Mo F.4-872025-MD (M-59)

Crovernment of Pakistan
Ministry of National Health Services, Regulations & Coordination
Drug Regulatory Authority of Pakistan

HEEkR

Islamabad the §* Augost, 2023

smmw;wmwmcuw

The applications of following applicants were considered by Medical Device Board (MDB)
in its 59™ meeting held on 20" July, 2023 and Board deferred these applications being deficient of the
information/documents as specified in last column (V) of the Table below:

Systemsa (SMC)
Pvi. Litd
Plot mo 36-A, PRIC,
BIE, Taxila,
Fawalpindi
Establichment
License  number:
ELI-004%6

Date  of  lssue
13022020

& Manufacturing
Hites

LEVEMNTON, 541,
Ronda Can hMargarit,
£+

Pol. Ind. Can Margarii
(8633 Sant Esteve
Sesrovires

Barcelona, Spain
Tel: +34 93 817 6300
leventan.cs

Legalized Free Sale
Certificate (F5C)
izsued by Spain dated
NE-02-2022.

|
1

Elastameri¢ infusion Pump
Swstem.

Class: D
Shelf-life: 4 Months

SizeCode:

1. OsI-FUSER
Slow Flow with Capillary
Element;
L25915-65D1

L2591 5-D6502
L25915-06503

L25%] 5-06505
L25915-065H12
L25915-065HS
L25%915-100001
L.23013-100D2
L25915-100D3
L23915-100D5
L25915-100D7
L25915-10007-MPE
L25915-130D1
L25915-15002
L25915-1 50D2-MPE
L25915-150D3
L25%15-130D5
L25915-150D7
LZ5915-150H12
L25915-250D1
L25915-230D11
L25915-250D1-2MPK
L25915-250D2

12591 5-250D2-2MPK
L25915-250D3

L2591 5-2 5005

54 | Name of Imporier | Name of Name of Medical Devices Decksion
Manufactarer
| I 11 v W
i M/s Lob Diagnostic | Legal Moanufacturer | DOSI-FUSER The Board deferred the case for

submission of valid Free Sale Cerificate
issusd by country of origin mentioning
the demanded products types & codes.
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L259] 5-250D5-MPE
L2591 5-250D7

L2591 5-90:0 2

L2591 5-500D2

L2501 5-60012

pr B DSI-FUSER
Fuasi Flow with Restrictor
Tubs:

L2500 5-065H |

L2539 5-065H2

L2501 5-0658%0
LZ39 ) 5-100H |

L2309l 5-100H12

L2591 5-100H2

L250] 5-100H2

L2591 3-100H5

L2E0] 5-100830
L2501 -1 008 30-2MPE
L250] 5-100M30-MPK
L2501 5-150H1

L250) 51 50H2

L2591 5-150H5

L239] 5150030

L2591 3-250H
L250]5-250H12

L2501 5-250H1-2MPE
L350 5-250H | -MPE
L2501 5-250H2

L2501 5-250H35

L2591 5-400H4

L25%] 5-5000x]

L2591 5=500H 12

[25%] 5-500H2

L2501 5-6000]

L2509 3-600H1

L2541 5-600H12

3 SE-FUSER
Multiflow with Multiflow
syslem:

L25%] 5-1040=]24

L2%%] 3-100-248

L2501 5-250-124

L2580 5-250-248

L2591 5-400-244

L2591 S-400-248-2PK
L25%] 5-a00-244

d. HOSI-FUSER®
PCA with PCA system:
L2591 5-[D0DA-05%30
L2591 5=25002-2 %60
L25%] 5-2500D5-2x 80
L2591 52500 7-2 580

5 DOSI-FUSER
Dwubile Channel with

doable infusion lne: .u.*-*] :
L2591 525001 X2 nﬁ
L25915-250D2%2 /
1.25915-250D3 X2

12591 5-250D5%32 5\

6. FUSER NRFI0Y, | Lia/@.
Deferred letter of S%th Meeting of MDB (20-07-2023) W Page 2| 74




with NEFit connecior:
L2592N-100D02
L2592M-1 5002
L2392N-250D0]
L2582M-25003
L2592N-25002-2MPE
L2502M-25003
L2592N-250D5
LZ592N=2530DT

L2592 N-400D2
L2592N=500D32

L2592 M-G0002
Las9am-250D01 x2
L25S92M-25002x2

L3 stamM-250D3x%2
L259ON-250D5x2
L2542 m-100-124
2502 M-100-248
L2592 M-250-124
L2302 M-250-248
L2592 MN-400=248
L2392 MN-400-248-2PK
LE50iM-600-248
L2502 MN-065D -05x 1 5
L2502 M-065 D2 -05x 30
L2592M-100D2-05x1 5
L2S02M-100D3-05x 30

Commercial Plaza
Mo, 20, back Side of
Peisin Arcade-2,
Phase -7 HBahma
Town, Hawalpindi

Boditech Med Inc,

Site  1: 43,
Geodadanji -gil,
Dromyprnae-mveon,

Chungeheon-si, (iang-
waon-do, 24394,

Shelf-life: 20 Months
SizeCode: As per FRC

Fes: 50,0000 Dated: 10=10-

Global Health Care, | Legal Manufacturer: | ichroma ™ (11 Deferred for provision of Embassay
Mfidway Automatic Fluorescence attested FSC of country of origin & FSC
Commercial Plaza Boditech Med Inc, | Immuncassay Analyzer of any other reference regulatory
Mo, 20, back Side of | 43, Geodudanji 1-gil, | Class: C auwthority/CE marking & walid (S0
Prism  Arcade-2, | Dongnae-myeon, 13488,
Phase -7 Bahria | Chungeheon-si, Gang- | Shelf=life: 24 Months
Town, Rawalpindi, | won-de, 24308

Bepublic of Korea | Size/Code: As per FSC
ELI: ODEs

Copy of FSC Mo,

20220077747 dated

11072022 pssued by

Korea
Global Health Care, | Legal Manufacturer: | Ichroma ™ NT-proBNP Deferred for provision of Embassay
Midway Class: C atiested FSC of country of origin & F5C

of any other reference regulatory
authoritw/'CE  marking & wvalid 150
13485,

ELI: 00086 Republic of Korea 202

Cardio Life Legal manufacturer Caresorh Plus Deferred for provision of Embassay
Absorbable Polyglactin #10 | attested FSC issued by any reference

House #3534 Ground | Cpt Sutures CoLid | Antibacterial coated with country /CE  marking & Design

Floor Lane | Main | B3 Hai Ba Trung, Ben | Chlorhexidine Diacetate examination certificate. A

Khoyaban E | Nghe Ward, District. Suture

Tanveer Sheeem 3 | Ho Chi Mink City, é(’a

Rawalpindi Vietnam Code: As Per Fsc

Pakistan

Deferred letter of 59th Mecting of MDE (20-07-2023)
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Manufucturing Class-D
ELI-000984 facility: -
£ Dao Tri, Phu Thuan | Shelf Life: 5 vears
Ward, Drgtrict 7, Ho
Chi Minh City, Fee: RE:500000 /- dated 29-
Viemam | 12022
Original Legalized
Free Sale Certificate
(FRChlzsued by
Vietnam valid upto
25-00-2023,
Legalized Certificate
of Foreign
Government (CFGY
Mo, 7801-3-2021
issued by LISFDA
valid up 13-04-2023.
Dianish Legal Manufacturer: | FHC Dieferred for submission of valid Letter
intemational (Electrodes and  Insertion | of Authorization & FSC.
Healtheare.  [Pvt) | FHC, Ine. Corporate | Tubes)
Ludt, 51-F, 2nd Floor | & Manufacturing 1201
 Main Boulevard, | main sireet Bowdoin | Codes & 5izes: As per F5C
Punjab Co- | Maine 04287 USA
operntive  Housing Class-C
Society, Ghazi | FSC No,1136-10-2020 | Shelf life: 3 years
Foad Lahore LU.5A
Valid till: 27,10.2022 | Fee: 50,000/
ELL: ({821
Dare of Application:
13-06-2022
bi's, Care and Cure | Legal Manufacturer | Core
International. & Manufacturing Deferred. The firm shall submit valid
65-B, Satellire Sites (Cure Mitril Gloves powder | FSC from country of origin & FSC
Town Rﬂhhﬂ Yar TG Medical SDN ﬁ'l’.‘ﬂ]l l'm'. .“ uml rﬂuhlur’
Khan. Eﬁﬁiﬂgj- Jakan i anthority/CE  marking  certificate,
H . nss- x
ELI00192 Selangor D.E, Shelf Life: § years ity S iy s
Malaysia
Fee: S000/-dated 0903 | = Femaining fee.
Copy of FSC No. (62) | 2022
MDA G00-2:2713 Jid
23 issucd Malaysia
dated (4-08-2022,
b5 Intzk | Le ny rer: | Angioway Deferred for the provision of following:
Corporation  Pvt | Lepu Medical | Y-Hemostasis Valve sot Updated LOA, 150 13485 and
Ltd, Office & 501- | Technology (Beijing) FEC of Metherland,
s02, Kohbistan | Co,, Lad Mo, 37 | Class-B
Towers, Mehfooz | Chaogian Road,
Road,Saddar Changping  District, | Shelf life- 3 years A
Rawalpindi-<46000 | Baijing, 102200, r'.m‘
China. Codes as per FSC
ELLDOT94 ﬁ\
[ 406-P FSC Netherlands wvalid 1! l i%\
20-03-2020 till 23 June 2020

Deferred letter of 5%th Meeting of MDB (20-07-2023)
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A | ME ShahCo | Legal Manufseturer: | Omega e-View Deferred for the provision of following
Medical (Pvi) Lud, | Omega Medical | (Radiographic Fluoroscopy | documents:
= | House Mo, 934, | Imaging, LLC 34040 51, | X-ray System, C5-50 Series)
Shadman  Colony | Johns Parkway, Suite, Credentials of manufaciurer’s abroad,
Mo, Lahore | 1020, Sanford Florida, | Class-C
32771, USA. Original  and  notarized’  attested
ELI-00230 Shell Life; N/A documents, submitted are copies
3I51-P US FDA certificaic without notarization’ attestation.
24-06-2022 Ref: K182834 (510K) | Codes & Sizes: As per FSC
Valid and notartzed 150 and CE marked
certificates.
o | M ShahCo | Legal Manufacturer: | Selenin Dimensions Deferred for the provision of following
Medical (Pvi) Lid, | Hologic, Inc. 36 Apple | 3 Dimensions documents:
House Mo, 934, | Ridge Foad Danbury, | Advenced Workflow
Shadman Colony | CT 07810, USA. banager FSC iz mo¢ provided, provide original,
Mo, Lahare Contrast  Enhanced-Digital | valid and atested FSC. The subminted
MMammography 510k summary report is for another
| ELI-00230 device.
ns2-p (Digital Mammography)
24-06-2022 Credentials of manufecturer’s abroad.
Codes & Sizes: As per FEC
Original  and  notarized’  attested
Clazs-C documents, submitted are  copies
Shelf Life: M/A without notarization’ attestation.
Valid and notarized 150 and CE marked
certificates.
i | M ShahCo | Legal Manufacturer; | Horizon Deferred for the provision of following
Medical (Pvi) Lid, | Hologic, Inc. 36 Apple | X-ray Bone Densitometry | documents:
House Mo, 93, | Ridge Boad Danbury, | System
Shadman  Colony | CT 07810, USA, Credentials of manufacturer's abroad.
Wo.0l, Lahore Clags-L
FaC US FDA wvalidity | Shelf life: M'A FS5C is not provided, provide original,
ELI-00Z30 2018 valid and attested FSC. The provided
J03-P Model as per FSC FAC is expired and copy.
25-D6-2022 Ref: 023398 (510k)
All the legal documents submitted are
copies without nolarization’ attestation.
Valid LOA and 150 13485,
11 | M ShahCo | Legal Manufacturer: | CRYO-5 MINI Deferred for the provision of following
Medical (Pvt) Lid, | Meirum Cryoflex spz | CRYO0-5 Elecstric 11 documents:
House Moo 934, | 0.0 5pk, Zielna 29, 05-
Shadman  Colony | 082 Blizne | (CRY Q=5 MINI All the legal docomends submined are
Mo, Lahore | Laszczynskicgo CRY0O-5 Elecstric IT) copies withoul notarization’ attestation.
Poland
ELI-(230 Class-C Two devices applied m single
3106-F F5C: Poland application, give your priority,
29-06-2022 Drate of issue: | Shelf life: B/A
130272019 Credentials of manufacturer's abroad.
All the documentation provided is
related to CRYO-5 Mini whereas the
F5EC of Poland submitted missing the
device.
A | Updated LOA and [50 13483,

Deferred letter of 59th Meeting of MDB (20-07-2023)
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FQA certificate. is missing, prov™sy
updated and notarized POA certificate.

The accessories included probes 1o be
applied m different surgical procedunes,
s apply in separate application for

F5C: Chinn
Valid Till: 202400/F2

Crymae and Derma probes.
1z | M ShahCo | Legal Manufacturer; | Fluoroscan Mini  C-arm | Deferred for the provision of following
Medical (Pvi) Lud, | Hologic, Inc, 36 Apple | (Fleoroscopic Imaging | documents:
House Moo 934, | Ridge Road Danbury, | System)
Shadman  Colony | CT 07810, LISA, All the Jegal documents submitted are
Mok, Lahore Class-C copies without notarization’ attestation,
FEC US FDA validity
ELI-(K230 2018 Shelf Life: MiA Credentials of manufacturers abroad are
3 1P THissing,
2-06-2022 Miodal:
InSight FD Service life of the device,
FSC provided k& copy and expired,
provide original, valid and attested F5C.
Updated LOWA and 150 13485,
1| Mis ShahCo ; | BodyTom Elite Deferred for the proviskon of following
Medical (Pvt) Ltd, | Samsung Meurologica, | (computed tomography) X- | documents:
House Moo 934, | 14 Electronics  Awve, | ray svilem
Shadman Colony | Danvers, MA 1923, All the legal documents submitted are
Mo, Lahore | USA Class-C copies withoul notarization/ stiestation.
ELI0230 S10K REF; K170238 | Shelflife: /A Crmaentinle of (i stpad e
3105-P Regulation no. 21CFR . o
Bl L1750 Service lifie of the device.
310K summary regort provided is copy
and win legalization
Updated and motarized FQA and 1S0
13485,
Updated LOA,
| N Apply separately for other Brands.
14 | Shams  Scientific | Legal Manofactarer: | RightSign Deferred for the provision of following;
Traders,  22-%-] | Hangzhou Biotest | HBsAg Rapid Test Cassette
Madina Town, | Biotech Co,, Lid, The code of applied device mentioned in
Faisalabad Addresa: 17#, Futai | Class-D FSC of Ching is different from that
Road, Zhongtai Strect, mentioned  on label and  brief
ELIL: 00459 Yuhang Distriet | Shelf Life: 24 moaths description, the same code is mentioned
Ma25-p Hangzhou, P.R. China in FSC of China for HbsAb rapid test
21-03-2023 Codes as per FSC castetle, clarification is requined,

FSC of reference country i3 not
provided, only o lstter {MNotarized) is
provided issued by the manufacturer
that the same device is registered in
Germany mentioning the registration
o, DE/CADSIvD-238321-0863-04)
with the code THBSG-c31. The same
code iz mentioned on label brief

Deferred letter of 39th Meeting of MDB (20-07-2023) W: é&\-ﬂ"—g Page 6| 74




description, design examination and
Do,

P
Manufacturing and QC tests, n details,
of the applied device not the general

15 _F:h-.lma Seientific RightSign Deferred for the provision of fallowing:
Traders, 22-¥-] | Hangzhou Biotest | HIV Raopid Test Cassetie
Madina Town, | Biotech Co., Lid, The code of applied device mentioned in
Faisalabad Address: 178, Futai | Class-D FSC of China is different from that

| Road, Zhongtai Street, mentionsd on label  oand  brief
ELI: (0459 | Yuhang District | Shelf Life: 24 months description, clanfication ks required.
614-p Hangzhou, P.R. China
2 1-05-2023 Codes as per FSC FSC of reference coumry s ool
F5C: China provided, only a leticr (Notarized) is
Valid Till: 2024/09/22 provided issued by the manufecturer
that the same device is registered in
Cermany mentioning the registration
™, DECANEIVD-23832 1-0365-99
with the code [HIV-T42, The same code
iz mentioned on label, brief description,
design examination and DoC.
Manufacturing and CfC tesis, in details,
of the applied device not the general
procedure.

15 | Shams  Scientific | Legal Mapufacturer; | RightSign . Deferred for the provision of following,
Traders, 22-¥-] | Hangzhou Biotest | Dengue NSl Antigen Ropd :
Madina  Town, | Biotech Co., Ltd, Test Cassettc POl .OF Tethoe . OMEMY. . . ek
Faisalshad Address: 17¥, Futai FW'"E:- P“'lfdﬂh'm; ﬂ*'“"[;ﬂﬂ' i

Road, Zhongtai Street, | Class-C PEVIEIOR. SXMEA T T RO
ELI: 00459 Yuhang District “51““‘{: %ﬂ? :L“f“‘-"ﬂ*";:
[ ' 9 gstrat
;f;’ Ei:nza Hangzhou, P.R. China | Shelf Life: 24 months . JE:EH: MM?E_H“M P 0634.00
FsC: China Codes: with the code IDEG-C41,
of the spplied device not the peneral
procedure.

17, | Shams  Schentifie : | RightSign Deferred for the provision of following:
Traders,  22-¥-J | Hangzhou Biotest | Malaria P& Py Antigen
Madina Town, | Biotech Ca,, Ltd, Rapid Test Cassotte The name and code of applied device
Faisalabad Addresss 174, Fulal mentionad in FSC of China ie different

Road, Zhongtai Sireet, | Class-C from that mentioned on label and bref
ELI: 00459 Yuhang District description, clarification iz required.
1619-P Hangzhou, P.R. China | Shelf Life: 24 months
21-03-2023 FSC of reference country |5 not
FSC: China Codes as per FSC provided, only n letter (Motarized) is
Valid Till: 202440522 provided isswed by the manufacturer
thot the same device is registered in
Germany mentioning the registration
no. DE/CADS IvD-238321-0450-00
with the code TMPV-C32. The same
code is mentioned on  Iabel, brief
description and Dol
Manufacturing and CC tests, in details,
of the applied device not the general
proce

Deferred letier of 5%th Meeting of MDEB (20-07-20213)
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I8 | Shams  Scientific | Legal Manufacturer: | RightSign Deferred for the provision of followi==
Traders, 22-¥=] | Hangrhou Biotest | Malarin P.ff Pan Antigen
Madina Town, | Biotech Co., Lid, Rapid Test Caszene The name and code of appled device
Faisakabad Address: 17#, Futai mentioned in FSC of China is different
RKoad, Zhongtai Street, | Class-C from that mentioned on label and brief
ELL 00459 Yuhang Dristrict description, clarification is required,
6I2-p Hangzhou, P.R. China | Shelf Life; 24 months
21-03-2023 FEC of reference country (3 not
FSC: China Codes as per FSC provided, only a letter (Motarized) is
Valid Till: 20240022 provided issued by the manufacturer
that the same device i& regisicred in
Germany  mentioning  the registration
i, DECADSIVD-23E32 1 -D450-00
with the code [MPN-C52. The same
code is mentioned on label, brief
description and Do,
Manufacturing and QHC tests, in details,
of the applied device not the general
procedurs.
1% | Shams  Scientific | Legal Mapufectarer: | RightSign Deferred for the provision of following,
Traders, 22-¥-1 | Hangzhou Biotest | Dengue id Test Cassette
Mfadina Town, | Biotech Co,, Lid, e The ijj"f‘i device is not mentioned in
Faisalabad Address: 17%, Futai | Class-C FSC of China.
Road, Zhongtai Streer, :
ELI: 00459 Yuhang Ewnmm Shelf Life: 24 months anfrld:; “"Irm SR
3613-P Hangzhou, F-R. China provided, only a lerter (Nowrized) is
3 1032023 Codes a3 per FSC provided ssued by the manufacturcr
FSC: Ching that the same _de'r_h:e is reglﬂ_.ued_ in
Valid Till; 2024/09722 VTS SiniOR 1o chgiiaon
Ty, DECAQS TvD-23832 ] -0456-00
with the code IDEN-C42.
I Manufacturing and QC tests, in details,
of the applied device not the peneral
! procedure. N
M. | Shams  Scientific : | RightSign Deferred for the provision of following,
Traders,  22-¥-) | Hangzhou Biotest | Tuberculosis  Rapid  Test
Madina Town, | Biotech Co., Lid, Caszseble The code of applied device mentioned in
Faizalabad Address: 17, Futai FEC of China is different from that
Road, Zhongtai Street, | Clags-C mentioned on  Rabel and  brefl
ELI: ()59 Yuhang Dristric description, clarification is required.
360-F Hangzhouw, P.K. China | Shelf Life: 24 months
21-03-2023 FSC of rcference country is  not
F5C: China Codes as per FSC provided, only a lemer (Notarized) o5
Valid Till: 20240922 provided issued by the manufacturer
that the same device s registered in
Germany mentioning - the registration
o, DEACANSIvD-23832 1 -0361 -0
with the code ITB-C41.
Manufacturing and O tests, in details,
of the applied device not the general
procedure,
21, | Shams  Scientific | Legal Manufacturer: | RightSign Deferred for the provision of following:
Traders, 22-¥-J | Hangzhou Biotest | Typhoid Rapid Test Cassete
Madina Town, | Biotech Co,, Lad, The applied device is not mentioned in
Faizalabad Address: 17% Futai | Class-C Fﬁlz‘afﬂhm

Deferred letier of 5%ih Mecling of MDB (20-07-2023)
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Hoad, Ehnﬂmt Street,

and
Howya Lamphan Ltd
752 Moo 4, Tambol

Banking, Amphar

LY

ELIL: 00459 Yuhang District | Shelf Life: 24 months FSC of reference country B not
e | 3624-P Hangzhou, P.R. China provided, only a letter (Motarized) is
21-03-2023 provided issued by the manufacturer
F5C: China that the same device is registered in
Valid Till; 20240922 Germany mentioning the registration
i, DEACANSIvD-23832 1 -0628-00
with the code ITYP-C42,
Manufacturing and QL tests, in details,
of the applied device not the general
procedure.
22, | Shams  Scientific | Legal Manufactyrer; | RightSign Deferred for the provision of following:
Traders, 22-¥-] | Hangzhou Biotest | Cardise Troponin 1 Rapid
Madina Town, | Biotech Co., Lid, Test Cassetiz FSC of reference country is mot
Faisalabad Address:  ITH, Futai | Class-C provided, only a letter (Motarized) is
Road, Zhongtai Street, provided isswed by the manufacturer
ELL 00459 Yuhang District | Shelf Life: 24 months that the same device is regisiered in
615 Hangzhou, PR, China Cermany mentioning the registration
21-03-2023 Code: n. DECADS IvD-23832 ] -0466-00
F&C: China CTHI-C4] with the code CTMI-C41.
Valid Till: 20240922
Manufacturing and QC tests, in details,
of the applied device mot the general
procedure.
13 | Shams  Scientific | Legal Manufacturer; | RightSign Deferred for the provision of follpwing:
Traders.  22-Y-J | Hangzhou Bisest | Dengue Antigen & Antibody
Madina Town, | Biotech Co., Lid, Combo Rapid Test Cassette | The applied device is not mentioned in
Faisalabad Address: 17#, Fusai FSC of China,
Road, Zhongtai Street, | Class-C
ELI: 50 Yuhang Dhiatrict FSC of reference country s not
3615-P Hangzhou, P.R. China | Shelf Life: 24 months provided, only a letter (Motarized) is
21032023 provided issued by the manufacturer
FSC: China Codes as per FSC that the same device is registered in
Walid Till: 20240822 Germany mentioning the registration
no. DEACANSTvD-23832 1 -0634-0d0
with the code [DGC-C43
Manufacturing and QC tests, in details,
of the applicd device not the general
procedurs,
4. | Optisurg 17-Cl, }Hﬂ?hvivjunxT"Mu]tiﬂH Dreferred for the provision of following
Valencia  Town, | HOYO Medical | ™ docurments:
Lahore Singapore Pe  Lid | (Intra-ocular kens {1OL)
4554 Jalam Ahmad Walid and notarized LOA and 150
ELI: (305 IBrahim Singapore | Class-C 13485 certificate.
31459-p f39939,
12-08-20022 ¢ | Shelf Life: § years
HOYO Medical
Singapore  Me lad | Models:
4554, Jalan Ahmnd | XCL-5P
[brahim Singapore | XYI-5F
639939, p

B

L&

Deferred letter of 59th Meeting of MDB (20-07-2023)
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Muang, Lamphun
51000, Thailand -
FSC: Germany
Date af Issue!
200107020
25 | Mediland Pakistan | Lepal Manufacturer: | Cardiohelp Deferred for the provision of following
Pvt Office No. b-09, | Magquet (ECMO) documents:
2nd Floor Masood | Cardiopulmonary
Arcade P Road | GmbH Kehler Str. 31 | Class-C Clearly state the generic name of device.
near Saidpur Road, | 76437 Rastat
Rawalpindi. Giermany. Shelf Life: M/A There is ambiguity in the name of Legal
manufacturer, on Form-TA, it is
ELIL: 00202 F&C; Germany Codes & Sizes: As per FSC | mentioned as Maguet Cardiopulmonary
3063-P issuance; 12/17/202] GimbH Kehler Sir, 31 76437 Rastan
24-06-2022 Germany whereas the agreement is in
between Getinge Group middle East,
Provide  the original and updated
Apgency agresment clearly mentioning
the Legal manufacturer’ owner of the
product and any site or branch involved
in the manufaciuring of the product,
F5C of Sweden submitbed missing the
device,
FEC of Germany provided is copy
Valid and notarized 150 13485 ond
FOA certificates are missing.
Manufacturing and QT processes in
detail.
Shelfl life and shelf life studies.
Essential principle checklist of applied
device,
Declaration of Conformity to be printed
on manufaciurer's lefter head duly filled
and signed by responsible person
mentioning all the certifications.
Justify the grouping of applied product
with accessories.
Labels of applied produwct mentioning
the reference number approved i the
coumtry of origin,
26, | Mesdiland Pakistun | Legal Manufacturer: | Maguet HCU-40) Deferred for the provision of following
Pwt Office No. b-09, | Maguet (Heater Cooler Unit) documents:
2nd Floor Maseod | Cerdiopulmonary
Arcade [JP Road | GmbH Kehler Sir, 31 | Clags-C There is ambiguity in the name of Legal
near Sgidpur Road, | 76437 Rastast manufacturer, on Form-TA, @ s
Rawalpindi. Germany. Shelf Life: N/A mentioned as Maquet Cardiopulmonary
GmbH Kehler Str. 31 76437 Rastan

Deferred letter of 59th Meeting of MDB (20-07-2023) W W Page 10 | T4




ELL 00202

FSC: Germany

Codes & Sizes: As per FSC

Crermany whereas the agreement is in

3059-P issuance: 12/17/2021 berween Getinge Group middle East,
o | 24-D6-2012 Provide the original and updated
Apency agreement clearly mentioning
the Legal manufactures’ owner of the
product and any site or branch involved
in the manufacturing of the product.
F5C of Germany provided = copy
Valid and notorized [S0 131485 and
FOA certificates are missing.
Manufocturing and QC processes in
detail.
Shelf life and shelf life studies.
Essentinl principle checklist of applicd
dizvice.
Labels of applied produst mentioning
the reference number approved in the
country of origin
27, | Mediland Pakistan i | Stericoeol Hydrogen | Deferved for the provision of following
Pvt Dffice Mo, b-09, | Getinge Streicoll | Peroxide Plasma Sterilizer | documents:
2nd Floor Masood | Medikal Aletler Sannyi | (Low  Temp  Sterilizer)
Arcade [JP Road | Ve  ficaret Anonim All the legal documents including LOA,
near Saidpur Foad, | Sirketi Bestepe | Clags-C FSC, 150 13485, Credentials, FOQA
Ravwalpindi. MMahalbesi, Mergiz certificate and DoC, submitted are
Sokak Mo: 772 fe Kapi | Shelll Life: not provided copies withoul notarization’ aitestafion,
ELI: 00202 Mo: 71 Yenimahalle £ :
W56 Ankara Turkey | Codes & Sizes: Asper FsC | LOA if between the imporer and
F4-06-202F Cretinge Grroup middla East,
FSO Turkey Clarification s requined s the L;_eg,:ﬂ
Valid till: 07.12.2020 mamifactorec mentioned 1 Getings
Seretcoll Medikal, Turkive
FSC submitted is expired.
150 13485 expired.
2% | Mediland Pakistan | Legal Manufacturer: | HU-35 Deferred for the provision of following
Pyt Office No. b-09, | Maguet {Heater Unit) documents,
Znd Floor Maseod | Cerdiopulmonary
Arcade UP Road | GmbH Kehler Sir. 31 There is ambiguity in the name of Legal
near Saidpur Boad, | 76437 Rastatt | Clags-C manufscturer, o Form-JA, it @
Rawalpindi. Germany. mentioned as Maguet Cardiopuimaonary
| Shell Lifa: M/A GmbH Kehler Str. 31 76437 Rastatt
ELI- 00202 FSC: Germany Germany whereas the agreement is in
062 issuance: 12/17/2021 | Codes & Sizes; As per FSC | between Getinge Group middle East
T4-06-2027 Provide the origmal and wupdated

Agency agreement clearly mentioning
the Legal manufacturer’ owner of the
product and any site or branch invalved
in the manufacturing of the product

FSC of Sweden submitted missing the
device,

FAC of Germany provided is copy.
i

Deferred letter of 59th Mecting of MDB (20-07-2023) W :,
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Credentials of monufacturer shroad,

ﬂ
Valid and notarized 150 13485 ad
FOA certificaies are missing.

Manufacturing and O processes in
detail.

Essential principle checklist of applied
device,

Declaration of Conformity to be printed
on manufactures”s letier head duly filled

and signed by responsible person
mentioning all the certifications.

Labels of applied product mentioning
the reference number approved in the
country of origin,

9

Mediland Pakistan
Pt Office Mo, b-09,
Zmnd Floor Masood
Arcade 1P BRoad
near Saidpur Road,
Eawalpindi.

ELI: 00202
0B
24-06-2022

Legal Manufacturer:
haguet
Cardiopulmonary
GmbH Kehler Sir, 31
TH437 Raxstmtt
Germany.

FSC: Germany
issuance: 127172021

BMLF Arterial and Venous
Sensor
(BMU Sensor)

Class-C
Shelf life: N/A

Coades 8 Sizes: As per FEC

Deferred for the provision of following
documents:

There is ambiguity in the name of Legal
manufacturer, on Form-TA, it s
mentioned as Maguet Cardiopulmonary
OmbH Kehler S 31 76437 Rastan
Cermany whereas the agreement is in
between Getinge Group middle East,
Provide the original and updated
Agency agreement clearly mentioning
the Legal manufacturer/ owner of the
product and amy site or branch involved
in the manufscturing of the product

F5C af Sweden submittad missing the
device.

Credenimls of manufacturer abroad.

Valid and notarized 150 13485 and
FOA certificates ane missing.

Manufacturing and QC processes in
detail.

Essentinl principle checklist of applied
dewice.

Declaration of Conlormity to be prinbed
on manufacturer’s leder head duly filled

and signed by responsible  person
mentioning all the certifications,

Labels of applied product mentioning
the reference number approved in the

country of origin.

Apply separately for BML cells,

Deferred letter of 59th Meeting of MDB (20-07-2023)




The DoC showing the subject device in
Class-8, clarification ks required.

=|(

Mediland Pakistan
Pvt Office No. b-09,
2nd Floor Masood
Arcade 1IP Road
near Saidpur Road,
Rawalpindi.

ELI: 00202
J00-p
24-06-2022

Legal Manufacturer;

Maguet
Cardiopalmonary
GmbH Kehler Sir. 31
TE437 F.astat
Crermany,

FSC: Germany

issnamce; §20072020

Maguet HLM  Perfusion
Tubing Set

(Perfusion Tubing Set with
oxypenator)

Class-C

Shelf life: MiA

CimBies & Sizes: As per FSC

Deferred for the provision of following
documents;

There 15 ambiguity in the name of Legal
manufacturer, on Form-TA, # 15
mentioned as Maquet Cardiopulmonary
GmbH Kehler Str. 31 76437 Rastatt
Germany whereas the agreement i in
between Getinge Group middle East.
Provide the original and wpdated
Agency agreement clearly mentioning
the Legal manufacturer’ owner of the
product and any site or branch invelved
in the manufacturing of the product

FSC of Sweden submitted missing the
device,

Original FRC of Germany is required.
Shell life and shelf life studiss.,
Credentials of manufiscturer abroad.

Valid and notarized 150 13485 and
FQA cerlificates are missing.

Manufacturing and QC processes in
detail,

Essential principle checklist of applied
device.

Declaration of Conformity to be printed
on manufacturer's better head duly filled
and signed by responsible person
mentioning all the certifications.

Labels of applied product memtioning
the reference number approved in the
country of origin,

Multiple subtypes are mentioned in DoC
depending upon the ape, give vour
priority in this application and separate
the others,

11

Mediland Pakistan
vt Office No. b=09,
Znd Floor Masood
Arcade [JP Foad
near Saidpur Road,
Rerwalpindi.

ELI: (202
I05E-P
20-06-2022

Legal Manufacturer:
g et
Cardiopulmonary
GmbH Kehler Sir. 31

T6437 Fastan
Cierrnany.

FSC: Germany
ssuance: 127172021

HL 40
(Heart Lung Machine)

Class-C
Shelll Life: N/A

Codes & Sizes: As per FSC

Deferred for the provision of following
discuments:

There is ambiguity in the name of Legal
manufacturer, on Form-TA, it s
mentionsd a5 Maoquet Cardiopulmonary
GmbH Kehler Str. 31 76437 Rastai
Germany whereas the agreement is in
between Getinpe Group middle East
Provide the original and updated

Deferred letter of 5%th Meeting of MDE (20-07-2023)
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the Legal manufaciurer’ owner of the
product and any site or branch invol»™
in the manufaciuring of the prodiact

F3C of Sweden and Germany submitied
missing the device,

Shelf life and shelf life stodies.
Credentials of manufacurer abroad.

Valid and notarized 150 13485 and
FOA certificates ane missing.

Manufacturing and QU processes m
detail.
Essential principle checklist of applied
devica,

Declaration of Conformify to be printed
on manufacturers letter head duly filled

and signed by responsible person
mentioning all the certifications.

Lobels of applied product mentionimg
the reference number approved in the
country of origin.

Clearly provide the codes
clarification of components applied,

and

Mediland Pakistan
Pvt Office Mo, b-0%,
Ind Floor Masood
Arcade 1JP FRoad
near Sawdpur Road,
Rawalpindi

ELL: {el2{02
JE-P
I0-06-2022

Legal Manufacturer:
Maquet Critical Care

AB 171 54 Soloa
Sweden,
S10(K]) number

K 180098 (Cmly for
Serve N ventilators
arud Servo-=11)
(Copy without
legalization)

Lervo | Ventilndor
Servo W ventilators
Servo-LJ

{Wentitatar Machine}
Class-C

Shelf life: WA

Codes & Sizes: As per FEC

Deferred for the provision of following

documents:

There i ambiguity in the name of Legal
manufacturer, on  Form-TA, @t s
mentioned as Maguet Critical Care AB
171 54 Solna Sweden whereas the
agreement is in between Getinge Group
mickile East. Provide the orginal and
updated Agency agreement  clearly
mentioning the Legal manufciurer/
owner of the product and any site or
branch involved in the manufacturing of
thie product

FSC of Sweden missing the device, 510
(k) summary nolification is provided.

Credentials of manufzcturer abroad,

Valid and notarized 150 13485 and
FQA certificates are missing.

Mamufacturing and T processes in
detail,

Essential principle checklist of applied
device,

Declaration of Conformity to be printed
on manufacturer’s letter head duly filled

Deferred letter of 5%th Meeting of MDB (20-07-2023) \W
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and signed by responsible person
mentioning all the cerifications.

Labels of applied product mestioning
the reference number approved in the
country of origin,

Multiple brands applied, give your
priocify in this application and applied
separately for other Brand'models,

33

Mediland Pakistan
Pyt Office Mo, b-09,
Ind Floor Masood
Arcade 1P Hoad
near Saidpur Road,
Rawalpindi.

ELL: Q0202
3213
20-06-20232

Legal Manufacturer:
Maguet  Critical Care
AR 171 34 Solra
Bweden,

510 (K} number
Kl60665 (Omly for
Flow i}

(Copy without

legalization)

Flow |
[ Anesthesia Machine)

Clase-C
Shelf Life: N/

Models as per FDA PMN

Deferred for the provision of following
documents:

There is ambiguity in the name of Legal
manufacturer, on  Form-TA, @t is
mentioned ns Maguet Critical Care AB
171 54 Solna Sweden whereas the
mgreement is in betwesn Getinge Group
middie East. Prowide the original and
updated Agency agreement clearly
mentioning  the Legal manufacturer
owner of the preduct and any site or
Branch involved in the manufacturing of
the product

FSC of Sweden missing the device, $10
(k) summary notification is provided,

Credentials of manulcturer abroad,

“alid and notarized 150 13485 and
FOQA certificates are missing,

Manufacturing and QC processes in
detail,

Essential principle checklist of applied

device.

Declaration of Conformity to be printed
on manufacturer’s better head duly filled
and signed by responsible  person
mentioning all the cerifications.

Labels of applied product mentioning
the reference number approved in the
country of origin,

Apply separately for Flow C tvpe.

i

Mediland Pakistan
Pt (ffice Mo, b-09,
Ind Floor Masood
Arcade JP Road
near Saidpur Road,
Rawalpindi_

ELI: 00202
097-P

Legal Manufacturer;
Magquet
Cardiopulmonary
CimbH Kehler S, 31
T6437 Rastatt
Crermany.

Cardiosave
Balloon Pump {Hybrid)

(Intra-Aortic Balloon Pump)

Class-C

Shelf lifis ™A

Codes & Sizes! As per FSC

Intra-Aodtic

Deferred for the provision of following
documents:

There i ambiguity in the nome of Legal
manufacturer, on Fomm-TA. it i
mentioned as Maguet Cardiopulmanary
GmbH Kehler Str. 31 76437 Rastant
Germany whereas the agreement is in

Deferred letter of 5%th Meeting of MDB (20-07-2023)

ween et Group middle Eass,
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29-06-2022

Provide the original and updated
Agency agreement clearly mentior™%
the Legal manufacturer’ owner of ..¢
product and any site or branch involved
in the manufacturing of the product

Muanufacturer of the device is not clear,
in DoC, 150 the manufacturer is not as |
mentioned on Form, clarification 1s
required,

FBC of Sweden and Germany provided
missing the device,
Credentiols of munufiscturer abroad.

Valid ond notarized 150 13485 and
FQA certificates are missing,

Manufacturing and QC processes in
detail.

Essential principte checklist of applied
device.

Dieclaration of Conformity to be printed
on manufaciurer's better bead duly filled
and signed by responsible  person
mentioning all the centifications.

Labels of applied product mentioning
the reference number approved in the
coumtry of orighn,

Apply separately for Bescue type.

33,

Mediland Pakistan
Pwi Oifice No, b-00,
2nd Floor Masood
Arcade 1IP Road
near Spidpur Foad,
Rawalpindi,

ELL 00202
J078-P
29-06-2022

Legal Manufacturer;
Cretinge AB
Linﬂmhmpirun TA
PO Hox $861 SE-417
56 Goteborg Sweden.

FSC: Germany
Drate of
AW TW201%

Cietinge
(Stenm Sterilizer)

Class-C
Shelf life: not provided
Codes:

Ga566H
G5567F

Deferred for the provision of following
documents:

There 15 ambiguity in the name of Legal
manufacturer, on  Form-TA, it i3
mentioned as Cretings AB
Lindhalmspiren 74 P.C Box 8861 5E-
417 56 Goteborg Sweden,

whereas in FSC copy provided it is
Maguet  Cordiopulmonary  GmbH
Kehler S 31 76437 Rastatt Germany
and site mentioned s Getinge Infection
control,  Poland.  Clarification s
recuired.

There is ambiguity as the agreement is
in between Gietinge Group middle East,
Provide the original and updated
Agency agreement clearly mentioning
the Legal manufacturer’ owner of the
product and any site or branch involved
in the manufaciuring of the product

Manufaeturer of the device is not clear,

Deferred letter of 59th Mecting of MDRE (20-07-2023)

Wé@@ﬂ'ﬁ Page 16 | 74




ey

in Dol 150 the manufacturer is not as
mentioned on Form, clarification s
recuirad.

Germany provided is copy, original is
required.

Credentials of manufaciurer abroad.

Valid and notarized IS0 13455 and
FOA certificates are missing.

Manufacturing and 0C processes in
dledail.

Essential principke checklist of apphied
device.,

Shell life and smdies supposting the
shelf life.

Declaration of Conformity to be printed
on manufacturer’s letter head duly filled
and signed by responsible person
mentioning all the certifications.

Labels of applied product mentioning
the reference number approved in the
country of origin.

S

Mediland Pakistan
Pt Office Mo, b-09,
2nd Floor Masond
Arcade [JP Road

Legal Manufacturer:
Gebruder Martin
GmbH & Co. KG KLS
Martin plaiz 1. 78332

RF Surgery units
Cliss=C

Deferred for the provision of following
documenits:

The agreement, submitted, is copy and

Ind Floor Masoond
Arcade IJP Road
near Saldpur Road,
Rawalpindi.

ELIL: ({5202

Cardiopulmaonary

near Saidpur Road, | Tuttlingen, Germany | Shelf life; N/A expiring on 30" June 2023,
Rawalpinddi.
Model; Credentials, FSC and Dol i not
ELIL: 00202 Mot provided provided.
I0TI-p
MLR.-2022 The 150 13485 and FOA certificates are
eopies wio nodarization.
Multiple brands are applied i this
application, give your priority in this
case and apply separately for others.
The accessories used with the device
should be applied separately depending
upon the Class of medical device,
Labels o applicd model’ codes.
37. | Mediland Pakistan | Legal Manufacturer; | BMLU=D I-:I-tl'trredﬂ:d'mtpmumnn of following
Pyt Office Mo, b-00, | Magquet (Blood Monstoring Unit) documents;

GmbH Kehler Str. 31 | Class-C There is ambiguity in the name of Legal
TediT Rasta manufacturer, on Form=TA, § {5
Germany. Shelf Life: Mos mientionsd as Maguet Cardiopulmonary

COmbH Kehler Sir. 31 7437 Rastau
F&C: Germany Code: 11 /| Germany whereas the agreement is in

Deferred letter of 59th Meeting of MDB (20-07-2023)
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3061-P
20-06-2022

insuance: | 2172021

TOI04,0852

between Getinge Group middle East.
Provide the original and upda=s
Apgency agreement clearly mentions..
the Legal manufacturer’ owner of the
product and sy site or branch involbved
in the manufacturing of the product

F5C submitted 15 copy, original is nof
provided.

Shelf life and shelf life studics.
Credentials of manufaciurer abroad.

Valid and notarized 150 13485 and
FOA certificates are missing.

Manufacturing and QC processes in
detail,

Essentinl principle checklist of applied
device.

Labels of applied preduct mentioning
the reference number approved in the
country of origin,

8.

Mediland  Pakistan
Pt Office Mo, b-09,
2nd Floor Musood
Arcade [JP Road
near Saidpur Road,
Rawalpindi,

ELL: D202
J055-P
29-06-2012

Legal Manufacturcr;
Maguet
Cardiopulmonary
GmbH Kehler 5. 31
TediT Fasait

Crermanmy,

FSC: Germany
issuance: 272020

ROTAFLOW 11
(Cemtrifugal pump system)

Clazs-C

Shelf Life: N/A

Deferred for the provision of following
documents:

There is ambiguity in the name of Legal
manufacturer, on Form-TA, it is
mentioned as Maguet Cardiopulmonary
OmbH Kehler Sir. 31 76437 Rastatt
Germany whereas the agreement is in
between Getinge Group middle East,
Provide the original and updated
Agency agreement clearly mentioning
the Legal manufactures’ owner of the
product and any site or branch involved
in the marufecuring of the product

FSLC submitted ts copy, original is not
provided. Also clearly state the model of
device as the product mentioned is o
Swystem whereas the DoC provided s
only for the RofaFlow Base unit rather
than RotaFlow [ base anit. Provide the
original Dol  mentioning  the
components including in a System.

Service life and its studies.
Credentials of manufacturer abroad.

WValid and potarized 150 13485 and
FOIA certificates are missing.

Manufecturing and QC processes in
detail.

Deferred letter of 5%9th Megting of MDB {20-07-2023)




Labels of applied product mentioning
the reference number approved in the
country of arigin.

18 | Mediland Pakistan | Lepal Manufacturer; | Maquet Deferred for the provision of following
Pyt Dffice No_ b-09, | Magquet Hemoconcenirator disciemants:
2o Floor Masood | Cardiopulmonary
Arcade 1P Road | GmbH Kehler 5, 31 | Class-CC There is ambiguity in the name of Legal
near Saidpur Road, | 76437 Rasintt manufacturer, on Form-TA, &t s
Rawnlpindi. Germany. Shelf life: not mentioned mentioned as Maguet Cardiopulmonary
OmbH Kehler Str. 31 76437 Rastatt
ELI: 00202 FEC; Germany Models: Ciermany whereas the agreement is in
3057-P issuance; 121772021 | BC 20 plus, between Getinge Group middle East.
24:06-2022 BC 60 Plus, Provide the originel and updated
BC 140 Plus Agency agreement clearly mentioning
the Legal manufacturer’ owner of the
product and any site or branch involved
in the manufactiring of the product
FEC submitted is copy, original is not
provided.
Shedf fife and shelf life studies.
Credentials of manufaciurer abroad.
Walid and notarized 150 134835 and
FQA certificates are missing,
Manufacturing and QC processes in
detail.
Essential principle checklist of applied
device.
Labels of applied product mentioning
the reference number approved in the
country of origin,
40 | Mediland Pakistan i ulacts Maquet PSL Set Deferred for the provision of following
Pyt Office No. b-09, | Maquet (Extracorporeal Life | documents:
2nd Floor Masood | Cardiopulmonary Supports system) s
Arcade 1P Road | GmbH Eehler St 31 l'.'lal'!ﬂ-l:ﬂ_lnl'l is required as the device is
near Saidpur Road, | 76437 Rastatt | Class-C applied in Class-C whereas in CE
Rawalpindi Germany. certificate and DoC mentioning the
Shelf Life: N/A device falls in Class-D. for Class-D
ELI: 00202 FSC: Germany devices additional design examination
I081-P issuance: 12/17/2021 | Model/code: certificate is required, to be valid and
29-06-2022 BE-PLS 2050 notarized.

L

£

There is ambiguity in the name of Legal
manufacturer, on Form-TA, it s
mentioned as Maquet Cardiopulmonary
GmbH Kehler Str, 31 76437 Rastait
Ciermany whereas the sgreement s in
betwesn Gefinge Group middle East,
Provide the original and updated
Agency agreement clearly mentioning
the Legal manufacturer’ owner of the

Deferred letter of 5%th Meeting of MDB (20-07-2023)
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in the manufacturing of the product

_—
FSC submitted is copy, original £ .4
provided,
Credentials of manufacturer abroad.
Valid and npotarized IS0 13485 and
FOA certificates are missing,

Manufacturing and QC processes in
detail,

Essential principle checklist of applied

device,

Labels of applied product mentioning
the reference number approved In the
country of origin.

41

Mlediland Pakistan
Pvi Office Mo, b=,
2nd Floor Masood
Arcade [JP Road
near Snidpur Road,
Rawalpindi,

ELI: (:chi2
A109.p
29-06-2022

Legal Manufacturer:
Maguer
Cardiopulmonary
GmbH Kehler Str. 31
76437 Fastan
Germany,

FEC: Germany
issuance: 1271772021

Plegiox
(Cardioplegia
Exchanger})

Heat

Class-C
Shelf life: N/A

Code:
CHX 30

Deferred for the provision of following
documents:

There is ambiguity in the name of Legal
manufaciurer, on Form-TA, it s

mentioned as Magquet Cardiopulmenary
GmbH Eehler Sir, 31 764317 Rastati

Germany whereas the agreement (5 in
between Getinge Group middle East.
Pravide the original and updated
Apgency agreement clesrdy mentioning
the Legal manufacturer! owner of the
product and any site or branch involved
in the manufacturing of the product

FSC submitted is copy, orgimal is not
provided,

Credentials of manufacturer abroad.

Valid and notarized [SO 13485 and
FQA certificates are missing,

Dol is missing for the subject device.

Manufacturing and QU processes in
dietail.

Essential principle checklist of applied
device.

Labels of applied product mentioning
the reference number approved in the
country of origin,

ax

Mediland Pakistan
Pwt Oiffice Mo, b=09,
Ind Floor Masond
Arcade [P Hoad
near Saidpur Road,
Rawalpindi.

ELL: 00202
3083-P
20-06-2022

| ufaciurer:
Giebruder Martin
GmbH & Co. KG KLS
Mariin platz 1. 78532
Tuttlingen, Germany.

MCO 25 Plus, MCO 50 Plus,
FlexPen 20, Diomax [350
Limax, Limax 164

{Laser Surgery LInkts)

Class-C

Shelf life: not provided

Deferred for the provision of following
documents:

Intendad purpose of the devices is not
clear that the applied surgical units are
used for which purpose.

The agreement, submitted, 5 copy and
expiring on 30% June 2023,

Deferred letter of 39th Meeting of MDB (20-07-2023)
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Mediland  Pakistan

Credentials, FSC and Dol are mm
provided,

The 150 13485 and FOA centificates are
Ccopiss w0 notarization,

Multiple brands are applied in this
application, give your priority in this
case and apply separately for others.
Shelf life and shelf life sudies.

Labels of applied model’ codes,

| 3 Legal Manufacturer: | Getings 46 Aguadis 56, | Deferred for the proviston of following
Pt Office Mo. b-04, | Getting AB | Getinge 86, Getinge 9100, | docoments:
2nd Floor Masood | Lindholmspiren  7A | Getinge ‘WD 14 Tablom
Arcade UJP Road | P.O Box BBGI SE-417 | Getinge WD 15 Claro, | Multiple products applied & Single
near Saidpur Rosd, | 56 Goleborg Sweden | Getings M 320 application, give wour priorify in this
Rawalpindi. { Washer-disinfecior) case and apply separately for the other
FSC Sweden types of wagher disinfectars,
ELL 00202 Valid till; 26/03,/2024 | Class-C
081 =P There iz ambiguity in the name of Legal
29-0f-2022 Shelf life: N'A manufacturer, on Fom-7A. it is
mentiomed as Chetting AB
Codes & Sizes: As per FSC | Lindholmspiren TA P.O Box 2361 SE-
417 56 Goteborg Sweden whereas the
agreement is in between Getinge Group
middle East. Provide the original and
updated Apency agreement chearly
mentioning the Legal manufacturer/
ovwner of the product and any sife o
branch involved in the manufiaciuring of
the product
FSC submined s copy, original 5 not
provided.
Credentials of manufaciurer abroad.
Yalid 130 13485 and FOA certificates
are provided but without notarization,
Manufacturing and OQC processes in
detail,
Ezsentinl principle checklist of applied
device,
14, | Mediland Pakistan | Lega] Manufacturer: | Sterix Deferred for the provision of following
Pyt Office Mo, b-09, | Medi-Care  solutions | {Autoclave with  Stesl | documents!
2nd Floor Masood | SrL, Via Della Zecca | chamber)
Amcade [JP Road | ME- 40121 Bologna Submit the complete documents as per
near Saldpur Road, | (BO) laly Class-C the requiremenis of Form-TA,
Rawalpindi. nﬂ’r“'
FSC: Not found Shelf lifie: W/A W @
ELIL: 00202
3082-P é’k
2o-DA-2022
45 | Sial Traders House | Legal Manufacturer: | Intermedical Dieferred for the provision of following
Mo, 156-A, Abu | Intermedical srh | (Mobile C-Arm  Image | documents:
hakkar Block Mew | located in vie Enrico | inbansifeer, Radius DIM)
Garden Town | Fermi 26, 24050 Provide revised Form-TA with all the

Deferred letter of 59th Meeting of MDB (20-07-2023)
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Lahore

Eli-D0 138
278-C
10-11-2022

Girassobbio [BG) lialy,

FSC Haly issuance
02-03-2022

Class-C
Shelf life: 5

Model:
Ag per FEC

required information including brand
namee, peneric name, HS code, GF™M
code, codes'model of the app.sed
product, brief description and intended
purpose of the device,

Provide Credentinls of manufacturer
abroad as per format approved in 3"
mesting of MDB, duly notarized,

Prowvide orginal LOW, submitted one is
a copy.

Prowided FSC is copy, provide original
attested FSC,

[0 13485 i expired and without
notarization, submit the wpdated and
notarized 1500 13485 certificate.

Provide notarized FOA cestificate, the

submitted  document 05 withot
MOLAF ZALOM.

Provide manofaciuring and CC tests of
the applied device in details,

Provide shell life/ service life studies
supporting the claimed shelf life.

Provide MRP of the device,

Provide Essential principle checklist of
the applied device.

Crouping criferia is nod mentioned in
Form-74,

Multiple types applied in single
application, justification i3 required for
grouping the types.

Sial Truders Howse
Mo, 15e=A, Abu
bakkar Block Mew
Garden Town
Lahore

Eli-00138
2719-C
10-11-2022

Legal Manufacturer;
Imermedical s,
located i via Enrico
Fermi 26, 24050
Grassobbio (BG) lialy,

FSC ltaly issuance
D2-03-2022

Intermedical
{Mobile
imtensifier, Radius XP)
Class=C

Ehelf life: §

Model:
As per FSC

C-Arm  [mage

Deferred for the
following documents:

provision of

Provide revised Form-7A with all the
required mformation including brand
name, generic name, HS code, GMDN
vode, codes'model of the applied
product, brief description and intended
purpose of the device,

Provide Credentials of manufacturer
abroad as per format approved in 3™
meeting of MDB, duly notarized.
Provide original LOA, submitted ons is
o COpY.

Provided FSC is copy, provide original

Deferred letter of 59th Meeting of MDB (20-07-2023)
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artested FSC,

150 13485 i5 expired and withowt
notarization, submit the updated and
notarized IS0 13485 certificate.

Provide notarized FOQA certificate, the
gubmiiled  docurnent B without
notarization.

Provide manufacturing and OC tests of
the applied device in demails.

Provide shell life’ service life studies
supporting the claimed shelf life.

Provide MEP of the device,

Provide Essential principle checklist of
the applied device,

Cirouping criteria is not mentioned in
Form-TA,

Multiple types applied in - single
application, justification (s reguired for
grouping the types.

L8

Sial Traders Houwse
Mo, 156-A, Abu
bakkar Block Mew
Garden Town
Lahore

Eli-Di 38
277-C
10-11-2022

Legal Manafactorer;
Intermedical B.L.Q,
bocated in wia Enrico
Fermi 2, 24050
Girassobbio (BGY laly,

FSC [taly issuance
02-0i3-2022

Imtermecical

(Mobile C-Arm  Image

intensifier, Radius AFG)
Clagg-C
Shelf life: 5

Model:
As per FEC

._F"'-“r

Deferred for the provision of following
documents:

Provide revised Form-TA with all the
required nformation including brand
name, peneric name, HS code, GMDN
code, codes'model of the applied
product, brief description and intended
purpose of the device.

Provide Credentials of manufacturer
abroad as per format approved in 3™
meeting of MDB, duly notarized.

Provide original LOA, submitted one is
B COpY.

Provided FSC ks copy, provide original
attested FSC.

IS0 13485 5 expired and without
notarization, submit the updated and
notarized |SO 13485 certificate,

Provide notarized FOA certificate, the
submitted  documeni B without
noturization.

Provide manufaciuring and OO 1esis of
the applied device in details.

Provide shell” life' service lilfe studies

Deferred letter of 5%th Meeting of MDB (20-07-1023)
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supporting the claimed shelf life.
~
Provide MREP of the device.

Provide Essential principle checklist of
the applied device.

Grouping criteria is not mentioned in
Form-TA.

44

Sial Traders Hoise
Mo, 156-A, Abu
hakkar Block MWew
Garden Towmn
Lahore

Eli-piia
LEL-C
10-11-2022

Legal Manufacturer;
Intermedical 8.0,
located n via Enrico
Fermi 26, 24050
Girassobbio (BG) laly,

FSC ltaly issuance
02-03-2022

Imtermedical
Comipact DR Phas

(Muobile X-ray squipment)
Class-C
Shelf life: 5

Muodel:
Compact DR Plus

Deferred for the provision of following
documents:

Provide revised Form-TA with all the
required information mcluding brand
pame, generic name, HS code, GMDN
code, codes/model of the applied
product, briel description and intended
purposs of the device.

Provide Credentials of manufacturer
gbropd as per format approved in 39
meeting of MDB, duly notarized.
Provide original LOA, submitted one is
8 copYy.

Provided FSC ks copy, provide original
ptiested FSC.

150 13485 s expired and without
notarization, submit the updated and
notarized |50 13485 certificate.

Provide notarized FOA certificate, the
submitied  document 15 without
noLErization.

Provide manufaciuring and O tests of
the applied device in details,

Provide shelf life’ service life studies
supporting the claimed shelf life.

Provide MEF of the device.

Provide Essential principle checklist of
the applied device.

Grouping criteria s not mentioned in
Form-TA,

L LB

Sial Traders House
MNe, 156-A, Abu
bakkar Block MNew
Garden Town
Lahore

EL-DOL3E
280-C
10-11-2022

Legal Manufacturer:
Control X Medical Led
Located in Ov Uica
29.H-1141 Budapest,
Hingary

F&C Hungary Valid il
26=05-21024

Perfomm-X
{Floor mounied
Radiographic System)

Class-C
Servica life: 5 vaars

Models' codes as par FEC

Dreferred for the provision of following
documents:

Provide revised Form-TA with all the
required information including brand
name, generic name, HS code, GMDN
code, codes'model of the applied
product, brief description and intended
purpose of the device.

Provide Credentials of manufacturer
pbroad as per format approved im 3™
meeting of MDE, duly notarized,

Deferred letter of 39 th Meeting of MDB (20-07-2023) W
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Provide original LOA, submirtted one is
a copy and expired in December 2022

Provided FSC is copy, provide original
attested FSC of Hungary,

150 13485 is expired and without
potarization, submit the wpdated and
notarized 150 13485 certificate.

Provide notarized FOQA certificate, the
submitted document i without
nidsrieation,

Provide manufaciring and QC ests of
the applied device in details,

Frovide shelf lifed service life studies
supporting the claimed shelf 1ifi,

PFrovide MEP of the device.

Provide Essential principle checklist of
the applied device.

Grouping criferia s nol mentioned in
Form-TA, as the device & & system and
applied multiple types as Family. Apply
separately for Ceiling mounted sysiem

Apply separately for the componenis
depending upon their Classification as
Tube Stand is used with the Ceiling
mpunted and Wall stand are in seres.

a0 | Medimen Selethru Deferred for the provision of following
(Pakistan) Kossel Medtech | (MC PTCA Billoon | documents:
House HI:I._ : 199, {El.lzh_-l:lu] Co  F2=F3, | Dilatation Catheter) All the legal documents submitted are
Phase=2, GECHS, | Building MNo. 6, No 8, copies mnd  wilhout - ahiestation’
Link Road Model | JinFeng Road, Suzhou | Class-D ottt
Town, Lahore Mew District, People e ite _
Republic of China, Shelf life: 3 years Shelf life studies for the claimed sheif
Eli-005 5% lifee.
| 93-C FSC China valid till Codes as per FSC Manufacturing and QC tests in detal,
Al- 3
Wkhchas STmea FQA and Design Examination providesd
are [w PTCA Dilmation catheter
whereas the applied product i NC
PTCA  balloon  dilatation  catheder,
clarification s required with revised
Form-TA with relevant information if
the device applied is PTCA. The
certificates provided
51 | MIRAJ Legal Manufacturer: | Forsure ABO Set Deferred for the provision of following
CORPORATION TS Dingnostics Sdn. | (Blood grouping reagents) documents:
Address 1 13-14, | Bhd
Znd Floor, Jinnah | Address: No. 7 & 9, | Class-D FSC of any reference country or CE
Business  Centre, | Jalan TP# 511, Taman marked document issued by NANDO
Chandni  Chowk, | Perindustrian Shelf life: 3 years dita base notified body.
{ Murmee Road, | Puchong, 47160

Deferred letter of 59th Meeting of MDB (20-07-2023)
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EAWALPINDI - | Puchong, Selangor | Code:
FAKISTAN. Darul Ehsan, Malaysia | FS-ARCLE10-003 -~
Tel: 092-51-
1571326 FSC Original Valid ull
ELI-G336 04-08-2024
100-C
12-10-2022
22 | Raffay Associates i | Bonastent Deferred for the provision of fiollowing
OFFIVCE MO | Sewoon Medical Co., | {Esophageal Covered) documents:
042nd FLOOR |Ltd 60 Dorim-gil,
AHMED PLAZA | Ipjang-myeon, Class-C All kegal documents, submitted, are
RANGE  ROAD | Seobuk-gu, Cheonan- copies except 150 and FOA certificates.
RAWALPINDI 51, Shelf life: 3 years
Chungcheongnaamdo, F5C of country of origin and FSC of
ELI-0002 | Korea, Codes as per FSC MHEA need to be submitted since the
106%-C FSC Kiored issue on documents has been expired before the
2R-12-2022 R Lo
2 1 052016 submission of application.
FSC MHRA issuance
17-05-2018
£1 | Bafeway  gystem Braile Biomedica | Deferred for the provision of following
Pakiztan, Oiffice | Braile Biomedica | Hemoconcentrator documents:
Mo 4, second Floor | Brazl, Av.Pres,
Amna  shopping | Juscelino K.  de | Class-C | FSC of any reference country or CE
ceilre Misrial Road | Oliveira,  1505-Tarmf marked document issued by NANDO
Choor Choke | 1, Sao Jose do Rio | Shelf Life: ) yeass data base notified body.
Rawalpindi Preto-SP, 15091450
Brazil
BLL03aS FSC: Brazil issuance
19-12-2019
54. | Verlex Medical | Legal Manufacturer: | YNS Therapy & System Deferred for the provision of following
{(Pvt) Lid, T0-B-1, | LivaMova USA, Inc | (VNS Therapy ® | documents:
Ciulberg [11, Lahore. | 100 Cyberonics | Demipulse)
Boulevard, Houston, Claiss-D Original ond attesied FSC of US FDIA,
ELL: 00150 TX-TTO58 UEA Walid S0 13485 certificate.
3155-P iginal FSC: U.S.A | Shelf Life; 2 years
21-06-2022 Eﬁnun 131172021 | Model: 103 Generator
35 | Vertex Medical | Legal Manufacturer: | VNS Therapy ® System Deferred for the provision of following
(Pv) Led, 70-B-1, | LivaNeva USA, Inc | (VNS Therapy ® Tunneler) | documents:
Giulherg 111, Lahore. | 100 Cyberonics
Boulevard, Houston, | Class-Ib Original and attested FEC of US FDA,
ELL: 00150 TX-TT058 USA Yalid 130 13485 certificate.
g?fujrfznzz Original FSC: U.S.n | SelfLife: 2 years
Walid till: 13112028 | Model: 402 Tunnelber
56 | Vertex Medical I ;| VNS Therapy & System Deferred for the provision of following
(Pt} Lid, 70-B-1, [ LivaMNowva USA, Inc. | (VNS Therapy £ | documents:
Culberg 111, Lahore. | 100 Cyberonics | Programmer)
Boulevard, Houston, Class-[) Original and attested FSC of US FDA
ELL: 00150 TX-TTO5E USA Wialid 1590 13445 certificate.
i?i;-?mzz Original FSC: 1.8, | Serviee Life: 1 year
Valid dil: 130112021 | Model: 3000 Programmer
57, | Variex Medical | Legnl Manufacturer: | YNS Therapy ® System Deferred for the provision of fallowing
(P} L‘l_l:!,_ T0-B-1, | Livalova USA, Inc | (VNS Therapy ® | documents:

Deferred letter of 59th Meeting of MDB (20-07-2023)
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Galberg 11, Lahore. | 104 Cyberonics | Programoming Weand)
Boulevard, Houston, ClassD Original and anested FSC of US FDA.
e | ELL: 00150 TH-TT0S8 USA s Walid 1500 | 3485 cenificate.
3254.P Service Life: 2 year
212022 Original F5C: 11.5.4 : :
Valid il 13112021 | gu T LB
58 | Werlex Medical | Legal Manufacturer: | Stockert 55 Deferred for the provision of Walid
(Pwvt) Ltd, T0-B-1, | LivaNova Deutschland | (Hearl Lung Machine) LOA,
Clberg 111, Lahore, | GmbH
Lindberghatr. 25 80939 | Class-C
ELI: 00150 Munich-Germany
3154-P Shelf Lifa: 10 vears
22.07-2072 FSC: Germany
Diate of [nowe: | Code: 45-95-02
23022022
5 | Verex Medical | Legal Manufacturer: | Steckco Deferred for the provision of following
{Pvt) Ltd, 70-B-1, | Steeko 5PA  Via | (Endoscope Washers) documents.
Gulberg-11l, Baleganie 27, 31039 el - -
; : Clarification as the applied device is
Lahore. Riese Pio X (TV), haly | Class-C already been applied by Mis Total
ELI-001350 FSC: laly Shelf Life. 10 years technologies.
J347-p Date of [ssue: Original and valid LOA and
DE-00.2022 0305022 Codes as per F5C Menufacturing and OC tesis of the
applied devica,
&, | Wertex Medical | Lepal Manufacturer: | Stecleo Deferred for the provision of following
{Pvt) Litd, 70-B-1, | Steelco SPA  Via | (Washer Disinfectors) documents,
Ciulberg-[11, Balegante 27, 31039 P - T
. . Clarificotion as the applied device is
Lahore, Riesa Pio X [TV}, lialy | Class-C akeady bern spplisd by Mis Total
ELI-00150 FSC: ltaly Shelf Life. 10 years technologies.
3344.p Date of Issue: Original and  valid LOA and
06-09-2022 05052022 Codes as per FSC Mamufacturing and QC tests of the
applied device.
81, | Vertex Medical n rer: | Steeleo Deferred for the provision of following
(Pwt) Lid, T0-B-1, | Steeles S PA  Via | (Steam Sterilizing Units) discuments,
; ; applied device is
Lahore. Riese Pio X (TV), Haly | Class-C iready been applied by M/s Totl
EL1-00150 FSC: Taly Shelf Life, 10 vears veinnlogies.
3345-P Date of 1ssue: Original  and  walid LOA  and
O&-09-2022 050572022 Codes as per FSC Manufacturing and QC wests of the
applied device,
62, | Vertex Medical i | Stecleo Deferred for the provision of following
(Pvt) Ltd, 70-B-1, | Steelco SP.A Vi | {(Washer Disinfectors) documents.
Gulberg, | Baegute 27 31039 | (08 Serke) s 5 6 o B
Class-C already b:m applied by M's Total
EL1-001 50 FSC: taly technologies.
3d6=P Date of Isswe: | Shelf Life, 10 years Original and wvalid LOA and
0G-09-2022 03/05/2022 . Manufacturing and QC tests of the
Codes as per F5U npplied device.
63 | KM  Enterprises, anifae : | AMD Deferred for the provision of following
KM Mansion, 605, | Zhejiang Kanglidi | {Adhesive Paper Tape, MNon- | documents.

&
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D Block, MA Johor | Medical Amicals, Co. | woven) -
Toan Lahore Ltd.. Dﬂl'lg.'ﬂﬁl'l Um'lg'l.‘d I]'Id uﬂmp’td Fnl'l_'ﬂﬂ[
Industrial Zone | Class-A submit  properly filled- and 8l ¥
ELI: 00054 Shahwuzhai  Liushi, RNPR TN,
418-P Yueqing, Zhejiang, | Shelf Life: Mot mentioned All the legal documents submitied are
5=11-2020 China copies wnd expired, submit oniginal,
Codes as per FSC valid and legalized documents.
F&C: China
Valid till: 27.06:202 | FSC of any reference country’ CE
marked document,
Shelf life of the device with supporting
shelf life studies.
Essential principbe checklist
& | KASBN Lepal Manufacturer: | M. Trace Deferred for the provision of following
International, 41-K, | M4 Medical Sp.zoo, | (Electrocardiograph) documents.
DEs I, Lbony, | E0 SR Y Credentials, LOA, FSC, 1S0 13485 and
ELI-00434 FOA certificates submitted are scanned
1831-P FSC: Poland Shelf Lifie: NFA Cops: i tasl Sremass: e I,
22-10-2020 Date of issue: FSC submitted is missing the model/
30-12-2022 (Scanned | Model' codes: code only nnme 15 given,
2opy) Essential Principle checklist.
85, | KASHN Camilla Tarsis, Deferred for the provision of following
International, 41-K, | Industrias H. Pardo 5L, | {Stretcher Trolkey) documents.
Gulberg 111, Lahore | Calle Los Angeies 3. LOA, 1SO 13485 and FSC submitted are
Pol, Ind. Centrovia | Class-A ies, Original documents are missi
ELL:00434 50198 La  Muela s it B
421-P { Zaragoza) Espana Shell Life: M/A F3A cenificate is not provided.
e Essential Principle checklist,
F5C SPAIN Model. :
Date of issue 3lst | Tarsis Labels are missing,
July,2020 Apply separately for the other brand.
66 | KASEBN Legal Manufacturer: | Cama Hitech, Deferred for the provision of following
International, 41K, | Industrias H, Pardo 5L, | (Medical bed) docurments.
Gulberg 111, Lahore | Calle Los Anpebes 5.
Pol. Ind. Centrovia | Class-A LA and FSC and IS0 13483 submitied
ELIAM 34 50198 La Mucla are copies, Original documents are
432-p { Zarngora) Espana Shell Life: Mo, missing,
22-10-2020
FSC SPAIN Model: FOQA certificates are not provided.
Date of issue 31st | Hitech,
July, 2020 Essential Principle checklist.
Labels are missing.
Apply separately for the other bramd’
miisdels,
&7 | KASEN Legal Manulacturer; | [Dermatome hiades Deferred for the provision of following
Intemnational, 4 1-K, | Mouvag AG lecated at | (Surgical Blades) documenis.
Gulberg 111, Lahore | 5, Gallestrasse 23,
| 9403 GOLdach, | Class-B Brand name of the device.
| ELL:00434 Switzeriand
1795-p She fe; Mog prov A ane exp 1
| helf Life: M nded LOA and FSC ired bt valid
12-10-2020 FSC: Switzerland upon submission,

Walid till: 30.07.2022

Codes:

Deferred letter of 5%th Meeting of MDB (20-07-2023)
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1995 for dermatome 73 expired but valid wpon submizsion.
1996 for dermateane 50
S 1997 for dermatome 23 Manufacturing and QC details,
Shelf life and shelf life studies are not
provided.
Labels are missing.
Essential principle checklisi.
pt | KASBN Legal Mapufacturer; | MostGraph-02 Deferred for the provision of following
Imternational, 41-K, | Chest M1 located at 3- | (Electronic Spirometer) documents.
Gulberg 111, Lahore | 25-11 Hongo Bunkyuo-
ku, Tokyo [I3-0033, | Class-B Original documents are not provided
ELEOD34 Japan only  copies  of legal  documents
B3P Shalf Life: NiA provided.
22-10-2020 F&C: Japan . : e .
Diate of izzue: | Model: F'.ﬁC. submitted is copy, original s
23.08. 2020 CHESTGRAPH HI-3401 Mg
150 13485 centificate i5 valid but
without nedarization. Submit notarized.
FOA certificetes is walid but withowt
notartzation. Submit wotarized
Manufacturing and QU details,
Essentinl principle checklist.
Apply separately for other models,
6% | Pharmas Life | Manufactured for; Apex Life Deferred for the provision of following
Distributers, ©G- | Sunsoars Co., Ltd, 3F, | {Disposable Syringes with' | documents,
94/1 Cob Line Sajid | 3, LN260 SEC4, | without needle)
Bukhari Road | XIMHAI RO, Legal documents submiited are original,
Rawalpindi Wenshan TAIPEI | Class-B
| 1682m Taiwan Provide Credentials of manufacturer
ELE 00606 Shelf Life: 5 vears ghroad,
2064-F redl lyv:
14-01-2021 Yangzhou — Medline | Sizes: FSC of Germany submitted is copy,
Industry Co, Ltd Wo. | Iml  10ml, 20ml. 50ml, | original is required.
108 Jinshan  Road, | 60ml
| Economic LOA snd FSC are expired bui walid
Development  Zone, upon submission.
Yangzhou 225004
Fiangsy, China ISTy 13485 expired but walid wpon
submission,
FSC: China
Walid till: 2022.03.16 Essential principle checklist.
FSC Germany issuance
1-06-2018
7o | Pharma Life | Manufpctured for; Apex Life Deferred for the provision of following
Distributers, OG- | Sunsoars Co,, Ltd, 3F, | {Disposable Infusion Sed) documents.
o4/1 Cob Line Sajid | 3, LN260 SECH,
Bukhari Rood | XIMNHAI RD, | Class-B Legal documents submitted are original,
Rawalpinedi W enshan TAIPEI
[ 1692m Taiwan Shelf Life: 5 vears Provide Credentialz of manufachurer
ELI: (0606 | ,f‘r abroad.

Deferred letter of 59th Meeting of MDB (20-07-2023)
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2067-P E Model:
14-01-2021 Yangzhou  Medling | Adultuse & Child use FSC of Germany submitted iz o™,
Industry Co. Ltd No. original is required.
108 Jinshan Road,
Econamic LA and FSC are expired bul valid
Development  Zone, upca submission.
Yangehou 225009
Jiangsu, China 180 13485 expired but walid upon
submission,
F&C: China
Valid till: 2022.03.16 Eszential principle checklist.
FSC Germany issuance
D1-06-201 8
7E | Pharma Life | Manufactured for: Apex Life Deferred for the provision of following
Distributers, CG= | Sunsoars Co., Lid, 3F, | (Disposable Insulin Syringe) | documenis.
941 Colr Line Sajid | 3. LN260 SECH,
Bukhari Road | XINHAI RD, | Class-B Legal documents submirted are original,
Rawalpindi Wenshan TAIPEI
I 1692m Taiwan Shelf Life: § vears Provide Credenfinls of manufaciurer
ELL: (06la abroad.
2D65-p Manufactured by: Sizes:
14-00-2021 Yan Medline | Tml 0.2ml, 0.3ml FEC of Germany submitted is copy,
Industry Co. Ltd Mo, original 15 required.
108 linshan HRoad,
Economic LOA and FSC are expired but valid
Development  Zone, wpon submission.
Yangzhou 225003
Jiangsu, China 150 13485 expired but wvalid upon
submission.
F&C: China
Valid till: 2022.03.16 Essential pringiple checklist,
F&SC Germany issuance
01 {2011 § Provide labels of applied models as per
FSC approved in the country of origin
having the applied Brand name
72 | Pharma Life | Manufaciured for: Apex Life Deferred for the provision of following
Distributers, CG- | Sunsoars Co., Lid, 3F, | (Disposable IV Cannula) documents.
94/1 Cob Line Sajid | 3, LM60 SECH,
Bukhari Road | XINHAI RD, | Class-B Legal documents submitted are original.
Rawalpindi Wenshan TAIPEI
116492m Taiwan Shelf Life; 5 years Credentials  of manufacturer abroad
ELI: D06 misging.
2066-p i Sizes:
14-01-2021 Yangzhou Medline | 140, 16, 183G, 2, 220G, | FSC of Germany submitied is copy and

Infustry Co. Lad Mo
|8 Jinshan Road,
Economic
Development  Zone,
Yangzhou 2235009
Jiangsw, China

F8C: China

Valid mll: 2022 .03.16
FSC Germany issuance
0] =DiG=2(H] &

240

_.m'i,lmisaing the subject device, original is

A

regukred,
LOA and FSC are expired but valid

upon swbmizsion,

IS0 13485 expired but valid upon
submizzion.

Provide Essential principle checkiist.

Provide labels of applied models as per
FSC approved in the country of erigin
having the applied Brand name.
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Deferred letter of $9th Meeting of MDB (20-07-2023)

Type is not mentioned, specify the type |
in the instant case.

b Mo technical data of the applied product
i provided. Provide complete details,
manafacturing, OC testing and swability
stusies data.

73. | Pharma Life | Manwfactured for; Apex Life Deferred for the provision of following
Distributers, CG- | Sunsoars Co., Lid, 3F, | (Hypodermic needle) documents,
‘;“""k'hﬁb L'“’m ;EINH'::M“ S*EE; st Legal documents submitted are ariginal
Rawalpindi Wenshan TAIPFEL Credentials of manufacterer abrosd,
| 1692m Tarwan | Shelf Life: 5 vears FSC of Germany submitted is copy,
ELL 00606 afsotured bv: : orlginal is required,

il Yangzhou  Medline | Si2°% ; ;
14-01-2021 & | 166G to 30G LOA and F3C are expired but valid
Industry Co, Lid Mo, wmsubmininn.

ID8  Jinshan  Rowd,
Economic IS¢ 13485 expired but wvalid upon
Development  Fone, subanission,
Yangzhou 225009 Essential principle checkiist.
Jinngsu, China . .
FSC: China l;':'ﬂncwd: !ah:l; qli‘ ?Lpl'rd mud-:l; a5 per
FSC Germiany issusnce
] D201 B
71, | SAFEWAY Legal Manufacturer; | PATCH DE PERICARDIO | Deferred for the provision of following
SYSTEMS BRAIL BIOMEDICA | BOVING MONCCUSPIDE | documents:
PAKISTANM BRAFIL
FLAT & 4, 2ND | Av, Pres. Juscelino K | Class-D Provide English version of F3C of
FLOOR, AMMA | de. Oliveria, 1503, - country of origin.
SHOPING Tarraf |, Sa0 Jose da | Shelf Life: 02 Years ;
CENTRE, Rio Preto -5F, 150%91- Provide FSC of any SRA country or CE
MISRIAL ROAD, | 450 Brazil. Codes & Sizes: As per FSC | marked.
CHOOR CHOWE,
AW ALPINDI, Provide Design examination cerificate.
(EL1-00308)
2219-p
020052002 |
7. | Vertex Medical | Legal Manufacturers Steeleo Deferred for the provision of following
(Pvt) Lid, T-B-1, | Steelen SPA  Via | (Endoscope Washers) docamenls:
Gulberg-1TI, Balegante 27, 31009
Lahore. Riese Pio X (TV), haly | Class-C Updated LOA, IS0 13485 and
Production quality AS5UTANCE
ELI-00150 FSC: Ialy Shelf Lifie. 10 years certificates.
3347-p Date of [ssue:
De-08-2022 05052022 Codes as per FBC
76 | Vertex  Medical | Legal Manufacturer; | Stecleo Deferred for the provision of following
(Pvt) Ltd, 70-B-1, | Steelco  SP.A  Via | (Washer Disinfectors) documents:
Gulbera-l11, Balegante 27, 31030
Lahore. Risse Pio X (TV), Baly | Clags-C Updated LOA, 50 1348F and
Proshusction quality ESSUFANCE
ELI-D0 50 FSC: Iraly Shelf Life. 10 years certificates.
33d4-p Drate af [s5ue: rﬂ’ﬂl
D6=0/-2022 08052022 Codes as per FSC / ﬁ\,
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77 | Vertex Medical | Legal Mapufpcturer; | Steskeo Deferred for the provision of following |
(Pvi] Lad, 7O-B-I, | Steelco SP.A  Via | {Steam Sterilizing Units) documants: |
Citlberg-111, Baleganie 27, 31039
Lahore. Riese Pio X (TV), haly | Class-C Updated LOA, 1SO 13485 and

Production quality ASSUFANCE
ELI-(01 30 FSC: laly Shell Life, 10 years certificates.
3345-p Drate of [ssue:
Da-09-2022 05052022 Codes as per FSC

8. | Health Care | Legal Manufaeturer: | SUNMED ™ TR-Closure | Deferred for the provision of following

International, First | M Sunny  Medical | Band documents:
Floor, 21v1-2, | Devies (Shenzen) Co., | { TR-Chasure Band'
Johar Town, Lohore | Ltd, 1/F and 401, | Esdizeals) All the legal documentis submiited are
Zhongtianxin Boilding copbes, original are not found.
ELL: DO14-4 B, Longgang District, | Class-A
a34-P Shenzen, Guanagdong, Valid FOA ond Design examinstion
2503022 China 518172 Shelf Life: 3 years certificates,
FSC: China Codes & Sizes; As per FSC | FSC of any reference authority,
Walid till: 23022023
FSLC Spain issuance
14-09-242 1
| Health Care ¢ SUMMED ™ [nflation | Deferred for the provision of following
[ntermational, First | M Sunny  Medical | Device documents:
Floaor, 2104)-2, | Device (Shenzen) Co., | (Sterile Balloon Inflation
Johar Town, Lahore | Ltd, I/F and 401, | Device kit) Al the legal documents submitted are
Zhongtianxin Building copics, original are not found.
ELL: oo141 B, Longgang District, | Class-A
R33-p Shenzen, Guanagdong, Valid FQA and Desipn examination
28903-2022 China 518172 Shelf Life: 3 vears certificites,
FSC: China Codes & Sizes: Az per FSC | FSC of any reference authoriry,
Walid till: 230272023
F5C Spain ssuance
14-09-202 1
a0 | Health Care | Lepal Manufacturer; | Sunmed ™ Manifolds Deferred for the provizsion of following
Intemational, First | M's  Sunny  Medical | (Manifolds and Stopoocks) | documents;
Floor, 211-2, | Device (Shenzen) Co.,
Johar Town, Labore | Ltd, |/F and 401, | Class-B All the legal documents submitied are
Zhongtianxin Building copies, origmal are nof found,
ELL: 00141 B, Longgang District, | Shelf Life: 3 years
3502-P Shenzen, Guanaedong, Valid FOA and Design éxamination
203-2022 China 518172 Codes & Sizes: As per FRC | certificates.
FSC: China F5C of any reference awthority.
WYalid till; 23/02/2023 ']‘EI.}"E‘
FSC Spain issuance 5\\
14-09-2021 Lﬁr/@

51 | Medicamp f : | Reoxecel Sigma Knit 8 Deferred for the provision of following

Intemational, BOZ TIBEI | {Abzorbable Haemostate | documents:

Difice No. 1, First | MALZEME SANAYI] | Oxidized Eegenernied

Floor, Raja Maseer | VE TICARET AS | Celluloze {ORC) Valid LOA.

Plaza, Mew Abadi, | Saglik bdah. Saglik |

Maorgah, kK. L LiE 3315 | Class-T2 Valid 150 13485,

Reawalpindi, Cankaya' Amnkara/

Pakisian Turkiye Shelf Life: 3 years Original Design Exumination
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FSC: Turkiye certificate.
ELI: 00200 Date of Issue: | Codes & Sizes: As per FSC
' | J20O3-P 2502702 Shelf life studies for the claimed shelf
270620022 life.
| 2. | Medicamp Legal Manufacturer: | Reoxcel Fibril ® Deferred for the provision of following
International, BOZ TIBBI | (Absorbable  Haemostate | documents:
Office Mo 1, First | MALZEME SANAYI | Oncidized Regenerated
Floor, Raja Masesr | VE TICARET A5 | Cellulose (ORC) Legal documents submiited are copies,
Plaza, New Abadi, | Saglik Mah. Saglik ] Original are required,
Morgah, =k. W0 338/ | Clags-D
Rawalpindi, Cankaya’ Ankara/ F5C of any reference authorty,
Pakiztan Turkive Shelf Life: 3 years
ELIL: 00200 FSC: Turkive Codes & Sizes: As per FSC
J262-F Dhate of l=sue:
11-06-2022 2500272022
81 | Medicamp Legal Manufaciurer; | ZEDOCEL ® Deferred for the provision of following
[rternational, RO TIBBI | {Absorhalle Haemostate | documsdits
Office Mo, 1, First | MALZEME SAMAYI | Oxidized Cellulose (D)
Floor, Kajs Maseer | VE TICARET AS Legal documents submitted are copies.
Plaza, Mew Abadi, | Saplik Mah. Saglik | | Class-D Driginal are regquired.
horgah, Sk 48 AArs!
Rawalpindi, Cankaya/ Ankarn' | Shelf Life: 3 vears Valid, original and notarized Design
Pakistan Turkive examination certificate.
Codes & Sizes: As per FSC
ELIL: 00204 FSC: Turkiye
1261-P Date of Is5ue:
27-06-2022 250025032
84, | Latif Instruments anpfacturer; | AT ELAMNA 841P Deferred for the provision of following
(Pvt)  Lid, 14 [ Carl Feiss Meditect | (Intra Ocular Lens) documents:
Commercial A, Goeschwitzer
Buildings, Shahrah- | Strasse 51-32, 07745 | Class-C Walid LOA, 150 13485 and FOA
g-Cuaid-e-Azam, Jena, Germany certificaies,
Lahore Shelf Life: & year
F5C: Germany
ELIL 00118 Duate of  lssue: | Code:
T3P 25052021 MDD 0203
05-04-2022
&5 | MR Medical Legal Manufaciurer; | MINDRAY Deferred for the provision of following
Pakistan Privae Shenzhen Mindray {Syringe Pump} documents;
Limited, Office Mo. | Bio-Medical Ciodes & Sizes: As per FSC
1101, 1 tth Floar, Electronics Co., Lid, Class-C Sumit valid FSC of country of origin
I5E Tower, Jinnah | Mindray Building, Shelf Life: 10 vears
Avenue, Blue Area | Keji 12th Road South, Highlight the [SO13485 & FQA
Islamabad, High-Tech Indusirial certificates  scope  for the applied
EL1-00] (8 I"ark, Manshan, product.
DCrossierd 3280 518057, Shenzhen,
Subanission date: People’'s Repubiic of Product is from a non-reference country
01082022 Chima and the applicant has not provided F5C
Evaluator: F5C: China of any reference country for this applied
oD-11 Valid dill: 17042023 product.
Provide MREP of applied device on form
T4
86 | Blazon Disgnostic, | Legnl Manufacturer: | ESHERD Anesthesia Deferred for the provision of following
Blazon House No. Machine documents:
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45, 46, 47, Cricket | M5 Beijing Ememity | { Anesthesia Machine) Submit differential fee of 250000-PKR
Stadium, double Electronic Technology | Class-C for class C -~
road, Rawalpindi. Co., Ltd, No. 502-1 & | Shelf Life; B yvears . ; : .
ELL 00307 502-2, F5, Building | Frovide notarized CE mark cerificate.
Dossiers 3734 Yard 19, Pingguoyunn FSC of country of origin is valid but
Submission date: Xixino Street photocopy was provided
62023 Shijingshan  Dvstrict N )
Evaluator: 100041 Beijing, China Provide original dully embassy attested
DD-I11 F&SC
FSC: China Form-TA is not signed & stamped
Valid till: Specify the grouping of MDs on form-
LR E B}t TA as per schedule B-11 of MDR 2017
Specify the storage conditions and
proposed MEFP on form-TA
Provide notarized copy of [S0 134383
certificate
Submit DOZC on proper  European
format mentioning the class of applied
MDD,
Provicde notarized Credentials of
manufsciuner
Provide original and nofarized Letter of
A uthorization
Justify the address of importer on Letter
of Authorization (EOA) as itis changed
fromn the address mentioned on Form-4
{license to import MDs)
On LOA the manufacturer allows the
distribution and promotion of only two
maodels  of  Anesthesia  Machine
{Original AMEI2 & QOEM Mode] TE-
TIOOGY 1o tmporter however model
AMEIY s mentioned on FSC while
OEM Model TR-TTODG 5 not
menticned on F3C of country of origin,
#7. | Blazon Diagnostic, | Legal Manufacturer: | BMS Laboratory Laminar Deferred for the provision of following
Blazon House N, Alrflow documents:
45, 46,47, Cricket | M's  Bisdechnology | (Laboratory Laminar
Stadium, double Medical services K | Airflow) Form=6A is ot stamped
road, Rawalpindi, Europe 5L, Calle | Class-A
ELL 00307 Castello 23, 6 | Shelf Life: not provided Jusiify the address of importer on Letter
rpesierd 80 Iz, 28040 Mfachrid, of Authorization { LOA } as it i3
Submission date: | Spain ﬂc-ﬂ, changed from the address mentioned on
160 1/2023 | Form-4 (license to import MDs)
Evaluator: 5\
DD ﬂﬂ Provide original and notarized Letter of

Authorization

F5C of country of origin and F3C of any
reference country is not provided,

Specify the grouping of MDs on form-
64 ns per schedule B-11 of MDR 2017
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Specify the storape  conditions  and
proposed MEF on form-TA
e
Stability data is not provided
Provide notarized Credentials  of
manu factures
Submit DOC on proper Europesn
format mentioning the class of applhied
MDD
Provide notarized copy of 150 13485
and FOA  certificate of relevant
manufachrer
| 88 | Blazon Diagnostie, | Legal Manufacturer: | BMS Ultralow Temperature | Deferred for the provision of following
' Blazon Houss No, Freezers documents:
43, 46,47, Cricker | M's  Biotechnology | (Ultralow Temperature
Stadinm, double Medical services K | Freezerg) Form-64 15 not stamped
road, RawalpindL Eurgpe S.L, Calle | Class-A
ELL (0307 Castelio 21, 6 | Shelf Life: not provided Justify the address of importer on Letter
Dossierd 802 lzg, 280401 Madrd, of Authorization (LOA) as it is changed
Submission date: Spain from the address mentioned on Formed
167012023 { license to import MDs)
Evaluator:
DD-111 Provide criginal and notarized Letter of
Authosization
FSC af country of origin and FSC of any
reference country is nod provided.
Specify the grouping of MDs on form-
TA as per schedule B-11 of MDR 2017
Specify the storage conditions and
proposed MBEP on form-7A
Stabdlity data is net provided
Provide notarized Credentials of
manufacturer
Submit DOC on  proper  European
format mentioning the class of applied
MDD
Provide notarized copy of 150 13485
and FOQA  certificate  of relevant
manufacturer
8% | Blaron Disgnostic, | Legal Manufacturer: | BMS Laboratory Freezers Deferred for the pravision of following
Blazon House No. {Laboratory Freezers) documents:
45,46, 47, Cricket | Mf3 Biotechmobogy | Class-A
Stadium, double Medical services K | Shelf Life: not provided Form-64 is not stamped
road, Bawalpindi, Europe S.L, Calle
ELI: 00307 Castallo 23, [ Justify the address of importer on Letter
Dozserd 803 [, 28001 Madrid, of Authorization (LOWA ) as it is changed
Submission date: Spain from the sddress mentioned on Form-4
6012023 (license o import MDs)
Evaluator:
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DM

Provide original and notarized Lefter of
Autharirstion _—

F&C of country of origin and FSC of any
reference country is not provided,

Specify the grouping of MDs on form-
TA aa per achedule B-11 of MUOR 2017

Specify the sorage conditions. and
proposed MRP on form-TA

Stability data is not provided

Provide notarized Credentials of

manufacturer

Submit DOC on proper European
format mentioning the class of applied
MD

Provide notarized copy of 150 13485

and FOQA ceificate of rebevant
manufacturer
At | Blazon Diagnostic, | Legal Manufacturer: | BMS Laboratory CO2 Deferred for the provision of following

Blazon House Mo, Incubators documents:

45, 46, 47, Cricket | M/ Biotechnology

Stadium, double Medical services K | (Laboratory CO2 Form-6A is not stamped

road, Rawalpindi, Europe 5L, Calle | Incubators)

ELT: Dn3oy Castello 23, ] Justify the address of imporer on Letter

[Mssieri 800 Ly, 28001 Mudrid, | Class-A of Authorization ( LOA ) as it is

Submission date: Spain | Shelf Life: not provided. changed frem the address mentioned on

16/071/2023 Form=4 {license o import MDs)

Evaluaior;

D001 Provide orginal and notartzed Latter of
Aurthorization
F5C of country of origin and FSC of any
reference country (& not provided.
Specify the grouping of MDs on fomm-
6A s per schedule B-11 of MDR 2017
Specify the storage conditions and
proposed MREP on form=TA
Stability data is not provided
Frovide notarized Credentials  of
manufsciurer
Submit DOC om proper European
format mentioning the class of applied
LT
Provide notarized copy of 150 13485
and FQA cerificate of relevant
manufacturer

91, | Blazon Dhiagnostic, | Lepal Manufaciurer: | BMS Blood Extractor w1 Deferred for the provision of following
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Blazon House Mo,
45, 46, 47, Cricke

My Biotechnology

{ Blood Extractor)
Class-4

documents:

Stadium, double | Medical services K | Shelf Life: not provided Form-6A is not- stamped
road, Rawalpindi, Bwrope 5L, Calle Justify the address of imporier on Lefter
£ (g Clicall:. 45 4 of Authorization ( LOA ) as it is
Dossiert §04 V2q, 280K Madrid, changed from the address mentioned on
Staesion e |- Spai Form-4 (license to impart MDs)
16401 /2023
Evaluator: Provide original and notarized Letier of
D= Authorization
F&C of country of origin and FSC of any
reference counfry ks not provided.
Specify the grouping of MDs on form-
74 a5 per schedule B-11 of MDR 2017
Specify the storage conditions and
proposed MEP on form-TA
Stability dodm 15 nod provided
Provide notarized Credentials of
manufacturer
Submit DOC on proper  Eurgpsan
format mentioning the class of applicd
D
Provide notrized copy of [50 [3485
and FOQA certificate of relevant
manufacturer
Bilazon Disgnostic, | Legal Manufaciurer: | BMS Blood Bag Tube Deferred for the provision of following
Filazon House Mo, Sealers documents:
45, 46,47, Cricket | M’ Biotechnology
Sradium, double Medical services K | {(Blood Bag Tube Sealers) Form-6A 1s not stampead
road, Rawalpindi. | Europe S.1, Calle | Class-A
ELI: 00307 Castello 23, & Justify the address of importer on Letter
Dossert 805 l2q, 28001 Madrid, | Shelf Life: not provided of Authorization [ LOA ) a5 it s
Submission date: Spain changed from the address mentioned on
18003 Form-4 {license o import MDE)
Evaluator:
DD-111 Provide original and notarized Letter of

Authorization

F&C of couniry of origin and FSC of any
reference country i5 not provided,

Specify the grouping of MDs on form-
BA a5 per schedule B-11 of MDR 2017

Bpecify the storage conditions and
propesed MREP on form-TA

Stability data is not provided

'Fl‘mril:it notariped  Credentials  of
ufactiarer

ubmit DDC on  proper  European
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format mentioning the class of applied
MD By

Provide notarized copy of [30 [3483
and FOA  certificate  of  relevant
manufacturer

A&E Medical 323- | Legal Manuofacturer: | Disposable Sterile Hand Deferred for the provision of following
ATA Turk Biock Switch Electrosurgical documenis:
Mew Garden Town, | Fiab S p.A Via P. Pencila
Lahore Costoli 4, 50039 Codes & Sizes: A% per FSC | Provide original and nodarized Letter of
ELI-00023 Vicchio (FL) ltaly Class-B Authorization
Diossiers 976-C Shelf Life: 4 years
Submission date: CE certificate is expired. submit valid &
271122022 FSC: lualy notarized CE certificate
Evaluator:
DD-M1 Issued on: Provide potarized copy of 150 134835
T&012019 and FOQA  certificate of relevant
manufacturer
Provide Packing Labels
On DOLC elass is 1-b { class C) for the
applied product while firm applied i
class B so submit differential fee of
23000/- PER
A&E Medical 323- | Legal Manufacturer; | Disposable Electrosurgical Deferred for the provision of following
ATA Turk Block Grounding plates with documenis:
Mew Garden Town, | Fiab 5.p.A Yia P, connection cable
Lahore Costoli 4, 50039 Codes & Sizes: As per F5C F’“uﬂ""'n"'? original and notarized Letter of
ELI-00023 Vicchio (FL) lialy Clazs-B Authorization
acoiggEnc i CE cenificate is expired, submit valid &
27/122022 FSC: Italy DR Sk SR
kg Provide notarized copy of 150 13485
DD-11 Issued on: and FQA cemificate of relevam
612019 manufaciurer
Provide Packing Labels
O DOC class is [1-b { class C) for the
applied prodict while firm applied in
cliss B so submit differential fee of
250000 PEKR
Sudais  Associates, | Lepal Manofacturer: | Dialysis Cotheters Deferred for the provision of following
Siadais House, | Mfs Wellex Company | (Diakysis Catheters) documents:

Street nld, 7 House
e, 1. Khan
Bahadur  Colony
Cruram Fur E
Peshawar

ELI: 00031
Dhssierid 3857
Submission date:
1Oe2022
Evaluator:
D1

Lid,Calro-ismailia
desert Road, [smailia
Public Free Zone,
41639 City, Egypt

FSC: not provided

Cides & Stres: As per FSC
Class- B
Shelf Life: 05 vears

Iﬁ}mﬂ'

FSC of coundry of origin and FSC of any

ﬂEﬁ:r:m: country are not provided.,

Provide brand nmame of the applicd
medical devices.

Provide notarized copy of 150 13485
certificate.

Provide notarized copy of CE mark
certificnte,

Deferred letter of 59th Mecting of MDB (20-07-2023)

Page 38 | 74




Highlight the rebevant applicd product
on the scope of the CE mark & 150
13485 certificates.

Letter of Auvthorization must be duly
signed & stamped and on the |eter head
of manufacturer.

Provide original and notarized Letter of
Authorization
Provide notanized
mhanufacturer

Credentials ol

Provide Packing Labels

Provide declaration on stamp paper as

per form-TA

Sudmis  Associates, | Legal Manufacturer: | Nephrostomy Catheters Deferred for the provision of following
Sudais House, | M/s Wellex Company | {Nephrostomy Catheters) documents:
Street n0), 7 House | Lad Cairo-ismailia
N, 1, Khan | desert Road, Ismixlia Codes & Sizes: As per FSC | FSC of country of arigin and FSC ofany
Bahadur  Colony | Public Free Zone, Class- B reference country are not provided.
Duman  Pur | 41639 City, Egypt Shelf Life: 05 vears
Peshawar Prowide brand name of the applied

FSC: not provided medical devices.
ELL ()31
Dossierd 3857 Provide notarized copy of 150 13485
Submission date: certificite,
1940022
Evaluator: Provide notarized copy of CE mark
o1 certificate.

Highlight the relevant applied product
on the scope of the CE mark & I50
13485 certificates.

Letter of Authorization must be duly
signed & stamped and on the letter head
of manufacturer.

Provide original and notarized Lecter of
Authorization

Provide mnotarized Credentials  of
muanufacturer

Provide Packing Labels

Provide declaration on stamp paper as
per form-TA

Sudais  Associabes,
Sudais House,
Strest n, 7 House

Mo, 1. Kham
Bahadur  Colony
Duran Pur =

Legal Mamufacturers
M3 Wellex Company
Lid, Cairo-ismailia
desert Roed, lsmailia
Public Free Zome,
41639 City, Egvpe

Llreteral Stents and Sets
{Ureteral Stents and Sets)
Codes & Sizes: As per FSC
Class- B

Shelf Life: 05 vears

Deferred for the provision of following
documents:

FSC of country of origin and F3C of any
reference country are not provided.
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Peshawar

Provide brand name of the applied

FEC: not provided

g

FSC: nod provided medical devices. —
ELIL: 00031
Drossiers 3858 Provide notarized copy of 150 13485
Submission date; cerfificate.
19092022
Evaluator: Provide notarized copy of CE mark
-1 certificate.
Highlight the relevant applied product
on the scope of the CE mark & [30
13485 cartificatas.
Letter of Authorizatbon must be duly
signed & stamped and on the fester head
of meanufacturer,
Provide original and notarized Leter of
Authorizition
Provide notarized Credentials of
mianufactrer
Provide Packing Labels
Provide declaration on siamp paper s
per form=7TA
A_S Enterprises, 03- | Legal Manufaciurer: | Orient Gene HCV Rapid Deferred for the provision of following
Mozang  Lahore, Test Kit documents;
Pakiztan, A Fhejisng  Owient
ELIL 00590 Gene Biotech Co,, Lid, | (HCV Ab Rapid Tes FSC of country of arigin and FSC of any
Cromsiers 3178 EiF ) #. East | Cassefte) reference country are not provided.
Submission date: YOng@uang  Avenues,
260472022 Dipe  Sireet  Anji | Codes & Sizes: As per FSC | CE mark cerificate 13 mot provided
Evaluator: 313300 Huzhou | Class-I
oo- Zhejiang, China Shelf Life: 24 months Highlight the refevant applied product

on the scope of the CE mark & 150
|3485 certificates

Provide Packing Label of applied
miedical device with proper brand &
generic name printed an it

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

pProvide notarized EC  Design
examination certificaie

Mention medical device class on DOIC

A5 Enerprises, 03- | Legal Manufacturer: | Orient Gene HBsAg Rapid Deferred for the provision aff:_r]-hwjng
Mozang  Lahore, Test Kit documents:

Pakistan, A Fhejiang  Orient

ELI: 00190 Gene Biotech Co., Lid, | (HBsAg Rapid Test Casette) | FSC of country of origin and FSC of any
Dossiersf 3179 3787 #, East reference country are nol provided.
Submission date; Yangguang  Avenue, | Codes & Sires: As per FSC

260 Dipu  Street  Anji | Class-D CE mark cerificate is not provided
Evaluntor; 313300 Huzhou | Shelf Life: 24 months

DD-1 Zhejiang, China Highlight the relevant applied product
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FSC: not provided

on the scope of the CE mark & 150
ks FSC: mot provided 13485 certificates
Provide Packing Label of applied
medical device with proper brand &
generic nume printed on it.
EC Design examination ceriificate is
expired on 28-06-2022
Provide nmotarfized EC  Design
examination certificate
Mention medical device class on DOC
100.] A.S Enterprises, 03- | Legal Manufacturer: | Ovient Gene TB Rapid Test | Deferred for the provision of following
Mozang  Lahore, Kit docurments:
Pakistan. A Zhejiang  Orient
ELL 0190 Gene Biotech Co., Led, | (TB 12G/1gG Rapid test FSC of country of arigin and FSC of any
Dhossierd 3132 3787 i, East | Casetie) reference country ars nod provided.
Submission date: Yangguang  Awvenue, | Codes & Sizes: As per FSC
11052022 Dipu  Street  Anji CE mark certificate is not provided
Evaluator: 3133040 Huzhou | Class-C
DO-111 Zhejiang, China Shelf Life: 24 months Highlight the relevant applied product
on the scope of the CE mark & 150
FSC: not provided 134835 cenificates
Provide Packing Label of applied
medical device with proper brand &
generis name printed on it,
Mention medical device class op DOC
101.| A5 Enterprises, 03- | Legal Manufacturer: | Orient Gene Syphilis Ab Deferred for the provision of following
Mozang Lahora, Fapid Test Kit documenis:
Pakistan. A Zhejiang Orient
ELI: 00190 Gene Biotech Co., Lid, | (Syphilis Ab Rapid Test FSC of country of origin and FSC of any
Diossieri 2093 3787 #, East | Casette) reference couniry are not provided,
Submisaion date: Yangguang  Avenue,
26472022 Dipu  Street  Anji | Codes & Sizes: As per FSC | CE mark certificate is not provided
Evaluator: JE3300 Huzhou
DD-111 Zhejiang, China Class-C Highlight the relevant applied product
on the scope of the CE mark & IS0
FSC: not provided Shelf Life: 24 months {3485 certificates
Provide Packing Label of applied
medical device with proper brand &
generic name printed on it
Mention medical device class on DOC
10z| A.S Enterprises, 03- | Legal Manufacturer; | Oriem Gene Malaria PfPan | Deferred for the provision of following
Mozang  Lahore, Rapid Test Kit documents:
Pakisian A Fhejiong  Orient | (Malaria PiPan Ag Rapid
ELL 04190 Gene Biotech Co, Lid, | Test Casene) FSC of country of ongin and FSC of amy
Dossierd 1134 31787 #, East | Codes & Sizes: As per FSC | reference country are not provided.
Submission  date: | Yanppuang  Avenus, | Class-C
11/05/2022 Dvpu  Street  Anji | Shelf Life: 24 month CE mark certificate is not provided
Evalustor: 313304 Huzhou
D11 Zhejiang, China Highlight the relevant applied product

on the scope of the CE mark & [50
| 13485 cenificates
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Provide Packing Label of applied =
medical device with proper brand &
generic name printed on it

Mlention medical device class on DOC

i

A5 Enterprises, 13-
Mozang  Lahore,
Pakistan.

ELL ] %0
Diossierd 1554
Submission date:
26092022
Evaluator;

DD-10

Legal Manofacturer:

A Zhejiang Orient
Ciene Biotech Co,, Lid,
EE g, East
Yangguang  Avenus,
Dhipu  Strest  Anji
313300 Huzlwou
Zhejiang, China

FSC: not provided

Orrient Gene Dengue NS1 Ag
Bapid Test Kit

{Dengue MST Ag Rapid Test
Casatle)

Codes & Sizes: Ag per F5C
Class-C

Shelf Life: 24 Months

Deferred for the provision of following
dociments;

F5C of country of origin and FSC of any
reference couniry are nof provided,

CE mark certificate is not provided
Highlight the relevant applied product
on the scope of the CE mark & 50
13435 certificues

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

Mfention medical device class on DOC

1id

A5 Enterprizes, 03-
Mozang  Lahore,
Pakistan,

ELL 00150
Doasier# 2994
Submission date:
260452022
Evahantor;

DD-111

Legal Manufacturer:

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

FSC: not provided

Orient Gene H.Pyvlori Ab
Rapid Test Kit

{(H.Pvlori Ab Rapid Test
Casette)

Codes & Sizes: As per FSC
Class-C

Shelf Life: 24 Months

Deferred for the provision of following
docwments:

F5C of country of origin and FSC ofany
reference country are nof provided.

CE mark certificate is not provided
Highlight the relevant applied product

on the scope of the CE mark & 150
13485 certificates

Provide Packing Label nfq:pljad
medical device with proper brand &
generic narme printed on it.

Sention medical device class on D{OC

Hik3

A% Emterprizes, 03-
Mozang  Lahore,
Pakistan,

ELL 00190
Doasiers 3130
Submission date:

1 10520
Evnluator;

D=0

Legal Manufacturer:

A Fhejiang  Owent
Gene Biotech Co., Lid,
ITRT W, East
Yangguang  Avenue,
Dipu  Street  Anji
313300 Huzhou
Zhejiang. China

F3C: not provided

Drient Gene Malaria PEPv
Rapid Test Kit

iMalarin FIPv Ag Rapdd
Test Casette)

Codes & Sires: As per FSC
Class-C o

Shelf Life: 24 ..‘,;D
%Z‘g

Deferred for the provision of following
documents:

FSC of country of origin and FSC of any
relerence country are nod provided.

CE mark cerificate is not provided

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

Provide Packing Label of applied
miedical device with proper brand &
generic name printed on it,

Mention medical deviee elass on DOC
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5| A5 Enterprises, 03-

Mozang Lahore,
Pakistan

ELI: 00190
Dossierd 3589
Submission dase:
26002022
Evaluator:

Do

Legal Manufacturer:

A Fhejang  Oreent

Gene Biotech Co, Lid,
3787 M, Eau
Yangguang Awenue,
Dipu  Street  Anji
313300 Huzhoo
Zhejiang, China

FSC; not provided

Orient Gene Dengue NSI|
Ap+ighilplG Combo Rapid
Test Kit

(Dengue NSL Ap=lpM1eG
Combo Rapid Test kit)
Codes & Sizes: As per FSC
Class-C

Shelf Life: 24 Months

Deferred for the provision of following
dociments:

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

CE mark certificate i3 not provided

Highlight the relevant applied product
on the scope of the CE mark & 180
13485 certificates

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

Mention medical device class on DOC

107,

A5 Emerprises, 03-
Mozang  Lahore,
Pakistan,

ELL: 00150
Dossiert! 3135
Submission date:
11052022
Evaluator:

D=1

Legal Manofacturer:

A Zhejiang  Orient
Gene Biotech Co,, Lid,
3ITEY f, East
Yanhgguang  Avenue,
Dipu  Street  Anji
313300 Huzhow
Zhejiang, Chinn

FEC: not provided

Orient Gene Troponin [
Ragid Test Kit
{Troponin |
Casetie)
Codes & Sizes: As per F5C
Class-C

Bhelf Life: 24 months

Rapid Test

Deferred for the provision of following
documents:

F&C of country of origin and FEC of any
reference country are nid provided,

CE mark cértificate is nol provided

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

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

Mention medical device class on DO

108.| A_S Enterprises, 03- | Legal Manufacturer; | Ovient  Gene  Typhoid | Deferred for the provision of following
Mozang  Lahore, TgG.1gM rapid test dacursents:
Pakistan. A Zhejiong  Orient | (Pyphoid IgG/igM  Rapid
ELL (150 Ciene Bistech Co., Ltd, | test casetie) FSC of country of origin and FSC of any
Dhossiers 1133 3787 i, Fasi | Codes & Sizes: As per FSC | reference country ane nod provided.
Submission date; Yangguang  Avenue, | Class-C
11/05/2022 Dipu  Street  Anji | Shelf Life: 24 months CE mark certificate is not provided
Evaluator: 313300 Huzhou
DD-11 Zhejiang, China Highlight the relevant applied product
an the scope of the CE mark & [50
FSC: o provided 13485 certificates
Provide Packing Label of applied
medical device with proper brand &
generic name printed on i,
Mentton medical device ¢lass on DOC
109.| A.S Enterprises, 03- | Legal Manufacturer: | Orient Gene HIV 172 AB | Deferred for the provision of following
Mozang  Lahore, Rapid Test EA'J; o documents:
Pukistan, A Zhejiang  Orient | (HIV 12 ap 4l .
ELE: 00190 Gene Biotech Co., L1d, | Casette) D .
Dossiers 3180 3787 7 Enst | Codes & Sizes: As per FSC A
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Submission  date: | Yonggumang  Avenoe, ,! Claxs-0) CE mark certificate is not provided
260022 B Street  Amji | Shelf Life: 24 months
Evaluator: 3 lg:’:ﬂﬂ Hmhnju Hii::iw the ;""“ﬂ:“c‘g’?ﬁ‘dk T{;
s : an the scops miaf
D=1 Thejiang, China 19488 certifioates
FSC: not provided Provide Packing Label of applied
miedical device with proper brand &
generic name printed on it
EC Design examination certificate is
expired on 28-06-2022
Provide  nadarized EC Diesign
examination certificale
Bention medical device class on DDC
i Mis Zhong Pak Legal Manufaciurer: Wiatoim Dreferred for the provision of following
Facilitators, Kandi {Bliod Pressure Monitor documents;
Arbab Sikander M/'s Shenzhen Viatom | (AirBP Plus)
Ehan Khalil, Technology CC. Ltd, Code & Sizes; As per FSC FSC of country of origin is expined,
Tehkal bala, 4E, Plant Building Class-B
Peshawar, KP Tingwei Industrial Shelf Life: 02 years Provide notarized CE mark & [S0
ELL: 0768 Park, MNo.6, Liufmg 13485 certificates.
Drossiery 3820 Road, Block &7,
Submission date; Xin'an Street Baoan LA, 35 expired. Submit valid, original
10082022 Dristrict 18101, & notarized LOA
Evaluator: Shenzhen, China
D111 Manufacturing Sites: DO & Credentials must be duly
A, Building, Tingwei notarized by the country of arigin.
Inchestrial, Park Mo. 6
Linfang Road, Block Form=7 A must be signed & stamped.
67m Xin'an Street,
Bagan
Drstrict,Shenzhen,
518101, Guangdong,
PR China
501, Building B,
Ganghongji High-tech
InteiHgent Industrial
Park, Mo, 1008
Songbai Road Xili
Street, Neshan
Dvistrict, Shenzhen,
318055 Guangdong,
P.R. China o
FSC: China 7"}
Valid till: 030402022 y i |
IEL | Anwar & Sons, Legal Manufacturer: | Surgical Mesh Deferred for the provision of following |
Apartment- 10, documenis;
Safari Viollas-2 Bio Health Medical Codes & Sizes: As per FSC Co ,
Commerical Technology Co., Ltd Class-C : ;ﬁnf m;'_dm;"" ".F "'.“F“F“ wm
Complax, Bahria A; CIOI-C102 Mo 145 | Shelf Life: 4 years g h:!f ﬂ“-:ill m;u;u of app Sc.;m_
Town, Phase-7, Dongting Rd TEDA, FUDINTE YRHE SODaDy Mo Do
Rawalpindi Tianjin, China, Provide valid & notarized [S0 13485
ELIL: 00017 00457 certificate,
Drossier® 3914 . ' .
Submission date: | Original FSC; China Frovide yalid & norarized FOA
22/09/2022 Valid till: 210972022 certificate.
Evaluator: Brand name is nod provided
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DD-111 | Doc is not provided
2 | Moody Global Legal Manufactarer: | Yuowell Deferved for the provision of following
Services, Office (Blood Glucose Meter) documents:
Mo, 14, 2nd Floor, bA's Jiangsu Yuyue . : =
Mujajid Plaza Medical Equipment & | Codes & Sizes: As per Fs¢ | FSC of country of origin is expired.
Jinmah Awenue, Supply Co.,Lid, Mo, 1 Class-C Walidity must be mentioned on LA
Blue Area Baisheng road Shelf Life; 24 months ; 5
. Y130 model of applied MD is not
Im’.mmd A0, Hevelopiaent £aas, mentioned on FSC of reference country
Pakistan, Danyang, liangsu, (G )
ELL:00926 212304, China S
[hosziers 1585 Address of manufacturer on FSC of
Submission date: FSC: China reference country (Germany) does not
peL LT 1 R i ) Walid tll: match with the address mentioned on
Evalustor 2023223 LOA, FSC country of origin & 150
-1 FSC: GERMANY certificate.
e OF 8 Yuwell brand name is already applied
290772021 by mis Tri=Tech [mtemational 10-C, &th
Sunset Commercial Lane, Phaze 2 Ext,
DHA, Karachi from the same
manufacturer.
12| Moody Global Legal Manufacturer: | Yuwell Deferred for the provision of following
Bervices, Office (Blood Glueose Teat Strip) | documents:
Mo. 14, 2nd Floor, | M liangso Yuyue P
Mujajidl Plaa Medical Equipment & | Codes & Sizes: Asper FeC | o ofcountry of origin is expired.
Jinnah Avenue, Supply Co. Ltd, Mol | Class-C Validity must be mentioned on LOA
b Rl roed, LI it Y330 model of applied MD is not
Islamabad 44000, Development Zone, mentioned on FSC of reference country
Pakistan., Danvang, Hangsu, (G ) :
ELL:00926 212300, China R
Daossiert 3584 Address of manufectiurer on FSC of
Submission date: FSC: China reference country (Germany) d-l:-:a ot
2G/09/ 2022 Valid till: mateh with the address mentioned on
Evaluator: Iy | PRk Lﬂ.|'|. FSC country of origin & 150
DD-11 FSC: GERMANY certificate.
Date of Issue; Yuwell brand name is already applied
20,07 2021 by m/s Tri-Tech International 10-C, 6th
Suneet Commercial Lane, Phase 2 Exr,
DHA, Karachi from  the  same
manufaciurer,
14| A.S Enterprises, Legal Manafacturer: | Acon HIV 1/2/0 Rapid Test | Deferred for the provision of following
03- Mozang (HIV Eapid Test) documents:
Lahore, Pakistan. Acon laboraties Inc., | Codes & Sizes: Az per FEC 7 I
ELL: 60190 $850 Oberfin Drive, # | Class-D SIS IEDRE IR Y.
Dossier# 3174 340, San Diego, CA, | Shelf Life: 24 months FSC of any reference country is not
Submission date: 92121, United States provided.
230E20322 of America Provide valid 130 13435 certificate for
Mnnul’i.tluring site. the manufacturing site.
Evaluator; Acon Biotech 1 : :
Do-11i (Hangzhou) co, Lid. FpA certificate is not provided.
o 210 Zhenzhong Provide original & notarized LOA, FSC
road west lake district of country of origin & credentials as
E‘IE";'E-EJU'W P.R. China photocopics were attached.
Mention class of MD en DOC
FSC: China Provide notarized EC  Design
Valid till 22022024 examination certificate
My / i
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115.[ A.S Enterprizes, Legal Manufacturer: | Acon HCV Rapid Test Deferred for the provision of following
03- Mozang Acon laboraties Inc., | (HCV Rapid Test) documents: —
Lahore, Pakistan, 3850 Oberlin Drive, # | Codes & Sizes: As per FSC y
ELL: 001990 340, San Diego, CA, | Class-D Form7 A is not signed & stamped,
Dossiers 3173 92121, Unised States Shelf Life: 24 months FSC of any reference coumiry is not
Submizsion date: of America provided,
ﬁ-"':ﬂu:x':gl_? Manufaciuring site: Provide valid 150 13485 certificate for
Er:[?.]u ? Acon Biotech the manufacturing site.

Hangzhou) co, Lid. : Y 3
Lu 210 Zhen I' FOQA cerlificate is not provided.
road west lake distriet Prowide original & notarized LOA, FSC
Hangzhou P.R. China of country of origin & credentials as
310030 photocopies were attached.

i ) Mention class of MD on DOC

Valid ill 22022024 LD L Akt . EC -Dwigh

examination certificate

Lig| AS Enferprises, Legal Manufacturer; | Acon HBsAg Rapid Test Deferred for the provision of following

13- Mozang Acon laboraties Inc., documents:
Lahore, Pakistan, 5830 Oberlin Drive, # id Test : ;
ELI: 00194 340, San Diego, ci Eratpe ] Form? A is not signed & siamped.
Dipssiers 3176 QX121, United States Codes & Sizes: As per FSC | FSC of any reference country 15 not
Submizsion date: of Amenca Class-D provided.
ek Manufuciuring siie; | S7eif Life= 24 moriths Provide valid IS0 13485 certificate for
DDJN Acon Biotech the manufacturing site,
ﬁ;’gmﬁ' Lo, FOA certificate is not provided.
road west lake district Provide original & notarized LOA, FRC
Hangzhou P.R. China of country of origin & credentials as
310030 photocopics were attached.
FSC: China Mention class of MD on DOC
Valid uill 227022024 Provide notarized EC  Design
examination certificate

17| A5 Enterprises, Legal Manufactarer; | Acon Syphilis Rapid Test Deferred for the provision of following

13- Mozang Acon laboraties Inc., | (Syphilis Rapid Test) documents:
Lahore, Pakistan. 5850 Oberlin Drive, # | Codes & Sizes: As per FSC . :
ELI: 00190 340, San Diego, CA, Class-C FormT A is not signed & stamped,
Dossier® 3177 92E21, United States FEC of any reference country is na
Subrnission date: of America provided.
E.f.ﬁgiz Manulasturing site: Provide valid IS0 13485 certificate for
DO-11] Acon Biotedh R PannIchrizg she.
{Hangahou) eo, Lid, F)A certificate is not provided.
Mo 210 Zhenzh
road west ke ditrct Provide original & notarized LOA, FSC
Hangzhou P_R. China of country of origin & credentials as
310030 photocopies were artachad,
Mention class of MD on DOC
F5C: China i i ;
e Provide  notarized EC Design
Walid till 22/02/2024 i R

& | A5 Enferprises, Legal Manufacturer: | Acon Mission Plus Deferred for the provision of following

03- Mozang Acon laboraties Ine., | Hemoglobin{Hb) Testing documents:

Lahore, Pakistan. 5850 Oberlin Drive, # | strips . :

ELL 00190 340, San Diego, CA, | (Hemoglobin (Hb) Testing | o 1 "ot stghed & stamped.
Drossiers 3591 92121, United States strips) FSC of any reference country is nod
Submission date: of America Codes & Sizes: As per FSC | provided.

21/09/2022 Class-C
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E'-ahmtm'. Manufncturing site: Shelf Life; 24 Months Provide valid 150 13485 cerificate for
D111 Acon Biotech the manufacturing sie.
B mﬁﬁﬁﬁz FQA certificate is not provided.
rond west lake district Provide original & notarized LOA, FSC
Hangzhou P_R. China of country of origin & credentials as
110030 photocopies were attached.
FSC: China Mention class of MD on DOC,
Walit mall: 202300117
119,| A5 Enterprises, Legal Manufacturer: | Acon Mission Plus Deferred for the provision of following
03- Mozang Agon laboraties Ine Hemaglobin (Hb) Testing doctiments:
Lihore, Pakistan, 5850 Oberlin Drive, # | Meter :
ELL: 00190 340, San Diego, CA, | (Hemoglobin (Hb) Testing | 0™ A i3 1ot signed & stamped
Duossierd 1592 92121, United States | System) Submit correct & relevant proof of fee
Submizgion date: of America Codes & Sizes: As per FSC deposit for the applisd product
219122 5 . Class-C *
3 Manufacturing site: . F3C of any reference country is oot
Evaluator; Acon Bictedd Shelf Life: 24 Months provided.
D011 H
o) co, Lz, Provide valid 1SO 13485 cenificate for
Hi 210 Zheuig the manufacturing sibe.
road west lake district
Hangzhou P.R. China FOA centificate is not provided,
310030 Provide original & notarized LOA, FSC
F8L: Chinn of couniry of origin & credentials as
Yabit till: 202350017 photecopies were attnched.
Mention class of MD on DO
0| A5 Enterprises, Legal Manufacturer: | Acon Mission Ultra Deferred for the provision of following
3= Mozang Acon laboraties Inc, | Hemoghohin (Hb) Testing documents;
Lahore, Pakistan. 5830 Oberlin Drive, & | Meter :
ELL: 00190 340, San Diego, CA, | (Hemoglobin (HB) Testing | FOm7 A I8 not signed & stamped.
Dossierd 3593 92121, United States System Submit correct & relevant prool of fee
Submission date: of America Cobes & Sizes: As per FSC | deposit for the applied product
II.I'W."EUEE Class-C FEC of fir Eﬂ“l]lr:' : {
Evaluator; Manufactoring site; | Shelf Life: 24 Months pmviv::d.“y e tlapic el
D=1 Acon Biotech
| {Hangzhou) co, Ltd. Provide valid 150 13485 carmilicate for
Mo 210 Zhenzhong the manufacouring sie.
road west lake district FQOA certificate is not provided,
Hangzhou P.R. China
D e Provide original & notanzed LOA, FSC
of country of origin & credentials as
FSC: China photocopies were attached,
VR BVOLET Mention class of MD an DOC
E20 | Avrihat Dental Legal SHOFU ZIRCONOMER Deferred for the provision of following
BervicesShop Mo, Manufaciurer; IMPROVED documents;
G-15, PMA Trade | Shoufu inc., 11 The firm shall provide original challan
Center, kamitakamastsu- cho , | ZIRCONOMER form as proof of fee deposit.
OPPOSITE. fukuine, higashivama- | IMPROYED.
Dastrict Jail Shama | ku, kvoto 605-0983, Codes & Sizes: As per FSC | Declaration on stamp paper as per form-
Stop Ferozpura Japan. Class-B TA is not provided.
Road, Lahore, Shelf Life: not provided
EL1-{{ 12 Sales & Marketing, Stability data for the shelf lifz is oot
Dhosseerd 3544 Distributicn  Dental provided.
Submigsion date: Asia - Pacific Itd. 10
30v0R. 2022 science Park Rosd M, Submit valid, original & notarmzed 150
Evaluator: 03-12, The Alpha, certificate,
IR Science Park 11,
Singapora | 1784, Fid Submit original & notarized credentials
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of manufacturer,

B

F5C: Japan
foriginaly Submit essential principle checklist f..
Date of lssue: the applied product.
27.06.2022
Justify  the proposed MRP, storage
conditions & grouping of MDs on forme
ThA
Provide packing label for the applicd
product.
122.| Arihat Dental Legal Manufacturer: | SHOFU BEAUTIBOND Deferred for the provision of following
ServicesShop Mo, Shoufu ine., 11 dociments:
G-15, PMA Trade | kamitakamastsu- cho, | BEAUTIBOND .
Center, fikuine, higashivama- | Codes & Sizes: As per FSC T:'f_‘;‘f:‘ ““'Lﬁ;”';::‘if'“t challan
OPPOSITE, ku, Kyodo 605-04H3, Clasz-B F ’
Dristrict Jail Shama | Japan. Shelf Life: not provided Dreclaration on stamp pager as per forme-
Sop Ferozpura TA is not provided.
:ﬁ"‘jﬂm"f;m' Fﬁ?ﬂm‘ﬁﬂ% Stability data for the shelf life i not
Dussiers 3328 Asia - Pacific hd, 10 provided.
Submission dote; seience Park Boad Mo, Submit valid, original & notarized 150
30/09/.2022 03-12, The Alpha, cardficita.
Evalustor; LSeience Park 11,
D111 Singapora 11784, Submit original & notarized credentials
of manufacturer.
EHLC: Toipari Submit essential principle checklist for
Date of 1ssue: i
7 06 2072 the applied product.
Justify the proposed MRP, storage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
product.
123, Arihat Dental Legal Manufacturer: | SHOFL BEAUTICEM 5A | Deferred for the provision of following
ServicesShop Mo, Shoufu ing., 11 documents:

G-15, PMA Trade
Center,
OPPOSITE,
[igrrict Jail Shama
Stop Ferozpura
Road, Lahore,
ELI-0D% L2
Dhsgierd 1529
Submission dete:
30097, 2022
Evaluator:

-1

kamitakamastsu- cho ,
fukuine, higashivama-
b, kyoto GO5-00R3
Japan.

Sales & Marketing,
Distribution Trental
Asla = Pacific hd, 10
science Park Boad Mo,
03-12, The Alpha,
Science Pask 11,
Singaporn 11784,

FSLC: Japan
[rate of Izsne:
27.06, 20002

BEAUTICEM 5A

Ciodes & Sizes: As per FSC

Clazs-B

Shelf Life: not provided

“y®

-_.'54

The firm shall provide onginal challan
form &s proof of fee deposit.

7
Declaration on stamp paper a5 per form-
TA s nof provided.

Stability data for the shelf life is not
provided.

Submit valid, original & notarzed 150
certificate.

Submit original & notarized credentiala
of manufactirer,

Submit essential principle checkdist for
the applied prodwct,

Justify the proposed MRP, storage

conditions &grouping of MDs on form-
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| 7A
M Provide packing label for the applied
product.
124.| Arihat Demal Legal Manufacturer: | SHOFLU BEAUTIFIL - Deeferred for the provision of following
ServicesShop Mo, Shoafu ine,, 11 BULK FLOWABLE decunmsents:
G-15, PMA Trade | kamitakamastsu- cho ,
Center, fukuine, higashivama- | BEAUTIFIL - BULK The firm shall provide original challan
OPPOSITE, ku, kyoto 6050983, | FLOWABLE form as proof of fee depasit
District Jail Shama | Japan. Codes & Sizes: As per FSC
Stop Ferozpura lasz-B Declaration on stemp paper as per form-
Foad, Lohore, sabes & hMarketing, Shelf Life: nodt provided TA s not provided,
ELI-0512 Distribution Dental
Drossierd 31530 Asia - Pacific lud. 10 Stability data for the shelf life is not
Submission date: science Pork Road Mo, provided.
3092022 ¥3-12, The Alpha,
Evabuator Science Park 11, submit valid, original & notanized 150
DD-1 Singapora 11784, certificate.
FSC: Japan Submit original & notarized crodentials
Diate of Isswe: of manufacturer,
27.06.2022
Submit essential principle checklist for
the applied product
Justify the proposed MRP, storage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
product.
125 | Arihat Dental Legal Manufacturer: | SHOFU BEAUTIFILL Deferred for the provision of following
ServicesShop Mo, Shoufly inc., 11 | FLOW PLUS documents:
3-15, PMA Trade | kamitakamastsu- cho , The firm shall provide original challan
Center, fukuine, higashivama- | BEAUTIFILL FLOW form as proof of fee deposit.
OPPOSITE, ku, kyoto 605-0083, | PLUS
Districe Jail Shama | Japan Codes & Sizes: As per FSC | Declaration on stamp paper as per form-
Stop Ferozpura Class-B T is not provided,
Road, Lahore. Sales & Marketing, Shelf Life: not provided
ELI-00912 Distribution Dental Stability data for the shell life = not
Dossiers 3531 Asia - Pacific td, 10 provided.
Submission dare: science Park Road No,
30/ 2023 03-12, The Alpha, Submit valid, original & notarized 150
Evaluntor; Science Park 11, certificate.
Bo-m Singapora | 1 T84
Submit original & notariped credentials
FBC: Japan of manufacturer.
Diate of Issue:
27.06.2022 Submit essentinl principle checklist for
the applied prodwet,
Justify the proposed MRF, storage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
i i Fa E_,_Fﬂd““-
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120, | Arihat Dental Legal Manufacturer: | SHOFU BEAUTIFILL 11 Deferred for the provision of followis=,
ServiceaShop Mo, Shoufu inc., 11 decuments:
G-15, PMA Trade kamitakamastsu- cho, | BEAUTIFILL I - .
Center, fiskuine, higashiyama- | Codes & Sizes: As per FSC E’:HT ﬂ"'!:“'.“r;:'? “'if_'“'l Fy
OPPOSITE, ku, kyoto 605-0983, | Class-B i i
District Jail Shama | Japan. Shelf Life: not provided Declarstion on stamp paper as per form-
Stop Ferozpura TA is not provided.
Road, Lahore, Sales & Marketing, i 1
ELI-00912 Distribution Dental ﬁ:ﬁ.dm IR A
Diossiertf 3532 Asia - Pacific hd, 10 : ST _
Submission date: science Park Road Mo, bu‘l:l:rnll valid, original & notarized 150
309/, 2022 03-12, The Alpha, FERificate,
Evaluator: Science Park 11, Submit original & notartzed credentials
D-11 Singapora 11784, of manufacturer,
FSC: Japan Submit essential principle checklist for
Dhate of lssue: the applied product,
27.06.2022 Justify the proposed MRP, storage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
product,
127.| Arihat Dental Legal Manufacturer: | SHOFU DIAMOND BUR Deferred for the provision of following
ServicesShop Mo, Showufu inc., 11 KITS documents;
G-15, PMA Trade | kamitakamasisu- cho | . e
Center, fukuine, higashiyama- | DIAMOND BURKITS | phe firm shat provide original challan
OPPOSITE, ku, kyoto 605-0983, | Codes & Sizes: Asper FSC | (VM 38 Pro Prkh
District Jail Shama | Japan. Class-B Declaration on stamp paper as per form-
Stop Ferozpura Shelf Life: not provided TA is not provided.
Road, Lahaore. Sales & Marketing, Th e
| ELI-(9]2 Distribution  Dental ;ﬁ:;:im il
Diossiers 3533 Asia - Pacific led, 10 2
| Submission date: science Park Road No. Submit valid, original & nofarized 150
300 2022 03-12, The Alpha, oeriiticals.
| Evaluator: Science Park 11, e ) )
| PD-1H Singapora 11784, Submit criginal & notarized credentiala
of manufacturer,
FSC: Japan ) _ _
Date of lssue: Submit essential principle checklist for
27.06.2022 the applied product.
Justify the proposed MREP, storage
Ierdes &grouping of MDs on form-
'bﬁ' TA
W Provide packing label for the applied
é\ prosduct,
i28.| Arihat Demtal Legal Manufacturer: | SHOFU DURA GREEN Deferred for the provision of following
ServicesShop Mo, Shoufis inc., 11 DA documents:
G-15, PMA Trade | kambakamastsu- cho ,
Center, fukuine, higashivama- | DURA GREEN DIA The firm shall provide original challan
OPPOSITE, ku, kyodo 605-D983, Codes & Sizes: As per FEC | form as proof of fee deposit.
Dvistrict Jail Shama | Japan Class-B
Stog Ferozpura Shelf Life: not provided Deckaration on stamp paper as per form-
Road, Lahore. Sales & Marketing, TA is not provided,
ELI1=0:r12 Diistribution Dental
Diossier¥ 3534 Asia - Pacific Itd, 10 Stability data for the shelf life is not
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Submission date: science Park Road No, provided.
J0v08/. 2022 03<12, The Alpha,
e | Evaluator: Science Park 11, Submit walid, original & notarized 150
=011 Simgapora 11784, certificate,
F5C: Japan Submit original & nofarized credentinls
Date of 1ssue; of manufacturer.
27.06. 5022
Submit essential principle checklist for
the applied product.
Justify the proposed MEP, siorage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
pro<iuct.
179 Arihat Dental Legal Manufacturer; | SHOFU GLASLONOME Deferred for the provision of follewing
BarvicesShop Mo, Shoufu ine., 11 FX ULTRA documents:
Gi-15, PMA Trade | kamitakamastsu- cho
Center, fukuine, higashiyama- | GLASLONOMEFX The firm shall provide original challan
OPPOSITE, ku, kyato 605-0983, ULTRA form as proof of fee deposit.
Dhistrict Jail Shama | Jepan, Codes & Sizes: As per F5C
Stop Ferozpura Class-B Declaration on stamp paper as per form-
Foad, Lahore. Sales & Marketing, Shelf Life: not provided TA is nod provided.
ELI-a12 [vistribution Dental
Dassierd 3535 Asin - Pacific ld, 10 Stability data for the shelf life s not
Submission date; science Park Road Mo, provided.
Jvos 2022 13-12, The Alpha,
Evaluator: Seience Park 11, Submit walid, originn] & nofarized 150
D1 Singapora 11784, certificate,
FSC: Japan Submit original & notarized credentials
Dt of 1ssue: of manufacturer.
27062022
Submit essential principle checklist for
the applied produst,
Justify the proposed MREP, storage
conditions &groupimg of MDs on form-
TA
Provide packing label for the applied
product.
130, | Arihot Dental Legal Manufactarer: | SHOFLU HY - BOND Deferred for the provision of following
ServicesShop Mo, Shoufu inc., 11 docurments:
G=15, PA Trade | kamitakamastsu- cho , | HY-BOMND
Center, fubuing, higashivama- | GLASIONOMER CX- The firm shall provide onginal challan
OPPOSITE, ku, kyotw 6035-0983, SMART form as proof of fee deposit
Tristrict Jail Shama | Japan. Codes & Sizes: As per FEC
Stop Ferozpura Class-B Dieclaration on stamp paper as per form-
Road, Lahore. Sales & Marketing, Shelf Life: not provided TA 15 not provided.
EL-O0912 Diistribation Dwental
Dossier® 3536 Asia - Pacific hd, 10 Siebility data for the shelf life is ot
Submission date: science Park Road Mo, provvided,
3000 2002 03=12, The Alpha,
Evaluatar: Science Park 11, Submin valid, original & notarized 180
BE-101 Singapora 11784, A certificate.
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F&LC: Japan

Submit original & notarized mw—g

Date of Issue; of manufacturer.
27.06. 300
Sulbmit essential principle checklist for
the applied product,
Justify the proposed MREP, storage
conditions Sgrouping of MDs on form-
TA
Provide packing label for the applisd
peosuct,
131, Arihat Demal Legal Manufacturer: | SHOFU HY- BOND Deferred for the provision of following
ServicesShop Mo, Shoufu inc., 11 POLYCARBOXYLATE documents;
G=15, PMA Trade | kamitakamastsu- cho . | CEMENT
Center, fukuine, higashiyvama- The firm shall provide original challan
OPPOSITE, ku, kyoto 605-00E3, HY-BOND form as prool of fee deposit,
Dristrict Jail Shama | Japan. PFOLYCARBOXYLATE
Stop Feroepurs CEMENT Dweclaration on stamp paper as per form-
Road, Lahore. Sales & Marketing, Codes & Sires: As per FSC | TA s nof provided.,
ELI-00912 Distribution Dental Class-B
Dossiers 3537 Asia - Pacific kd, 10 Shelf Life: not provided Stability data for the shell life is not
Submission date: schence Park Road Mo, prowided.
300 2022 03-12, The Alpha,
Ewaluator Science Park 11, Submit valid, original & notarized IS0
DD-101 Singapora 11784, certificate,
FSC: Japan Submit original & notarized credentinls
Dtz of Tssue: of manufacturer,
27.06.2022
Submit essential principle checklist for
the applied product.
Justify the proposed MRP, storage
comditions &grouping of MDs on form-
Th
Provide packing label for the applied
product
132 Anhat Dental Legal Manufactarer: | SHOFU HY-BOND Deferred for the provision of fellowing
ServicesShop Mo, Shoufu inc., 11 RESIGLASS documents:
G=15, PMA Trade | komitakamastsu- cho
Center, fukuine, higashivama- | HY-BOND RESIGLASS The firm shall provide original challan
OPPOSITE, ku, kyoto 605-0983, Codes & Sizes: As per FSC | form as proof of fes deposit.
District Jail Shama | Japan, Class-13
Stop Ferozpura Ehelf Life: not provided Declaration on stamp paper as per form-
Road, Lahore. Sales & Marketing, TA iz not provided.
ELI-%12 Distribution Dental
Droszier# 3518 Azia - Pacific ltd, 10 Srability data for the shelf life & nm
Submission date: science Park Road Mo, provided,
304007 202 03-12, The Alpha,
Evalustor: Science Park 11, Submit valid, original & notarized 150
Do-111 Singapora | 1784, certificate.
FSC; Japan él Submit crigingl & notarized credentials
Date of [asue: aof manufaciurer.
27.06,2022
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Submit essential principle checklist for
the applied product

e /f

S
Justify the proposed MEP, storage
conditions &grouping of MDs on form-
TA
Provide packing lnbel for the apphied
product.
135 | Arihat Dental Legal Manufucturer: | SHOFLU SUPER SMNAP Deferred for the provision of ﬁ:;l-luwing
ServicesShop Mo, Shoutu me., 11 docurments:
=15, PMA Trade | kamitakamastsu- cho, | SUPER SNAP
Center, fukuine, higashivama- | Codes & Sizes: As per FSC | The firm shall provide original challan
OPPOSITE, ku, kyom 605-0983, Class-B form as proof of fee deposit
District Jail Shama | Japan. Shell Life: not provided
Swop Feroapurs Declaration on stamp paper as per form-
Road, Lahore. Snles & Marketing, TA is not provided.
ELI-00912 Distribution Dental
Dipssiers 3539 Acsia - Pacific Itd, 10 Siability data for the shelf life is not
Submission date: science Park Fead Mo, provided,
300N 2022 0312, The Alpha,
Evaluator: Seience Park 11, Submit valid, original & notarized 150
Do-10 Singapora 11784, certificate.
F5C: Japan Submit original & notarized credentials
Drate of [sswe: of mamsfacturer,
27062022
Submit essential principbe checklist for
the applicd product.
Justify the proposed MEP, sorage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
product.
i34, | Arihat Dendal Legal Manufactarer: | SHOFU VINTAGE ART Deferred for the provision of following
BarvicesShop MNo, Showfi ine, 11 UNIVERSAL documenis:
G=15, PMA Trade kamitakamastsa- cho
Center, fukuine, higashivama- | VINTAGE ART The firm shall provide original challan
OFPOSITE, ku, kyodo 605-04983, LNIVERSAL form as proof of fee deposil,
District Jail Shama | Japan, Codes & Sizes: As per FSC
Stop Ferozpura Class-B Declaration on stamp paper &z pes form-
Road, Lahore, Sales & Marketing, Shelf Life: not provided TA is not provided.
ELI-009]12 Distribution Dental
Dossierd 3540 Asia - Pacific Itd, 10 Stability dats for the shelf life is nat
Subenizsion date: seience Park Boad Mo, provided.
30000 2022 0312, The Alpha,
Evaluator: Science Park 11, Submit walid, original & noarized 150
DD-I1 Singapora 11784, certificate.
F&C: Japan Submit original & notarized credentials
[ate of Iasue: of manufactarer.
2T.06.2022

Submit essentinl principle checkiist for
the applied product.

Jugtify the proposed MEFP, storages
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conditions &grouping of MDs on forme-
Th =

Provide packing label for the applied
product.

135 Arihat Dental Legal Manufacturer; | SHOFU VINTAGE LD DPeferred for the provision of following
ServicesShop Mo, Shoufu ine_, 11 docurments:
Ci=15, PMA Trade kamitakamastsu- ¢cho, | VINTAGE LD
Center, fukuine, higashiyama- | Codes & Sizes: As per FSC | The firm shall provide original challan
OPPOSITE, ku, koo S05-0983, Class-B fioren as proof of fee deposii
District Jail Shama | Japan. Shelf Life: not provided
Stop Ferozpura Declaration on stamp paper a3 per form-
Road, Lahore, dales & Marketing, TA is not provided.
ELI-00912 Distribution Dental
DCrossiert 3541 Asia - Pacific Iid, 10 Stability data for the shelf life is nod
Submission date: science Park Road Mo, provided,
JO0A 2022 03-12, The Alpha,
Evaluaior: Seience Park 11, Submit valid, original & nelarized 150
Do-111 Singapora 11784, certificate.
FSC: Japan Submit original & notarized credentials
Dt of [ssue: of manulfaciuner
27.06.2022
Submit essential principle checklist for
the applied product.
Justify the proposed MRP, storage
conditions &grouping of MDs on form-
TA
Provide packing tabel for the applied
product
i3, Arihat Dental Legnl Manufacturer: | SHOFLU VINTAGE FRO Deferred for the provision of following
ServicesShop Mo, Shoaifu ing., 11 VINTAGE FRO documenis:
G-15, PMA Trade | Kamitskamasisu- cho , | Codes & Sizes: As per FSC
Center, fukuine, higashivama- | Class-B The firm shall provide orginal challan
OPFPOSITE, ku, kyoto GO3-09403, Shelf Life; not provided form as proof of fie deposit.
Dhstrict Jail Shama | Japan, ;
Stop Ferozpura laration on stamp paper as per form-
Road, Lahore. Sles & Marketing, '% 7A is not provided.
ELI-0091 2 Distriburion Dental
Dissierst 3542 Asin - Pacific ltd, 10 @ Stahility dota for the shelf life is not
Submission date; science Park Road Mo, prowided.
M09 2022 03=12, The Alpha,
Evaluator; Science Park 11, Submit valid, original & notarized 150
Dx-d1 Singapora 11784, certificate.
F8LC: Japan Submit original & notarized credentials
Duate of Iz5ue; of manufactarer,
27062022

Submit essential principle checklisi for
the applied produwct.

Justify the proposed MRP, stornge
conditions &grouping of MDs on fosm-
TA

Provide packing label for the applied
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product.
e, | Arihat Dental Legal Manufacturer; | SHOFU VINTAGE ZR Deferred for the provision of following
ServicesShop No, Shoufu ., 11 documents;
G-15, PMA Trade | kamitakamastse- cho, | VIMTAGE ZR
Center, fukuing, higashivama- | Codes & Sizes: As per FSC | The firm shall provide orginal challan
OPPOSITE, ku, kyoto 605-0983, Class-B form as proof of fee deposit.
Dastrict Jail Shama | Japan, Shelf Life: not providesd
Stop Ferompura Declaration on stamp paper a5 per form-
Road, Lahore, Sales & Marketing, TA is not provided,
EL1-p12 Cristribution Dental
Dossiers 3543 Asia - Pacific lud, 10 Smability data for the shelf life is not
Submission date: science Park Road Ma, provided.
300802022 03=12, The Alpha,
Evaluator: Science Park 11, Submit valid, original & notarized 150
=111 Singapora | 1784, certificate,
F5C: Japan Submit original & notarized credentials
Drate of 1ssue: of manufacturer.
270620023
Submit essentinl principle checklist for
the applied product.
Justify the proposed MRP, storage
conditions &grouping of MDs on form-
TA
Provide packing label for the applied
product.
136, Hashir Surgical Legal Manufacturer; | REFLON 1V Cannula Deferred for the provision of following
Services, Office Mo | Revital Healthcare documents:
15, Street Im F-2, | (EPZ) limited (IV CANNULA)
Phase &, LE Mo, 5025/1239 FEC of country of orign
Hayatabad, Msumarini-Mombasa- | G-14, G-16, G-18, G=20, (G- | {Kenya) is expired.
Peshawar Malindi Rd, PO Box | 22 | (G-24, (3-26
= CHfice Mo, 05, B0713-E0100 Mame of manufacturer is not provided
2nd Floor, Sved s Mombasa-Kenya. (Class-B on from-TA
Tower, University
Road, Peshawar FSC: Kenya Shelf Life: not provided Stability data for the shelf life 15 not
*House Mo, 2 Strect provided
M, Im Gulshan Valid ll; 31.12.2020
Colony, GT Road, Submit original & nofarized credentials
Pedhawar of manufacturer,
ELL: (0075 Submit walid, original & notarized
Dossierd 1983 LOAfagency agreement.
Subvmiission date:
1024 2020 Subrnit walid, original & notarized 150
Evaluator: & FOA certificates,
D111 Justify the grouping of MDs on form-
Th, 6\*‘]
DOC is not suhmhﬂ%
139, Bio Sphere Legal Manufacturer: | HAEMOGLOBIM Alc Kit | Deferred for the provision of following
Marketing House HAEMOGLOBIM Ale documents:
2, Strest 4, Janpsu Auvdicomn | Analyrer
Adjacent o the best | Mdical Technology, Submit wvalid. ongmal & embassy
grammar school, 4F, Mod Buikding, | (HAEMOGLOBIN Alc) attested FSC of reference couniry as
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Plaza Mo, 1 Block
Orchard 1. Paragon
City Barki HRoad,
Lohore Canit

ELI-{0103
Dossierd 7530
Submission
16/ 12 2022
Fualuator;
DD-101

dabe:

Mexico 5. DE RL. DE
cv

Corredor Tijuana-
Rosarite 206, 24702
B

Ejido Francisco
VilaTijuana, B=C,
C.P, 22235 Mexico
F3C: UI5A
valid ll;
23-05-20004

Pak Town Chungi | High- tech Industrial | Code & Sizes: As per FSC | product (s from non-reference country.
Amar Sidhu Lahore | Park Mo36 Nanwei 4 -
ELIL; 00922 Rd, Dingmao, | Class-B Submit wvalid, original & mnotar.
Dsaiesd38TT Zhemjiang.,  Fiangsw, | Shelf Life: 12 months LOAsagency agresmen
Submission date: China
21062022 Stability dats for the shelf life is not
Evaluator: F3C: China provided
DI Valid tll; 2023712727
Submit original & notarized credentials
of manufacturer.
Submit valid, original & notarized 150
& FOA certificates.
DO is not submitied
Apply separate application for
HAEMOGLOBIN Alc Analvrer on
form=6.4
Submit fee of PER S00dV-
.| ASTO Life Science | Legal Manufacturer: | Sharpoint-TM Deferred for the provision of following
Pt Lid | Surgical  Specialties | polypropylene sufures documents:

LOOK -TM polvpropylene
AUlLres

Eharpoint TM plus
polypropylene sutures
ExactEtchTM
polypropylene sutures
Code & Sizes: As per F3C
Class-B

Shelf Life;05 vears

Form-TA is not signed & stamped.

The address of importer mentioned on
LOA & Form-7A does not matched with
address mentioned an Forme-4( license o

import %00,

Submit Credentials of manufaciurer
duly notarized from country of origin,

LOA is expired on 31-12-2022, Submit
valid, original & duly nofarized LOA.

According to the MDR 2017 & the
technical  document  given by
manufacturer (DOC)  pol lene
sufures fall in ctass [T while firm 15
applied in class B

Submit differential fee of 250000- PER.

The firm proposed four different brand |
names e, SharePoint-TM, LOOK - |
T™,  SharcPoint TM  phs,
ExactEichTM  polypropylene sutures
respectively,

Specify a single brand name for this
applied produc,

Submit valid, eriginal & notarized 150
13485 & FOA certificates.

Submic valid, original & notarized
Design Examination certificates,
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1a1] ASTO Life Science | Legal Manufacturer: | Quill-TM Monoderm-TM | Deferred for the provision of following
Pyt Ltd | Surgical  Specialties | knotless tissue-closure documents:
e | Plazn Mo. | Block | Mexico 5. DE R.L, DE | device i )
Orrchard |, Paragon | CV Strataflx M spiral PGA- | Form-TA is not signed & stamped.
Citv Barki Road, | Corredor Tijuana- | PCL knotless tissue control | pee (USA) s expired,
: o
Loabvare: Lot Enm—u-:l =H, A EL:E& Sizes: As per FSC The address of mmporter mentioned on
ELI-00 503 Ejido Franclsco | Class-B LOA & Form-7A does not nm-clm:l with
Dossieri754-C VilaTijuane, B=C., | Shelf Life:05 years address mentioned on Form-4(license to
Submission  date: | C.P. 22235 Mexico import ML),
1641242022 Submit Credentials  of manufacturer
Evaluator: FSC: USA duly notarized from country of origin.
D-11 valid till; LOA is expired on 31-12-2022 Submit
18-02-2023 valid, original & duly notarized LOA
According to the MDR 2017 & the
technical  document  given by
manufaciurer (DOC) these sutures fill
in class I D) white firm is applied in
class B
Submit differential fee of 25000/~ PER.
The firm proposed two different brand
naimes e, Quill-TM Monodenm-TM
knotless  tisspe-closure  device &
Stratafix —TM spiral PGA-PCL knotless
tissue control device respectively.
Bpecify a single brand name for this
applied product,
Submit valid, original & notarized 150
13485 & FOA certificates,
Submit wvalid, original & nolarized
Diesign Examination certificates.
142 | ASTO Life Science | Legal Manufacturer: | Sharpoint-TM Polysyn —TM | Deferred for the provision of following
Pyt Lid | Swrgical  Specialties | Suture documents:
Plaza No. | Block | Mexico S, DE RL.DE | LOOK-TM Polysyn-TM | g o4 is not signed & stamped,
Cwchard 1, Paragon | CV Suture ; :
City Barki Road, | Corredor Tijuana- | Shirpoint-TM PLUS FSC {USA) is expired
B ExactEtchTM PGA Suture | [0y & Form-7A does not matched with
ELI-00103 Ejido Francisco | Code & Sizes: As per FSC | 40000 mantioned on Forme-4( license 1o
Dossierd 755-C VilaTijuana,  B>C, | Class-B import MDY,
Submission date: | CP. 22235 Mexico | Shelf Life:05 years _ )
16512 2022 Submit Credentinls of mﬁi'l-l-l-ﬁﬂl.l:'lill'-l!'l'
Evaluator: FSC: USA duly notarized from country of origin.
DD-NI valid fll: LOA is expired on 31-12-2022 Submit
1 2-00-2023 valid, original & duly notarized LOA

According to the MDR 2017 & the
technical  document  given by
manufacturer (DOC) Polyglycolic acid
suture fall in class I1I{ D) while firm is
applied in class B, aubmit differential
fee of 25000/~ PKR.

The firm proposed three different brand
names i.e., Sharpoint-TM Polysyn —TM
Suture, LOOK -TM  Polysyn -TM
Suture & ExpclEtchT™M PGA  Suture
respectively,

cify a single brand name for this
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applied product.

Submit valid, original & notarize
13485 & FOA certificates,
Submit walid, oniginal & notarized
Design Examination cernificates.

143

ASTO Life Science
PvL Lid
Plaza Mo, 1 Block
Orchard 1, Paragon
City Barki Road,
Lahore Camnii

ELI-y 103
Dassierd756-C
Submizsion date:
1612 2022
Evaluatos:

D101

Legal Manufacturer:

Surgical  Speclalies
Mexico 5. DE R.L. DE
cY

Comedor Tijusna-

Rosaritg 2006, 24702-
B

Ejido Francisco
VilaTijuana, B=C,
C.P. X¥X335% Mexico

FSC: LISA
valid till:
[ B=02=2003

LOEDE -TM - Sharpoint-
Th- Sharpoint-THM plus
Code & Sizes: As per FSC
Class-B

Shelf Life:05 vears

Deferred for the provision of following
documents:

Form=TA is not signed & stamped,
FSC {USA} is expired.

The address of importer mentioned on
LA & Form-74A does not matched with
nddress mentioned an Form-4(license ta

impost MDD,

Submit Credentials of manufactuser
duly notarized from coundry of origin.

LOA is expired on 31-12-2022. Submit
valid, origimal & duly notarized LOA

According 1w the MDRE 2017 & the
technical  document  given by
marafacmurer (COC) Plain or chromic
Ciut suture fall in class I I¥) while firm
is applied in class B

Submit differential fee of 25000/ PER

The firm proposed three different brand
nmamies |.e, LOOK -Th - Sharpoint-Th-
SharePoini-TM plus respectively,
Specify a single brand nare for this
opplicd product.

Submit valid, original & notarized [S0
13485 & FOA cerfificates,

Submit valid, original & notarieed
Design Examination certificates.

| ASTO Life Science
P, Lad
Plaza Mo, | Block
Orchard |, Parsgon
City Barki Road,
Labore Cantl
ELI-00103
Dossiers T3 1-C
Submission  doge;
|61 22022
Evaluatos:
[3C3=011

Legal Manufacturer:
Surgical  Specialties
Mexico 5. DE R.L. DE
Cv

Cormedior Tijuana-
Rosarite 2000, 24702-
B

Ejide Francisco
YilaTijueana, B=C.,
C.P 22235 Mexico
F8C: UsA

walid tilk:

18-02-2023

Quill-TM Polypropylene
knotliess tissue-closure
device

Stratafix —TM spiral
Polvpropylens knodless
tissue contral device,

Code & Sizes: As per F5C
Class-B

Shelfl Life: 0§ vears

Y /

Deferred for the provision of following
documents:

Form-T A is not signed & stamped,
FSC (USA) is expired.

The address of imporer mentionsd on
LOA & Form-TA does not matched with
aclebress mentioned on Form=4{license to
import MDY,

Submit Credentiols of menufocturer
/ui”_'r' nofarized from country of origin.

LOwA is expired on 31-12-2022 Submit

valid, original & duly netarized LOA
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According to the MDR 20017 & the
technical  document  given by
manufacturer (DOC)  polypropylene
sutures fall in class I D) while firm is
applied in class B

Submit differentinl fee of 25000/- PER.

The firm proposed two different brand
pames e, Quill-TM Polypropylens
knothess  tisue-closure device &
Stratafix —TM spirnl Polypropylens
kmotless  tissue  control  device
respectively,

Specify o single brand name for this
applied product.

Submit valid, original £ nofanized 1S0
13485 & FOQA centificates,

Submit walid, onginal & notarized
Digsign Examination certificates.

145 ASTO Life Science
Pvi. Lud
Piaza Mo, 1 Block
Crechard 1, Paragon
City Barki Road,
Lahare Canit

ELI-D 103
Dhpasiers 752-C
Submission
date: LS 20 002
Evaluator:
G0-111

Legal Manufacturer:

Surgical  Specialties
Mexico 5. DE R.L. DE
Ccv

Comedor Tijuana-

Rosasiio 2000, 24702-
B

Ejide Francisco
VilaTijuana, B>C.,
C.p. 22235 Mexieo
FSC: LISA
virlid till:
18-402-2023

Look-TM PTFE Sutures
Code & Sizes: As per FBC
Class-B

Shelf Life:05 vears

Deferred for the provision of following
documents:

Form-7A is not signed & stamped,
FSC (USA) is expired.

The address of importer mentioned on
LOA & Form-TA does not matched with
address mentioned on Form-3{license to
import MD).

Submit Credentials of manufacturer
duly notarized from country of origin,

LOA 15 expired on 31-12-2022 Submit
valid, original & duly notarized LOA

According to the MDRE 2017 & the
technical  documemt  given by
manufacturer (DOC) Mon-absorbakble
pokytetrafiuoroethylene (FTFE) sutures
fall in class [T T while firm is applied
in class B, Submit differential fee of
25000- PER.

Submit valid, original & notarized 150
13485 & FQA certificates,

Subeait walid, original & notarized
Design Examination certificates.

1460 ASTO Life Sciemce
Pyt Lid

| Plaza MNo. 1 Block

Legal Manufacturer:
Surpical  Specialties
Mexico 5. DE BLL. DE

Cruill-Ts PO Knotless
Tizsue Closer Device

Deferred letter of 59th Meeting of MDB (20-07-2023)
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Chrchard 1, Paragon
City  Barki  Road,
Lahore Cann

ELI-60103
DossierdT130-C
Submission  date:
16/ 12 2022
Evaluaior:

D111

Y

Comedor Tijuana-
Rosarito 2044, 24702-
]

Ejida Francisco
VilaTijuana, B=C.,
C.P. 22235 Mexico
FSC: USA
valid tll:
| §-02-2023

knotless tissué control
device.

Code & Sizes: As per FSC
Class-B

Shelf Life; 05 vears

Form-7A is not signed & stamped.
FEC (LISA) is expired. .y

The addrass of importer mentioned on
LOA & Form-TA does not matched with
address mentioned on Form-<(license to
import MDY,

Submit Credentials of manufaciser
duly nofarized from country of origin.

LOA is expired on 31-12-2022 Submit
valid, original & duly notarized LOA

According e the MDRE 2017 & the
technical  document  given by
manufacturer (DOC)  polvdioxanone
surgical sutures fall in class 11 D) while
firm is applied in class B

Submit differential fee of 25000/~ PER.

The firm proposed two different brand
names e, Quill-TM PDO Knotles
Tissue Closer Device &Stratafix -TM
spiral PDN knotless  Lissue  control
device respactively.

Specify a single brand mame for this
applied product,

Submit valid, original & notarized 150
13485 & FOA certificates.

Submit wvelid, origing] & notarized
Dresign Examination certificates.

147

ASTO Life Science
P, Led
Flazn Mo, 1 Block
Orchard 1, Paragon
City Barki Road,
Lahore Cantt
ELI-00103
Dossiers731-C
Submisson  dafe:
L1 20 2
Ewvalisator:

Do-11

Legal Munufacturer:
Surpical  Specialties
Mexico 5. DE B.L. DE
cy

Comedor Tijuana-
Rosarito 2000, 24702-
B

Ejido Francisco
VilaTijusna, B>C,
C.P. 22235 Mexico
FsC: USA
valid till:
18-02-2023

Sharpeini-TM Silk Sutures
Sharpoint-Th Plus Silk
Sutures

LOOK -TM  Silk Sutures
ExactErch-TM  Silk
Sutures

Code & Sizes: As per F5C
Class-B

Shelf Life:08 years

Deferred for the provision of following
documents:

Form-TA is mot signed & stamped.
F3C (USA) is expired

The address of importer mentioned on
LOA & Form-7A does not matched with
address mentioned on Form-d(license o
import MDY,

Submit Credentials of manufacturer on
the letter head of the company duly
notarized from coantry of origin.

LOA is expired on 31-12-2022 Submit
valid, original & duly notarized LOA

ccording te the MDR 20017 & the
technical  document  given by
manufacturer (DO} silk sutures fall in
class [ D) while firm is applied in
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class B
Submit differential fee of 25000¢- PER.

The firm proposed four different brand
niames i, Sharpeint-TM Silk Sutures,
Sharpoint-TM Plus Silk Sutures,LOOK
-TM  Silk Svtures & ExactEich-TH
Silk Sutures respectively,

Specify a single brand name for this
appliad product

Submit valid, original & notarized 150
3485 & FOA certificates

Submit wvalid, original & notarized
Design Examination certificates.

ASTO Life Science

Pyt Lad
Plaza Mo, | Block
Crchard 1, Paragon
City Barki Road,
Lahore Cantt
ELI-00103
Dipgsiers T312-C
Submission  date;
[6124, 2022
Ewvaheator:

DD-111

Legal Manufacturer:

Surgical  Specialties
Mexico 5. DE R.L. DE
Cv

Corredor Tijuana-

Rosarste 2000, 24702
B

Ejide Francesco
VilaTijuana,  B>C,,
C.P. 22235 Mexiko

F5C: LI5A
valid till:
| 8-02-21023

Sharpoint-Th nylon Sufures
LOOK -TM  nylon Sutures
Sharpoint-Thi Flus nylon
Bufures

ExactEtch-TM nylon
Sutures

Code & Sizes: As per F5C
Clazs-B

Shelf Lite-05 years

Deferred for the provision of following
documents:

Form-TA is not signed & stamped.
FSC (LISA) is expired.

The address of importer mentioned on
LA & Form-TA does nod matched with
address mentioned on Form-4{licenss to
import MO

Submit Credemtials of manufscturer
duly notarized from country of origin.

LOA& is expired on 31-12-2022 Submii
wvalid, original & duly notarized LOA

According 1o the MDR 2017 & the
technical  document  given by
many facturer {D0OC) nylon sutures fall
in class 111 DY) while firm is applied in
class B

Submit differentlal fee of 230000 FKR
T

he firm proposed four different brand
names i.e., Sharpoint-TM nylon
Sutures, LOOK -TM  nylon Sutures,
Sharpoint-TM Plus nylon Sutures &
ExactEtch-TM  nvion Sutures

respectively,

Specify a single brand name for this
applied product.

Submit walid, original & notarized 150
154835 & FOQA certificates.

Submit walid, original & notarized
Design Examination certificates.
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142

ASTOD Life Science

Lepgal Manufacturer:

Surgical Specialties Bone

Deferred for the provision of fol*uing

Fvi. Ltd | Surgical  Specialties | Wax documants:
Flaza Mo, | Block | Mexico 5. DE E.L. DE | Code & Sizes: As per FSC
Orchard 1. Paragon | CV Class-B Form-7A is not signed & stamped.
City Barki Road, | Corredor Tijuana- | Shelf Life:05 years
Lahore Canit Rosarito 2000, 24702, FSC (USA) is expired.
B The address of importer mentioned on
ELI-00i03 Ejido Francisco LOA & Form=TA does not matched with
[hoasterti733-C YilaTijuana, B=C., address mentioned on Form-4(license ta
Submigsion  date: | CP. 22235 Mexico import MDY,
161242022
Evaluatir: F&C: USA Bubmil Credentials of mamsfacturer
3-111 wvalid till: duly notarized from country of origin.
18-02-2023
LOA is expired on 3[-12-2022 Submit
valid, original & duly notarized LOA
According 1o the MDR 2007 & the
technical document given by
manufacturer (DOCY  the applied
preduct fall in class 111 D) whibe firm is
applied in class B
Submit differential fee of 25000/ PKR.
Submit valid, original & notarized 150
13485 & FOA certificales,
Submil walid, onginal & notarioed
Design Examination cerificares,
150, | Mian Enterprises, Legal Avanses Preload 1P Deferred for the provision of following
Ofice no. UG-400, | Manafacturer: {Posterior chamber diociments:
Deans Trade Kows Company, Lid | infraocular lens with an
Center, Peshawar 4-14, 3-Chrome, | imjector sterile.} FOA certificate is expired, provide valid
Cantt. Mihenbazhi-Hamcha, (Mlodel: ¥YP2IR) end notarized FOA certificate
Chuo-Ku, Tokyo 103- | Class: C
ELI-0E07 8433, Japan DO i not provided
Dhossiers 91 1=C Manufacturing site: | Shelf Life: 5 vears
Submizsion date: Kowa Company, Lid, The address mentioned for the legal
2412023 Hamamatsu Faciory 3- manufacturer on FSO{lapan) iz Kowa
Evaluaior: 1, shin=miyakoda 1- Company, Ltd, 6-29, Nishiki 3-
DCe-111 chrome, kita-ku chrome, Moaka-ku MNagoya, Aijchi,
Hamamatsu, shizuoka Japan while address for legal
431-2103, japan manufacturer on all other dosuments
including credentials, LOA, & [50
FSC : fapan cerfificate is Kowa Company, Lid 4-
Date of Isgue; 14, 3Chrome, Nihonbashi-Honcho,
25112020 Chuo-Ku, Tokvo 103-B433, Japans,
justify it.
151 | Mian Enferprises, Legal Avanses preset LV Deferred for the provigion of following
CHTice no. UG-400, | Manufacturer: (Postertor chamber documents:
Deans Trade Kowa Company, Lt | intraocolar lens with an
Center, Peshawar 4-14, 3-Chrome, | injector sterife.) FOA certificate is expired, provide valid
Cantt. Mihonbashi-Honeho, and notarized FOA certificate
Chuo-Ku, Tokyo 103- | (Model:PUGA & PUSAS)
EL1-0H0507 8433, Japan [:u:ﬂ: i
Dasgierd 489-C Manufacturing  site: | Class: C
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Submission dane:

Kowa Company, Lid,

The address mentioned for the legal

30¢11/2022 Hamamatsu Factory 3- | Shelf Life: 5 vears manufacturer on FSC{Japan) is Kowa
e’ | Evalustor: |, shin-mivakoda |- Company, Lid, 6-29, Nishiki 3-
DD-1 chrome,  kita-ku | chrome, Nako-ku Nagoya, Aichi, |
Hamamatsy, shizscka Jopan  while address  for legal
431-2 1403, Japan manufacturer on all other documents
including credentials, LOA, & IS0
FSC : Jnpan certificate is Kowa Company, Lid 4=
Date af ssue: 14, 3-Chrome, Nihonbashi-Honcho,
25712020 Chuo-Kn, Tokyo 103-8433, Japan,
Justify it
152.| Sudais  Associates, | Legal Manufacturer: | Absorbable Hemostar Deferred for the provision of following
Sudais Haouse, {Surgiguard } documents;
Street 00, 7 House | Samyang  Holdings
Mo, 1,  Khan | Corporation, Codes & Sizes: As per FSC | 150 13485 certificate is expired, provide
Bahadur  Colony valid and notarized SO 13485
Diarin Phir . | Head  officer 295, | Class-C certificate,
Pachawar Pangyo-ro, Bundang- | Sheif Life: 36 months
gu, Seongnam-  si Submit valid, original & duly notarized
ELI: {03 | Gyeonggi-do. Korea LOA
Dassierst 3070
Submission date; Original FSC: Korea On DOC class is 111 (Class ) for the
27062022 Drate of Issue: applied product while firm applicd in
Evaluator: 13.07.2021 class C.submit revised form-TA,
DD-1
143 | Zaki & Wasi Beasat Industrial Beasat Deferred tll decision regarding the
Associates Complex (BIC) Km0, | Blood Bag finalization vacation of the stay order
Flat Mo, C-2| Jason | Qom-Tehran Obd Rd, passed by Homorable Chell Couri,
Lurury Apartment, | Clom 3715838345, Shelf Life: Lithorg, in Sull fifed " Amron Veccines
Block 3, Clifion (om provinces, Iran 2.5vears Fis DRAP". Honorable Conrl on 13-
K.arachi (720273, Since the produts are alreaduy
Codes & Sizes: registered in the name of the Amsens,
EL1-01 000 Mot mentioned Islamabad.

The firm shall submit the following
documents:

Blood bags are of warious types and
configuration depending upon design,
with & without anti-coagulant and type
of coagulant present in them, Firm has
not mentioned the type of blood bag in
the application Form.

Copy of LoA provided, Original valid
& Motarized is requined.

Yalid and Embassy attested FSC of
country of origin not provided therefore
provide valid embasay attested original
FSC.

Provide CE marking certificates
including notarized Full quality
gssurance, Design Examination
certificate and 150 13485 certificate.

i A.Feroz & Co

NANGSL
KANGHUA

Star-Burette-Tyvpe
Infusion Sets for

Deferred for submission of Valid,
Embassy atteated FSC of China
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Medicine Street | MEDICAL Single use . ; =
Mo 1, Mamiot | EQUIPMENT CO. Notasried and valid LOA, CE magkjng
Road. Karachi LTI, Class B Centifcate or embassy attested vali.  C
By of BRA, and 150 11485
74000, Pakistan | s hekon, Shelf Life: § Years
Changzhou, Stabiley studies and DHOC,
Ji-I-I'I.EEl'.I. China Slﬂ!mﬂil. [ (],
PC213115 1 30ml 200m]
Copy of LOA valid till | Fee 23000/-
05" Nov 2024, Dossier Submission:
Copy of CE valid till [3-03-2020
26 May 2024,
Copy of ching FSC
vahd tll (9-10-20230
155 AFeroz & Co JIANGSU Star Infravencus Meedle | Deferred For submission  Valid,
KAMGHLIA for single Embassy attested FSC of China
Medicine Street | MEDICAL s
Mo 1, Mamiot | EQUIPMENT CO. Motasried and valid LOA, CE marking
Road, Karachi, LTD. P Certifcate or embassy attested valid FSC
i 3 of BRA, 48
74000, Pakisian Sk P IS0 13485
Changzhou, Shelf Life: 5 Years Stabilty studies and DOC.
Jimngsu, China
PCAL3115 Size 2T, 260,250,
Dossier Submission: | 240G, 230G 220G,21G,
13-03-2020 206G, 1940, 1B G
Copy of slip Fee 25000,-
Copy of LOA valid till
05" Nov 2024,
Copy of CE valid till
Z6% May 2024,
Copy of FSC walid till
09-10-2020
156 | AFeror & Co JIAWGEL Siar Drispodahle Deferred  for  submission  Valid,
KANGHUA Transfusion Set Embassy attested FSC of China
Medicine Street | MEDICAL
Mo |, Marioe | EQUIPMENT CO. Maotasried and valid LOA, CE marking
Road, Karachi, LTD, Class B Certifcate or embassy attested valid FSC
e i Sunkiekou, Shelf Life: 5 Years SRSE e
Changzhou, - -
Jiu@ﬁw China | Copy of fee slip 25000/ | bty studies and DOC.
P.C213015% :
Dossier Submission: Size:TS-AD, TS-B
1 3-05-1020
Copy of LOA valid will
05% Nov 2024,
Copy of CE walid till
26% May 2024,
Copy of china F5C
valid till
09-10-2020 %
157.| A-Feroz & Co JIANGSL Star Sterile Deferred for  submission  Valid,
KANGHUA Hypodermic Needles for | Embassy atiested F3C of China
Medicine Street No | MEDICAL Single use
1, Marrit Read, | EQUIPMENT CO. Notasried and valid LOA, CE marking
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| Karachi, LTD. Sanhekou, Class B Certifcate or embassy anested valid FSC
74000, Pakistan Changzho, of RRA, 150 134483
— Jiangsu, China | Shelf Life: 5 Years
P.C.:213115 Stahilty studies and DOC,
Dossier Submission: | Foo 2500/
13-03-2020
Size:30G, 290, 280, 270,
Copy of LOA valid till | 260, 253G, 246G, 236G,
|].5rl= oy 2024, 2243, 200G, 200G, 194G,
Copy of CE valid till | 180, 186,156, 14G
26™ May 2024,
Copy of china FS5C
valid till
09-1{0-2020
158, M Ali Gohar & Legal Manufocturer: | Portex Epidural Minipack Deferred for submission of the
Company (Private) System | following docuemets:
Lirmited Smiths Medical ASD

Imec, GOEE Mathan La Class: C Wolid mnd notarsied FOA and CE
State Life Building | N, Minneapoliz, MN certifcaite  having product name [/
-8, LI Clhumndrigar | 55442 Shelf Life: 5 Years Eeneric name of embassy attested valid
Road. Karachi United States FSC of RRA.
Codes; 100391/818,
(ELI-WMM4) Manufacturing 1D0/391/016, 100391018, | Submit stability studies and peovide
Facility: 100300318, 1WISLN16, Relation betwean Smiths Medical ASD
100390/ 118, DO030] /190, and Smiths Medical international UK
DATE OF Smiths Medical 1A E06, 10D0391/518
SUBMISSION: International Lid. 52
T-0-2022 Grayshill Road, FSC Crech Republic
Westfield Indusirial Expiry date 26-08-2024
Estate Cumbernauld
Glasgow GeE 9HO IS0 15344835
United Kingdom Expiry date [-10-2023
Full Cuaality Assurance
Expiry date 18-03-2023
159 Ms Ali Gohar & Legal Manufaciurer: | Portex Epidural Minipack Deferred for  submissionof  the
Company {Private) Paedintric Felowing documets:
Limited Smiths Medical ASD
[re, 6000 Mathan Ln Cluss: C Fee of RS 50000/ for the applied
Stade Life Building | M, Minneapalis, MN product or justify.
I-B, LI Chundrigar | 55442 Shelf Life: § Years Valid and notarsied FQA and CE
Road, Karach United States certifcaite. having product name
Codes: 100C391/180 generic name or embassy attested valid
(ELI-00004) Manufacturing FSC of RRA.
Facility: FSC Czech Republic
Expiry date 26-08-2024 Submit stability stedies and provide
DATE OF Smiths Medical Relation betwesn Smiths Medical ASD
SUBMISSION: International Lid, 32 IS0 13485 and Smiths Medical international UK
7-0-2021 Cirayshill Road, Expiry date 1-10-2023
Westfield [ndustrial ,ﬁﬁ
Estate Cumbernauld Full Quality Assurance @‘
Glasgow G68 9HOQ Expiry date 18-03-2023 W
United Kingdam @‘
is0) M Al Gohar & Legal Manufacturer: | Portex Extra Length Tuohy | Deferred  for  submissionof  the
Company (Private) Meedle Folowing documets:
Limited Smiths Medical ASD
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State Libe Building

Inc, SO0 Nathan Lo
M, Minnzapolis, MN

Class: B
Shelf Life: 5 Years

]Bm-.dnamemFEE and Fon7A does
st msdch, Clarify, y

Valid and notarsied FOA and CE
certifcaite having product name
generic name or embassy atested valid
F5C of RRA.

Bubmit stability studies ond  provide
Relation between Smiths Medical ASD
and Smiths Medical infernational UK

1-8, .1 Chundrigar | 55442 United States
Road. Karachi Codes: [00/395/560,
Manufaciuring [N 35 5RO
(ELI-00004 ) Facility:
: . FSC Crech Republic
Smiths Medical ;
EATE, CIF G hill Fioad,
SUBMISSION: | =¥ " : IS0 13485
703022 estfield Iadustrial Exnire date 1-10-3021
Estate Cumbernaunld piry date
Cilasgow Gog 9H
United Hiﬁ:ﬂunlu @ | Pl Quality Assuance
Expiry date 18-03-2023
161.| Mrs Ali Gohar & Legal Manufacturer: | Poriex [uohy Needle

Company (Privide)
Limited
Sante Life Building

I-B, LI Chundrigar
Road. Karnchi

Smiths Medical ASD

Ing, 6000 Nathan Lo
N, Minneapolis, MM
55442

United States

Class: B
Shelf Life: 5 Years

Codes: [WW39571 61,

Deferred  for submissionof  the
Folowing docurmets:

Brand name on FSC and Fom TA does
nod miatch, Clarify.

Walid and notarsied FQA and CE

[ 3RS/ 180 certifcaite  having  product name /
(EL1-00004 ) Manufacturing generic name or embassy attested valid
Facility: FSC Crech Repuoblic FSC of RRA.
Expiry dage 26-08-2024
DATE OF Smiths Healthcure Submit stability swdies and provide
SUBMISSION: Manufacturing 5.4, de | [S0 13485 Relation between Smiths Medical ASD
T-8-20122 L.V, Avenida Calidad | Expiry dage 27-06.2024 and Smiths Medical intermational LIK
Mo. 4, Parque
Industrial Full Quality Assurance
Internacional Tijuann, | Expiry date [3-03-2023
Tijuana, B.C, C.P,
22425 Mexico.
16| HOSPITAL G AMGDNOMNG HATOL DISPOSAL Deferred for submission  of the
SERVICES & HAIOU MEDICAL BREATHING CIRCLIT following documents :
SALES APPARATUS CO., (HO-HC ], HO-HOZ, HO-
13-C Annex, Block | LTD Nanyuan HO3 & HO-HOA) Motasried and embassy atested valid
&, PECHS, Karachl | Industrial Aren, Morth FSC and mnotarsied CE  marking
- 75400, Liusha, Puning City, Class - B certificate, [50 13485 certifcaile.
PAKISTAN Guangdong Provincs,
Lic. Mo ELI-00081 | China. Shelf Life 5 Years Motarsied and valid LOA
IS0 Valid Tl {17-10- Saibilty study
2019)
FSC Valid Till (01-12-
2019)
EC Centificate Valid
Till (25-12-2021)
Do Valid Till
(25-10-2021)
163.| HOSPITAL GUANGDONG HAIOU DISPOSABLE Defered for submission of the follewing
SERVICES & HAIOU MEDICAL MNEBULIZER EIT (HD- documents -
SALES APPARATUS Ci, WO, HO-WOZ, HO-W0E,
13=C Annex, Biock | LTD HO=WOd, HO=WOS, HO- Motasried and embassy attested walid
&, PECHS, Karachi | Manyuan Industrial WOE AND HO-WOT) FSC amnd notarsied CE  marking
— T4}, Area, Morth Liusha, certificate, 15C 13485 certifcaite.
PARISTAN Puning City, Class - @
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Lic. No.ELI-D00R] | Guengdong Province, Wotarsied and vihid LOA
China. Shelf Life 3 Years
L Satbilty study
1S Valid Tl (17=10-
2019
F&C Yalid Tall (01-12-
2017
EC Cerfificate Valid
Till {25-12-2021)
Dol Walid Tall
(25-10-2021)
ted. | HOSPITAL GLIANGDONG HAIGL BACTERILIM / Deferred for submiszsion of the
SERVICES & HAIOU MEDICAL VIRUS FILTER (HOa020, | following documents:
SALES APPARATLIS CO., HO& 130, HOT010)
13-C Annex, Block | LTD Modasried and embassy attested walid
6, PECHS, Karachi | Manyoan [ndustrial FSC @and mnotarsied CE marking
- T5400, Area, Morth Liusha, Class — B certificate, [SCh 153485 cerifcain,
PAKISTAM Funing City,
Lig, Mo, ELI-00081 | Guangdong Provinee, | Shelf Life ¥ Years Hodarsted and valid LOA
China.
Satbilty study.
IS0 Walid Till {17-10-
2019
FSC Walid Till {0-12-
2019)
EC Certificate Valid
Till
(25-12-2021)
D Valid Tall
(23-10-2021)
105 | HOSPITAL GLIAMGDONG HAIOU DISPOSABLE Deferred  for  submission  of  the
SERVICES & HAIOU MEDICAL INFUSION SET WITH fllowing documents:
SALES APPARATUS CO., WEEDLE
13-C Annex, Biock | LTD (Type Al, B3 Sime: | Motarized and embassy attested valid
&, FECHS, Karachi | Manyuan Indusirial 045x13, 0.5x019,0,55x25, FSC and nodarsied CE marking
— 75400, Area, North Liusha, 0.6:325 0.7x25, 0.8x25, certificate, 1500 13485 certrfomie,
PAKISTAMN Puning City, 0925 and 1.2x25)"
Lic, Mo ELL-00081 | Guangdong Province, Motarsied and valid LOA
China. Class —
Satbilty study
150 Valid Till {17-10-
2019y Shelf Life 3 Years
FSC Walid Till {02-]12-
20200
EC Certificate Walid
Tl {25-12-2021)
D" Walid Till
(25-10-2021)
166, HOSPITAL GUANGDONG HAIOU DISPOSABLE Deferred for  submission of the
SERVICES & HAIQL MEDICAL MASAL OXYGEN Following documents:
SALES APPARATUS OO, CANMNULA WITH
13-C Annex, Block | LTD HUMIDIFIER BOTTLE Midasried and embassy aftesied valid
6, PECHS, Karachi | Manyuan Industrial (HO-A-I, HO-A-11, HO-B-=I, | FSC and notarsied CE marking
— 75400, Aren, Morth Liusha, HI=B=(T) certificate, IS0 13485 certifcaite,
PAKISTAM Puning City, é"
Lic. Wo.ELI-000B1 | Guangdong Province, Motarsied and valid LOA Wﬁg\
China. Class =B
Satbilty study
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150 Valid Till {17-10-
2019)

FSC Valid Till (01-12-
2019)

EC Certificate Valid
Till (28-12-2021)

Shelf Life § Years

DoC Valid Tilk
(25-10=2021)
167, HOSPITAL GUANGDONG HAIOU DISPOSABLE Deferred  for  submission  of  the
SERVICES & HAIOU MEDICAL MASAL DXYUEN fellowing documents
SALES APPARATUS O, CANMULA (I TYPE & 11
13-C Annex, Block | LTD TYPE) Notarized and embassy attested valid
&, PECHS, Karmchi | Manvuan Industrial F5SC and notarsicd CE marking
— T540:0, Arca, Morth Liusha, Class — B certificate, 150 13485 certifcaie.
PAKISTAN Puning City,

Lic. No.ELI-00081

Cuangdong Province,
Chima.

150 Walid Tl (17-10-
2019)

FRC Walid Tl (02-12-
20240)

EC Certificate Valid
TN {Z5-12-20Z 1)

Shelf Life 5 Years

Motarsied and valid LOA
Satbilty study,

DeC Valid T
(23-10-2021)
168, | HOSPITAL GLUANGDOMNG HAIGLU DISPOSABLE Deferred for submission of the
SERVICES & HAIOU MEDEICAL PERCISION INFLISION Tollowing documents .
SALES APPARATUS CO,, SET WITH NEEDEL {THE
13- Annex, Block | LTD FORE SIZE OF FILTER Modasried and embassy attested valid
6, PECHS, Karachi | Manvuan Industrial MEMBRAMNE B3; 5um, F5C and notarsied CE marking
7544, Area, Morth Liushe, Jum, 2um) certificate, 150 13485 certifcaine,

PAKISTAN Puning City,
Lic. No.ELI-DDDB] | Guangdong Province, | Class— B Motarsied and valid LOA

Chiina.

Shelf Life 3 Years Sathilty study

180 Walid Till (17-10-

201

FSC Walid Till (01-12-

EL

EC Cenificate Valid

Tl (25=12=2021)

Do Yalid Till

(25-10-2021)

162, HOSPITAL GUANGDONG HAICL DISPOSABLE Deferred for submission of the

SERVICES & HAIOU MEDICAL STERILE SYRINGE AND following docurments:
SALES AFPARATLUS CO, INJECTION NEEDLE
i3-C Annex, Block | LTD {Iml, 2.5ml, Sml, 10ml, Motarized and einbassy amested valid

6, FECHS, Karachi
— 75400,
PAKISTAN

Lic. Mo ELI-WE |

Mamyuan Indusirial
Ares, Norih Liusha,
Puning City,
Guangdong Provinee,
China,

150 Walid Tall {17-10-
2019)
FSC Valid Till {01-12-

20ml, Joml, and 50ml)

Class - B

Shelf Life 5 Years

F5C and notarsied CE marking
certificate, S0 | 3485 certifeaine.

Motarsied and valid LOA
Satbilty study,

Apply separately for 10 ml and above
gize. Furthermore, 2.5ml and Smi are
ban zires
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2019)
EC Centificate Valid

6, PECHS, Karachi
— V54K,
PAKISTANM

Lic. Mo ELI-O0081

Manyuan Industrial
Arca, North Liusha,
Puning City,
Guangdong Province,
China,

IS0 Valid Till {17-10-
2019)

FSC Walid Till (02-12-
2020)

EC Cernificate Valid
Till (25=-12-2021)

D Walid Till
(23102021}

Class—B

Shelf Life 5 Years

il Till {25-12-2021)
Dl validd Tl
(25-10-2021)
17| HOSPITAL GUANGDOMNA HATOL DISPOSABLE Deferred  for submission of the
SERVICES & HAIOU MEDICAL SUCTION CTHETER {6Fr, | following documents:
SALES APPARATUS CO., 8Fr, 10Fr, 12Fr, 14Fr, 16Fr
13-C Annex, Block | LTD and 18Ft) Motarized and embassy atiested valid

F&C and nodarsied CE marking
certnficate, IS0 13485 certifeaite.

Meostarized and valid LOA

Satbiliry stady,

1L

HOSPFITAL
SERVICES &
SALES

1 3-C Annex, Block
5, PECHS, Karachi
= T4,

GUANGDONG
HAIDL MEDICAL
APPARATUS CO.,
LTD

Manyuan Industrial
Aren, Morth Liusha,

HAIOU DISPOSABLE
ANESTHESIA CIRCUIT
(HO-MO, HO-MO2, HO-
MO, HO-MD4, HO-M0S,
HO-MO6, HO-MOT, HO-
MOE)

Deferred for submission  of  the
fellowing documents:

Motasrled and embassy attested valid
FRC and notarsied CF marking
certificate, 150 13485 certifcaine.

PAKISTAN Puning City, ) )
lic. Mo ELI-D00%1 | Guangdong Province, | Class—-B Motarsied and valid LOA

China,

Satbilty study

150 Valid TiN {17-10-

20015 Shelf Life § Years

FSC chima %alid Till

(01-12-2019)

EC Certificate Valid

Til {25-12-2021})

Do Walid Takl

{25-10-2021)

172| M/s. Maxstech Legal Manufacturer: | Mini Well Toric Intraocular | Deferred till finalization of decision

Pharma PYT LTD Lens (TOL) of fthese prodiect  regarding  the

Mz SIFL. S P.A deregisteration ﬁ:‘mﬂ : parazalsis,
Address: E-178 Address: wia  Ercole | Class: C Karachi and submission of the
SITE area Super Patti n.36 Lavinaio Aci following docoments
Highway Karachi | 5. Amonia CT 93015 : 4 LOA

Ttaly Code: AS per FSc Hoatsrised and wal | _
Estanlishrnent Claimed Shelf life: Embassy attested valid and original
License #{ELI1- Manufacturing site: 4 Year FSC in the country of origin,

r'

DOTee) Same address Fee 50000 Notiasiod 150 15485, B, DOC i

FSC copy ltaly Credentials,

issuance date 18-02- Submit Stabilty studies

2021

173 | M/s. Maxitech Legal Manufacturer: | Mini 4 (Intraocular Lens Deferred till finalization of decision

Pharma PYT LTD (10L} of these product regarding the
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M's SIFl S.P.A

deregisteration  from  parazalsis,

Mabdress: E-178 Address:  wia  Ercole | Class: C Karachi and submizsion of 73
SITE area Super Patti n.36 following documents :
Highway Karachi Lavinalo=Aci 5. | Code: As per FBC
Antonia CT 95025 | Claimed Shelf life: 4 vears Montsrised and vahid LOA
Establishment Italy Fee SO0
License #: o Embassy attested valid and original
(ELI-¥Ta%)) Manufacturing sive: FSC i the country of origin.
Same address
Motarsied 150 13485, FOA, DOC and
Credentials.
Submit Stabilty studies
74| M's, Maxitech Legal Manufacturer | Mini Well {Intraoculas Deferred till finalization of decision
Pharma PVT LTD Lens {1OL)) of these product regarding the
Mis SIFL . S.PA deregisteration  froem  parasalsis,
Address: E-178 Address:  vin  Ercole | Class: C Karachi and submission of the
=ZITE area Super Patti n.36 following documents :
Highway Karachi Lavinao=Aci B | 01} ’ :
Antonia CT 95028 | Code: Ass per FSc T el i L
Establishment ftaly Claimed Shelf life:4 years Embassy attested valid and original
License #: Fee 30000/ FSC in the country of origin.
S AN R 1 Notarsied IS0 13485, FOA, DOC and
Credentinls,
Submit Stabilty stedies
175, Mfs Maxitech Legal  Manufacturer: | Mini 4 Yellow Ready Deferred till finalization of decision
Phorma P¥T LTD (Intraocular Lens (IOLY) of these product regarding  the
M5 SIF] . dercgisteration  from  parazalsis,
Address: E-17% Address: win Ercole | Class: C Karachi and submdssion of the
SITE area Super Panti n.36 following documents:
Highway Karachi Lavinaio=Aci 5. | 01} ; '
Antonia CT 95025 | Code: as per FSC A
Establishment ftaly Claimed Shelf life: 4 years | Embassy attested valid and original
License #: FSC in the country of origin,
{ELI-(RF 765 Manufacturing  site: | Fee 50000/- "
Same address 'H'u‘t.u:mn_d 150 13485, FOA, DOC and
Credentials,
Submit Stabilty studies
176 | M/s. Maxitech Legal Manufacturer: | Mini Well Proxa Deferred till finalization of decizsion
Fharma PYT LTID {Intrancular Lens (ROVLY) of these product regarding the
M SIF] deregisteration fom  parazalsis,
Address: E-178 Class: C Karachi and submiszion of the
SITE arca Super Address: wvia Ercole following documents:
Highway Karachi Pani n.36 | 01) / .
Lavinaio=Aci 5. | Code: As per F5c Nostericed and valid LOA
Establishment Antonia  CT 95025 | Claimed Shelf lifie: 4 Years Embassy attested walid and original
License { Ttaly Fee 30000/ FSC in the couniry of origin,
ELI-MrT&9) ) T
HMrm:_d 150 13485, FQA, DOC and
Manufacturing site: = ails:
Same address Submit Stabilty studies
177.| M5 Maxitech Legal Manufweturer: | Evolux Intraccular Lens Dreferred till finalization of decizion
Pharma PVT LTD of these product regarding  the
M/s SIF1. . 5.PA Class: C deregisterstion  from  parazalsis,
Address: E-1TH Karachi pnd submission of the
SITE area Super Address: vin Ercole faﬂnwlng documents:;
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Highway Karachi | Pari n36 | Code: As per FSc . ;
Lavingio=Aci S. | Claimed Shelf life: 4 years | 1 oosrised and vakid LOA _
‘e | Establishment Amonia CT 95025 | Fee S0000/- Embassy attested valid and original
License i: Italy F5C in the country of origin.
i il Notarsied IS0 13485, FQA, DOC and
Manufacturing site: Credentiale.
Same address Submit Stabilty studies
it Al International | Evolutis 5.A.5 FREELIMER Deferred  for  submisskon  of
Company Avenue De La Cementbess Cups with Fixed | Clarification the brand name reguired
Suite # 313, 3rd | Liberation Liner since the applied beand name is not
Floor, Mashrig 42720 Briennon identical with the brand name given in
Center, Gulshan-e- | Framce Class D FSC also clarify and justify if applied as
Ighal Block 14, Fee OO0/ A systern family.
Warwchi Bakisan | Smsbasey isaated Submit notarsied and valid LOA , 150
ariginal F5C of Framce 13485, FOA and DOC
issued on |8 - '
December 200 8 Submit stability studies
179 AllInternational | Evolutis 5.A4.5 STEMSYS Deferred  for  submission  of  the
Company Avenue De La Code as per FSC ol lowing:

Suite 313, 3rd Liberation Class C Since the product is class C. Thersfore,
Floor, Mishrig 42720 Briennan Fee 250004 submit Diffrential fee of Rs 25000¢-
Center, Gulshan-e- | France and proof of fiee of Rs 25000/- already

Igbal Block 14, submitted.
B e | oy irovie ok E e Embassy attesdted origingl and valid
issued on July 2019 , JET
F5C in the country of erigin.
Motarsied and valid LOA, 1S0 13485,
FQA and DOC.
Submit stability studizs
g3 | AJmiemational | Evolutis 548 Limie Deferred for submissionof the
Company Avenue De Lu following:
Mashrig Centes, | Liberation FOZ-42-[0 Drescription e B e R
Suite 313, 3rd | 42720 Briennon LINIC Reverse Shoulder g;“ap"]']m e o b ot il
floor, Guishan-e- | France FFEJE_DM e i with the brand name given in FSC also
igbal block 14, UNIC Anatomis Shoulders clarify and justify if applied as a
Karachi Copy F5C of France Fi2-33-reference IUD- system/family
ELI-00288 issued on July 2019 UNIC Anatoimic Shoulder ;
lud-Unic Reverse Shoualder | Submit Form 74 and notarsied and
840-C Drescription valid LOA, IS0 13485, FOA and DOC.
Class C Submit stabllity studies
Fima S{KHRW-
41, Al international | Evolutis 5.A.8 Frius Deferred  for  submissionof  the
Company Avenue De La FO2-42-Di Description following:
Mu::hnq Libptery [dten CORRTIN S GERN .-h Clarify the brand name reguired since
Suiee 313, 3rd 43738 Brismion | I?NS{I%IJEI-'- the applied brand name is not identical
ﬂmﬂﬂ“‘;‘f o = | with the brand name given in FSC also
Kerachi Copy FSC of France % di;ﬁ' “,;, 2 J':?“ﬁ‘r ifapplied 5
ELI-M2E8 issued on July 2019 ¥ f
Submit Form TA and notarsied and
TI8-C valid LOA, IS0 13485, FQA and DOC.
Submit stability studies
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152 | M5 Safeway | Lepal Manufacturer: | Carepace | Deferred with final opportunity for the
Systems Pakistan, | M/s CPT Sutures Co., | Temporary Cardiac Pacing | provision of FS5C of any
Flat ™o, 4, Ind | LTD, 83 Hai Ba Trung, | Lead (Wire) | couniry or CE marked document,
Floor, Amna | Ben  MWghe  Wand,
Shopping  Centre, | District 1. Ho Chi | Class-D
Misrial Road, | Minh City, T000(0),
Rawakpingi. Yietnam Shelf life: 5 vears
{ELI-00304) FSC Vietnom issuance | Codes & Sizes:
Evaluatir: 25-09-2020 walid for 3
ADIV veurs {Original)
[2739-P]
183, | The Agsthetic | Legal Manufaciurer: | MONALISA Lidocaine Deferred for provision of following
Alliance, H# 418, | M's Genoss Co., Lid, | Filler {Sterile Abzorbabls docaierils:
Col, Sher Khan | IF, Gyeonggi R&EDR | Injectable dermal filler) ! 3 i i
Shaheed Road, F- | Center 226, GSaBC, | Codes & Sizes: As per FSC ﬂﬂ’“"“’“}'"’ F[“:“lfm"
113, Isdamabad. | 105 Gwanggyo-ro, | Class-D) Shelf Life: 2 years | = S0 00 2 SUEH CUlY by
(ELL: 00811) Yeongtong-gi, e
i‘;‘[‘l"‘“‘ i B o Orlginal and valid free sale certificate of
[2814-P] FSC: I{un:i: any RRA ss per rule 67 duly atiested by
bassy of Pakistan,
Date of Issue: 18-10- -
= Credentials of manufacturcr abroad duly
notarized from the country of origin.
Provide the Original Agency agreement
or letter of authorization  from
manifiscturer {legal) £ owner or market
suthorization  holder (MAHY or bis
authorized distributer, containing name
and complete address of manuficturer,
product or category of medical device(s}
for which sole authorization s given,
validity of agreement, duly notarized by
the country of origin. Already submitied
1% scanned copy,
Production  Cuality  Management
Systemn Certificate (IS0 13485y GMP
Certificate duly notanzed by the country
of origin,
Design  examination cenificate (il
applicable), duly notorized by the
couniry of origin.
Full QA certificate or equivalent, duly
notarized by the country of origin
184, [ The Agsthetic | Legal Manufacturer: | MONALISA Filler (Sterile | Deferred for provision of following
Alliance, H¥ 418, | M Genoss Co., Lid, | Absorbable Injectable docoments:
Col. Sher Khan | IF, Gyconggi R&EDB | dermal filler) Codes &
Shaheed Road, F- | Cemter 216, GSaBC, | Sizes: As per FSC Class-D | Original and valid Free sale certificate in
1153,  Islamabad. | 105 Gwanggyo-ro, | Shell Life: 3 vears the counry of origin duly anesed by
(ELL; DOE1T} Yeongtong-gu, Embassy of Pakistan.
Evaluntor Suwon-s1, Gysonggi-
Al do, 443-270, Korea
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Commencial  Area,
Phaze Y. DHA
Farachi
(ELI-00515)

Evaluator:
AD-IV
[4300]

Dabhel Damam {L.T)
India 396210

F5C India date of
lssue; 09-2.2020

[2815-P) FSC: Korea Original and valid free sale certificate of
[ Date of lssue:; [8-10- any RRA a5 per rule 67 duly amested by
P 2021 embassy of Pakistan,
Credentials of manufacturer abroad duly
potarized from the country of erigin.
Provide the Original Agency agreement
of lettier of authorization from
manufacturer (legal) / owner or market
suthorization holder (MAH) or its
authorized distribater, containing name
and complete address of manufacturer,
praduct or category of medical device(s)
fr which sole authorization is given,
validity of agreement, duly notarized by
the country of origin. Already submitied
is scanned copy,
Produiction  Quality  Management
System Certificate {150 13485 GMP
Certificate duly notarized by the country
of arigin.
Design  examination  certificate  (if
applicable), duly notarized by the
country of origin.
Full QA certificate or equivalent, duly
netarized by the country of origin
135 | Ghazali Brothers, | Manufscturer: IBP Hemodialyzer Deferred  for  submissionof  the
I* Floor, Azainab | Scientillence Sdn Bhd, following:
Courl, Camphbell | No 65, Persiaran Class C 5 - ’
Street, Karachi Selangor, Section 15, | Codes as per FSC ﬁﬁf valid and original FSC of
40200, Shah Alam, Shelf life 03 vears
Selangor, Darul Motarsied FOA and or CE marking
Ehsan, Malaysia certificate or FEC of RRA
Embaszsy attested =
Malaysia FSC valid Also  submil  complete  Stability
ull 23.03.2022 studies
185 | DKT Pakistan (Pvt) | Manufacturer: Heer ILCD TCu 380A Plus | The Board did not acceds to the firm's
Led. Pregna International (Copper T 380 A) request since the flrm has not provided
RJ  Building, &th | Ltd. proper  justification/requirement o
Floor, Plot Mo, 37- | Plot No, 219, Survey 8 | Class [ import IUCD from India & henee
., Sadivm Lane | 168, Dabhel Indusirial dila e
Mo, 2, Stadium | Co-operative Soc. Ltd, | Shelf Life: 7 years ¥

w.ﬂﬁ
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2. 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 atiested documen®™
the time of submission of application for registration/enlistment and is expired during the processing of
applications, such firms shall only submil valid and original {where applicable) documents.

3. 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 DRAFP. WW
(BABAR KHAN)
Additional Director (MDMC)
Secretary MDB
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