0.8 x 25 mm,
0.9 x 25mm

Class: Class B
Shelf Life: 5 Years

Approved
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I1SO 13485
Validity: 06-04-2026

159. | Excel Corporation Legal Manufacturer: Unistar Disposable Approved subject to
435 BYJ Society, Bahadurabad, | Qingdao Splendid Medical | Infusion Set with submission of the
Karachi. Technology Co., Ltd. Burette for Single Use | shelf life
ELI1-00293 No. 1519 Fuchunjiang Road,

Huangdao District, 266000,

Shandong Province, China Models:
BIV-100, BIV-150

Date of R&I :

16-02-2024 Needle Size:
0.4 x 25 mm, 0.45 x 25

Fee Challan: mm, 0.5 x 25 mm, 0.55 x

153874774 25 mm, 0.6 x 25 mm, 0.7
X 25 mm, 0.8 x 25 mm,
0.9 x 25mm

FSC: Class: Class B

Country of Origin Shelf Life: 5 Years

Validity:24-06-2025

LOA

Validity: 12-11-2028

EC Certificate

Validity: 06-04-2028

1ISO 13485

Validity: 06-04-2026

160. | Excel Corporation Legal Manufacturer: Unistar Disposable Approved

435 BYJ Society, Bahadurabad,
Karachi.

ELI-00293

Qingdao Splendid Medical
Technology Co., Ltd.

No. 1519 Fuchunjiang Road,
Huangdao District, 266000,
Shandong Province, China

Date of R&]I :
16-02-2024

Fee Challan:
045503332815

ESC:
Country of Origin
Validity:24-06-2025

LOA
Validity: 12-11-2028

EC Certificate
Validity: 06-04-2028

1ISO 13485
Validity: 06-04-2026

Transfusion Set for
Single Use

Model:

BT-01, BT-02

Needle:

0.4 x 25 mm, 0.45 x 25
mm, 0.5 x 25 mm, 0.55 x
25 mm, 0.6 x 25 mm, 0.7
X 25 mm, 0.8 x 25 mm,
0.9 x 256mm

Class: Class B
Shelf Life: 5 Years
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161.

EXCEL CORPORATION

Karachi."

ELI-00110

435 BYJ Society, Bahadurabad,

M/s  Jiangxi  Hongda
Medical Equipment Group
Ltd.

No.39 South Shengli Road,
Jinxian Country, 331700
Nanchang, Jiangxi Province,
P.R. China

Date of R&I
20-10-2023

Fee Challan:
934730211123

FSC Germany :
Issue date 27.03.2023

LOA
Validity: 26-05-2026
EC Certificate

Validity: 31-12-2028

1SO 13485
Validity: 30-06-2025

StarOne Transfusion
Sets for Single Use

Class B

Model/Size:
Model A & Model B

Approved

162.

EXCEL CORPORATION

Karachi."

ELI-00110

435 BYJ Society, Bahadurabad,

M/s  Jiangxi Hongda
Medical Equipment Group
Ltd.

No0.39 South Shengli Road,
Jinxian Country, 331700
Nanchang, Jiangxi Province,
P.R. China

Date of R&I
20-10-2023

Fee Challan:
7159535820

FSC Germany :
Issue date 27.03.2023

LOA
Validity: 26-05-2026

EC Certificate

StarOne Scalp Vein Set
for Single Use

Class B
Model/Size:
0.45mm, 0.5mm,

0.55mm, 0.6mm, 0.7mm,
0.8mm, 0.9mm, 1.2mm

Approved subject to
submission of the
shelf life and form
TA.
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Validity: 31-12-2028

ISO 13485
Validity: 30-06-2025

163. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne Blood | Approved subject to
Medical Equipment Group | Collection Needle for | submission of the
435 BYJ Society, Bahadurabad, | Ltd. Single Use shelf life
Karachi."
No.39 South Shengli Road, Class B
Jinxian Country, 331700 _
EL1-00110 Nanchar}g, Jiangxi Province, | Model/Size:
P.R. China Model A: 0.5mm,
0.55mm, 0.6mm, 0.7mm,
Date of R&I 0.8mm, 0.9mm.
20-10-2023
Model B:  0.6mm,
0.7mm, 0.8mm, 0.9mm.
Fee Challan:
7311597419
ESC Germany :
Issue date 27.03.2023
LOA
Validity: 26-05-2026
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 30-06-2025
164. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne Endotracheal | Approved subject to
Medical Equipment Group | Tube For Single Use submission of the
435 BYJ Society, Bahadurabad, | Ltd. shelf life.
Karachi." Class B Submit separate
No0.39 South Shengli Road, fee for the reinforce
Jinxian Country, 331700 Model/Size: size
EL1-00110 l;lz;ncngga Jiangxi Province, Sj[andard/Common
Size:
ID 2.0, ID 2.5, ID3.0,
Date of R&I ID3.5, 1D4.0, ID4.5,
20-10-2023 ID5.0, 1D5.5, 1D6.0,
1D6.5, ID7.0, ID7.5,
Fee Challan: 1D8.0, 1D8.5, 1D9.0,
354877040402 1D9.5, 1D10.0, ID11.0
Reinforced/Enhanced
Size:
FSC ermany 02210251090
Issue date 27.03.2023 e e ps

ID5.0, ID5.5, 1D6.0,
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LOA
Validity: 26-05-2026

EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 30-06-2025

1D6.5, ID7.0, ID7.5,
1D8.0, 1D8.5, 1D9.0,
1D9.5

165. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne Burette-Type | Approved subject to
Medical Equipment Group | Infusion Set For Single | submission of the
435 BYJ Society, Bahadurabad, | Ltd. Use shelf life
Karachi."
No.39 South Shengli Road, Class B
Jinxian Country, 331700 _
Nanchang, Jiangxi Province, | Model/Size:
ELI-00110 PR, China 50ml, 100ml, 150ml
Date of R&l
20-10-2023
Fee Challan:
870871587
ESC Germany :
Issue date 27.03.2023
LOA
Validity: 26-05-2026
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 30-06-2025
166. | EXCEL CORPORATION M/s  Jiangxi  Hongda | StarOne Hollow Fiber | Approved subject
Medical Equipment Group | Hemodialyzer submission of
435 BYJ Society, Bahadurabad, | Ltd. clarification of risk
Karachi." Class B class of product and
No.39 South Shengli Road, differential fee as
Jinxian Country, 331700 Model/Size: per new SRO of
i i i HD-10H, HD-12H, HD- | fee
EL1-00110 Nanchang, Jiangxi Province,

P.R. China

Date of R&I
20-10-2023

13H, HD-14H, HD-15H,
HD-16H, HD-17H, HD-
18H, HD-19H, HD-20H
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Fee 25000/-

FSC Germany :
Issue date 27.03.2023
LOA

Validity: 26-05-2026

EC Certificate
Validity: 31-12-2028

ISO 13485
Validity: 30-06-2025
167. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne Feeding Tube | Approved subject to
Medical Equipment Group | For Single Use submission of the
435 BYJ Society, Bahadurabad, | Ltd. shelf life
Karachi." Class B
No.39 South Shengli Road,
Jinxian Country, 331700 Model/Size:
Nanchang, Jiangxi Province, HD-10H, HD-12H, HD-
ELI-00110 .g g 13H, HD-14H, HD-15H,
P.R. China
HD-16H, HD-17H, HD-
18H, HD-19H, HD-20H
Date of R&I
20-10-2023
Fee Challan:
8349421275778
FSC Germany :
Issue date 27.03.2023
LOA
Validity: 26-05-2026
EC Certificate
Validity: 31-12-2028
ISO 13485
Validity: 30-06-2025
168. | EXCEL CORPORATION M/s  Jiangxi Hongda |StarOne A.V Fistula

Karachi."

435 BYJ Society, Bahadurabad,

Medical Equipment Group
Ltd.

No.39 South Shengli Road,
Jinxian Country, 331700
Nanchang, Jiangxi Province,

Needle Set For Single
Use

Class B

Model/Size:

Approved subject to
submission shelf
life
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ELI-00110

P.R. China

Date of R&I
20-10-2023

Fee Challan:
300773811443

ESC Germany :
Issue date 27.03.2023
LOA

Validity: 26-05-2026
EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 30-06-2025

Fixed Wing,
Wing

Rotary

1.4 (17G), 1.6 (16G),
1.8(15G), 2.1(14G)

169. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne Blood Tubing | Approved
Medical Equipment Group | Set For Hemodialysis
435 BYJ Society, Bahadurabad, | Ltd. For Single Use
Karachi."
No.39 South Shengli Road, Class B
Jinxian Country, 331700
i i i Model/Size:
EL1-00110 gl?cgz?géhangm Province,
o 20-A, 20-B, 22-A, 22-B,
30-A, 30-B
Date of R&lI
20-10-2023
Fee 25000
FSC Germany :
Issue date 27.03.2023
LOA
Validity: 26-05-2026
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 30-06-2025
170. | EXCEL CORPORATION M/s  Jiangxi Hongda | StarOne High- | Approved subject to

435 BYJ Society, Bahadurabad,

Medical Equipment Group
Ltd.

Pressure Angiographic

Syringe

and

submission of the
shelf life
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Karachi."

ELI-00110

No.39 South Shengli Road,
Jinxian Country, 331700
Nanchang, Jiangxi Province,
P.R. China

Date of R&I
20-10-2023

Fee Challan:
159803402

FSC Germany :
Issue date 27.03.2023

LOA
Validity: 26-05-2026
EC Certificate

Validity: 31-12-2028

1SO 13485
Validity: 30-06-2025

Accessories For Single
Use

Class B
Model/Size:
CT-100-RN, CT-200-

MM, CT-200-DM, CT-
200-AK.

171.

EXCEL CORPORATION

435 BYJ Society, Bahadurabad,
Karachi."

ELI-00110

M/s  Jiangxi  Hongda
Medical Equipment Group
Ltd.

No0.39 South Shengli Road,
Jinxian Country, 331700
Nanchang, Jiangxi Province,
P.R. China

Date of R&I
20-10-2023

Fee Challan:
425795887194

FSC Germany :
Issue date 27.03.2023

LOA
Validity: 26-05-2026

EC Certificate
Validity: 31-12-2028

StarOne Sterile Single-

Use Dental Injection
Needle

Class B

Model/Size:

0.3mm, 0.36mm,

0.4mm, 0.45mm, 0.5mm

Approved subject to
submission of the
shelf life
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ISO 13485
Validity: 30-06-2025

172. | Excel Corporation M/s. Tianchang Hengsheng | Star Disposable Sterile | Approved Star
435 BYJ Society Bahadurabad | Medical Devices Co., Ltd. Latex Surgical Gloves Disposable Sterile
Karachi Latex  Surgical

Qinlan Industrial Park 239341 | Class B Gloves Powdered
ELI-00110 Tianchang City, Anhui And the firm will
Province People’s Republic of | Shelf life: 5yrs submit fee for the
China powdered free
Model:
Date of R&I : Powdered & Textured
29-08-2023 Powdered & Smooth
Powder-Free & Textured
Fee Challan: Powder-Free & Smooth
6870882722
Sizes: 6.0, 6.5, 7.0, 7.5,
8.0,8.5
ESC:
Country of Origin
Validity: 14-11-2024
LOA
Validity: 26-06-2028
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 11-04-2026
173. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Latex Foley | Approved
Enterprise Co., Ltd, Catheter
435 BYJ Society, Bahadurabad,
Karachi." No.1, West Jinhua Road, | ClassB
Mazhang District, 524094
ELI-00110 Zhanjiang, PEOPLE’S | Shelf Life: 5yrs
REPUBLIC OF CHINA.
Sizes: 6FR, 8Fr, 10Fr,
Date of R&]I : 12Fr, 14Fr, 16Fr, 18Fr
26-07-2023 20Fr, 22Fr, 24Fr, 26Fr
Fee 25000
ESC:
Country of Origin
Validity: 13-01-2025
LOA
Validity: 03-03-2028
EC extension letter
Validity: 31-12-2028
I1SO 13485
Validity: 31-08-2025
174. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Silicone Approved subject to

Enterprise Co., Ltd,

Urethral Catheter (

submission of
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435 BYJ Society, Bahadurabad, foley) clarificartion of risk
Karachi." No.1l, West Jinhua Road, class and
Mazhang District, 524094 | Class B differential fee as
ELI-00110 Zhanjiang, PEOPLE’S ) revised SRO
REPUBLIC OF CHINA. Shelf Life: 5yrs
Date of R&I : Sizes: 6FR, 8FR, 10FR,
26-07-2023 12FR, 14FR, 16FR,
024332264 24FR
FSC:
Country of Origin
Validity: 13-01-2025
LOA
Validity: 03-03-2028
EC extension letter
1ISO 13485
Validity: 31-08-2025
175. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Nelaton Approved
Enterprise Co., Ltd, Catheter (Urethral
435 BYJ Society, Bahadurabad, Catheter PVC)
Karachi." No.1l, West Jinhua Road,
Mazhang District, 524094 | Class B
ELI-00110 Zhanjiang, PEOPLE’S )
REPUBLIC OF CHINA. Shelf Life: Syrs
Date of R&]I : Sizes: 6FR, 8FR, 10FR,
26-07-2023 12FR, 14FR, 16FR,
18FR, 20FR
Fee Challan:
1701319252
FSC:
Country of Origin
Validity: 13-01-2025
LOA
Validity: 03-03-2028
EC Certificate
Validity: 31-12-2028
I1SO 13485
Validity: 31-08-2025
176. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Approved subject
Enterprise Co., Ltd, Endotracheal Tube to submission of
435 BYJ Society, Bahadurabad, separate fee for
Karachi." No.1, West Jinhua Road, |ClassB the Vanguard
Mazhang District, 524094 ) Endotracheal
ELI-00110 Zhanjiang, PEOPLE’S | Shelf Life: 5yrs Tube without cuff
REPUBLIC OF CHINA. ]
Sizes:
Date of R&]I : .
26-07-2023 With cuff /mm: 25, 30,
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Fee 25000

FSC:

Country of Origin
Validity: 13-01-2025

LOA
Validity: 03-03-2028

EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 31-08-2025

3.5,4.0,45,5.0,55,
6.0,6.5,7.0,7.5,8.0,
8.5,9.0,95,10.0

Without cuff /mm: 2.0,
2.5,3.0,35,4.0,4.5,5.0,
5.5,6.0,6.5,7.0,7.5, 8.0,
8.5,9.0,9.5,10.0

177. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Suction Approved
Enterprise Co., Ltd, Catheter for single use
435 BYJ Society, Bahadurabad,
Karachi." No.1, West Jinhua Road, | (respiratory tract)
Mazhang District, 524094
ELI-00110 Zhanjiang, PEOPLE’S | Class B
REPUBLIC OF CHINA. )
Shelf Life: 5yrs
Date of R&lI : .
26-07-2023 Sizes:
Fee Challan: 6FR, 8FR, 10FR, 12FR,
' 14FR, 16FR, 18FR
001696110 ' ' :
20FR
FSC:
Country of Origin
Validity: 13-01-2025
LOA
Validity: 03-03-2028
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 31-08-2025
178. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Stomach Approved
Enterprise Co., Ltd, Tube
435 BYJ Society, Bahadurabad,
Karachi." No.1, West Jinhua Road, | ClassB
Mazhang District, 524094
ELI-00110 Zhanjiang, PEOPLE’S | Shelf Life: 5yrs
REPUBLIC OF CHINA. )
Sizes:
Date of R&lI :
26-07-2023 8FR, 10FR, 12FR,
14FR, 16FR, 18FR
Fee Challan:
15332158152

Decisions of 82" Meeting of MDB (11-03-2025)

Page 124 of 237




FSC:
Country of Origin
Validity: 13-01-2025

LOA
Validity: 03-03-2028

EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 31-08-2025

179. | EXCEL CORPORATION M/s. Zhanjiang Star Vanguard Nebulizer Approved
Enterprise Co., Ltd, Mask
435 BYJ Society, Bahadurabad,
Karachi." No.1, West lJinhua Road, |ClassB
Mazhang District, 524094
ELI-00110 Zhanjiang, PEOPLE’S | Shelf Life: 5yrs
REPUBLIC OF CHINA.
Sizes: Adjustable
Date of R&] : pediatric and adult type
26-07-2023 with standard aerosol
mask, Adjustable
Fee Challan: pediatric and adult type
71214261 with elongated aerosol
mask, Simple pediatric
and adult type with
standard aerosol mask,
Simple pediatric and
FSC: adult type with
Country of Origin elongated aerosol mask,
Validity: 13-01-2025 Simple  type  with
adult/pediatric & infant
mouth piece.
LOA
Validity: 03-03-2028
EC Certificate
Validity: 31-12-2028
1SO 13485
Validity: 31-08-2025
180. | EXCEL CORPORATION A&D Company, Ltd. AND Blood Pressure | Approved subject to

435 BYJ Society, Bahadurabad,

Karachi."

ELI-00110

Legal Manufacturer:
1-243 Asahi, Kitamoto-shi
Saitama-Ken

364-8585, Japan

Manufacturing Site

A & D Electronics
(Shenzhen) Co., Ltd.
1-5/F, Building #4,

Hengchangrong High Tech
Industry Park, Shangan East
Road, Hongtian, Shajing,
Bao’an District, Shenzhen,

Monitor

Class B

Model/Size: UA-651

submission of the
FSC of reference
country or valid
FSC of country of
origion and valid
CE
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Guangdong,
P.R.China

518125,

Manufacturing Site

Radiant Innovation Inc
1F, No.3, Industrial E. 9th
Rd., Science-Based
Industrial Park, HsinChu
300, Taiwan.

Date of R&I
27-02-2023

Fee challan:
06642419910

FSC:
Country of Origin
Issue date: 13-01-2023

LOA
Validity: 08-12-2027

EC Certificate
Validity: 31-12-2023

I1SO 13485
Validity: 31-10-2025

181.

EXCEL CORPORATION

Karachi."

ELI-00110

435 BYJ Society, Bahadurabad,

A&D Company, Ltd.

Legal Manufacturer:
1-243 Asahi, Kitamoto-shi
Saitama-Ken

364-8585, Japan

Manufacturing Site

A & D Electronics
(Shenzhen) Co., Ltd.
1-5/F, Building #4,

Hengchangrong High Tech
Industry Park, Shangan East

Road, Hongtian, Shajing,
Bao’an District, Shenzhen,
Guangdong, 518125,
P.R.China

Manufacturing Site
Radiant Innovation Inc
1F, No.3, Industrial E. 9th

Rd., Science-Based
Industrial Park, HsinChu
300, Taiwan.

A&D digital Blood
Pressure Monitor

Class B

Approved subject to
submission of the
FSC of reference
country or valid
FSC of country of
origion and valid
CE
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Date of R&I
27-02-2023

Fee challan:
06642419910

FSC:
Country of Origin
Issue date: 13-01-2023

LOA
Validity: 08-12-2027

EC Certificate
Validity: 31-12-2023

I1SO 13485
Validity: 31-10-2025

182. | Excel Corporation M/s. Changzhou | Feroject Auto-Disable | Approved
435 BYJ Society Bahadurabad | Chuangjia Medical | Syringe For Single Use
Karachi Appliance Co., Ltd
Class B
ELI-00110 Sanhekou Development Zone,
Zhenglu  Town, 213115 | Shelf life: 5 Years
Changzhou, P. R. China
Schedule E
Sizes: 1ml,2ml, 3ml,
Date of R&lI : 5ml, 10ml, 20ml.
11-10-2022
Fee Challan:
35727191436
Certfcaite of exportation :
Country of Origin
Validity: 22-08-2024
LOA
Validity: 10-08-2027
EC Certificate
Validity:31-12-2028
1ISO 13485
Validity: 09-01-2027
183. | EXCEL CORPORATION M/s. Shenzen Homed | Nebulitte (Piston | Approved subject to
Medical Device Co., Ltd. Compressor submission of the
435 BYJ Society, Bahadurabad, Nebulizer) FSC in the country

Karachi."

3rd Floor, Block 1, Longquan
Industrial Zone, Huarong
Road, Dalang Street, Longhua
New District, Shenzhen,

of origion
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ELI-0011-

People’s Republic of China.

Date of R&I:
11-10-2021

Fee Challan:
08544093

Certfcaiet for exportation
china:

Country of Origin
Validity: 20-10-2024

LOA
Validity: 18-09-2025

EC Certificate
Validity:31-12-2028

1SO 13485
Validity: 18-08-2024

Class B
Shelf Life: 2yrs

Model/Sizes: As per
FSC

184. | EXCEL CORPORATION M/s. Hangzhou Superds Safety Inhale Suction | Approved subject to

Industry Co., Ltd Tubing (With | submission of

435 BYJ Society, Bahadurabad, Yankauer Handle & | clarification for

Karachi." Taifeng Village, Zhongtai | Without Yankauer | applied brand name.
Township, Yuhang District, | Handle)
Hangzhou City, Zhejiang
Province P.R. China

ELI-00110
Date of R&I : Class B
19-10-2022

Shelf Life: 5yrs
Fee Challan:
29040974479 Model/Sizes: 5Fr. 6Fr,
8Fr, 10Fr, 12Fr, 14Fr,
FSC: 16Fr, 18Fr, 20Fr
Country of Origin
Validity: 12-04-2026
LOA
Validity: 26-09-2027
EC Certificate
Validity: 31-12-2028
1ISO 13485
Validity: 30-03-2025
185. | EXCEL CORPORATION M/s. Hangzhou Superds Safety Inhale Non Re- | Approved subject to

435 BYJ Society, Bahadurabad,

Industry Co., Ltd

Taifeng Village, Zhongtai

Breathing Mask

submission of
clarification for
applied brand name.
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Karachi."

ELI1-00110

Township, Yuhang District,
Hangzhou City, Zhejiang
Province P.R. China

Date of R&]I :
19-10-2022

Fee Challan:
47742388

FSC:
Country of Origin
Validity: 12-04-2026

LOA
Validity: 26-09-2027

EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 30-03-2025

Class B
Shelf Life: 5yrs

Model/Sizes: XL, L, M,
S

186.

EXCEL CORPORATION

435 BYJ Society, Bahadurabad,

Karachi."

ELI-00110

M/s Guangdong Haiou
Medical Apparatus Co.
Ltd.

Nanyuan Industrial
North Liusha,
Guangdong, China

Zone,
Puning,

Date of R&I
09-01-2023

Fee Challan:
6146538202

ESC:
Country of Origin
Validity: 20-11-2024

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

LOA
Validity: 12-02-2028

EC Certificate
Validity: 31-12-2028

1SO 13485
Validity: 17-10-2025

Soloject Sterile Auto
Disable Syringe with
Needle Single Use

Class B
Shelf Life: 5yrs

Sizes: 0.05ml, 0.1ml,
0.2ml,0.3ml, 0.4ml,
0.5ml,Aml,2ml,2.5ml,5
ml,10ml

Approved

187.

M/S Mediland Pakistan Pvt Ltd
Office no B-09 2nd Floor,
Masood Arcade IJP road near

Gebruder Martin GmbH &
Co0.KG KLS Martin Platz 1
78532 Tuttlingen Germany

Brand Name: Operation
Theater Lights
(Generic Name): OT

Approved subject to
submission of the
DOC, FSC and
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Saidpur Road Rawalpindi
ELI1:00202
R& | Details: 12-08-2022

Telephone : +49 7461 706-0

FSC:issu date 10.12.2021
LOA: 30-06-2025

Fee 5000/-

Ceiling Light

Class: A

Shelf Life: N/A
Codes/sizes:marLED E9i
Ceiling

marLED E9i Mobile
Battery

marLED E9i Mobile
marLED E9i/E9i Ceiling
marLED E15/E9i

revised fee for the
product applied as
Family as per
revised SRO.

marLED X
surgiCam
MedLED MC3
Headlights
MedLED MC6
Headlights
MedLED MC7
Headlights
188. | M/S Mediland Pakistan Pvt Ltd | Gebruder Martin GmbH & Brand Name: Surgical Approved subject to
Office no B-09 2nd Floor, Co0.KG KLS Martin Platz 1 Instruments submission of
Masood Arcade 1JP road near 78532 Tuttlingen Germany (Generic Name): Surgical | Brand name, DOC
Saidpur Road Rawalpindi FSC: issue date 10.12.2021 Instruments and FSC and codes.
ELI:00202 LOA: 30-06-2025 Class: A
R& | Details: 12-08-2022 Shelf Life: N/A
Codes/sizes: As per FSC
189. | Mediland Pakistan Pvt Ltd SCHMITZ und Sohne GmbH | Brand Name: Deferred for
Office no B-09 2nd Floor, & Co.KG Gynecological submission of the
Masood Arcade 1JP road near Rudolf-Diesel-Strabe 5, Examination Chairs FSC in the country
Saidpur Road Rawalpindi 59199 Bonen Germany Generic Name): of origion i.e,
ELI:00202 Telephone: +49 (0)2383 Gynecological Germany and the
R& | Details: 29-06-2022 910010 Examination Chairs justlfl_catlon for
Fax No: +49 (0)2383 91001 | Class: B applying as system
98 Shelf Life: N/A
Web Site: www.schmitz- Codes/sizes:Arco 100
soehne.com Arco 100 M
Arco 200 M
FSC: Arco-matic 200 M
LOA: 01-10-2026 Arco Matic 300 M
EC Certificate:
ISO 13485:
190. | M/S Mediland Pakistan Pvt Ltd Medivators Inc. Brand Name: Washer Deferred for

Office no B-09 2nd Floor,
Masood Arcade IJP road near
Saidpur Road Rawalpindi
ELI:00202

R& | Details: 18-08-2022

14605 28th Avenue North
Minneapolis, MN 55447 USA
Toll Free: +1.800.444.4729
Web Site:
www.medivators.com
FSC:30-08-2025

LOA: 16-10-2025

EC 30-07-2028

1SO: 05-07-2027

Disinfector System
Division

(Generic Name): Washer
Disinfector System
Class: B

Shelf Life: N/A
Codes/sizes:
SSD-102LT

DSD 201

DSD EDGE

Rapid AER

CER OPTIMA
ADVANTAGE PLUS
ADVANTAGE PLUS

submission of the
following; FSC
1SO 13485.
differential fee and
revised Form 7A
Clarify the LOA
about the products
and it is issued by
steris corporation
USA.
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Pass-thru

191.

Treu-Dynamic International(Pvt)
Ltd

Office no.C-206,2" Floor, City
Towers, Main Boulevard,
Gulberg, Lahore.

Form-4
(License No.ELI1-00175)

File submitted on: 20.11.2023
Fee challan No.
70602753(17.11.23)
Rs.50,000/-

Legal Manufacturer:
EUROFARM S.p.A

Zona Industriale di Piano
Tavola, 95032 Belpasso (CT)
ITALY .

Tel. +39 095 39 13 46.
+39 095391507 (fax)

+39 0957132184 (fax)

www.eurofarm-spa.com

LOA: Validity 05-Year
(Jan-2024 to Dec-2027).

FSC: Country of origin Italy.

ISO 13485: Validity July
2023 —April 2027.

Eurofarm Surgical
Dressings

Class-D
Shelf life: 5 years

892063, 892066, 892073,
892076, 893010, 893012,
893015, 893020,892910,
893110, 893112, 893115,
893118,893120, 893035,
893040,893150, 893140,
893205,893210,893212,
893060, 895005, 895010,
895012, 895015, 895630,
501505, 501510, 501515,
501520,501630, 892070,
893310, 893312, 893315,
893320, 893410, 893412,
893415,893420,892013,
892015,
892017,501705,560001,
560002, 560003, 560004,
560010, 560015, 560020,
560110, 560115, 560120,
560140, 560215,
560220,560240,

560315,
560320,560340,561005,
561007, 561010,561020,
561015,562010,

562015, 562020, 567007,
567010,567015,561006,
561007,

561008, 561009,717800,
717801,

717802, 717803, 717804,
717805,

717806, 717807, 717808,
7178009,
718003,717820,718009,7
20002, 720003,

720004, 720005, 720006,
720007,

720008,715600, 715600,
715600,717505,717507,
717510,717512,
717520,717521,
717522,717525, 717550,
717552,
717560,717570,717571,7
17572,
717573,717600,717601,7
17602, 717603,
717604,717605, 717606,
717607,717608,

Approved
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717609,717620,861002,
861003,861005.861006,
826051,826055,826056,7
24271,724281,
724282,724283,731284,
717410,717420,717430,
717440,
717450,717460,722001,7
22002,
722003,722004,722300,7
22301,

722302,
722303,722304,722305,
717200,7172201,717220
2,717210,
717211,717212,501815,7
17710,
717715,717730,717740,7
17742,
717744,717745,717750,7
17760,
717770,717780,717790,
717910,
717915,717930,717940,
717942,717944,717945,7
17950,
717960,717970,717980,7
17990,
895005,8995010,895012,
895015,895630,

192.

Treu-Dynamic International (Pvt)
Ltd.

Office no.C-206,2" Floor, City
Towers, Main Boulevard,
Gulberg, Lahore.

(Licence No.EL1-00175)

File submitted on : 20.11.2023
Fee challan No.
70602753(17.11.23)

Rs.50,000/-

Legal Manufacturer:
Matrix Surgical USA

4025 Welcome All Road, Suite
120 « Atlanta, Georgia 30349
U.S.A.

T+1404.855.4592«
F+1404.344.0283 ¢

www. matrixsurgicalusa.com

LOA: Validity 04-Year
(Jan-2024 to Dec-2027).

ESC: Country of origin USA.

ISO 13485: Validity July
2023 —July 2025.

Omnipore
Reconstruction
Implants.

Surgery

Class-C

Shelf life: 5 years
OP7541, OP7542,
OP7543, OP7544,
OP7545, OP7546,
OP8313,0P8314,
OP8315,0P8316,
OP8317,0P8318,
OP9513,0P9514,
OP9515,0P9516,
OP9517,0P9518,
0OP9429,0P9430,
OP9539,0P9540,
OP8320,0P8321,
OP8322,0P7550,
OP9536,0P9519,
OP9520,0P9525,
OP9526, OP8334,
OP8335, OP8336,
OP8337, OP8338,
OP8339, OP8332,
OP8333, 0OP8328,
OP8329, OP8330,

Approved
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OP8331, OP9857,
OP9858, OP9859,
OP9860, OP9861,
OP9863 OP9864,
OP9865, OP82011,
OP7511, OP7512,
OP6332, OP6333,
OP634, OP6335,
OP6332, OP6333,
OP6334,0P6335,
OP6336,0P6337,
OP6338, OP6339,
OP6340,0P6314,
0OP9524,0P82000,
OP82001,0P82007,
OP82007,0P82008,
OP82030, OP82031,
OP6300,0P6301,
OP6302,

OP6303, OP6316,
OP6317, OP7212,
OP6322, OP6326,
OP6327, OP8438,
OP7210, OP6330,
OP6331, OP9562,
OP8312, OP9312,
OP9530, OP9550,
OP9551, OP9560,
OP9561,

OP9552,
OP9563,0P4838,
OP6330,0P6331,0P9562

bP8312,0P9312,0P9541

OP9542,0P9543,0P9544

OP6316,0P6326,0P6327
OP6317,0P6322
193. | M/s Mian Scientific Corporation | Legal Manufacturer: Onsite Dengue Ag Rapid | Approved
(PVT) Ltd M/s CTK BIOTECH, INC. Test Kit
Address of Importer: Address: Class: B
534-Jinnah Colony Faisalabad, | 13855 STOWE Dr. Poway, | Shelf life: 24 month
38030, Pakistan. California USA.
Codes/Sizes:
(EL1-00442) LOA Validity: RO063C/30Tests
R&I Dated: 28 Jan 2021 December 19, 2026
Fee Challan No.:
2070375
PKR: 25,000/- FSC Validity:
10-April, 2025
194. | M/s Mian Scientific Corporation | Legal Manufacturer: INST ANSWER H | Approved

(PVT) Ltd

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

Zhejiang Orient Gene Biotech

CO, Ltd
Address:

.Pylori Ab Combo Rapid
Test Kit

Class: B

Shelf life: 24 Month
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(ELI-00442)

R&I Dated:
27 FEB 2025

Fee Challan No.:
994691948
PKR: 25,000/-

No0.3787 East

Yangguang
Avenue, Dipu Street, Anji
313300, Huzhou, Zhejiang
China
LOA Validity:
5™ Jan 2026
FSC Validity:

Long Validity-Spain

Sizes:
25tests/kit

195. | M/s Mian Scientific Corporation | Legal Manufacturer: INST ANSWER H. | Approved
(PVT) Ltd Zhejiang Orient Gene Biotech | Pylori Ag Rapid Test Kit
CO, Ltd Class: B
Address of Importer: Shelf life: 24 Month
534-Jinnah Colony Faisalabad, | Address:
38030, Pakistan. Sizes:
No.3787 East Yangguang | osiests/Kit
(EL1-00442) Avenue, Dipu Street, Anji
313300, Huzhou, Zhejiang
R&I Dated: China
27 FEB 2025
LOA Validity:
Fee Challan No.: 5T Jan 2026
994691948
PKR: 25,000/- FSC Validity:
Long Validity-Spain
196. | M/s Mian Scientific Corporation | Legal Manufacturer: INST ANSWER Dengue | Approved
(PVT) Lt Zhejiang Orient Gene Biotech | NS1 Ag Rapid Test Kit
CO, Ltd Class: B
Address of Importer: Address:  No0.3787  East | Shelf life: 24 Month
534-Jinnah Colony Faisalabad, | Yangguang Avenue, Dipu
38030, Pakistan. Street, Anji 313300, Huzhou, | Sizes:
Zhejiang China 25tests/kit
(EL1-00442) LOA Validity:
5™ Jan 2026
R&I Dated: FSC Validity:
27 FEB 2025 Long Validity-Spain
Fee Challan No.:
994691948
PKR: 25,000/-
197. | M/s Mian Scientific Corporation | Legal Manufacturer: INST ANSWER Dengue | Approved

(PVT) Ltd

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

(EL1-00442)

R&I Dated:
27 FEB 2025

Fee Challan No.:
994691948
PKR: 25,000/-

Zhejiang Orient Gene Biotech
CO, Ltd

Address:

No0.3787 East Yangguang
Avenue, Dipu Street, Anji
313300, Huzhou, Zhejiang
China

LOA Validity:

5TH Jan 2026

FSC Validity:

Long Validity-Spain

1gG/IgM Rapid Test Kit
Class: B

Shelf life: 24 Month
Sizes:

25tests/Kit
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198. | Name of Importer Legal Manufacturer: INST ANSWER HCG | Approved
M/s Mian Scientific Corporation | Zhejiang Orient Gene Biotech | Rapid Test Kit
(PVT) Ltd CO, Ltd Class: B

Address: Shelf life: 24 Month
Address of Importer: No0.3787 East Yangguang | Sizes:
534-Jinnah Colony Faisalabad, | Avenue, Dipu Street, Anji | 25tests/kit
38030, Pakistan. 313300, Huzhou, Zhejiang

China
(EL1-00442) LOA Validity:

5TH Jan 2026
R&I Dated: FSC Validity:
27 FEB 2025 Long Validity-Spain
Fee Challan No.:
994691948
PKR: 25,000/-

199. | M/s Mian Scientific Corporation | Legal Manufacturer: Getein AFP Fast Test Kit | Approved subject to
(PVT) Ltd Getein Biotech, Inc Class: B submission of EC
Address of Importer: Address: Shelf life: 24 month certificate
534-Jinnah Colony Faisalabad, | No. 9 Bofu Road Luhe District | Sizes:

38030, Pakistan. Nanjing, 211505 China. 1 test,5 tests,10 tests, 25
LOA Validity: tests,50 tests, 100 tests

(ELI-00442) April 20, 2026

R&I Dated: 11 Jan 2021 FSC Validity:

Fee Challan No.: 07-06-2025

2077401

PKR: 25,000/-

200. | M/s Mian Scientific Corporation | Legal Manufacturer: Getein PCT Fast Test Kit | Approved subject to
(PVT) Ltd Getein Biotech, Inc Class: B submission of EC
Address of Importer: Address: Shelf life: 24 month certificate
534-Jinnah Colony Faisalabad, | No. 9 Bofu Road Luhe District
38030, Pakistan. Nanjing, 211505 China. Sizes:

LOA Validity: 1 test,5 tests,10 tests, 25
(EL1-00442) April 20, 2026 tests,50 tests, 100 tests
FSC Validity:
R&I Dated: 11 Jan 2021 07-06-2025
Fee Challan No.:
2077401
PKR: 25,000/-

201. | M/s Mian Scientific Corporation | Legal Manufacturer: Getein D-Dimer Fast Test | Approved subject to
(PVT) Ltd Getein Biotech, Inc Kit submission of EC
Address of Importer: Address: Class: B certificate
534-Jinnah Colony Faisalabad, | No. 9 Bofu Road Luhe District | Shelf life: 24 month
38030, Pakistan. Nanjing, 211505 China.

LOA Validity: Sizes:
(EL1-00442) April 20, 2026 1 test,5 tests,10 tests, 25
FSC Validity: tests,50 tests, 100 tests
R&I Dated: 11 Jan 2021 07-06-2025
Fee Challan No.:
2077401
PKR: 25,000/-

202. | M/s Mian Scientific Corporation | Legal Manufacturer: Erma Electrolyte | Approved subject to
(PVT) Ltd Erma Inc Analyzer EL-120 submission of EC
Address of Importer: Address: Class: A certificate
534-Jinnah Colony Faisalabad, | 3-4-8 Kiuri Yoshikawa-shi | Shelf life: 5 Year
38030, Pakistan. Saitama 342-0045 Japan. Model:

EL-120
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(ELI-00442)

LOA Validity:
April 31% 2025

R&I Dated:
21 NOV 2022 FSC Validity:
Issue: September 15, 2022
Fee Challan No.: Valid until agreement
3914759506
PKR: 5,000/-
203. | Noor International, 29- D, Block | Legal Manufacturer: | Sample (MDD) Approved
6, PECHS, Karachi. Radiometer Medical | Class: B
Akandevej 21 2700 Branshgj- | Shelf Life: 2 Years
(ELI-00061) DenmarkPh: +45 38 27 38 27 | Codes:
Date of R&I 14-12-2020 www.radiomete r.com 905-954 905-661 905-663
FSC: Denmark Validity: 21- | 905-664 905-666 942-869
11-2021 942-873 942-875 942-876
LOA Validity: 28-02-2025 942-878 942-880 942-882
CE Certificate Validity: 05- | 942-884 942-885 942-968
12-2026 942-889 942-890 942-891
ISO 13485 Validity: 13-11- | 942-892 942-893 942-898
2027 942-969 956-518 956-519
956-552 956-610 956-622
956-608 956-609 956-624
956-612 956-613956-615
956-616 956-620 956-623
956-522 956-525 956-529
956-533 956-534 956-547
204. | M/s. Allmed Solutions Address: | Legal Manufacturer: KARL | KARL STORZ Pumps Approved as system

A-21/3, KDA

Scheme No.1 (ext) Stadium Road,
Karachi

ELI-00029

R&I Details: Date: 27/10/2022
Slip no.

46627761997

Rs. 25,000/-

STORZ SE & CO.

[(Pumps, Foot Switches

according to the

KG for Pumps, Tubing Sets | FSC of RRA,
Germany (sterile/non-sterile)] Germany
Address:  Dr.- Karl-Storz- | Class B
StraBe 34 78532 Tuttlingen, | Shelf Life: N/A
Germany Codes / Sizes :
LOA Arti
Validity: Sit cle | Name
31/12/2025 N
ESC: 0.
Country of Origin Validity: UNIMAT
Not mentioned, issued in Oct. 125320020 30, Basic
2022 Unit,
FSC: Suctiorn
FSC of Reference Country US Pump
Validity:not mentioned 5 25320020 | UNIMAT
OR C 30, Basic
EC Certificate Unit,
Validity: 17-12- Suction
2025 Pump
1S0 13485 3 |030248-10| JubingSet
Validity: 31-05- Suctior),
2025 Patient
4 |030249-10| TubingSet,
Suction,
Patient|ST
5 |030647-01| TubingSet,
Suction,
DS
6 |030647-10| JUPINg Set
Suction,
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DS

031131-10

Tubing| Set,

UNID
UNID
Sl

RIVE/
RI VE

031134-10

Tubing|for

37112
37113
37112

RV

031162-10

Patien

Tubing| Set,
for day|sets

t

10

031229-10

Tubing

Set,

CLEAR
VISION

(irrigation)

11

031447-10

Tubing| Set,

Suctio

LAP, Sr
PILOT

N

12

031457-10

Tubing| Set,

Suctio
URO,

PILOT

n
g-

13

031523-01

Tubing| Set,
Irrigation,

PC

14

031523-10

Tubing| Set,
Irrigatipn,

PC

15

031524-01

Tubing| Set,
Irrigation,

FC

16

031524-10

Tubing| Set,
Irrigatipn,

FC

17

031529-01

Tubing| Set,
Irrigatipn,

CVv

18

031529-10

Tubing| Set,
Irrigatipn,

Cv

19

031531-03

Tubing|Set,
Irrigation,

ub

20

031531-10

Tubing|Set,
Irrigation,

ub

21

031563-10

One-Day
Tubing|Set,
Irrigation,

PC

22

031564-10

One-Day
Tubing|Set,
Irrigation,

FC
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23 |031647-01/ 1ubing|Set,
Suction,
BS
24 |031647-10| 1 UPIng|Set,
Suction,
BS
Silicong
25 20330340 Tubing|Set
irrigation
26 26310243 | Silicong
Tubing| Set
27 20300045 | Silicong
Tubing|Set
28 20300145 | Silicone
Tubing|Set
Tubing|set
29 26330042 ARTH ffor
Arthropump
Silicong
30 (40334040 Tubing|Set
w. filte
Tubing|Set,
31 UP007 irrigation,
FC
32 | uPoog | Tubingset,
irrigation,
PC
33 |030138-10| '"igation/Su
ction
Handle
34 |030238-10| 'MMgAUON/SU
ction
Handle
35 (20100043 | Bottle ¢ap
36 |20310041 | Stlicon®
Irrigation
Tubing| Set
37 |26310034 | Bottle ¢ap,
with
threat
38 |26310035| Bottle Cap
39 (26310335 Bottle Cap
205. | Shirazi Trading Company Private | Legal manufacturer | Arietta 65 (Diagnostic | Approved
Limited 114-C, Al Murtaza | FUJIFILM Corporation 26-30, | Ultrasound System)
Commercial Lane 3, Khayaban-e- | Nishiazabu 2-chome, Minato- | Class B
Igbal, Phase 8, D.H.A., Karachi. | ku, Tokyo, 106- 8620, Japan | Shelf Life: 07 Years
Establishment Licence No.: ELI- | Manufacturing Site: | (Service Life)
00263 Date of R&I: 24-10-2024 | FUJIFILM Healthcare | Model:
Fee Challan No. 3991169111 | Manufacturing  Coporation | Arietta 65
Date: 07-08-2024 Kashiwa Office 2-1,
Shintayofuta,  Kashiwa-shi,
Chiba, 277-0804, Japan
LOA Validity: 31-08-2025
FSC: Country: Japan Validity:
N/A
CE Certificate Validity: 28-
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09-2026 1SO 13485 Validity:
30-11-2026

206. | Zenith International, Room #104, | Legal Manufacturer: M/s | HINDERING Approved subject to
Tahir Plaza, A/20, Block 7&8, | Hangzhou Tongzhou | HbAlc  Rapid  Test | submission of valid
K.C.H.S.U. Karachi, Pakistan | Biotechnology Co., Ltd., | Cassette CE certificate
(ELI-00090) Manufacturing Site: Room | Class B
Date of R&I 05 March 2025 Fees | 102, Building 4, No. 191, | Shelf Life: 02 years
Challan No: 48199097164 Dated | Xintian Road, Yunhe Street, | Codes / Sizes (if any)

27/02/2025 Linping District, Hangzhou, | 0005-4002
China.
FSC: China Validity: 17-09-
2026 FSC:
LOA Validity: 19-01-2030
EC Certificate Validity: 25-
01-2027
ISO 13485 Validity: 19-07-
2026

207. | Zenith International, Room #104, | Legal Manufacturer:  M/s | PERFECT + Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Three Way Stopcock | submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: | without tube, Sterile CE certificate
(ELI-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 Fees | East ~ Zhongshan Road, | Shelf Life: 05 years
Challan No: 30528500459 Dated: | Yinzhou District, 315040 | Codes / Sizes (if any)

27102/2025 Ningbo, China.
FSC: valid till 01-07 -2026
LOA Notarized LOA Valid till
12-08-2029 EC Certificate
Validity: 26-05-2024 With CE
Extension letter 1SO 13485
Validity: 21-08-2025

208. | Zenith International, Room #104, | Legal Manufacturer:  M/s | PERFECT + Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Three Way Stopcock with | submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: | tube, Sterile CE certificate
(ELI-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 Fees | East ~ Zhongshan Road, | Shelf Life: 05 years
Challan No: 92146349996 Dated: | Yinzhou District, 315040 | Codes / Sizes (if any)

27102/2025 Ningbo, China.
FSC: valid till 01-07 -2026
LOA Notarized LOA Valid till
12-08-2029 EC Certificate
Validity: 26-05-2024 With CE
Extension letter 1SO 13485
Validity: 21-08-2025

209. | Zenith International, Room #104, | Legal Manufacturer: M/s | PERFECT Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Aneroid submission of valid
K.C.H.S.U. Karachi, Pakistan|Co., Ltd., Manufacturing | Sphygmomanometer CE certificate
(ELI-00090) Site: Room (22-1) (22-2) , No. | Class B
Date of R&I 05 March 2025 455, East Zhongshan Road, | Shelf Life: 05 years
Fees Challan No: 437204974 | Yinzhou District, 315040 | Codes / Sizes (if any)

Dated: 27/02/2025 Ningbo, China. GTO001-101,
FSC: valid till 01-07 -2026 GTO001-130

LOA Notarized LOA Valid till
12-08-2029

EC Certificate Validity: 26-
05-2024 With CE Extension
letter

ISO 13485 Validity: 21-08-
2025
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210. | Zenith International, Room #104, | Legal Manufacturer: M/s | PERFECT  FINE  + | Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Feeding Tube, Sterile | submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: | (Ryle Tube) CE certificate
(ELI-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 East Zhongshan Road, | Shelf Life: 05 years
Fees Challan No: 983486527844 | Yinzhou District, 315040 | Codes / Sizes (if any)

Dated: 27/02/2025 Ningbo, China. (Sizes: 4fr, 5fr, 6fr, 7fr,
FSC: valid till 01-07 -2026 8fr, 10fr)
LOA Notarized LOA Valid till
12-08-2029
EC Certificate Validity: 26-
05-2024 With CE Extension
letter
ISO 13485 Validity: 21-08-
2025

211. | Zenith International, Room #104, | Legal Manufacturer: M/s | PERFECT FINE  + | Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Nelaton Catheter, Sterile | submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: | (Urology Catheter) CE certificate
(ELI1-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 East  Zhongshan Road, | Shelf Life: 05 years
Fees Challan No: 559418028659 | Yinzhou District, 315040 | Codes / Sizes (if any)

Dated: 27/02/2025 Ningbo, China. FSC: valid till | (Sizes: 6fr, 8fr, 10fr, 12fr,
01-07 -2026 14fr, 16fr, 18fr, 20fr, 22fr,
LOA Notarized LOA Valid till | 24fr)
12-08-2029
EC Certificate Validity: 26-
05-2024 With CE Extension
letter
ISO 13485 Validity: 21-08-
2025

212. | Zenith International, Room #104, | Legal Manufacturer: M/s | PERFECT FINE + Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Suction Catheter, Sterile | submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: CE certificate
(ELI-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 East  Zhongshan Road, | Shelf Life: 05 years
Fees Challan No: 45990784829 | Yinzhou District, 315040 | Codes / Sizes (if any)

Dated: 27/02/2025 Ningbo, China. (Sizes: 6fr, 8fr,10fr, 12fr,

FSC: valid till 01-07 -2026 14fr, 16fr, 18fr, 20fr)
LOA Notarized LOA Valid till
12-08-2029
EC Certificate Validity: 26-
05-2024 With CE Extension
letter
ISO 13485 Validity: 21-08-
2025

213. | Zenith International, Room #104, | Legal Manufacturer: M/s| “PERFECT +” Approved subject to

Tahir Plaza, A/20, Block 7&8,
K.C.H.S.U. Karachi, Pakistan
(ELI-00090)

Date of R&I 05 March 2025

Fees Challan No: 92879456
Dated: 27/02/2025

Ningbo Pinmed Instruments
Co., Ltd., Manufacturing Site:
Room (22-1) (22-2), No. 455,
East Zhongshan Road,
Yinzhou District, 315040
Ningbo, China.

FSC: valid till 01-07 -2026
LOA Notarized LOA Valid till
12-08-2029

EC Certificate Validity: 26-
05-2024 With CE Extension
letter

ISO 13485 Validity: 21-08-

Heparin Cap, Sterile
Class B
Shelf Life: 05 years

Codes / Sizes (if any)

submission of valid
CE certificate
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2025

214. | Zenith International, Room #104, | Legal Manufacturer: M/s | PERFECT + Rebreathing | Approved subject to
Tahir Plaza, A/20, Block 7&8, | Ningbo Pinmed Instruments | Oxygen Mask, Sterile submission of valid
K.C.H.S.U. Karachi, Pakistan | Co., Ltd., Manufacturing Site: CE certificate
(ELI-00090) Room (22-1) (22-2), No. 455, | Class B
Date of R&I 05 March 2025 East Zhongshan Road,

Fees Challan No: 556755410310 | Yinzhou District, 315040 | Shelf Life: 05 years
Dated: 27/02/2025 Ningbo, China.

FSC: valid till 01-07 -2026 Codes / Sizes (if any)

LOA Notarized LOA Valid till

12-08-2029

EC Certificate Validity: 26-

05-2024 With CE Extension

letter

ISO 13485 Validity: 21-08-

2025

215. | Shirazi Trading Company Private | Legal manufacturer Medtron | Accutron CT-D 862 Approved
Limited 114-C, Al Murtaza | AG Hauptstr. 255, 66128 | (Contrast Media
Commercial Lane 3, Khayaban-e- | Saarbriicken, Germany | Injection)

Igbal, Phase 8, D.H.A., Karachi. | Medtron AG Manufacturing
ELI1-00263 site: Kreisstrale 152, 66128 | Class B
Date of R&I: 15-08-2024 Saarbriicken, Germany
Fee Challan No. 1568000735 | LOA Validity: 31-12-2026 Shelf Life: 10 Years
Date: 24-07-2024 FSC: Country:  Germany | (Service Life)
Validity: N/A
CE Certificate Validity: 31- | Codes/Sizes:
12-2028 Accutron CT-D
ISO 13485 Validity: 20-08-
2025

216. | Shirazi Trading Company Private | Legal manufacturer | Arietta 50 Approved
Limited 114-C, Al Murtaza | FUJIFILM Corporation 26-30, | (Diagnostic Ultrasound
Commercial Lane 3, Khayaban-e- | Nishiazabu 2-chome, Minato- | System)

Igbal, Phase 8, D.H.A., Karachi. | ku, Tokyo, 106- 8620, Japan
ELI-00263 Manufacturing Site: | Class B
Date of R&I: 24-10-2024 Fee | FUJIFILM Healthcare
Challan No. 250556074 Date: 07- | Manufacturing ~ Coporation | Shelf Life: 07 Years
08-2024 Kashiwa Office 2-1, | (Service Life)
Shintayofuta, = Kashiwa-shi,
Chiba, 277-0804, Japan Codes/Sizes:
LOA Validity: 31-08-2025 Model: Arietta 50
FSC: Country: Japan Validity:
N/A
CE Certificate Validity: 28-
09-2026
ISO 13485 Validity: 30-11-
2026

217. | Fresenius Medical Care Pakistan | Legal Manufacturer: | Staysafe® Approved
Pvt. Ltd Address: TAMC, First | Fresenius Medical Care AG & | Disinfection Cap
Floor, 27- C 1ll, M.M. Alam Road | Co. KGaA Address: 61346
Gulberg Ill, Lahore Warehouse | Bad Homburg  Germany | Class B
Address: 1. Al-Madina | Manufacturing Site:

Warehouse, 28-Km, Multan | Fresenius  Medical  Care | Shelf Life: 02 Years

Road, Lahore 2. Plot No. A6- A7,
Northwestern Industrial Zone,
Port Qasim, Karachi R&I Details:
01/01/2020

Deutschland GmbH Address:
Frankfurter Stral3e 6 - 8 66606
St. Wendel Germany

LOA: Validity:18-12- 2025
FSC: Country of Origin:
Germany FSC: FSC of
Reference Country: Germany

Codes/Sizes: 2845091
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OR

EC Certificate Validity: 18-
06- 2025

ISO 13485 Validity: 04-04-
2025

218. | M/s Vertex Medical Pvt. Ltd. | Legal Manufacturer: | Fujifilm EB-530S EB- Approved
Address: 401-402, Block — F, | FUJIFILM Corporation | 530P EB-530T
Johar Town, Lahore Address: 26-30, Nishiazabu 2-
ELI-00150 Application | Chome, Minato-Ku, Tokyo | Service Life: 6 years.
Submitted in R&I 26-01-2021 — | 106.8620 JAPAN
Slip # 2041826 Fee Rs. 25,000/ | (Manufacturing site) | Class B
FUJIFILM Corporation
Address: 26-30, Nishiazabu 2- | Codes:
Chome, Minato-Ku, Tokyo | EB-530S
106.8620 JAPAN EB-530P
LOA Valid till: 31-03-2026 EB-530T,
FSC: Country of Origin Japan | EB-530S,
ISO 13485 Certificate: Valid | EB-530P
till: 31-11-2026
219. | M/s Vertex Medical Pvt. Ltd. | Legal Manufacturer: | Fujifilm Approved
Address: 401-402, Block — F, | FUJIFILM Corporation | Endoscopic Video Image
Johar Town, Lahore Address: 26-30, Nishiazabu 2- | Processor - BL-7000
ELI-00150 Application | Chome, Minato-Ku, Tokyo
Submitted in R&I 19-01-2021 Fee | 106.8620 JAPAN | Service Life: 6 years.
Rs. 25,000/ through slip no. | (Manufacturing site)
2041820 FUJIFILM Corporation | Class B
Address: 26-30, Nishiazabu 2-
Chome, Minato-Ku, Tokyo | Codes: Endoscopic Video
106.8620 JAPAN Image Processor - BL-
LOA Valid till: 31-03-2026 7000
FSC: Country of Origin Japan
ISO 13485 Certificate: Valid
till: 31-11-2026
220. | Name OPTOSPLC. OCT ophthalmoscope Approved
Medequips SMC PVT Ltd Queensferry house, e Silverstone
Address of Importer: Carnegie campus, | Fee of RS 25000
30-SHAHRAH E QUAID E | Enterprise way, | Submitted through Slip
AZAM, LAHORE, 54000, | Dunfermline, Scotland, UK. | no 25701402394
PAKISTAN KY118GR On 30/07/2021
FSC Validity:
27/11/2026 Class: B
Shelf Life/Service life:
LOA Validity: In terms of hardware, the
01/12/2025 devices comprise of

I1SO 13485 Validity:
10/3/2026

ISO 9001 Validity:
01/4/2027

electro-optical and
electro-mechanical parts
there are no shelf
life/expiry date
considerations.
Obsolescence issues can
be overcome by
equivalent parts and/or
redesign. The lifetime of
the device is defined as
up to 15 years. This is
based on useful life of the
device. The lifetime of
the device is
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commercially driven,
specifically, Optos’s
commitment to service
the device and conduct

repairs.

221. | Name OPTOS PLC. Panoramic Approved the firm
Medequips SMC PVT Ltd Queensferry house, | ophthalmoscope: will submit separate
Address of Importer: Carnegie campus, e Daytona fee for Daytona
30-SHAHRAH E QUAID E | Enterprise way, e Daytona Plus Plus
AZAM, LAHORE, 54000, | Dunfermline, Scotland, UK. | Fee of RS 25000
PAKISTAN KY118GR Submitted through Slip

no 20920350154

FSC Validity: | On 30/07/2021

27/11/2026

LOA Validity: Class: B

01/12/2025 Shelf Life/Service life:
In terms of hardware, the

ISO 13485 Validity: devices comprise  of

10/3/2026 electro-optical and
electro-mechanical parts

ISO 9001 Validity: there are no  shelf

01/4/2027 life/expiry date
considerations.
Obsolescence issues can
be overcome by
equivalent parts and/or
redesign. The lifetime of
the device is defined as up
to 15 years. This is based
on useful life of the
device. The lifetime of the
device is commercially
driven, specifically,
Optos’s commitment to
service the device and
conduct repairs.

222. | Name OPTOSPLC. Panoramic Approved. The firm
Medequips SMC PVT Ltd Queensferry house, | ophthalmoscope/Califor | will submit separate
Address of Importer: Carnegie campus, | nia fee for California-
30-SHAHRAH E QUAID E | Enterprise way, e California-RG | FA and California-
AZAM, LAHORE, 54000, | Dunfermline, Scotland, UK. e California-FA | IGC
PAKISTAN KY118GR ° California-

ICG
FSC Validity: | Fee of RS 25000
27/11/2026 Submitted through Slip
no 191228474054
LOA Validity: On 30/07/2021
01/12/2025
ISO 13485 Validity: Class: B

10/3/2026

ISO 9001 Validity:
01/4/2027

Shelf Life/Service life:
In terms of hardware, the

devices comprise  of
electro-optical and
electro-mechanical parts
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shelf
date

there are no
life/lexpiry
considerations.
Obsolescence issues can
be overcome by
equivalent parts and/or
redesign. The lifetime of
the device is defined as up
to 15 years. This is based
on useful life of the
device. The lifetime of the
device is commercially
driven, specifically,
Optos’s commitment to
service the device and
conduct repairs.

223. | Name OPTOS PLC. MONACO - | Approved
Medequips SMC PVT Ltd Queensferry house, | COMBINED
Address of Importer: Carnegie campus, | OPTICAL
30-SHAHRAH E QUAID E | Enterprise way, | COHERENCE
AZAM, LAHORE, 54000, | Dunfermline, Scotland, UK. | TOMOGRAPHY/
PAKISTAN KY118GR SCANING LASER

OPHTHALMOSCOP

FSC Validity: | E

27/11/2026
Fee of RS 25000

LOA Validity: Submitted through Slip

01/12/2025 no 00069547515
On 30/07/2021

I1SO 13485 Validity:

10/3/2026 Class: B
Shelf Life/Service life:

ISO 9001 Validity: In terms of hardware, the

01/4/2027 devices  comprise  of
electro-optical and
electro-mechanical parts
there are no shelf
life/lexpiry date
considerations.
Obsolescence issues can
be overcome by
equivalent parts and/or
redesign. The lifetime of
the device is defined as up
to 15 years. This is based
on useful life of the
device. The lifetime of the
device is commercially
driven, specifically,
Optos’s commitment to
service the device and
conduct repairs.

224. | M/s. F.W Distributor Opposite | Legal Manufacturer: M/s | SpiroTrue®H Approved subject to

Poonch House, Adamjee Road,
Saddar, Rawalpindi, Rawalpindi
ELI: -00221

Bluepoint medical GmbH &
Co Address: KG An der Trave
15 23923 Selmsdorf Germany
FSC: Germany (Embassy of
Pakistan Attested) 29-09-2024
LOA Validity: 31-12-2027

Flow Sensor (single use)
Class-B

Shelf Life: 5 Years

submission of
codes/sizes.
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Codes / Sizes as per FSC

225. | M/ F.W Distributor Opposite | Legal Manufacturer: M/s | PRESSURE CUFFS - | Approved
Poonch House, Adamjee Road, | SPENGLER SAS 30, rue Jean | CLEAR FUSE®
Saddar, Rawalpindi EL1:00221 de Guiramand 13290 Aix-en- | Intravenous pressure
Provence France. infuser
FSC: FRANCE Validity:
INDEFINITE PERIOD Class A
LOA Validity: 31/12/2026
Shelf Life: NIL
Codes / Sizes (if any)
M30500 M31000 M34000
226. | Name Bayer Medical Care Inc. One | MEDRAD SPECTRIS Approved
Medequips SMC PVT Ltd Bayer Drive Indianola, PA SOLARIS EP MR
Address of Importer: 15051-0780 U.S.A INJECTION
30-SHAHRAH E QUAID E DISPOSEABLES
AZAM, LAHORE, 54000, FSC Validity:
PAKISTAN 12/07/2024 Class B
Fee of RS 25000 Submitted LOA Validity: Shelf Life/Service life:
through Slip no 2064455 01/12/2025 These are designed for
On 15/03/2021 single-use only.
ISO 13485 Validity:
12-09-2027
ISO 9001 Validity:
11/04/2025
227. | Name Bayer Medical Care Inc. One | MEDRAD MARK 7 Deferred for

Medequips SMC PVT Ltd
Address of Importer:
30-SHAHRAH E QUAID E
AZAM, LAHORE, 54000,
PAKISTAN

Fee of RS 25000 Submitted
through Slip no 2064456
On 15/03/2021

Bayer Drive Indianola, PA
15051-0780 U.S.A

FSC Validity:
12/07/2024

LOA Validity:
01/12/2025

ISO 13485 Validity:
12-09-2027

ISO 9001 Validity:
11/04/2025

ARTERION
DISPOSEABLES

Class: B

Shelf Life/Service life:
These are designed for
single-use only.

clarification of brief
description and
codes/models.
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228. | Name Bayer Medical Care Inc. One | MEDRAD STELLANT | Approved
Medequips SMC PVT Ltd Bayer Drive Indianola, PA STERILE
Address of Importer: 15051-0780 U.S.A DISPOSEABLE
30-SHAHRAH E QUAID E SYRINGE
AZAM, LAHORE, 54000,
PAKISTAN FSC Validity:
Valid Class: B
Fee of RS 25000 Submitted 12/07/2024
through Slip no 57972584608 Shelf Life/Service life:
On 30/07/2021 These are designed for
LOA Validity: single-use only.
01/12/2025
ISO 13485 Validity:
12-09-2027
ISO 9001 Validity:
11/04/2025
229. | Name Bayer Medical Care Inc. One | Salient Extension tube Approved
Medequips SMC PVT Ltd Bayer Drive Indianola, PA 150cm
Address of Importer: 15051-0780 U.S.A
30-SHAHRAH E QUAID E Class: B
AZAM, LAHORE, 54000,
PAKISTAN FSC Validity: Shelf Life/Service life:
Valid These are designed for
Fee of RS 25000 Submitted 12/07/2024 single-use only.
through Slip no 797020585921
On 30/07/2021 LOA Validity:
01/12/2025
ISO 13485 Validity:
12-09-2027
ISO 9001 Validity:
11/04/25
230. | M/s. Allmed Solutions Legal Manufacturer: KARL STORZ Approved the firm

Address:

A-21/3, KDA

Scheme No.1 (ext) Stadium
Road, Karachi

ELI-00029
R&I Details: Date: 03/11/2022

Slip no. 90428591734
Rs. 25,000/-

KARL STORZSE &
CO. KG
Germany

Address: Dr.- Karl-Storz-
StraBe 34 78532
Tuttlingen, Germany

LOA
Validity:
31/12/2025

ESC:

Country of Origin
Validity: Not mentioned,
issued in Oct. 2022

ESC:

FSC of Reference Country
US Validity: not
mentioned

Insufflators, Tubing
Sets (sterile/non-

sterile)

(Insufflators, Tubing

sets and accessories)

Class B

Shelf Life: N/A

will submit separate
fee for non sterile
product

Codes / Sizes
S# | Article | Name
No.
1 DP31200- | Insufflati
10 on
Tubing
Set, with
gas filter
2 |UI004 Insufflatign
Tube
3 CO2 High
20400 | Pressure
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OR 027 | Tube, 102 cm
4 Patient-
EC Certificate 20400 | Connection
Validity: 17-12- 034 | Adaptor
2025 5 CO2 High
20400 | Pressure
1SO 13485 222 | Tube,
N American
Validity: 31-05- 1SO
2025 6 D3L122- | Filter,
25 Insufflation
7 D31222- | Insufflati
10 on
Tubing
Set, with
gas filter
8 D31622- | Insuffl. tub.
10 setw.
gasfilter, 30
I/min
9 D31822- | Adaptor, with
01 tubing,
insufflation
10 040002 | CO2 High
1 Pressure
Hose,
American/Ger
m.
11 p040002 | High
2 Pressure
Hose,
American
Pin-Index
12 p040002 | CO2 High
8 Pressure
Tube, Pin;
Index
13 2040003 | HP Inline
2 Filter
14 |UI001 Low Presgure
Tube,
CO02, 150|cm
15 |UI002 Low presdure
tube,
C02,3m
16 |UI003 Low presdure
tube,
C02,6m
231. | M/s Vertex Medical Pvt. Ltd. Legal Manufacturer Fujifilm Approved as system
Aloka Arietta 850 mentioned in FSC
Address: 401-402, Block — F, FUJIFILM CORPORATION, of Japan (in one
Johar Town, Lahore 26-30, Class-B box) subject to
NISHIAZABU 2- CHROME, submission of fee
ELI-00150 MINATO - KU, TOKYO, | Service Life: 7 for System as per
106-8620, JAPAN revised SRO.
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Application Submitted in R&I
06-Jan-2025

Fee

Rs. 31,000/ through slip no.
0379767657

Manufacturing Site

Fujifilm Healthcare
Manufacturing  Corporation
Kashiwa office 2-1,
Shintoyofuta, Kashiwa shi,
chiba, 277- 0804, Japan
LOA

Valid till: 31-03-2026

FSC: Country of Origin Japan

Years.

Diagnostic
Ultrasound System
ALOKA
ARIETTA850
with Accessories

ISO 13485 Certificate:
Valid till: 31-11-2026
232. | Radiant Medical (Pvt) Ltd 06- | Legal Manufacturer: | Ardo Master/Ardo | Deferred for the
Sher Shah Block, New Garden | Ardo medical AG, | Senator/ Ardo | ckarification of
Town, Lahore. | Gewerbestrasse 1, CH-6314 | Calypso/Ardo submission of
Unterageri, Switzerland | (Carum/Ardo multiple products in
ELI: 00135 Alyssa/Ardo Bellis) | one application
Date of application | FSC: Switzerland | (Suction Pump)
received along with  Fee | Valid till: 23/03/2026
Date of R& I | LOA validity 31-12-2025 Class-B
16-Aug-2023
Fee Shelf Life: 5 years
Rs. 25,000/ through slip no:
050215823 Codes as per FSC
233. | M/S Universal Dental Pvt. Ltd, Legal manufacturer: Kemdent Dental Waxes Approved
17- Mcleod Road, Lahore. Associated Dental Products (Dental Waxes)
Ltd, Kemdent Works, Class-A
ELI-00071 Purton, Swindon, Wiltshire, Shelf life: 5 years
SN5 4HT, United Kingdom
R & I Details: Dossier 00441793770256 Codes/sizes:
Submission Date : 05-04-2023 | www. Kemdent.co uk DWS219
Manufacturing Site: DS220
Associated Dental Products DS218
Fee Challan: No: Ltd, Kemdent Works, Purton, | DWS201
10692802 Swindon, Wiltshire, SN5 WX619
Dated: 22-12-2022 4HT, United Kingdom WAX611
CM601
LOA: DWS307
Validity:29-04-2027 DS301
FSC: DWS511
United Kingdom Validity: | WX808
26-01-2029 DWS325
DS331
DWS401
CMe621
WAX 612
WAX 613
WAX 630
WAX 618 LABO070
234. | M/s Ejazuddin & Legal Manufacturer: 1.Brand Name; Approved CA

Co.,

M/s SYSMEX
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237-B, Block I, CORPORATION CACLEANI CLEAN I
PECHS, Shahrah- e-Quaideen, 1-5-1 Wakinohama-
Karachi, Pakistan ; ; Generic Name; And the firm will
! Kaigandori, Chuo-ku, Kobe, ' .
(ELI1-00078) 651?0073 IJa arl: . CACLEANI submit separate fee
ap and application for
Manufacturer Site: Class A CA CLEAN lland
SYSMEX _ CN-
CORPORATION, Shelf Life: 12 months COAGWASHER
Ono Factory
17 Takumidai, Ono, Codes: 964-0631-3
Hyogo 675-1322, Japan / Sizes (if any)
FSC: COUNTRY NAME
JAPAN 2. Brand Name;
Date of Issue: 17.01.2020 CA CLEAN II
(The certificates have
no expiry) Generic Name;
CACLEAN I
LOA
Validity: 01.04 2028 Class A
ISO )
Validity: 31.07.2027 Shelf Life: 12 months
Codes:
974-0581-0
BT-565-104
964-0611-9
/ Sizes (if any)
3.Brand Name;
CN-COAGWASHER
Generic Name;
CN-COAGWASHER
Class A
Shelf Life: 12 months
Codes: AZ700649
/ Sizes (if any)
235. | Noor International, 29-D, Block 6, Legal Manufacturer Brand Name: Approved
PECHS, Karachi (ELI-00061) Xavant Technology (Pty) Ltd | Stimpod NMS 450
Unit 102 The Tannery
Industrial Park Generic Name:
309 Derdepoort Ave Stimulator, Electrical,
Silverton, Pretoria, South Neuromuscular,
Africa Diagnostic
0184
Tel: +27865470026
Fax: +27865470026
Email: Class: B
Sales@xavant.com
Support@xavant.com
Shelf Life: 5 Years
Date of R&I
26-08-2019

Decisions of 82" Meeting of MDB (11-03-2025)

Page 149 of 237



mailto:Sales@xavant.com
mailto:Support@xavant.com

FSC: South Africa
Validity: No Expiry

FSC:
Reference Country:
No

LOA
Validity: 13-05-2025

CE Certificate
Validity: 26-02-2025

ISO 13485
Validity: 26-02-2025

236.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer:
Xavant Technology
(Pty) Ltd

Unit 102 The
Tannery Industrial
Park

309 Derdepoort Ave
Silverton, Pretoria,
South Africa

0184

Tel: +27865470026
Fax: +27865470026
Email:
Sales@xavant.com
Support@xavant.com

Date of R&I
26-08-2019

FSC: South Africa
Validity: No Expiry

FSC:
Reference Country
Validity: No

LOA
Validity: 13-05-2025

CE Certificate
Validity: 26-02-2025

ISO 13485
Validity: 20-02-2025

Brand Name:
Stimpod NMS 410

Generic Name:
Stimulator, Electrical,

Neuromuscular,
Diagnostic

Class: B

Shelf Life: 5 Years

Approved

237.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer
Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki,
Aukland, New Zealand
Telephone number:
+6495740123 Other

Brand Name:

Fisher and Paykel 820
Respiratory
Humidification System
Circuits

Approved
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Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico
Industrial Center No 13, Ave.
Todos los Santos # 12831
Parque Industrial Pacifico
Tijuana, Baja California
Mexico, C.p 22643

Date of R&I
26-08-2019

FSC: South Africa
Validity: No Expiry

FSC:
Reference Country:
No

LOA
Validity: 13-05-2025

CE Certificate
Validity: 26-02-2025

ISO 13485
Validity: 26-02-2025

Generic Name:
Breathing Circuits

Class: B

Shelf Life:3 Years

Code:
820A10

238.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer:
Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki,
Aukland, New Zealand
Telephone number:
+6495740123 Other
Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico
Industrial Center No 13,
Ave. Todos los Santos #
12831 Parque Industrial
Pacifico Tijuana, Baja
California Mexico, C.p
22643

Date of R&I
26-08-2019

FSC: South Africa
Validity: No Expiry

FSC:
Reference Country
Validity: No

LOA
Validity: 13-05-2025

CE Certificate

Brand Name:

Fisher and Paykel 820
Chamber manual fill
500ml

Generic Name:
Humidification Chamber

Class: B

Shelf Life: 5 Years

Code:
MR325

Approved
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Validity: 26-02-2025

ISO 13485
Validity: 20-02-2025

239.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer
Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki,
Aukland, New Zealand
Telephone number:
+6495740123 Other
Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico

Industrial Center No 13, Ave.

Todos los Santos # 12831
Parque Industrial Pacifico
Tijuana, Baja California
Mexico, C.p 22643

Date of R and |
13-12-2023

FSC: New Zealand
Validity: No Expiry

FSC:
Reference Country:
Australia No Expiry

LOA
Validity: 13-12-2023

CE Certificate
Validity: 05-12-2026

ISO 13485
Validity: 13-11-2027

Brand Name:

Fisher and Paykel 950
Humidifier Breathing
Circuits

Generic Name:
Circuits

Class: B

Shelf Life: 3 Years

Codes:
950N80

950N81
950N82
950N60
950N61
950N62
950N40
950P40
950P81
950X08

Approved
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240. | Noor International, 29-D, Block 6, Legal Manufacturer: Brand Name: Approved
PECHS, Karachi (ELI-00061) Fisher & Paykel Healthcare | Fisher and Paykel 950
Limited, Humidifier Opti flow
Address: 15 Maurice Paykel | Oxygen Interfaces, Kits
Place, East Tamaki, Aukland, | and Accessories
New Zealand Telephone
number: +6495740123 Other
Manufacturing site Generic Name:
Fisher & Paykel Healthcare Opti flow Interfaces and
S.A de C.V Pacifico Accessories
Industrial Center No 13,
Ave. Todos los Santos #
12831 Parque Industrial Class: B
Pacifico Tijuana, Baja
California Mexico, C.p
22643 Shelf Life: 3 Years
Date of R&I
13-12-2023
Codes:
FSC: New Zealand 950802
Validity: No Expiry 950X00
950201
FSC: 950202
Reference Country 950XPB
Validity: Australia No Expiry 950XPD
LOA 950XPE
Validity: 13-12-2023 950XPG
CE Certificate 950XPH
Validity: 05-12-2026 950XPI
950XPJ
ISO 13485
Validity: 13-11-2027 950XPK
950XPL
950XPM
950XPN
950XPO
950XTB
241. | Noor International, 29-D, Block 6, Legal Manufacturer Fisher & Paykel Approved

PECHS, Karachi (ELI-00061)

Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki, Aukland,
New Zealand Telephone
number: +6495740123 Other
Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico
Industrial Center No 13, Ave.
Todos los Santos # 12831
Parque Industrial Pacifico
Tijuana, Baja California
Mexico, C.p 22643

Date of R and |

Breathing Circuits Set
Class: B

Shelf Life: 5 Years

Codes:

RT200 (Circuit kit Adult
Dual HT)

RT201 (Circuit kit Adult
CPAP)

RT206 (Circuit kit Adult
INS-HTD)

RT265 (Circuit kit Dual
HTD)

RT380 (CCT  Adult
INSP2 + EVQ2
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11-06-2020

FSC: New Zealand
Validity: No Expiry

FSC:
Reference Country:
Australia No Expiry

LOA
Validity: 28-02-2025

CE Certificate
Validity: 05-12-2026

ISO 13485
Validity: 13-11-2027

242.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer:
Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki, Aukland,
New Zealand Telephone
number: +6495740123 Other
Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico
Industrial Center No 13,
Ave. Todos los Santos #
12831 Parque Industrial
Pacifico Tijuana, Baja
California Mexico, C.p
22643

Date of R&I
29-06-2021

FSC: New Zealand
Validity: No Expiry

FSC:
Reference Country
Validity: Australia No Expiry

LOA
Validity: 28-02-2025

CE Certificate
Validity: 05-12-2026

ISO 13485
Validity: 13-11-2027

NEO-Puff T-Piece
Resuscitator

Class: B

Shelf Life: 3 Years

Codes
RD900AEU
RD900AFU
RD900ASU
900RDO10
900RD014-10
900RDO015-10
900RDO016-10
900RD110
RD1350-10
RD1351-10
RD1335-10
RD1331-10
RD1345-10
RD1341-10
RD1350-10
RD1351-10
RD1360-10
RD1361-10
RD1370-10
RD1371-10
RD800-EN
RD803-10
RD803-10
RD805-10
RD806-10
RD807-10
900RDO008
900RDO009
900RD101
900RD351

Approved
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RD020-01
RD050-01
243. | Noor International, 29-D, Block 6, Legal Manufacturer NIVairo mask Approved and the
PECHS, Karachi (ELI-00061) Fisher & Paykel Healthcare firm will submit
Limited, Class: B separate application
Address: 15 Maurice Paykel and fee for
Place, East Tamaki, Aukland, | Shelf Life: 3 Years following codes as
New Zealand Telephone Codes: these are not
number: +6495740123 Other RTO045L mentioned in the
Manufacturing site RT045M application
A de C.V Pacifico
Industrial Center No 13, Ave. RT045XS RT047M
Todos los Santos # 12831 RT046L RT047S
Parque Industrial Pacifico RT046M
Tijuana, Baja California RT0465 RT047XS
Mexico, C.p 22643 RT046XS
RTO047L
Date of R and | RT047M
28-02-2025 RT047S
RT047XS
FSC: New Zealand
Validity: No Expiry
FSC:
Reference Country:
Australia No Expiry
LOA
Validity: 13-12-2023
CE Certificate
Validity: 05-12-2026
ISO 13485
Validity: 13-11-2027
244. | Noor International, 29-D, Block 6, Legal Manufacturer Fisher & Paykel Approved
PECHS, Karachi (ELI-00061) Fisher & Paykel Healthcare | MR-810 Humidifier and the firm
Limited, will submit
Address: 15 Maurice Paykel separate
Place, East Tamaki, Aukland, | Class: B application
New Zealand Telephone and fee for
number: +6495740123 Other | Shelf Life: N/A following
Manufacturing site codes as
Fisher & Paykel Healthcare Codes: these are not
S.A de C.V Pacifico MRS810AEU mentioned in
Industrial Center No 13, Ave. the
Todos los Santos # 12831 application
Parque Industrial Pacifico RTO047L
Tijuana, Baja California RT047M
Mexico, C.p 22643 RT047S
RT047XS
Date of Rand |
28-02-2025
FSC: New Zealand
Validity: No Expiry
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FSC:
Reference Country:
Australia No Expiry

LOA
Validity: 13-12-2023

CE Certificate
Validity: 05-12-2026

ISO 13485
Validity: 13-11-2027

245,

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

Fisher & Paykel Healthcare
Limited,

Address: 15 Maurice Paykel
Place, East Tamaki, Aukland,
New Zealand Telephone
number: +6495740123 Other
Manufacturing site

Fisher & Paykel Healthcare
S.A de C.V Pacifico
Industrial Center No 13,
Ave. Todos los Santos #
12831 Parque Industrial
Pacifico Tijuana, Baja
California Mexico, C.p
22643

Date of R and |
28-02-2025

FSC: New Zealand
Validity: No Expiry

FSC:
Reference Country:
Australia No Expiry

LOA
Validity: 13-12-2023

CE Certificate
Validity: 05-12-2026

ISO 13485
Validity: 13-11-2027

Optiflow
Nasal Cannula

Class: B

Shelf Life: 3 Years
Codes:
OPTO014
OPTO016
OPT312
OPT314
OPT316
OPT318
0JR410
0OJR412
0OJR141
0OJR416
0OJR418
0JR520
OPT31IN
OPT31P
OPT542
OPT544
OPT546
OPT570
OPT842
OPT842E
OPT844
OPT844E
OPT846
OPT846E
OPT870
OPT870E
OPT942
OPT942E
OPT944
OPT944E
OPT946
OPT946E
OPT970
OPT970E
OPT980
OPT980E
OPT991
0OJR410B

Approved
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OJR412B
OJR414B
OJR416B
OJR418B
OJR410VT
OJR414VT
OJR416VT
OJR418VT
WJR210
WJR212
WJR214
OPT1042
OPT1044
OPT1046
246. | Noor International, 29-D, Block 6, Legal Manufacturer Stema Approved
PECHS, Karachi (ELI'OOO61) Stema Medizintehnik Suction and |rrigation
Gewerbepark 74 78579
Neuhausen ob. Eck,
Germany Class: B
Date of Rand |
23-08-2021 Shelf Life:9 Years
FSC: Germany
Validity: No Expiry Code:
LOA CG-001-001
Validity: 03-07-2025 CG-001-020
CE Certificate
Validity: 31-12-2028
I1SO 13485
Validity: 28-07-2025
247. | Noor International, 29-D, Block 6, Legal Manufacturer Stema Approved
PECHS, Karachi (ELI-00061) Stema Medizintehnik GMBH | Clip Applicator
take-off Gewerbepark 74
78579 Neuhausen ob. Eck,
Germany Class: B
Date of Rand |
23-08-2021 Shelf Life:9 Year
FSC: Germany Code:
Validity: No Expiry EG-002-0011
EG-002-002
LOA
Validity: 03-07-2025
CE Certificate
Validity: 31-12-2028
I1SO 13485
Validity: 28-07-2025
248. | Noor International, 29-D, Block 6, Legal Manufacturer Stema Approved
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PECHS, Karachi (ELI-00061)

Stema Medizintehnik
GMBH take-off
Gewerbepark 74 78579
Neuhausen ob. Eck,
Germany

Date of R and |
23-08-2021

FSC: Germany
Validity: No Expiry

LOA
Validity: 03-07-2025

CE Certificate
Validity: 31-12-2028

ISO 13485
Validity: 28-07-2025

Ultra-High Definition 4k

Class: B

Shelf Life:9 Years

Codes:
EA-002-021
EA-002-022

249,

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

Stema Medizintehnik GMBH
take-off Gewerbepark 74
78579 Neuhausen ob. Eck,
Germany

Date of R and |
23-08-2021

FSC: Germany
Validity: No Expiry

FSC:
Reference Country: NO

LOA
Validity: 03-07-2025

CE Certificate
Validity: 31-12-2028

ISO 13485
Validity: 28-07-2025

Stema
Trocars

Class: B

Shelf Life:9 Years

Codes:
AB-007-004
AB-007-005

Approved

250.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

Stema Medizintehnik GMBH
take-off Gewerbepark 74
78579 Neuhausen ob. Eck,
Germany

Date of R and |
23-08-2021

FSC: Germany
Validity: No Expiry

LOA
Validity: 03-07-2025

Stema
Autoclavable HD Scopes

Class: B

Shelf Life: 9 Years
Codes:
AA-004-012
AA-002-011
AA-004-011

Approved
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CE Certificate
Validity: 31-12-2028

ISO 13485
Validity: 28-07-2025

251.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

Manufacturer: medin Medical

Innovations GmbH, private

limited

Address: Adam-Geisler-Sh-.
1, 82140 Olching, Germany

Date of R&I
05-10-2020

FSC: Germany
Validity: No Expiry

LOA
Validity: 09-09-2029

CE Certificate
Validity: 05-05-2028

ISO 13485
Validity: 26-02-2025

Prongs

Class: B

Shelf Life: 5 Years

Sizes:

1200-01 Nasal Prong XS
1200-02

Nasal Prong M 1200-03
nasal Prong XL 1200-21
nasal Prong L 1200-32
nasal Prong Mw 1200-33
nasal Prong LW

Approved

252.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

29 Ekim Mah. Balkan Cad.
No:33, Yazibasi beldesi,
Torbali, Izmir, Turkey

Date of R&I
05-10-2022

FSC: Turkey
Validity: 02-10-2026

FSC:
Reference Country:
No

LOA
Validity: 31-12-2025

CE Certificate
Validity: 31-12-2028

ISO 13485
Validity: 09-06-2027

Close Suction 72 Hrs.

Class: B

Shelf Life: 4 Years

Approved

253.

Noor International, 29-D, Block 6,
PECHS, Karachi (ELI-00061)

Legal Manufacturer

29 Ekim Mah. Balkan Cad.
No:33, Yazibasi beldesi,
Torbali, Izmir, Turkey

Date of R&I
05-10-2022
FSC: Turkey

Close Suction 24 Hrs.
Suction 24 Hrs.

Class: B

Shelf Life: 4 Years

Approved
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Validity: 02-10-2026
FSC:

Reference Country:
No

LOA
Validity: 31-12-2025\

CE Certificate
Validity: 31-12-2028

ISO 13485
Validity: 09-06-2027

254. | Noor International, 29-D, Block 6, Legal Manufacturer 3860+ MRI Infusion Approved
PECHS, Karachi (ELI-00061) 1025 Willa Springs Drive | Pump
Winter Springs Florida 32708 | Infusion Pump
USA
Date of R&I Class: B
26-08-2019
FSC: USA Shelf Life: 5 Years
Validity: 06-06-2025
FSC:
Reference Country:
No
LOA
Validity: 21-06-2026
CE Certificate
Validity: 31-12-2028
ISO 13485
Validity: 17-01-2028
255. | Radiant Medical Private Limited | Legal Manufacture: | L-0990 Operation Approved subject to
06-Sher Shah Block New Inami & Co. Ltd., | Microscope along with the submission of
Garden Town Lahore, Pakistan | (Manufacturing site) | accessories fee as per revised
Brand Name SRO
ELI- 00135 24-2,  Hongo  3-Chome, | Class-A
Bunkyo-ku, Tokyo 113-0033,
Japan. Service Life: 7 years
Codes as per FSC
Country of origin FSC FSC:
Japan, Valid
Date of R& I
28-Jan-2025
Fee
Rs. 5,000/, fee slip is attached
256. | Medic Ally (Pvt.) Ltd- Lahore Legal Manufacturer: Screening/ Diagnostic/ Approved

LIC#: ELI-00719
DOI: 7/30/2024
25,000/-

Interacoustics A/S

Address: Audiometer Allé 1,
Middelfart,

Denmark

Phone: (+45) 6371 3555
E-mail:

Clinical Audiometers
(AS608/AD629
/AD528/AD226
/AC40/AA222)
Class-B

Shelf life: N/A
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info@interacoustics.com
Web: interacoustics.com

257. | M/S Universal Dental Pvt. Ltd, | M/S Produits Dentaires SA, | Fibrapost Approved
17- Mcleod Road, Lahore. Rue des Bosquets 18, 1800 | (Glass fiber posts)
Vevey, Switzerland
ELI1-00071 Class B
LOA:
R & | Details: Dossier | Validity:06-05-2027 Shelf life: 5 years
Submission Date : 05-04-2023 FSC:
Switzerland Codes/ sizes
Fee Challan: Validity: 9-08-2026 22589
No: 164370879780 22590
Dated: 06-01-2023 EC Certificate: 22591
31-12-2027 22592
MDR extension 22593
22594
Iso 13485: 22595
8-06-2027 22596
22597
22598
22599
22600
22631
22632
22633
22634
22641
22642
22643
22644
258. | Optic Class Distribution Network, | Legal Manufacturer: | ULTIMA CLEAR Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | Soft corrective contact submission of valid
Arcade, Barkat Market, New | as Gelflex Laboratories, 52 | lenses LoA
Garden Town, Lahore. | Mulgul Road, Perth Western
Australia 6090  Australia | Class-B
ELI: 00304
FSC  Original:  Australia | Shelf Life: 5 years
Dated: 22.08.2018 Code as per FSC
LOA validity 01-01-2023
ISO 13485 validity Dec, 2021
259. | Optic Class Distribution Network, | Legal Manufacturer: | GELFLEX Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | SOFCLEAR submission of valid
Arcade, Barkat Market, New | as Gelflex Laboratories, 52 LoA
Garden Town, Lahore. | Mulgul Road, Perth Western | Class-B
Australia 6090  Australia
ELI: 00304 Shelf Life: 5 years
FSC  Original:  Australia | Code as per FSC
Dated: 22.08.2018
LOA validity 01-01-2023
ISO 13485 validity Dec, 2021
260. | Optic Class Distribution Network, | Legal Manufacturer: | ULTIMA Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | (BANDAGE) submission of valid
Arcade, Barkat Market, New |as Gelflex Laboratories, 52 LoA
Garden Town, Lahore. | Mulgul Road, Perth Western | Class-B
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ELI: 00304

Australia 6090  Australia
FSC  Original:
Dated: 22.08.2018
LOA validity 01-01-2023

ISO 13485 validity Dec, 2021

Australia

Shelf Life: 5 years
Code as per FSC

261. | Optic Class Distribution Network, | Legal Manufacturer: | ULTIMA Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | (IRIS) submission of valid
Arcade, Barkat Market, New |as Gelflex Laboratories, 52 LoA
Garden Town, Lahore. | Mulgul Road, Perth Western | Class-B
Australia 6090  Australia

ELI: 00304 Shelf Life: 5 years
FSC  Original:  Australia | Code as per FSC
Dated: 22.08.2018
LOA validity 01-01-2023
ISO 13485 validity Dec, 2021
262. | Optic Class Distribution Network, | Legal Manufacturer: | GELFLEX Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | NINGALOO submission of valid
Arcade, Barkat Market, New | as Gelflex Laboratories, 52 LoA
Garden Town, Lahore. | Mulgul Road, Perth Western | Class-B
Australia 6090  Australia

ELI: 00304 Shelf Life: 5 years
FSC  Original:  Australia | Code as per FSC
Dated: 22.08.2018
LOA validity 01-01-2023
ISO 13485 validity Dec, 2021

263. | Optic Class Distribution Network, | Legal Manufacturer: | ULTIMA Deferred for the
Suite No. 2, First Floor, Shan | BENRA PTY Ltd TRADING | (SOFCOLORS) submission of valid
Arcade, Barkat Market, New | as Gelflex Laboratories, 52 LoA
Garden Town, Lahore. | Mulgul Road, Perth Western | CLASS-B

Australia 6090  Australia
ELI: 00304 Shelf Life: 5 years
FSC  Original:  Australia
Dated: 22.08.2018
LOA validity 01-01-2023
ISO 13485 validity Dec, 2021

264. | Contraceptives Pakistan (Pvt.) | Legal Manufacturer: EVE’S Approved
Ltd. Corporate Channels India | TCu380A IUCD
Address of Importer Pvt. Ltd. 1590-1600, Village | Class-D
Office No. 4A, Street No. 1, 116 | Paldi, Post Shelf life: 5 years
Apartments Shah Jamal, Lahore. | Loyara,P.O. Badgaon,

Udaipur 313001 Rajasthan,
INDIA

FSC:

FSC No.:
FSC/MD/2021/000227
UNFPA  Prequalified List
provided

LOA

Valid till: March-2028

265. | M/s. Meher Legal Manufacturer: Foley Catheter Approved,
Enterprises, Zhanjiang Star Enterprise Co., Subject to
Pakistan Ltd. located at No. 1 West Generic Name: submission of valid

Jinhua Latex Foley FSC & EC letter
1st Floor Az Road, Mazhang District, Cathter and Brand name.

Zainab Court,

524094
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Campbell Street,
Karachi-Pakistan.

Zhanjiang, PEOPLE’S
REPUBLIC OF CHINA

Class: B

Shelf life: 5 years

Tracking ID: LOA:
S4X-EUL-1A5B Validity: 11-05-2026 Size & Model:
8FR, 10FR, 12FR,
(EL1-00241) FSC: 14FR, 16FR,
China 18FR, 20FR,
R&I Dated: Validity: 22-03-2024 22FR,
24-06-2022 24FR,26FR,28FR
Fee Challan No.: EC Certificate:
6703181149 Validity: 26-05-2024
PKR: 25,000/-
ISO:
Validity Date: 31-08-2022
266. | Applicant: Legal Manufacturer: PLASTI-MED Addressed in M-
M/s. Ontech PLASTI-MED Plastik SUPRAPUBIC 79" meeting.
Corporation Medikal Uriinler San. ve CATHETER SETS AND
Address: B-154 Tic. Ltd. Sti. ACCESSORIES
Block 13-D/2 Address: Deri Osh
Gulshan-e-Igbal, Mahallesi Yan Sanayi Class B
Karachi. Cad. N0:13 TUZLA/
ISTANBUL - TURKIYE Shelf Life: 05 years
Post Code: 34956
EL1-00289 Codes/Sizes:
LOA S # Product Name/ Size
R&I details Validity: 24-Mar-2024 Cat No.
28-11-2022 1 10FR, SET P/U 65
Tracking ID: FSC: L
S7J-46U-15W8 Country of Origin: 539001
Turkey 2 12FR, SET P/U 65
Fee: PKR 5000/- Validity: 16-01-2027 L
Slip: 1980952 539002
Dated: 18-02-2020 FSC: 314 FR, SET P/U 65
FSC of Reference L
Country - Turkey 539003
approval letter dated 4 16FR, SET P/U 65
January 16, 2024 with L
expiry 36 Months 539004
Validity: January 16, 5 10FR, SILICONE
2027 539005
OR 6 12FR, SILICONE
539006
EC Certificate 7 14FR, SILICONE
Validity: 27-05-2024 539007
Ext date: 31-12-2028 8 16FR, SILICONE
539008
ISO 13485
Validity: 11-06-2026
267. | Applicant: (Legal Manufacturer) BRAND NAME Approved.

M/s. POPULAR

EL1-00091

Located at HOUSE #141
JUSTICE INAMULLAH
ROAD, BLOCK 7&8
K.M.C.H.S., NEAR
HILL PARK KARACHI.

INTERNATIONAL PVT, LTD.

Name: M/S. COVIDIEN
LLC 15

HAMSHIRE STREET,
MANSFIELD MA 02048,
USA,

MediConcepts Technology
(Shenzhen) Company
Limited

MCGRATH MAC

GENERIC NAME
Laryngeoscopes

SHELF LIFE
3 Years
CODES
Class A.
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R&I date:
27-09-2022

Track ID:
SGV-UP6-ESWW
Fee: PKR 5000/-
Slip: 290623207296
Dated: 20-09-2022

Building 37 Tong Fu
Industrial Estate,

Da Peng New District,
Shenzhen, Guangdong
CHINA 518120

Plexus Electronica S. de
R.L.deC.V..

Paseo del Norte #4640
Guadalajara Technology
Park

Zapopan, Jalisco
MEXICO 45010

Covidien

Avenue Henequen No. 1181
Park Industrial Salvarcar
Ciudad Juarez, Chihuahua
MEXICO 32573

VITAL TEC
CORPORATION

No. 12, Lane 4-30, Chyuan
Zhou Rd.,

Hou Li District, Taichung
TAIWAN 42142

AIRCRAFT MEDICAL
LIMITED

9-10 SAINT ANDREW
SQUARE

EDINBURGH, Edinburgh,
City of

UNITED KINGDOM EH2
2AF

Aircraft Medical Limited

7 Cross Way

Dalgety Bay, Fife

UNITED KINGDOM KY11
9JE

LOA Validity:
Valid until revoked

CFG Validity:
30/04/2026

ISO 13485
16/04/2025

350-005-000,
350-013-000,
450-017-000,
350-005-000,
350-013-000,
350-017-000,
350-072-000,
350-082-000,
350-084-000,
350-086-000,
350-088-000

268.

Applicant:
M/s. Zenith
International,
Room #104,
Tahir Plaza,
A/20, Block
7&8,
K.C.H.S.U.
Karachi,

Legal Manufacturer:

M/s. Jiangsu Kanghua
Medical Equipment Co.
Ltd,

Manufacturing Site:
Sanhekou, Changzhou,
Jiangsu, 213115, China.

Brand Name

PERFECT Disposable
Insulin Syringe Sterile

Class B

Shelf Life: 05 years

Approved
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Pakistan

(EL1-00090)

Date of R&I

02 September
2024

Track ID:
SQJ-84N-9D88
Fee: PKR 25000/-
Slip: 825710149
Dated: 26-08-2024

FSC:
China
Validity : 21-12-2025

FSC:

FSC of Reference
Country

EU FSC from
Germany

LOA

Validity: 01- 06-2029
EC Certificate

Validity: 26-05-2024
With CE Extension letter

I1SO 13485
Validity: 30-04-2026

Codes / Sizes (if
any)

1ml, U-100, 30G, 31G

269. | Applicant: Name of Manufacturer Name of Medical Device | Approved subject to
M/s. SUDAIS submission of
ASSOCIATES CHIFENG TIANBO Burette-type Infusion set | Brand name.

MEDICAL DEVICE for single use
Sudais House, CO.,LTD.
House No: 01 Class B
Street No:: 07 Zhongjing Industrial Park,
Khan bahadar Economic Development Codes:
Colony Duran Area, Ningcheng District,
Peshawar KPK Chifeng 024200, Inner 100ml, 150ml
Pakistan. Mongolia, P.R.China
(ELI- 00031) LOA
Expiry Date: 22-May-2029
Date of
submission: 10th FSC Country of Origin: China
July 2024 Validity: 23-May-2026
Track ID:
TXG-R3B-AGM1
Fee: PKR 25000/- EC Certificate:
Slip: 745468558 Expiry: 17-2-2027
Dated: 09-07-2024
ISO 13485
Expiry: 17-2-2025

270. | Applicant: Legal Manufacturer: Name of Medical Approved
M/s. importer device
A ONE Nanchang Kanghua
TRADERS Health Materials Co., SAFE +
name with Ltd. ENDOTRACHEAL
complete address TUBE WITH
as per Form-4. Address: CUFFED.

Moonlight Road

House No0.45, Medical Device SIZE:

Street No.4 Technology Park, 2.0,25, 3.0,
Haroon Abad Jinxian Nanchang 3.5,4.0,4.5,
,Near Malik 331700 Jiangxi 5.0,5.5, 6.0,
Tarig Awan Qilla China. 6.5, 7.0, 7.5,
,Ring Road 8.0, 8.5, 9.0,
Peshawar , 9.5, 10.0.
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KPK.

(EL1-00480) Class: B
R&I Dated: Shelf Life : 5 years
06/04/2021
MD group:
Fee Challan No.: FAMILY
88132631947
Dated. LOA Validity:
PKR: 25,000/- 12/24/2029
Track ID:
U8V-RUV-47EY FSC Validity:
09/03/2025
271. | Applicant: Legal Manufacturer: Name of Medical Addressed in M-
M/s. Ontech PLASTI-MED Plastik device 79" meeting.
Corporation Medikal Uriinler San. ve
Address: B-154 Tic. Ltd. Sti. PLASTI-MED
Block 13-D/2 Address: Deri Osb AMPLATZ
Gulshan-e-Igbal, Mabhallesi Yan Sanayi RENAL SHEATHS
Karachi. Cad. N0:13 TUZLA/ SETS &

EL1-00289

R&I details
20-12-2022

Track ID:
UJJ-VYM-A497
Fee: PKR 25000/-
Slip: 3825352280
Dated: 08-12-2022

ISTANBUL - TURKIYE
Post Code: 34956

LOA
Validity: 24-Mar-2024

FSC:

Country of Origin:
Turkey

Validity: 16-01-2027

FSC:

FSC of Reference
Country - Turkey
approval letter dated
January 16, 2024 with
expiry 36 Months
Validity: January 16,
2027

OR

EC Certificate
Validity: 27-05-2024
Ext date: 31-12-2028

ISO 13485
Validity: 11-06-2026

ACCESSORIES
Class B
Shelf Life: 03 years

Codes/Sizes:

S

#

Product Name and

sizes

Cat No.

1 Amplatz Renal Sheath
O.D28FRI1.D24 FR
542004

2 Amplatz Renal Sheath
O.D30FRI.D26 FR
542005

3 Amplatz Renal Sheath
O.D32FRI.D28FR
542006

4 Amplatz Renal Sheath
O.D34FRI1.D30FR
542007

5 Amplatz Renal Sheath
O.D20FRI.D 16 FR
542019

6 Amplatz Renal Sheath
O.D24FRID20FR
542022

7 Amplatz Renal Sheath
O.D26 FRI.D 22 FR
542023

8 Amplatz Renal Sheath
O.D18FRI.D 14 FR
542030

9 Amplatz Renal Sheath
O.D22FRI.D 18 FR
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542031

1

0

Amplatz Renal Sheath
OD16FRILD12FR
542032

272.

Applicant:
M/s. SUDAIS
ASSOCIATES

Sudais House,
House No: 01
Street No:: 07
Khan bahadar
Colony Duran
Peshawar KPK
Pakistan.

(ELI- 00031)

Date of
submission: 13th
Feb 2024

Track ID:
UQD-JSS-9M5V
Fee: PKR 25000/-
Slip: 35899164
Dated: 15-08-2022

Name of Manufacturer
WELLEX Company Ltd
Cairo-Ismailia desert Road,
Ismailia Public Free Zone,
41639 Ismailia City, Egypt

LOA
Expiry Date: May 2025

FSC Country of Origin: Egypt

Validity: 19th-Sep-2025

FSC Reference Country
Germany:

Issuance date: 23rd -May
2022

EC Certificate:
Expiry: 13-4-2024

ISO 13485
Expiry: 13-4-2025

Name of Medical Device
Wellex

Single Step Pigtail
Nephrostomy Catheter
Set

Class B
Shelf Life: 5 Years
Codes:

FSN0420K

Single Step Pigtail
Nephrostomy Kit ,4F x
20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0425K

Single Step Pigtail
Nephrostomy Kit ,4F x
25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSNO0430K

Single Step Pigtail
Nephrostomy Kit ,4F x
30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSNO0520K

Single Step Pigtail
Nephrostomy Kit ,5F x
20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0525K

Approved as per the
FSC of Germany
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Single Step Pigtail
Nephrostomy Kit ,5F x
25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSNO530K

Single Step Pigtail
Nephrostomy Kit ,5F x
30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0620K

Single Step Pigtail
Nephrostomy Kit, oF x
20cm, contents, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0625K

Single Step Pigtail
Nephrostomy Kit ,6F x
25cm, contents,
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0630K

Single Step Pigtail
Nephrostomy Kit ,6F x
30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSNO720K

Single Step Pigtail
Nephrostomy Kit, 7F.

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)
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FSNO530K

Single Step Pigtail
Nephrostomy Kit, ,5F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0620K

Single Step Pigtail
Nephrostomy Kit ,6F x
20cm, contents, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Gulde
Wire/Fixation Wing)

FSN0625K

Single Step Pigtail
Nephrostomy Kit ,6F x
25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0630K

Single Step Pigtail
Nephrostomy Kit ,6F x
30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wina)

FSN0830K

Single Step Pigtail
Nephrostomy Kit, ,8F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN0920K

Single Step Pigtail
Nephrostomy Kit ,9F x
20cm, contents
(Catheter/Trocar
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)
ection tube/Chiba
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FSN0925K

Single Step Pigtail
Nephrostomy Kit ,9F x
25cm, contents
(Catheter/Troca
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)
«nection tube/Chiba*

FSNO0930K

Single Step Pigtail
Nephrostomy Kit ,9F x
30cm. contents
(Catheter/Trocar/Connast
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1020K

Single Step Pigtail
Nephrostomy Kit, 10F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1025K

Single Step Pigtail
Nephrostomy Kit ,10F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1030K

Single Step Pigtail
Nephrostomy Kit, ,10F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1220K

Single Step Pigtail
Nephrostomy Kit, 12F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
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Wire/Fixation Wing)

FSN1225K

Single Step Pigtail
Nephrostomy Kit, 12F

x 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1230K

Single Step Pigtail
Nephrostomy Kit ,12F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1420K

Single Step Pigtail
Nephrostomy Kit, 14F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1425K

Single Step Pigtail
Nephrostomy Kit, 14F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1430K

Single Step Pigtail
Nephrostomy Kit, 14F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1620K

Single Step Pigtail
Nephrostomy Kit, ,16F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
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Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1625K

Single Step Pigtail
Nephrostomy Kit, 16F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1630K

Single Step Pigtail
Nephrostomy Kit,16F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1820K

Single Step Pigtail
Nephrostomy Kit, ,18F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN1825K

Single Step Pigtail
Nephrostomy Kit, 18F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel Guide
Vire/Fixation Wing)

FSN1830K

Single Step Pigtail
Nephrostomy Kit, 18F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2020K

Single Step Pigtail
Nephrostomy Kit ,20F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
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Needle/Fascial
Dilators/Scalel/Guide
Wire/Fixation Wing)

FSN2025K

Single Step Pigtail
Nephrostomy Kit ,20F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2030K

Single Step Pigtail
Nephrostomy Kit ,20F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2220K

Single Step Pigtail
Nephrostomy Kit ,22F

x 20cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2225K

Single Step Pigtail
Nephrostomy Kit ,22F
X 25cm, contents
(Catheter/Trocar/C
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)
ion tube/Chiba

FSN2230K

Single Step Pigtail
Nephrostomy Kit ,22F

x 30cm, contents
(Catheter/Trocar/Coilnect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2420K

Single Step Pigtail
Nephrostomy Kit ,24F

x 20cm, contents
(Catheter/Trocar/Connect
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ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2425K

Single Step Pigtail
Nephrostomy Kit ,24F

X 25cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

FSN2430K

Single Step Pigtail
Nephrostomy Kit ,24F

x 30cm, contents
(Catheter/Trocar/Connect
ion tube/Chiba
Needle/Fascial
Dilators/Scalpel/Guide
Wire/Fixation Wing)

273.

Name of Firm (s)

SUDAIS
ASSOCIATES

Sudais House,
House No: 01
Street No:: 07
Khan bahadar
Colony Duran
Peshawar KPK
Pakistan.

(ELI- 00031)

Date of
submission: 20th
Oct 2023

Track ID:
UUX-9GU-RH9R
Fee: PKR 25000/-
Slip: 39983926821
Dated: 13-10-2023

Name of Manufacturer
WELLEX Company Ltd
Cairo-Ismailia desert Road,
Ismailia Public Free Zone,
41639 Ismailia City, Egypt

LOA
Expiry Date: May 2025

FSC Country of Origin: Egypt

Validity: 19th-Sep-2025

FSC Reference Country
Germany:

Issuance date: 23rd -May
2022

EC Certificate:
Expiry: 13-4-2024

1SO 13485
Expiry: 13-4-2025

Name of Medical Device
Wellex
Central Venuos Catheter

Class B
Shelf Life: 5 Years

Codes:

Dimension: 10cm, 16cm,
20cm, 5cm,

6¢cm, 8cm, 12cm, 13cm,
20cm, 25cm,

30cm,

15cm, 17.5cm

FCS2410K, FCS2416K,
FCS2420K,
FCS2305K, FCS2308K,
FCS2313K,
FCS2005K, FCS2008K,
FCS2010K,
FCS2013K, FCS2016K,
FCS2020K,
FCS2030K, FCS1805K,
FCS1808K,
FCS1810K, FCS1813K,
FCS1816K,
FCS1820K, FCS1830K,
FCS1610K,
FCS1616K, FCS1620K,
FCS1630K,
FCS1416K, FCS1420K,
FCS1430K,
FCS0615K, FCS0617K,

Deferred for
clarification of
Class of medical
device.
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FCS0620K,

FCS0715K, FCS0717K,
FCS0720K,

FCS0730K, FCS0815K,
FCS0817K,

FCS0820K, FCS0830K,
FCDO305K,

FCDO0308K, FCD0313K,
FCDO0406K,

FCDO0408K, FCD0410K,
FCDO0412K,

FCDO0413K, FCDO0416K,
FCDO0420K,

FCDO0506K, FCD0508K,
FCDO0510K,

FCDO0513K, FCDO0516K,
FCDO0520K,
FCD5508K, FCD5510K,
FCD5513K,
FCD5516K, FCD5520K,
FCDO0615K,
FCDO0617K, FCD0620K,
FCDO0630K,

FCDO0715K FCDO0716K,
FCDO717K,
FCDO0720K, FCD0730K,
FCDO0815K,
FCD0817K, FCD0820K,
FCDO0830K,
FCD8516K, FCD8520K,
FCD8530K,
FCD1216K, FCD1220K,
FCTO405K,

FCT0406K, FCT0408K,
FCTO0410K,

FCT0412K, FCT0413K,
FCTO0416K,

FCT0420K, FCT0508K,
FCTO0510K,

FCTO0513K, FCT0516K,
FCTO0520K,

FCT5508K, FCT5510K,
FCT5513K,

FCT5516K, FCT5520K,
FCTO0615K

FCT0617K, FCT0620K,
FCTO0630K,

FCTO715K, FCTO716K,
FCTO717K,

FCT0720K, FCTO730K,
FCTO0815K,

FCTO0817K, FCT0820K,
FCTO0830K,

FCT8516K FCT8520K,
FCT8525K,

FCT8530K, FCT1216K,
FCT1220K,

FCT1225K, FCQO608K,
FCQO0613K,
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FCQO620K, FCQO715K,
FCQO717K,
FCQO720K, FCQO730K,
FCQO815K,
FCQO0817K, FCQO820K,
FCQO830K,
FCQ8515K, FCQ8516K
FCQ8517K,
FCQ8520K FCQ8525K,
FCQ8530K,
FCQO915K FCQO917K,
FCQO920K,
FCQO930K, FCP0715K,
FCPO717K,
FCP0720K, FCP0730K,
FCP0815K,
FCP0817K, FCP0820K,
FCP0830K,
FCP8515K, FCP8516K,
FCP8517K,
FCP8520K, FCP8525K,
FCP8530K,
FCP0915K, FCP0917K,

FCP0920K,
FCP0930K
274. | M/s. Ontech Legal Manufacturer: Brand Name Addressed in M-
Corporation PLASTI-MED Plastik 79,
Address: B-154 Medikal Uriinler San. ve PLASTI-MED
Block 13-D/2 Tic. Ltd. Sti. NEPHROSTOMY

Gulshan-e-Igbal,
Karachi.

EL1-00289

R&I details
28-11-2022

Track ID:
X89-9R1-G951
Fee: PKR 25000/-
Slip: 9899981768
Dated: 16-11-2022

Address: Deri Osbh
Mabhallesi Yan Sanayi
Cad. No:13 TUZLA/
ISTANBUL - TURKIYE
Post Code: 34956

LOA
Validity: 24-Mar-2024

FSC:

Country of Origin:
Turkey

Validity: 16-01-2027

FSC:

FSC of Reference
Country - Turkey
approval letter dated
January 16, 2024 with
expiry 36 Months
Validity: January 16,
2027

OR

EC Certificate
Validity: 27-05-2024
Ext date: 31-12-2028

ISO 13485
Validity: 11-06-2026

CATHETER (PIGTAIL)
SETS
& ACCESSORIES

Class B
Shelf Life: 05 years

Codes/Sizes:

S # Product Name Cat
No.

1 Nephrostomy
Catheter Locking
Pigtail 8fr, 30cm
540003

2 Nephrostomy
Catheter Locking
Pigtail 10fr, 30cm
540006

3 Nephrostomy
Catheter Locking
Pigtail 12fr, 30cm
540007

4 Nephrostomy
Catheter Locking
Pigtail 14fr, 30cm
540008

5 Nephrostomy
Catheter Locking
Pigtail Set 8fr,
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30cm

540023

6 Nephrostomy
Catheter Locking
Pigtail Set 10fr,
30cm

540026

7 Nephrostomy
Catheter Locking
Pigtail Set 12fr,
30cm

540027

8 Nephrostomy
Catheter Locking
Pigtail Set 14fr,
30cm

540028

9 Nephrostomy
Catheter Un
Locking Pigtail
8fr, 30cm
537021

10 Nephrostomy
Catheter Un
Locking Pigtail
10fr, 30cm
537024

11 Nephrostomy
Catheter Un
537025

Locking Pigtail
12fr, 30cm

12 Nephrostomy
Catheter Un
Locking Pigtail
14fr, 30cm
537026

13 Nephrostomy
Catheter Un
Locking Pigtail Set
8fr, 30cm
537041

14 Nephrostomy
Catheter Un
Locking Pigtail Set
10fr, 30cm
537044

15 Nephrostomy
Catheter Un
Locking Pigtail Set
12fr, 30cm
537045

16 Nephrostomy
Catheter Un
Locking Pigtail Set
14fr, 30cm
537046

17 Nephrostomy
Catheter Locking
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Pigtail With Needle
Trocar 8 fr

540013

18 Nephrostomy
Catheter Locking
Pigtail With Needle
Trocar 10 fr
540016

19 Nephrostomy
Catheter Locking
Pigtail Set With
Needle Trocar 8 fr
540033

20 Nephrostomy
Catheter Locking
Pigtail Set With
Needle Trocar 10 fr
540036

275. | M/s. SULTANSONS: (LEGAL Brand Name Addressed in M-79

133 Kutchi Gali # 1, MANUFACTEURER)
Marriott Road Changzhou Yuekang CLASSIC SUPER
Karachi- 74000, Medical Appliance Co., SUCTION
Pakistan Ltd CATHETER
KARACHI (Manufacturing site) STERILE
(EL1-00051) Jiaoxi Town, Wujin CLASS: B
Date of R&lI County 213116 Code/Size: ( Fr5,
27 March 2023 Changzhou, Jiangsu, Fr6, Fr8, Frl0,
Track ID: China. Fri2, Fri4, Fri6,
YB7-7THM-4N1B Fr18, Fr20)
Fee: PKR 25000/- FSC: Shelf Life: 5 Years
Slip: 10575284768 Mhra China Site Valid
Dated: 09-03-2023 Till 20.12.2024

VALID WHEN

APPLIED

FSC:

FSC of Reference

Country

Validity: 00-00-20--

LOA Valid till 05.01

2028

EC Certificate

Validity: 12.03.2024

VALID WHEN

APPLIED

I1SO 13485

Validity: 22-Oct-24

VALID WHEN

APPLIED

FSC Validity:

12-05-2026

276. | M/S. SULTANSONS (LEGAL Brand Name Approved

133, KUTCHI MANUFACTURER)
GALI NO. 1, Anhui Ganor Medical CLASSIC +
MARRIOT Device Co., Ltd DISPOSABLE
ROAD, STERILE
KARACHI (Manufacturing site) SUCTION
(ELI- 00051) No.1,Industrial Park, CATHETER
Date of R&I Datong Town
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02 December 2024
Track ID:
YZT-5R5-2RWY
Fee: PKR 31000/-
Slip: 18350562877
Dated: 12-11-2024

239300, Tianchang City,
Anhui Province, China

Date of R&I
02 December 2024

Class: B

Shelf Life: 05
Years

Code/Sizes: FR4,

FSC: FR6, FR8, FR10,
Validity 18.10.2025 FR12, FR14,
FR16, FR18,
FSC: FR20, FR22
FSC of Reference FR24, FR,26,
Country Validity: N/A FR28
LOA
Validity 10.12 2033
EC Certificate
Validity:31.12.2028
I1SO 13485
Validity: 10.09.2026
277. | Applicant: Legal Manufacturer: Brand Name Approved
(Generic name)
M/s. Igbal and ALLEVA MEDICAL
Company LIMITED Vide Wave Pediatric
Alfalah Manzil Suite M-Q, 12th Floor, Water Seal Chest
Opp. National Kings Wing Plaza 2, 1 On Drain
Police Kwan St., Shek Mun, (Chest Drainage System)
Foundation, Shatin, N.T., Hong Kong
Street#26, Class B
Sector, E-11/4, Manufacturing Site:
Islamabad, Shelf Life: 03 years
Pakistan ALLEVA MEDICAL (D.G.)
LTD
(EL1-00117) 76 San Lian Nan Road, Codes/Sizes:
Lu Wu Administration ST422-0001
Date of R&I District, Changping
24-05-2020 Dongguan, Guangdong
Track ID: Province, China 523587
Z29-PQW-3WRV
Fee: PKR 25000/- LOA
Slip: 468960777195 Validity: 31-12-2025
Dated: 25-05-2024
FSC:
Country of Origin: Hong
Kong
Validity: 09-01-2025
FSC:
FSC of Reference
Country USA
Validity: 20-11-2025
I1SO 13485
Validity: 22-02-2027
278. | Applicant: Legal Manufacturer Brand Name: Addressed in M-79
M/s. HASHIR

SURGICAL SERVICES
(importer of single

Shandong Yixing
Medical Co., Ltd

BIOSAFE IV SET Y-
PORT (Infusion Set)
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use Medical Devices) Manufacturing Site Class. B
Government Shelf Life: 5 Years
ELI-00075 Headquarters Pangjia Codes/Sizes:
R&I date: 16-08-2023 Town, Boxing Country,
Track ID: Shandong China
PDS-58W-A1R8 LOA Validity:
Fee: PKR 25000/- 10.04.2027
Slip: 05215179036 FSC:
Dated: 01-08-2023 Country of origin: China
Validity:02.01.2025
EC Certificate
(Confirmation
attached):
Validity: 26.05.2024
1SO.13485:
Validity: 12.07.2023
279. | Applicant: Legal Manufacturer Brand Name: Addressed in M-79
M/s. HASHIR Shandong Yixing BIOSAFE IV SET
SURGICAL SERVICES Medical Co., Ltd (Infusion Set)
(importer of single Manufacturing Site Class. B
use Medical Devices Government Shelf Life: 5 Years
EL1-00075 Headquarters Pangjia Codes/Sizes:
R&I date: 16-08-2023 Town, Boxing Country,
Track ID: Shandong China
Z4Y-STT-ZXXE LOA Validity:
Fee: PKR 25000/- 10.04.2027
Slip: 7345082361 FSC:
Dated: 01-08-2023 Country of origin: China
Validity:02.01.2025
EC Certificate
(Confirmation
attached):
Validity: 26.05.2024
1SO.13485:
Validity: 12.07.2023
280. | Applicant: (Legal manufacturer) Brand name. Deferred for the
submission of
M/s. Radiant Medical Private | EMD Endoszkop Miszer Neuroline Disposable valid LOA and
Limited Gyartd és Kereskedelmi Kft. | Cranial Perforator Valid FSC
Address of Importer :k (Manufacturing site)
06-Sher Shah Block New Garden | Bartok Béla u. 113/B, Letter of authorization:
Town Lahore, Pakistan Debrecen, 4031 Hungary Valid till: 26-05-2024
ELI- 00135
R&I date: 16-08-2023 Shelf life: 05 years
Track ID: Storage Conditions:
Z99-WEL-N7VH Room temperature
Fee: PKR 25000/-
Slip: 93032052940
Dated: 17-05-2023
281. | Applicant: Name of Manufacturer Name of Medical Device | Approved.
M/s. SUDAIS
ASSOCIATES WELLEX Company Ltd

Sudais House,
House No: 01
Street No:: 07
Khan bahadar
Colony Duran

Cairo-Ismailia desert Road,
Ismailia Public Free Zone,
41639 Ismailia City, Egypt

LOA

URETERIC CATHETER

Class B

Shelf Life: 5 Years
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Peshawar KPK
Pakistan.

(ELI- 00031)

Date of
submission: 20th
Oct 2023

Track ID:
Z9H-45A-AGZZ
Fee: PKR 25000/-
Slip: 9895192597
Dated: 13-10-2023

Expiry Date: May 2025

FSC Country of Origin: Egypt
Validity: 19th-Sep-2025

FSC Reference Country
Germany:

Issuance date: 23rd -May
2022

EC Certificate:
Expiry: 13-4-2024

1SO 13485
Expiry: 13-4-2025

Codes:
Sizes: 03, 04, 07, 06, 07,
08 French

FUCO3TTY,
FUCOATTY,
FUC48TTY,
FUCOSTTY,
FUCO6TTY,
FUCO7TTY,
FUCOSTTY,
FUCO3TTO,
FUCO04TTO,
FUCA48TTO,
FUCO5TTO,
FUCO06TTO,
FUCO7TTO,
FUCO8TTO,
FUCO3CTY,
FUCO4CTY,
FUC48CTY,
FUCO5CTY,
FUCO06CTY,
FUCO7CTY,
FUCOSCTY,
FUCO3WWT,
FUCO4WWT,
FUC48WWT,
FUCOSWWT,
FUCOGWWT,
FUCO7TWWT,
FUCOBWWT,
FUCO3CWT,
FUCO04CWT,
FUC48CWT,
FUCO5CWT,
FUCO6CWT,
FUCO7CWT,
FUCO8CWT,
FUCO3COT,
FUCO04COT,
FUC48COT,
FUCO5COT,
FUCO06COT,
FUCO07COT,
FUCO08COT,
FUC35BWT,
FUC46BWT,
FUC47BWT,
FUC58BWT,
FUCO030TY,
FUCO040TY,
FUC480TY,
FUCO050TY,
FUCO060TY,
FUCO70TY,
FUCO08OTY,
FUCO0503L, FUC0504L,
FUCO0505L,

Decisions of 82" Meeting of MDB (11-03-2025)

Page 181 of 237




FUCO0506L, FUCDO0670,
FUCDO0770,
FUCDO0870, FUCD1070,
FUCD1270,
FUCDO0650, FUCDO0750,
FUCDO0850,
FUCD1050, FUCD1250,
FUCH3TTY,
FUCHATTY,
FUCHA48TY,
FUCHSTTY,
FUCH6TTY,
FUCH7TTY,
FUCHS8TTY,
FUCH3TTO,
FUCHATTO,
FUCHATTO,
FUCHS5TTO,
FUCH6TTO,
FUCH7TTO,
FUCHSTTO,
FUCH3CTY,
FUCHACTY,
FUCHACTY,
FUCHSCTY,
FUCH6CTY,
FUCHT7CTY,
FUCHSCTY,
FUCH3WWT,
FUCH4AWWT,
FUCH48WT,
FUCHSWWT,
FUCH6WWT,
FUCH7WWT,
FUCHBWWT,
FUCH3CWT,
FUCH4CWT,
FUCHA48CT,
FUCHSCWT,
FUCH6CWT,
FUCH7CWT,
FUCHBCWT,
FUCH3COT,
FUCHA4COT,
FUCHACOT,
FUCHSCOT,
FUCH6COT,
FUCH7COT,
FUCHB8COT,
FUCH35BT,
FUCH46BT,
FUCH47BT,
FUCH58BT,
FUCH3OTY,
FUCHA4O0TY,
FUCHAOTY,
FUCHS50TY,
FUCHG6OTY,
FUCH70TY,
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FUCHBOTY,
FUCH503L, FUCH504L,
FUCH505L, FUCH506L,
FUHDO0650,

FUHDO0750, FUHDO0850,
FUHD1050,

FUHD1250,
FUHDO0670,FUHDQ770,
FUHDO0870, FUHD1070,
FUHD1270

282. | Applicant: Legal Manufacturer: Brand Name: Approved
M/s Sure Bio- Diagnostics & | M/s. Nalge Nunc Universal Tube 2ml
Pharmaceuticals ~ Address  of | International internally Threaded and
Importer EE-10, Defence View | Corporation Nalgene Cryogenic Tube
Phase-Il, Near Igra University | Company Address: 2ml and 5ml Externally
Shaheed e-Millat Express Way, | 75 Panorama Creek Threaded
Karachi. Drive, Rochester, New Class: A
(ELI 00084) York, USA, 14625, MD group: Family
Shelf Life: 2 years
R&I Dated: FSC country of origin: Codes/Sizes:
03-10-2024 Date of expiry: 374512
Fee Challan 2-07-2026 5000-0050
No.: FSC RRA : 2-07-2026 5000-0020
815520772985 LOA Validity: Valid
PKR: 6000/- until notification to
DRAP
Track ID: LOA lIssuance date :
Z2JQ-ZUT-GSZ3 25-06-2024
EC Certificate:
N/A
Design Examination:
N/A
ISO 13485: 20-12-2024
283. | M/s. Legal Manufacturer: Brand Name: Deferred for the
Alfa Scientific Store, M/s. Weiner Laboratoris WEINER LAB clarification of
Lahore S.AILC Generic Name: IONS grouping
Cluster Name: IONS
EL1:00148 Manufacturing Site:
Maipu 2571 street (2000) - Class B
R&]I Details: Rosario city,

01-June-2021

Santa Fe, Argentina.

LOA
Validity: 31-Dec-2026

FSC:

Country of Origin:
Argentina

Validity: 27-Feb-2026

EC Certificate:
Validity: 14-Dec-2026

ISO 13485
Validity: 26-April-2027

Product Name: Ca color
AA (Calcium)
Shelf Life: 24 Months

Codes / Sizes (if any)

GMDN: 45789

Product Registration No
FSC: C-2529/98
Product Catalogue
Codes: 1152002

Product Name: Ca-color
Arsenazo Il AA
(Calcium)

Shelf Life: 19 Months
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Codes / Sizes (if any)
GMDN: 45789

Product Registration No
FSC: PM-1102-4209
Product Catalogue
Codes: 1009248,
1009606, 1009307,
1152004

Product Name: Mg
color AA (Magnesium)

Shelf Life: 18 Months
Codes / Sizes (if any)

GMDN: 46795
Product Registration No
FSC: PM-1102-209

Product Catalogue
Codes:1009271,
1009337, 1580001

Product Name:
Fosfatemia UV AA
(Phosphorus)

Shelf Life: 24 Months
Codes / Sizes (if any)

GMDN: 59123

Product Registration No
FSC: PM-1102-232
Product Catalogue
Codes: 1009614,
1009256, 1009311,
1382321

Product Name: FER
COLOR AA Liquida
(IRON)

Shelf Life: 18 Months
Codes / Sizes (if any)

GMDN: 54758

Product Registration No
FSC: PM-1102-27
Product Catalogue
Codes:1009285,
1009613, 1009336,
1492360
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Product Name:
UIBC/TIBC AA
Liquida

Shelf Life: 24 months
Codes / Sizes (if any)

GMDN: 58196

Product Registration No
FSC: PM-1102-28
Product Catalogue
Codes: 1009286,
1009633, 1009340,
1492361

284. | Applicant: Legal Manufacturer Brand Name: Approved,
M/s. Noor M/s. Medin Prong Mask.
International, 29 Medical Innovations
D, Block 6, GmbH, private limited
PECHS, Karachi Address: Adam Generic Name: NCPAP
(EL1-00061) Geisler-Sh-. 1, 82140 Accessories.

Olching, Germany
R&I date: Phone: +49 8142 448
05-10-2020 460 Class: B
Track ID: Email: info@medin
2A5-TZS-E6XT medical.com
Fee: PKR 25000/- Website: www.medin
Slip: 1960201 medical.com
Dated: 06-08-2019
Shelf Life: 5 Years
Date of R&l
05-10-2020
FSC: Germany
Validity: No Expiry Sizes:
1200-01 Nasal Prong
FSC: XS 1200-02
Reference Country: Nasal Prong M 1200
No 03 nasal Prong XL
1200-21 nasal Prong
LOA L 1200-32 nasal
Validity: 09-09-2029 Prong Mw 1200-33
nasal Prong LW
CE Certificate
Validity: 05-05-2028
ISO 13485
Validity: 26-02-2025
285. | Applicant: (Legal Manufacturer) Brandname: Approved.
Name: M/s. Shenzhen Lifotronic
M/s MoodyGlobal LifotronicTechnologyCo., Genericname:
Services Ltd Hemoglobin
Address:OfficeNo. Address: UnitAdthfloor Analyzer
14,2ndFloor,Mujahid Building15,YijingEstate, Size/specification:
plaza,JinnahAvenue, N01008Songbairoad, Model H8
Bluearea,Islamabad, NanshanDistrict, Class:A
44000,Pakistan. Shenzhencity,Guangdong Shelflife:
LicenseNo. province, 518055, P.R China. | 5YEARS
EL1-00926 FSC
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R&I date:
Track ID:
2VW-PP4-394W

Countryoforigin(China)
Validityperiod:24-09
2022

Fee: PKR 5000/- FSC
Slip: 523416600 Referencecountry
Dated: 08-11-2022 (Germany)

Dateofissuance:

22-06-2021

LOAvalidity:

31-12-2027

286. | Applicant: (Legal Manufacturer) Brand Name: Approved Octopus

M/s. HAJI S. HAAG-STREIT AG HAAG-STREIT 900.
AMEER DIN & Gartenstadtstrasse 10 3098 DIAGNOSTIC
SONS. Koeniz, Switzerland (Generic Name) Octopus 600
Address: Phone: +41 31 978 01 11 PERIMETER Is deferred in M-66
305-A Upper Mall Lahore 5400 | Website: www.haag OCTOPUS
Pakistan. streit.com Class B

Email: info@haag
EL1-00059 streit.com Shelf life: 08

Manufacturing Site (s): Years
R&I Details (Name & Address)
13-07-2020 SAME AS ABOVE Codes/Sizes (if
Track ID: any)
31Q-57S-Q6EE LOA: Provide complete
Fee. 5000 Validity: 31-12-2028 details in case of
Fee Challan cluster
No...2031129... FSC: FAMILY:
dated...13-07-2020... Country of Origin PERIMETER

Validity: 22-11-2026 OCTOPUS:

Octopus 600

EC Certificate: Octopus 900

Validity: 31-12-2028.

ISO 13485:

Validity: 20-01-2028.
287. | Applicant: (Legal Manufacturer) Brandname: Deferred for the
Name: Shenzhen Lifotronic submission of

M/s. MoodyGlobal
Services
Address:OfficeNo.
14,2ndFloor,
Mujahidplaza,
JinnahAvenue,Blue
area,Islamabad,
44000,Pakistan.
LicenseNo.
EL1-00926

R&I date:

Not clear.

Track ID
3UV-2EV-8814
Fee: PKR 5000/-
Slip: 363062483
Dated: 08-11-2022.

LifotronicTechnology
Co.,Ltd
Address:UnitA4th
floor,Building15,
YijingEstate,N01008
Songbairoad,Nanshan
District,Shenzhencity,
Guangdongprovince,
518055,P.RChina.
FSC

Countryoforigin
(China)
Validityperiod:24-09
2022

FSC
Referencecountry
(Germany)
Dateofissuance:
22-06-2021
LOAvalidity:
31-12-2027

Genericname:3
Thalassaemia&

HBALcReagent
Kits(HPLC)

Size/specification:

200T/box
Class:A
Shelflife:
24months

evidence of
submission of
application

Firm will also
submit valid free
sale certificate.
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288. | Applicant: Legal manufacturer Brand Name. Approved.
M/s. Shirazi Trading Medtron AG Accutron MR 880
Company Private Hauptstr. 255, 66128 (Contrast Media
Limited Saarbrticken, Germany Injector)

114-C, Al Murtaza Medtron AG Class B

Commercial Lane 3, Manufacturing site:

Khayaban-e-Igbal, Kreisstralle 152, 66128 Shelf Life:

Phase 8, D.H.A., Saarbrucken, Germany 10 Years

Karachi. (Service Life)
LOA

Establishment Validity: 31-12-2026

Licence No.: Codes/Sizes:

EL1-00263 FSC: 46595
Country: Germany (GMDN Code)

Date of R&lI: Validity: N/A

15-08-2024

Paid Fee. 25000. CE Certificate

Fee Challan Validity: 31-12-2028

No. 32522973940

Date: 24-07-2024 I1SO 13485
Validity: 20-08-2025

Track ID:

3XB-2LX-LVBZ

289. | Applicant: Legal Manufacture Brand Name: Approved.
M/s. AMEER SONS, (Name & Address) COOPER
Address : Cooper Vision VISION®
05-A, Upper Mall, Lahore Manufacturing Ltd (Generic Name)

South Point Hamble Soft Contact
EL1-00058 Southampton SO31 4RF Lens

UK Class B
R&I date: Tel: +044(0)2380 605200
27-04-2021 Fax: +044 (0) 2380 605299 Shelf life: 07
Track ID: Web: Years
61N-PVL-89PL WWW.COOpervision.co.uk
Fee: PKR 25000/- Codes/Sizes (if
Slip: 2105327 Manufacturing Site (s): any)
Dated: 15-04-2021 (Name & Address)

SAME AS ABOVE

LOA:

Validity: 04-02-2030--

FSC:

Country of Origin

Validity: 31-12-2029--

EC Certificate:

Validity: 31-12-2028—

ISO 13485:

Validity: 21-05-2025--

290. | Applicant: Legal Manufacturer: Brand Name. Approved.
M/s. Allmed KARL STORZ As per the FSC of
Solutions SE & CO. KG KARL STORZ HF Germany, the
Address: Germany Systems country of origion
A-21/3, KDA (HF Instruments with being RRA
Scheme No.1 (ext) Address: Dr. movable jaws &

Stadium Road, Karl-Storz- without movable jaws /
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Karachi
EL1-00029

R& I Details:
Date: 27/10/2022
Slip no.
0386457553

Rs. 25,000/-
Dated. 17-10-2022

Track ID:
6L9-P2X-HJAU

StraBe 34 78532
Tuttlingen,
Germany

LOA
Validity:
31/12/2025

FSC:
Country of
Origin
Validity: Not
mentioned,
issued in Oct.
2022

FSC:

FSC of
Reference
Country US
Validity: not
mentioned
OR

EC Certificate
Validity: 17-12
2025

I1SO 13485
Validity: 31-05-2025

HF Electrodes
(Sterile/Non-Sterile), HF
Suction/Irrigation
Instruments, HF Cables,
HF Generators, HF

Foot Switches, HF
Working Elements

Class B
Shelf Life: N/A

Codes / Sizes

S# Atrticle

No. Name

1 31300 CLICKLINE
Outer

Sheath

2 33500 Outer Sheath,
insulated

333700 CLICKLINE
Outer

Tube, 10mm

4 38400 RoBi QOuter
Sheath

5 38500 RoBi Metal
Outer

Sheath

6 38600 RoBi Metal
Outer

Sheath

7 38700 RoBi Metal
Outer

Sheath

8 26310M CLICKLINE
Outer

Sheath

9 26410M CLICKLINE
Outer

Sheath

10 27077BZ Punch
Sheath, 25 Fr.

11 27290AS Outer
Sheath, bipolar

PCN forceps

12 30340RE

S

Outer Tube with

Insert, 3mm

13 31100M CLICKLINE
Metal

Outer Sheath

14 31300M CLICKLINE
Outer

Sheath

15 33200M Metal Outer
Sheath

16 33300C

MM Metal Outer Sheath
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17 33300M CLICKLINE
Metal

Outer Sheath

18 33310S CLICKLINE
Forcep inserts.

19 33400M

\V

Metal outer tube with
cm-markings

20 33500G Outer Sheath,
insulated

21 33500M Metal Outer
Sheath

22 26040RB MAZZON
Cutting

Loop, 24 Fr.

23 26040TB MAZZON
Loop, 24

Fr.

24 26050R MAZZON
Loop, 24

Fr.

25 26050T MAZZON
Loop, 24

Fr.

26 26050U MAZZON
Loop, 24

Fr.

27 27290IS Inner Sheath,
bipolar

PCN forceps

28 33300 Metal Outer
Sheath,

insulated, 36 cm

29 33400 Metal Outer
Sheath,

insulated, 43 cm

30 26184H TAKE-
APART outer

tube, 36 cm

31 26276A TAKE-
APART Outer

Sheath, 5 mm, 33 cm

32 26277A Outer Tube,
length 43

cm

33 26277B Inner Tube,
length 43

cm

34 26284A Outer Tube,
length 30

cm

35 26284AS Outer Tube,
length 20

cm

36 26284B Inner Tube,
length 30

cm

37 31100S CLICKLINE
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Outer

Sheath

38 31100S

M

CLICKLINE Metal
Outer Sheath

39 26167FG

F outer tube

40 26176HS Outer Tube
41 26176HS

X Outer Tube

42 26176H

Y Suction Tube

43 26177HS Outer Tube
44 26184HS Outer Tube,
size 3

mm

45 26184HS

S

Outer Tube, size 3
mm

46 26276B TAKE-
APART Inner
Sheath, 33 cm

47 26284BS TAKE-
APART Inner
Sheath, 20 cm

48 27282B Inflow Tube,
length

80 cm

49 33310PT Sponge
Holder Insert

50 26040D

B

Working Element
bipolar

51 26040EB Working
Element,

bipolar

52 26050D Working
Element

53 26050E Working
Element

54 26053EB Working
Element

55 26055E Working
Element

56 26055EB Working
element,

bipolar

57 27040D Working
Element

58 27040D

B

Working Element,
bipolar

59 27040D

o]

Working Element,

Decisions of 82" Meeting of MDB (11-03-2025) Page 190 of 237




bipolar

60 27040E Working
Element

61 27040EB Working
Element,

bipolar

62 27040EO Working
Element,

bipolar

63 27050C Working
Element

64 27050D Working
Element

65 27050DP Working
Element

66 27050E Working
Element

67 27050EP Working
Element
68 27050V
N Working Element
69 27053D Working
Element
70 27053E Working
Element
71 27054E Working
Element
72 27054EB Working
element,
bipolar
73 27143ER Working
Element
291. | Applicant: Legal Manufacturer Brand name: Deferred for thye
M/s. MoodyGlobal Lifotronic submission of
Services Name: Shenzhen Genericname: evidence of
Address:OfficeNo. LifotronicTechnologyCo., HBA1cReagentKits submission of
14,2ndFloor,Mujahid Ltd (IEC) application and fee
plaza,JinnahAvenue, Address:UnitA4thfloor, Size/specification:
Bluearea,Islamabad, Buildingl15,YijingEstate, O
44000,Pakistan. No1008Songbairoad, 100T/box
LicenseNo. NanshanDistrict, 200T/box
EL1-00926 Shenzhencity,Guangdong 400T/box
R&I date: province,518055,P.R Class:A
Not clear. China. Shelflife:
Track ID: FSC 18months
TMP-68L-EWQ4 Countryoforigin(China)
Fee: PKR 5000/- Validityperiod:24-09
Slip: 33438994 2022
Dated: 08-12-2022 FSC
Referencecountry
(Germany)
Dateofissuance:
22-06-2021
LOAvalidity:
31-12-2027
292. | Applicant: Legal Manufacturer Brand Name: Approved.
M/s. Noor Iradimed Corporation 1025 3860+ MRI Infusion
International, 29 Willa Springs Drive Pump
D, Block 6, Winter Springs Florida
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PECHS, Karachi
(EL1-00061)

R&I date:
26-08-2019

Track ID:
B1R-SEW-9S7M
Fee: PKR 25000/-
Slip: 8396478418
Dated: 11-10-2021

32708
USA

FSC: USA
Validity: 06-06-2025

FSC:
Reference Country:
No

LOA
Validity: 21-06-2026

CE Certificate
Validity: 31-12-2028

I1SO 13485
Validity: 17-01-2028

Generic Name:
Infusion Pump

Class: B

Shelf Life: 5 Years

293. | Applicant: Legal Manufacture Brand Name: Approved.
M/s. -HAJI S. (Name & Address) Topcon
AMEER DIN & TOPCON COPORATION (Generic Name)
SONS. 75-1 Hasunuma-cho, AUTO
Address: Itabashi-ku, Tokyo 174 KERATO
305-A Upper Mall Lahore 5400 | 8580, JAPAN REFRACTO
Pakistan Phone: +81-3-3558-2915 TONOMETER

Website: TRK-3 OMNIA,
EL1-00059 /lglobal.topcon.com/

Email: Class B
R&I date: r. kitawataki@topcon.co.jp
03-02-2025 Shelf life: 08
Track ID: Manufacturing Site (s): Years
EXY-NTQ-Y4HE (Name & Address)
Fee: PKR 31,000/- SAME AS ABOVE
Slip: 65954687052
Dated: 02-11-2024 LOA:

Validity: 31-03-2029--

FSC:

Country of Origin

Validity: NOT SPECIFIED

EC Certificate:

Validity: 27-08-2028—

ISO 13485:

Validity: 05-06-2027-

294. | Applicant: (LEGAL Brand Name: Approved.
M/s. MR Medical MANUFACTURER) Mindray
Pakistan Private M/s. Shenzhen Generic Name:
Limited. Mindray Bio Chemistry Analyzer
Address: Medical Model number:
Office no: 1101, Electronics Co.,
11th floor, ISE Ltd BS 230
Tower, Jinnah Address: Shelf life:
Avenue, Blue Area, Mindray Building, 5 years
Islamabad, Keji 12th Road
Pakistan. South, High-Tech Class A.

Industrial Park,
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(EL1-01008 )
R&I date:
22-02-2023
Track ID:
G94-94B-14N5

Nanshan, 518057,
Shenzhen,

PEOPLE'S REPUBLIC
OF CHINA

Fee: PKR 5000/- FSC:

Slip: 7727159308 2/2/2021

Dated: 21-02-2023 Marketing
Authorization
Letter (LOA):
Valid until:
14/4/2027

295. | Applicant: Legal Manufacture Brand Name: Approved.
M/s. —HAJI S. (Name & Address) Topcon
AMEER DIN & TOPCON COPORATION (Generic Name)
SONS. 75-1 Hasunuma-cho, NON
Address: Itabashi-ku, Tokyo 174 MYDRIATIC RETINAL
305-A Upper Mall Lahore 5400 | 8580, JAPAN CAMERA NW 500,
Pakistan Phone: +81-3-3558-2915

Website: Class B
EL1-00059 /lglobal.topcon.com/

Email: Shelf life: 08
R&I date: r.kitawataki@topcon.co.jp Years
03-02-2025
Track ID: Manufacturing Site (s):
LXR-39Y-EYE6 (Name & Address)
Fee: PKR 31,000/- SAME AS ABOVE
Slip: 198672190605
Dated: 31-01-2025 LOA:

Validity: 31-03-2029.

FSC:

Country of Origin

Validity: N/A

EC Certificate:

Validity: 27-08-2028.

ISO 13485:

Validity: 05-06-2027.

296. | Applicant: Legal Manufacture Brand Name: Approved CT-1
M/s. —HAJI S. (Name & Address) Topcon subject to
AMEER DIN & TOPCON COPORATION (Generic Name) submission of fee
SONS. 75-1 Hasunuma-cho, COMPUTERIZED for other types as
Address: Itabashi-ku, Tokyo 174 TONOMETER per revised SRO.
305-A Upper Mall Lahore 5400 | 8580, JAPAN
Pakistan Phone: +81-3-3558-2915 Class B

EL1-00059

R&I date:

18-02-2020.

Track ID:

MSV-XG1-7NLL

Fee: PKR 25,000/-

Slip: 2021487 (dated 30-01-
2020) & 2021491 (dated 07-02-
2020)

Dated: 30-01-2020.

Website:
/lglobal.topcon.com/
Email:
r.kitawataki@topcon.co.jp

Manufacturing Site (s):
(Name & Address)
SAME AS ABOVE

LOA:
Validity: 31-03-2029--

Shelf life: 08 Years

Codes/Sizes (if any)
Provide complete
details in case of
cluster

FAMILY:
COMPUTERZIED
TONOMETER
CT-1

CT-1P
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07-02-2020. FSC: CT-800
Country of Origin CT-800A
Validity: N/A
EC Certificate:
Validity: 27-08-2028—
ISO 13485:
Validity: 05-06-2027
297. | Applicant: Legal manufacturer Brand name: Approved subject to
M/s. Shirazi Trading Esaote S.p.A Magnifico Open submission of
Company Private E.Melen 77, 16152 Genova, (Magnetic Model..
Limited Italy Resonance
Imaging System)
114-C, Al Murtaza Manufacturing Site:
Commercial Lane 3, Esaote S.p.A Class B
Khayaban-e-Igbal, 16155 Genova (GE) —Via
Phase 8, D.H.A., Multedo di Pegli 2E (ITA) Shelf Life:
Karachi. Italy 10 Years
(Service Life)
Establishment LOA
Licence No: Validity: 17-06-2025
EL1-00263 Codes/Sizes:
R&I date: FSC: 37652
15-08-2024 Country: Italy (GMDN Code)
Track ID: Validity: N/A
NM6-B5D-W8RY
CE Certificate
Fee paid. 25,000 Validity: 24-08-2026
Challan No. 508395737826
Date: 08-07-2024 ISO 13485
Validity: 17-11-2026
298. | Applicant: Legal manufacturer. Brand Name: Approved.
M/s. Shirazi Trading Medtron AG, Accutron CT 871
Company Private Hauptstr. 255, 66128 (Contrast Media
Limited Saarbriicken, Germany Injection)
114-C, Al Murtaza Medtron AG Class B
Commercial Lane 3, Manufacturing site:
Khayaban-e-Igbal, Kreisstrale 152, 66128 Shelf Life:
Phase 8, D.H.A., Saarbriicken, Germany 10 Years
Karachi. (Service Life)
LOA
Establishment Validity: 31-12-2026
Licence No.: Codes/Sizes:
EL1-00263 FSC: 57999
Country: Germany (GMDN Code)
Date of R&I: Validity: N/A
15-08-2024
Fee paid. 25000/- CE Certificate
Fee Challan No. 193701669897 | Validity: 31-12-2028
Date: 24-07-2024
ISO 13485
Track ID: Validity: 20-08-2025
NWV-L9Q-5DS4
299. | Applicant: Legal Manufacture Brand Name: Deferred in M-66
M/s. HAJI S. (Name & Address) HAAG-STREIT
AMEER DIN & HAAG-STREIT AG DIAGNOSTIC
SONS. Gartenstadtstrasse 10 3098 (Generic Name)
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Address: Koeniz, Switzerland BIOMETER
305-A Upper Mall Lahore 5400 | Phone: +41 31978 01 11 LENSTAR LS
Pakistan Website: www.haag 900
streit.com Class B
EL1-00059 Email: info@haag
streit.com Shelf life: 08
R&I date: Manufacturing Site (s): Years
13-07-2020 (Name & Address)
Track ID: SAME AS ABOVE
Q1D-S5W-M35U
Fee: PKR 25000/- LOA:
Slip: 2031130 Validity: 31-12-2028
Dated: 09-07-2020
FSC:
Country of Origin
Validity: 22-11-2026
EC Certificate:
Validity: 31-12-2028
ISO 13485:
Validity: 20-01-2028--
300. | Applicant: Legal Manufacture Brand Name Approved
M/s Zenith (Name & Address)
International, M/s. Ningbo Pinmed “PERFECT +” brand
Room #104, Instruments Co., Ltd., Stomach Tube, Sterile
Tahir Plaza, (Ryle Tube)
AJ20, Block Manufacturing Site: Class B
7&8, Room (22-1) (22-2) , Shelf Life: 05 years
K.C.H.S.U. No. 455, East
Karachi, Zhongshan Road, Codes / Sizes (if any)
Pakistan Yinzhou District,
315040 Ningbo, China. (Sizes: 8Fr, 10Fr, 12Fr,
(EL1-00090) 14Fr, 16Fr, 18Fr, 20Fr,
R&I date: FSC: 22Fr, 24Fr, 26Fr, 28Fr)
05 March 2025 valid till 01-07 -
Track ID: 2026
QNA-7NY-GYES
Fee: PKR 31000/- LOA
Slip: 70342219369 Notarized LOA Valid
Dated: 25-02-2022 till 12- 08-2029
EC Certificate
Validity: 26-05-2024
With CE Extension
letter
ISO 13485
Validity: 21- 08-2025
301. | Applicant: (Legal Manufacturer) Brandname: Approved.
Name: M/S. Shenzhen Lifotronic
M/s. MoodyGlobal LifotronicTechnology Genericname:
Services Co.,Ltd Buffer
Address:OfficeNo. Address:UnitA4th Size/specification:
14,2ndFloor, floor,Building15,

Mujahidplaza,
JinnahAvenue,Blue
area,Islamabad,
44000,Pakistan.

YijingEstate,N01008
Songbairoad,Nanshan
District,Shenzhencity,
Guangdongprovince,

1x480ml/box
6x480ml/box
Class:A
Shelflife:
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LicenseNo. 518055,P.RChina. 24months
EL1-00926 FSC
R&I date: Countryoforigin
Not clear. (China)
Track ID: Validityperiod:24-09
RLY-8P7-W7XE 2022
Fee: PKR 5000/- FSC
Slip: 73648976 Referencecountry
Dated: 08-11-2022 (Germany)
Dateofissuance:
22-06-2021
LOAvalidity:
31-12-2027
302. | Applicant: Legal Manufacturer: Brand Name Approved
M/s Zenith M/s. Ningbo Pinmed “PERFECT”
International, Instruments Co., Ltd., Stethoscope
Room #104,
Tahir Plaza, Manufacturing Site: Class A
AJ20, Block Room (22-1) (22-2) ,
7&8, No. 455, East Shelf Life: 05 years
K.C.H.S.U. Zhongshan Road,
Karachi, Yinzhou District, Codes / Sizes (if
Pakistan 315040 Ningbo, China any)
(EL1-00090) FSC: (Model # GT002-200,
R&I date: China GT002-210, GT002
05-03-2025 Validity: 01-07 -2026 220, GT002-230,
Track ID: GT002-270, GT002
TUB-X1X-96V8 LOA 300, GT002-310)
Fee: PKR 6000/- Validity: 12- 08-2029
Slip: 27550554961
Dated: 27-02-2025
303. | Applicant: Legal Manufacture Brand Name: Approved
(Name & Address) COOPER VISION®
M/s. AMEER SONS. Cooper Vision (Generic Name)
Address. Manufacturing Ltd Soft Contact
305-A, Upper Mall, Lahore. South Point Hamble Lens
EL1-00058 Southampton SO31 4RF Class B
R&I date: 27-04-2021. UK
Track ID: Manufacturing Site (s): Shelf life: 07
VG9-DTX-LQXL (Name & Address) Years
Fee: PKR 25000/- SAME AS ABOVE
Slip: 2105324
Dated: 18-04-2021 LOA:
Validity: 04-02-2030--
FSC:
Country of Origin
Validity: 31-12-2029
EC Certificate:
Validity: 31-12-2028
ISO 13485:
Validity: 21-05-2025.
304. | Applicant: (Legal Manufacturer) Brand name. Approved
Name: M/S. Legal Signa PET MR
M/s. Shirazi Trading manufacturer (Positron Emission
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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:
19-12-2022

Track ID:
VY7-J9N-PHES
Fee: PKR 25000/-
Slip: 1980952
Dated: 08-12-2022

GE Medical Systems, LLC
(3200 N. Grandview Blvd.,
Waukesha, WI 53188, USA)

Manufacturing Site:

GE Healthcare
Manufacturing LLC
(3001 West Radio Drive
Florence,

SC 29501, USA)

LOA

Legal manufacturer

GE Medical Systems, LLC
Validity: 31-11-2025

Manufacturing Site:
GE Healthcare
Manufacturing LLC
Validity: 31-11-2025

FSC:

REFERENCE COUNTRY
Legal manufacturer

GE Medical Systems, LLC
Country: USA

Validity: 26-03-2026

Manufacturing Site:
GE Healthcare
Manufacturing LLC
Country: USA
Validity: 26-03- 2026

CE Certificate
Validity: 26-05-2024

ISO 13485

Legal manufacturer

GE Medical Systems, LLC
Country: USA

Validity: 01-10-2026

Manufacturing Site:
GE Healthcare
Manufacturing LLC
Country: USA
Validity: 22-01-2027

Tomography /Full
Body MRI)

Class B
Shelf Life:

25 Years
(Service Life)

Codes/Sizes:
Signa PET MR

305.

Applicant.

M/s. MoodyGlobal
Services
Address:OfficeNo.
14,2ndFloor,
Mujahidplaza,
JinnahAvenue,Blue
area,Islamabad,
44000,Pakistan.nt:

(EL1-00926)

(Legal Manufacturer)

Name:Shenzhen
LifotronicTechnology
Co.,Ltd
Address:UnitA4th
floor,Building15,
YijingEstate,N01008
Songbairoad,Nanshan
District,Shenzhencity,
Guangdongprovince,

Brandname:
Lifotronic
Genericname:
Auffer

Size/specification:

1x480ml/box
6x480ml/box
Class:A
Shelflife:
24months

Approved subject to
submission of valid
FSC
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R&I Date.
Not clear.
Track ID:
WYE-WSH-2D76:

518055,P.RChina.
FSC

Countryoforigin
(China)
Validityperiod:24-09
2022

PKR 5000/- FSC
Slip: 832987614 Reference country
Dated: 08-11-2022 (Germany)

Date of issuance:

22-06-2021

LOAvalidity:

31-12-2027
306. | Applicant: Legal Manufacture Brand Name: Approved subject to

M/s. HAJI S. (Name & Address) Topcon submission of fee
AMEER DIN & TOPCON COPORATION (Generic Name) for the Family as
SONS. 75-1 Hasunuma-cho, OPTICAL per revised SRO..
Address: Itabashi-ku, Tokyo 174 COHRENCE
305-A Upper Mall Lahore 5400 | 8580, JAPAN TOMOGRAPHY
Pakistan Phone: +81-3-3558-2915 Class B

Website:
EL1-00059 /lglobal.topcon.com/ Shelf life: 08
R&I date: Email: Years
03-02-2025 r.kitawataki@topcon.co.jp
Track ID: Codes/Sizes (if
YPT-WUM-TG16 Manufacturing Site (s): any)
Fee: PKR 50,000/- (Name & Address) Provide complete
Slip: 30310555 SAME AS ABOVE details in case of
Dated: 31-01-2025 cluster

LOA: FAMILY:

Validity: 31-03-2029-- OPTICAL

COHRENCE

FSC: TOMOGRAPHY:

Country of Origin 3D DRI OCT

Validity: NOT SPECIFIED TRITON

3D DRI OCT

EC Certificate: TRITON PLUS

Validity: 27-08-2028—

ISO 13485:

Validity: 05-06-2027--

307. | Applicant: (LEGAL Brand Name: Approved.

M/s. MR Medical MANUFACTEURER) Mindray
Pakistan Private M/s Shenzhen Generic Name:
Limited. Mindray Bio Chemistry Analyzer
Address: Medical Model number:
Office no: 1101, Electronics Co.,
11th floor, ISE Ltd BS 600M
Tower, Jinnah Address:
Avenue, Blue Area, Mindray Building, Shelf life:
Islamabad, Keji 12th Road 5 years
Pakistan. South, High-Tech

Industrial Park, Class A.
(EL1-01008) Nanshan, 518057,
R&I date: Shenzhen,
22-02-2023. PEOPLE'S REPUBLIC
Track ID: OF CHINA

YT8-42E-RU37
Fee: PKR 5000/-

(Distributor)
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Slip: 67592710
Dated: 21-10-2023

Medical Pakistan
Private Limited

Address:

Office no: 1101,
11th floor, ISE
Tower, Jinnah
Avenue, Blue Area,
Islamabad,
Pakistan.

FSC:
2/2/2021
Marketing
Authorization
Letter (LOA):
Valid until:
14/4/2027

308.

Applicant:

M/s. MR Medical
Pakistan Private
Limited.
Address:

Office no: 1101,
11th floor, ISE
Tower, Jinnah
Avenue, Blue Area,
Islamabad,
Pakistan.

(EL1-01008)
Track ID:
ZBW-YTY-RV11
Fee: PKR 5000/-
Slip: 63818055
Dated: 23-10-2023

LEGAL
MANUFACTEURER)
M/s Shenzhen

Mindray Bio

Medical

Electronics Co.,

Ltd

Address:

Mindray Building,

Keji 12th Road

South, High-Tech
Industrial Park,
Nanshan, 518057,
Shenzhen,

PEOPLE'S REPUBLIC
OF CHINA

(Distributor)

Medical Pakistan
Private Limited

Address:

Office no: 1101,
11th floor, ISE
Tower, Jinnah
Avenue, Blue Area,
Islamabad,
Pakistan.

FSC:
2/2/2021
Marketing
Authorization
Letter (LOA):
Valid until:
14/4/2027

Brand Name:
Mindray

Generic Name:
Chemistry Analyzer
Model number:

BS 240
Shelf life:
5 years

Class A.

Approved.

309.

Applicant:

M/s. HAJI S.

(Legal Manufacturer)
(Name & Address) VISIA
IMAGING S.R.L

Brand Name:
Topcon
(Generic Name)

Approved
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AMEER DIN &

SONS.

Address:

305-A Upper Mall Lahore 5400
Pakistan

Via Martini della Liberta
95/e, 52027 San Giovanni
Valdarno (AR), Italy
Telephone No.: (+39) 055
9121635

Fax No.: (+39) 055

MY AH Optical
Biometer &
Corneal
Topographer Dry
Eye Assessment

EL1-00059 940035 Class B
Email:
R&I date: quality.hcs.it@topcon.com
18-02-2020. Official website:
Track ID Www.visiaimaging.com
ZX2-TR3-QDVQ
Fee: PKR 31,000/- DISTRIBUTOR:
Slip: 6089740875 TOPCON COPORATION
Dated: 12-02-20 75-1 Hasunuma-cho,
Itabashi-ku, Tokyo 174
8580, JAPAN
Phone: +81-3-3558-2915
Website:
/lglobal.topcon.com/
Email:
r.kitawataki@topcon.co.jp
Manufacturing Site (s):
(Name & Address)
SAME AS ABOVE
LOA:
Validity: 31-03-2029--
FSC:
Country of Origin
Validity: N/A
EC Certificate:
Validity: 29-06-2028—
ISO 13485:
Validity: 14-07-2027
310. | Applicant: (Legal Manufacturer) Brand Name: Addressed at 309
M/s HAJI S. VISIA IMAGING S.R.L Topcon
AMEER DIN & Via Martini della Liberta (Generic Name)
SONS. 95/e, 52027 San Giovanni MY AH Optical
Address: Valdarno (AR), Italy Biometer &
305-A Upper Mall Lahore 5400 | Telephone No.: (+39) 055 Corneal

Pakistan

EL1-00059

R&I date: 12-02-2025.
Track ID:
ZX2-TR3-QDVQ

Fee: 31000/-

Slip: 6089700875
Dated: 09-02-2025

9121635

Fax No.: (+39) 055
940035

Email:
quality.hcs.it@topcon.com
Official website:
Www.visiaimaging.com

DISTRIBUTOR:
TOPCON COPORATION
75-1 Hasunuma-cho,
Itabashi-ku, Tokyo 174
8580, JAPAN

Topographer Dry
Eye Assessment

Shelf life: 07 Years

Class B.
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Manufacturing Site (s):
(Name & Address)
SAME AS ABOVE

LOA:
Validity: 31-03-2029--

FSC:
Country of Origin
Validity: N/A

EC Certificate:
Validity: 29-06-2028—
ISO 13485:

Validity: 14-07-2027--

311. | Applicant: (Legal Manufacturer) Brand Name: Addressed in M-80.
M/s. Miraj Corporation. LABKIT
Address: 13-14, 2nd Floor, Jinnah | CHEMELEX, S.A. Generic
Business  Centre, Chandni | Manufacturing Site (s): Name:
Chowk, Murree Road, | Address: Pol. Ind. Can (Lipase)
RAWALPINDI, Castells, C/ Industria
PAKISTAN. 113, nave J 08420 Class B

(EL1-00326.) CANOVELLES

R&I date: (BARCELONA) — SPAIN Shelf life: 24
31/05/2022 Phone: + 34 93 Months.
Track ID: 8491735
UWD-5AJ-QX4Q Fax: + 34 93 8467875 Codes/Sizes
Fee: PKR 25000/- E-Mail: (if any)
Slip: 0415533980. chemelex@chemelex.es GMDN:
Dated: 30-05-2022 Web: 53108.

www.chemelex.es Lipase-LQ.

Status: Private Product

ownership Codes:

LOA: 30297.

Validity: 31-12-2027.

FSC:

Spain.

FSC:

FSC of (SPAIN)

(as mentioned in rule, 67)

Valid

OR

EC Certificate:

Valid.

OR

WHO PQ (verifiable from

the official WHO site)

ISO 13485:

Validity: 13-05-2024.

312. | Applicant: Legal Manufacture Brand Name: Addressed in M-80.

M/s. Miraj Corporation. CHEMELEX, S.A. LABKIT

Address: 13-14, 2nd Floor, Jinnah
Business Centre, Chandni
Chowk, Murree

Road, RAWALPINDI,
PAKISTAN.

Manufacturing Site (s):
Address: Pol. Ind. Can
Castells, C/ Industria
113, nave J 08420
CANOVELLES

Generic Name:
(Creatinine J)

Class B
Shelf life: 24
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(EL1-00326) (BARCELONA) - Months.
R&I date: SPAIN
31/05/2022 Phone: + 34 93 Codes/Sizes
Track ID: 8491735 (if any)
WD6-17P-228N Fax: + 34 93 8467875 GMDN:
Fee: PKR 25000/- E-Mail: 53251.
Slip: 179580858556 chemelex@chemelex.es Creatinine
Dated: 30-05-2022 Web: J.
www.chemelex.es Product
Status: Private Codes:
ownership 30210
LOA: Provide
Validity: 31-12-2027. complete
details in case
FSC: of cluster
Spain.
FSC:
FSC of (SPAIN)
(as mentioned in rule, 67)
Valid
OR
EC Certificate:
Valid.
OR
WHO PQ (verifiable from
the official WHO site)
I1SO 13485:
Validity: 13-05-2024.
313. | Applicant: Legal Manufacture Brand Name: Addressed in M-80.
M/s. Miraj Corporation. CHEMELEX, S.A. LABKIT

Address: 13-14, 2nd Floor, Jinnah
Business Centre, Chandni
Chowk, Murree

Road, RAWALPINDI,
PAKISTAN.

(EL1-00326)

R&I date:

31/05/2022

Track ID:

ZSW-VH4-7EQH

Fee: PKR 25000/-

Slip: 53927150

Dated: 30-05-2022

Manufacturing Site (s):
Address: Pol. Ind. Can
Castells, C/ Industria 113,
nave J 08420 CANOVELLES
(BARCELONA) — SPAIN
Phone: + 34 93 8491735
Fax: + 34 93 8467875
E-Mail:
chemelex@chemelex.es
Web: www.chemelex.es
Status: Private ownership
LOA:

Validity: 31-12-2027.

FSC:
Spain.

FSC:

FSC of (SPAIN)

(as mentioned in rule, 67)
Valid

OR

EC Certificate:

Valid.

OR

WHO PQ (verifiable from
the official WHO site)

Cluster Name:
Renal Function
Test.

Generic Name:

1 UREA
UV-LQ.

[J URIC

ACID LS

Class B

Shelf life:

[1 UREA UV-LQ:
18 months

1 URIC ACID LS:
20 months
Codes/Sizes (if
any)

Product Name.
UREA UV-LQ
GMDN: 63333.

Product Code:
5310.

Shelf Life: 18
Months.
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I1SO 13485:
Validity: 13-05-2024.

314. | Applicant: Legal Manufacture Brand Name: Addressed in M-80.
M/s. Miraj Corporation. CHEMELEX, S.A. LABKIT
Address: 13-14, 2nd Floor, Jinnah | Manufacturing Site (s): Generic Name:

Business  Centre, Chandni | Address: Pol. Ind. Can (BILIRUBIN T&D
Chowk, Murree Castells, C/ Industria 113, DMSO)
Road, RAWALPINDI, nave J 08420 CANOVELLES
PAKISTAN. (BARCELONA) — SPAIN Class B
(ELI-00326) Phone: + 34 93 8491735 Shelf life: 24
Fax: + 34 93 8467875 Months
R&I date: E-Mail:
31/05/2022 chemelex@chemelex.es Codes/Sizes (if
Track ID: Web: www.chemelex.es any)
ZTN-VSN-EMYV Status: Private ownership Product Name.
Fee: PKR 25000/- LOA: BILIRUBIN T
Slip: 9852868164 Validity: 31-12-2027. DMSO
Dated: 30-05-2022 [ GMDN:
FSC: 53229.
Spain.
Product Code:
FSC: 30157.
FSC of (SPAIN) Product Name.
(as mentioned in rule, 67) BILIRUBIN D
Valid DMSO
OR DMSO: 53233
EC Certificate: Product Codes:
Valid. 30157.
OR Provide complete
WHO PQ (verifiable from details in case of
the official WHO site) cluster
ISO 13485:
Validity: 13-05-2024.

315. | Applicant name ; Legal Manufacturer: M/s Brand Name: Sound Approved subject to
M/s ElectroMed Corporation. Hebei Topson Medical Sleep BPAP / APAP submission of
ELI-00163 Technology Co., Ltd. System revised fee as per
Tracking I.D Manuacturing Site: 4F, No. 5 | Generic Name: revised SRO for
QXR-UX4-JXS8 Complex Building, No. 65 Continuous Positive Family.

R&I details: 24-02-2025. Tiangui Street, New and Airway Pressure Device
FEE. 31000 High-tech District, 050011 Shelf life: 8 years
Slip No. 59452511 Shijiazhuang, China. Codes/Sizes:
Dated. 19-02-2025. LC-BPAP-30T
LOA: 01-DEC-2028 LC-APAP
FSC: 08-Mar-2026 LC-BPAP-25T
Country of Origin: China, LC-BPAP-25A
ISO 13485: 08-JUL-2027 LC-BPAP-25
Fsc Germany DOI 8.10.24 LC-BPAP-20T
EC Certificate: 31-DEC-2028 | [ LC-BPAP-20A
[ LC-BPAP-20
[ LC-APAP Pro
LC-CPAP Pro
LC-CPAP

316. | M/S SULTANSONS: (LEGAL CLASSIC Approved subject to
133 Kutchi Gali # 1, MANUFACTEURER) DIGITAL submission of valid
Marriott Road JIANGSU YUYUE THERMOMETER EC
Karachi- 74000, MEDICAL Code/Size:

Pakistan INSTRUMENTS CO., (MODEL #DL-1,
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KARACHI LTD. DL-501, DL502,DL-503,
(EL1-00051 (Manufacturing site) DL505, DL-506, DL701,
No. 36 West Yandu DL-702, DL703, DL-
Date of R&I Road, Yandu New 705)
09 December 2021 District, Yancheng CLASS: B
Jiangsu SHELF LIFE:
FEE. 25000 224005,P.R.China N/A
Slip No. 0620000716 private limited
Dated. 01-12-2021 FSC:
Validity 14.03.2022
LOA
Validity 19.05 2027
1ISO 13485
Validity: 14-07-25
317. | Applicant: (Legal Manufacturer) Brand Name Approved subject to
M/s G MED (PVT.) LIMITED. Name: HUNAN YBK Lithium Heparin Tube. submission of valid
House No 218 B2 Block Johar MEDICAL TECHNOLOGY | Models: FSC of country of
Town Lahore CO.LTD origion and
O Class: A models/codes.
(ELI- 00914) Manufacturer
Address:
Track ID: Address: 80 Fuzhong Road, Shelf life:
QRX-2WZ-LWPB Lijiang Street, Changsha, 24 months
R&I Dated: 12-10-2022 Hunan, China.
LOA Validity:
Slip No.. 31-12-2024
82217683304
PKR: 5000/- FSC Validity
Dated: 12-10-2022 China
Date of issue 26.10.23
ISO 13485 Certificate
validity: 25-12-2027
318. | Applicant: (Legal Manufacturer) Brand Name Approved subject to
M/s Galaxy Pharma Private Name: Manufacture Name: EMBRYO SHIELD submission of valid
Limited. IVF INLINE FILTER” FSC of country of
Plot No. 28-C, Lane No. 09, Prime Saglik Uriinleri San. Models: origion and model.
Ittehad Commercial, Phase VI, | Ve
DHA Ticaret. A.S. Class: A
(ELI- 00914) Manufacturer
Address:
Track ID: Address: Camlica Mah. Shelf life:
Z8Q-Y96-941E Anadolu Blv. N Blok No: 20 | 3 years

R&I Dated: 12-10-2022

Slip No..
4337117616

PKR: 5000/-
Dated: 21-03-2023

N IC Kapi No: 1
Yenimahalle/Ankara/ TURKE
Y.

LOA Validity:
Not notarized no date of
issuance and expiry

FSC Validity
China
Date of issue 26.10.23

Decisions of 82" Meeting of MDB (11-03-2025)

Page 204 of 237




ISO 13485 Certificate
validity: 25-12-2027

319. | Taj Diagnostics, Legal Manufacturer: Brand Name : Approved.
Shop No. G-166, Maryam GENESIGN BIOTECH GENESIGN
market, M.A Jinnah Road Saddar | (XIAMEN ) CO., LTD
Karachi Generic
[ELI-00589] Manufacturing Site: name:
GENESIGN LH
Track ID: UNIT 03,8TH FLOOR OVULATION
Y9U-JWT-BES5SG ,BUILDING B14, RAPID TEST KIT
Date of R&I XIAMEN BIOMEDICAL
05-09-2024 INDUSTIRAL PARK Class B
Slip No.. ,2076 WENGJIAO WEST
00302578545 ROAD, HAICANG Shelf Life: 02 years
PKR: 31000/- DISTRICT, XIAMEN
Dated: 24-09-2024 ,FUJIAN , CHINA Codes/Sizes:
GS110304/25PCS
BOX
FSC:
Country of origin CHINA
Validity: 23-OCT-2025
FSC: Reference Country
Spain
Validity: 23-OCT-2025
LOA
Validity: 02-08-2028
EC Certificate
31-12-2029
ISO 13485
Validity: 14-05-2027
320. | Taj Diagnostics, Legal Manufacturer: Brand Name : Approved subject
Shop No. G-166, Maryam GENESIGN to submission of
market, M.A Jinnah Road Saddar | GENESIGN BIOTECH differential fee as
Karachi (XIAMEN) CO., LTD Generic per S"R.O.
[ELI-00589] name: 1324(1)12024. 30th
Manufacturing Site: Anti-H. Pylori August, 2024
Track ID: Rapid Test
W8W-7XN-49HR UNIT 03,8TH FLOOR
Date of R&I ,BUILDING B14,
05-09-2024 XIAMEN BIOMEDICAL Class B
INDUSTIRAL PARK
Slip No.. ,2076 WENGJIAO WEST Shelf Life: 02 years
0860925395 ROAD, HAICANG
PKR: 25000/- DISTRICT, XIAMEN

Dated: 29-04-2024

,FUJIAN , CHINA

FSC:
Country of origin CHINA

Codes/Sizes:
GS110501/25PCS
BOX
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Validity: 23-OCT-2025

FSC: Reference Country
Spain
Validity: 23-OCT-2025

LOA
Validity: 02-08-2028

EC Certificate
31-12-2029

ISO 13485
Validity: 14-05-2027

321. | M/s Jasani Scientifics SC-45, Legal Manufacturer: Brand Name Approved subject to
Marium Square, chandni Chowk, | HUVITZ CO, LTD, Digital Lensmeter (HLM | submission of valid
Stadium road, Karachi, 74800, 38,BURIM-RO 170BEON- 1/7000P) (Digital FSC of country of
ELI-000416 GIL DONGAN- Lensmeter) origion

GU,ANYANG-SI
Track ID: GYEONGGI— DO, 14055 Class A
WTG-8RD-PS6Y REPUBLIC OF KOREA
Date of R&I Shelf life: 7 Years
10/02/25 FSC Issuance Date:
Slip No.. 01/12/2022 GMDN Codes: 12326
2744077564
PKR: 5000/- LOA Validity: 01/01/2029
Dated: 03-05-2023

ISO 13485

Validity: 16-08-2026

322. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics HUVITZ CO, LTD,

SC-45, Marium Perimeter, Automatic
Square, chandni 38,BURIM-RO 170BEON- (HVF-100)
Chowk, Stadium GIL
road, Karachi, DONGAN-GU,ANYANG-SI | (Perimeter HVF-100)
74800, GYEONGGI— DO, 14055
REPUBLIC OF KOREA Class A
ELI-000416
FSC Issuance Date: Shelf life: 7 years
Track ID: 01/12/2022
WTG-8RD-PS6Y GMDN Codes: 13313
Date of R&I LOA Validity:
10/02/25 01/01/2029
Slip No..
58708807740 ISO 13485
PKR: 6000/- Validity: 16-08-2026
Dated: 27-12-2024
323. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics HUVITZ CO, LTD,
SC-45, Marium Ophthalmic
Square, chandni 38,BURIM-RO 170BEON- Refractometer
Chowk, Stadium GIL Vision Screener (HVS-1)
road, Karachi, DONGAN-GU,ANYANG-SI
74800, GYEONGGI— DO, 14055 (Vision Screener HVS-1)
REPUBLIC OF KOREA
ELI-000416 Class A
FSC Issuance Date:
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Track ID: 01/12/2022 Shelf life: 7 years
WTG-8RD-PS6Y
Date of R&I LOA Validity: GMDN Codes: 13313
10/02/25 01/01/2029
Slip No..
8093756995 ISO 13485
PKR: 6000/- Validity: 16-08-2026
Dated: 05-12-2024
324. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D ARveo
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: ARveo0)
ELI-000416 19/03/2029
Class A
R&lI:
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 Years
GMDN Codes: 41895
325. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D M220 F12
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: M220
ELI-000416 19/03/2029 F12)
R&I: Class A
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 years
1SO13485 GMDN Codes: 64676
26.7.24
326. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D M320 F12
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: M320
ELI-000416 19/03/2029 F12)
R&I: Class A
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 years
GMDN Codes: 35191
327. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D M525 F20
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road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: M525
ELI-000416 19/03/2029 F20)
R&I: Class A
29/09/2021 LOA Validity:
01/07/2025
Shelf life: 8 Years
GMDN Codes:
35191/41895
328. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope M530 OHX
Chowk, Stadium Ernst-Leit-Str. 17-37 D
road, Karachi, 35578 Wetzlar Germany (Surgical Microscope
74800, M530
FSC Validity: OHX)
ELI-000416 19/03/2029
Class A
R&lI:
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 Years
GMDN
Codes:35191/41895
329. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D M620 F20
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: M620
ELI-000416 19/03/2029 F20)
R&I: Class A
29/09/2021 LOA Validity:
01/07/2025
Shelf life: 8 Years
GMDN Codes: 64676
330. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D M822
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: M822)
ELI-000416 19/03/2029
Class A
R&l:
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 Years
GMDN Codes:64676
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331. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D Proveo 8
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: Proveo 8)
ELI-000416 19/03/2029
Class A
R&lI:
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 Years
GMDN Codes: 64676
332. | M/s Jasani Legal Manufacturer: Brand Name Approved
Scientifics
SC-45, Marium Leica Mikrosysteme Surgical Operating
Square, chandni Address: Vertrieb GmbH Microscope
Chowk, Stadium Ernst-Leit-Str. 17-37 D Provido
road, Karachi, 35578 Wetzlar Germany
74800, (Surgical Microscope
FSC Validity: Provido)
ELI-000416 19/03/2029
Class A
R&lI:
29/09/2021 LOA Validity:
01/07/2025 Shelf life: 8 Years
GMDN Codes:
35191/41895
333. | M/s Khan Trading Agency, M/s quest park moss hall | Brand name NEOGEN | Deferred for
New Data Complex, 16-Syed road Heywood lancashire | Generic name provision of valid
Mouj Darya The Dehydrated culture LoA and FSC
Rpoad, Lahore FSC Issuance Date: media
01/12/2022
EL1-00592 Class B
Track ID: LOA Validity:
ZTU-YBR-RGWJ 24/08/2021
Date of R&I
04/02/21 ISO 13485
PKR: 25000/- Validity: 31-05-2023
Dated: 01-02-2021
334. | S.Ejazuddin & Co., P.O Box Legal Manufacturer: Lysercell M, Approved subject to
5629, Zia Plaza, Altaf Hussain Fluorocell M submission of fee as

Road, Karachi
(ELI-00078)

Track ID:
UVU-UVP-4B1A
Date of R&I
23/05/24

PKR: 5000/-
265188443888
Dated: 25-04-2024

M/s Sysmex Corporation, 1-
5-1 Wakinohama-Kaigandori,
Chuo-ku, Kobe, Hyogo, 651-
0073, Japan

SYSMEX
CORPORATION
Ono Factory, 17
Takumidai, Ono,
Hyogo 675-1322,
Japan

Reagents of automated
Sysmex analyser XN-31
Codes & Sizes as per
FSC Class-A.

Shelf life:

Lysercell M

12 months

Open vial: 90days.
Fluorocell M

12 months Open vial:

per S"R.O.
1324(1)12024. 30th
August, 2024
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FSC Issuance Date:
01/12/2023

LOA Validity:
15/03/2024

I1SO 13485
Validity: 31-07-2024

45days

335. | S.Ejazuddin & Co., P.O Box Legal Manufacturer: Aution eleven AE-4020 | Deferred for
5629, Zia Plaza, Altaf Hussain provision of valid
Road, Karachi M/s Arkray industry west, Semi-automatic  urine | LoA and FSC
(ELI-00078) LOT 22 phase 1A first analyser

philpines industrial park
Track ID: Philippines. Codes & Sizes as per
SNA-4H3-1Y X3 FSC Class-B.
Date of R&I
23/05/24
PKR: 25000/- LOA Validity:
74485943320 31/08/2018
Dated: 20-10-2020
ISO 13485
Validity: 30-11-2024

336. | S.Ejazuddin & Co., P.O Box Legal Manufacturer: Batroxobin Reagent Approved subject
5629, Zia Plaza, Altaf Hussain Shelf life: 24 months at 2 | to submission of
Road, Karachi M/s Siemens Healthcare to 8°C. Open Vvial | fee proof
(EL1-00078) Diagnostics Products GmbH | stability: 3 months at <-

Emil-von-Behring-Stralle 76 | 20°C, 14 days at 2 to 8°C.
Track ID: 35041 Marburg 24 hours at 15 to 25°C, 24
V63-216-JWGR Germany hours at 37°C .
Dated: 20-03-2020 Control Plasma
Human plasma from
LOA Validity: selected healthy donors
13/12/2025 Shelf life: 30 months at 2
to 8°C. Open vial
I1ISO 13485 stability: 4 weeks at <-
Validity: 30-11-2024 20°C, 4 hours at 15 to
25°C.
FSC Issuance Date: Dade Ci-Trol 1
01/23/2023 Fresh plasmapheresis
plasma pool
Shelf life: 36 months
at 2 to 8°C. Open vial
stability: 16 hours at 2 to
8°C, 8 hours at 15 to
25°C.
Codes & Sizes as per
FSC Class-B.

337. | S.Ejazuddin & Co., P.O Box Legal Manufacturer: JMS Ivh set with | Approved subject
5629, Zia Plaza, Altaf Hussain needleless port to the submission
Road, Karachi M/s JMS Dalian Medical of valid FSC

(ELI-00078)

Track ID:
XAZ-NJS-RRLY

Supply Co.Ltd

LOA Validity:

Codes & Sizes as per
FSC Class-A.
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Dated: 9-08-2023

Slip No: 99837730
5000

31/03/2027

1SO 13485
Validity: 03-03-2027

Dated 8.8.23
FSC Issuance Date:
01/23/2023
338. | M/s Royal (LEGAL Brand Name: Approved Graspers
Medical MANUFACTURER) and firm will
ARTISENTIAL submit fee for
Name of LAPAROSCOPIC Forceps ad
Address of Manufacturer: INSTRUMENTS — | dissectors.
Importer: M/S GRASPERS
Office No. LivsMed Inc. (Graspers Forceps
26th, 3rd Address: 201, 203, and dissectors)
Floor United 204-1, 208, 211, 301, Class: B
Trade Center 302, 303, 304, 305-2,
Plot #5, D-dong, 700 Pangyo Shelf life: 3
Block-6, ro, Bundang-gu, years
Gulshan-e Seongnam-si,
Igbal Karachi Gyeonggi-do 13516 Codes/sizes:
Republic of Korea, AUFO01-L,
ELI- 00691 AUFSIS-L,
LOA Validity: LOA AUFSIL-L
R& | date: Issuance date 27-05 AUFO01-LV,
05-08-2024 2024 AUFOIS-LV,
Valid for 5 years. AUFOIL-LV,
11061860678 AUFO01-F,
25000 FSC Validity: FSC AUFBIS-F,
25.7.24 Korea issuance date AUFOIL-F.
19-6-2024 AUF01-FV,
Tracking id AUFOIS-FV,
Y3S-3WD-74S4 FSC RRA Validity: AUFOIL-FV,
CE marking is done by SAUFOI-LV,
CABii.e., 3EC 5AUF01-FV,
International (N.B # 5AUFOIS-LV.
2265) listed in SAUFOIS-FV,
NANDO’s Database so 5ACF01-LV,
NANDO'’s reference is 5ACF01-FV,
used. SACFOIS-LV,
EC Certificate Validity: EU SACFOIS-FV,
MDR Valid till 23-02-2029 AUDO1-L,
ISO 13485 Validity: Valid till | AUDOIS-L,
30-03-2025 AUDOIL-L,
AUDO1-LV, AUDO1S-
LV,
AUDOIL-LV,
AUDO1-F.
AUDO1S-F,
AUDOIL-F,
AUDO01-FV,
AUDO01S-FV,
AUDOIL-FV,
5AUDO01-LV,
SAUDO1-FV,
5AUDO01S-LV,
SAUDO01S-FV,

Decisions of 82" Meeting of MDB (11-03-2025)

Page 211 of 237




AUDO2-LV,

AUDO02S-LV,
AUDO2L-LV,
AUDO2-FV,
AUDO02S-FV,
AUDO2L-FV,
SAUDO02-LV,
SAUDO02-FV,
5AUDO025-LV,
5AUDO02S-FV
339. | M/s SAFA Legal Manufacturer: Brand Name: TPE Approved
Healthcare, S Shandong Zhenfu Medical Infusion
304, 1st Floor, Device Co., Ltd. Set without Needle
Block-2, Saadi Manufacturing Site:
Garden KDA High-tech Industrial Park, Generic Name: TPE
Scheme-33, Rizhao City, Shandong Infusion
Karachi Province, China Set without Needle
Tel: 0086-633-8268868
ELI-00973 Class: A
Manufacturing Site(s):
R&I Details Shandong Zhenfu Medical Shelf Life: 03 Years
30/05/2024 Device Co., Ltd.
Fee Challan Manufacturing Site: Codes/Sizes: 1S-F0.22, 1S
5000/- High-tech Industrial Park, F2.0, IS-F5.0
No 384152360 Rizhao City, Shandong
dated: Province, China
21/05/2024
Tracking id
WBE-G2R-9AAT FSC Validity: 18/12/2025
LOA Validity: April 2029
ISO 13485 valid till 19.11.25
CE Certificate valid till
19.11.23
340. | M/s Sigma Legal Manufacturer: Brand Name: CA-MI Approved
International CA-MI S.r.l., ViaUgo La New New Hospivac 400
894 B Block Malfa 13, Frazione (REF RE 410350/62)
Faisal Town Pilastro 43013
Lahore Langhirano (PR) Italy Generic Name: Suction
Machine
ELI1-00989 Manufacturing Site (s):
CA-MI S.r.l., Via Ugo La Class: B
R&lI details Malfa 13, Frazione
04/02/2025 Pilastro 43013 Shelf Life: N/A
Langhirano (PR) Italy
Fee Challan Codes/Sizes:
31000 LOA: (REF RE 410350/57)
No0:13676014891 Validity: 23/11/2025 (REF RE 410350/58)
Dated: (REF RE 410350/59)
03/02/2025 FSC: (REF RE 410350/60)

WLT-272-DASW

Country of Origin
Validity: 23/09/2026

FSC:
FSC of Reference
Country

Validity: 21-10-2024

(REF RE 410350/61)

Provide complete details
in case of cluster

Decisions of 82" Meeting of MDB (11-03-2025)

Page 212 of 237




OR

EC Certificate: 26.5.24
Validity: 31/12/2028
OR

WHO PQ (verifiable
from the official WHO
site)

I1SO 13485:
Validity: 01/08/2025
341. | "M/S Health Imaging System Name & Address of Legal Name of Medicial Deferred for thye
ELI1-00993 Manufacturer Device submission of
"Name: CellPath Ltd. "Brand Name: GPH Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | MICROTOME BLADE | application and fee
Park, Newtown, Powys, SY16 | Class: A
4LE,Mid Wales, United Code:JDD-1100-00A-
Kingdom. PK"
342. | "M/S Health Imaging System Name & Address of Legal Name of Medicial Device | Deferred for thye
ELI1-00993 Manufacturer "Brand Name: GPX submission of
"Name: CellPath Ltd. MICROTOME BLADE | Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | Class: A application and fee
Park, Newtown, Powys, SY16 | Code: JDD-1000-00A-
4L E,Mid Wales, United PK"
Kingdom.
343. | "M/S Health Imaging System Name & Address of Legal Name of Medicial Deferred for thye
ELI-00993 Manufacturer Device submission of
"Name: CellPath Ltd. "Brand Name: Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | CELLSTOR 5L —10% | application and fee
Park, Newtown, Powys, SY16 | NEUTRAL
4LE,Mid Wales, United BUFFERED
Kingdom. FORMALIN
Class: A
Code: BAF-0010-25A-
PK"
344. | "M/S Health Imaging System Name & Address of Legal Name of Medicial Deferred for thye
EL1-00993 Manufacturer Device submission of
"Name: CellPath Ltd. "Brand Name: EOSIN | Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | Y STAIN 1% application and fee
Park, Newtown, Powys, SY16 | (ALCOHOLIC) — 1L
4LE,Mid Wales, United Class: A
Kingdom. Code: RBC-0201-00A-
PK"
345. | "M/S Health Imaging System Name & Address of Legal Name of Medicial Deferred for thye
EL1-00993 Manufacturer Device submission of
"Name: CellPath Ltd. "Brand Name: EOSIN | Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | Y STAIN 1% application and fee
Park, Newtown, Powys, SY16 | (AQUEOUS) - 1L
4LE,Mid Wales, United Class: A
Kingdom. Code: RBC-0100-00A-
PK"
346. | "MI/S Health Imaging System Name & Address of Legal Name of Medicial Deferred for thye
ELI-00993 Manufacturer Device submission of
"Name: CellPath Ltd. "Brand Name: Evidence of
TQ8-XG9-MXTU Address: Mochdre Enterprise | HARRIS application and fee

Park, Newtown, Powys, SY16
4LE,Mid Wales, United
Kingdom.

HAEMATOXYLIN
STAIN (ORTHO)-1L
Class: A

Code: RBA-4213-00A-
PK"
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347. | M/s BATLA IMPEX Legal Manufacture Brand Name Approved
SHOP NO.40 NAMCO DOCTOR I.V.
CENTRE CAMBELL STREET CANNULA
KARACHI Manufacturing Site
Class B
ELI-00170 ULTRA FOR MEDICAL
PRODUCTS Shelf life: 05 Years
R&I Details (ULTRAMED)CO.(U.M.I.C
11/07/2024 )S.A.E. Codes/Sizes
INDUSTRIAL AREA 14G,16G,18G,20G,
Fee Challan N0.50177753 ABNOUB 22G,24G,26G
date08/07/24 . EGYPT
LOA:
Validity:
30-04-2029
ESC:
Country of Origin
Validity: 03-06-2026
ESC:
FSC of Reference Country
(as mentioned in rule, 67)
Validity: 26-09-2028
OR
EC Certificate:
Validity:
1SO 13485:
Validity: 20-05-2026
348. | M/s BATLA IMPEX Legal Manufacture You Care Blood Approved subject to
SHOP NO.40 NAMCO Glucose Monitoring submission of
CENTRE CAMBELL STREET System model.
KARACHI Manufacturing Site Class B
ELI-00170 M/s Cofoe Medical Shelf life: 05 Years
Technology Co., Ltd.
R&I Details Codes/Sizes
25/02/2025 LOA:
Validity:
Fee Challan No. 6739157930 09-02-2030
date 20/02/25.
ESC:

Country of Origin
Validity: 14-05-2029

ESC:

FSC of Reference Country
(as mentioned in rule, 67)
Validity: 26-05-2025

OR

EC Certificate:

Validity:

1SO 13485:
Validity: 12-07-2025
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349. | M/s BATLA IMPEX Legal Manufacture You Care Approved subject to
SHOP NO.40 NAMCO Blood Glucose Test submission of
CENTRE CAMBELL STREET Strips model.
KARACHI Manufacturing Site Class B
ELI-00170 M/s Cofoe Medical Shelf life: 02 Years

Technology Co., Ltd.
R&I Details Codes/Sizes
25/02/2025 LOA:
Validity:
Fee Challan No. 19361157215 09-02-2030
date 20/02/25.
ESC:
Country of Origin
Validity: 14-05-2029
ESC:
FSC of Reference Country
(as mentioned in rule, 67)
Validity: 26-05-2025
OR
EC Certificate:
Validity:
1SO 13485:
Validity: 12-07-2025

350. | M/s BATLA IMPEX Legal Manufacture Brand Name Approved subject to
SHOP NO.40 NAMCO GOLDEN + Nasal submission of
CENTRE CAMBELL STREET Oxygen Cannula model.
KARACHI Manufacturing Site Class B
ELI-00170 M/s Haiyan Kangyuan Shelf life: 05Years

Medical Instrument Co.,
R&I Details Ltd Codes/Sizes
08/03/2021
LOA:
Fee Challan No. 2064583 Validity:
Date 06/03/21. 02-03-2026
ESC:
Country of Origin
Validity: 10-04-2027
ESC:
FSC of Reference Country
(as mentioned in rule, 67)
Validity: 14-10-2026
OR
EC Certificate:
Validity:
1SO 13485:
Validity: 14-06-2027
351. | M/s BATLA IMPEX Legal Manufacture Brand Name Approved subject to

SHOP NO.40 NAMCO
CENTRE CAMBELL STREET
KARACHI

Manufacturing Site

New GOLDEN Latex
Surgical Gloves
Class B

submission of
model.
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ELI-00170

R&I Details
15/09/2023

Fee Challan No. 9612945153
Date 29/08/23.

M/s Tianchang City Anrui
Medical Equipment Co.,
Ltd.

LOA:
Validity:
26-05-2033

ESC:
Country of Origin
Validity: 15-01-2026

ESC:

FSC of Reference Country
(as mentioned in rule, 67)
Validity: 03-06-2026

OR

EC Certificate:

Validity:

1SO 13485:
Validity: 19-07-2027

Shelf life: 05Years

Codes/Sizes

352. | Cure Connect Pakistan JIANGSU WEBEST Cure Sure IV Cannula Approved subject to
MEDICAL PRODUCT Pen Type submission of CE
CO., Lud
. No.5 Yingchun Rd. Industrial
Plot No. B-204, First Floor, Park 211700 Xuyi, Jiangsu Class B
Sector 6F Mehran Town, PEOPLE’S REPUBLIC OF
Korangi CHINA. Shelf Life 5 Years
o Model/Size:
FLI-01234 e s 26G, 24G, 22G, 20G
Valid till: 23-04-2025 18G. 16G, 14G
R&I: ISO Valid till:
31-05-2026
28-11-2024
LOA Valid till: 12-09-2029
Fees: 31,000
Challan No.: 90411643913
353. | Cure Connect Pakistan JIANGSU WEBEST Cure Sure IV Cannula Approved subject to

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

ELI-01234

R&I:

MEDICAL PRODUCT
CO,, L

No.5 Yingchun Rd. Industrial
Park 211700 Xuyi, Jiangsu
PEOPLE’S REPUBLIC OF
CHINA.

FSC-O: China
Valid till: 23-04-2025

with Injection port

Class B
Shelf Life 5 Years

Model/Size:

26G, 24G, 22G, 20G,
18G, 16G, 14G

submission of CE

Decisions of 82" Meeting of MDB (11-03-2025)

Page 216 of 237




28-11-2024
Fees: 31,000
Challan No.: 76288277549

ISO Valid till:
31-05-2026

LOA Valid till: 12-09-2029

354. | Cure Connect Pakistan JIANGSU WEBEST Cure Sure IV Cannula Approved subject to
MEDICAL PRODUCT with wings plus Heparin | submission of CE
CO., Lid Cap
. No.5 Yingchun Rd. Industrial
Plot No. B-204, First Floor, Park 211700 Xuyi, Jiangsu
Sector 6-F, Mehran Town, PEOPLE’S REPUBLIC OF | Class B
Korangi CHINA.
Shelf Life 5 Years
ELI-01234 FSC-O: China Model/Size:
R&I: Valid till: 23-04-2025 26G, 24G, 22G, 20G,
28-11-2024 ISO Valid till: 18G, 16G, 14G.
31-05-2026
Fees: 31,000 LOA Valid till: 12-09-2029
Challan No.: 98357026219
355. | M/s Ghazali Brothers Legal Manufacturer: PREGCARE Approved
1st Floor Azzainab Court Zhejiang Orient Gene Biotech | Pregnancy Test Strip
Campbell Street, Karachi, Co., Ltd
Pakistan 3787 #, East Yangguang | Class B
Avenue, Dipu Street, 313300
ELI-00240 Aniji, Huzhou, Zhejiang, China | Shelf Life: 03 Years
LOA: Codes/Sizes:
01-05-2029 N/A
Date of R& |
13" Aug 2024 FSC: CHINA
Fee Validity: 2025-01-11 (Valid
Rs. 25,000/ through slip no. upon submission)
17689611467, dated 07/08/2024
EC Certificate:
Validity up to: 25.04.07
ISO:
Valid till: 2027-03-16
356. | M/s Ghazali Brothers Legal Manufacturer: CARE Disposable | Approved subject to

1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

EL1-00240

Date of R& |

31t July 2023

Fee

Rs. 25,000/ through slip no.
1967440546, dated 14-June-2023

M/s Shandong Ande
Healthcare Apparatus Co.,
Ltd

N0.999 Zunxian Road New &
Hi-Tech Zone, Zibo,
Shandong, China

LOA:
Valid till: 06-01-2028

Infusion Set PVC Free
with 0.2 Micron Filter

Class B

Shelf Life: 5 Years

Codes/Sizes:

the submission of
CE
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FSC: China
Validity: 28-11-2024

ISO:
Valid till: 19-08-2025

1’s with 0.2 micron filter

357. | M/s Ghazali Brothers Legal Manufacturer: CARE iBURETTE Approved subject to
1st Floor Azzainab Court M/s Shandong Ande 100ml With Infusion the submission of
Campbell Street, Karachi, Healthcare Apparatus Co., Set CE
Pakistan Ltd

N0.999 Zunxian Road New & | Class B
ELI-00240 Hi-Tech Zone, Zibo,

Shandong, China Shelf Life: 5 Year
Date of R& |
31t July 2023 Codes/Sizes:
Fee LOA: 1’s with 100ml Burrette
Rs. 25,000/ through slip no. Valid till: 06-01-2028
1967440546, dated 14-June-2023

ESC: China

Validity: 28-11-2024

150:

Valid till: 19-08-2025

358. | M/s Ghazali Brothers Legal Manufacturer: CARE Disposable Skin | Approved
1st Floor Azzainab Court Ningbo Yingmed Medical Stapler
Campbell Street, Karachi, Instruments Co., Ltd
Pakistan Yingsheng Building, No. 456 | Class B

Tai’an Road, Southern
ELI1-00240 Business Zone, 315199, Shelf Life: 5 Years
Ningbo, China
Date of R& |
Mar 2022 LOA: Codes/Sizes:
Fee Valid till 01.08 2024 E-15R, E-15W, W-25R,
Rs. 25,000/ through slip no. E-25W, E-35R, E-35W,
7969801381, dated 18/02/2022 E-45R, E-45W, E-55R,
ESC: MHRA E-55W
Validity: Attested and Valid
1SO:
Valid till 2023-07-18
359. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved

1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

EL1-00240

Date of R& |

Oct 2022

Fee

Rs. 25,000/ through slip no.

962876265361, dated 10/10/2022

Ningbo Yingmed Medical
Instruments Co., Ltd
Yingsheng Building, No. 456
Tai’an Road, Southern
Business Zone, 315199,
Ningbo, China

LOA:
Valid till 01.08 2024

YINGMED NASAL
OXYGEN CANNULA

Class B

Shelf Life: 5 Years
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FSC: MHRA
Validity: Attested and Valid

ISO:
Valid till 2023-07-18

Codes/Sizes:
Infant, Paediatric, Adult

360. | M/s Ghazali Brothers Legal Manufacturer: DOCTOR Veterinary Approved subject to
1st Floor Azzainab Court M/s Yangzhou City Shunkang | Needle the submission of
Campbell Street, Karachi, Medical Instrument Co., Ltd CE
Pakistan no.7, North Baiyi Road,

Baoying County, Jiangsu Class B
ELI-00240 Province, P.R.China
Shelf Life: 5 Years
LOA:
R&I details: Valid till 24.10 2027
Feb 2023 Codes/Sizes:
Fee
Rs. 25,000/ through slip no. FSC: China 8G, 9G, 10G, 116G, 12G,
261174291, Dated 28/02/2023 Validity: Nov 17, 2024 13G, 14G, 15G, 16G,
17G, 18G, 19G, 20G,
1SO: 21G, 22G, 23G, 24G,
Valid till 2024-10-17 25G, 26G, 27G, 28G,
29G, 30G

361. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved
1st Floor Azzainab Court GUANGZHOU AXD ACCUMAX DIGITAL
Campbell Street, Karachi, ELECTRONIC CO., LTD ARM BLOOD
Pakistan PRESSURE

Manufacturing Site: MONITOR
ELI-00240 FACTORY 3, NO.9

CHANGXIN ROAD,

CHANGHAPU,
Date of R& | ZHONGLUOTAN TOWN, Class B
June 2023 BAIYUAN DISTRICT,
Fee GUANGZHOY CITY,

Rs. 25,000/ through slip no.
938531346950, Dated
27/04/2023

GUANGDONG PROVINCE,
CHINA, 510550

LOA:

Sole Agency Agreement
(Notarized by CCPIT,
submitted with file):
Valid till 10.04 2028

FSC:
FREE SALE Certificate
GERMANY

CERTIFICATE NUMBER
0598/F121/07010

Attested by Pakistani
Embassy BERLIN

1S0:

Production Quality
Management System
Certificate (ISO 13485:2016)

Shelf Life: 5 Years

Codes/Sizes:
AXD-806,
AXD-809

AXD-808,
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Valid till 2025-03-25
(Notarized by CCPIT,
submitted along with the file)

362. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court M/S JIANGSU WEBEST GB DISPOSABLE the submission of
Campbell Street, Karachi, MEDICAL PRODUCT CO., | INFUSION SET CE
Pakistan LTD
ELI-00240 Manufacturing Site:

NO. 5 YINGCHUN ROAD Class B
INDUSTRIAL PARK,
XUYI1, JIANGSU, CHINA.
Date of R& |
12 Nov 2024 LOA:
Fee Sole Agency Agreement Shelf Life: 5 Years
Rs. 31,000/ Valid till: 31-12-2029
ESC: China
Validity: 30-06-2025
Codes/Sizes:
1SO: 1ML INFUSION
EN Is013485: 2016 Medical | NEEDLE
devices Quality management
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016
363. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to

1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

ELI1-00240

Date of R& |
12 Nov 2024
Fee

Rs. 31,000/

M/S JIANGSU WEBEST
MEDICAL PRODUCT CO.,
LTD

Manufacturing Site:

NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK,
XUYI, JIANGSU, CHINA.
Tel: +86-517-88296001
WWW.CNWEBEST.COM

LOA:
Sole Agency Agreement
Valid till: 31-12-2029

FSC: China
Validity: 30-06-2025

1SO:

EN 1s013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
Is013485: 2016) DIN EN Iso
13485: 2016

GB DISPOSABLE
SYRINGE WITH
NEEDLE

Class B

Shelf Life: 5 Years

Codes/Sizes:

1ML, 3ML, 5ML, 10ML,
20ML, 30ML, 50ML
60ML

the submission of
CE
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364. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court M/S JIANGSU WEBEST GB DISPOSABLE the submission of
Campbell Street, Karachi, MEDICAL PRODUCT CO., | INSULIN SYRINGE CE
Pakistan LTD WITH NEEDLE
ELI-00240 Manufacturing Site:

NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK, Class B
XUYI, JIANGSU, CHINA.
Date of R& | Tel: +86-517-88296001
12 Nov 2024 WWW.CNWEBEST.COM
Fee
Rs. 31,000/ LOA: Shelf Life: 5 Years
Sole Agency Agreement
Valid till: 31-12-2029
ESC: China Codes/Sizes:
Validity: 30-06-2025 1ML, 3ML, 5ML,
10ML, 20ML, 30ML,
1SO: 50ML 60ML
EN Is013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
Is013485: 2016) DIN EN Iso
13485: 2016
365. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court M/S JIANGSU WEBEST ICATH INJECTION the submission of
Campbell Street, Karachi, MEDICAL PRODUCT CO., |PORT L.V CANNULA, |CE
Pakistan LTD STERILE
ELI-00240 Manufacturing Site:
NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK, Class B
XUYI, JIANGSU, CHINA.

Date of R& | Tel: +86-517-88296001

12 Nov 2024 WWW.CNWEBEST.COM

Fee

Rs. 31,000/ LOA: Shelf Life: 5 Years
Valid till; 31-12-2029
ESC: China
Validity: 30-06-2025 Codes/Sizes:

14G, 16G, 18G, 20G,
1SO: 22G, 24G
EN 1s013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016
366. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to

ICATH PEN TYPE L.V
CANNULA, STERILE

the submission of
CE
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1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

ELI-00240

Date of R& |
12 Nov 2024
Fee

Rs. 31,000/

M/S JIANGSU WEBEST
MEDICAL PRODUCT CO.,
LTD

Manufacturing Site:

NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK,
XUYI, JIANGSU, CHINA.
Tel: +86-517-88296001
WWW.CNWEBEST.COM

LOA:
Valid till: 31-12-2029

FSC: China
Validity: 30-06-2025

150:

EN 15013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016

Class B

Shelf Life: 5 Years

Codes/Sizes:
14G, 16G, 18G, 20G,
22G, 24G

367. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court M/S JIANGSU WEBEST 1.V CANNULA the submission of
Campbell Street, Karachi, MEDICAL PRODUCT CO., | (WITHIN STOPPER), |CE
Pakistan LTD BUTTERFLY WITH

WINGS for single use
ELI-00240 Manufacturing Site:
NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK,
XUYI, JIANGSU, CHINA. Class B
R&I details: Tel: +86-517-88296001
12 Nov 2024 WWW.CNWEBEST.COM
Fee
Rs. 31,000/ LOA:
Valid till: 31-12-2029 Shelf Life: 5 Years
ESC: China
Validity: 30-06-2025
1SO: Codes/Sizes:
EN Is013485: 2016 Medical | 14G, 16G, 18G, 20G,
devices Quality management | 22G, 24G
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016

368. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court M/S JIANGSU WEBEST CARE INFUSION SET | the submission of
Campbell Street, Karachi, MEDICAL PRODUCT CO., | WITH 100ML CE
Pakistan LTD BURETTE
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ELI-00240

Date of R& |
12 Nov 2024
Fee

Rs. 31,000/

Manufacturing Site:

NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK,
XUYI, JIANGSU, CHINA.
Tel: +86-517-88296001
WWW.CNWEBEST.COM

LOA:
Sole Agency Agreement
Valid till: 31-12-2029

Class B

Shelf Life: 5 Years

ESC: China
Validity: 30-06-2025 Codes/Sizes:
100ML
1S0:
EN Is013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016
369. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved subject to
1st Floor Azzainab Court HOSPITAL & HOMECARE | CARE DISPOSABLE the submission of
Campbell Street, Karachi, IMP & EXP, CO., LTD HYPODERMIC CE
Pakistan NEEDLE STERILE
Manufacturing Site:
ELI-00240 ROOM 618-611 NO.5 Class B
ZHONGTAI
INTERNATIONAL PLAZA | Shelf Life: 5 YEARS
NO. 311, IANGDONG
Date of R& | ROAD Codes/Sizes:
18/11/2024 NANJING
Fee CHINA Guage mm
Rs. 25,000/ through slip no. 30G X ¥~ 0.30 X 12.7mm
17689611467, dated 07/08/2024 | LOA: 290G x 7 0.33 x 12.7mm
SOLE AGENCY 27G x A7 0.4x 12.7mm
AGREEMENT 27G x %~ 0.4x 19mm
Validity: 2028-02-10 27Gx 1 5/8” 0.4 x 41mm
271G x 2 0.4/ x 50mm
FSC: MHRA 26G x 157 0.45 x 12mm
Validity: 26/05/2025 726G x 7/8" 0.45 x 23mm
1SO- 26Gx 17 0.45 x 25mm
No. O5 064660 0037 Rev. 02 | [ 229X /8 0.9x 16mm
Validity: 2025-05-31 256G x 1 0.5x 25mm
25Gx 1% 0.5/ x 38mm
24Gx 17 0.55 x 25mm
23Gx 17 0.6/x 25mm
23Gx 14~ 0.6/x 32mm
23Gx 1%” 0.6/x 38mm
22G x %7 0.7/x 19mm
22Gx 17 0.7|x 25mm
22Gx 14> 0.7|x 32mm
22G x 2” 0.7|x 50mm
21G x 5/8” 0.8 x 16mm
21Gx 17 0.8 x 25mm
21G x 1/14” 0.8/ x 32mm
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21Gx 1 %7 0.8 x 38mm
21Gx2” 0.8 x 50mm
20G x 5/8” 0.9 x 16mm
20G x 1”7 0.9 x 25mm
20G x 1 %~ 0.9 x 32mm
20G x 1 %47 0.9 x 38mm
20G x 27 0.9 x 50mm
19Gx 1”7 1.1x 25mm
19Gx 1 %~ 1.1x 32mm
19Gx 1 %” 1.1x 38mm
19G x 2” 1.1/ x 50mm
18Gx 1”7 1.2/ x 25mm
18Gx 1 %~ 1.2/ x 32mm
18Gx 1 %” 1.2/ x 38mm
18G x 2” 1.2/ x 50mm
370. | M/s Ghazali Brothers JIANGSU YUYUE Care Approved subject to
1st Floor Azzainab Court MEDICAL EQUIPMENT | Sphygmomanometer the submission of
Campbell Street, Karachi, & SUPPLY CO.,LTD CE
Pakistan (Manufacturing site) Class B
NO.1 BAISHENG ROAD,
ELI-00240 DEVELOPMENT ZONE, Shelf Life
DANYANG, JIANGSU 05 Years
Date of R& | PROVINCE, 212300, P.R
Sep 2022 CHINA Code & Sizes
LOA YM 100, YM 200
Valid till July 2024 (Remains
valid after validity as long as
no written notice is submitted
by the Manufacturer, as
mentioned
FSC:
Country of Origin China
Validity: 25-08-2022
OR
EC Certificate
CE Certificate Submitted
ISO 13485
Validity:
Production Quality
Management System
Certificate (ISO 13485:2016)
ISO 13485 Notifying Body
TUV SUD PRODUCT
SERVICE GmbH Valid till
2027-01-04
371. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved
1st Floor Azzainab Court HOSPITAL & HOMECARE | HOSPITAL &
Campbell Street, Karachi, IMP. & EXP. CO., LTD, HOMECARE
Pakistan NANJING ALCOHOL PAD (70%
ISOPROPYL
ELI-00240 Manufacturing Site: ALCOHOL)
ROOM 618-611 NO.5
ZHONGTAI Class B
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Date of R& |
03 Jan 2024

Fee
Rs. 25,000/ through slip no.
7248175349, dated 20/09/2023

INTERNATIONAL PLAZA
NO.311, JIANGDONG
ROAD, NANJING, CHINA.

Tel: +86-025-87783278

LOA:

Original Agency agreement
notarized by CCPIT
certificate no;
223201A0/001310 dated 14-
FEB-2023

VALID: FEB-2028

ESC:

MHRA (UK) FREE SALE
CERTIFICATE
2022121902289158/1  Order
Date 19-12-22

Certified by: His Majesty’s
Principal Secretary of State for
Foreign and Commonwealth
Affairs, dated 6™ Jan 2023,

Number APO-6DCD-60U5-
U401-ZTGF,  Signed by
T.SUCHOCKA

- Attested  by: High
Commission for Pakistan

in London — Reference
DY Number: 338 dated
16-JAN-2023

- Attested by: Muhammad
Adnan Consular
Attaché, High
Commission for Pakistan
London

- VALID: 26/05/2025

1SO:

Original Management System
Management System
Certificate
TUV Certificate No:

Q5 064660 0037 Rev.02

» Notarized by CCPIT
certificate no;
223201A0/008860

VALID UNTIL: 2025-05-31

Shelf Life: 5 Years

Codes/Sizes:

Aluminum foil 5 0 mm*
50 mm, non- woven 6 5
mm*30mm, 70 %
isopropyl alcohol

372.

M/s Ghazali Brothers

1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

Legal Manufacturer:
HOSPITAL & HOMECARE
IMP. & EXP. CO., LTD,
NANJING

Brand Name:
Hospital & Homecare
Nebulizer Mask

Class B

Approved
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ELI-00240 Manufacturing Site:
ROOM 618-611 NO.5

ZHONGTAI
INTERNATIONAL PLAZA
Date of R& | NO.311, JIANGDONG Shelf Life: 5 Years
ROAD, NANJING, CHINA.
Fee Tel: +86-025-87783278
Rs. 31,000/ through slip no. Codes/Sizes:
527841287676, dated 17/02/2025 | LOA:
> Original Agency agreement Type
notarized by CCPIT Aerosol mask with Adult standard, Pediatric standarc
certificate no; Nebulizer, 6ml
223201A0/001310 dated 14- || Aerosol mask with Adult standard, Pedialric standard
FEB-2023 Nebulizer, 20ml

VALID: FEB-2028

FSC:

- MHRA (UK) FREE
SALE CERTIFICATE
2022121902289158/1
Order Date 19-12-22

- Certified by: His
Majesty’s Principal
Secretary of State for
Foreign and
Commonwealth Affairs,
dated 6™ Jan 2023,
Number  APO-6DCD-
60U5-U401-ZTGF,
Signed by:
T.SUCHOCKA

- Attested by: High
Commission for Pakistan

in London — Reference
DY Number: 338 dated
16-JAN-2023

- Attested by: Muhammad
Adnan Consular
Attaché, High
Commission for Pakistan
London

- VALID: 26/05/2025

1SO:

Original Management System
Management System
Certificate
TUV Certificate No:

Q5 064660 0037 Rev.02

» Notarized by CCPIT
certificate no;
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223201A0/008860

VALID UNTIL: 2025-05-31

373.

M/s Ghazali Brothers

1st Floor Azzainab Court
Campbell Street, Karachi,
Pakistan

ELI1-00240

Date of R& |

Fee
Rs. 31,000/ through slip no.
0323709230, dated 17/02/2025

P

Legal Manufacturer:

HOSPITAL & HOMECARE
IMP. & EXP. CO., LTD,
NANJING

Manufacturing Site:

ROOM 618-611 NO.5
ZHONGTAI
INTERNATIONAL PLAZA
NO.311, JIANGDONG
ROAD, NANJING, CHINA.

Tel: +86-025-87783278

LOA:
Original Agency agreement
notarized by CCPIT
certificate no;
223201A0/001310 dated 14-
FEB-2023
VALID: FEB-2028

ESC:

- MHRA (UK) FREE
SALE CERTIFICATE
2022121902289158/1
Order Date 19-12-22

- Certified by: His

Majesty’s Principal
Secretary of State for
Foreign and

Commonwealth Affairs,
dated 6™ Jan 2023,
Number  APO-6DCD-
60U5-U401-ZTGF,
Signed by:
T.SUCHOCKA

- Attested by: High
Commission for Pakistan

in London — Reference
DY Number: 338 dated
16-JAN-2023

- Attested by: Muhammad
Adnan Consular
Attaché, High

Brand Name:
Hospital & Homecare
Oxygen Mask

Class B

Shelf Life: 5 Years

Codes/Sizes:

Adult standard / Pediatric
standard
Adult elongated /
Pediatric elongated

Approved
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Commission for Pakistan
London

- VALID: 26/05/2025

ISC:

Original Management System
Management System
Certificate
TUV Certificate No:

Q5 064660 0037 Rev.02

» Notarized by CCPIT
certificate no;
223201A0/008860

VALID UNTIL: 2025-05-31

374. | M/s Ghazali Brothers Legal Manufacturer: Brand Name: Approved
1st Floor Azzainab Court M/S JIANGSU WEBEST CARE BLOOD
Campbell Street, Karachi, MEDICAL PRODUCT CO., | ADMINISTRATION
Pakistan LTD SET
ELI-00240 Manufacturing Site:

NO. 5 YINGCHUN ROAD
INDUSTRIAL PARK, Class B
XUYI, JIANGSU, CHINA.
Date of R& | Tel: +86-517-88296001
12" Nov 2024 WWW.CNWEBEST.COM
Fee LOA: Shelf Life: 5 YEARS
Rs. 31,000/ through slip no. Sole Agency Agreement
74980098331, dated 22/10/2024 | Valid till: 31-12-2029
ESC: China
Validity: 30-06-2025 Codes/Sizes:
SXQ1, SXQ2
1S0:
EN 15013485: 2016 Medical
devices Quality management
systems Requirements for
regulatory purposes |
1s013485: 2016) DIN EN Iso
13485: 2016
RENEWAL CASES
375.| SIND MEDICAL STORES, WUXI YUSHOU MEDICAL | YU SHOU DISPOSABLE | Approved

13-B, Block 6, PECHS,
Shahrah e Faisal,
Karachi — 75400.

Lic. No.:

ELI-00010

Date of issue:
03-08-2018

APPLIANCES CO., LTD.,
No. 115 Nongxinhe Road,
Dongbeitang Town, Wuxi City
Jiangsu Province, CHINA.
LOA Validity:

05-10-2027

FSC Validity:

SYRINGES —
30ml, 50ml & 60ml

Class - B

Shelf Life = 5 Years
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Date of Renewal:
20-06-2023

R&I Date:
06-02-2024

Fee Challan:
8185815598

Rs.: 12,500/-
Dated: 06-02-24

28.09.2025
ISO Valid Till:
30.04.2026
EC Valid Till:
12.04.2028

376.| SIND MEDICAL STORES, WUXI YUSHOU MEDICAL | YUSHOU STERILE Approved
13-B, Block 6, PECHS, APPLIANCES CO. LTD. SYRINGE FOR HIGH
Shahrah e Faisal, NO. 115, Nongxinhe Road, PRESSURE
Karachi — 75400, PAKISTAN. | Dongbeitang Town, Wuxi CT, DSA, MRI
Lic. No.: City, ANGIOGRAPHY USE
ELI-00010 Jiangsu Province, P.R. Specification: 12, 20, 30,
Date of issue: China 50, 60, 65, 100, 115, 125,
03-08-2018 LOA Validity: 130, 140, 150 and 200mL
Date of Renewal: 05.10.2027 Accessories:
20-06-2023 - Connecting Tubing 60,
R&I Date: FSC (China) 90, 120, 150, 255cm.
28-12-2022 Validity: 16.01.2025 - Disposable VVenous
Fee Challan No.: Transfusion Needle 0.7mm,
4132937585 ISO Validity: 0.8mm. 0.9mm and 1.2mm
Rs.: 25,000/- 30.04.2026 - J. Quick fill tubing / Spike
Dated: Class— B
20-12-2022 EC Validity: Shelf Life: 03-Years
12.04.2028
377.| SIND MEDICAL STORES, YUMMYLOOKS SDN BHD | ATOMX STERILE Approved
13-B, Block 6, PECHS, Shahrah | 29-08, Oval Damansara, TTDI, | LATEX SURGICAL
e Faisal, Karachi — 75400, 60000 Kuala Lumpur, GLOVES -
PAKISTAN Malaysia (Powdered & Powdered
Lic. No.: +603-2935 9191 Free)
ELI-00010
Date of issue: LOA Validity: Class— B
03-08-2018 20-12-2024
Date of Renewal: Shelf Life: 5 Years
20-06-2023 FSC Validity:
R&I Date: 28-09-2024
02-01-2023
Fee Challan: EC Valid till:
51159061228 25-01-2024
Rs.: 25,000/-
Dated: 28/12/2022 I1SO Valid till:
02-02-2024
378, M/s. SIND MEDICAL M/s. Changzhou Lookmed LOOKMED Approved
STORES, Medical Instrument Co., Ltd. DISPOSABLE SKIN Subject to
13-B, Block 6, PECHS, STAPLERS + submission of
Shahrah e Faisal, Address: Building 3, Building | REMOVERS valid EC and FSC
Karachi — 75400, PAKISTAN. | 5 No,10 Chenghe Road Lijia of country of
Town Industry Zone, Wujin Class: B origion
Lic. No.: Changzhou City 213176,
ELI-00010 Jiangsu, LOA Validity:
Date of issue: 03-08-2018 P. R. China. 04-03-2026
Date of Renewal: Tel. :0086-519-88315607
20-06-2023 Fax:0086-519-88315605 FSC Validity:
Dy. No.: NIL (country of origin): China
DRAP (R&I) 25-09-2022
Dated:
26-04-2021 EC Certificate validity:

Fee Challan No.:

20-06-2023
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2014100
Rs.: 25,000/- ISO 13485 validity:
Dated: 20-06-2021
13-04-2021
Shelf life: 05 Years
379.| SIND MEDICAL STORES, PHARMAJET Inc. PHARMAJET TROPIS® - | Approved
13-B, Block 6, PECHS, 400, Corporate Circle, Suite N, | 0.1mL
Shahrah e Faisal, Golden, Colorado, USA - Needle-Free Injection
Karachi — 75400, PAKISTAN 80401 System
EL1-00010. LOA Item / Cat. No.:
R&I Details: Validity: 08.06.2027 » TROPIS Needle-free
22-12-2022 Injector C503-10
ESC » TROPIS Needle-free
Fee Challan No.: Country of origin: USA Syringes (1-up) C503-34
807362783 Validity: 02.06.2024 » TROPIS Needle-free
Rs.25,000/- Syringes (20-up) C503-36
Dated: 13.12.2022 FSC from SRA b TROPIS Needle-free
Country of origin: USA Syringes (10-up) C503-35
Validity: 02.06.2024 » TROPIS Filling Adapter
OR . (Single-up) C503-42
m Class— B
Validity: 26.05.2024 Shelf Life: 5 Years
WHO Prequalified Product
1SO 13485 (PQS Code: E008/071)
Validity: 08.04.2024
380.| M/S Universal Dental Pvt. Ltd, | M/S CAVEX Holland BV, Cavex Quadrant Approved
17- Mcleod Road, Lahore. Fustweg 5, 2031CJ Haarlem, (desensitizing primer)
ELI-00071 the Netherlands
R & I Details: Dossier Class B
Submission Date: 1-02-2024 LOA:
Validity:31-12-2026 Shelf Life: 3 years
FSC:
Fee Challan: Netherland Codes /sizes:
No: 421294579389 Validity: 15-10-2026 FS10, FE10
Dated: 08-01-2024 FB30
EC Certificate: FU02
15-10-2026 FUOQ7
MDR extension FU20
FU20B
Iso 13485: FU21
4-08-2026 FU21B
FU22
FU22B
FU23
FU23B
FU24
FU24B
FU25
FU25B
FU26
FU26B
FU27
FU27B
FU28
FU28B
FU29
FU29B
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FU30
FU30B
FUG60
FU61
FU62
FUG3
FU64
FUG5
381, M/S Universal Dental Pvt. Ltd, | M/S CAVEX Holland BV, Cavex Quadrant universal | Approved
17- Mcleod Road, Lahore. Fustweg 5, 2031CJ Haarlem, Lc starter kit
the Netherlands (light curing composite
ELI-00071 resin)
LOA:
R & I Details: Dossier Validity:31-12-2026 Class B
Submission Date: 19-07-2024 FSC:
Netherland Shelf Life: 3 years
Validity: 15-10-2026
Fee Challan: Codes /sizes:
No: 89582047091 EC Certificate:
Dated: 24-04-2024 15-10-2026 FUO02
MDR extension FUO07
I1so 13485:
4-08-2026
DEFERRED CASES
382. | M/S Universal Dental | Legal Manufacturer: | Etch (Dental etching Approved
Pvt. Ltd, 17- Mcleod | Ivoclar Vivadent AG | composite)
Road, Lahore. Bendererstrasse 2 Class-B
ELI-00071 R & | FL-9494 Schaan Shelf life: 30 months
Details: Dossier Liechtenstein Codes/sizes:
Submission Date: Manufacturing Site: 574151AN 630210AN
Dossier Submission Ivoclar Vivadent AG | 635408AN 550588AN
Date: 18-05- 2021 Bendererstrasse 2 558530AN
Dossier Evaluation FL-9494 Schaan
Date: 54th meeting of | Liechtenstein
MDB held on 31st
January 2023. LOA: Validity:31-12-
Submission of 2026
deficient FSC: Liechtenstein
information/Documen | Validity: 09-09- 2027
ts Date: 13-June - ESC delivery
2023 Reminder Letter | packs:12-07-2027
for Submission of EC Certificate: 04-05-
deficient 2026
information/Documen | 1SO 13485: 30-10-
ts Date: 06-Sep-2023 | 2027
Resubmission of
Deficient
information/document
s Date: 1- 02-2024
Fee Challan: No:
2041070 Dated: 11-
02-2021
383. | M/S Universal Dental | Legal Manufacturer: | Schaan Liechtenstein Approved
Pvt. Ltd, 17- Mcleod Te.Econom

Decisions of 82" Meeting of MDB (11-03-2025)

Page 231 of 237




Road, Lahore.
ELI-00071 R & |
Details: Dossier
Submission Date:
Dossier Submission
Date : 18-05- 2021
Dossier Evaluation
Date: 54th meeting of
MDB held on 31st
January 2023.

Ivoclar Vivadent AG
Bendererstrasse 2 FL-
9494 Schaan
Liechtenstein
Manufacturing Site:
Ivoclar Vivadent AG
Bendererstrasse 2 FL-
9494 Schaan
Liechtenstein

LOA: Validity:31-12-
2026

FSC: Liechtenstein
Validity: 09-09- 2027
FSC delivery packs:12-
07-2027

EC Certificate: 04-05-
2026

ISO 13485: 30-10-
2027

(Filling Material)
Class-B

Shelf life: Te- Econom
plus: 48 months Te-
Econom Bond:30 months
Te-Econom Flow: 42
months

Codes /sizes

Al 610911AN
30-10-2027

A2 610912AN

A3 610913AN

A3.5 610914AN

B2 610915AN

Al 613810AN

A2 613813AN

A3 613814AN

A3.5 613815AN

B2 613816AN

A2 611127AN

A3 611128AN
610907AN 610909AN
648186AN 611129AN
759445AN 759456 AN
761282AN 761283AN
761284AN 761285AN
761286AN 760306 AN
760307AN 760308AN
760309AN 760310AN

384.

M/S Universal Dental
Pvt. Ltd, 17- Mcleod
Road, Lahore.
ELI-00071 R & |
Details: Dossier
Submission Date :
Dossier Submission
Date : 18-05- 2021
Dossier Evaluation
Date: 54th meeting of
MDB held on 31st
January 2023.
Submission of
deficient
information/Documen
ts Date: 13-June -
2023 Reminder Letter
for Submission

Legal Manufacturer:
Ivoclar Vivadent AG
Bendererstrasse 2 FL-
9494 Schaan
Liechtenstein
Manufacturing Site:
Ivoclar Vivadent AG
Bendererstrasse 2 FL-
9494 Schaan
Liechtenstein

LOA: Validity:31-12-
2026

FSC: Liechtenstein
Validity: 09-09- 2027
FSC delivery packs:12-
07-2027

EC Certificate: 04-05-
2026

ISO 13485: 30-10-
2027

Tetric (Filling Material)
Class B

Shelf life:

Tetric N Ceram: 48 months
Tetric N Ceram bulkfill:48
months

Tetric N Bond: 30 months
Tetric N Bond universal :30
months

Tetric N Flow: 48 months
Tetric n Flow bulkfill: 48
months

Codes/sizes

Al 604025AN A2
604026AN A3 604027AN
A3.5 604028AN A4
604030AN B1 693109AN
B2 604031AN B3
616873AN C2 616875AN
C3 616876AN D3
616874AN A2Dentine
693110AN A3.5Dentine
604029AN B2 Dentine
616877AN Bleach L
604033AN Bleach M
616878AN Bleach |
604034AN T 604032AN
IVA 644171AN 1VB
644172AN IVW
644173AN Al 604035AN

Approved subject to submission
of fee as per revised SRO for
Family.
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A2 604036AN A3
604037AN A3.5
604038AN A4 604040AN
B1 693111AN B2
604041AN B3 616867AN
C2 616869AN C3
616870AN D3 616868AN
A2Dentine 693112AN
A3.5Dentine 604039AN B2
Dentine 616871AN Bleach
L 604043AN Bleach M
616872AN Bleach |
604044AN T 604042AN
664701AN 665159AN
631072AN 630210AN A3
663807AN Al 665159AN
IVA 644177AN 647634AN
668481AN A2 680184AN
683077AN

693276AN 603936AN
668221AN 690104AN
668224AN 668222AN
668223AN Al 604046AN
A2 604047AN A3
604048AN A3.5
604049AN A4 604051AN
B2 604052AN A3.5
Dentine 604050AN Bleach
L 604054AN Bleach |
604055AN T 604053AN
IVA 681364AN VB
681373AN IVW
681374AN Al 604056AN
A2 604057AN A3
604058AN A3.5
604059AN A4 604061AN
B2 604062AN A3.5
Dentine 604060AN Bleach
L 604064AN Bleach |
604065AN T 604063AN
IVA 681378AN 692798AN
647396AN 759302AN
759303AN 759304AN
759446 AN 759447AN
759305AN 759306 AN
759307AN 760301AN
760302AN 760303AN

385.

M/S Universal Dental
Pvt. Ltd, 17- Mcleod
Road, Lahore.
ELI-00071

R & | Details:

Dossier  Submission
Date: 09-08-2021
Dossier Evaluation
Date: 54" meeting of
MDB held on 31%
January 2023.
Submission of

Legal manufacturer:
BEGO Bremer
Goldschlagerei
wilh.Herbst GmbH
CO.KG

Wilhelm- Herbst-str. 1
28359
Bremen,Germany.
Manufacturing Site:
BEGO Bremer
Goldschlagerei

Wiron
(Denture alloy)

Class-B

Shelf life:

Wironit: 10 years
Wiron Light: 10 years
Wiron lot: 5 years

Codes/sizes:
50030

Approved
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deficient
information/Documen
ts Date: 13-June -2023

Reminder Letter for
Submission of
deficient

information/Documen
ts Date: 06-Sep-2023
Resubmission of
Deficient
information/document
s Date: 1-02-2024

wilh.Herbst GmbH
CO.KG

Wilhelm- Herbst-str. 1
28359
Bremen,Germany.

LOA:
Validity:17-09-2027
FSC:

Germany

Validity: 16-03-2028

50019
50020
50032
50270
50272
50273
52625

EC Certificate:
10-09-2026

Fee Challan:

No: 321683618 1ISO 13485:

Dated: 29-07-2021 30-08-2027

386. | M/S Universal Dental | M/S CAVEX Holland | Cavex Glass ionomer Approved

Pvt. Ltd, 17- Mcleod | BV, Fustweg 5, cement

Road, Lahore. 2031CJ Haarlem, the (Dental Cement)
Netherlands

ELI1-00071 Class B
LOA: Shelf life: 5 years

R & | Details: Validity:31-12-2026

Dossier Submission | ESC: Codes/sizes

Date: 24-11-2020 Netherland CEO020

Dossier Evaluation | Validity: 29-11-2027

Date: 54" meeting of

MDB held on 31%| EC Certificate:

January 2023. 15-10-2026

Submission of | MDR extension

deficient

information/Docume | Iso 13485:

nts Date: 13-June - | 4-08-2026

2023

Reminder Letter for

Submission of

deficient

information/Docume

nts Date: 06-Sep-

2023

Resubmission of

Deficient

information/docume

nts Date: 1-02-2024

Recent meeting of

Universal Dental

representative  with

Evaluator Date: 12-

03-2024

Fee Challan:

No: 2012163

Dated: 22-10-2020

387. | M/S Universal Dental | M/S CAVEX Holland | Cave Exsense Approved

Pvt. Ltd, 17- Mcleod
Road, Lahore.

BV, Fustweg 5,
2031CJ Haarlem, the

( Dental Desensitizer agent)
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EL1-00071
R & | Details:
Dossier Submission

Date : 18-05-2020
Dossier  Evaluation
Date: 54" meeting of

MDB held on 31%
January 2023.
Submission of
deficient

information/Docume
nts Date: 13-June -
2023

Reminder Letter for
Submission of
deficient
information/Docume
nts Date: 06-Sep-
2023

Resubmission of
Deficient
information/docume
nts Date: 1-02-2024

Fee Challan:
No: 2012166
Dated: 11-02-2021

Netherlands

LOA:
Validity:31-12-2026
ESC:

Netherland

Validity: 04-08-2022

EC Certificate:
15-10-2026
MDR extension

1so 13485:
4-08-2026

Class B
Shelf life: 3 years

Codes/Sizes:
BW160

388.

M/S Universal Dental
Pvt. Ltd, 17- Mcleod
Road, Lahore.

ELI-00071

R & | Details:

Dossier  Submission
Date: 24-11-2020
Resubmission of
Dossier Date: 19-07-
2024

Dossier Evaluation

Date: 54" meeting of
MDB held on 31%
January 2023.
Submission of
deficient
information/Documen
ts Date: 13-June -2023

Reminder Letter for
Submission of
deficient

information/Documen
ts Date: 06-Sep-2023
Resubmission of
Deficient
information/document
s Date: 1-02-2024

Resubmission of
Dossier Date: 19-07-

M/S CAVEX Holland
BV, Fustweg 5,
2031CJ Haarlem, the
Netherlands

FSC Validity: 27-07-
2027

LOA Validity:31-12-
2026

Cavex Alginate impression

material
(Alginate impression
material)

Class- A
Shelf Life: 5 years

Codes and sizes:
AS per FSC as follow
AA025

AA035

AA055

AA075

AA096

AA097

AA323

AA343

AA380

AA600

AA603

AA605

AA613

Approved
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2024

Fee Challan:
No: 2012162
Dated: 22-10-2020

389. | M/S Universal Dental | BEVISTON GmbH Bevistosept (disinfectant Approved
Pvt. Ltd, 17- Mcleod | Scharnstedter Weg 34 | for surfaces)
Road, Lahore. -36
ELI-00071 27639 Wurster Class B
R & I Details: Nordseekiste
Dossier  Submission | Germany Shelf life: 3 years
Date: 17-01-2022 LOA:
Dossier  Evaluation | Validity:08-01-2027 Codes/sizes
Date: 54" meeting of | FSC: 2070
MDB held on 31%| Germany 2071
January 2023. Validity: 7-12-2026 2027
Submission of 2026
deficient EC Certificate: 2090
information/Documen | 27-10-2027 2091
ts Date: 13-June -2023 | MDR extension
Reminder Letter for
Submission of | 1so 13485:
deficient 30-11-2025
information/Documen
ts Date: 06-Sep-2023
Resubmission of
Deficient
information/document
s Date: 1-02-2024
Fee Challan:
No: 72624449
Dated: 27-09-2021

390. | M/S Universal Dental | M/S Produits Dentaires | Rosen Root Canal cement | Approved

Pvt. Ltd, 17- Mcleod
Road, Lahore.

ELI-00071

R & | Details:
Dossier Submission
Date: 07-09-2022
Dossier Evaluation
Date: 54™ meeting of

MDB held on 31
January 2023.
Submission of
deficient

information/Docume
nts Date: 13-June -
2023

Reminder Letter for
Submission of
deficient
information/Docume

SA, Rue des Bosquets
18, 1800  Vevey,
Switzerland

LOA:
Validity:06-05-2027
ESC:

Switzerland
Validity: 9-08-2026

EC Certificate:
31-12-2027
MDR extension

Iso 13485:
8-06-2027

(Zinc canal Based
radiopaque root cnala sealer
silver free)

Class B
Shelf life: 3 years

Codes/sizes
10245
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nts Date: 06-Sep-
2023

Resubmission of
Deficient
information/docume
nts Date: 1-02-2024

Fee Challan:
No: 7107180170
Dated: 02-08-2022
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