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The applications of following applicants were considered by Medical Device Board (MDB) in its
62™ meeting held on 6" November, 2023 and Board deferred these applications being deficient of the
information/documents as specified in last column (V) of the Table below:.

5% { Firm Details Manaofacturer Details Name of Medical Decision
Device/ Class / Shelf life
{ Codes et

({0 {15 () {1V} ¥)

L. | Bricgens Pwvt Legal Manufacture QLAstat-Dx Deferred for submission of valid
Lid, 196-A, Respiratory SARS-CoV. | Letter of Authroization, FSC, 150
Sindhi Muslim QIAGEN GmbH, 2 Panel 13485 & FQA,

Cooperative Qiagen Strasse 1, 40724
Housing Society, | Hilden, Germany Clags €

Shabrah-e-Faisal,
Karachi

{ELI-00015)

Copy of FAC: Germany
Issuance DATE: 16-3-2022

180 13485
Issuance Date: 1% Aug 2021
Expiry Date: 14 June 2024

FOA

Issuance Date: 6 May 2021
Expiry Date: 26 May 2024
{Original submitted with
HBY RG PCR Kif)

LOA

[ssuance date: 11 October
2018

Validiry: 5 Years

Shelf Life: ¢ months
Codes: 691214

Date of submission; 13
Dec 2022

Fee submitted: PKR
50,0001

{Original szbmitted with
HBV RG PCR Kit)

2. | Briogene PvtLid, | Legal Manufacture QIASTAT-DXE Deferred for submission of walid
196-A,  Sindhi GASTROINTESTINAL | Letter of Authroization, FSC, ISC
Muslim QIAGEN GmbH, PANEL 13485 & FQA.

Cooperative Ciagen Strasse 1, 0724 ™
Housing Society, | Hilden, Germany Class C
Shahrah-e-Faisal, | FSC: Germany

Karachi

(ELI-G0015)

Issuance DATE: 16-3 -
2022

Shelf Life: 9 months

Codes: 691411
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IS0
Issuance Date: 19 Ang 2021
Expiry Date: 14 June 2024

FQA

Tssuance Date: & May 2021
Expiry Date: 26 May 2024
{Original submitted with
HBY RG BECR Kit)

LOA

lzsuance date: 11 October
2018

WYalidity : 5 Years
(Original submitted with
HEV RG PCR Kit)

Date of submission: 13
Dec 2022

Fee submitted: PKR
S0,0004-

3. | Briogens Pvt Lid,
196-A,  Sindhi
Muslim
Cooperative
Housing Society,
Shahrah-e-Faisal,
Karachi

{EL1-00D15)

Legal Manufacture

IAGEN GmbH,
(Jiagen Sirasse 1, 0724
Hilden, Germany

F5C: Germany
Issuance DATE: 16-3 -
2022

ISO
Issuance Date: 3 May 2022
Expiry Date: 14 June 2024

FQA

Isspance Date: & May 2021
Expiry Date: 26 May 2024
{Criginal submitied with
HBY RG PCRKit)

LOA

Issuance date: 11 Octaber
2018

Validity : 5 Years
(Original submitted with

QLAstat-Dx®
MeningitizEncephalitis

Class C
Skelf Lifz: 9 months
Codes: 69161

Diate of submission: L5
Deg 2022

Fee submitted: PKR
50,000/-

Deferred for submission of walid
Letter of Authroization, FSC, 180
13485 & FQA.

HBY RG PCR Kif)
4. | Mfs Magsood Legal & Physical | Life Cheek Blood Deferred for submission of wvalid
Brothers, Office  |manufacturer: Glugoze Monitoring Embaszay  attested Free Sale
No 503-B, 5th [TaiDe Technolgy | System Certificate with clear availability of
Floot, Saima Corporation Wugo Factory, the product in the country of origin.
Trade Towsr, 1.1 |BL-7F, No. 127, Wugong 2 | Class-C
Chandrigar Road, |Rd., Wugu Dist., 24888 New | Shelf Life: not mentioned
Karachi. Taipei city, Talwan. however in stability 25
months is mentioned
EL1-00282

Certificate  izsued by Mo
Health & Welfare, Republic
of ©China (Taiwsn} No.
082573 dated 13-05-2021,
FQA/CE certificate,
IS0 13485 submitted.

Fee:50,000/-
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M/s Magsood Legal & Physical | Life Check Blood Deferred for submission of wvalid
Brothers, Oifice [manufacturer: Glucose Test strip Embassay  attested Free  Sale
‘w0 533-B, 5th TaiDoc Technolgy Certificate with clear availability of
Floor, Saima iCorporation  Wugu Factory, | Class-C the product in the country of origin.
Trade Tower, LI |BL-7F, No. 127, Wugong 2™ | Shelf Life: not mentioned
Chandrigar Road, |Rd., Wugu Dist. 24888 Mew | however in stability 25
Karachi. Taipei city, Taiwan. months is mentionsd
ELI-00282 Certificate issued by Mo
Health & Welfare, Republic | Fee:50,000/-
of China (Taiwan} No.
032573 dated 13-05-2021.
FQASCE certificete,
IS0 13485 submitted.
M/: Maosood Legal & Physical | Atom Medical Blood Deferred for submission of wvalid
Brothers, Office  |manufacturer: Glucose Monitoring Embassay  attested Free  Sale
No 503-B, 5th Tailoe Technolgy | System Certificate with clear availability of
Floor, Saima Corporation Wugu Factory, the product in the country of erigin.
Trade Tower, 11 |BI-7F, No. 127, Wugong 2% | Class-C -
Chandrigar Road, |Rd., Wugu Dist. . 24888 New | Shelf Lile: not mentioned
Karachi. Taipei ¢ity, Taiwan, however in stability 25
months is mentioned
ELI-00282 Copy of certificate issued by
Mo Health & Welfare,
Republic of China (Taiwan) | Fee:50,000/-
Mo, 072103 dared 25-03-
2018,
FQASCE certificate,
ISC13485 submitted.
M/s Megsood Legal & Physiral | Atam Medical Blood Deferred for submission of valid
Brothers, Office  (manulfacturer: Glucose Tesy strip Embassay  attested Free Sale
No 503-B, 5th Tailoc Technolgy Centificate with clear availability of
Floor, Saima Comporation Wugu Factory, | Cluss-C the product in the country of origin.
Trade Tower, .1 |B1-7F, No. 127, Wugeng 2™ | Shelf Life: not mentioned
Chandrigar Road, [Rd., Wugu Dist. 24888 New | however in stability 25
Karachi. Taipei city, Taiwan, months is mentioned
ELI-00282 ]Ccpy of certificate issued by | Fee:50,000/-
Mo Health &  Welfare,
Republic of China (Taiwan}
Ne. 072103 dated 25-05-
2018,
FQACE certificate,
I8013485 submitted.
M/s Magsood Legal & Physical | U«Check Deferred for submission of wvalid
Brothets, Gffice  |manufacturer: Blood Glucoss Embassay  amested Free  Sale
Mo 503-8, 5th TaiDoe Technolgy | Monitoring System Certificste with clear availability of
Floor, Salma Corporatiopn Wupu Factory, the product in the couniry of origin &
Trade Tower, 1.1 {B!-7F, No. 127, Wugong 2 | Class-C complete stability study data m’ﬂ;\
Chandrigar Road, |Rd., Wugu Dist., 24888 Mew | Shell Life: not mentioned | claimed shelf life.
Karachi. Taipei city, Taiwan. Fee:50,000/-
ELI-((282 _opy of certificate issued by
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Mo Health & Welfare,
Bepublic of China (Taiwan)
No. 085483 dated 12-D4-
2022,

FQA/CE certificate,
[S013485 submitted.

8. | hfs Magsood Legal & Physical { U-Check Deferred for submission of walid
Brothers, Cffice  |manufacturer: Elood Glucose Tesy sirip | Embassay  attested  Free  Sale
No 503-B, 5th TaiDoc Technolgy Certificate with clear availability of
Flecr, Saima Corporation Wugu Factory, | Class-C the product in the country of origin &
Trade Tower, .1 |B1-7F, No. 127, Wugong 2 | Shelf Life: not mentioned | complete stability study data with
Chandrigar Road, |Rd., Wuge Dist. 24888 MNew | Fee:50,000/- claimed shelf life.

Karachi. Taipei ¢ity, Taiwan. '

ELI-00282 Copy of certificate issued by
Ma Health & Welfare,
Republic of China (Taiwan}
No. 085483 dated 12-04-
2022,
FOANCE certificate,
15013485 submined.

10. | Elate CCPVt Lid. | Manufactorer: Premisut Deferred for submission of wvalid
Suite No. 1,2, 3, | ATLAS MEDICAL 5. A. Absorbable Surgical embaszay  attested  Free  Sale
ST-3, Block-3, 2BC, MIAGULI 5TR. 153 Sutures Certificate issued by the concerned
Gulshan-e-[qbal, | 44 GERAKAS ATHENS- Premisut PGLAR with & | regulatory authority with complete
Karachi GREECE without Needle codes and notarized copy of design
(ELI-00294) exarnination certificate of the produci.

Copy of FRC issued by the | Clags D

company Atlas Medical .

itself, Valid Till: 26-5-2024 | SnelfLife: 5 years
o Fee submitted:

IS0 valid till 30-10-2024 Rs. 50,000/-

FQA/CE valid till 26-03-

2024

11. | Elate CCPVt Ltd. | Mapufacturer: Preoisut Deferved for submission of wvalid
Suite Mo. 1,2, 3, | ATLAS MEDICAL S.A. Absorbable Surgical embassay  eBftested  Free  Sale
5T-3, Block-3, 28C, MIADULIL STR, 153 Sutures Certificate issued by the concemed
Gulshan-e-Igbal, | 44 GERAKAS ATHENS- Premisut PGLA with & regulatery authority with complete
Karachi GREECE without Needle codes and netarized copy of design
EL1-00294 iruat] i
{ } Copy of FSC issued by the examination centificate of the product.

company Atlas Medical Class D
itself Yalid Till: 26-5-2024 Shelf Life: § vears
IS0 valid till 30-10-2024
Fee submined:
FQA/CE wvalid till 256-035- Rs. 50.00{/-
2024 -

12. | Elate CCPVt Ltd. | Manufacturer: Premisut Deferred for submission of valid
Suite Mo. 1, 2,3, | ATLAS MEDICAL 5.A. Absorbable Surgical embassay  attested  Free  Sal
8T-3, Block-3, 28C, MIAOULI 5TR. 153 Sutureg Certificate issued by the concern
Gu]shaz_l-e-lqbal, d4 GERAKAS ATHENS- Premisut Polypropylene regulatory authority with complete
Karachi GREECE with & without Needls codes and notarized copy of design
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(ELT1-00294)

examination certificate of the product,

Copy of FSC issued by the
L company Atlas Medical Class D
itgelf. Valid Till; 26-3-2024 | Shelf Life; 5 vears
ISO valid till 30-10-2024 Fee submitted:
Bs. 30,000/
FQASCE walid 1ill 26-03-
2024
13. | Elate CCP¥t Ltd. | Manofacturer; Premisut Deferred for submission of wvalid
Suite No. 1, 2,3, | ATLAS MEDICAL 5.A. Absorbable Surgical embassay  attested Free  Sale
5T-3, Block-3, 2%C, MIAOUL] STR. 153 Sutures Certificate issued by the congerned
Gulshan-e-Igbal, | 44 GERAKAS ATHEMS- Premisut PGAR. with & regulatory authority with complete
Karachi GREECE without Needle codes and notarized copy of design
(ELI-00294) examination certificate of the product.
Copy of F5C issued by the Class D

company Aflas Medical
itself. Valid Till: 26-5-2024
150 valid till 30-10-2024

Shelf Life: 5 years

Fee submiited:
FQASCE valid 61l 26-05- Rs. 50,000/-
2024
14. | Elate CCPVi Ltd. | Manefacturer: Fremisat Deferred for submission of wvalid

Suite No. 1,2, 3, | ATLAS MEDICAL $.A. Absotbable Surgical embassay  attested Free  Sale
ST-3, Block-3, 28C, MIADLILLI STR. 153 Sutures Certificate issued by the concerned
Gulshan-e-Igbal, | 44 GERAKAS ATHENS- Premisut PDO with & regulatory authority with complete
Karachi GREECE without Needle codes and notarized copy of design
(ELI-00294) examination certificate of the product.

Copy of FSC issued by the Class D

company Atlas Medleal
itsell. ¥Walid Till: 26-5-2024
IS0 valid dll 30-10-2024

Shelf Life: 5 years

Fee submitted:
FQAMCE valid till 26-05- Rs. 50,000/-
2024
15, | Elate CCPVE Litd. | Manufacturer: Premisut Deferred for submission of wvalid

Suite No. 1, 2,3, | ATLAS MEDICAL S.A. Mon-Absorbable Surgical | embassay  attested Free  Sale
8T-3, Block-3, 28C, MIAOULI STR. 153 Sutures Certificate issued by the concerned
Gulshan-e.Iqbal, | dd GERAKAS ATHENS- Premisut SILK with & regulatery authority with complete
Karachi GREECE without Needle codes and notarized copy of design
(ELI-00294) examination certificate of the product.

Copy of FSC issued by the

company Atlas Medical | D

itsell. Valid Till: 26-5-2024 | ShelfLife: § years

180 valid fli 30-10-2024

Fes submitted:
FQAJ/CE valid till 26-03- Rs. 50,000/-
2024
16. | Life Cares, M- Manufacturer: FORTUNE Deferred for following:

20, Mazzaning FORTUNE MEDICAL Stomach Gastric, Chest \
Floor Falaknaz INSTRUMENT CORP. Laryengeal Mask Tube » Embassay Attested Free Sale
Plaza Natha &F, N, 29, SEC.2 Certificate mlong with clear cut
Khan Bridge, JHONGJIHENG E RD.. Class C import status of the produet fr
Shahra-e-Faisal, | DANSHUEI DISTRICT, Taiwan.

Shelf Life: Not provided
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Karachi NEW TAIPEI CITY, 251
(ELI-QG07T) TAIWAN Code:- Model (Type }: »  Stability Stody data along with
2020-0003, 2020-0004, claimed shelf life,
Copy ef FSC issued by Mo | 2020-00035, 2020-0006, »  Separate Application & fee for
Health & Welfare, Republic | 2020-0008, 2020-0¢10, each different types of products,
of China {Taiwan) Mo. 2020-0012, 2020-04014,
078737 dated 13-05-2020 20200418, 2020-0018,
2020-04120,2020-5514,
IS0 valid rill 08-08-2022 2020-5314, 2020-6014,
2020-6016, 2020-6514,
FQASCE walid till 04-09- 2020-6516, 2020-7014,
2023 2020-7016, 2020-7514,
2020-7518,
Fee submitted:
Ra. 50,000/-
17. | Life Cares, M- Manufacturer; FORTUNE Deferred for following:
20, Mezzanine FORTUNE MEDICAL Urelogical Catheters
Floor Falaknaz INSTRUMENT CORF. {Family) + Silicone » Fmhbassay Attested Free Sale
Plaza Natha 6F, NQ, 29, SEC.2 Suprapubic Catheter Certificate along with cleat cut
Khan Bridpe, JHONGJHENG E RD.. Class C import status of the product from
Shahra-e-Faisal, | DANSHUEI DISTRICT, e . Taiwan.
Karachi NEW TAIPEICITY, 251 | Shelf Life: Not pravided
{ELI-00077) TAIWAN Fee submitted: » Stability Study data along with
) R, 50.000/ claimed shelf life.
Copy of FSC issued by Mo rT
Health & Welfare, Republic * Separate Application & fee for
of China {Talwan} No, each different types of products.
078737 dated 13-05-2020
IS0 valid ull (8-08-2022
FQA/CE wvalid till 04-095-
2023
18. | Life Cares, M- Manufacturer; pMovas 11 Deferved for submission of valid
20, Mezzanine Phenex GmbH, Microcatheter Family embazsay  attested  Free  Sale
Floor Falaknaz Meitner-alles 31, D-44801 | Microcathers Certificate, [SO 13485 &
Plaza Natha Bochum, Germany , Stabiliry Smdy data.
Khan Bridge, Code; PNOV-21-155
Shahra-e-Faisal, | FSC: Germany
Karachi Issued: 1-9-21
(ELI-00077) Class D
IS0 valid 1ill 26-06-2022 Shelf Life: 4 years
FOQASCE valid till 26-035- Fee submitted:
2024 Rs. 50,000/
Deign Examination:26-05-
2024
19. | Life Cares, M- Manufactorer: pHLO AC Aspiration Defereed for submiszion of walid
20, Mezzanine Phenox GmbH, Catheter Family embassay  attested  Free
Floor Falaknaz Meitner-Adles 31, D-4480]1 | Intravascular Certificate, IS0 13485 & P
Plaza Natha Bochum, Germany recanalization device. Stability Study data,
Khan Bridge,
Twf
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Karachi Issued: 1-9-21 Code: PHLO-72-115,
ELI-0007T)
— ISO valid tifl 26-06-2022 | PFLO-72-125, PHLO-72-
135
FQA/CE valid tll 26-D3-
2004 Class D
Shelf Life: 4 years
Deign Examination:26-05-
2024 Fee submitted:
Rs. 50,000/

20, | Life Cares, M- Manufacturer; MULTI-WAY Deferred for submission of wvalid
20, Mezzanine Ningbo Medical Multi-Way | Guidewires embassay  attested Free  Sale
Floor Falaknaz Medical Co., Lid Class C Certificats of comitry of origin as well
Plaza Natha a5 from reference country, IS0 13435
Khan Bridpe, Mo, 223, Haiguan N. Rd, Shatf Life: 4 years & Stability Study data.
Shahre-e-Faizal, | Cixi Ciry 315300, Zhajiang
Karachi Province, P.R. China Fee submitted:

(ELI-00077} Rs. 50,000/~
Copy of Certificate issued
by Spanish Agency of
Medicines and Medical
Devices but product name &
free sale status not
confirmed.
IS0 valid 61 06-01-2022
Production QASCE valid till
04-09-2023

21, | Bone Solution Manufacturer: Desu Deferved for submission of wvalid
Elot Mo, 35-C, Desu Medikal Urunler Ve Hydrocephalus External | notarized Design Examination, IS0
Stadium Lane-2, | Tibbi Cihazlar San. Ve Tic. | Neurological Drainage 13485 & FQA/CE.

Phase V, D.LH.A., | A.5. Universiteler Mahallesi | Sysytem
Karachi. L556. Cadde Safir Bloklari
E Blok ofis No. §2-03 Code: 61798
ELL-00517 Zemin Kat Kapl No. 6
Beyiepe-Cankaya-Anarka, Class I
Turkey
Shelf Life: 2 years
Copy of FSC issued by
Turkey Fee submined:
Dated 08-04-2022 Rs. 50,000/-
FQASCE valid till 13-12-
2023

22. | Bone Solution Manufactarer: Desu Deferved for submission of walid
Flot Mo. 35-C, Desu Medikal Urunler Ve Hydrocephalus Shont notarized Design Examination, 150
Stadium Lane-2, | Tibbi Cihazlar San, Ve Tic. | Systems 13485 & FQA/CE.

Phase V,DH.A., | A5

Karachi. Universiteler Mahallesi Code: 45694
1396, Cadde Safir Bloklari

ELI-(517 E Blok ofis No. 02-03 Class D
Zemin Kat Kapl No. 6
Bevtepe-Cankaya-Anarka, Shelf Life: 2 years
Turkey
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Copy of F5C issued by
Turkey
Dated 08-04-2022

FQAFCE valid till 13-12-
2023

Fee submitted:
Rs. 30,000/-

2, | TR1 TECH | Legal manufacturer Brand Name: ALLIED Deffered for provigion of
INTEENATION | ALLIED HEALTH CARE | (Generic Name:
AL 10-C , 6™ | PRODUCTS, Inc. EMERGENCY » Valid notorised LOA.
SUNSET L1720 Sublette Avenue, 51. PORTABLE
COMMERCIAL { Louis, MO 63110, USA VENTILATOR) + velid FSC USFDA (with relevant
LANE, PHASE 2 | USA madel or ¢larification)
EXT, DHA, | FEC USFDA walid till 28- | Code: EVP200
KARACHI, 03-22 (Expired) Class- C « valid CE/FAS original notorised
PAKISTAN Shelf Life: 5 years
F5500 Fee: Rs350, 000/ = valid ISO 13485
ELI-00247
Dossierfd248
Submission date:
03/11/2021
24, | TRI TECH | Legal manufacturer Brand Mame: ALLIED Deffered for provision of
INTERMATION | ALLIED HEALTH CARE | {Generic Name:
Al 10-C , 6™ | PRODUCTS, Inc. PORTABLE s Valid notorised LOA.
SUMNSET 1720 Sublerte Avenue, 5t. YENTILATOR
COMMERCIAL | Louis, MO 63110, LISA AHP3OD) s valid CEFQAS original
LANE, PHASE 2 notorised
EXT, DHA, | FA&C USFDA valid till 28- | Code: AHP300
KARACHI, 05-22 (Expired) Class- C s valid ISD 13485
PAKISTAN Shelf Life: 35 years Fee:
73500 Rsa0, 000/ »  Valid E&C
ELI-00247
Submission dage,
03/11/2021
25. | Mfs Safe Health | Zhanjiang Star Enterprises | Venous Deffered for provision of following
Pakistan Bizcon, | Co., Ltd. FOLEYS CATHETER | decuments: -
Office No.25, | No. 1. West Jinhva Road, | (Urinary  Catheter  or
2nd Floor, | Maghang District, 524094 | Urethral Catheter) Varicus | «»  Valid& notorised LOA
Dilkusha Zhanjiang, People's | sizes & Types FDA Re:
Chamber, Republic of China. K170233 s Valid & notorised FSC
Marston Road,
Karachi FSC Valid Till Class B(Schedule-E) «  Firm bas applied for 4 different
(ELI-(H1275) 24-04-2021 Shelf life: 05 Years produets clarification required.
Codes & Sizes as per FSC
26, | Mfs Safe Health | Zhanjiang Star Enterprises | Wenous

Pakistan Rizcon,

Co., Lid.

Tracheostomy Tukes for

Deferred for the following reasons:

Office WNo.25, | No. 1, West Jinhua Road, | Single use Cuffed & Un- | «  Clarification of the class of thew
2nd Floor, | Mazhang District, 524094 | Cuffed Various sizes & product as in application the
Dilkusha Zhanjiang, People's | Types product s class B while in D
Chamber, Repubtic of China. class C.

Marston Read, | FSC Valid Tall: Class B
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Karachi 24-04-2021 . #» If class C then sobmit
| /ELI-00275) Shelf life: 05 Years differential fee.
T-dubmissiun date: Codes Cuffed 6.5, 7, 7.5,
06/10/2020 8, 8.5, 9.0, 10& Sizes as | * Apply separately for unguffed
Doszsier# 3185 per FSC product and provide FSC with
coddes,
27 | Mfs Bafe Health | Mfs Changzhou  Major | Yenous Wound Diressing | Deffered subject to clarification of
Fakistan Bizcon, | Medical Co.,, LidNo. 1, dressing material and DOC
Oifice Mo.23, | Belyang HRoad, Hexi | Class B
2nd Floor, { Village, Zouqu Town,
Dilkusha 213144 Changzhou City, | Shelf life: 05 Years
Chamber, Jinpsu province, Peoples
Marston Rosad, | Republic of China. Codes Sizes as per FSC
Karachi
fELI-00275) F5C: China.
Valid original Till: 2-12-
2001
2%, ] M/s Safe Health | Suzhou Leapimed Healthcare | Venous Deffered for provision of following
Pakistan Bizcon, | Corporation, Dispasable Automnatic | documents.
Office  NMNo.25, | Wuzhong Science Park, No. | Cors Instrument
2nd Floor, | 2 & No. 3 Building, 38#, | {Biopsy Needle & Meedle | »  Valid Original notorised IS0-
Dilkusha North  Guandu  BRoad, ) 8et for Soft  Tissue 13435 & CE Centificates & DOC
Chamber, Wughong District, Suzhou | Dvsposable, all types & Valid FSC
Marston  Road, | City, 215100 Jiangsu, {Manual, Automatic &
Karachi P.R.China Semi-Automatic) all sizes)
(ELI-00275}
FSC: China. Class B
Schedule I Valid original Till: 27-04-
2023 Shelf life: 03 Years
R&l : 14-03-22
Codes & sizes as per FSC
Diossier No 4666
29, | MSs Safe Health | Suzhou Leapmed Healthears | Venous Deffered for provision of following
Pakistan Bizcon, | Corparation, Disposable Semi- | documents:-
Office No.25, | Wuzheng Science Park, Mo, | Automatic Instnament
Znd Floor, | 2 & MNo. 3 Building, 384, ) * Yalid Original notorised 1S0-
Dilkusha North  Guandu  Road, | Biepsy Needle & Needle 13485 & CE Certificates & DXOC
Chamber, Wuzhong Disict, Sozhon | Set for Soft & Valid FSC
Marston  Read, | City, 215100 Jiangsu, Tissuelrisposable, all
Karachi P.E.China types (Manual, Automatic
{EL1-00275} & Semi-Automatic) all
Schedule D FSC: China (Criginal) sizes
Valid Till: 27-4-2023
R&! : 14-03-22 Class B
Shelf life: 05 Years
Dossler No 4667
Codes & sizes ag per FSC
30. | Mfs Safe Health | Suzhou Leapmed Healthcare | Wenous Deffered for provision of fellowing
Pakiztan Bizpon, | Corpocation, Disposable Coaxial | documents:-
Office  No.25, | Wuzheng Science Park, No. | Biopsy Needle
2nd Floor, 1 2 & MNo. 3 Building, 3% = Valid Original notorised T80-
Dilkusha Morth  Guendu  Road, | Cless B 13485 & CE Centificates & DOC
Chamber, Wuzhong District, Suzhou & Yalid FSC .
Marston  Raad, | City, 215100 Jiangsu, Ehelf life: 05 Years
Karachi P.R.China
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(ELI-00275)
Schedule D

R&I: 14-03-22

Dossier No 4668

FSC: China (Original)
Valid Till: 27-4-2023

Codes & sizes as per FSC

3l

Mis Safe Health
Pakistan Bizeon,
Office No. 23,
2nd Floor,
Dilkuska
Chamber,
Marston

Karachi

(ELI-00275)
Schedule D

Ré&l: 1440322
Dossier No 4669

Road,

Suzhou Leapmed Healthcare
Corporation,

Wuzhong Science Park, No.
2 & No. 3 Building, 3E#,
North Guandu  Road,
Wuzrhong District, Suzhou
City, 21510 Jangsu,
P.E.China

FSC: China (Original)
Valid Till: 27-4-2023

Yenous
Disposable
Meedle

Puncture

Class B
Shelf life: 05 Years

Codes & sizes as per FSC

Deffered for provision of following
documents:-

* Valid Original notorised 180-
13485 & CE Certificates & DOC
& Valid F5C

32. | Sorabjee Patel & | Rayner Intraocular Lenses | Ophthalmic Kir for The MDB deferrved the case of Mfs
Co, 45-Badri limited Cataract Surgery Rayone | Sorabjee Patel as the firm was found
Building, LI The Ridlay Innvovation Hydraphoble Aspheric involved in the illegal manufacturing
Chundrigar Centre 10 Dominion Way ELF RAOSS0B i.e pasting labels of imperted lens on
Foad, Waorthing West Sussex Intraccular Acrvlic the locally manufactured lenses, The
Karachi-74000, | BN14 § AQ United Foldable Lens case is pending befors appellate
PAKISTAN Kingdom. board.

Lic. No.ELI- Class - C
Q0067 FSC MHRA Validity Fee 50,000
_ | (21.04.2024) United
gﬁﬂ;}g Date: Kingdom{ UK} Shelf Life: Five years

33 | Spero Legal Mapufaciorer: Blood mbing set for | Deferred for provision of fess ie
Enterprises, M/S Jiangxi hongda medical | hemodialysis Bs.25000/- as the firm has not
Office Ne. 301, | equipment group LTD, 39 sitbimitted requisite fee,
3rd Floor, Trade | south shangli td jinxian | Codes & Sizes: As per
Arcade, Plot No. | county, Wanchang Jiangxi | FSC
23/F, Muhammad | provinee china
Ali Society Clasgs-B
Karachi FSC: ching
(ELI-09400) Yalid Till: 03-03-2025 Shelf Life:

3 years.
Dossier#d404-7A
Date: {4-10-23

34, | Spero Legal Manufa¢turer; Hollow  Fiber  hemo | Deferred for provision of onginal
Enterprises, M/S Jiangxi hongda medical | Dialyser valid notorised FSC
Office No. 301, | equipment group LTD, 39
3rd Floor, Trade | seuth shangli rd jinxian | Codes & Sizes: As per
Arcade, Plet Ne. | coonty, Nanchang Jiangxi | FSC ™
2%F, Muhammad | provinee china
Al Society Class-B
Karachi F5C: not provided
(ELI-00A00) Shelf Life:

Diossier#z-7A 3 years.
Date: 04-10-23
Deferred Letters of 62" Meeting of MDB (06-11-2023) Page 10 of 41 &




335, | Seamac (Pvt) Ltd | Legal Manufacturer: Infant Radiant Warmer Deferred for the provision of
301 3% floor Plot | Ningbo David Medical HEN-9310 following documents:
wNo 186-C Al- Device Co., Lid. {Infant Radiant Warmer)
Murtaza #2 Keyuan Road, Shipu Codes & Sizes: + Provide valid FSC of country of
commercial lane | Science And Technology HEN-8010 origin (China).
5 DHA Phase- Park, Mingho, Zhejiang Class-C
VIII Karachi. Province, China P.C.: Shelf Life: 08 years » Provide Seability studies of
315040 i i
(ELI-00674) claimed shelf life of 08 years.
posserk 06-c | FsC: China
. Valid Tilt; 19-01-
Diary# 28188 alid Till: 19-01-2023
Date:04-10-22
Sobmitted Fee:
50,00¢-PKR
Challan No.:
242421948944
36. | Seamac (Pvt) Lid | Legal Manufacturer: Infant Incobator YPROAR | Deferred for the provision of
301 3" flcor Plot | Ningbo David Medical {Infant Incubator) following documents:
No 1§6-C Al- Device Co., Lid.
Murtaza #2 Keyuan Road, Shipu Codes & Sizes: * Provide valid FSC of country of
commercial lane | Science And Technelogy YPHIAR origin (China).
5 DHA Phase- Park, Ningho, Zhejiang
Y1 Karachi. Provinge, China P.C.: Class-C » Provide Stability studies of
315040 claimed shelf life of 08 years.
(EL1-00674) Shelf Life: 08 years
Dossier# 7- e
¢F.7A FSC: China
Diary# 28187 WYalid Till: 19-01.2023
Date:04-10-22
Submitted Fee:
50,000/-PKR
Challan Ne.!
5592348294
37. | Seamac {Pvt) Ltd | Legal Manufacturer: infant Incubator YP100E | Deferred for the provision of
301 39 floor Plot | Ningbo David Medical following documents:
No 186-C Al- Device Co., Lid, Codes & Sizes:
Murtaza #2 Keyuan Road, Shipu »  Provide valid FSC of country of
commercial lane | Science And Technology YPI100B origin (China).
5 DHA Phase- Park, Ningbo, Zhejiang
VIII Karachi. Province, China P.C.: Class-C s Provide Stability smdies of
315040 claimed shelf life of 08 vears.
(ELI-00674) Shelf Life: 08 years
Drossierd D8- FSC: China
o/F 3/A Valid Till: 19-01-2023
Dhiary# 28136
Date:04-19-22
Submitted Fee:
50,000/-PKR
Challan No.:
B126309219
38 | Moor Legal Manufacorer: Air-Oxygen Blender PM | Deferred for the provision of
International, Precision Medica! 5200 following documents:
Noor House, 29- | 300 Held Drive, { Blender}
D, Block &, Moerthampton Pa 18067

Deferred Letters of 2% Meeting of MDB {06-11-2023)
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PECHS, Karachi | USA Codes & Sizes: * Provide valid FSC of commiry of
75400 Pakistan origin {USA).
(ELI-00061) FSC: J5A PM 5200
) Valid Till: 14-04-2022 * Provide Stability studies of
?;55'“# 4415- Class-C claimed shelf life of 0§ years.
Date:23-02-22 Shelf Life: 08 years « Provide valid 1SO 13485
Submitted Fee: certificate.
50,000/-PKR
Challan No.:
731834037
39. | UDL Legal Manufacturer: Happy Life- Chahat Deferred  for the provision of
Distribution (pyvt) following documents:
Lid.1-D-13, Karex Indusiries Sdn. Bhd. | (Namrat Rubber Latex
Secror 30, ETD, 7906 & 7907 Taman Male Condoms) »  Prowide valid original & embassy
Korangi Bontian Jaya BT.34 Jalan attasted FSC of country of
Industrial Area, Johor, 82000 Pontian, Johor, | Code: origin {Malaysia).
Karachi. Darul Tekzim, Malaysia P338 Red
(ELI-00073) fﬂgﬁ%’fﬂg ;;fi& p Class.c s DProvide wvalid 180 13485
. at JBat ontian as5- certificate.
Dossieré 1046-c | g ar, $2000 Pontian, Joher,
Date:26-01-23 . . .
Submitted Foe: Darul Takzm!, Malaysia Shelf Life: 05years
50,000+PKR | [oC; Malaysia
Challan No.- Valid till: 16-01-2027
691575380
40, { Moody Legal Manufacturer: DAAN GENE Deferred for the provision of
Consulting following documents:
Pakistan, Cffice | M/ Daan Gene Co., Lid, | (Monkeypox Vius DNA
No. 14, 2nd | No.l%, Xiangshan Road, | (PCR-Flurotescence * Provide onotarized  Design
Fioor, Mujahid | Science Park, High & New | Probing) examination certificate for class
Plaza, linmgh | Technology Development D product.
Avenue, Blue | District, Guangzhow, | Codes & Sizes:
area Islamabad Guangdong, P.R. China catfDA1430; DAL431
ELI-00926
] Original FSC: Metherlands | Class-D
il B Shelf Life: 12 Months
Date:04-01-23 Yalid till: 26/05/2025
Submined Fee:
50,000/ FPKR
Challan No.:
3342502957
41. | Zaman Legal Manufacturer: CITEST Deferved for the provision of
Enterprises & | CITEST DIAGNOSTIC | DENGUE NS1 RAPID following documents:
Diagnostics INC TEST Kit
Shop No. (G-31, ] 170-422 Richards Street =  Provide valid & original LOA
Ground  Floor, | Vancouver BC, VoB 274, | Codes & Sizes:
Orison Tower & | CANADA Ref: IDES-402 o  Provide walid [0 13485
Shopping  Mall, Mod: WEB/S/P, Cassette cettificate.
Block 10, KDA | FSC: Spain ™
Scheme No. 24 | Issued: (7-09-2020 Class-C

Gulshan e Ighal
Karachi
fELI-00465)

Shelf Life: 27 momths

Deferred Letters of 62" Meeting of MDB (06-11-2023)
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Dossier#d250-TA
Date:23-11-21

" Submitted Fee:
50,000/-PKR

Challan No.:
35080080533

42. | WIS International
(Pvt) Ltd,

Office no. 914,
Gth Floor,
Business Avenue
Building, plot
No. 26-A, Block
8, P.ECHS,
Karachi

ELT NQ. D559

Dosgier#313-C
Date:30-11-22

Submitted Fee:
50,000/-PKER
Challan No.:
G458 TRE224T1

Legal Manufacturer:
Suzhou Sunan Zimmered
Medical Instrument Co., Ltd
South  Jliankang  Road,
Hexing, Jinfeng Town,
Zhanjiagang, 215626
Jiangsu P.R. China

F8C China
issued i5-00-2022

ZMD
Compression Bone Plates

Codes & Sizes:

Z80Q01, Z8Qi2, 28003,
Z5Q04, ZSQUS, ZSQ06,
ZSQ07, ZSQO8, Z3Q09,
ZSQ10, ZSQL1, ZSQ12,
Z5Q13, ZSQ14, ZEQU1,

Class-D
Shelf Life: 5 years

Deferred for the
following documenys:

provision of

* Provide notarized  Design
examination certificate for class
[ product.

43 | MR Medical Legal Manufacturer; MINDRAY Deferred for the provision of
Pakistan Pvt, Ltd | Shenzhen Mindrazy Bic- | (Multi Control Sera P) following documents:
Cffice in, 1101, Medical Electronics Co.,
11th Aoor, 15E Ltd. Codes & Sizes: N/A ¢« Provide complete  stability
Tower, Jinnah Mindray Building, Keji 12th studies for claimed shelf life of
Avenue, Blueg Road South,Hig-Tech | Class-.C 24 months,
Area, Islamabad | Industrial Park, Wanshan,
ELI-Q1008 513057, Shenzhen, China. Shelf Life: 24 months
Dessier® 4130-p | F8¢ original: Germany Storage condition:
Submission date: | 1ogued on 02-02-2021 2-8:C
220212023
Fee submitted:
50,000/
Challan No.
5488215328
44. | Medi-Serv Lega] Manufacturers Eyekon Deferved  for the  provision of
Intermnational GF | hfs Evekon Medical [nc., | (Posterior Chamber | following:
28 Jinnah Plaza, | 2451  Enterprise  Road, | Inraccular Lenses Brand ] tioned &
Defense Chowk, | Clearwater, FL 1354 33763 drophilic Acrylic ® Drand name 13 mentioned on ine
Mot oo (Hydrophilic Acrylic) FSC of US FDA only, codes are not
Lahore Cantt FsC: USA Class- mentioned, Clarification is
Valid till: 15/03/2025 required.
BLE 0071 FSC issued by Safety Harbor | Shelf Life: not provided | o Updated stability studies.
- ham f
18-09-2023 chamber of = COMMEIS® | o ges:

issuance 31-07-2023
FDA
1038833

Begistration  no.

» Difference between the applied\
models.

» Labels of applied medels appro
in the country of origin.

Deferred Letters of 62 Meeting of MDB (06-11-2023)
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45, | pMedi-Sery Legal Manufacturer: Eyekon Viscoelastic Gel | Deferred for the provision of
International GF | Mfs Eyekon Medical Ine., | (Ophthalmic viscosurgical | following:
22 Jinnah Plaza, | 2451  Enterprise  Road, | devies) . .
Defense Chowk, | Clearwater, FL USA 33763 « Brand name is meaticned on the
Main Boulevard, Class-B FSC of US FDA only, codes are
Lahore Cantt FSC: USA not _mentiuned, Clarification iz
Valid till: 15/03/2025 Shelf Life: 02 Years required.
EL;: 00171 «  Updated stability studies,
4195-P F5C issued by Safety Harhor | Model: . ;
18-09-2023 chamber of commerce | Eyecoat * 2:5:1:““ berween the applied
issuance 3 1-07-2023 )
FDA  Registration  no. + Labels of applied models
1038833 approved in the country of origin,
+  Apply separtely for other
models/ types.

46. | Medi-Serv Legal Manufacturer: Eyekon Deferved for the provision of

[nternational GF | Mfs Eyekon Medical Inc., | (PMMA Posterior | following:
28 Jinnah Plaza, | 2451  Enterprise  Road, | Chamber Intraccular . .
Defense Chowk, | Clearwater, FL USA 33763 | Lens) * Brand name is mentioned on the
Main Boulevard, F8C of US FTXA only, codes are not
Lahore Cantt FSC- USA Class-C ment‘ioned, Clarification is
Valid till: 15/03/2025 required.
ELL 00171 Shelf Life: 05 Years = Updated stability studies.
4156-P F5C issued by Safety Harbor
18-09-2023 chamber of commerce | Codes as per CFG, US | ¢ Difference between the applied
{ssuance 31-07-2023 FDA: models.
ll:[II);ELSErE Registration  no. g_:;: = Labels of applied models approved
. in the country of origin.
+ Apply zeparately for other modals!
types.

41, | Verizon, 6a0-D, r: ECHOTIP  PROCORE | Deferred for the provision of ariginal
FCC, Zahoor | Cook  Ireland  Limited | HD Ultrasound Biopsy | and valid LOA, FSC, 130 13485 and
Elahi Foad, | O*Halloran Roead Mational | Nesdle FQA certificates.

Gulgerg I¥, | Technology Park, Limerick, | (Aspiration Needles)

Lahore Ircland
Clags-B

ELL 00087 F&C: Ireland ]

2394-P Valid till: 13.08.2023 Shelf Life: 36 Months

23-05-2021 Codes:
ECHC-HD-19-C
ECHO-HD-22-C
ECHOC-HD-25-C
ECHOC-HD-3-20-C

48 | Verizon, 60-D, ] Legal Manufacturer: ATB  Advance PTA | Deferred for the provision of criginal
FCC, Zahoot | Coak Inc. 750 Daniels Way, | Dilatation Catheters and valid LOA, FSC, SO 13485 and
Elahi Foad, | Bloomington, IN  USA | {Angioplasty Balleen | FQA certificates.

Gulgerg IV, | 47404 Catheters)
Lehore
FSC: FDA US FOOD | Class-B
ELY: 000%7 &DRUG
l686-2 Date of issue: September 18, | Shelf Life: 3 Yeaars
07-0%-2020 2013

Yalid till: September 17,
2020

Codes as per FRC

Deferred Letters of 62™ Meeting of MDB {06-11-2023)
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4%, | Verizon, &0-D, | Legal Manufacturer: Disposable Two-Part | Deferred for the provision of original
FCC, Zahoor | Cook Inc. 750 Daniels Way, | Trocar Needle and valid LA, FEC, [0 13485 and
~Elahi Road, | Bloomingten, 1IN USA | (Introducer! Access | FQA cenificates,
Gulgerg 1V, | 47404 Meedle)
Lahore
FAC: FDA U35 FOOD | Class-B
ELIL: QO0R7 &DRUG Shelf Life: 3 Years
1585-P Date of issue: September 18,
07-09-2020 2018 Code:
¥elid till: September 17, | 090020
2020 090021,
09002{-51
50. | Mifs Abbott Manufacturer: Vysis LSI BCR/ABL ES | Deferred for submission of
Labotatories Dual Color Translocation | stability studies and provision of the
{Pakistan) Lud, Abbott Molecular Inc, Probe Set shelf life.
Opposite Radio 1300 East Touhy Avenue C3L55-020
Pakistan Des
Transmission Plaines, IL 50018 T/5A =15 10 =250
Center,
Hyderabad Road, Shelf Life: Months
Landhi, Karachi | (embassy attested original
{EL1-00019} FSC Tssuance: 13.09. 2022,
Dwossier Number: | Germany) Class: C
B45 Rs.50,000/-
LOA jssuance date
Duossier 28.10.2022
Submisgion date:
20-Dec-222
51 | Hospital Supply | Infomed Fluids 5.¢.1, Blvd ACD-A Anticoagulant Deferred for submission of the
Corporation, Theodor Pallady, 50 032266 | Solution 500ml following documents:-
42 Darul Aman Sector 3-Bucharest Romania | Class : C,
Housing Society, | FSC: Romania (EU) Valid | Shelf Life: 24 Months, | » The fim has providsd copy of
Blogk 14 5, till: 26-05-2024 Sizes and Model as per FSC. Therefore, provide valid and
Karachi, Pakistan F&C, embassy attested FSC of country
Lic. No. (ELI- Date of submission :07- of origin and reference country,
00005 04-2022
* Provide Notarized LOA
# Expired I50 submitted therefore
provide valid and notarized 150
13485
» Provide CE certificate or clarify.
»  Provide stability study
52 | Hospital Supply | Domier Medtech GmbH, Darmier Delta II Pro Deferred for submission of the
Corporation, Argelsrieder Feld 7, 82234 | {(Extra-Corporeal Shock following documents: -
42 Darul Aman | Wessling, Germany Wave Lithotripter) with
Housing Society, | Copy of FSC Germany its Accessories. *  Two name of the manufactorer is
Block 7& 8, Tssued on: 21-03-2022 Class :C, given in the FSC Dornier
Karachi, Pakistan Shelf Life: N/A, Medtech GmbH and the other is
Lic. Mo. (ELI- Sizes and Model as per Domier Mediech systems GmbH
apnes) F&C, need clarification.
Date of Fee Submission : 50000/-
submission :19- ¢ All documents are photocopy,
072022

submit oripinal documents.
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The name in the FSC is Domier
Dwelta 111 Pro they have applied
with Domier Delta I1I Pro (Extra-
Corpores] Shock Wave
Lithotripter) with its Accessories
need clarification.

Submit embassy attested valid
FSC in the country of arigin
Submit Netarized and valid
LOA |, 150 13485 and CE
Certificate

53 [ Hospital Supply
Corporation,

42 Darul Aman
Houzing Society,
Block 74 8,
Karachi, Pekistan
Lic. No. (ELI-
Q0005)

Cate of
submission :19-
07-2022

Domier Medtech GmbH,
Arpelsrieder Feld 7, §2234
Wessling, Crermany

FSC Germany Izsued on:
21-03-2022

Cormier Aries 2 (Exira
Corporeal Shock Wave
Therapy) with its
Accessories.

Class (C,

Shelf Life: N/A,
Sizes and Model as per
F5C,

Fee Submission 5000/-

Deferrved for submission of the
following documents: -

Two name of the manufacturer is
given in the FSC Domier Medtech
CmbH and the other is Dormier
Medtech  systerns GmbH  need
clarification.

All documents are photocopy,
subimit original documents.

The name in the FSC is Dorpier
Aries 2 with cart and accessories
while  they have applied with
Dwornier Aries 2 (Exira Corporeal
Shock Wave Therapy) with its
Accessories  need  clarification.
Also revise Form7A and write
model.

Submit embassy attested wvalid
FEC in the couniry of origin

Submit Notarized and valid
Loa , IS0 13485 mnd CE
Certificate

54. | Hospital Supply
Corporation,

42 Drarul Aman
Housing Society,
Block 7& &,
Karachi, Pakistan
Lic. No. {ELI-
Q0035)

Date of

subimission |19-
07-2022

Dornier Medtech systems
GmbH, Arpelsrieder Feld
7, 82234 Wessling,
Germany

13 F5C Germany Issued on
21-03-2022

2) F3C USA Validity: 04-
04-2024

Darnier Compact Sigma
{Extra- Corporeal Shack
Wave Lithotripter} with
its Accessories.

Class :C, Shelf Life:
Nia,

Sizes and Model as per
ESC,

Fee Submission Date: 18-
o7-2022

Defepred for submission of the
following documents:-

+ All documents are photocopy,

submit original docurnents.,

The name in the FSC is different
than on Form 7A need to revise
Form T4

Submit embassy attested valid

F3C in the country of origin
Submit Notarized and valid
LOA , ISC 13485 and CE
Certificate

Deferred Letters of 62 Meeting of MDB (06-11-2023)
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55. ] Hospital Supply | Dornier Medtech GmbH, | Dornier Medilas H Deferred for submission of the
Corporation, Argelsrieder Feld 7, 82234 | Solve 35 with following documents:-
et2 Darul Aman | Wessling, Germany A¢cessorles and laser
Housing Society, | 13 FSC Germany Issued Fibers, » Two name of the manufacturer is
Block 74 &, on 21-03-2022 LASER FIBRER: given in the FSC Domier Medtech
Katachi, Pakistan Dornier SmartFlex GmbH and the other is Domier
Lic. No. (EL1- Rensable Laser Fibers: Medtech systems GmbH need
0045) 11270 micron Reusahle clarification.
Date of Laser Fiber K2053151
submission :02- ii)400 micron Reusable v All documents are  photocopy,
0%-2022 Laser Fiber K2013152 submit original documents.
iii)&00 micron Reusable
Laser Fiber K2013153 » The name in the FSC is Dormier
iv) 1000 micron Reusable Medilas H Solvo 35 while they
Laser Fiber K2013134 have applied with Dornier Medilas
¥}270 micron Reusable H Solvo 35 with Accessories and
Laser Fiber Slim laser Fibers.
K2013162
Dornier SingleFlex * LASER FIBER:
Single Use Laser Fibers Domier SmartFlex Reusable Laser
13270 micron Single Use Fibers need clarification and
Leser Fiber K2013063 Justification of Family/system
{i}400 micron Single Use under the MDR 201 7.
Laser Fiber K2013063
{3600 micron Single Use | * Also revise Form74 and write
Laser Fiber K2013064 model.
¥} 1000 micron Single
Use Laser Fiber + Submit embassy attested valid FSC
K2013065 in the country of origin
¥) 270 micton Single Use
Laser Fiber 5lim = Submit Notarized and vatid
K20313161 « LA , ISC 13485 and CE
vi) 400 micton Single Certificate
Use Laser Fiber 4.5 meter
K2313156
Dorpler GentleFlex
Single Use Ball Tip
Laser Flbers
270 micron Single Use
Ball Tip Laser Fiber
K2014290
{lass : C,
Shelf Life: W/A
Sizes and Model as per
FSC,
Fee Submission 50000/~
56. | Hakimsons TMT Tibbi Medical Malz Life Contrel Disposable Deferred for submission of the
House, A-38B San. Ve Tic, AS Mechanical following documents:-
SLTE Add: Faith Mah, 1188 Sek. | Ventilator
Manghopir Road, | Ng 14 PK Claimed shelf life: 05 ¢ The brand name of the product on
Kﬂl’?ﬂhl- 73700, 315414 Samic Class: & the ‘FSC is dlfferept thlan the
Fakistan, PP . applied; nesd clarification
ELI_00396 Gaziemirizmir/ Turkiys. revise form TA as per FSC
- FSC Country valid until as per Fat.

(22-10-2024)

= orrect the Model name

Deferred Letters of 62° Meeting of MDB (06-11-2023}
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150 Yalid wntil
05-02-2024
FQA Valid untili
EC Cerfificate
(12-12-2023)
LOA Valid until
(22-19-2024)
57, | Medisurg Legal Manufacturer and OptiSoft Ureteral Stents Deferred for submission of the
Innovatives mfg. site: following documents:-
Healthcare Class: C
1-6-N, Block-6, | Optimed medizingche if Life: » Justify the grouping of applied
PECHS, Main insrumente GmbH, Shelf Lite: product in multiple products and
Nursery Shahrah | Ferdinand-Porsche-Strasse | graprable stents: 2 years codes as per medical device Rules
g 11, 76275 Ettilingen 2017 or Revise Form-TA as per
faisal Karachi. Germany. All other 5 years grouping given in MDR 2017,
» Provide Stability studies.
(ELI-00242) Following Products are in | o Clarify the brand names as per FSC
OptiSoft ureteral stent
FSC: Germany family:
Isgued: 28-9-2020 = OptiSoft
endoprosthesis
= OptiSoft Ureteral
Stents Intra Operative
= OptiSoft MultiLength
Ureteral Stents
s OptiSoft Ureteral
Stents,  MultiLength
Steerabls
s OptiSoft Pediatric
Ureteral Stents
» DptiSoft Renal
Transplantation
Ureteral Stents
s OptiSoft Steerable
Ureteral Stents
" OptiSoft Ureteral
Stents, Standard
* Optisoft  Ext-Tumor
Ureteral Stents
" Optisoft  Ext-Tumer
Lreteral Stents,
Steerable
Codes & sizes: Asg per
FsC
Fee Detail: 50,000/~
Submitted on 29-06-2022 ™
538, | Medisurg Legal Manufacturer and OptiPur Ureteral Stents Deferred for submission of the
Innovatives mig. site: ' following documents: -
Healthcare Class: C
1-6-N, Block-5, Optimed medizinsche , .| * Justify the grouping of applied
PECHS, Main insrumente GmbH, " OptiPur endoprosthesis product in multiple products and

Deferred Letters of 62™ Meeting of MDB {06-11-2023)
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l Nursery Shahrah
e
way fRizal Karachi.

(EL1-00242)

Ferdinand-Porsche-Stragse
11, 76275 Enilingen
Germany.

FSC: Germany
Issued: 28-9-2020

» OptiPur Ureteral
Stents, MultiLength

s OptiPur Steerable
Ureteral Stents,
MuMltiLength

= OptiPur Steerable
Ureteral Stents

» OptiPur Ureteral
Stents, Standard

= OptiPor Urzteral
Stents,
Ureterorenoscopical

» Dptipur  Probing &
Placement  Llreteral
Stent

Steerable stents &

Probing & Placement

Urateral Stent: 3 years

All ather 5 vears

Codes & sizes: As per
FSC

Fee Detail: 50,000/-
Submitted op 29-06-2022

codes as per medical device Rules
2017 or Revise Form-TA as per
grouging given in MDR 2017,

= Provide Stability studies.

s Clarify the brand names as per FSC

55 | Medisurg
Innowvatives
Healthcare
1-§-N, Block-,
PECHS, Main
Mursery Shahrah

{ELI-00242}

-g-fatsal Karachi.

Legal Manufacturer and
mfg. site:

Optimed medizinsche
insrumente GmbH,
Ferdinand-Porsche-Sirasse
11, 76275 Enilingen
Germany.

F5C; Germany
Tssued: 28-9-2020

Opti-] Ursteral Stent

*  Opti-J Ureteral Stents,
MultiLength

*  Qpti-J Ureteral Stents,
Standard

Class: C
Shelf Life: 3 Years

Codes & sizes: As per
FSC

Fee Dretail: 50,000/
Submitted on 29-06-2022

Deferred for submission of the
following documents:-

s Justify the grouping of applied
product in owltiple products and
codes as per medice! device Rules
2017 or Revise Form-7A as per
grouping given in MDR 20317,

= Provide Stability studies.

#» Clarify the brand names as per FSC

a0, | Medisurg Legal Manufacturer and CarboSoft Ureteral Stent | Dieferred for submission of the
Innovatives mig. slte: {With DLC Coating) following:-
Healthcare
1-6-N, Block-5, Optimed medizinsche Class: C =  Provide complete Stability
PECHS, Main insrumente GmbH, ) studies.
Nursery Shahrah | Ferdinand-Porsche-Strasse | Shelf Life: 3 years s Clarify the brand names as per

{ELI-00242)

-e-faisal Karachi.

11, 76275 Ertilingen
Germany,

F5C: Germany
[ssued: 282020

Codes & sizes: As per
F&C

Fee Detail: 50,000/
Submitted on 29-06-2022

$lip No. 591547947

FSC.
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¢1. | Jawad Traders, Legal Manufacturer: Fent Deferred for the provision of
PS Tower City M/s Beijing Fert (Sterile I¥ Catheter) follewing:
Mall Godown Technology Co., Lid, Room
Road Near Govt. | 4196, Building L, Codes & Sizes: As per « FSC of reference country! CE mark
Commerce Shixingdong Jie, Badachu FsC certificate is not provided.
College High Seientific and Class-B
Peshawar, KPR, | Technologic Garden,, Shelf Life: 3 years v Stability data of 3years claimed
Pakistan Shijingshan District, Beijing shelf life is not provided.
ELI: Q532 China
Dossier# 3921- | Qriginal FSC: China v IS0 certificate scope is not covered
KF Valid till: 202401723 for the applied MD.
Submission date:
{}BI{ISQDE‘IB # There are two diffetent types of
Fee submitted: models applied in single application
25,000/ i.e., Y Model & Z Model,
Challan Mo.
§21441409 » Submit separate fee & form-7A for
Sterlle IV Catheter Z-Model.
62. | Jawad Traders, Legal Manufacturer: Fert Deferred for the provision of
PS8 Tower City M/s Beijing Fert (Sterile Safery 1V following:
Mall Godown Technology Co., Lid, Room | Catheter)
Road Near Govt, | 4196, Building 1, Codes & Sizes: Asper | * FSC of reference country/ CE
Commerce Shixingdong Je, Badachu | FSC mark certificate is not provided.
College High Scientific and Class-B e  Stability data of 3years claimed
Peshawar, KPK, | Technologic Garden,, Shelf Life: 3 years shelf life is not provided.
Pokistan Shifingshan District, Beijing
ELL: (532 China » IS0 certificate scope is not
Dwossiers 3923- covered for the applied MD.,
KP FSC: China .
Submission date: | Vatid ill: 2024/01/22 *  There are four different types of
08052023 mo-dFls _ al_:rphed in s!ngtg
Fee submitted: application i.e., ¥ Maodel Single
55 00 port, Y Meodel Dual port, Z
Ch,allan No. Mlﬂ-del Fn.?nl-likt.“.&, Z Model with
437730164356 wings & injection port,
s  Submit separate fee & form-74
for Sterile Safety IV Catheter ¥
Model Dual port, Z Model Pen-
like &, Z Model with wings &
injection port.
63. | Saad enterprises. | Legal Manufacturer: AVATOR PTFE Deferred for the provision of
shop _ BIOVIC 5dn.Bhd. 12A YASCULAR GRAFTS following:
no,03,Basement | Jalan PJU3/40, Sunway { Avator Ptfe vascular
Mubarak Plazs Damansara Technology grafts) »  Challan forin bearing the name of
Balahisar road, Fark,Petaling Jaya, 47810 Codes & Sizes: N/A Aortic, single stage venous,
Peshawar Malaysia. Class-C Aortic root, two stage venous
ELL(3O8]S Original FSC: Malaysia Sheilf Life: 5 years Cannula & left vent instead of the
. _ | Date of Issue: 30/10/2023 applied MD  {Avator Pife
gssmr# 3977 Expiry date: 24/10/2025 vascular grafts); provide challan
Bubmission date: as per applied product.
15/05/2023 N
Fee submitted: »  Embassy attested FSC i3 not
50, 000/- submitted.
Challan No.
19875604914
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&4, | Bajwa Sons, Legai Manufacturer; Blood transfusion set for | Deferred  for the provision of
Touse # 03, 15t Winner Medical (Hunan) | single use (Disposable following:
Tf&nd 2nd Floor, 13 | Co, Ltd, Address: No. B transfusion set)
Muslim street, industry AVE, Economic Codes & Sizes: As per o IS0 13485 cenificate is expirad,
Mayo Hospital development zone, Li FsC provide valid certificate.
Road, Lahore county, 415500 changde, Class-B
ELI; 00314 Hunan province, P.R, Shelf Life: 03 years s CE cedificaie//FSC of reference
China. country is not provided,
Submission dare: | FEC: Ching
21022022 Valid till: 2024/00:27 +  Siabiliry smdies of claimed shelf
life of 3years is not provided.
Fee submitted;
20,000/ *  Credentials of manofachorer is
Challan No. not duly notarized fram country
7272023977 of arigin; provide the original
Fee submitted: notarized copies,
3,000/~
Challan No.
932080436
&5 | Bejwa Sons, Legal Manufacturer: 1V [nfusion set Deferred for the provision of
House # 03, 1st Winner Medical (Hunan) | (Infusion set with needle | following:
and 2nd Floor, 13 | Co, Ltd, Address: No. 8 for single use) . . .
Muslim street, | industry AVE, Ecenomic | Codes & Sizes: As per = IS0 13485 certificate is expired,
Mayo Hospital | development zone, Li FSC provide valid certificate.
Roed, Lahore county, 415504 changde, Class-B :
ELL 00314 Hunan province, PR Shelf Life: 03 years * CE centificate/FSC of reference
Submission date: | China. country is not provided.
210272022 F5C: China = Stability studies of claimed shelf
Fee submitted: Valid dill: 2024/09/27 life of 3years is not provided.
%If;';:ll:l'gli'ﬂu . Cmdential? of manufacturer is not
2102877 ) duly notarized from country of
otiging provide the original
notarized copies.
&6, | Bajwa Sans, Legal Manufacturer: IV Cannula / Catheter Deferred for the provision of
House # 03, Ist Winner Medical ({Hunan) Codes & Sizes: As per following:
and 2nd Floor, 13 | Co, Ltd, Address: No. 8 F&C . . .
Muslim street, industry AVE, Economic Class-B * 150 13483 Fm'ﬁ?m Is expired,
Mayo Hosgpital development zone, Li Shelf Life: 03 years provide valid certificate.
Road, Lahore county, 415500 changde, .
ELI: (00314 Hunan prevince, P.R, * CE certificate//FSC of reference
Submission date: | China, eoundry is not provided.
2140272022 F&C: China
Fee submitted: | Valid till: 2024/09/27 * Stability studies of claimed shelf
Not provided life of 3years is not provided.
Challan No. Not
pru\ridedl s Credentials of mannfachirer is not

duly notarized from country of
origin; provide the original
notarized copies.

67. | AK Traders 123-

Legal Manufacturer.

Rejoin

Canal Bank Hrngzhou Rejoin Mastin Codes & Sizes: not following:

Housing Scheme, | Medical Co., Lud, Floors 15t | provided . ] e
Harbanspura, | and 2nd, 10IB No, 22 * LOA is expired upon submission|
Lahore. xiyan Road Yuhnag Class-C ¢, on 30-04-2023.

ELi: 1433 Economic & technological Shelf Life: notprovided |« No generic name is provided.

Deferred for the provision of
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Doszier# 398%-P

Development Zone, Linping

Submission date: | district, 311100 Hangzhou * Provide  Credemtials — of
06/07/2023 Zhejiang, People's Republic manufacturer  abroad duly
Fee submitted: of China noiarized from country of origin.
30,000/- ] ¢ Provide [S0 13485 centificate duly
Challan No. FSCI: C_hma notarized from country of origin.
472968130532 Walid till: 204/01/03

* Provide Stability studies for the
claimed shelf life.

» Incomplete information is
provided on form-7A. Kindly
submit revised form-TA with all
relevant & required information.

» Multiple orthopedic devices are
applied in single application.
Apply separate case for each MD.

68. { 5. Ejazuddin & Legal Manufacturer: BIOFHEN Deferred for the provision of
Co., P OBox HYPHEN BIOMED LMWH Conirol following:
5629, 7ia Plaza, 135 rue d'Eragny, Low CI
Altaf Hussain 0500 Neuville-sur-Oise, * Photocopies FRC is  submired.
Road, Karachi France Codes & Sizes: 224301 Provide Walid, Original & embassy
attested FEC of eountry of origin.
[EL1-00078] FSC: France Class-C
Dossier#d 780-TA * Provide notarized credentials of
Date:05-07-22 Issued on: 02/06/2021 Shelf Life: 36 Months at manufacturer, LOA, 150 13485
2-Fo¢ certificare & FQ)A certificate.
Submitted Fee:
30,000/-PKR = Provide vatid ISO 13485 certificate
g‘g;';;‘g;s » The subility studies for claimed
shelf life of 36 months are not
provided, provide the same.
&% | 5 Ejazuddin & Lagal Manufacturer: BIOPHEN Deferred for the provision of
Co., PO Box HYFHEN BIOMED DiXal fellowing:
5629, Zia Plaza, | 155 rue d'Eragny, » Photocopied FSC is submitted.
Altaf Hussain S5(H) Neuville-sur-Oise, Codes & Sizes: 221030 Provide Valid, Original &
Road, Karachi France embassy attested FSC of country
Class-C of origin.
(ELI-00675] FSC; France Pro i ized credentials of
. . vide notari credentials ¢
Dossicrid781-7A Shelf Life: 36 Months at manatacturer. LOA. 180 '] 1485
Date:05-07-22 Tssued on: 02/06/202 1 28 certificate & i=Q A m;rtiﬁcate.
Submitted Fee: » Provide valid IS0 134835
50,000/-FER certificate
Challan No.; » The stability studies for claimed
9127638365 shelf life of 36 months are not
prowided; provide the same.
7. | 8. Ejazuddin & | Legal Manufacturer; BIOPHEN Deferred for the provision ol
Co, P D Box HYFPHEN BIOMED Heparin Calibeator fellowing:-
5629, Zia Plaza, | 155 rue d'Eragny, » The name of product on fee chall
Aleaf Huszain 9500 Neuville-sur-Qise, Codes & Sizes: 222001 F&C and all other documents |
Road, Karachi France

Class-C

Biophen Heparin Calibrator whila
it's Biophen Heparin LRT on form-
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| [ELI-00678]

- Diossier#d T82-7A
Date:05-07-22

Submitted Fee:
50,000/-PKE

Challan No.:
64844026

FS5C: France

Issued on; 02/06/2021

Shelf Life: 30 Months
at 2-3 =

TA, Give proper justification,

» Phetocopied FSC s submitted,
Provide Valid, Original & embassy
attested FSC of couniry of erigin.

* Provide notarized credentials of
manofacrurer, LOA, T80 13485
certificate & FOA certificate.

= Provide yalid ISO 13485 certificate.

» The stability studies for claimed
shelf life of 30 months are not
provided; provide the same.

1. | 5. Ejazuddin & Legal Manufacturer: BIOPHEN Deferred for the provision of
Co., PO Box HYPHEN BIOMED LMWH Contrel following:
5629, Zia Flaza, 155 rue d'Eragny, 4
Altaf Hussain 9500 Neuville-sur-Cise, = Photocopied FSC is submited.
Road, Kamachi France Codes & Sizes: 2242031

[EL1-00078]

Dossier#4783-TA
Date:d5-07-22

Submitted Fea:
S0.000-PER

Challan No.:
1956491227

F5C: France

Issued on: 02/06/2021

Class-C

Shelf Life: 36 Months
at 2-8 =

Provide Valid, Original & embaszy
attested FSC of country of origin.

= Provide notarized credentials of
manufacturer, LOA, SO 13485
certificate & FQA certificate.

» Provide valid ISC 13485 certificate
» The stability studies for claimed

shelf lif: of 36 months are not
provided; provide the same.

72. | 8. Ejazuddin & Legal Manufacturer; BIOFPHEN Deferred for the provision of
Co., PO Box HYPHEN BIOMED Rivaroxaban Flasma following:
5629, ZiaPlaza, | 155 rue d'Eragny, Calibrator
Altaf Hussain 9500 Neuville-sur-Clise, + Photocopied FSC is submitted.
Road, Karachi France Codes & Sizes: Provide Valid, Original &
222701 embassy attested FSC of country
[ELI-00D78] FSC: France of origin,
. Class-C
g:f::;f;;?;zm Issued on: 02/06/2021 . » Provide notarized credentials of
Shelf Life: 36 Months manufacturer, LOA, 150 13485
Submitted Fee: ar -3 «¢ cerfificate & FQA certificate,
50,000/-PKER
s Provide valid [S0 13485
Challan No.: certificats
B3636347200

e The stability studies for claimed
shelf life of 36 months are not
provided; provide the same.

73. | 5. Ejrzuddin &
Co., PO Box
5629, Zin Plaza,
Almaf Hussain
Road, Karachi

(EL1-00078]

Dossier#4785-TA

Legal Manufacturer:
HYPHEMN BIOMED
155 rue d'Ergny.,

9500 Weuville-sur-Oise,
France

FSC: France

Issued on; 02/06/2021

BIOPHEN
Heparin
LRT

Codes & Sizes:
221011,221013, 221015

Class-C

Deferred  for
fallowing:

the provision of

» Photocopied FSC 15 submitted.
Brovide Valid, Original & smbass
ettested F5C of counry of origin.

=« Provide notarized credentials
manufactarer, LOA, ISC 1348
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Date:035-07-22 certificate & FOQA centificate,
Shelf Life: 18 Months . . )
Submitted Fee: at 2.8 oc » Provide valid 150 13485 certificate
50,000/-FKR. s The stability studies for ¢laimed
Challan No - shelf life of 36 months are not
| TERESTR74R pmvided; ]J'I'O'\"ldE the same.
74. | 8. Ejazuddin & Legal Manufacturer: Glucocard ¥, Deferred for the provision of
Co., PO Box Arkray industry west, Inc. following:-
5629, Zia Plaza, | main Avenve, corner 3" {Bleod Glucose Meiers)
Altaf Hussain street, Cavite Economic * Apply separate case with separate
Road, Karachi | Zone, Rosario, Cavite, 4106 | Codes & Sizes: fee for Glucocard 3 test strips
Philippines. Mot provideed {Blood Glucose test strips).As
[ELI-0007) Class-[ different manufacturing site on FSC
F8C: Philippines for Blood Glucose test strips from
Dossier#1059-C | Issued on: 27/04/2021 Shelf Life: 03 years Blood Glucese Meter.
Date:25-01-23 » Provide CE mark certificate/ FSC of
) teference country as product is from
Submitted Fee: non-referenscs country,
50,000/-PEE.
» LOA is expired (31-12-2022) upon
Challan No.: submission. Submit valid & duly
88736694153 notarized LOA.

¢ Provide notarized credentials of
manufacturer, SO 13485 certificate
& PQA certificate.

v Code justification 1% required as no

¢ode is mentioned on FSC of
country of origin.
75. | .M Impex office | Legal Manufacturer: Geotek Deferred for the provision of
No. B-309,35R0 Geotek Medikal Ve Saglik | (Breast Localization following:-
Floor, New chaili | Hiz. Tie. San Ltd Sti. Needle)
trade centre, Address: Ivedik OSB Agac | Codes & Sizes: v Provide clarification of medical
Shehrah-e- Metal Sitesi 1436 Sk No. Sizes: device class as On form-7FA class D
Liaquat, Karachi. | 12, Yenimahalle Ankara, 206X 10cm, is mentioned while its class 1IA on
(ELI-00473) Turkey 20GX!12cm, LOC.
Dossier# 1 107- 20GX 1 5cne,
cfTA FRC: Turkey 20GX5cm, » Provide valid ISC 13485 certificate
Diary# 35479 20GKTem
Date:07-12-22 Issued on: 04/12/2020 » Provide  desiom  examination
Codes: certificate if MD class is [
Submitted Fea: GBLZ010, GBL2O12, '
50,000/-PKR, GELZ015,
GRL2005,
Chalian No.: GBL2007,
7242163017 Class-D
Shelf Life: G5 years
1. | Uniprem Legal Manufacturer: YIRUSOLYE+ EDS Deferred for the provision of
Healtheare L- Amity international address: following:
151, 2N flpar, Libra house, west street |, (Didecyldimethyl . . i
Sehba Akhter Worsbrough Dale, Barnsley, | ammonium chloride) * LD&_ 15 EXFM on _3 1/12/2022.
Road, block 13- 570 5PG, UK Provide Yalid & Criginat LOA,
D Gulshan-e-‘ Codes & Sizes: * CE mark certificate is expired on
Iqbal Karachi, FSC: MHRA, UK J35A, J35AA, J35B, 14 /0¥e2023.
(ELI-(0286) Valid Till: 14-06-2024 J35C, J35D, J35E, J3SF,
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iossier# 125-¢

“Date:17-10-22

Submitted Fee:

I350.
Class-C

Shelf Life: 03 years

* All Photocopied documents are
provided.

s Provide notarized credentials of
manufacturer, LOA, [50O 13485

50.000/-FKR certificate & FOQA centificate.

Challan No.: + Provide Valid, Original &

Q4649183 embassy attested F5C of country
of origin.

» The stability studies for claimed
shelf life of 03years are not
provided; provide the same.

77. | Spero Legal Manufacturer; Wesley Hemodialysis Deferred for the provision of
Enterprises, Machine following:
Dffice Mo, 301, | Chengdu Wesley Bioscience
3rd Floor, Trade | Technology Co., Ltd. Codes & Sizes: s Form-7A {s not signed & stamped.
Arcade. Plot No. | No. 3F. Block B-6, Tianfu
23/F,Muhammad | life Science Park, No. 88 W-T2008-B » Grouping of medical devices on
Ali Society South Keyuan Road, High- | W-T6&0035 Form-7A is not provided.
Karachi Tech Zone, Chengdu, China
(ELI-00600) £SC: Chi Class-C = FSC {China} is expired on 13-06-
] : China 2022, Provide Yalid Oviginal FSC
Dossier#4403-7A R . s e A
Date: 18-01-32 Valid Till; 13-6-2022 Shelf Life/ Secvice life: uf';uuntry ofong]_n_
08 years
Submitted Fee: » The stability studies for claimed
50,000/-PER Shelf Life/ service life of (8years
Challan Net.- ate not provided.
826181121
78. | Wational Legal Manufacturer: Primadeo2 Deferred for the provision of
Enterprises, M/S Nakanishi Inc., following:
409, 4th Floor, | 700 Shimohinata, Kanuma- | (Total Surgical System)
Al-Sehat Centre | shi, + Photocopied FSC of country of
Annexe Beagent | Tochigi, 322-8666, Japan Codes & Sizes: As per origin {Japan] is submitted, Provide
Plaza, Sharah-e- FSC Valid, Original & embassy attested
Faisal Karachi FSC: Japan FSC of country of origin,
{EL1-00043) Class-C
_ Issued on: 24/03/2021 * Provide valid ISO certificate
Diogsier#  662c- Shelf Life: 05 vears
FHA * Stability studies of claimed shelf
Date:10-01-23 life of 05 years are not provided;
Sutwmitted Fee: provide the same.
30.000/-PER .
* Credentials of manufacturer, CE
Challan Ne.: mark certificate are not  duly
19008571657 notarized from country of origin;
provide the notarized copies..
79, | National Legal Manufactarer: Primado2 Deferred for the provision of
Enterprises, M/S Nakanishi Ing,, following:
409, 4th Fleer, | 700 Shimohinata, Kanuma- | (Total Surgical System .
AkSehar Centre | shi, Tochigi, 322-8666, | cutting Accessories sterile | zg‘g’fm"“‘"}?:pﬁc i“:f ‘:llg‘rgiﬁt'm“df
Annexe Reagent | Japan drills, sterile Burs, Saw . . . )
Plaza, Sharah-e- biades, Resps & files) Pm];”de Vn};i, Fsgng;nal &
Faisal Karachi | FSC: Japan P attes of country
(ELI-00043) Codes & Sizes: As per | O OUEM

Issued on: 24/03/2021

F8C
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Dossier# | 238¢- s Provide valid ISO certificate
TA Class-C
Date:28-02-23 s Stability studies of claimed shelf
Shelf Life: 05 years life of 05 years are not provided,
g’:%?&??g“r o Credentials of manufacnirer, CE
' mark certificate are not duly
) notarized from country of origin;
E;:;;m:;? provide notarized copies.
v lass of medical device on form-
74 15 © while on DOC is B,
Tustify the MD class of applied
produect.
s Apply  separate  registration
application  for  for  sterle
Burs/deills, SAW BElades,
Rasps/files.
0. | National Legal Manunfacturer: Primade Air Deferred for the provision of
Enterprises, M/S Wakanishi Inc., following
409, 4th Floor, | 700 Shimohinata, Kanoma- | {Primado Air System & .
Al-Behat Centre | shi, Its A=sessors) . FSC‘&"T the applied product {s not
Annexe Reagent | Tochigi, 322-8666, Japan provided.
]1::::; Km-e- FSC: Japan ggges & Sizes: As per |, ISO certificate is expired on 26-
(ELI-00043) - Jap ﬂ4-1:l]23. Provide walid IS0
Dossier#1236c- | Issued on: 24/03/2021 Class-C certificate
1A +  Stability studies of claimed shelf
Date:28-02-23 Shelf Life: 05 years life of 05 years are not provided.
?;mt;e:g“ «  Credentials of manufacturer, CE
il mark certificate are not duly
Challan No.: notarized from country of origin;
3075952370 provide notarized copies.
» D0 is not provided.
8l. | Oasis  medical | Legal Manufacturer: UTAS Deferred for the provision of
systems address: | UTAS Technolopies 5.R.Q. | Lung Ventilators following :
bungalow No. A - | Address; 1, Stavitelska st, | (IIVENTS-5)
86, Block <, | Bratislava, 83104, Slovika «  Challan fee of 30,000/- tupess is
Gulshan-e-Jamal, Codes & Sizes: not submited.
Karachi, 75360, FSC: Slovak Republic UVENTS-A-5
Pakistan. Issued: 26-04-2021 LUVENTS-M-5 =[50 certificate expired onl3-12-
(ELI-00495) UVENTS-T-§ 2021. Provide valid IS0
Dossier#f 1447-¢ certificate,
Date:d-04-23 Class-C
?;'E'&t;"‘" Fee: Shelf Life/ Service life:
;000/-PER {05 years
(Mot attached in
dossier}
Challan MNo.:
63539042579 ]
g2, | Ophtabalmo-Tec, | Legal Manufacturer: MIRADD Deferred for the provision of
Shahraly-e- Ophtahalmic Salution ing. Hydrophobic serylic fallowing:
Liagaut Haji | 820 Comridor Park Blvd, | foldable intra ccular lens Z
Fagal Ellahi | Knoxville, TN 37932, USA « No original documents are
Building  Opp. provided,
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Women Coflegs
Karachi

FSC: Not provided

Codes & Sizes: FSC: Mot
provided

FSC for applied medical device

i (EL1-003107 is not provided: provide valid
Dossiers4892-74 Class-C original notarized copy.
Date:{}7-07-22

Shelf Life: 05 years s Specify MD grouping applicable
Submitted Fes: to the medical device on form-TA
50,000~FPKR
*  Stability studies are not provided
Challan No.: for claimed shelf life; provide the
D6177471743 same.

83, | 3M surgicals Legal manufacturer: LUNAR Deferred for the provision of

plot 5,51-172, Feng medicat Co,Ltd D3 no. following:
Sarwar road 6 dongsheng west road, | (disposibale endoscopic .
rawalpindi jiangyin national high-tech | lnear cutter staplers & ¢ E(T;Eﬂﬂi:egf 50,000/ rupces is
ELI-09122 zone 214437 jiangsu, china | reloads) )
Dosgsier# FSC. china = F3C (china) is expired. Provide
1681¢/7A valid till. 16-8-23 Class-C original & valid FSC of country
Submission date: of origin.
Iz:dmmﬂz.?' i Shelf Life: 3years * CE certificate is expired on 14+
s¢ submitted: 022023, Provide original &
not provided. ~eled. TVide orgm
Challan No. ot valn_i notarized copy of CE
provided, certificate,

B4 | Hashir Surgical | Legal Manufacturer: BIOSAFE Deferred for the provision of
Services, {(Infusion Set Y-Part) following:

L. Office No. 05, | Mfs  Shandong  Yixing

2nd Floor, Syed's | Medical Co., Lid, | Codes & Sizes: As per ¢«  FSC of relevant product is not
Tower, Government  Headquarters | F&C provided; provide valid original
University Read, | Pangjla Town, Boxing { Class-B notarized copuy.

Peshawar. Country, Shanding 256500 | Shelf Life: 5 years

2. Godown # | China « CE MARK certificate of relevant
Alaudin & Sons product is not previded; provide
Near  overhead | FEC: China valid original notarized capy.
bridge Main, GT | Valid till: 02/01/2025

Road, Peshawar,

3. Gowdown # G-

2, Azam Tower

Charsadda Road

Mear budni

Bridge Peshawar

ELI: 00075

Dossiertd(89-kp

Drate: 1 6-08-23

Submitted Fee:

25,000¢-PKR,

Challan No..:

85. | Add Life Pharma, | Legal Manufacturer: DM-A Deferred for the provision of

22146, Khadam {Enhanced external following:

Hussain  Road, | M's Omay (Guangzhou) | counterpulsation EECP

Tarigabad, Med Technologies Co., Lid. | machine} s LOA is not provided.

Rawalpindi. Room Mg, 501 & 301,No )
ELI {1102 600-1 {manshan, 2od Road | Codes & Sizes: » Motarized credentials are not i -
Dossier#d227-p | Fenghaung  Street, Tianhe | OM-A submirted.

Date!19-10-22 Dist. Guangzhou, China
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Submitted Fee: Class-C «  Stability smdies are not provided
50,000/-PKR. Original FEC: China Shelf Life: 10 years for claimed shelf life of 10 years.
Challan No.: Valid till: 3141272023
04 167799908
gs. | Kaumedex, E- Leral Manufaciurer: JR Medic Deferred for the provision of
14472, New super | Mfs JR. Engineering and | (Latex Powder Free following:
Town Link-2, Medical Technologies (M} | Surgical gloves)
Defense Road, SDN BHD, LOTNO8& 10, | myaee i s  Credentials of manufacturer
Lzhore Jalan Zorzh 3 & Lot 1&3, abroad.
Jalan Zurah 3a/l, Pusat | Shelflife: 5 years
ELIL: o0152 Perindustrian 2, 4‘!-2["]1 Sizes: - FSC of anr reference country or
3576-P Rasa, Selangor, Malaysia. 6.0,6.5, 70,75, 80,85, CE marked decumsent issued by
12-06-2022 9.0 {only mentioned on Conformity assessment  body
FSC: MALAYSIA. Form-TA, the sizes are (CAB) active I NANDA
Valid till; 28/403/2024 2 Database Notified bodies
not mentioned on FSC, -
only names are given}
57 | Mis Tameer | Lepal Manufacturer: Romed Latex Surgical | Deferred for the provision of
[nternational 112 | Romed  located at  Van | Glowves following:
Aziz  Shaheed | Qostveen  Medical BV | (Surgical Glove) : .
Road  Sialkot | Herenweg 260 3648 CH » Validand original LOA.
Canitt Sialkot Wilnis Holland Class-B +  Product details.
o  Stability smedies for the claimed
ELI: (639 FSC: Netherlands Shelf Life: 5 vears shelf life.
2228-P Walid till: 11.03.2024 . ,
26002001 . Manrufactunng and QC tesiing
details.
»  Essential Principle checkkist,
* Labels of applied sizes, approved
in the country of origin.
* There is ambiguity as the
Manufacturer name on Form-7A
15 Romed located at Van
Costyeen Medical BV
Herenweg 269 3648 CH Wilnis
Holland whereas on the Legal
documents it is Van Oostveen
Medical B.V Herenweg 269 3648
CH Wilmis Holland, clarification
is required.
88, | Mfs Tameer : Romed Latex | Deferred for the provision of
Internaticnal 112 | Romed located at Van | Examination Gloves following:
Aziz  Shaheed | Costveen  Medical BV | {(Examination Glove) Vali -
Road  Sialkot | Herenweg 269 3648 CH *  Validand original LOA,
Cantt Sialket Wilnis Hollznd Class-A +  Product derails.
+  Stability stodies for the claimed
ELT: 00639 FSC: Netherlands Shelf Life: 4 years chert i, s for fhe elaime
2220.p Valid till: 11.03.2024
2602202 | + Manufacturing and QUC testing

details.
Essential Principle checklist.

Labels of applied sizes, approv
in the counry of origin.

There is ambipuity az  the
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Manufacturer name on Form-7A
is Romed located at Van
Oostveen Medical Bv
Herenwep 269 31648 CH Wilis
Holland whereas on the Legal
documents it is Van Qostveesn
Medical B.V Hereoweg 269 3643
CH Wilnis Holland, clarification
is required.

80, | Mis Tameer i Romed Foley Balloon | Deferred for the provision of
International 112 | Romed locaied at  Van | Catheters following:
Aziz  Shaheed | Oostveen Medical B.Y | (Foley Balloon Catheters) ; -
Road  Sialkot | Herenweg 269 3648 CH * Valid and original LOA.
Cantt Sialkot Wilnis Helland {"lags-B s Product details.
ELI: 00639 FSC; Netherlands Shelf Life: § years > Stability studies for the claimed
2230-P Valid 4ll: 11.03.2024 shelf life.
26-02-2021 s Manufaching and QC testing
details,
» Essential Principle checklist.
» Labels of applied sizes, approved
in the country of origin.
« There is ambiguity as the
Manufacturer name on Form-7A is
Romed logated at Wan Chostyveen
Medical B.Y Herenweg 269 3648
CH Wilnis Holland whereas on the
Legal documenis it is Van
Oostvesn Medical B.Y Herenweg
269 3643 CH Wilnis Holland,
clarification is required.
a0, | Mfs Tameer | Legal Magyfacturer: Romed Endotracheat | Deferred for the provision of
[nternational 112 | Romed lecated at  Wan | Tubes following:
Aziz  Shaheed | Oostveen  Medical B.V | (Endotracheal Tubes} Vali -
Road  Sialkot | Herenweg 269 3648 CH *  Valid and original LOA.
Cantt Stalkot Wilnis Holland Class-B *  Product details.
ELL: 00639 FSC: Netherlands Shelf Life: 5 vears *  Stability studies for the clafmed
2231-P Valid fill: 11.03.2024 shelf life.
26-032-2021 .

Manufacturing and QC testing
details.

Essential Principle checklist.

Lahels of applied sizes, approved
in the country of origin.

There is ambiguity as the
Manufacturer name on Form-TA
is Romed located at Van
Oostveen Medical BY¥
Herenweg 269 3648 CH Wilnis
Helland whereas on the Legal
documents it is Van Oostveen
Medical B.V Herenweg 269 3648
CH Wilnis Holland, clarification
is required.
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oL | W5 Tameer ; Romed Intravenous | Deferred for the provision of
International 112 | Romed located at Van | Catheter with Injection | fellowing:
Aziz  Shaheed | Oostveen  Medical BV | Port » Valid and original LOA
Road Sialkot | Herenweg 269 3648 CH | (Intravenons Catheter) . ’
Cantt Sialkot Wilnis Holland » Product details.
» Stability studies for the claimed
ELI: (0639 F5C: Netherlands Class-B ghelf life,
2232-p WValid till: 11.03.2024 s Manufacturing and QC testing
26-02-2021 Shelf Life: 5 years details.
v Essential Principle checklist.
v Labels of applied sizes, approved in
the country of erigin.
# There is ambiguity as the
Manufacturer name on Form-7A is
Fomed located at Van Qostveen
Medical BV Herenweg 269 1548
CH Wilnis Helland whereas on the
Lepgal documents it iz ¥Wan Qosiveen
Medical B.Y Herenwep 269 3648
CH Wilnis Holland, clarification is
required.
5z | Promed Lepal Manufacturer: PTCA KIT Deferred for the provision of
Intermational CB- | Shenzhen Antmed Co. Ltd, | (Inflaticn Device+ following:
6349-"'&, Ammar 18 JlIll'II.Il ﬁ:fe,, Pi]'lgSh.ﬂl'l Hemo?tasis :'v’alve] s Valid and oripinal LOA, FSC, 150
Pak Plaza Thelum | Wew DISH'ICT., 518122 | (Inflation Kit) 13485 and F'l%ﬁ ceHificate.
Road, Shenzhen China.
Rawalpindi, Manufacturing Site; Class-B o Stebility studies for the ¢laimed
Pakistan Shenzhen Antmed Co. Ltd, shelf he.
45 Keji  Ave, Yuguan | Shelf Life: 3 Years s Manufacturing and QC testing
ELI: 00044 Industrial Park, Fenggang, details.
2692-P 523696 Dmgg‘uaﬂ, Chinﬂ. Cndﬁs & Sims: As per s Fzsential pl‘im:iplb checklist of the
06-09-2021 FSC applied product.
FSC: China S .
valid Till: 08.05.2022 « The firm applied in kit form
whereas the F3C provided are
separate for both inflation device
and hemostasis valve, clarification
15 required whether the device will
be imported in a lit form or
otherwise. Also provide the duly
attested F5C of reference country.
93, | Total Lezat Manufacturer: MELAG Deferred for the provision of
Technologies MELAG  Medizintechnik | (Disinfectant for | following:
Pt Ltd.g%6 - J- Gl'lg, Geneststr, 6-10, 10329 | Instruments) » The apphad models of the SllbjﬁCT.
2, M.A. Johar | Berlin, Germany device are not mentiened in LOA
Town,  Lahore, Class-C and FSC, clarify.
Pakistan o Shelf life and Stability studies
FSC: Germany Shelf Life: Mot provided . .
ELI-00129 Date of Issue: 05/04/2023 ¢ Teshnical documentation s
A277.P Madels: provided for another device not the
28-10-2023 MELAdes 800 subjegr device. Provide Fhe
MEL Ades &01 technical data of the applied
produgt, 7
» Labels of applied product
approved in the country of origin.
» Difference between the  1wo
medels.
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o4 | Glo-Med f; Optilome Uretheral Drug | Deferred for the provision of
Technelogies, Urotronic, [ng, 2495 Xenium | Coated Balloon catheter following:

“A-2172B-1, KDA | Lane N {Urethera] Drug Coated »
Scheme | (Ext) | Minneapclis, MM 55441 Balioon Catheter) * FSC of US FDA missing the
National Stadium | USA device list. The firm has provided
Foad Karachi. Clasz-D document of ARTG certificate

FSC: USA mentioning the subject device
(ELI-00712) Valid Till: 14-12-2023 Shelf life: 12 Months baving ARTG identifier no,
4486 385332 but the document iz copy
02-06-2022 Cades are not provided. and without attestation.
per FSC
45 | Hospital Supply | Haemonetics 5.A., Signy TEG 68 Deferred for submission of the
Cotporation, Centre, Rue des flecheres Thrombelastograph following documents:-
42 Darul Aman 6.1274 Signy-Centre, Hemostasis Analyzer
Houging Society, | Switzerland System with Accessories | s  Justify the grouping of applied
Block 7& B, Reagents/Cartridges: and Disposables ltem product in multiple systems and
Karachi, Pakistan { Hasmonetics Corporation codes as per medical device
Lie. No. {ELI- Building 18, Avenue C, Rules 2017 or Revise Form-TA
DOMISY Laetsdale PA 15056 USA, Codes: 07-690, 07-601, as per grouping given in MDR
Date of [nstroments: 07-614, 07615, O7-650, 2017
submission :07- | Leica Biosystems O7-651, 07662 . .
04-2022 Melboume Pty Ltd 405 | Class: C ShelfLife; 24 | * Submit Embassy atesied valid
Blackburn Koad, Mt Manths, FEC in the country of origin.
Waverley Victoria 3149 Sizes and Model as per s Provide wvalid LOA and IS0
Australia FSC, 13485 along with Stability
FSC: not provided swudies.
96, | Haspital Supply | Haemonetics Corporation, TEG 5000 Deferved for submission of the
Cormpaotation, 400 Wood Road, Braintree, | Thrombelastograph following documents:-
42 Darul Aman Massachusetts, MA 02184, | Hemostasis Analyzer ] . .
Housing Society, | USA. Systern with ﬁcczssuries * Jus[l;f‘y T.l_1¢ grouping of applied
Block 74 8, and Disposables Trem product in multiple systems and
Karachi, Pakistan | Reagents: codes as per rpedlcal device Rules
Lic. Ne. (ELI- Haemonetics Corporation 2017 o Re ws¢1 Fﬁﬁ';,nﬂﬁ [E'u;-'S e
00005) Ruilding 18, Avenue C, Code: ETOHpIng given in :
Leetsdale PA 15056 USA. 07033, 07-004 (6300), » Provide Valid and notarized Letter

[nstruments;
Sparton Medical Systems,
22740 Lunn Road,
Stongsville, Chio 44149,
UsA

Copy of
FSC: USA  Valid dll: 20-
08-2020

07-006 {6212), 07-007
{80C1), 07-008 {8002),
07-012 (7003), 07-014,
07-015, 07-016, 07-032,
07-034, 07-047, 07-052
(6211)

Class ; C,

Shelf Life: 48 Months,
Sizes and Model as per
FSC,

Date of submission :07-
04-2022

of Authorization covering all the
Applied system/ products. The
firm has provided notarized
Notarized LOA which is expired
march 2022 and issued for
Directorate  general  defense
purchase. Therefore, provide
notarized and  wvalid letter of
Authorization

The firm has provided expired

copy of embassy arested FSC of

USFDA which does not cover all

codes &nd sysiem applied.

therefore, provide  embassy

attested valid FSC of all codes and

brands applied of the reference™
country.

Provide Complete stability studi
of all the system and codes
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»  Provide valid [S0 13435 of all the
manufacturing sites.

* Provide the Brochure and labels of
the applied products codes
covering all the system/ codes.

» The provided FOQA and [0 §3485
have expired thersfore provide

valid 150 134835 and FQA.

97 | Hospital Supply | Haemonetics Corporalion, Cell Savet Elite and its Deferred for submission of the
Corporation, 400 Wood Road, Braintree, | Dispasables following documents:-
42 Darul Amen Massachusetts, MA 02184,
Housing Society, | USA. » Justify the grouping of applied
Block 7& 8, Haemonetics Mexico product in multiple systems and
Karachi, Pakistan | Manofacturing 8. de R.L, de | Class: C, codes as per medical device Rules
Lic. No. (ELI- C.¥ Calle Colinas Mo. 2017 or Revise Form-TA as per
00905) 11731 Secc. Colinas Parque | [TEM CODE  :8HELF grouping given in MDR 2017,

Indusirial el Florido 22244 LIFE

Tijuana B.C Mexico. CSE-E-IE N/A » Provide Valid and notarized Letter

Sanmina- SC1 Systems CSE-P-125 :3I1¥YEARS of Authorization covering zll the

(Malaysia) Sdn. Bhd 262 CSE-P-225 :3 YEARS Applied system/ products. The

Lorong Perusahasn Maju 9, | 0020500 .5 YEARS firm has provided notarized LOA

Bukit Tengah Industrial 0020800 53 YEARS which iz expired December 2022

Park, Perai Peneng 13600, HAR-A-1000 3 YEARS and issued for Directorate general

Malaysia. CSE-EA-1000 :N/A defenge purchage,

Kawasumi Laboratories Sizes and Model as per

{Thailand) Co, Ltd. Nava F&C, » The firm has provided embassy

Nakom Industrial Daate of submission :07- attested FSC of Malaysia and

Promotion Zone, 55/26 MU | 04-2022 USFD'A which does rot cover all

13, Phahon Yothin Road, cedes and  system  applied.

EM-46, Tambon Khlong therefore,  provide  embassy

Nueng, Amphoe Khlong attested valid FSC of all codes and

Luang, Changwat Pathum brands applied of the reference

Thani 12120, Thailand country.

+ Provide Complete stability studies

Embassy attested FSC, of all the system and codes

Malaysta Valid: 03-07-2024

i) Embasssy attegted UUSA + Provide valid 150 13485 of zll the

Valid: 02-12-2021 manufacouring sites.

Copy of USFDA Valid: 09-

10-2021 * Provide the Brochure and labels of
the applied products codes
covering all the system/ codes,

g8 | Allmed Nucletron B.V. Subsidiary Deferred for submission of the
Solutions, of Elekta AB. following documents:-
A-2173, KDA Address: Waardgelder 1, FLEXITRON COBALT- : : .
Scheme Ne.] | 3905 TH, Veenendaal, The | 60 SYSTEM ¢ Justify the grouping of applied
(ext) Stadium Metherlands. product in mult||_::le Systems and
Road, Karachi codes as per Ilnedu:al device Rules

2017 or Revise Forn-7A as per

(ELI-00029) | Copy of FSC: Netherlands, | Class C grouping given in MDR 2017.
Submission date | Valid Till: 26-05-2024 + Provi i i r ]
16062050 Shelf Life: N/A Provide Valid and notarized Letter

of Authorization covering all the
Applied system products.

* Provide embassy attested origmai
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and wvalid FSC. The firm provided
original F5C but not covering all

codes and products,
+ Provide Stability smdies,
= Provide notarized ISO 13425 and
EC certificate
o9 | Allmed Elekta Lid. ELEKTA CLARITY Deferred for schmission of the
Solutions, Address: 2050 Bleury # SYSTEM following documents: -
o S it gt 0N
(ext) Stad iu.m ' ) submitted  therefors submit
Road, Karachi Embassy attested FSC: notarized and valid LOA.
Canada issved 12 November | Class C » Revise Form 7A a per FSC brand
(ELI-00029) 2018 name

Expiry not written , Shelf Life: NfA
Submission date Fee 50000/- * The code((C5-2/60)* ) and name
20-06-2021 given below is not present in the
F5C.
Clarity TPUS Autoscan Probe
Position Kit* [For use with the
TPUS Autoscan Probe] 9100-00042
Clarity Software?310-00042
Therefore, submit embassy attesied
FSC for the Codes not present in the
submitted FSC or Revise Form7A.
100, Ophthalmo-tec, | M/s Micromed Guglielmo Micro Gas C3FB 50 ML | Deffered to apply with reguired
shahrah-e-lisgquat | Oberdan, 2100012 Fonte Micro Gas SF6 Gas 50ml | documents as per Form-TA, i.e F5C
haji fazal eltahi Nuova (ROME-Italy) of counmy eof origin, LOA fiom
building opp Class C principal manyfacteurer, CE
E:rn;mml]ege, Shelf life: 05 Years certificate, ISO 13485,
(EL1-00310) Fee: 50,000/
734-C
101, Mis Royal | Legal Manufacturer: BICAKCILAR Deffered with final oppormunity to
Medical, Office | Bicakcilar Tibbi Cihazlar | Extracorporzal tubing set | provide required documents i.e
Ne. 26th 3rd { Sayani wve. Tic A.S. | Shelf Life: 5 years
Floor United | Osmangazi Mah. Gazi Cad. | Class: B =  Valid CE certificate
Trader  Center | No. 21 Esenyurt 34522, | Models & Codes: . ‘
Plot No. 35, Block | Istambul, Turkey, 300 3947 1 »  Full Qﬂ certificats’ Production
&,  Gulshan-e- | FSC: Turkey 300 8973 1 QA certificate
igbal, Karachi. Diete of Issuange: 20-0%- | 300 979 | i ;
(ELI-00691) 2022 300 8980 | * g;'ff';'ﬁiﬂty Declaration  of
Deficiency FSC valid till; 3009276 1
Submission date: | 19-05-2025 0092771
03/11/2022 300 9280 1
300 9293 1
300 9291 1
300 9292 1
3009293 1
300 9294 1
*As per FSC ™~
Fe challan No,
8244652419 23
(Rs.25,000/.)

Deferred Letters of 62™ Meeting of MDB (06-11-2023)

Page 33 of 41

3




102 Mfs Royal | Legal Manufactarer: BEX-Cardioplegla Set Deffered with final oppertunity to
Medical, Office | Bicakeitar Tibbi Cibazlar | Cardioplegia set provide required dosuments L.e
No. 26th 3rd | Sayani  ve. Tic A.S. | Shelf Life: 5 years
Floor United | Osmangazi Mah. Gazi | Class: B »  Valid CE centificate
Trader  Center | Cad. No, 21 Esenyurt | Models & Codes:

Plot No. 5, Block | 34522, Istambul, Turkey. | 3259234 1 s Full QA cerificate! Production
6, Gulshan-e- | FSC: Turkey 32592221 QA certificate
igbal, Karachi. Date of Issuance: 20-05- | 32592321
(ELI-006913 2022 32592331 s  Original Declamtion  of
Deficiency FSC walid till: 32592301 Conformity
Submission date: | 19-05-2025 32592311
03112022 *As per FSC
Fee challan No.
32487500676
(R=.25,000/)

103, s, Nocr | Legal Manufacturer: Mfz | HITEC CARE Defferred with final opportmity to
international, 29- | Hitec Medical Co., Lid, | Tracheobronchial Tube. provide  required  documents  for
Dy Bleck 6, | No.703, Hengnan RD 1228, | Class-B. registration of medical device because
PECHS, Minhang District 201114, | claimed sheif life: 05- the address of the manufacturer on
Karachi. Shanghai, China. FSC China | vears. IS0 134385 and CE centificate do not
ELI-00061. Valid Till (14-10-20213 Codes & Sizes as per match, as the firm has submitted

F5C. copies of documents with new
address.

104.| b5 Royal Legal Manufacturer: UNTKA+++ Dieffered with final oppornunity to
Enterprise S8HS Guengdong Yuehta Compressor Nebulizer. | provide:-

Karimji Building | Medical Instrument Factory .
Opp HBL North | Co. Ltd. Class: B. +  ValidFSC
Wapier Read Fonsheng Science & Shelf life: N/A, s CF certificate
Karachi. Technology Zone, Daxue , s IS0 13485
(ELI-00062) Road, Shantou City, Codes & Sizesasper FSC | = O life data
Guangdong China. CN-100, CN-200, ON-
FSC China Valid till: 11- | 200, CN-400, CN-500,
12-22 CH-600,

105.| Sure Bio- Legal Manufacturer & ORTHO-CLINICAL Deffered with final opportunity to
Diagnostics & mig. site: Ottho- Legal Diagnostics, Inc. provide clarification as preducts are
Pharmaceuticals, | Manufacturer & mifg, site: not frotn same class.

EE-10, Defense | Clinical Diagnestics, Inc. | C1ass-D

View Phase-II, Fel;indre Meadaows, Shelf life:0%- months.

Near Iqra Pencoed, Bridgend, CF35 1. ABD Confirmation

University SPZ, United Kingdom FSC: {100 Pack) 2. ABD

Shaheed-e-Millat | UK Valid Till: Confinmation RUMI {100

Express Way, DR-07-2023, Pack) 3. BioVue

Karachi (ELI- A/B/A+B/IVCDE/CTL

00084) (400 Pack) 4. BioVue
AB/DVCTL/REV DIL

(100 Pack) Class D 5.
Bio¥ue
C/ESMC/SMERSCTL
(404 Pack) 6. BioYue
C/ESMC/SSMER/CTL
(100 Pack) 7. BioYue
Reverse Diluent

{404 Pack} Class C &.
BioVue 5YS ABODD
GRP Cassette (100 Pack)

.
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class C 9, BioVue SYS

Newborn Cassette (104
bl Pack)
106.| A5 Enterprises, | Legal Manufacturer: Orient Gene HCV Rapid | Deferred for final opportunity for the
03- Mozang Test Kit provision of following;
Lahore, Pakistan. | A Zhejiang Orient Gene
ELL: 00199 Biotech Co., Ltd, 3787 &, | (HCV Ab Rapid Test » Firm has submitted irrelevant &
Dossiert 3178 East Yangguang Avenus, | Cassette) incomplete documents in response
Submission date; | Dipu  Street Anji 313300 1o required documents ie.,
2640472022 Huzhou Zhejiang, China Codes & Sizes: » F5C of country of origin &nd FSC
) 40T of any reference country are not
FSC: not provided provided.
Class-D

Shelf Life: 24 months

CE mark
provided.

Highlight the relevant applisd
product on the scope of the CE
mark & [SO 13485 certificates

Provide Packing I abel of applied
medical device with proper brand
& generic name printed on it.

certificate  is  not

EC Design examination certificate
is expired on 23-06-2022

Provide notarized EC Design
examination certificate

Mention medical device class on
DocC,

107.| A.5 Enterprises,
03- Mozang
Lahore, Palistan,
ELIL: 00190
Dossierd 31179
Submission date:
26042022

Legal Manufacturer:

A Zhejiang Crient Gens
Biotech Co.. Ltd, 3787 #,
East Yangpuang Avenue,
Dipu Smreet Anji 313300
Huzhou Zhejiang, China

FSC: nof provided

Orient Gene HBsAg
Rapid Test Kit

{HBsAg Rapid Test
Craette)

Codes 4t Sizes: As per
FSC

Class-Tr

Shelf Life: 24 months

Deferved for final opportunity for the
provision of following:

Firm has submitted irrelevant &
incemplete decuments in response
to required documents i.e.,

FSC of country of origin and FSC
of any reference country are not
provided.

CE mark certificate is
providad.

Highlight the refevant applied
produet on the scope of the CE
mark & IS0 13485 centificates

Provide Packing Label of applied
medical device with proper brand
& ganeric name printed on it

not

EC Design sxamination certificate
is expired on 28-06-2022

Provide notarized EC Desigu\l
examination certificate.

Mention medical device class
DO HZ
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108. A8 Enterprises,
03- Mozang
Lahore, Pakistan.
ELT: 00190
Dossierd 3132
Submission date:
11/05/2022

Legal Mapufacturer:

A Fhejiang Orient Gene
Biotech Co., Lid, 3787 #,
East Yangguang Avenue,
Dipu Street Anji 313300
Huzhou Zhejiang, China

F8C: Belgium
Issued on:13-05-2022

Orient Gene TB Rapid
Test Kit

(TB 1pGN gl Rapid test
Casette)

Codes & Sizes: GCTB-
Id2a

Class-_
Shelf Life: 24 months

Deferred for final opportunity for the
provizion of following:

L ]

Firm has subwnitted itrelevant &
incomplete documents in response
to reguired documents Le.,

FSC of country of origin and F5C
of any reference country are not
provided.

CE mark certificate is
provided.

Highlight the relevamt applied
product on the scope of the CE
mark & ISO 13485 centificates

Provide Packing Label of applied
medical device with proper brand
& generic name printed on it.

ot

EC Design examination certificate
is expired on 28-06-2022

Frovide notarized EC  Design
examination certificate

Mention medical device class on
DOC

109, A8 Enterprises,

Legal Manufactorer:

Orient Gene Syphilis Ab

Deferred for final opportunity for the

03- Mozang Rapid Test Kit provision of following:
Lahore, Pakistan. | A Zhejiang Crient Gene
ELL: PGIQU Biotech Co., Ltd, 3787 #, | (Syphilis Ab Rapid Test  Firm has submitted irrelevant &
DDSSIE‘.r#_ 20903 East Yangguang Avenue, | Casette) incornplete documents in response
Submission date: | Dripu  Sireet  Anji 313300 to required documents i.e.,
26/04/2022 Huzhou Zhejiang, China Codes & Sizes: » FSC of country of origin and FSC
. GCSYP-302a of any reference country are not
FSC: Belgium provided.
Lzsued on;13-05-2022 Class-C
+« CE mark cenificite {5 not
Shelf Life: 24 months provided.

+ Highlight the relevant applied
product on the scope of the CE
mark & 150 13485 certificates

= Provide Packing Label of applied
medical device with proper brand
& peneric name printed on iL

s  EC Design examination certificate
is expired on 28-05-2022

* Provide notarized EC  Design
examination certificate

* Mention medical device class on-|
DoC

110, M/s Feruﬂons Legal Manufacturer: Lake | Victory ™ 14 Polymer Tip | Deferred for final opportunity for t ¥
Laboratories Regiion Medical Limited | Guidewire with | provision of following:
Lirmited, P.O | Butlersland, New Ross, Co | Hydrophilic Coating,
Ferozaons, Wesford Ireland {Guidewire fior
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Amangarh,
Mowshera
(KPK), Fakistan
ELL Q120 3270-
KPp

ManuFa¢turing Site:
Brivamt Limited Parkmore
West Business Park Galway,
Ireland

FEC: L8 FDA Valid till:
1240642023

FSC: Ireland
Issned On: 19-04-2022

intravascular
Intetventional procedures)

Class-D
Shelf Life: 3 years

Codes & Sizes: As per
FSC

FOQA is not submitted.

On FSC & ISO certificate the
Legal Marufacrurer iz Lake
Regiion  Medical  Limited
Butlersland, New Ross, Co
Wesford Ireland and
Manifacturing Site is Brivani
Limited Parkmaore West
Business Park Galway, Ireland
while firm submirted Credentials
& LOA of Boston scientific
corporation, USA.

Provide original and notarizad
LOA that must be between legal
manufacturer and the importer,

Justify the manufacturing site
that must be same on FSC, ISD,
and FQA and also meniioned on

Credentials of Legal
manufachirer,
ill.| M/s  Ferozsons | Legal Manufacturer: Lake | Victory ™ 18 Polymer Tip { Deferred for final oppertunity for the
Laboratories Regiion Medicel Limited | Guidewire with | provision of follewing:
Limited, P.O | Butlersland, New Ross, Co | Hydrophilic Coating
Ferozsons, Wesford Ireland {Guidewire for | # FCrA is not submitted,
Amangarh, Mapufactaring Site; | intravascular
Nowshera Brivant Limited Parkmore | [nterventional procedures) | ¢ On FSC & ISO cernificate the
(EPK}, Pakistan | West Business Park Galway, Legal Manufacturer is Lake
ELIL 00120 3271- | Ireland Class-D Regiion  Medical  Limited
KP Butlersland, Mew Ross, Co
F3C: U.S FDA Valid till: | Shelf Life: 3 years Wesford Ireland and

12/06/2023

Codles & Sizes: As per
FsC

Marizifacturing Site is Brivant
Limjted Parkmore West
Buginess Park Galway, [reland
while firm submitted Credentials
& LOA of Boston scientific
corporation, USA.

Pravide otiginal and notarized
LQOA that must be between legal
manufaciurer and the importer.

Justify the mamufacturing site
that must be same on F5C, [0,
and FQA and also mentioned on
Credentials of Legal
manufacturer.

112.| M/s  Ferozsons | Legal Manofacturer: M's | Super Sheath (Catheter | Deferred for final opportumity for the
Laborstories TOGO MEDIKIT CO., LTD | Introducer and | provision of following:
Limited, PG| 171486 AZA | Imterventional devices}
Ferozsons, EKEAMEKAWA QAFA * Provide onginal and notari
Amangarh, HICHIYA HYUGA CITY | Codes & Bizes: As per LCA that must be between lega
Nowshera Miyazaki Japan, 883-0062 | FSC manufacturer and the importer,  §-
(KPK), Pakistan | Manufacturing for: Boston &
ELI: ({120 Scientific Corporation 300 | Class-B

3
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Boston  Scientific  Way
Marlborough, MA, USA | ShelfLife: 3 years
F8C: USA  Valid ull
Q02024
133.| MYs  Ferozsons | Legal Maoufacturer: Mfs | Super Sheath XL | Deferred for final opportunity for the
Laboratories TOGO MEDIKIT CO., LTD | (Catheter Inttoducer and | prevision of follewing:
Limited, P.C | 17148-6 AZA | Interventional devices)
Ferczsons, KAMEKAWA OAZA » Provide original and notarized
Amangarh, HICHIYA HYUGA CITY | Codes & Sizest As per LOA that must be between legal
Nowshers Miyazaki Japan, 2230062 | FSC manufacturer and the importer.
(KPK), Pakistan | Manufacturing for: Boston
ELIL: 00120 Scientific Comoration 300 | Class-B.
Boston  Sciemtific Way
Marlborough, MA, USA | ShelfLife: 3 vears
FSC: USA  Valid 4l
07072024
114.| M/s Bajwa Sons, | Legal Manufacturer: Trulene Deferred for final opportunity for the
13- Muslim | M/s  Yancheng Huida | (Polypropylens {Mon- | provision of following:
Sireet, Medical Instruments Co., | abscrbable Suture) . )
House No 3, Ist { Ltd, (No. 2, Kujyuan Road) ¢ Valid and  noterized CE
and 2nd Floer, { Xuefu  Town,  Yandu | Codes & Sizes: As per certificate as it has expired on 09-
Mayo Hospital | District, Yancheng, City | F5C 03-2023.
Road, Lahore. Jianpsu, China l ¢ Copy of expired FSC is provided
ass-C ; . .
(ELI-0314) . on which Applied product is not
(2755) F5C: China ShelfLife claimed: 5 years mentioned,
Valid till: 09.04.2023 Shelf life studies provided | «  Stability studies of only 3years is
for = 03 years provided instezd of claimed shelf
life of 5 years.
115.| M/s Bajwa Sons, | Legal Manufaiturer: Trusilk Deferred for final opportumity for the
13- Mushm | Mfs  Yancheog Huida | {5k (Black Breided Non- | provision of fallowing:
Strest, Medical Instruments Co., | absorbable Suture)

House Mo 3, 15t

Litd, {Mo. 2, Kujyuan Road)

Walid & Notarized CE certificate

and 2nd Floot, | Xuefu Town, YanduDistrict, | Codes & Sizes: As per | 5 it has expired on 09-05-2023.
Mayo  Haspital Yapcheng, City  Jiangsu, | FEC s Copy of expired FSC is provided
Road, Lahore. China Class.¢ on which Applied product is not
{(5';_.;;203 14) - mentioned.
F3C: China ; o
valid till: 09.04.2023 Shelf Life claimed: 5 years | Stabiliry studies of anly 3years is
Shelf life studies provided provided instead of claimed shelf
for 03 years lifz of 5 years,
116.| M/s Bajwa Sons, | Legal Manufacturer: Trulan Deferred for final opportunity for the
13- Muslim | M/s  Yancheng Huids | Nylon (Non-Absorbable | provision of following:
Street, Medical Instruments Co., | Suture . : .
House No 3, Ist | Ltd, (No. 2, Kujyuan Roa di ) +«  Valid & Motarized CE certificate
and 2nd Fleor, | Xuefu Town, YanduDistrict, | Codes & Sizes: As per as ithas expired on 05-05-2023.
Mayo Hospital | Yancheng, City Jiangsu, | FSC s  Copy of expired FSC is provided
Road, Lahore. China on which Applied product is not
(EL1-00314) Class-C menticned. .
(2735) FSC: China

Valid till: 05.04 2023

ShelfLife claimed: 5 years
Shelf lifz studies provided

for: 03 years

Stability studies of only 3vears is
provided instead of ¢laimed she
lifz of 5 vears.
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117.| M/s. Maxitech Legal Manufactarer: | Mini Well (Intraocular | Deferred for submission of the
. PVT i ing: -
- {I';‘i;;ma SIF1 SP.A Lens (10L)) ollowing
1 [y .
. Class: C » Complete Stability stodies of the
Address: E-178 | sadress: via Ercole Patti claimed shelf life, since th
SITE area Super o ~ snel e ¢
Highway Karachi n.3a ILawnam Aci S| B already  submitted is  not
¥ Antonia CT 95025 Itﬂ]}" Coder Ass per FS¢ Cﬂmplm.
E::::;Lﬂ;?:ent Scanned copy of FEC Ialy Claimed Shelflife:4 years | o gubmit embassy attested valid
) issuance date 18-02-2021 Fee 50000/ FSC the submitted FSC does not
{EL1-H769) reflect this product
118.| Hoota Pharma Fujifil Heslthcare | APERTO Lucent MRI Deferred for  submission of
{Pvt) Ltd. Corporation Medical Syste | system, Full-body, Embassay  attested Free Sale
WH-O1-20-A7- Cperatin Group, Kashiwa Peramanent magnet Certiifeate, Design  Examination
AB, Korangi I, Shintoyofuta, Kashiwa- Certificate,.
Creek [ndustrial ghi, Chiba, 277-0804 Japan
Park, Karachi Copy of Certificate issued by Code:
Mo Health, Labour and
ELI-00037 Welfare Govt of lapan | ClassC
wherein the free sale of the . . g
product is net confirmed ?Helf;;fefﬁervlce Life:
only written that the product e
st s el || Foe submitted:
' Rs. 50,0004~

130 13485 wvalide upto 26-
12-2022.

FQA/CE wvalid till 10-01-
224,

EC Design Examination
Certificate valid upto 10-01-
2024

2.

i

Deferred Letters of §2°¢ Meeting of MDB {06-11-2023)

In the light of decision of MDB in its 37 meeting wherein Board in order to make quick disposal of
cases decided for the firms who have submitted original, valid and Notarized/Embassy attested documents at
the time of submission of application for registration/enlistment and is expired during the processing of
applications, such firms shall only submit valid and original (where applicable} documents.

It is requested to furnish the requisite information/documents mentioned in last column against each
within 20 days after uploading of this letter on official website of DRAP.

‘%ﬁz AHMAE 1)

Additional Director {MDMC)/

Secretary MDB
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No.F.4-12/2023-MD (M-62)
Government of Pakistan
Ministry of National Health Services, Regulations & Coordination
Drug Regulatory Authority of Pakistan

HkkArk
Islamabad the 1® December, 2023
Subject.- DEF CASES OF EN ENT/REGISTRAT F MEDICAL. 5 TOD
LO ACT = SUBMISSION OF FICIENT INF TION/

DOC OF

The applications of following applicants were considered by Medical Device Board (MDB) in its
62 meeting held on 6% November, 2023 and Board deferred these applications being deficient of the
information/documents as specified in last column (IV) of the Table below:-

Sr. No Name & Address of Name of Medlcal Devices With Declslan

Establisbiment Slze
(0 (D (I10) Iv)
1. Mfs Pharmatec Pakistan | Brand name; Dermipar Cintment Deferved for clarification that
{Pv) Limited., Contents the applied formuylation is
D-8&iA, 8.1 T.E, | 1. Liquid Paraffin Medical Device.
Kargchi. 2. White Soft Paraffin
[ELM-0035 ] 3. Cetosteryl aleohol
Sections as ELM: 4. Cetomacrogal 1000

Topical Dosage form | Class: Class-A Medical Device
(Cream, Ointment and | Shelf-life: 02 Years

Gel) Sizes: 300gm & 300gm

Fee Challan No, 3232863483 dated
2171172022 Rs. 5000/-

2. M/ Pharmatec Pakistan | Brand name: Hypobase Cream Deferted for elarification that
{Pvt} Limited., Contents the applied frmulation is
D-36/A, S.LT.E., | 1. White soft paraffin Medical Device.
Karachi. 2. Light liquid paraffin
[ELM-0035 ] 3. Anhydrous lanelin
Sectlons as ELM:

Topical Dosage form Class; FIIass»A Meadical deviga

«© . Oinment and S!lel[-hfe: 02 Years

Ge) Sizes: S0gm tube, 125gm  Tub,
350gm Tub & 500gm HDPE battle
with pump.

Fee Challan No. 56404652 dated
25/11/2022: Rs, 3000/~

31 M/s Pharmatec Pakistan | Brand name: Exo Cream Deferred for clanfication that
(Pvt) Limired,, Cenlents the applied formulation is
D-86/A, SITE., | 1. White soft paraffin Medical Device.
Karachi. 2. Light liquid paraffin
[ELM-0035 ] 3. Anhydrous lanolin
Sectlons as ELM:

Class: Class- edical devi
Topical ~ Dosage  form She::-lj?e?sgzi’::rsl e
(Cream, Oinment and | giooe S0gm, 125gm, 350gm &
Gel) 500m]

Fee Challan No. 3199692910 dated
23/11/2022; Rs. 5000/~
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2. It is requested to furnish the requisite information/documents within 20 days after uploading of this

letter on official website of DRAP,
- [Aéﬂz iémf

Additional Director (MDMCY/
Secretary MDB

R
*

Deferred Letters of 62™ Meeting of MDB (06-11-2023) Page 41 of 41



