No.F.4-3/2022-MD (M~47)
Government of Pakistan
Ministry of National Health Services, Regulations & Coordination

Drug Regulatory Authority of Pakistan

P

Islamabad the 23 May, 2022,

Subject:- REGISTRATION OF MEDICAL DEVICES FOR IMPORT - SUBMISSION OF

DEFICIENT

BRMATION/

MENTS.

The applications of following applicants were placed before the Medical Device Board
(MDBY) in its 47" meeting held on 29" March, 2022 and the same have been deferred being deficient of
the information / documents as specified in column (5) of the Table below.

2, It is requested to furnish the requisite information/documents within 20 days after uploading of

this letter on official website of DRAP.

| Sr# | Applicant, EL] | Manufacturer’s Product’s name, Decision
& Dossier. # Details: Class & Shelf life.
(1) {2} (3) (4} (5}
L. Mus Intek Legal Manufacturer & | AVANT Plus Deferred for provisioen of: -
Corporation, Office | mifg. site: | (Prclitavel-Eluting PTA » valid & original FSC,
# 30, AL Amin Endocor GmbH, | Balloon Catheter) ® Loa duly nofarized,
Plaza, the Mall, Slzinburgsirabie 17, | Code & Sizes: Asper FEC. | & justifinble shelf life data
Rawalpindi 25348 Glucksady, | Class-Dr o valid IS0-13485 & FQA cenificates.
Cermary. Shelf Life: 36-months s Lahels
ELL:OOI34. F5C: Germany
=193+ [ Banined Copy)
Date wl issue:
13062017,
2. Bs Ik Legal Manufacturer & | SERENITY Deferred for provision of: -
| Corporation, (ffice | mfg. site: | (Periphernl Self-expandable | « valid & original FSC.
| & 30, AL Amn Endocor GmbH, | Mitinol Stend Systen) * LoA duly notarized.
Pinzn, the Mall, Steinhurpsmbe 17, | Code & Sizes: » Labuols,
Rawalpindi 25348 Gluckstads, | As per FSC = justifiable shelf life data
; Germany o valid ISO-13485 & FOA cerfificates.
ELIAMI034. Class-C
«1908-F, FSL: Germarry Shell Life; 36-momiths
{Scansed Copy}
Drane of E121H
13062017
3 Ms Tnuek Legal Manufucturer & | ENDO-GUIDE Deferred for provision of: -
Corporntion, Office | mifg. site: | (PTA Balloon Catheter) s volid & original FSC.
# 30, AL &min | Endocor GmbH, | Cades & Skzes: Az per FSC | » Lo duly nudurized
Plaza, the Mall, Seinburgsirabe 17, | Class-B » |abels
Rawalpindi 25348 Gilucksady, | Shelf Life; 48-months o justifiabde shelf life datn,
Germany. o valid IS0-13485 & FOA cenificates.
ELLOBZS,
=191, | F5C: Germany
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(Sennned Copy)
Date of FE TS
13.06.2017,
W= Intek Radifocus Chubde Wine M Deferred for provision of fellowing documents:
Corporation Office | TERLIMO | Catheter Ciulde Wire) o )
A M, AL Amin CORPORATION 44-1, = Walid Design Examenation certificabe.
Plara, the Mall, 2:Chome,  Hatsgya, |Class-D ] -
Rawalpindi. Ehibuyn-Ku, Tokyo e [S0 [3485 of Vieanam manufacturng sile 13
1510072 IAPAN Bhell life: 3 vears mising.
a
EL1-iHx34 TERUMOD Codes as per FSC w It is top mentboacd hens that the sume sl name
W3- CORPORATION device has already been registered by MDB in it
ASHITAKA 28 mecting by the sume bmporer (codes are
Evaluator ACTORY diftzrent] with diferent legal manufactharer ie M/
AL Address: 150, Terumo Furope WY, Inferleuveninen 40 3001
Muimaigi- Che, Leuven Belgivm with same mamufsciuring sies
Fupmsiniyi City, [TERUMO CORPORATION
Shizuoka  Prefecture = ASHITAKA FaACTORY
418-0015, lapan. o Address: 150, Maimuigi- Cho, Fajinomiva
City, Shizwoka Prefsctne 418-0015, Fapan.
TERLIMID  YIETHAM
CO.. LTD: Lot 4da-ddb- » TERUMOD VIETNAM CO., LTD. Lot 44a-34h-
Hc  Quang  Mich 44c Quang Mink Industrial Zone, Me Linh District,
| Indusirial  Zope, Me Hasioi CITY, VIETNAM)
Linh [ksirict, Hans
CITY, VIETHAM
FSC Japan ssuamce
L8-02-2020
M5 [ntek Legal Manufacturer: Partner Sirclimus Eluting | Deferred for the proviclons of following
Corporatson, Office | Lepu Medical Stent System deficiencies’ documents: . :
# 117, Kohistan Technology (Beijing) i,  Submit adifferential fee of rupees 25,000 sipce
Towers, Mehiboz Ca,, Ltd, Ma, 37 (Drug Elsting Stent thizs s & new applicaton under MDR 2007
Road, Saddar Changian Road, Swstem) it Provide e Oviginal ond wvalid Fee sile
FEavwalpindi Changping Dasnict, cerificaie of ony ERA &= per nde 67 duly
Beijing, China | Codes & Sizes; As per FSC amested by embamy of Pokisan The Grm
ELI: (34 provided  Chisese  FSC n non-reference
FSC: China Clasgs-13 regulatary authority. _
{3778} i, The firm stated that MD does’t contain
Valid ull: 19.07.2023 Bhelf Life: 3 vears Dirugpoisan, fenefone, submit revised form-7A
Evaluator: since that the MD costaing drug, or othepsize
(ALY elanfy.
| v, The provided smbility study has seope “rh
778 wilicharion protocal ievahves the stabiliy and
reliability  of  Partmer®  Sirolimis-elaing
Corarary Stend System within o vears ugfiel
lije * However, ithe firm requested to granl 3
viears shelf life as per firme-TA,
v. Provide the DECLARATION {on stamp paper)
s per fommn-TA
WS MOD Scientific | Legal Manalseiurer & | DIAGASRT Deferred for provision of: -
Traders, 3- ayed mifz. site: | [ AMTI-[¥) = valid & original FSC.
bouj Darya Kood b5 Dipgmst Pare 251, | (RHI-gMI} » Address on Lo is different from the ELI-issied
(Edvmrd Rogui) Avenue Eugene Avines | Codes & Sizes Ag paf # LoA not notorized
Lahoce 59210  LoosFrance | FSC. = valich 150013455 centificate.
FSC: France (Scanned | Class-D » QC-tetails alongwith CoAs.
E'a;g_mjs' Copy) Shelf Life: 24-months & Correction of application form required.
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T Mis MOD Scientific | Legal Manufacturer & | DIAGAST Deferred for provision of; -
Traders, 3- gyed mig. site: | { ANTIGEN-B BLOOD = vodid & arygiral FSE,
Mouj Darya Road | Mfs Disgast Pare 251, | GROUPING ABO * Address on LoA is different from the EL-isswed.
{Edward Road) Avenue Eugene Avince | SYSTEM) » Lo not notarized,
Labywre 59210 LoozFrance. | Codes & Sizes: As per FSC |, valid [50-13485 cortificate.
F5i7: France Clusz-1 :
y = QC-details alpngwith Cods,
i%g;h_&ﬁﬁ. [Seannad Copy) ahedf Life: 24-months * Correction of application form required.
g Mis MOD Scientific | Legal Manufacturer & | DIAGAST Deferred for provision of: -
Traders, 3- gy mfg. site: | { AGH MAESTRIA = vulid & original FSC,
Mouj Darya Road M's Dingest Parc 251, | IGG+C3d) » Addeess on LoA is different from the ELI-issued.
{ Edwan Road) Avenue Eugene Avinee | Codes & Siees: As per & Lo fiok noterbed,
Lahore 5:5{[“ . lﬂ:w’Fmﬂ; E‘rﬂ . » valid 150-13485 cenificate
SL: France {Scann S & (=rdeiails with
ELLOGES, Capy) Shelf Life: 24-moaths, |+ g&mdnnmlimﬂml i
2. | M's Biosorin Legal Munufsciurer & | ALTOSTAR & HCV RT- Deferred for provisiom of Original Leter of |
(Privaie) Limited, mfg. site; | PCR K 1.5 Authorization.
19 Usman Block, Min Allons Diagnosties | (AloStr & HOY RT-PCR
Broalevard Mew Cimibild, Morkenstr, | Kit 1.5)
garden Tiwn, 1223767 Humbarg, | Class-D
Labuwe. Cermany Shelf Life: 12 monihs.
FaL: Germany | Codes & Sizes! As per
EL14n1 86 Dare af Issue: | FSC,
-xhat- 1207221,
0. | M= Blagarin Lepal Manufacturer & | ALTOSTAR® HIV RT- Deferred for pravision of Onpginal Lener of
| (Private} Limited, mig. site. | PCR Ki 1.5 Authorization,
18- Usman Bleck, Mia Altona Disgnostics | {AlioStaes HIV RT-PCR
Boulevond New GmbH., Morkensr, | Kit 1.5)
garden Towm, 1222767 Hamiburz,
Lahire. Chermumy Class-D
F5C: Ciermany
ELL:0{1 84, Crate of Issue: | Shelf Life:
-280= 12.07.2021. 1 5=maonths.
Cades & Sizes; As per
FELC.
11| MUs Biasorn Legal Manufacturer & | ALTO STAR & HBV PCR | Deferred for provision of Origina! Letter af
(Private) Limied, miyg, site: | Kit 1.5 Authorization
15 Ulznsam Block, Mfa Altona Disgnostics
Houlevand Mew (zmhH, Morkenar, | Class-D
padden Town, P27 Hamburg, | Shelf Life: 1 5-months.
Lahoare. Crerimay Codes & Sires: As per FEC
FaLC; Ciermany
F1LE:(HN 84, Dalz of lssue:
-2801- 12.407.202).
I2. | Mi Verizon, 60-D, | Legal Manufacturer & | COOK CELECT Vemu Deferred for Provision of; -
FFC, Zshoor Elshi mfg. site; | Caova Filler Sets
R, Crulberg 1V, Miz Wil Cook o  walid FSC of Denmark.
Lahors Europe ApS, Sandet 6, | { Vena Cava Filter Sets) » Provide the Valid Letter of Autbocization, duly
‘ [:||:_;- 4632 | Class-D natarized by the cowntry of origin,
ELI-MIi0g7 Bajseverskav, Denmark ) o Provide the valid 150-1348% and Full Quality
=277 F8C: Denmark | Shell Life: (G-yiars. T N
Y T LGP0 | Coden 8 Rl Adpot BRE. Lo irhy Miiorisann givess by B Gl ook
while manufacturer inentioned on Froom-7A, is M
Willinm Cook, Denmark, clarification is required.
13 | M Medionc Legal Manufacturer: | MEDTRONIC Open Pivat | Deferred for provision of following documents. -
Pakistan (Pvi) L1, | Medtranic Ine.710 | Heart Vabve * Provide the valid & original FSC af country of origin
| Ocean Tower, 2lat | Medtronic  Parkway, andior RRA duly miesied by the embassy |
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Flaoe, Plot e, G-1,

Minneapolis, M 55432

Sefodil: SOH DM (AR hditral)

(Sabmitted certificate was  expired before |

vahmez-l LUsA Mitral bi-leeflet mechanical submissbon of dossier],
ghl.u:::ﬂ*il, Elig?nl,-' hizart vitlve prostlesis, # Clarify and Provide the valid IEG-]:!:EEH lmcgt
Earachi  fht US.A GMP repart of all manufacturing sibs nvelved in
Class-1 the production activities of subject products
Valid titl; {Submitted ceriificate was  explred  before

ELL; 3273 18-02-2021 Shelf Life: (5-years. submission of dossier].
» Privvide the Originol Letter of Authorization, the
CL191-ED Codes & Sizes: As per FSC gheows the refalion! legel link of Owrer of the

product and actual menufacirer.

s Pesipn examinaticn cerificate of the produns thol
are miasing in the applicotion dissiers.

% Provide the technical documerts fike  stability
pdies, (0-details & Certificate of complianee
lahels of all the wvomwds of the  subject
machineevice apphied for the regisimbion (Yoo
hive submitted the documeriation of the similor
prochuets],

14 Mis Medronic Legal Manufacturer: | BROCKEN-BROUGH Dieferred for provision of following documents: -
| Pakisan (Pvt) L., | Mediromic Ine. 710 | wiarved Meedle
Ocean Tower, 2150 | Medtronic . Parkway, o Provide the valud & original FSC of country of origin
Flaor, Plot Ma. G-3, | Minneapolis, BN 55432 | [(Cardinc transseplal andfor REA  duly  sttesied by the émbassy |
Klsayaban-c-Igbal, USA. peedle), [Submitted certificate  was  expired  before
Block 0%, Cliftan, Mg, site submission of dossier),
Karachi. Mt Mexio SR, Tijuana | Code: EPOI39945- & Provide the valid 15013485/ Intest GMP repart of
Medtronic  Mexico 5. | EP039978 all marifacturing sites vedved in e production
ELI: 00273 DE.RIDeCV Av, Pasen | Class.TD activities of sabject products (Submitted certificate
L1193 (K3) Cucapeh 10510 ElLaga, | Shelf Lifie: 02-years was expired before submission of dossier),
| Tijusng, Baja Califormia s Provide the Original Letter of Auflsorustion, that
C.P 32210 Codes & Sizes: As per shows the relation’ legal link of Owner of the
Mexico FaLC. produsct and actual manufacturer
| # [sipn examination serificate of the prodocts char |
FSC: U5A are missing in the npplicution dossiers.
Walid till: 12 November, s Provide the technical documsnts like gability
2020 studies, (C-details & Certificate of compliance
Inbels of all the wvarianis «f the swhpect
machine/device npplisd for the feplsteation (You
hove submitied the docussentstion of the similar
productsh
13 | M/s Mediromic Legal Manufacturer: | REVEAL XT (Impedance | Deferred for provision of following documents: -

Pakigtan (Pvi) Lid.,
Ocean Tower, 215t

Fhuyaban-z-Ighal,
Rlack 09, Clifton,
F.arachi

| ELT 00273

(10 (K

Flaor, Plat Mo (3-3,

Medironic Inc. 710
Medronic  Parkway, |
Minneapaliz, MM 53432
TN

Mfg, sites Mediromic
Singapore  Operations
e Lid 49 Changi
South Avenue 2, MNassco

Tech Centre, Singapone
FEC: LA

Walid tll: 15t July, 2020

Cardingraph)
Madel: 9529

Clagsa)
Shelf Life: 12-months,

Cinles & Sizes: As per FSC

» Provide the valil & ariginal FSC of counry of origin

nelfor RRA  duly simesied by the embassy

{Smhmitted certificate was expired before

submission of dossier ],

Provide the valid 130-13485%/ latest GMP repar of

all manulscuring sies mvolved in the production

activities of subject produsts (Submitted certificale
was expired before submission of dossier).

& Provide the Orginal Letter of Awiborization, that
shows the eelation’ legal link of Owner of the
product ord actunl manufacturer.

& [h=ign examination cenificate of the products that
are missing in the application dossiers,

&« Provide the iechpical docwments like stabality

stodies. QC-details & Certificale of compllance
Inbels of all the warams of the subfsc
maschine/device appliad for the registration You
have submiticd the documentstion of ihe simalar
products).
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Mz Meduranic Legal Manufacturer: | DLP® Rigid Soction Tube | Deferred for provision of followlng documents: -
Pakistan (Pvi) Lad. | Mfs Medironic Ine. 710 | {Suction system catheter)

Ocean Tower, 21st | Medtronic  Parkway, | Code: 10061-10062. * Provide the valid & original FSC of country of ongin
Floor, Plot Ne. G-3, | Minneapalis, MN 55432 andior  RRA duly attested by the embassy
Khayaban-e-lghal, | LISA. Class-D (Submitted certificate was  expired before
Block 0%, Clifton, Manufacturer  Site: | Shell Lifes (3 Years. submission of dassier].

Karachi hdfs. Medtromic & Provide the valid [90-]13485/ lates GNP repint of

Perfusion systems afl manufacturing sites involved in the production

7611 Norhloed Drive, activities of subject products (Submitted certificate

ELIHKIZT3 binneapolis, b wis expired before submission of dossier).

33428, Usa = Provide the Original Letter of Auwhorization, that

[1341-(K)) FSL: USA shivws the relation’ hegal link of Camer of the

Datz of lssue:  March product und octual marfacnrer,

09, 28 * Design examination certificate of the products thas

Valid Till: Masch 08, | are missing in the applicatinn dossiers.

220 * Provide the technical documenis fike siability
studies, QC-detndls & Certificatc of compliance
labels - of all the wvaribmts of the subjec
machine'device applied for the registration {You
have submitied the docwumentation of the similar
products).

17. | M Mederonie | Legal Manufactorer; | VC2 Atrial Caval Venous Deforred for proviszen of following documents: -
Pakisan (Pvt) Lud, | Ms. Medironle Ine, 710 | Cannulas
Ocean Tower, 21t | Medironic  Parkway, | (Cardiopulmonary bypass | » Provide the valid & original FSC of country of origin
| Floor, Plt No. G-3, | Minneapolis. MN 33432 | Canusls arterial} andlor RRA duly atesicd by the cmbassy
| Khayahan-g-Ighal, Usa, (Submitted certificate was  expired  before
{ Block 09, Clifton, Manefacturer  Site: | Code: §3438-93438C submission of dossier],
Karachi /s, Mofironic | 03448-914480-034510. » Provide the valid 150-13485/ latest GMP report of

Perfuzion systems | 93451 C03463-934630 all manufacturing sies involved in the praduction

ELI-00273 Tall Morthland Drive, | <93464-934640 sctivities of subject products (Sobmitted certificate
113441800} Minneapolis, b was expired before submisston of dossier),

G3428, LUsa | Class-D #* Provide the Original Letter of Authorizatan, thar

FSC LISA: shows the relation’ Jegal link of Crwner of the

Dete of Tsswe:  March | Shell Life: 03-Years product and schual manuficrer.

04, 2018 ® Design examination centificate of the products thar

Valid THI Muarch 08, are missing in the application dossiers,

2020 » Provide the technical documents Hke stabilin
stodies, QC-detabls & Centificate of compliance
labels of all the wvaranis of the subject
machinedevice opplied for the regizration (Yo
have submited the documentation of the similar
prisfucts).

12 | Bz Medtronic Legal Manufacturer: | DLPE Double Lumen Deferred for provision of follpwing documents: -
Pakistan (Pvt) L, | MYs. Medirenic Inc, 710 | Aomic Roat Caniula with
Oecean Tower, 2151 Medironic  Paroway, | Vent Line ® Provide the valid & ariginal FEC of courtey of origin
| Floor, Plot Mo, G-3, | Minncapolis, MK 54432 andior KRA duly atested by the conbassy
- Khayubon-g-Ighal, LSA; [(Cardioplegia Cannula) (Submined eertificote was  eapired  before
Block 09, Clifton, Manufecturer  Site submission of dossier),
Karachi M5, Medronie | Code:30400- 30402 = Provide the valid 150-13485 Tatest GMP repon of

Perfusion EVEIETHE all manufacturing sies dnvolved in the production

781l Marthland Drive, | Class-D activities of subject products (Sabmitted certificate

Minneapolis, MM wis expired before submission of dossier). '

ELI-00273 5428, LiSA | Shelf Life: 03-Years ® Provide the Original Lemer of Authorization, that

F5C: LisA shows the relation’ legal link of Owner of the

{13864} [ate of lssue:  March product and aciual manufactures.

0, 2018 = Design eoamination cemificate of the products that

Valid Till: March 08, art missing in the application dossiees.

2020 Provide the teclnical documents like stability suadies,

DA -detnils & Certificaic of compliance labels of all
the variants of the subject machine'device applied for
the registration (You have sobmitied the
documentotion of the similar products)

Letter of deferred cases of MDB-47 Meeting (29-03-2022)




19, | M Madirande Legal Manufaciurer; | BIDTEEND Dxypen Deferred for provision of following documens: - !
Pakistan {Pv) Led., | Mis Mederonic Inc., 710 | Saturntion & Hematoerit ;
Chevn Tower, 2151 Medtromic Phwy. | System, 220 Vol & Provide the vabld & original FSC of country of angin
Flaar, Plot e, G-3, | Mimeapolis, MM | Class-l andior RRA - duly amested by the embassy
Khaynhan-e-Ighal, 55432 UsA | Codes & Sizes as per FSC (Submitted certificate was expired  before
Block 09, Clfton, submission of dessier).

Baruchi Manufacturer: & Provide the valid TS0-13485) laest (GME repon of
M5 Mediranic all manufacturing sites involved ln the production
{ELI-BI273) Perfusion Systems Tal 1, gotivities af subipect products (Submitted certificate
2032- Morthland D waz expired before submission of dossier ).
Minnespalis, b » Provide the Omginal Lerer of Authosizaton, that
5542H, 154 shivws the relation’ legal link of Owner of ihe
product and actual manufactirmer
FSC USFDA Walid Till # Desipn exominztion certificate of the producis the
(27-02-20021) are missing in the spplication dosssers,

o Provide the tochoical documents like  stabilify
studies, DC-demails & Cenificnte of compliance
labels of all the vananis of the subject
machine'device apphed for the regastration (Yo
have mubmitted the documentation of the simikar
prascliscis).

M. | M's Medironie Legal Manufacturer: | REVEAL LIND Deferred for provision of following documents: -
Pakiztan (Pvi) Lid., | Mis Medironic Inc., 710 | (Model LHO1T)

Ooean Tower, 215t Mederonic Phwy. | patient monitoring system. | » Provide the valid & arigemal FSC af coanary of arigin
Floor, Ploi Mo, G-3, | Minneapolis, M | Class-D gniior REA  duly  amesied by the embassy
Khaynbon-g-Ighal, 55432, USA | Codes & Sives as per FEC (Submitted cerfificate was expired before
Pleck 09, Chilton, submission of dossher).
Karachi Manufacturer: s Provide the valid [S0-134585 lates G repon of
Ml hedironic all manufacturing saies involved in the production
(ELI-DX273) Perflgion Systems 7611, activities of subjest products (Submitted certificate
2033 Horthland Dr was expired before submission of dessier .
Minnezpaliz, hAN # Provide the Original Letter of Authorizaion, that
55408, LA shows the relstion’ legal link of Crwner of the
prodiect and actual murfctuner.
F3C USFDA Valid Till & Design examanation certificaie
(TR0 % e Provide the iechnical documente like =mabiliny
sdies, QC-detnils & Cemilicate of compliance
Inbels of all the variamis of ibe subjed
machine/desvice appliad for the regismation (You
have submiltted the documentation of the similar
products)

2, | Ms Medironic Legal Manufseturer: | Implaniahle leads Deferred for provision of following documents: -

Pakiztan (Pvi) Led, | Medmonic  Inc. 710 | Accessarnies,
Oieean Tower, 215t Medtronic Parkway, | (Lead Erd Cap & Service & Privade ke brand name and volid & onpnod FSC of
Floor, Plot Me. G-3, | Minnzapalis, bH | Kit} countey of orlgin and’or REA |
Khayaban-c-Ighal, 55431 LISA. Class-0v = Charify amdd Provide the valid [S0-13433) laes
Block 09, Cliftoa, Mifg. shte: Medironic | Shelflife......v00- (M report of 8l manufsctaring sies involved m
Karachi peiirip rico opemtions | Coedes and siges as per FSC the production sctivities of suhisct products.
Co, Villalba Rd149, & Provide the Origina Lewer of Authorization
(ELI-00T7T3F Km, 56.3, Call # Provide the techoical documents like smbikity
3542 Baxe(dl, studies and QC-details & Certificae of compliance
VillulbaPROTGE LISA, Clarification % regquired for the diferem kits o
FSC: USFDA {copy- accessoties have been applied m single application
Walid till 22 Jane 2011} for the product at Sr, Mo, 01

22, Mlis Medironic Legal Manufacturer & | Adjiusable YWalve | Deferred for provision of following documents; -
Pakistan (P} Lid., MiEg. site: Meduonic | (Hemostadic valve)

Cleean Tower, 2151 Ine.  TE0  Medironic | Closs-Id ® Provide the brand nnme and valid & angmal FSC of
Floor, Ploc ke -3, | Parkway, Minnespolis, | couniry of origin aodior RRA,
Khayaban-g-lghal, MM 55432, LISA | Shelf life: 03-vears

Black 0%, Cliflan,
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“Karachi

activitics of subject producis.
# Provide the Criginal Lecer of Amborization.

(EL1-00273) = Provide the technical documents lke sabiligy
=3543- shadies and QC-detsils & Certificate of eomplionce.
Clarification is required fior the different kits or
accessorics have been applied m single application
for the product of sr, no. 01,
35 | MYs Medtroaie Legal Manufacturer: | DLP®E Femoral Venous Deferred for the provisions of following
Pakistan (Pvt) Lid., | M/s Medtronic Inc. 710 | Canrulae defiriencies! documents:
Ocean Tower, 21st | Medtronic Parkway, i Provide originol and valid embassy aitesed
Floar, Plot Mo G-3, | Minneapolis, MN (Cardiopulmonory bypass F3C. The provided FSC was expired befone |
Khayaban-e-[gbal, 55431 Usa cnnula, fempral) submission of applicatian,
Rlack 0%, Clifion, L Provide valid 150 13485 and Full Quality
Karachi Manufacturing Site; Code: 585]7-58321 Assurance Ceretificate.
M. Medironic i, Provide Dedyn expmmation cenificse.
ELI-M273 Perfusion systems Class: [2
611 Nomhland Drive,
Evaluntos: Minneapaliz, MM Shelf Life: 03 Years
[AD-VIIT) SRR USA
1347k FSC L5
Drave of Bssue: March
09, 2018
Valid Till: March 08,
2020
4. | Mis Medtronic Legal Manufpcturer: | Medwonic Open Pival ™ Dieferred for the provisions af following
Pakistan (Pvi) Lod., | Medoronic Ine 710 Hearl Valve deficiencies’ documents:
Ogean Tower, 213 Medironke Parkway, i Provide original and walid FSC. The providsd
Floos, PMlot Mo, G-3, | Minneapolis, MK Maodel; 501 DA (AP one is expired oow bat valid wpon submission
Khaithan-g-Tqbal, 55432 LISA Adriic) Faving validity uplo 18* Feb, 2021,
Block 09, Clifton, il Provide valid 150 13485, The provided ane is
Karachi. Muonufacturing site; bi-leafler mechanieal hear explred now et valid upon submission having
Medtronic Inc. 3800 valve prosthesis walidity updn 31* Jan, 2021
ELL 00273 Annzpolis Lone, il Provide valid Design Examinion Cenificate.
Minmeapnlis MM Clazs-D Since the provided one was vadid upin 22 Feh,
Evalistor 33447, Lsa 2020 {Expired upan submissioa).
[AD-VIL] Shelf Lifie: § years
FSC: USFDA |
1 196k
‘Walid till: 18® Feh,
2021
23 M2 Medironic Legal Manufactarer: DLP® Silicone Single Deferred for the provisions of follvwing
Pakistan (Pvt) Led., | M. Medronic tne. 710 | Smge Venows Cannale with | deficlencies/ documents:

Ocean Tower, 2151
Flowr, Mot No.G-3,
KEhayahan-e=[qhal,
Block 08, Clifkon,

Kamchi

EL1-00273

- Evaluaior:
| [AD-VTIT]

1346 (B}-K

Medironic Parkway,
Minneapalis, MM
58432 USA

Manuofacturer Site:
MlVa. Mederonic
Perfision sysiems, 7611
Morthland Drove,
Minmenpolis, MM
SE2E, LTSA

FSC: ['Sa

Valid Till: Merch 08,
2020

infletuble cuff, 37 Fr.
(Cardiopulmonary bypass
cannula, arierial)

| Code: As per FRC

Class: D

Shelf Life: 03 Years

Previde original and valul embassy atesied FSC.
Thse provided one was expired upan submission of
application.

Provide walid 150 13485 which was valid oo
31" March, 2020 (W alid upon submassion)
Provide valid Full Cheality Assurance cestificats,
The provided one is expired now but valid upon
submizsion with validity of 15% Decembier, 2020,
Provide valid Desipn examination certificate duly
fiotarized by the country of ooigin
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26, | M's Medtronic Legal Mannfacturer: | CopSure VDD-2 Lead Deferred for the provisions of following
Pakistun (Pvi) Lid., {Steroid-eluting, deficiencies’ documents:
Ocean Tower, 215t | Medoaic Inc. 710 implantable, tned, bipotar, i, The firm staced that MDD doesn's contn Drug, e
Flaor, Plot WNo.G-3, | Medironic Parkway, atrialwentricular, gubement ssems contrary as mentloned in the
Khavsban-e-Ighal, | Minnespalis, MN tronsvenous lead) technical manunl  (CapSuwre VDD-2 5038,
Block 0%, Clifion, 5432 LISA Steroid-ghiting, implamiable, tined, hipolar,
K arachi Coicle: 5038-28: S038-65; atralfvenieicelar,  transvenous  leod)  therefore,
We. Manufacturer Siie: | 5038 5-32; 5038 5-58; submidt revissd FoomeTA since that e MD
Medironic Puerte Bice | S03BL-63 contains drag, o= otherwise clarify,
EL1-0273 Oiperations Ca., Viltalbn i, Provide ghell [ife wst report for CapSure WEN-2
Kd, 149 Km. 36,3, Call | Class: D 50138 Steroid-eluting, implantable. tined, hipalar,
Evaluutor; Baox 6001, Villakha, PR atrialventricular, ransvenows Jead, since the drm
fAL-WIE] DOTES, USA Shelf Life: 02 Years provided shelf Fifie fest nesult for medel 10366
leads after 24 months of ciherwise ckanify
1106-K FRC LISA i The address of bmporterfagsnt on pronided
phatocipy of LOA is dilfererd than Estblishment
Dinte of lssue: lizenge, clarify or provide upduted one & per baw,
August 16, 2008 iv. Prowide originad and vakid P50
Yalid Till, Augast 15, v,  Provide valid 150 134285 since the provided one is
ol expired om 3= May, M2 (Valid wapon
submndsaion ).
27 | M5 Muderome Legal manufacturer: Calria MR Quad CRT-D Deferred for the provisions of following
Pakizan (Pvi} Led., | Medironic Ing, 710 Burescan (TMAIOR deficiencies! documentst
Ocean Tower, 21st [ Medronse Parkway, i Provide Quality conirol details of spplied mode]
Floor, Plot Moe(G-3, | Minneapolis, M Cenline Resynchronizaioin of Clans MR Quad CRT-D SureSean |
Khuyaban-e-Igbal, | 35432 LISA therapy imyplimiable (DTRLA20).
Black 09, Clifton, defibrillator i The finn provided photocopy of expired FS(C
Karachi M Medtronic Europe upon submission of file therefore provide ceiginal
{EL1-00273) Sarl Route du Maolliay Class-Iy F&C natarized nnd embassy attested in i country
M, Caze Postale, 1131 | Shell lifier 1§ Months af origin,
Evalunior; Tolochenaz, iii. Provide label as approved in the country of arigin,
[ ALY L] Switzerland, Provided ome doesn't  mention name  of
FSC: Netherlands momifacierer and country of arigin,
312 Validity: July 01, bv. 1500 13485 expired. Provide velid und notsrized
2020 certificane.
v,  Provide notarized 150 13483, desagn examinanon
certifbeare and Full Cuality Asumnce Cestilicale
The firm has provided copy of these documents
28 | Medironic Pakistan | Legal manufacturer: | Attesta L DR MR Deferred for the provisions of following
{Pvt) Lid., ODoean Medurande Inc. TH0 RureScan (ATDRIL1} deficiencies’ docaments:
Toawer, 215l Fhiwoe, Miedironie Parkway, Dial Chamber Implaniable i, Provide Menufactaring eod Cheslity contred details
Ploa Mo -3, Minneapelis, MN Pace Maker, rate- of applied model of Atlest L DR ME] SureScan
Ehayaban-e-1gbal, 53432 LI5A fEspansive {ATDRLL
| Block 09, Clifion, i, The flem did pov provide the stabiliny studiss,
Kaornchi Manufacriring site: Class-Ih theeefore required o provide the sinhility stody o
(ELE-00273) M's Medironic Europe | Shelf life: 18 Months justify the shelf ife of the applied medical device
Zarl Rouate du Mollins itl, The [m provided photocopy of FSC which is |
Exaluator; 31, Case Postale, 1131 maw expired bt valid upon submission of fike
[ A=A Tabchenaz, therefore provide original and vakid FSC
Switzerland. iv. 150 13485 is expired mow bul salid upea
248K suhmission, Therafore, provide valid cenificae.
FSC: Metherlands . Provide piareed 150 13485, design cxsmination

Validity: July D1,
2020

certificate and Full Quality Assurance Certificate.
The firm has provided phedocopy of these
dociumenks.

Provided Jabel seates that the prodoct ATDRLI i
muifociured  in Siogepors,  while  other
documents (Credenualz, FSC, 150, FOA, DEC)Y
membons M Medironic Europe Sarl Route du
Maollisa 31, Case Postle, 113§ Tolochene
Switzerland as mandacturer, need clarifcalion,
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2% | Medirosic Pakistan | Legal manufacturer: Viva CRT-P (CSTROLY Deferred for the provisions of following
(Pt} Led, Owean Medrromic Ine, TI0 Cardize resynchronization deficiencies’ documents:
Tower, 215 Floor, Medmonic Parkway, therapy Impianiable L Provide the details of manufactiring and qualiny
Plot Ma(3-3, Minneapolis, MMN Pacemaker conirol processes
Khoyshan-e-lghal, | $5432 US4 it, Provided FSC i copy, expired now valid upon
Block 4. Clifton, Cardine resynchronization submissica mentions that “M/s Medtroniz Europe
Koarachi therapy implaninble Sarl Roues du Mollen 31, Case Postle, 1131
(ELI-HOZT3) Mis Mladronke Pacemaker Tolochenaz, Switterland” os monufcturer which
Singapore Operations is different than Foem-7A. Therefore, provide
Evalusior: Fre. Lid. 49 Changi Class-Iy Original and valid free sale cerificate issued by
[AD-V111] South Avere 2, Sheldl life: 18 Morths eountry of vrigin snd by any RREA g5 per rule 67 |
Nazzco Tech Cantre, I duly mitemied by embassy of Pakistan.
2508 Simgapore 446056 iii. IS0 13485 is expired now but valid upon
submission mentions that “Mfs Medironic Europe
F5C: Netherlands Barl Rowe du Molliou 31, Case Postale, 1131
Validity: July 01, Tolochenaz, Switserland™ a5 manufactirer which
1020 is different than Form-TA. Provide valid and
natenzed certificate of mamuacturing site,

v, The provided FOA & Design Examination covers
fiallowing facilities, clarification of manuficturing
site(5) is required:

Kis Medtronic Chewrarions Ple Lid
A9 Changi Sorth Avenres 2, Novaco Tach
Cenira, Singapare 486054,

My Medtronic Europe Sarl Rowie dw Moillicu 34,
Case Postale, 1131 Tolocheraz, Switzeriand

v, Provide notarized 1500 13485, design examinntion
certificats and Full Quality Assiurance Certificaie
The firm has provided copy of these documents

vi. Provided label states that mamfacierer s
“Tolochenaz, Switzerland” clarificotion  of
manfacturing siels) i requied.

30| Mis Medironic Legat Manufacturer; Vitatron (-Serics DR MRI | Deferred for the provislans of following

Pakision (Pvt) Lid, | M/ Vitatron Holding Surescan § [PG) deflciencies’ documents:

Ocean Tower, 2la | BV, Endepolsdomein [usl-Chamber pacemaker, i. Provide wpdsicd credentinle of mamufacharer

Floor, Pl MouG-3, | 5, 6230 OW Masstrichi | rage- reponsive sbroad duly nolarized from the country of origin.

Khayaban-e-dgbal, | The Metherlands Provided ane is photocopy having cutdated sddress

Block 09, Chiften, Model: T0a2 of imnpartar.

Karachi FSC: Netherlads il, The firm applied Medical Device with name

Class-[3 “Witntron ()-Series DR MEF Surescan MG (a3 per

(EL-D0273) Walidity: Shiel life: Not given fisrm-TA) however nome of medical device on
Tam 1. 20124 manufactaring processFEC s “Vitatren (70 DR

Evaluator: MRI SureScan GrM0A27, nesl clarification.

[AD-VII] ili. The firm applicd Medical Device with name

4isk “NVinron  Q-Series DR MRl Surescan  [PG”

kavwewer form sibmitied following ttled documeni
10 justify shelf life “Phosnix [PG System Design
Verification Test Repont™, Therefore, provide
stability studies for applied product, Purthermore,
shell life pod given on form-7A

iv. The flem applicd Medical Device with nume
"Vitatron [-Seriez DR MRI Sweescon  1PG"
however name of medical device on F5C i
“Wimtron MBI SureScan, QT0A DR, Modal
DT0AZTY, need clarificution.

¥, Provide 150 13485 for all the monuficturing sies
Cincluding Singapore & Switrerfand as per Form-
TA) invelved in monufaciuring of Vitatron Q-
Series DR MRI Surescan 11°G

Vi, As per Form-TA the firm mentions “WSF21

Application Sofiware" a5 to be repistered, however

the same is ol mentioned on Free sale cenificate

il design examinasion
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31, | Medtronic Pakistan | Legal Manufacturer: | Solitaire AR Neurovascular | Deferred for the provisions of following
i{P¥1) Lid, Ocean bz Micro Remodeling Device deficiencies’ documents: .
Tower, 2151 Flaor, | Therapeatics, Inc. DBA i Provide wpdated credentials of manufacturer
Plot Mo, G-3, evi Meurovascular 9775 shroad duly notarired from the country of erigin.
Khayahan-g-ighal, Taledo way Irvine, TA | Codes & Sizes: Prowvided poe iz photocopy having eatdated address
Block 019, Clifton. G618 USA, SABR-3-20 of imporer.
Earnchi {EL-00XT} SAR-3-30 i, The L0k, is phadiccopy aod dessn't cover “Micr
FA0C: Metherland SAR-4-15 utics, Inc. DBA o3 Neurovescular 9773
Fvaluator: Validity: April 13, 2020 | SAB-4-2) Toledo Way Irvine, CA 92618 LISAT, which 15 &
[AD-VII] SAR-4-30 legel nmnufacturer os per form-7A, Provide
BAR-4-40 arginal LOA with clarfication. Provide osiginal
3129 2AB-5-20 aend walid LOA.
SADR-3-30 i1, Provide original, Valad aed embassy atesied 50,
SAB5=40) Since the provided FSC was expired even uguwm
EAR-f-20 suibitission of file
SAB-6-30 iv. Provide wvalid 150 13485 snd Full Quality
Assumnce Certificanss. Sinee the provided ene mre
Class-D expired now but valid upon submission,
32 | Medironic Pakistan | Legal manufacturer: | Protege RX Sell Expanding | Deferred for the provisions of following
(Pt} Lid, Dcean wedirenie Ine. THO | Mitinad  Peripheral  Steni | deflelencies! documents:
Tower, 215t Floar, Medoromic  Parkway, | Sysiem i, Submit revised Form-T7A  reparding  clearly
Flat Mo G-3, Minmeapatis, MM 535432 | Codes and sizes: identifving the “Legnl Manufacturer, Degigning
Ehavaban-z-Igbal, LISA As per FEC Site, Manufpcturing site, ete” as per dociments
Block 09, Clifton. Design Sitet Clazs [ attaches] (L.0A FSC, IS0 13483 Full Quadity
Earachi {FL-00273) | Medironic Inc. | Shelf life: 3 Years AREIFRED,
(formerty d.ba evd Inc) ii. Provide credenial of all design & manuiscturing
Evaluator: 2300 Perkshire  Lane sites of “Profepe TM EX 5ell Expanding
[AD-YTIN) Morth  Plhymouth kN Periphernl Stent System” natamized from the
55441 UsA country of argin. The firm provided credentials
3137 Manulueturing Sine: ol manulscturer of imelevant medical devices e
evd Inc 4600 Mathan “ClosurcRFG Radiofrequency Generator (REG)
Lane Morth, Plymouth & ClosoreFast EndoVenos  Radiofreuency |
MM 55442, LISA. Ablation Caiheser”
Pakistani Suppler: iii, Provide the decails of manufcturmg and guality
Medronic Trading ML contral processes of Protege RX 5eif Expenifing
BV, Ewmrl Bakkenstraat Mitinol Peripheral Stent System as the firm
10 6422 PI Heerlen provided details of *Prolege GPS Self Expanding
Merherland. Perphernl Stent Syitem™,
| iv. Provide Siabdlny of spplicd medical device as te
FSC: Ireland firm provided the same for “Protege GPS Self
Validity. Expanding Peripheral Steng System.”
arch 049, 2021 v. Provide Original & Valid LOA duly notareed by
the country of srigin
vi, Provide amgmal, valid F5C (Coumry of ongin &
RRA) daly attested by the country of arigin
vii. Provide notarized and valid design examinnlion
cenlificate the provided one is expired before
submiissica on Murch §1, 2020
viii. The firm intends 1w beport all sizes (including
stratabl & Topered) of “Proisge RX Self
Expanding Witinel Peripheral Stent System”™
havovewer Thal siates that “Approved indications
Perspheral fall sized excluding Tapered stenis)
eed claciflcation™
| i Prowided Declomnbion of Comformity (Do) s
xgued on 20 Ot 20200 therefore, provide laiest
Do,
33 | Medironic Paiistan | Manufucturers TYRX Absorbable Anti- | Deferred far the provisions of following
{FPvrh Lad, Ocean Medtromic Ine. bucterinl Envelope deficiencies’ docanents:
Tower, 215t Floaor, [Mourabs View) S200 i The applied product  contxing  Rifampicin
Pist Now -3, Coral Seq Street KE N | (l02pgiem?) and Misoeycline (102ugfemd),
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Khayaban-e-lghal,
Block 9, Clifton
Karuchi (EL-0273}

Evalestor:
[AD-VIIT)

3138

MM 55112 Moands
View, US4

Mis Medtronic Inc.
TR0 Central Avene
M.E. Minneapalis, M3
FHA02 UisA

FS(: Metherland
Validity: May 26, 2024

| Coniains Rifimpicin
[ 102pgfem®y; and
Mineeyeline [ 02pgicm?®)

Codes & Sjzes:
CMEMAIZZEL
CMEMGIIIEY

& 3em w6 Sem {Medium)
TAcmi x 8. 5cm {Larpe)
Cluss; [

Shelflife: 1 Year

i

Vil

which is contrary 1o the Form-TA. Submit revise
fiarm.

The provided Ishel sabes following sives, need
clartfication;
Munufsctured by: TYRY, Inc. | Deer Park Drive
wr::ﬂun. M1 OBRS2 LISA,
Aulactured af: Medronic Inc. Minnenpolis, b
M2 USA <
EU Represemiative: Medironic BV, Eard
Bakkensiraat 10 6422 P Heerlen The Methieriands

However, the name of manufscmurer s Mis
Medtronic Inc. (Mounds View) 8200 Coral Sea
Street NE MN 35112 Mounds View, USA s per
Form=7A & FSC.

Provide the details of manufacturing and quality
comtral processes of applisd medical device

. Provide stability stuslies b justify the shelf-Hle &

Sormge vonditions apphed medical device.

. The LoA is photocopy having Date of isswe: Oct 10,

IHE, however the same doesal cover the
mamufachuring sfe. Meed  clariflcation  and'or
document as per law, keeping in view the pars (i)
above, as well

. Az per Farm=7A, approved Labels & F5C, the firm

has applied “CMRMSIIIED & CMEMAIIIELT
cides of medical deviez However, the firm has
submitted Desipn Examination & DoC of
diffienent cosles CMBEMA1IZINT &
CMBEME L 33NT of products.

The ns per FEC, IS0 13485, Full Quality Assurancs
& Design Examination the marufacturer is “Mis
Medironic Inc. 7000 Cemral Avenue ME
Minneapolis, MM 55432 [15A", However the os per
npproved label the product is manufaciured by
Mis TYRX, Inc. 1| Deer Park Drive Manmouth
unction, MJ 08850 USA, need clarification
Funbermore, M/s TYRX is not mestioned in any
other techpical document

M.

Mis Medimonic
Pakistan (Pvi) Lid
Ohcenn Tower, 2lst
Flar, Phat Mo, G-3,
Khayaban-e-lghal,
Block 08, Clifton,
karachi (EL-O0273)

Evaluatir:
[AD-VTI]

1136

Legal Manufacturer:
Invales SpA - Via
Mantini defla Liberta 7,
Romacadelle, 25030
(B3 [aly

FSC: Ttaly
Dratedd: Avgust 07, 2002

MOMA ULTRA (Dhouble
Balloon)- Cerebral
Protectiom [evice

Codes & Sizes:
MOMOI0089X 6
MOMOII0DERX S

Class: [
Ehelf Life: (62 Years

|

Deferred fur the provisiens of fallowing
deficienches! ducuments;

E

1.

Submil scparaic application for product code Le,
MOMOMO0ENS of MOMA Ulre (Mono
Balloam).

The LOW, F5C, 150 13485, Full Qusality Assarnncs
and Design Exarmination certificate are notarzzed &
Embassy  Aficsted (Where applicable) in USA
however the country of origin of applied product is
laly, need clerileation,

Provide Walid and arigingd FSC m country of arigen
andfor RRA duly attested by Embagsy of Pakistan
in the Country of Origin. Expired copy was
provided.

i3,

belds Mederonie
Pakistan (Pvi) Ld.,
Ocean Tower, 215t
Floor, Phow MieG=3,
Ehayoban-c-fghal.
Bilock 09, Clifton,
Karachi
(ELI-0M273)

Year

Legal Manufacturer:
M/s Medirapic Inc, T10
Mediromie Parkway,
Minmenpodis, MH
35432 LISA

Ms Medironic Mexioe
SdeRL de CV, Av.

Solarice NC Raopid
Exchange Balloon
Dilatation {afheler

Codes & Sizes: a5 per FAC

Class-I
Shelf Tife: 2

Deferred for the provisions of following
deficiencies’ documenis:

L
ik

il
iv.

The firm provided the smhility sudy for Euphara
BX Balloon Dilatiom Catheter, charlfy.

Provide valid 150 13485 natarized by the couniry
of orgin.

PFrovide arkgimal F50

Provide kabel {as approved in the country of origing
and 05 packnging. promolion  malerinl  and
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Evaluator: Pasen Cucapah, Bajs brochure.
[AD-V11] Califomia, Mexien
4351 FSC: Treland

Dote af issue: 11-08-

il

6. | Medironic Pakistan | Legal Manufacturer: Salares Rapid Exchungs Deferred for the provisions of fndlowing
(Pt} Lid., Deean Wiz Medtronic Ine. 710 | Balloon Dilitation Catheter | deficiencles! documents:

Tawer, 2151 Floar, hMedtronic Parkway, i, The firm provided the stability sudy for Enphorn
Plat Mo.G-3, MEnnespalia, MM Codes & Sizes: a5 per FRC X Baboon Dilaticn Catheter, clarify.
Khayoban-z-Igbal, £5432 1ISA Class-0 ih.  Provide valid 150 13455 notanzed by the country
Block 09, Cliften, Shelf life: I Yeor of arigin
Karachl M5 Mledinomic Mexico jil. Provide original FSC.
[ELT-002T3) Sade RB.L. de CY, Aw,

Pasen Cucapah, Baja
Evaluntorn Califomnia, Mexico
|AD-VII]

FAC: Tretand
4308 Diate of issoe: 11-08-

20Z1

37 Medtronic Pakismn | Manufacturer: Freezar Xira {Cardiac Deferred for provision of follewing documents;
(i) Lad., Owean Medironic CryeCoth LP | CryoAblation Catheser) i) FSC Canadais copy and not Embessy attesed and
Tawer, 215t Floor, Q000 Autorauls FAC Meiherlands  was expined  even  upon
Mot # G-3, Trapscanndienne Ctass abmission
K hanvaban-g-Iqhul, Pointe-Claire, Quehes (i} Full QA and Design Examinaien cemificare for the
Block [, Clifbon, HYR 5328 Canada. Shelf Lifke: 3 years applicd prhuct fronm applied manufaciarer are nof |
Karachi. | proveided. Provide volid asd notorized cemificaes
(ELI-00273) FSC Canadn copy nsl. | Codes: (i) 217F2 Code mentionsd on form is o found in

Exnbanay artested issued | As per FSC any legal and techmical document Clarify the
Evaluzator; om 22-10-2018) cndes requined
AW {iv) Details of mamufacturing and O not proyiled
[2509] (FRC Metherlands valid (v} [500 13485 expired now, Provide valid cenificase.
BiTE 3 1=3-201R)

M. | Medironic Pakistan | Legal Manufacturer: | Astra XT SR MRI Deferred for provizion of following documentsa:
(Pvt) Ltd_, Ocean Medironic Inc. SureScan (i) Shelf life studics chonged with hand which is oot
Tower, 21 Floor, | 710 Medwonic Plosy, {Single chamber acceptable, Provide relevant sability siudies of
Plat ¥ (=3, Minneapolis, MM USA | implantablé pecemaker) the applied product supporting claimed shelf life
Khayaban-e-lghal, | af 18 moaths
Black 049, Cliftam, Manufacturing Site: Maodel: X25R01 (it Product details  incleding its  infenced  use,
Karachi, Medtromic Burope coniraindicotions, wuming précsutions e not
(ELI-00273) Sarl, Rouee du Class D proveitied n this dossier, Provide complete product

Maollian 31, Case dletails including instrucinns for use, user mansml
Evalualor postale, 1131 Shelf Life: 18 Months &l
AD-TV Telockennz, (ki) Deetnils of mameEachuring and OO mot poovided
| [2511] Swilzerland. fivl FSC amd 15013485 expured mow. Provide valid
certificates
(FSC Switrerlnnd Valid
1ill (6-03-2021)
15, | Mis Medironic Legal Manufacturer: | EOPA 3D Arterinl | Deferred for provisian of--
Pakistan {Pvt) Lad., iz Medronic Inc. 710 | Cannulse
Cloesm Tawer, 215t Mederonic Parkway, Fd ; o ol y
Flaar, Plot # G-1, T-:Iim:-.p-uiis. MM 55432 | (Cardiopulmonary  bypass . ﬁﬁluﬂimLﬂm$£|$
m;iwﬁﬂ, LSa cannuls arteral ) bsefore sihimisshon,
ek 09, O ? ;
Karachi. Manufacturer Site: | Code:TH2I0 -78222-THI20- & m;sg;.mf mﬂhwﬁmmﬂu:“gm;:;dmmﬂi
e o | ™ e s e s
: 5 . Michigan :
ELI-00273 :E:ILLE:'::;W mhﬁ Clags: I 1. vali!i and  notarized Fm! Chaslity A :
Evaluntor 5428, USA Shelf Lifis03 Years sarigocele Ryl deslon-emmibiion conifite. The

ey drepdy submlmed are copies.
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Al

FSC USA;

Dratee of l=suse: March 09,
20LR

Valid Titl: March 08,
20201

.| Mis Medtonic Legal Manufacturer: | DLPR CURVED TIP Deferred for proviston af--
Pakiztan (Pvi) Lid., Mx, Medtronic ne. 710 | ARTERIAL CANNUALE
Ocean Tower, 215t | Medironic Parkway, | WITH WIREWOUND ; ;
Floor, Plot# (-3, | Minnespalis, M 35432 | BODY o n‘;,"ﬁ;" vy gl
Khn}'lhn+_iqh&l. LA expired befre submission, L
Black 09, Cliftor, . Codes Il Notarized SO  [3485  conificate  for
Karachi, Manufaclurer Site: A7020,8T022 ET024, BT, munufactiring sites and Cotract Manufacturing
Mis Medironic SIS RTIATHN, Alee S06 MeiPtc Mkl Tas €00 ey
Perfugion systems, 7611 | Class: y : : Heen
NG b dwﬂ Briva. FCIEST 5. W. Ornd Ropids Michimn 45504
Mivncapolly, MH | ShellLife: 03 Years 1. Valid and notarized Full Quality Assumnce
iy A L e ceificute and design examinafion cenificate
Valid Till : Masch 08, 2020 Thel alvewdy albmiised s coples
41, | M Medironic Witatron Holding B.Y, Vitatron (-series SR MRI | Deferred for provision of -
Pakistan {Fvi} Lid, | Endepolsdomein 5. | Swresean (PG} Model
Oczan Tower, 215t | 6225 GW Massricht Q2042 1. Valid, ofiginal and embassy attested Free sole
Flaer, Plot £ G-3, The Meteherlands Certificate since the the provided was expired before
Ehayaban-e-Tqhal, CLASS I submizsion.
Block 04, Clifion, Manufacturing Shell Life 18 months I Valid 150 13485 certificate of the manufacturing
Karachl. Fucility Fae Metherland siteis). The previously has been expired,
Medironic _ Singapore | Expired one June 12020 |1 Clarification of Stshility studies since thse provided
Operntions Pre. Lid 49 are of Phognty (PG Device
EL1-00X73 Changi South Avenue 2,
MNassco Tech Centre,
Evabuatar Singapore
ALY
Muxleronic Europe SArl
Rowe dy Molliae 31,
CASE postade, 1131
Tolochenae,
Switzerland.
42, | M/ Medronic Vitatron Holding BV. | Vitatron G-Series DR MRI | Deferred for provision of-
Pakigan (Pvt) Lid, | Endzpolsdomein 5, | Surescan ([PG) Mode!
Qcean Tower, 2st | 6229 (W GT0AZ I Walid, original and embassy attested Free ssle
Flooe, Pl & G-3, Mansiricht ol ? :
Khayabus-c-lghal, | The Netcherbunds CLASS D s o et Dl e s pired
Block 09, Clifton, | Manufacturing Fucitity | SHELF LIFE 18 months | 11 yoidTen 19485 cersificate of the S
Ko Mo - Hoigpond sitels) The previousty has been expired,
ghﬂli'm:ﬁv;ﬁﬁ Ol Clarification of Smbility sdies since the
e s, '] .
ELI-00273 Naswo Tech Cenre provided ane of Phosni IPG Devies
Shgnpor
Evaluator
ALV Medtronic Evrops SAr]
Rrue da Maollian 31,
case postade, 1131
Tabochenaz,
Switzerland,
43 5 Mediromic Vitaron Holding BV, Witmiron G-Scries SR MRI | Deforred for provision of:-
Pakistan (Pvi) Ltd, | Endepolsdomein 3| Surescan (IPG) Model
Ocean Tower, 215 a5 O G30AZ
Flooe, Ploa # (5-3, Maazinicht CLASS D

I valid, original and embassy attesied Free sale
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Khavoban-e-lgkal, | The Metcherlands SHELF LIFE 18months Certificate simoe the the pronvided was expised

Bikack 09, Cliften Manufiscturing Fachliny bz iz submission,

Karachl. Medironie  Singapors L walid 180 13485 certificate of ibve manufaouning

Operations Ple. Ld 49 site{s) The previously has been expired.
Changi South Avenuz 1, | Clarification of Stability studies sines the provided
ELI-30273 Masaco  Tech - Cenre, are of Phoenis I Device
Singapore

Evaluator

AN Medironic Europe Sarl
Foute du MolliEg 31,
case pastale, 1131
Tolochenaz,
Switreriand

di. | M3 Medironic wedronic  CoreValve | EnVeo Pro Delivery Deferred for provision of -

Pokistan (P} Lad,, | LLC, 1851 B Deere | Catbeter Sysiem

{lcean Tower, 21st | Avenwe Santa Ana, CA

Flaar, Plat # G-3, gaT08 UEA CLASS D I Valid, original and embassy  anesed Free

Khayahor-e-Ighal, Shelf Lifie 01 year sale expired copy was submined.

Block 04, Chiften, il. The sabality studies provided are of Emen R

Karachi Delivery System instemd of EnVeo Pro Defivery

Catleter System, provide clonfiention.
ELI-00273 NI Provide valid and rotanized F300 13485 centificate
Full Quality Assurance Cenificate und Dicsign

Evaluator exmmination certificate he nlready submitted  are

Al OIS,

45 Mis Medironic Representative in Arciic Froot Advance Pro | Deforred for provision of valid 150 13485, ond
Pakistan (Pvt) Lid., | Metherlands Cardiaz CrviAblation | submit revised formTA having commeet nome o5 per
(rcean Tower, 214 | Modironic BV, Ead Catheter FSC. Since the firm has applied for two codes
Floor, Plot # (-3, Bakkensirant 1§ 6422 dyears AFAPROZI
F hanvmban-e-lqbal, Pl Hearken The Class [ AFAPROZE, with brund nume Arctic Front Advance
Mack 09, Clifon Hetheriands a1l Pro Cardine CrooAblation Catheser, However
Karachi, Maclel m in F5C these codes are mentioned for the product

Manufucturer AFAPRO2Y Arctie Frost Advance Pro onlby,

(ELI-00273) Mederonic CryoCath LP | AFAPROZE

QIO Astorote FSC USA walid il May
Evalunior Transcanacdicnne 10,2022
AD-VIT pointe-Claire, Cruehec

HYR 5Z8, Canada

F50: Metherlands

Waild Till; 16-1-2022

46, |Mis Medmonic Legal Manufacturer | Avaolus ™ Bioprosthesis Dieferred for:

Pokistam {Pvi} Lid,, Medtranic Ine. 710 Mode]: 4

Ovean Tower, 215t | Medtronic Parkoway, » Please provide full description of product along with

Floor, Phat Mo, G-3, | Minneapalis, MM Apgtic Hean Valve the Irstriction o Lse.

Khayaban-c-Igbal, | 53432 USA Biaprosthesis. = Role of different manafacturing facilities engaged in
| Block 09, Clifton, the manufucturing of the applied peoduct is not clear,
| Karachi Medtronic Heart Class D plense specily the role of each facility.

\:‘a.h*«:r- Division 1551 ] # Please provide valid 1500-13483 since the submined
I, Deere Avenue . Shelf Libe: 5 years. certificale is expired now.
ELE D273 Zania Ana Ca §2T05, . R : |
Medironic Mexico 5. |Urouping: Family ; E:wﬁ o ?:.de ']-"Hm{l:lﬁl:;hr:?wm
3580-1-Rac | DERLDeCY Av  |(40019, 40021, 40023, e s R
(4.03.2020 Eﬁm L‘uLT"{-:_m WBSI_“' 40025, 20027) s Please provide sability aging studies’ protocol and
it AT, LI, S the results of the shady casing the chaimed shelf life.
tar Californin 5 22210 ; . . i
AD-IX pldathon. # Detail of guality control provedunss is reguined.
= Tlea sddress of applicast B not comect o the
FSC: US DA ubemitted Form TA. Therefore, vou are required o

submit revizsd Form TA menthoning the correct
adddress abong with the revised copy of Establishmeri
License.
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Walkd tiKl: (g™
Feh 2021,
47. Mis Medironic | Legol Manufacturer: DL Intracardiae Suction | Deferved for:
Pukistan (Pvt) Led, | M's Medironic Ine, 710 | Tube
Ocean Tower, 218 | Medironic Parkosay, » Please i iptian of product ith
Floor, Plot No. G-3, | Minneapolis, MN (Suction system catheter, hmf;%?m long W
E’:}ﬂ“ﬁf“@?# 55432 1SA general purpose. * Please provide potorized and wvalid fill quakity
v Chifion, : ; ;
it it ik Conde 10060 ﬁ.f“:m cerificale for the applied product ued the
i e » Provide notarized Declaration of Confarmity.
ELI-00273 7611 Northland Drive, | SMD § mw nﬁfﬁmﬁ d‘:;'g :”" ?’“i;
Minnespolis, MN i R
4823-Ral 55428, USA Shelf Life: 03 Years - Define the role of each manufsctaring Seility and
ol gl mentian complete names and addresses in-lined with
Bvaluabor manulncturing Form 7A and cilser anached certificases,
ADT® bocatiin: s Suhmission nn"vnHF and unlurl:agd P50 3483 since
Mis Medplnst Medical the mbmht-ad_ certificate is expired, Morsover, the
Ine. 620 Watson sreet, scope of certificate must condain the name of the
' ied prisfuct.
S . e Banids, ;ﬂu ide stability aging sudies’ protocol |
Michigan 49504, LISA, ' 5 prov ity aging sou oood in
FSC: IS FDA detnil and the results of the sudy supporting the
clasmed shelf life.
i = You hove clabmed the applied product as Class [
;r;;:, b e b Medical Device while as per submitted Declaration
of Conformity the product i2 classified in Class 1la
{Class B), please clasify.

% The midress of applicant i pod comecd i the
submitted Form TA. Therfore, you are required to
submil revised Form 7A menioning ihe comect
nddress along with the revised copy of Establishmens
License

48, |Mis Medrronic Legal Manufacturer | Sprint Quatiro Defierred for:
Pakiztan (Pvi) Lid, Medtronic e, 7 10 (Endocardinl Defibrillation | Sprimt Quattro  (6946M)  contalne sleroid
Cheean tosver, 21* Medtronic Parkway, leaad (Dexanethasone) which is eluted upon exposure io
flaor, plod # =3, Minnzapolis, MM body fuids from lcad tip. Please provide following
Khayaban 2 Ighal, 55432 USA Chass I documenis;
Black 09, Cliftan, I Sasbility studies for the medical devices supponing
Karachi, ManuEucturing Shelf Life: 2 years, claim of 2 years shelf life,
facility: 2 A briel dimussion on the dose delivery of
ELE: (0273 Medironic Puetro Rico  {Grouping: Family Desmethazone along with the relevant studics for
Operations Co., Villalba {Clans: T measuring the quantity 1o e delivered.
3525.R&| Rd/149, Km 56,3, call | 3. Protocol and detadled testing method for the device
19,02 30121 box 6K, Villalha, PR [{894650-72, 6946M-9T) a5 well ns for Dexamethasone contained in the
iTan, LisA device,
Evalwaiar FEC: US FDA
ADRIX
Yalid wll; 22062022
4% (M Medironic Legal Manufacturer | DLP Extension Line Adapter = Deferred For:
Pakistan {Fvij Lad, Mederonic [ne. 710 {Cardinplegla Solution
Clocmn fower, 21% Medironic Parkway, Administration adoper) * Clarification since as per Medical Devices Directive,
floer, plot # G-3, Minnezapalis, MN the applied device falls under Class B (1) but you
Khayshen < Ighal, S5432 L15A Class 1) have classified the applied product s Class [), please
Block (4, Clifton, juastify.
Karachi Design facility: Shelf Life: 2 yeurs, = Submission of original legalized and valid Free Sale
| Mediranic perfusion Centificate i roquired.
ELI: (0273 | svaems, Thil Grouping: Family » Please submil protoce] and sability study dats
3544 {K:‘ ] Hl:l.l'ﬂﬂlﬂd I..:H'I-'E.r “:IEE B - Cﬂpﬂ af 150-1 ]"Ej, fuall I.|1.I.HI1|.'_||I' ASSUrANCE
:'HE";I'EEI":' MM o certificate, design  cxamination certificme  and
 Evaluater
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Page 15




ADIX Contract Decluration of Conformity are subemitted whilz
manufacturing rttarined cerlificate ure required,
Lacation:
Wiant Medical, Inc, 620
Watsan SW GHR, MI
LISA 49304
F5RC: US FDA (copy)
Valid thil: 010442022
0. |M/z Medtronic Legal Manufacturer | AfMininy CP Centrifugal Deferred for:
Pakistan (Pvt) Lid, | Medtronic [ng, 710 Blood Pump with Cartivi
Ohoenn tpwer, 219 Medironic Parkoway, Bioactive Surface = Provide origingl, lepalized and . valid Frez Sale
floar, plot # G-3, Minmenpoliz, MM Certificate (FSC) since expared copy of FSC is
Khavahan ¢ Igbal, | 55432 USA {Cardiopulmonary bypass submitied,
Block 8. Clifion, system centrifugal pump) | o Provide notarized and valid production quality
Kaormchi Manufacturing pssurance cemiiticnte, desdpn cxaminsion cenilficobe
Eaciiity: Class D and Declarution of confoemity.
ELIL: 00273 Medtronic perfusion & A biief discussion on the quanticsiive anolysis s
systems, 7411 Shell Lifi: 2 years. required with respect to the applied medical device
3549 (K) Norhland Drive, _ » Stahility sudies for the medicenl devices supporting
Minneapodis, MM Groaping: SMD clainn of 2 vears shelf life with respect 10 bionctive
Evaluntor 55428, %A surface (Heparin).
ADHIX Medironic Mexico, 5. [()
DeRL DeCV Ay
Paseo Cucapah, 10511
El Lugn C.P. 22210
Trjusna, Baja
California, Mexico,
FRC: LIS FDA (copy)
Valid till; 01042022
31, |Wis Medironic Legal Manufacturer | Affinity NT Integrated CVE. | Deferred for:
Pakistan (Pvi) Lid, | Mediroak Inc. 710 i Membrane Oy genator
Dicean fower, 21% Sedtronic Parkway, with Cortiva Bioactive o MRP is not provided. .
fioor, phot # (-3, Minneapalis, MN Surface » Since manufacturer hos used Heparin hased cartiva
Khayaban e Igbal, IF43T USA binactive surface therefore, provide sability stadies
Block 09, Clifton, Class D mpming 2 yeHTS shell Ifie and ﬂTlBﬂ}'l.l.E‘ﬂ]
Karachi. Muanufacturing procedures for routiee anabysis of the device wilh
Fucility: Shell Life: 2 years, respect w Heparin, plesse, Morcover, provide the
ELL; 90273 Medironic perfmon dais relabed (o the release studies of Heparin during
| systems, 7611 Grreuping: SMD the device's operation.
3T | MNorthland Birive, s Original, legabized and valld FSC
Mianeapolis, MN 0 » Diesign examination cerfificaie is required
Evaluator S3425. USA o Full quality assurance certificabe is required
ALY Medtronic Mexico, 3. o Tosniexing S uee
De BL. De OV A,
Pasen Cacapah, 1510
El Lago C.P_ 12210
Califormin, Mexico,
FSL: LS FDA (copy)
Valid tili: 01042022
=1 |nUs Medronic Legal Manufacturer | Amain Performa Straight  Deferred far:
Pakistan (") Lid, Medironse Inc. 710 WEI Surefcan
Cicean tower, 217 sedironic Parkway, # Provide original, legalizad ond wvalid Free Sabe
Moo, phot §.G-3, Minnespalis, MM {{Coronary veneds pocing Cerificale (FEC) since copry of FAC 15 submirned,
Khnyaban e Iqhal, 55432 UsA lead) s« Provide notarized prochsction quality msurence
Block 08, Clifton, certificate ond Declarntion of canfarmicy.
Blarachi. Clasa D
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Manufacturing

* A bnel discussion on the deliverable quantity of

ELI: 00273 Facility: Shell Life: 2 vears, Dexamethasone along with the relevant studies for
Medtronic Puetro Rico mezsuring the quontity 10 be delivered,
3541 (KD Operations Co., Villalba |Grouping: Family * Protocol and detailed (esting method for the device
Rd/149, Km 56.3, call a5 well o5 for Dexamethasone contained in the
Evaluator bow 6001, Villalba, PR [(4308-T8, 4398-85) device,
AD-IX 00766, LISA. = Stability sudies for the medical devices supponting
FBL: LIS FDA (copy) claim of 2 years shelf life with respest 1o |
Dexpmeihasone,
Valid till: 220462022
53 |Mifs Medironic Legal Manufacturer  |Crome DR ME] SureScan Deferred for:
Pakision (Pvt) Ltd, Medtronse Inc.710 (DRI
Ocenn tower, 210 Mledironic Parkwny, \{Dual Chumber Implantable |, Submiasion of original, legalized and valid Free Safe
fhoar, plot # G-3, Minncapolis, MN Defibriflator) Centificate (FSC) since the copy of the certificate is
Khayaban e Tqbal, 55432 15A Class [ i oiied s
Block 09, Clifton, : , » MNotarized and valid ISO-134R5 certificate. flll
Karachi. Manufaciuring Shelf Life: 18 months quality asumnce, desipn  examinntion  snd
Tacility: declarotion of conformi i
EL1: 00273 Medironic Furope Sarl | Grouping: SMD e
Route du Mollisu 31,
083 (K Caze Postale, 1131 (DI
Tolochenas,
Evaluator Switzerlamd
AN F5C: US FDA (eopy)
Valad ill: 160672022
Storage conditions:
=18 o 3300
Application software:
DML Hs
54, |h's Medironic Legnl Manufacturer  |[Crome HF Quad CRT-D Dieferred for:
Pakistan (Pvi) Led, | Medironic Inc. 710 | MRI SureScan
(eenn tower, 2 ¢ Medironic Parkway, (DTPC200) » Submission of selginal, legalized and valid Free Sale
floor, plot # G-3. Minneapolis, MN (Cardiac resynchronization Certificate (FSC) since the copy of the certificate i
Ehayabun ¢ Tgbal, 55432 UUSA therapy implantable subimitizd.
Block 09, Cliften, defthrillator) ® Notarized and valid 150-13485 cemificate full
| Karnchi. Manufacturing quality assurance, design  cxaminsticn  and
R Mm'::m S Class D declarution of conformity are required,
Sl L LT = Submission of documents sapporting the Hie j
Houte du Molliau 31, | Shelf Life: 18 months 18 ot i the apeiied rocchest Gouion i o,
3679 (K Case Postale, 1131
Tolochenaz, Groaping: SMD
Evaluator Switzerinnd.
Al FSC: U5 FDA {copy) (DTPC20)
Valid rilf: 1650672022
Siorage conditions:
18 1o 5500
Application soltware:
D005
55 | MY Medimonic Legal Manufactorer  |Crome HF Quad CRT-D Deforred for:
Pokistan (Pvt) Led, | Medironic Ine.710 Mt SureScan
Ovizan tower, 21% Medtronic Parkway, (DTPCI0O1} : o Submussion of original, legalized and valid Free Sale
Mo, plot # G-3, Minneapolis, MM {Carding resynchronization Cenificate (FSC) since the copy of the certificate is
Khayshan ¢ Ighal, | 55432 USA therapy implantable sdaridtand.
Black 09, Clifion, defibriltator)
Karachi,
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Manufacturing Clazs [¥ » Motarized and valid [50-13483 cenificate, full
ELI: 10273 facility: quality assurance, desipn  exnminnbion  &nd
Medironic Europe Sarl | Shelf Life: 18 months declaration of confarmity are required.
3481 (K) Rowte du Molliau 31, o Submission of documents supponing ihe life spam af
Case Postabe, 1131 Grouping: SMD 18 months fior the applied medical device is required.
Evabuator Tolochenaz,
ADIX Switzerfand. (DTPC2H )
F50- U5 FDA (copy)
Walid il 16A062022
Siommpe conditiong
=B w3590
Application seltwans
DHMpLIONS
36, |bYs Medirooiz Legal Manufacturer | Crome HF CRT-D MR Deferred for:
Pakistan {Pvi) Led, | Medtronic Ine 710 SureScan
Ocesn ower, 21% | Meduonic Parkway,  ((DTPC2IH) e Submission of original, legalized and valid Free Sale
floor, plot & G3, Minnzapolis. MN {Cardiac resynchronization Certificate (FSC) since the copy of the cemificale i
Ehaynban g lqbal, 23412 UU5A therapy implantahle subendmed.
Block 09, Clifton, defibrillntorh o Nomrized end valld 150-13485 certificale, full
Karnchi. Manafacturing quality @ssurance, design  examinanon - and
facility: Class D declaration of conformity are requised.
ELE: D273 Medtronic Eerope Sarl = Submission of documents suppocting the 1ifis spen of
Route du Molbian 31, Shelf Life: 18 montls I8 manths for the applied medical device is required
IaT8 (K Case Postabe, 1131
Todochenaz, Cirouplng: ShD
Evaluator Swiszerland,
ADIN FSC: US FDA (copy) (ETPC204)
- Walid Gl 102022
Srorape conditions:
-1 B4 v S50
Anplicaiion software:
DeALIO0S
£7 | Mz Mederomic Legal Manefacturer  |Crome HF CRT-D MEI Delerred for:
| Pakistan (Pvt) Ld, Medironic Inc. 710 SureScan
Clcenn fower, 21% Medtronic Parkway, (DTPC2DE) » Subenizsion of originad, kembived and valid Free Sole
Mo, plat & G-3, Minneapolis, MN (Cardine resynchronization Certificate (FSC) since the copy of the cemificase is
Khayaban ¢ Igbal. 55432 UISA therapy implantable ibwrribeal.
Rlock 09, Clifton, Manufacturing difibriilzior] s MNotarized and valid 1S0-13485 cerlificas, fall
Karachi. Enility: guality  assurmpee,  design  examination  and
Medrronic Europe Sarl Class declaration of confonmity are required,
ELIL: 00273 Flonte du Mallisu 31,
Case Posale, 1131 Shelfl Life: 18 months
IGRT (K} Tolochennz,
Switzerinnd. Grouping: ShD
Evaluator
AD-IX FSC: US FRA (copy) (DTPC200Y
Valid till: 16062022
Storage conditions:
I8 1o 55°C
Application sofwans:
| DML IS
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58 |Mis Medtronic Legal Manufacturer  |Coball XT HF CRT-D MRI | Deferred for:
Pakistan (Pvt) Lid, Meadiramic Inc. 710 SureSean
| Blcean tower, 214 Medtranic Paskway, (DTPAZD) *» Submission of oniginal, legalized and valid Free
floor, plot # G-3, Minnsapolis. MN Sale Cenificate (FSC) since the copy of the
Khayaban e lqbhal, 55432084 [Cardiae resynchnmnimgion certificate is submifted,
Block 09, Clifton, therapy implantable » Notarized and valid 1S0-13485 certificare, full |
kKrrachi, Mll‘llll'ﬂ'.'l."lﬂnl_ defibrillator) quality  assurance, design  examination  and
Facility: declarntion of i uired.
ELI: 00273 Medironic Europe Sarl  |Class D ol e
Raoarce du Molling 31,
3681 (K Case Postale, 1131 Shelf Life: 18 monthe
Tolochenaz,
Exalintor Switeriand Groupang: Sl
AlIX FSC: U5 FDA {copy)
b a
Valid fill: [606/2022 il
Storage conditions:
-1 8% wp 5570
Application software:
DOOLIa0s
59, |M/s Medionic Legal Manufacturer  |Cobalt XT HF CRT-D MIi | Deferred for o
Pakistan (P LA, | pfedironic Ine. 710 SuréScan
Ocenn tower, 21% Medtronic Parkway, (DTPAZIM) L * Submission of original, legalized and volid Free Sule
floar, plot # G-3, Minneapolis, MN (Cardiac resynchronization Certificate (FSC) since the copy of the certificate is
Ehayaban ¢ Iqbal, T4 LISA therapy implantable submiitied.
Block 0%, Clifton, defibrillator) ¢ Notarized wnd valid 150-13485 cetificate, full
Karachi. Manufacturing quality sssursnce, design  examination  and
b facility: e declaration af eonformity are required
4 0273 Medironic Evrope Sarl ;
Route du Malling 31, Shelf Life: 1B months
368 (k) Case Postale, 1131 ;
| i Tolochennz, Grouping. SMD
Swi d.
ADMIX - (DTPA2IM)
FSC: US FDA (copy)
Yalid till: 1606/2022
Storage conditions
= 8%C o 3370
Application software:
DoGLaS
6. M Mederonic Legal Manufacturer [ Cobalt XT DR MRI Deferred for:
Pakistan (Pvi) Lid. | medsronic Inc. 710 SurcSean
| Uecan tower. 11% | Mediranic Packway,  |(DDPA2Dd) = Submission of original, legalized and valid Free Sale
| foar, plot # G-3, Minneapolis, MW (Dhaal Chamber Implantable Certificate (FSC) since the copy of the certificae is
Khayaben ¢ Igbal, | 55432 UISA Diefibrillntor) submired.
Block 09, Clifton, Class 1 * Nobwrized snd valid 1S0-13485 certificate, fial
Karachi. Manufpcturing : quakity  assurance,  design examination  amd
facility: Shelf Life: 18 months declaration of conformity are required
ELI: 0273 Medtronic Europe Sarl o
Route du Mollizu 31, |Grouping: SMD
3685 (K) Case Postale, 1131
Talachenaz, (DDPAZDA)
Evaluator Switzerland.
AlX
FEC: US FDA (copy)
Yalid nll: 16062022
Storage conditions;
-18%C 1o 33°C
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Application softwane;
DanLs

&1, |Ms Medtrenic Legnl Manufacturer  |Cobalt XT DR MET Beferred for:
Pakistan {Pvt) Ll Medironie Tne. 710 SureScon
Doean tvwer, 21 MME::.E Purkway, (DDPCI0T Y # Submizssion of eriginal, legubized snd valid Free Sale
floar, plat 8 -3, Minneapolis, MN (Thsal Chamber linplantable Certificale (FAC) since the copy of the cenificate is
Khavaban ¢ Ighal. L4437 1184 Definrillator) submicied.
Block 09, Clifian, Class D o MNotarized and valid 1S0-13485 cenificawe. fall
Karachi, tari quality assurance, design  examination  und
:::::;“ - Shelfl Life- 18 months declasation of conformity are sequired
ELL 00273 Mdrronic Europe Sarl | - SMD
P Route du Molliay 31,  |UmUping:
a Case Postale, 1131
Tulu:hnena:_ (DDPCIDT)
Evalaator Syeilzerinnd.
AD-IX
FSC: US FDIA (copy)
Valid till: 16062022
Storage conditions
-15°C 1o 55°C
Application softwure:
D0 s
a2 |M's Medimonic Legal Manufacturer  |Coebalt XT DR ME] Deferred for:
Pakistan (Pvi} L, | pederonic Ine.T10 SureScun
Dhcean tosker, 217 Mederonic Parkway, {DOrAZDIY & Submission of original, legalized and valid Froe Salg
flacr, plot # G-3, Minncopolis, MN {Drual Chamber Implaniable Cenificase (FAC) since the copy of the cenificats i
Ehayoban e Tgbal, 55432 UI5A Defibrillator) arherined
Bleck 09, Clifton, Class T & Notarized and wvaldd 1S0-1348% cenificate. fiall
Karachi. Manufaciuring _ quality amurance, design  examinnfion  and
facility: Shelf Life: 18 months declararion of conformity are reguired.
ELLE DO2T3 Medironse Europe Sarl | _ » Submission of docunents supporting the life span of
Route du Mollizu 31,  |Grouping: SMD 18 morhs for the applicd medical device is required
I6E0 (K] Case Postale, 1131
Tolochenaz, (DOPAZL)
Ewvaluator Switzerland.
AD-IX FS0: U5 FDA {copy)
Valid till: 16062032
Slonege condilions.
-THC b 5570
Application sedbware:
[CAELI00S
&3, |Mis Medironic Legal Manufacturer “FlexCath Advance ™ Deferred for provision of orgmal LOA and
Pakistan (Pvr) Ll [ Catheter infroducer) | eredentials of manufscturer abroad duly notanzed,
Ocean iower, 21% Medironie CryoCath LP valid and medarized Full Cualiny Assurancs and 150=
Noor, plot & Gi=3, QOO Autoroase Muodel: 4FC12 17485 Certificaves.
Khnyaben & lgbal, Transcanadienne {aterale)
Thlack 09, Clifton, Pointe= Claire. Quehee Cass [
Karachi. HAR 528, Canada. Shelf life: 1 yours
ELL: (273 F5C: Canadn
1150 (k)
Dtz of issue: 24
Evaluator: May 28
AD-I
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il

M5 Medironic

| Pakistan (Pvi) Lid,

Legal Manufacturer:
M. Medtronic e, 710

DEP®  Silicons  RCSP
Canpula with Ao inflae

Deferred for proviseen of fellowing documenis: -

Letter of deferred cases of MDB-47 Meeting (29-03-202 2]

Dcean wwer, 21# Medtronic  Parkway, | Cuff = Uriginal Letter of Authorization.
floar, plod ¥ (5=3, Miﬂhﬂﬂ[ﬂﬂi-’l. MN 25432 {Eun:lnln' Sinus I'.'E.I'.'Iﬁuhl] & ‘:H‘jg'l'!ﬁ] Credentials of manufcturer nbroad.
Kimpromn sighal, | US4 Steile * Valid 1S0-1 3485 and FQA certificate
Black ':rg., c]iﬂ.fll.'l. Cuiﬂﬁ.s per BEC - l:lﬂm.ru] Valid Emw} i sd  Fres EHI:
Karachi, ﬂ-‘l.lﬁﬂ'll:l‘lrﬂ'mﬂl'ﬂ Clias: Iil' Etﬂjﬁm{.:
Mis. edtronic | Shelf Life: 03 Years A TE : p
ELIMNI2TS Perfusion systents * Design Examinstson Centificate.
1345K) 7611 Moerhland Drive,
Minneapolis, M
FH2E, UsA
AD-N FSC: Usa
Dhate of Issoe March
e 2018
Walid THl; March 08,
2020
65, [M's Medironic Legal Manufacturer: | DLP® Deferred for provision of following documents: - |
Pakistan (Pvt) Ltd, | M's. Medironic Inc, 710 | Pericardial Intrncardiac
Ocean tower, 219 Medironic  Parkway, | Sump = Original Letter of Autjhorization.
floar, plot # -3, Minneapolis. MM 53432 | (Cardiopulmonary  bypass » Original Credentials of mamufscturer ghroad.
e ol R Sty aicrnl) * Valid [S0-13485 and FOA centificate
Block 09, Clifton, Stertle . poga >
Karachi Manufacturer Site: | Code: 12112 2 E"ﬁ'ﬁu Vel Embasy asied Free Sile
Mis Medironi: FET Ny
ELI-00273 Perfusion systems 7611 | Class: D * Bexiin Exatnimtion Conificste
1348 Morthland Dwive,
Minneapolis, MM | Shelf Life: 03 Years
Evaluatar 55428, USA
Al
FSC LIsa
Dinte of lsswe: March
0, I018
Valial Till March 08,
L]
66 | Mis Medironic Legul Manufacturer Mext Generution Rio- Deferred for provision of fallowing documents; -
Fakistan (Ps1) Lid, Medironic Inc. 710 | Medicus TM Adalt Venous
COcenn tower, 21 Medronic  Parkway, | Cannulse Kis » Origingl Letier OF Autjhorization.
Tlooe, plot & G-3, Minneapolis, MM 55432 » Original Credentials of manufacturer abroad.
Ehayabus o lghal, | USA Cardiopulmonary bypsss | o viglig ISO-13485 and FQA, pertificate
ERACCH, CHiE. P * Original, Vilid Embassy anesied Free Sale
K.arnchi. D'EI‘IIH Fll:ilﬂ?: Certificate 3
Medtronic  Perfusion | Code: z o .
ELI: 00273 systems 7611 Morthland | 96600-112-96600-117- ~ Poige Busrnitin Certifioms
1195 (&) Drrive, Minneapotis. MN | 966001 15-56600-121.
5428 15A Gy 23
; BGGH00-1 2 3-96600-127-
Al Manufactoring GG0-1 2%
Farility:
Medirenic Mexico S.de | Class-D
RL de CV Av. Pasen
Cusapah Shelf Lifc: 4 years
FSC: LisA
Valid wifl: =
Belarih, 2024
67 | Mis Medtronsc Legal Manofacturer: Awips Hydrophilic Deferred for provisien of followmg documenis: -
Pakistan (Pvt) Lid, | Medtronic  Ine. 710 | Guidewire
Orean tower, 215 Medtronic Parkway, *  Walid and Original Agency agreement or leter af
floar, plot # (3.3, Minmneapaliz, MM | (Peripheral vascular authorization
Khivaban 2 Iqbal, | 55432, LiSA Guidewire, manual) L = Valid and Originel Free sale certificat in the
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Rinck 0%, Cliftam,
Kazachi,

Manufnctoring skte:
Micro Therapeutics Inc

Codes & Sizes: As per F5C

Class-[d

counbry of origin duly anested by Embassy of
Pakistan.
= Walid Production Cuality BManppemnent System

d/b'a eviMeurovseualar Certificate (150 131483y GMP
(ELI-00ZT3) Q775 Toledo Wy, Shelf Life: 3 vears ¢ Walid Full Quakity Assrence Certificals or
Irvinee, CAS2A1H LS4 {1 ¥eur Real time siability edquivabent,
200 FSC LISA sudics data provided) = Original and valid Design examination certificae
duly notarized by the country of origm.
Exaluitor Valid till: 23.07.2021 s Stahifity studies dutn upto claimed shelf life
Al
68 | Mis Mederonic Legal manufscturer CELLD Balloon Guide Deferred for provisien of fellowing documents: =
Pekizan (Pvi) Lid, | and Manufacturing Catheter
Cicean tower, 21" site: = Valid Production Cuality Manngement  System
flnor, plat # G-3, Fuji System (Introvaseutar accluding Certificae (150 13483) GMP Certificate.
Khayaban & lgbal, Coorparaiion, holloon cutheter. lmags- * Original and Valid Design Exammation Cenificote.
Block 09, Clifton, Shirakawa Plast 200-2, | guided) o Orriginel and valid agency agreement or letier of
Komracli Aza Ohira, Odaburn, awihisriztion from masufaoneer (lezal) £ oaner ar
Mishipa, Mishi Codes & Sizzs; As per FSC market suthorization holider IMAH) or fts muhortzed
(ELT-MZT3) Shirakawa Gun distributer, duly notarized by the country of origin,
Fukushima Japan Clas-D
2047
FSC: Japan Shelf Life: 3 years
AD-l Woalid ull; 18-04. 2019 N
69, | Mis Medironic Legal Manufacturer: | PHENOM Catheter Deferred for provision of following documents: -
Pakistan (Pvi) Lid. | Medtronic  Inc. 700 | {Vascular Guide-Catheter)
| Dwean tower, 21T Medimanic  Parkway, | Single use s Valid Production Qualiy  Management  Sysiem
flear, plot# G-3, | Minnecapolis, MM | Codes & Sizes: As per FSC Centificats (150 13485) GMF Centificole.
Khayahan ¢ Igbal, 55432, USA » Valid Full Cuality Assurance corfificate  of
Block %, Clillon, Manufacturing site: Class-I) equivalesL,
Karachi. Micro Therapeutics Inc = Walicl Declaration of Conformity (DaC)
dhfa evIbewrovasculor | Shelf Life: 3 years = Yalkd Free Sale Cerificate of country of origin duly
(ELL-00273) 4773 Toledo Way, attested by Embassy of Pakisan.
levine, CAS2A18 LISA = Origingl and wvalid agency agreement or fetier of
J09E | FSC: Metherlanils authorization {rom manufactarer (k=gal) / oener or
masket authorization holder (MAH) or its authesized
Evaluator: Valkd till: 13-04-2020 distribuser,
AD-II » Credentinks of memufacturer sbrowd duly ratarized |
from the country of origin.
gl bdis Medtronic Legal Manufuctarer: Pipeline Flex Embolizntion | Deferred for provision of following documents: -
Pakistan [Pvt) L, Mediropic  Ine, 70 | Deviee with Shicld
| Dcenn tower, 21" Medironic  Parkway, | Technology * Volid Production Quality Management  System
fipor, plot #.0-1, Minmeapolis, MK Centificate {150 134855 GMP Centificate
Khayaban ¢ Igbal, 55432, 1154 [Bare-metal intracranial ¥ Valid Full Quafity Assurance cemificats  of
Block 0%, Cliflon, Manufncluring site: vazeulor stend) eduivalent
Karchi. Micro Therapeutics lne = Valid Declaraton of Conformaty (DaC),
dibia evINewavascular | Sierile = Yalid Free Sale Comifieste of coumtry of ongin duly
(ELI-00273) 4775 Toledo Way, pitesied by Embassy of Pakistan
frvine, CATZHIE USA | Cuodes & Sizes: Asper FSC | # Omginal and valid apeacy agresment or lemer of
999 FS( LISA, ainthorization from manefctienes (legal} ©owner ar
Clags-D enasket suthorization hedder (MAH) or its punborized
Exaluaiar: Valid fifl; 23.072021 Shell Life: 3 years distributer,
AD-lI s Creclentinks of remufactarer abraad duby notarized
from thi couniry of origin.
T | Mfs Medirmaie Legal Manufacturer: MARKSMAN Catheter Deferred for provision of fllowing documenls: -
Pakistan { i) EAd, Meduenic  Inc. TID
Ohoean ower, 212 Medtronic  Paskway, | {Vascular microcotiveter) » Valid Full QA certificaie or equivitlent.
floar, plot# G-3, Minnenpoliz, MM s Valid Declaratipn of Conformity (BoaC)  dub
Khayahan ¢ gbal, 55432 IS4 Coddes & Sizes: As per FSUC notarized From countsy of origin
Block 09, Clifton, Manufaciuring site: # Oripinal and Vaiid Free Sale Cerificats of the
Karachi, Cluss-D eountry of origin_duly wttested by Embussy of

Letter of deferred cases of MDB-47 Meeting (2%-03-2022)




Micro Therapeutics Inc

Pakistan,

{ELI-0H273 ) d'bva eviNeurovascular | Shelf Life: 3 vears * Valld Production Cuality Managemenst System
3773 Tolede Way, Centificate (150 |3485) GMP Centificate duly
3000 Irvime, CATIGIR UISA nodurized from country of origin,
F5C USA * Original and valid ogency apreement or Jeter of
Evaluator: authorization from menufacturer {legal) | pwner ar
AT Valld will: 23.07.202| marke! suthorization bolder (MAH) or {15 authorized
distributer duly notarized by the couniry of arigin
* Credentials of manuficturer abroad duky notarized
fram the country of onigin.
72| M3 Medtronic Medwronic Inc. 710 Agure XT DR ME] Deferred for provision of following docoments: -
Pakistan (Fvt) Lid, Medironic Parkway, SureScon
Oicean tower, 21 Minncapolis, M * Valid Full QA certificate or equivalent.
fioar, plot # -3, 55432, 175 | ENeal=-Chamiber = Walid Declaralion of Conformity (DoC) duly
Ehaynban ¢ lqhal, Implantable Pacemnker, notarized from eountry of origin
Block 09, Clifton, Muanufocturing sites: mals respodsive) » Oviginml and Walid TFree Sale Cenmificate of the
Karschi. Mudtromic Europe Sarl counlry. of origin duly altested by Embassy of
Rowte d Mollizu 31, Uodes: W2DR01 Pakiztan
{ELE-HR273% Case Postale, * Valid Production Cualiy Management Sysiem
1131 Tolochenue, Class-[y Cenificate (IS0 13485) GMP Centificute duly
J0a2 Swilzerlond autarized from country of origin,
Shelf Life. 18 menths from | = Detsdl of manufacturing and quality controd process.
Evaluator: FSC Netherinmis the date of power source * Original and valid agency agreement or letier of
AL walid @&l 01072030 cofinection nuthorization fromm mamufactarer (legal) / owner ar
markzl suthorization bolder (MAH) or ik authorized
distrvhuter duly notarized by the country of arigin
* Credentials of manufacturer shroadd duly notasized
froem the country of origin
T3 | Mia Medironic Legal Manufactwrer: | Echelon Micro Catheter Deeferred for provision of following documents: -
Pakistan {Pvt) 1ed, Medtrocie Ine 70
Ocenn tower, 21" Medronic  Parkoway, | (Vasculsr Micro Cotheter) | » Valid Full QA certifieale or equivalent.
fiosr, plot 2 G-3, Minneapoliz, MN * Valid Declaration of Conformity (DoC) duly
Khayaban e [qbal, 55432, LISA Codes & Sizes: As per FSC petarized from coumtry of orgin,
Block 08, Cliften, * Drigingl ‘and Yalid Free Sale Cerlificaie of ihe
Kamachi. Manufacturing site: Class-I country of origin duly adesied by Embagsy of
Micro Therapeutics Inc Pakistan,
{EL1-00273) d'bia evINeurovascular | Shelf Life: 2 vears * Valid Production Quality Management Sysiem
9775 Toledn Way, Certificale (IS0 13485) GMP Certificuse duly
2984 Irvine, CAY2618 USA noterized from country of origin.
F5C LISA * Original and valid sgency ngreement or lener of
Evaluator authorization from manuficturer {legal) £ owner o
Al Walid till; 23.07.2021 market authorization halder (MAH) or its authorized
distribuler duly natarized by the country of origin,
* Credentinls of manutseturer sbroad duly motarized
from the country of arlgin,
T | Mis Medmonie Legal manufacturer: Attesin 5 DR MET Deferred for provision of following documents: -
Pakiztam {Pwvi) Lad, Medtromic Inc. 710 SureScan
Chozan lwer, 21# Mudtromic Parkway, [ = Walid Full A centificate or equivalent.
Moo, phot ¥ (3.3, Minneapaliz, MM Druaal Chuember Implantable | » Valid Declarstion of Conformity (Do) duly
Khnyaban ¢ lgbal, 35432 LFsa Pace Maker, rute- notarized from country of arigin.
Block 0%, Clifion, responEive. » Original and Valid Free Sale Centificare of the
Karachs, Manufacturing sites: country of osigin duly atiested by Embassy of
Medironic Europe Sarl. | Codes & Sizes as per FSC™ Pakistan
(ELI-273) | Route du Maolbiag 31, * Valid Production Cuality Manapemem Sysem
Cae Postale, Clasas-[¥ Cenificate (150 13485) GMP Centificate duly
514 1131 Tolochenaz, notnrized froom courmtry of origin,
Switzerland Shell Life: 18 months from | ® Origingd and valid apency agreement or leter af
| Explugfor: the date of power source autherization from manufacturer (legal] ¢ owner or
AD-TI FRC Methertands conmection rarket sutharization holder (MAH) or it authorized

walid till 01-07-2020

distributer duly notarized by the country of origin
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from the country of origin
* Complete sabiliy studies detn supporing the
chnimed sheelf itz

T8, b5 Medronic Legal manufacturer: Perceptn Quad CRT-P MRI | Deferred for provision of follvwing documenss: -
Pakistan (Fv) Lid, bedironic Inc. 710 Sure Scan
Dicean wwer, 21" Medironic Parkway, w Yalid Full A certifican: or squivalent.
fioor, plot # G-3, Minneapolis, MM Cardiae  resynchronization | = Valid Declurstion of Conformity (Tl?)  duly
Khmysban @ 1qbal, 55432 TUsA therapy implartable neatarized From countes of origin
Block 08, Clifton, Pacemaker * Original and Vaidd Free Sale Cenificme of the
Foarachi. Manufacturing sites: country of orgin duly nbesied by Embassy of
Medtronde Burope Sarl. | Codes & Sizes as per F5C Pakistaie
{EL1-H02T3) Frowute do Mollian 31, o Valid Produgtion CQuality M Hystem
Case Poslale, Claszs-I Certificete (150 [3485) OMP Certificate duly
2501 1131 Tolechenase, nortarized from country of origin
Switzeriond Shelf Life: 18 monihs from | * Origloal and valid apency agroement o ketier of
Exvalugtor: the date of power source authogization from masufacnmer (legal} / owner or
A Medoronic Poerio Rica | connsction markel suthocization bolder (MAH] or s authonzsd |
Orperations Co,, Jusens distributer dily notsrized by the counsry of argin.
Road 31, Km. 24, Hm s Credentialz of manufsctarer gbroad duly notarized
4, Ceiha Morle from the country of arigin.
Induserial Park, Juncos, = Detnlls of meamfncturing  and  guabity  control
PE OOTTT LiSA PEOCEss,
FSC Metherlands
valid Ll O1-07-2020 ~
Th | M Medinonie Legal Manufncturer: | Rehar Micro Catheter Deferred for provisien of fdlowing documents: -
Pakistan (Pvi) Lid, | Medtronic  Ine. 710 | Peripheral! Coromary
Ozan tower, 21 Medironic  Parkwiy, | Vascalar Micro  Cothedes | o valid Full QA certificate or cquivalent
floor, plot # U3, Minneapolis, o « Valid Declaration of Conformity (Do) duly
Elayaban e Igbal, | 53432, USA Codes £ Sires: Az per F5O notarized from country of arigin,
Block 09, Clifton, = % alid Frec Sale Certificane of country of arigin duly
Karachi. Manufacturing site: lass-D ancsted by Embassy of Pakistas, !
Micro Therapeutics Inc = Vilid Production Quality Managememt System
{E11-00273) dib'a evIMeumovascular | Shedf Life: 24 months Certificate (150 13485) GMP Cemificate duly
5775 Toledo Way, nedarieed from country of origin :
759 trvine, CAS2618 LISA * Original and valid ngency agreement of lerier of
Sterigenics U5, LLL suthorization from menutactarer (legal) / owner or
Exaluator: 0l South Giftond Ave. miarket nuthorization holder (MAH) or its auhorized
ALl Los Angeles, CA distrihutar duly notarized by the county of origin
0058, LSA s Credentiale of manufacturer abroad duly natsred
froan the coamiry of origin.
FSC UsA
valid till 23-07-21k21
T | Ms Medironi Legal manufacturer: | Claria MRI Quad CRT-D Deferred for provision of fellewing documents: -
Pakistan (Pvi) Led, | Medironic  Ine. T | SureScan
Chccan tower, 21% | Medwonic  Parkway, | Cordise nejynehronization | o valid Full (A certificate or equivalent
flpar, plot & Ged, blinneapolis, MM 55432 | therapy implantable s Valid Declaration of Confoemity (D6 duly
Khayohan e Ighal, LiSA delthrillator natarized from country of origin. ; -
Block '|'.'_|'9‘, Clifton, . Code: {DTRAZCT) « Valid Free Sale Certificate of country of origin duly
Karachi. FF;@. bz_tmerlands attesied by Embassy of Pakisian,
valid till £41-07-2020 Clase-0 o Valid Production Quedlity Mansgement  Svstem
{ELI-D0271) Shelf-life: 18 months Cenificate (150 114850 GMP Centificate duly
nodarized from country of origin
JAET = Deigils of monoelsewrng and  qualiny  comtrol
PrOCesses.
R » (riginal and volid sgency agreement of leter of

sutharieation fram manufacturer (legal) / owner o
miark#1 avhori zatbon holder (MAH) or itz wathoried
digtrrbuber duly nomarized Ty the country of oagin

= Credentials of mopufacturer abroad disly notarized
from the country of cegls.
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T8, | M5 Medtroaic Legal manufacturer: Agra XT DR MRI | Deferred for provision of follewing documents: -
Pakeztan (Pvi) Lid, Medtronic Inc. 710 | SureScan
Ocean lower, 219 Medtronic  Parkway, | Dual Chamber Implunizhle | . Valid Full QA certificate or equivalent.
flaor, plot ¥ G-3, Minneapolis, MM 35432 | Pace Mouker, rale= | o Walid Deslgn Exrination Cerniflcae duly notarized
Khayaban ¢ lqhal, UsA responsive, from country af origin,
Block 09, Cliftoe, Codes & Sies as per FSC* | o viatiyl Free Sale Contificae of country of arigin duly
Karschi ::ﬂﬂ l-lmel'l'li m;;j 5 attested by Embassy of Pakisian,
edereaic Europe SR = Yalid Productio ity 3 Swvgiem
(ELI-D0273) Route du Molliau 31, | Shelf-life: 18 months Certificate (180 1 ﬁ'ﬂ? Gﬂ?“ﬁ“}:ﬁ?ﬁb duly
Case Postale, notarized frem country of origin.
2498 1131 Tolochenaz. * Valid DoC duly notarsred from country of origin
Switzeriand * Deisily of manufscring and quality control
Exalmaror: F5C Switzerland procesges.
authorization from manufscturer (legal) / owner or
market suthorizstion bolder (MAH) or it nuthorized
distribuler duly notarized by the country of arigin,

* Credentiais of manufacturer ahmad duly notarized

fram the country of origm.
9. | M5 Medtronsc Legal Manufacturer: | Mirage Hydrophilic Deferred for provision of following documents: -

akestan [Pty L. Medironie  Ine, 710 | Guidewire

Dhcean brwer, 21® Medtronic  Parkway, | {Peripheral ¥aseular * Walid Full QA cemificate or equivalent.

flaar, plot # (3-3, Minneaplis, MN | Guidewire, manaal) = Valid Declamtion of Conformity (DoC) duly

Khayaban ¢ lgbal, 55432, USA Codes & Sizes as per FSC" notarized from country of arigin,

Block 0%, Clifion, * Original & valid Free sale cenficate in the country

Karachi, Manufactoring site: Class-[ of origin duly attested by Emiassy of Pukistan,
Micro Therapeutics Inc | Shelflife: 3 years * Valid Production Cuality Managemem Sysiem

(ELI-M1273) dbfa evIMeurovasculas Cemificate (150 13485) GMP Cenificate duly
9774 Taledo Way, notarized from coumtry of origie.

2760 Irvine, CAS2G18 USA * Vald and original agency apreemeet o better of
F5C USA authorization from manufsciurer (lepal) ¢ owner ar

Evaluator; miarket authorization habder (MAN) or its sutharized

A1 Walid 1l 23407 202 distribusier.

* Credentials of mannfocturer abrosd duly notarized
from the country of origin.

B0. | his Medironic Legnl Manufacturer: | Axium Detachable Coil Deferred for provision of following documents; -
Pakistan (Pyi} Lid Medironic  Ine. 710 | Sysem
Clesan fower, 214 Medinpnic Paskway, | Nevrovascular ® Only Codes of o configuration [bare, nylon arsd
Moor, plat @ (3, Minnenpolis, MM | Embalization Coll PLGA) will be considered on this spplication.
Khayaban ¢ Ighal, 53432, LIS Cades & Sizes us per FSC* Submit separsie spplications for the resL
Hinck 08, Cliften,
Rarachi. Manafaciuring site; Clnss-10 * Complete stability studies of Axium™ Deachablbe
Micro Thempeutics Inc | Shelf-life: 3 vears Cinil Svstem suppoariing the shelf 1ifé elaim of 3
(ELI-00273) d'bin evIMeurovascualar years.
9773 Toledo Way, | * Valid Full QA cemtifieste or cquivalem duly
2768 Irvine, CASIGIE LISA notsrized from country of arigin.
FRLISA * Valid Declaration of Coaformity (DoC) duly
Evalunbor, notarized from country ol origin,
AD-N Walid till: 23,07, 2021 = Valid original Free Sale Centificate of country of
arigin duly aliested by Embassy of Pakisian.

* Valid Prodaction Cuality Management Sysmem
Centificat (IS0 13485) GMP Certificate duly
netnrized fom cournlry of origin.

* Originnl und valid agency agreement or lewer of
authorization from manufsciurer (legal) | owner or
market sntharization holder (MAH) or its suthorized
distributer duly notarteed by the country of arigin

= Credentials of manufacturer abroad duly notarized |
from the country of arigin.
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FSC Singapore lsiswics
Toage {11-10-2019)

Walld Till: 09-03-2019

81, | M/ Medironic Legal Manufacturer: | AXIUM PRIME Deferred for provision of following documents: -

Pakistan (Pvt) Ltd, | Mediromic  Inc. 710 | Detachable Coil System
Chozan lower, 21% hledaronic Parkwny, | {Meurovascular v Complets sability sudie of Axium™ Prime
floar, plot & G-3, Minneapolis. MM | embolizotion coil) Detachoble Coil System supporting the shell life
Khayabon e Ighal, 55432, USA Coudes & Sipes as per FRC” claim of 3 years.
Black (¥, Clifion, [ = walid Full QA cerificnte or equivalent duly
Kurchs, Manufactoring site: Clnss-12 noitasized from coumbry of arigin.

Micrn Therapeutics Ine | Shelf-life: 3 years » Valid Declration of Conformity (DoC) duly
{ELI-00273) dh'a evINenrovascular muotarized from country of arigin.

015 Toledo Way, s Valid Free Sule Certificate of courtry of oripin duly
7T Irvine, CASTR1E USA anesied by Embossy off Pakistan,

FSC LISA » Vilid Production Chuality Management Sysieen
Evalualor: Ceniificate (150} 13485y GMP Certaficate duly
AD-I Valid till: 23.07.2021 notarized from country of origin,

& {Iriginal and valid sgency agrezment o betler of
mithorization from masufacturer {legal) ! cwner or
market suthorizatxn babder (MAH) of its autharized
distributer duly notarized by the country of origin.

o Credentials of manofacturer shrod duly nolarized
from the country of origin,

%2, | M 5 Ejeroddin & | Legal Manufacturer & | IMS Blood Collection Bag Deferred for provision of following documents: <
Co, POy Box 2629, | Mifg. site: | Single {250ml)
Zia Plaza, Altaf M5 JMS Singapore Ple | Class-Tr Valid & orlginal FSC of country of origin and any
Hussain Foad, Lad., 440 Ang Mo Kio | Shelf Life: 03-years. REA duly anested by the eminssy
Karnchi Industrial Park 1, | Crodes & Sives as per FEC. | #Design examinatiom cerificae;
(ELT-M07H) Singapore  SEO620,
=5 Singapona Reg: Mo, 011442
Walid Till; 09-03-201%
FSC Singopore lssuance |
Drate (11-10-201%) '
81 | M= 5. Fjoruddin & | Legal Manufacturer & | IMS Blood Collection Bag Deferred for provision of fellowing decuments; -
Cn.. PO Box 3629, | Mg, ite: | Triple (500ml + 300mix2)
Zin Plaza, Altaf Mis JMS Singapore Pre | Clazs-D oValid & original FSC of country of origin and any
Hussain Read, Lid, 440 Ang Mo Kio | Shelf Life: 03<pears, RRA duly attested by the embassy
¥arachi Indusirial  Park 1, | Codes & Sizesas per FSO. | e{esipn examinafion certificate.
{ELI-MHXITHY Singapore SaGa20,
57 Singupare Rep. No. 011444
Walid Till: O9-03-2015%
FRC Singapore [smunnce
Date (11-10-2019) _
B4 | M5 S Ejazuddin & | Legal Manafacturer & | JMS Blood Collection Beg | Delerred for provision of following docunmsenis: -
Cao., POY Box 5629, | Mg, site; | Quadrople { $0mi +
Fia Plaza, Aleaf Ms 18IS Singapore Pre | 300milx3) wWalid & oniginal F3C of coury of ongin and any
Hugsain Boad, Led., 440 Ang Mo Kio | Cluess-1D FERA duly atiesied by the embassy
Karachi Fndustrial Park I, | shell Life: 03-years, w [ exanunaibon cemificabe
{ELI1-00078) Singapare 569020, | Codes & Sizes os per F5C
-58- Singaporn:
FSC Singapore lsspance | Reg, Mo. 011445
Date {11-10-2019) Walid Till: 09-03-201%
%5, | M/ 5 Ejgruddin & | Legnl Manufacturer & | IMS Blood Collection Bag Deferred for provision of following dacumens: -
Co, PO Box 5620, | Mig, site: Dsuble (500ml + Hkmd)
Zin Plaes, Abal Mis M5 Singapone Pz | Class-Dr sWulid & origlnal FSC of comiry of cogin and any
Hussain Road, Lid., 443 Ang Mo Kiv | Shelf Life: D3-yeors: REA duly ariested hy the cmbassy
Koarnchi Indusirial  Park 1, | Codes & Sizes os per FSC | sllesisn examinabion corificaie,
(ELI-00075) Singepore 360630,
S Singajsne Feg Mo 011443
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Mis 5, Einzuddin &
Co., PO Box 3629,
Zia Plaza, Almf
Huszain Road,
Kamachi
{ELI-0078)

&=

Legal Manufscturer &
M. Eite:
M's IM5 Singapore Pie
Led., 440 Ang Mo Kio

Indusiriaf  Pask 1,
Singapore S6BE20,
Singapore

FSC Singapore Tssunnce
DCate {11-10-2019)

IS Blood Collcction Hag
Single { 500ml}

Class-D
Shelf Life: 03-years
Codes & Siees s per FRL

Heg, Mo 01122
Walld Tell; 26-02-2020,

Deferred for provision of following documents: -

*Valid & original FSC of country of origin ond any
RRA duly stbested by the embassy
=Design examinntion cenificate,

EBETE Ejaruddin & | Legal Manofacturer: | JMS Blood Bag CPDA-l | Deferred for provisin of kllowing dociments: -
Co., P.0 Boe 5629, | IMS Singapore Pre Lid (Single) 30enlIBSP-RSA-
Zin  Plaza, Alnf [ 440 Ang Mo  Kio | NP-CLP I7GIDT) = Uredentiale of manufucturer nbroad.
Huszain Roud, | Indusirial  Park 1, | {(Blood haps) *  Updated and notarized agency agreement
Karachi Pakistan Singapore Ja620, » FSC of reference counery
— SINGAPORE. Class-D »  Design examinotion cenifjcate
2 = Updsted ard i ISC 13485 B
M FS(C Singnpore issuance | Shelf life: 3 years certificate, the mm corlificaces mmmrrsm
08-04-2020 motarization also the reference has pot been
Evaluator Cade: provided of notarized document
AD-1N B11-5004 ¢  European type Declaration of confoensty, duly
notErized,
*  Undermking on stamp paper,
88 | SEjpruddin & Co., | Legal Manufacturer: | JMS Blood Bag CPDA-1 | Deferred for provigion of following documents; -
PO Box 3629, Zia | IMS Sinpapore Ple Lad | (Double) $00mIIBSP-BSE-
Plaza, Alnf Hussain | 440 Ang Mo Kio | NP-CLP 17G (DT o Credestials of manufacturer abooasd.
Road, Korachi | Indusirinl  Park 1, | (Rlood bags) *  Updated and notarized agency ngreement.
Pakistan, Singapore SHRG20, *  FSC of reference coumtry
BIMNGAPMUE Closs-[3 ¢ Design exomination certlficate
(ELI-000TE} & Uipdated i
2T PR Singapore Bsunnce | Shelf Tife: 3 vears ¢:rtil'|.:;‘a1.l:,mlfm T::ima::j Lﬂilﬂﬂ;i;j ;mm;Er:
08-04-2020 notization alse the reference has wot heen
Evaluator Code. provided of notarized docament,
AT Bll-4018 * European type Declaration of conformity, duly
nplanzed
= Lindenaking on stamp poper,
89. | SEjaruddin & Co., | Legal Manufacturer: | JMS Biood Bag CPDA-] | Deferred for provision of following documents: -
P.C* Box 3629, Fim | JMS Singapore Pre Lid | (Triple) S00mITBSP-BSB-
Migm, Alaf Hussain | 440 Ang Mo Kio | NP-CLP 17G (DT = Credenikals of manufaciurer abnoacl,
o, Karachi | Industrinl  Park 1, | (Blood bags) & Updnted and notartesd apercy aprecment.
Pakistan Singzpare Setaz0, =  FSC of reference country
SINGAPORE, Class13 #  Dhssign cxamination certificate
(ELI-00075) v : | = Updated and nolwrized 150 13485 and FQA
276 FSC Singapore aeance | Shelf life: 3 vears cetificate, the submitted certificates are withou
i 08-04-2020 notrization alsy the reference hus not heen
Evaluator Code: provided of notarized documens,
AD-IlI 811-5307 * Furopean type Declarstion of conformity, duly
nistarzaed.
®  Undenaking on stamp paper
0. | S.Ejaruddin & Co., | Legal Manufacturer: IM5 Blood Bag CPDA-l | Deferred for provision of following documents: -
PO Box 5629, Zia | IMS Singapore Pre Lid | (Quadruple)  S00mIIBSP-
| Plaza, Alaf Hossuin | 440 Ang Mo Kio | BSB-NP-CLP 17G (DT) +  Credentials of manufaciurer abroad.
| Bond, Karachi | Industrial Park I, | (Blood hags) = Updated unid notarized ngency agrecment.
Pakistan. Singapore SHUAIN, = F&C of refirencs couniry
SINGAPORE. Class-D #  Dusign examination certificae
(ELI-0007E) ) _ _ o Updated and notarized IS0 13485 and FOA
2677 FSC Singupore issuance | Shelf life: 3 vears certificate, the submitted comificates ore without
8042020 notarization also the reference hus not been
Evaluator Code:

provided of potarized document.
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Al K11-3408 » Europenn type Declarstion of conformity, duly
natericed,
" # Linderiaking on stamp paper. ~
. M's Elite Traders, Legnl Manufacturer & MUTARS i shoulder Deferrd fur provision of following documents: -
OTice 342-B, Ia M. sites | Implant System # valid T50-13485 & Pull QA ceriificats.
Flaar, B-Blck Lplantcast CimhH o valid & original Letber of Autherization.
Satellite Town Lunchurger Schanze 36 | Class-D
Ruw alppindl. D- 21614 Buxtehus | Shelf Life: § vears.
Chermmany. Codes & Rizes as per FEC
ELL:00193, F5C: Cermany
-154- Date of issue: O7-03-
2010%
o3 M= Elite Traders, Legal Manufactorer & MUTARS @ Hip Implants | Deferred for provision of foliowing decuments: -
Office 34213, 151 Mg, sdte: Sysem, & yalid [S0-13485 & Full QA certificats
Floor, B-Block Implanteast GimbH » valid & original Letier of Authorization
Satellite Town . Lunshurger Schanze 26
Rawalpindi. D- 21614 Buxtehus Class-D
Germaony. Shedf Life: DS-vears.
ELIAMII43. Cides & Skpes as per FSC,
-1 54 1- FSL Germany
Diate of issoe; 07-03-
019
91, | A% Elite Traders Legal Manufacturer & | Bon(ds % K NF Genta Deferred for provision of following documents: -
(HTee 342-B, 1st Mig. sitez | (Bone cement, medicated) o valid 1500-13485 & Full QA centificate.
Floar, B-Block Mic  Oasrtis  GmbH | Geslamicio Sulphate o walid & criginal Lester of Authosization.
Sanellite Towm Lagestr 11-15 diehurg | Codes & Sizes: As per FSC
Rowalpindi hemsen G4807 Germany. | Class: [}
FaL: Chermany | Shelf Life: 03-years
ELI-0153. Dinte of issue;
2127~ 10032020
g4, | W5 Elite | Legal Manufocturer MLUTARS® KNEE Deferred for provision of Walil and Original Agency
Traders,Office 342- | and manufacturing SYSTEM Agreement or Letter of Authorization, Credentials off
B, tst Floor, B- | site (MUTARS & Knee meanufactuner abroad duly noarized from the counlsy
Block Sutellive Implants of ongin, Yalid Production Cuslity Manspemend
Town , Rawalpindi. | Tmplontcast GeobH Code: As per FBC Syatern Cortificate (I80 13485) GMP Cemificare,
Lum=hurger Schanze 26 Class-[r pisd Full Quality Assurance certificate.
ELL:0D193 - 21614 Buxiehis Shickf Life: 5 years
Germany
[1532-1)
FSC: Germuny
Evalzator: Date of lssoe:  March
AD- 07, 2019
Abbott Laboratorics | Lepal Masafacturer & | ALERE HIV Combo 51 Dieferred for provision of; -
0s, (Pakiston) Lok Opp. | Mfg.  sibe;  Abbotu | Class-D The firm asked o provide Declaration of Conlommity
Radic Pakistan GmbH,  Max-Plunck- | Shelf lifi: und Desipn examinasion cerfificale,
Transmission Ring g 65205 | [B-mpnths Clarification is required in regard of manafacturer
Cenire, Hydersbod | Wiesbaden Germany, Codes & Sizes as per FSC. | name. Alere or Abbatt, Japan.
R, Landhi, FSC; Germarry
Karachi issued om 01-12-2020
(ELI-00019}
M/ Cardiac Care Legal Muanufacturer: | Physio 11 Mitral Ricg 5200 | Deferred For pravision of; -
a6, R4, Shadman-1, | Edwands Life sciences, | Mxx s Provide the valid & onginal FSC.
Lahipra LLC One Echwards Way s Walid 150-13485/ lawest GMP seport of nll
Irvine, CA 2614, USA) | Class-1) manufaciaring sibes.
Eli<ii7n Mg, site; Edwands Life | Shelf Life: {Sovenrs, #  Ciriginal Letier of Autborizalion.
sciences, 12050 Lone _ s Provide the technical documents like ssability
{20607} Peak  Parkway Droper | Codes & Sizes: As per studies and QC-detmils
LT 24620 LiSa | FSC
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FSC: LisA
Valid will: 13.07.202%,
Mis Cardine Care Legal Manufacturer & | POLYTHESIS ICICT Deferred for provision of; -
a7 248-C, Shmdman-1, Mig. site: PROUSE *  Provide the valid & vriginal FSC.
Lahare MEDICAL, Rowe du | Class-D » Valid 150-1348% lotest GMP report of al |
Muanpir-fH T3 iy Le | Shell Lifes 5 vears. manufEcturing sites.
Eli=(iMrT0 Temple-France Codes & Sizes: As per ¥ Original Letter of Autharz=tion,
FSC: Frane | F5C. Provide the lechnical documents like stability
§ 1432] Dhe of Issue.23-10- studies and QC-detnils,
2007
Mis Cardine Care, | Legal Manufacturer;: | CARPENTIER- Deferred for provision of; -
9%, 848-C, Shadman-1, | Edwards Life sciences, | EDWARDS & Perimount *  Provide the valid & orlginal FSC,
Lahore LLC Ome Edwanls Way | ® * Valid [S0-13485 |atemt GMP repon of aoll
Irving, CA 92614, LI5A) | (Bislogleal Heart Valbve) manufaciuring sites.
ELI: CHaieD www. edwands pom A0 TFX Diriginal Latter of Authareestion,
-1992- Mifg. site: Provide the technical documents fike swahility
Edwards  lifesciences, | Class-D sndics and QC-details,
{Singapore) Ple. Lad,, 35 | Shelf Life: {4-years,
Changi, Nonth Cresens- | Codes & Sives: As per
Singapore 490641, | FSC,
Singapore
F&LC: LS4
Walid fall: 13.07 2022
Mis Cardiac Care uf % Edwards bovine pericardial | Deferred for provision for following documents -
(1Y BAB-C, Shadman-1, | M's Edwards | paich
Lahmre Lifesciences, LLC One | {Pericardial Parch) » Walid Lener of Aathorizasian.
Edwards Waoy Irvise,
EL-D0070 CA BRI USA Clags.0 ® Embassy attested FSC mmentioning the subyject
273p Shelf Life: 4 years devies.
FSC: USA
Evaluntor Walid 1ill: 14.05 2022 Model: * Headable copy of TFL,
AD-10 4700
Mz Cardiac Care, | Legal Manufacturer: | Muliicath 2 | Deferrered for provision of following documenis:-
Bk} B4E-C, Shadman-1, | Vygon GmbH Co., KG | (Central Venous Catlseer)
L.ahore Prager Ring 100-32070 Yalid Letter of Authorization,
Anchen- Germany | Class: B Valld 1500 13485,
ELIL: (HTH
2235-p FsC: Germany | Shell Life: 5 vears Nowrized eopy of Declaration of Conformity
Date ol issue:
Evaluator 29.03.2019 Caodes as per Dall Driffierentinl Fee of Ra 25,000V as the product fall in
AL class-13,
M/s. Cordiac Care, Lagal mnnilwciurer: Daolphin Deferred for the provisions of following
101, #48-C Shedman-1 PROUSE MEDICAL, iInflation device) deficiencies/dacuments:
Lahore, Route du Manoir-60173 L Name of respansible person is diffienent on form-
vty Le Temple-France | Code: As per FSC TA than Establishinent License.
EL -0 il.  Provide valid IS0 13485, The provided one is
FSC; Franee Class-B expired now but found valid upon submission.
Evuluutir: Dt of Issue: iii.  Provided FSC is scanned copy (Date of lssoe:
[AD-Y1I] 13-02-2018 Shelf Life: 5 vears Feb 13, 2018} bust embassy astestation Is original,
i Therefore, provide Original FSC.

The form-TA need revision  regarding
mentioning  codes, sines, prouping & briel
descriptions of the applied medical device o he
repistered  ete. Forthermore, the  documents
provided are peculiar in explaining tse tmended
medical device product (nome, codes, sizes,
grouping eic.} to be regisdensd,
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M5 Cardine Cane, | Lepal Manefacturer: | Altos Classic Ceniral Deferred for the provisions of following
2. | B48-C, Shadman-1, | KIMAL PLc Anrundel | Venous Catheter- 5 Lurmen deficiencies/decaments:

Lahore 54810, Road. Uxbridgs, Se1 i Form-TA shall be revised regarding mentioning al

Pakistan Middiesex, UBB 154 “eompleti list of warions
United Eingdam (Central Venous Cathetar eonfigurations’cedessizes 1o be registered

ELI: (Nx}T0 adul and paediatric) it. Proposed MREP et given on application form,
Manufacturing site: Urerzfone revise fiomm.

Eviluntar; KIMAL Ple, 34 Codes & sizes: Asper FSC | i, Rizwun hasan mentioned s responsible person

[ A=Y Sherwood Hd, haowever e same 0ot mestioned  on
Brosnsgrove Class-10 caahlishment licanse,

268 Worcestershing BG0 Bhelf Lifier 3 years iv.  Provide Inbels as approsved in coumry of ongin for
30K United Kingdom all codes and s1zes 25 per FSC, Simee the provided

one doesn't eention the neme of manulactaner.

FS LK v. Provide Originad FSC
Date of issue:
16,05 20200

M5 Cardiac Care, Legal Manufacturer: Adtlus Classic Central Deferred for provision of -

{03 | B48-C, Shadman-1, | KIMAL Pic Anandel Wenius Cathelers-3 Lumen

Lahors 54510, Road, Uxbridge, Codes & sizes: As per FSC | | walid Original, valid and embassy amested FSC.

Pukistan {ELIL: Middlesex, LIBS 254 Class=13 Ouly photocopy provided,

(0070} United Kingdom Shelf Life: 3 years [l Provide notarized and valid [S0 13485

b Certificate, Full Quality Assurmnes nnd Disign

Manufacturing site: Fxamimation certificate. Also provide ariginal and
KIMAL Ple, 34 natarized LOA. The already submitied are copies.

ENHRstOr Sherwood Rd, N1 Form-TA shall be revised regarding mentioning of

ATEVI Bromsgrove “complete st of waTious
Worcesiershire B6D configurtions'codes/sizes © be |
3DR United Kingdam registered Proposad MRP nat given on application |

farem, therefore revise form 7A.

IV, Provide Inbels as spprosed in coustry of origin for
all codes and sixes & per FSC. Since the provided
pme doesn’t mention the name of manufaciune.

/s Cardinc Care, Legal Manufacturer: Alrius Classic Central Digferred for the following:
104, | B48-C, Shadman- 1 | Mfs Kimal PLC, 34 Venous Catherrs-1 Lumen
Lahare. Sherwid Rpad, » Provide sability testing of the applied produc
Bromsgrove. { Central Venous Catheter) along wigh the protoce] of the stability shudses frae
ELL: f0ur?0 Worcestershire B60 the fnshed peoduct manafactarer  anee  the
DK, United Kingdom | Codes & Sires; As per FSC sabmicted data s from MT Catheters echnology
which is ot approved for manufacturing of Altius
170-Ré&l Fsi LK | ClassD Classic Catheters-1 Lumen as per the submitied fall
queality assurmce certiflcate
(13002022 Dabe of lsswe: | Shelf Life: 3 veors o Full quality sssurence and Design examingtion
16.12.2020 centificate are issued for Mis Kimal Ple Arundel
Evaluator roud, Usbridge, Middiesex, UBB 254, United
AD-IX Kingdom while the manufactoring facility a5 per
Free Sabe Cerfificaie i Mz M Kimal PLC, 34
Sherwond road, Bromsgrove, Woscestershire Bl
ADE. United Kingdom, please clarify and provids
original, legalized and walid free sale certificare
mentioning  the comsct name and addness af
finished product mumelEctener smee the submired
certificate is & copy,
Provide Instruction for Use fr the appilisd prodisc
Metail of guality controel procedares along with the
westing method and specifications are required.

& Submimion of oedarised 190-13485, full quadity

AssUTANCE Cortificate, dosipn exmmination certificate
and credentiats of manufacturer,

& Please subemit nolarzed and wvalid esier  of

authorization from bepal munudaciurer
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M's Cardiac Care, Lepal Marifaciurer: Altius Classie Centrad Deferred for;
108, | $48-C, Shadmea- | Venous Catheters-4 luman
Luhore Mis Kimal PLC, 34 o Provide sability tesiing of the applied product
Sherwood Road, {€entral Venous Catheter) alatig with the protacol of the stability stsdies from
ELL: 00 Bromsgrove, the finished produsct manufnciurer.
Waorcestershine B60 Codes & Sizes: As per FRC Full quality assurance and Design examination
3DR. Unired Kingdom | cenificase s issued for Ms Kimal Ple Arundel road,
160-R&I Class-[r Uxhridge, Middlessx, UBS 254, United Kingdom
FSC: UK while the manufacturing Facility as per Free Sale
a1m1.2022 Shelf Life; 3 wears Certificate is M Mis Kimal PLC, 34 Sherwood
Date of lssue- road, Bromsgrove, Worcestershire BS0 1D
Evaluator 1602 2020 United Kinpdom, please clarify und peovide
AD-EX original, legalized and valid free sabe cemificate |
mentionieg the comect name. and address of |
finished product manufacturer since the sebmitied
certificuiz is & copy.
Provide Instruction for Use fir the applied product
[hetail of quality control procedures along with the
testing method and specifications are required.
Submizgion of aotarzed copy of 150-13485, full
quality assurance certificale, desipn examination
certificate and credentials of manufacturer,
Please submit notwized and valid lemer of
authirization from begal manufachurer,
MYz Cardiac Care, Lepal Manufacturer: Aldtius Claszse Censral Deferred for:
P06, | 848-C, Shadman-1 | M's Kimal Phc Arundel | Venous Catheters-2 Lumen
Lahuwre road, Usbridge, * The protcol for conducting the aging stability
Middlesex, LIAR 254, (Cemtral Wenous Catheter studics Iz sibmitted whereas the resulis of the sudies
ELI: G000 United Kingdam. adult and poediatric) are not provided with the registration application.
) ) Furthermare, refir the miideling according 1w which
Manufacturing facility: | Codes & Sizes: As per FSC the criterion/protoce] for the said stady is selectad,
J56-l&I M/s Kimal PLC, 34 Fall quality assurunce and Design examination
. Sherwood ruad, Class-D certificate is isswed for M/s Kimal Plc Arundel road,
07.02.2022 Bromsgrove, Usbridge, Middlesex, UBE 254, Unised Kingdom
Worcestershire B6O Shetf Life: 3 years while the manufacturing facility s per Froe Sabe
Evaluator IDR, United Kingdom Centificate is Ms M/s Kimal PLC, 34 Sherwood
AD-IX , > rocd, Bromagrove, Worcestershire B60 3DE, United
FSC: MHRA, UK Kingdom, plese clarify and provide original,
legalized and valid free sale certificme mentioning
Date of lssue: the comect name and sddress of finished product
16,02, 2020 manufacturer since the submiticd cerfificate ic a
COpy.
Provide Instraction for Use foe the applied product.
Detail of quality control procedures along with the
tezting method and specifications are pequined.
Submizsion of notarized copy of 150013485, fll
quality ussurance cerfificate, desipn expmination
certificale and credentials of manufacturer,
Flease submit noiwrized mnd walid  Jefter of
authorization from legal manfacneer.
M Cardiac Care, | Legal Manufacturer: Chord-X suture Dieferred for:
17 B48-C, Shodmunn- | | M Cmn=3X Life | {(Polyolefin suhare,
Lalyore Techaologies, Inc. | mosofilament) Provide Instraction for Lise for the applisd product
(Susidiary of cryolife, | Codes & Sizes: As per FSC |, Submission of following nrotarized and  valid
ELL: (K070 Ine. 1130k Easi documents 15 reguired:
Anderson  Lanz, Bldg. | Class-D ¥ 15013485
B, Aumin TX 78752 ¥ Full quality assurance cenificate
J2000-Ri&] LU5A, Shelf Lifa: 3 years ¥ Diesign examinagion certificane
Grouping: SMD # Dectaration of conformity
Evaluatar FSC: MHRA, UK # Credentials of manufacturer
AL
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Drate of
16.02.2020

[=sue:

# Please submit originnl. notarized and valid lemer of
muihonzation from legal manafacturer,

» Provide original, lepalized ond walid Free Sabe
Certificale

lohmson & Johnsen | Lepal Maoefaciurer: | PROLENE (WE434) Deferred for provisien of; -
108, | Pakistan (Pvt) Lid. | Ethicon, LLC | Polypropylene Sterile  Provide the valid & orgmad FSC.
Office Mo @04, B | Guaynabo LISA Syathetic Absorbable & Valid [50-13485 latzst GMP  repart of all
Flear, Hoslzon Surgical Suture, manufaciuring sites
Tower, Block 3, Class-10. o Origingd Lewmer of Authoriztion and  Dheign
Scheme 5, Clifton, Shelf Life0d-years ecarinstbon cenificate,
Karachi Codes & Simes: Ak per ® Provide the technleal documents like stability
(ELI-00154) FSC. studies and QC-detalls.
=254
Tohnson & Johnsen | Legal Manufacturer & | AVAIL Fixed Curve Deferred for provision of; -
[ Pakistan (Fvi) Lid., | Mg, site: | Cotheters, # Provide the vatid & original FSC.
Office No.B06, Bih | Biosense Webster, Inc. | Class-2, o Valid 15013485 latess GMP report of all
Flnor, Hotizmon 33-Technology Driver | Shelf Life:03-vears. manulbetorng sites
Tower, Rlock 3, Irvine, CA USA 92618. | Codes & Sizesasper FSC | o Oripnal Letter of Authorization and  Design
Scheme 5, Clifton, FRC; USA Walid il examinaixn ceriificate.
Karachi 21-02-2021, & Provide the technical docwments like stabiliy
{ ELI-0i] 54) srilics and CC-details,
=255
b1 Johmson & Legal Manufacturer & | LASSO 2315 NAV Eco- Deferred for provision of; -
P10, | Johnson Pakistun Mg site | Warlable Catheter. # Provide the valid & oeipinal FSC
(Pvi] Lid., Office Biosense Wehster, Inc. | Class-ID, o Valld 150-13485 lwest GMP repon of all
o 26, Rth Floae, 13715 Aoow HWY, | Shetf Lifel. ... nemufacurimg sifes.
Huorlzon Toower, Irwindale CA. USA | Codes & Sizesasper FSC | & Original Letler of Auvthorization and  Design
Block 3, Scheme 5, | 91706 Examiration corificase,
Clifton, Kenachi » Provide the techideal documents Fike - stabilily
stimles and QC-details.
(ELI-001] 54)
-2555.
Ms Juhnson & Legal Manufacturer & | SURGICEL Fibeillar Deferred for provision of; -
111, | Johnson Pekision | Mg site | Ahsorbable Hemostaie s Provide the valid & original FSC.
{Pwi) Ltd., Office Miosense Webster, Ine. | Class-Dn. s Valid 150-1348% lwiemt GMP report of  all
o, B, §ih Floo, 15715 Asrow  HWY, | Shelf Life; 03-vears mrandfacturing shes, I
Horteen Tower, Irwindale CA. USA | Codes & Sizes s per FSC | o Original Letter of Awhorization and Design
Block 3, Scheme 5, | S1708 examination cerificme. |
Clifton, Karachi * Provide the technicnl documents fike subility
siudies aned QU -detxla,
[ELI-00154)
-1498-
Mz Johnson & | Legal Manufacturer: | PFC  Sigma 1weal knee | Deferred for provision of vasd Free Sale Centificate,
112, | Johnsom  Pakison | DePuy  Orthopaedies, | replacement 1500 13485, Manufacturing and QC details.
(Pvi] Lad, Office | lnc. 700 Onbopasdic | (el kree neplacement]
Mn R, Eth Floar, | Deive Warsaw, 1N
Hartzen Tower, | 46382 LISA. Class-I}
Block 3. Scheme 5,
Clifton, Karachi. FSC US FDA validity Shal{ 1efe:
G4-{H-2021
[ELI<01 34} Cisidess s per F50C
| 3198 FEC UL FDA validine
21-05-2021
Evaluatar
AL
W5 Johnsen & Legul Manufacturer: | Celsius Thermocood Deferred for provision of following docamenis:
(13, | Johnsen {Pvi) Lid., | Biosense Webster, Inc, | Catheter 1. Applisd product and prodict class not clear

Office Mo 806, th
Flaor, Horizon

33 Technology Dirive.
Irvine, A USA 92618

Applied as closs B medical device, the codes and

description provided for Celsius Thesmocouple
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Tawers, Block 3, Clas; B (class io be Catheder which indicates ot is class D medical
Beheme 5, Clifton, | Manufacturer: confirmed) device, Some documents are provided for
Karachi |. Binsense Webster, Celsius Thermacouple RD including unsigned
(ELT-001 54} Ing, 15715 Arrow Hwy, | Codes: DOC and that ioo from differeal manefactunsr
Lrwindale, CA 1ISA. As per FEC and EFSP. Chearly stute the product required on
Evaluator: 91704 this application, i3 manufciarer, sites, its codes,
AW Shelf Life:; 3 vears its relevant DOC, its 1FL, all labels and product
[48706A7] 1, Biosense Websler, description and other relevant documents and |
Ing, Circuito Intenior the product is class D medical device then submit
Morte, Mo, [B20 Parque differential foe of Rs. 25,000/ Highlight the
Industrial Sahearcar codes on all legnd documents
Juarez, Chihuabuan 2, F3C, Pull QA 150013485 expired now, Pravide
Mexico, 32574 valul certificates.
{FEC USFDA valid till
21-2-227)
M5, Chemical Legnl Manufacturer & | Monolisa HBs Ag Ultra Deferred for provision of; -
114, | House, &= i, site: (Catzlogue & T2346, * Provided original free sale cenificate (FSC) of
Sikander Malld Bio RAD: 3-Boulevord | 72348 72408), France.
Road, Canal park Hzymond Poincare, | (ElA Microplste Formate- |« The Jetter of suthorization issued by the Bio-Rad,
Gulberg I1, Lahoer: | 92430 Marnes-la. | HBV antigen antibody Switzerland, while all the legal documents
Coguetie, France | delection) including spplication form doesn't describes the
ELIAXI 56. FSC: France | Class-12 subijeet site, clarification i sequined,
-1655« Date of bswe: 1503 | Shelf Lifes..._...,
2R
M Chermacnl Legnl Manufaciurer Genscreen Ulera HIV Ag- Deferred for provision of; -
115 | House, 6=C Mfg. site: | Ab assay
Sikander Malhi Mg BIO-RAD, 3 * Provided origina! free sale cerlificats [FSC of
Road, Canal Park, Boulevard  Raymend | (EIA Microplate Format) Franee.
Gnilberg I, Lahore | Poincare, 92430, = The lester of sutharization issued by the Bio-Rad,
| Pakistan Mames-lo- Conguetle, | Codes & Slzes As per F&C Switzerland, while &l the legal documents
Framee ncheding spplication form docsn’t describes the
ELL: D036, F&L: France | Class-ID subject site, clurification i required,
~2553= Dhartee of Issue;
15.03.2019 Shelf Life: 18 months
Mz Chemnical Legal Manufactorer & | Qeenius HIV Deferred for pravision of; -
116, House, 6= Mig. site:
Sikander Malhi Mfs  BIO-RADL, 3| (FlA Mlicroplate Format) # Provided originnd free sale cenificate (FSC) of
Hood, Canal Park, Boubevard  Raymond France
Ciulbery [1, Lahore Pomncare, Y24M, | Codes & Slzes: Asper FSC | & The lester of authorteiion issued by the Bio-Rud,
Fakistan Marnes-la- Conquette, Switzerlind, while all the legal documents
France Claxs=T0 icluding apphication form daesn’tl describes ke
ELI: 001346, FaC: France subject site, clarification is required.
=1554- Diate of lasue: | Shelf Life: 24 months
[5.05.200%
hi's Chemmicnl Legal Manufacturer & | Geenius HCV Supplement | Daeferred for provision of; -
iiT. Hmese, 6-C Mig. site: | Assay & Controd Kit
Sikander Malhi Mz BIO-RAD, 3 | (Immunachromatographic * Provided orgined free sale certificate (F53C) of
Food, Canal Park, Boulevard  Raymond | test) Framoe
Cudberg 11, Lehore | Poincare, 9430, | Codes & Sizes: As per FSC | & The letter of muhorztion ised by the Bio-Rad,
Pakistan, Mamnes=la- Conquette, | Clpss-D Switzerlund, while all the legnl documents
France Shelf Life: 12 months including application foem doesn’t describes the
ELI: 00136, FsC: France subject site, clarification is roquined,
~2350- Db afl Isme:
"15.03.201%9
M5 Liniversal Legal Manufacturer & | AQUABIRD | Deferred for provision of; -
118 | Enterprises MIfg. site: Surgical Sealant. *  Provide the Origing Letter of Authorization. thae
29 Block 3, Saryo Chemical | Class-[ shows the relation’ legal link of Owner of e
varseas Indusiries, Lid | Shelf Life: product end actual mansfacirer and lmponer,
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Coopemtive 11-1,  IkkyoXomoto. | 2d=months » Provide the valid & origmal FSC of country of |
Housing Soclety, cho, Higashivama-ku, | Codes and sizes as per FSC origin and’or RRA duly anested by the embassy,
Sradium Road, kyoto-shi, Eyoka &05- o Provide the technical documents hike stability
Elarachi (095, lagan, studies, QC-detnils
(EL1-0H007H)

il

- Wi%s, Oriental Sales | Legal Manufacturer & | Cochealer Deferred Tor pravision of; -

118, | Corporation, M. site: Mucleus C1 300 Series. » Provided original fee sale certificate (F5O),

327, DMCHS, Cochealer Limmited, | Class-[d # Provide the original & valid agency agreement.
Clock-3, Haider Al | | University Avenie, | ShelfLife: # Provide the valid 150-13483 cemificate’ lntest GMP
Road Karachi Macquarie  University | 24-months, Tepart.

MEW 2100, Australia. Cinflizs and simes ns per FAE
[ELI-0025) Scanned  copy ol
-3648. ARTGA provided,
Papular Owner & mfg. Siter | MANSORB Surgical Deferved for provisinn of; -

120, | Intermational {Fyr) Polysuture Industria E | Suture, s Provided the originnl free zale certificaze (F5C) of
Led., Hotse Mo, Comercin Lida o | Codes & Sizes: As per FSC Ireland, eriginal leter of authorization, QC-deinils &
(41, Justice MEDTRONIC Certificate of Analysie. valid Full QA and Design
Isarmsllah Road, Company) located o | Clas-D Exnmination certificates.

Bliock T& B Avendia Wereadin o Provide walid 150-13485 certificare’ lstest GMP

KMOHS Near Hill | Gabriel Ramos da Silva, | Shelf Life: 05-years, veport of all manufacturing sites mvolved in the

Park, Marachi 1245 San Schostic do prosiuction of the subject products,

parasio MG 3T9E0 & Provide the clerificsion regarding e Legal

{ELE-DRO9 ) Brazil manufacturer, manufEciring sites md any ofber

=2924- MAH PAH involved in the exporation of the
subject prodoct oo revissd Form=TA alongwith
miseellaneous fee, if apphicable.

Fopular Legal Manufacturer & | MIDSORB Surgical Suture, | Deferred for provision of; -

13 International {Fvi) mig. Site: Polvsuture | Codes & Sizes: Az per F3C | o Provided the original frec sale certificate (F5C) of
Lid., House Mo, Induztrin E  Comersio Treland, ariginal keter of authorizotion, Q0 -detauls &
141, hustioe Leda {n MEDTRONIC | ClassD Certificane of Analyss, valid Full QA and Design
Inamiullah Road, Company)  bocated a1 Examination certificates.

Block 7 & % Avendia Vereador | Shelf Life: 05-vears. # Provide valid 150-13485 conificaie’ lutest GMEP
EMCHS Near Hill | Gabriel Hamos da Silva, report af all manufacturing sites imvalved i the
Park, Earmchi 1245 Sao Scbastio do prodecibon of the subject products
| pomsie MG 390 # Provide the clarfication regarding the Legal

(ELI-R09T ) Brazil manufpciarer, manuficouring sites and any ol
3065 Evidence of Reg of MAIL PAH involved in the exposation af fhe

Brazil, subject produst on revissd Form-TA aloagwith

miscellapenas fie, if applcable,

FSC: HPPRA - Ireland.

Walid will D3-11-2024.
Popular mfg. Site: Polysuture | DEXON TM Surgical Deferred far provision of; -

172, | International (Pvi) Indusirts E Comercie | Sulure # Provided the onginal free sale cerificats (F5C) of
Lid,, House No, Lida {a MEDTRONIC | Codes & Sizes: As per FSC Trefand, onginad letter of asthorization, CC-details &
141, Juztles Company) located  at Centificnte of Analysis, valid Full QA and Dhesign
Inarnatlah Road, Avendia Vereador | Class-D Examination ceriflcaica
Block 7 & & Ciahelel Ramos da Silva, | # Provide volid 1S0O=13485 cenificae/ lapzst GMP |
EMCHS Meoar Hill 124% Sao Sehastin do | Shelf Life: 03-years. report of all manufacturing siles lnvolved in the
Park, Karachi parasio . MO 37950 pradhiction of the subject priducts,

Brazil. # Provide the clarification regarding the Lepal
[EL1-00091 | Evidence of Reg of manulacerer, msanmficiuring stes and amy other
Brazil. MAH PAH involved in the expodstion of the
subject product on mevised Form-TA aloogwith
FSC: HPRA  Treland riscellaneons fee, if applicable
Walid Hll (k5=1 1-2024,
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Fopular mfg. Site: Polysuture | POLYGLACTIN-910 Deferred for provision of; -

123, | Intermntional (Pvt) Industrim E Comercio | Surgical Suture. * Provided the original free sale centificate (FSC) of
Lzd., Hise Mo Luda (o MEDTRONIC | Codes & Sizes: As per FSC Iredand, aripinal better of authoriztion, QC-details &
141, Juszice Company) located @i Centificate of Analysis, valid Full QA and Design
Inamullzh Foad, Avendia Vereador | Class-I Examination certificates.

Block 7 & 8 Gabriel Ramos da Silva, * Provide valid [S0-13485 certificate’ lascat GMP
KMCHS Mear HEl 1245 Eop Schastio do | Shelf Life: D3-vears. repart of oll monufeciunng sies invelved i the
Park, Karachi parssio MG 37040 production of the subject prodacts.
Brazil. » Provide the clarification regarding the Lagal
(ELI4W051} Evidence of Reg of manufacturer, manufacturing sites and any ather
3074 Brazil, MAH! PAH involved in the exportation of the
FSC. HPRA lreland. subject product on revised Form-TA alongwith
Yalid ull 0511-2024. miseellaneous fee, if applicable.
My Fopular | Legal Manufacturer: | Activa DBS Platform Deferred for provision of following documsnts:-

124. | Imemnational (Pvt) | Medironic  Inc. 710 | (Deep Bmin  Electrical
Lk, House Mo 141, | Medironic Plwy, | stimulation system) * Coaripdete description of all the components included
Justice  Imomullah | Minneapolis, MN USA im the system,

Road, Block 7 & & | 55432 Class-[d
EMCHS Meor Hill | Masufacturing site: * Clarification regording the grouping of device in o
Park, Karachi Medironic Shelf life: 4 years SYEte.
Newromodilation 7K
(ELT-{05] ) central  Ave, ME | Codesasper FSC » Shelf life of all the applied compenents’ accessorics
4306 Minpeapolis, MN LISA wsed witldn & system,
55432
Evaluator
EVESI FSC: LISA
Valid Till; §-5-2023
b Fesozsons A Acurate o2 Acrlic Vabve | Deferred for provizion of following documenis: =

125 | Laborstories M Boston . Sclentific | Syslem
Limiced P.O | Corporation 300, Boston | (Cardiae valves, biological
Ferazsons, Sclentifie Way. | with suppos for | o Valid LOA and 150 13425
Amungarh, Marlborough, MA | pereutamseos  implaonintion}

Nowshera  (KPK) | 01752 USA
i Class-I0 . e i

ELI-00120 Boston Scentific : ﬂmﬁm&“ﬁmiﬁw et g
I558-KP Ecublens (ECLD  Site | Shelf Lifie: 12 months

(Svmetis . SA) I

Chemin de la venoge, | Codes & Sizea: as per FEL
Evaluator 1024 Ecublens,
AD-I Switzerland

F&C: Switserland

Vi tll: 24,00 2023
Mlis Ferazsons n i | Expa Angiographic | Deferred for provision of followmg documents -

126 | Labomtorics Hoston Schemific | Cnibeter

Limétied PO | Corporation 300, Boston | {Catheter,  Angiopraphic) |« Valid Letter of Authorizsiion,
Fernzsons, Scicntific Way, |
Aman Mnriborough, MaA | Class-D = All the legal documenzs provided ane copies without
Mawshern  (KPK) | 01752 L&A noilarization and sivestotion,
Manufactering  Site: | Shelf Life: 2 vears
Availmed 5A. De CV ® |Wiferential fee of 250000,
EL[-00120 C. Industrial L. 001 Mz. | Codes & Sires as per FSC
2657-KP 105 Mp, 20904 ot A
Renewal Col. Cd. Mexico CP
Z1444
Ewvaluanor
AL F&C us FIA
Walid till- D608 2022
his Ferozsons = | Much 1 ™ Guide Catheters | Deferred for provision of following docusmenis: -

125 Laboratories Boston Sgientific | {Inravascalar puiding

Limited P.Q | Corporation 300, Bosion | catheter, singhe-use) | » Valid Letter of Authoriztion.
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| Feroesons, Scientific Way,
Amangarh, Martharmagh. MA | Clss-D = All the legal documsents provided are copies withaul
Mowshera  (KPK) | 01752 LSA malariziion ad sttestalion.
Shetl Lifie: 3 years
Manufacturing  Site: » Differentinl fiee of 25.000/-
ELI-00120 Avpitmed 5.A. De OV | Codes & Sizes as per FaC
2658-KE C. Indhusrial Lo 001 Mz
Reneveal 105 Mo, 20005 Int. A
Col. Cd. Mexico TP
Evaluator 12444
AD-111
F5C LS FDA
WValid ull: 06,08.3022
My Ferorsons | Lggpl  Manofacturer: | Impulse Angiopraphic | Deferred for proviston of following documentss-
13z | Laboravorics Biston Scientific | Catheter
Linnited PO | Corporation 300, Bostom | (Catheter,  Angiographic) | « Valid Letter of Autharization.
Ferozsons, Scientific Way,
Amangarh, Marlharough, Mo | Claes-D & All the legnl documents privided are copies witboul
Mowshers  (KFE) | 01752 54 nobarization wad sTestak.
Manufacturing _ Site; | Shelf Life: 2 years
Availmed 5.A, De CY # Differentiol fee of 25 0000~
ELI-[Hp1 2y O, Indusirial Lt 001 Mz, | Codes & Sizes as per FSC
2654-KF 105 Mo, 20005 Int. A
Remewal Col Cd. Mexico CP
T34
Evaluator
AL F5C us FDA
Walial fill: DO 2022
hlia Ferozsons | Legnl Manulfsctures; SYMERGY MEGATRON | Deferred for the provisions of following
29, | Laboratories MONORAIL Everalimus- deficiencies/documents:
Limit=d P | Boson Scienlific Elusing Platinum i Thai M5 Feromsons Laborsorics has alreody
Ferozsans, Corposation 360, Chromium Carapsiry Stent repistered  “PROMUS  ELITE  Moworail
Amiangarh, Boston Scientific Way, | System Everplimus-Fusiey  Plaloem Clhroeminm
Nowshera  (RPE) | Marlborough, MaA Corsmary Stewnr Spstem’” Hoving Reg. Mo, MDIR-
01752, USA {[rug- Eluiing Cononory 0001808 [(Validity of Registration Dot s
ELT-3)1 20 artery ctent, bioahsorbahle. 092 3025), Now the M Feroesons Laboratorics
Manutacturing Site; polymer-coated) has applicd with brand pame  “SYNERGY
Fvaluator: MEGATRON  Maonorail  Everolmns-Eluting
[AD-WIIT) Boston Seientific Cluss=03 Platinum Chromium Coromary Stend System™, 1|
Limdved Ballybrit 1 be same medical device, which NEED
2T74-KFK Business Pork Gubway, | Shell Life: 24 months CLARIFICATION JUSTIFICATION,
Ireland il. Provided the stability stndies of “Project Mame:
Synergy 11", However applied “SYNERGY
F5C: Ireland MEGATRON  Monorsil  Everclimus-Ebeiing
Valid ull: 20000 2023 Plmtimizmi Clrardam Coronary Stend Sysfem”™ s
per form-TA
iii.  Provide valid Criginal Ageney agreemeni of lefier
of nuthorization since siteched on is expired now
[walid npoa sbmision).
iv, Provide the Froe sale certificate in the country’ of
origin duly affested by Embassy of Pakistan,
v, The Provided [50 131483, Full QA certificate &
Dexign  Examuinntion  cenificaie are not  duly
nistarized by the country of pngn.
Bls Fesozsons | Legnl Manufacturer: JUDID 6 Guidewine Deferred for the provisions of following
130, | Labosataries {Ballon Dilation Cathetee deficiencles! documents:
Limited PO | Beston Scientific Guidewine) i, Provvide writlen agroement’ evidence w establish n
Feruzsng, Corporatinn. 300, link between the Lepal Monufocturer and the
Amangorh, Boson Sctendfic Way, | Codes & Sizes: marifaciuring sie:
Nowshera  (KPE) | Marlborough, MA
O173L 1USA LIPM;
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H74939378 [ 902 Boswn Scientific Corporation M), Hoston
ELT-000 2 Manufacturing Sive; HT49393TE3002 Scicatific Way, Marlborough, MA 01752,
LiSa
FMD, CO, Lad, 1-166 | Clags-Dy Manufecluring Site:
Evaluatac: Shimoobari Makashima FMD. CO. Ll 1-166 Shimoohard
[AD-VIIT) Komaki, Alchi, Japan | Shelf Life: 3 years Nakashima Komaki, Aichi, Japan
ii. Provided the photocopy of Agescy agresment also
TS F5C: UEA the same was found expired (valid upon
Valid Till: 10.06.2022 submission}, iherefore provide original end valid
agency ngreement duly noterized by the country of
origin,
ii. Provide the Free sale cemificare in the couniry of
ongin duly amested by Embassy of Pakistan
Provided one is wnattested photocopy.
w. Provide the Production CQuality Manogement
Sy=em Certificaie {150 134850 GMP Certificaie
duly notarized by the coumtry of origin for the
manusfacturing site e, FMD. OO0, Lid, =166
Shimoobarl Naksshima Komaki, Aicht, lapan or
olherwise justify.
Mis Feragsons | Lepal Manufucturer: JUDC 3 Cuidewine Deferred for the provisions of following
131, Lahorntories deficiencies’ documents:
Liminzd P.O | Boson Scientific {Cutheier Guidewire) i Provide wnitlen apreemient’ evidence 1o gstablish a
Ferozsong, LCorposation 30, fink between the Lepal Manufectorer and the
Amangarh, Boston Scientific Way, | Codes & Sizes; manufaciuring sive;
Mowshkera  (KPK) | Marlboroogh, MA LIFN:
01752, USA H749393771902 Bostan Scientific Corporation 300, Baston
ELI-(dM 20 H749383 7730012 Scientific Way, Marfborough, MA 01752, TUSA
Manufacturing Site: Manufacturing Site:
Evaluntor: Class-1¥ FMIDL COL Led. 1-166 Shimeobor Makashima
[ ALV FMD. OO, Lad. =166 Komaki, Aichi, Tepan
Shimoobari Nakashima | Shelf Life: 3 years ii.  Provided the photocopy of Agency agreement atso
6 Komaki, Aichi, lapan the same wis found expired (valid upon
submission), therefore provide coigiral and valid
FAC: L5y agency agreemvent duly notarized by the country
Walid Tilk: 10062022 of origin.
iil. Provide the Free sale cemificate in the country of
origin duly aftested by Embassy of Pakistan.
Provided ont i unasttested photocopy,
v, Provide the Production Quality Managerent
System Centificate (130 13485 GMP Certificats
duly netarized by the couniry of origin for the
manufacturing site Le FMD, CO, Lid [-166
Shimoobari Nakashima Komaki, Aichi Japun o
otherwise puestify.
Mz Ferozsons | Legal Manuficturer: TUD 1 Guidewirg Deferred for the provisions of following
132, | Laboriories deficiencies! documents:
Lamzied POy | Bosion Scientific {Chtheter Guldewine) i Provide writlen agresment’ eviderce (o estahlish a
Ferazsons, Corporation 3040, link begwsen the Lepal Mamufaciurer and the
Ammangarh, Bosion Scientific Way, | Codes & Siees: manufaciuring site:
Moashern (KPK) | Marborough, MA LIPM:
1752, L15A H745594 1 51902 Boston  Scientific Corporaficn 300, Bosion
ELI-0001 24 HT45354153002 scientific Way, Marlborough, MA 01752,
Munufacturing Site: Class-0 LISA
Evaluator: Manufacturing Site:
[AD-NTIN FMD, CO, Lid. 1166 Shelf Life: 3 vears FMDL X, Lid, 1-166 Shimooban Makashima
Shimookar Makashima Foosmaki, Aichi, Japan
27T Komuki, Aichi, Japan ii. Provided the photecopy of Agency agreement
alse the mme was found expired (valid upon
F&SC: USA subasssion ), therefore provide argimal and valid

Vafid Till: 1006 3002

agency agreement duly potarized by e country
af arigin,

i Provide the Free sale certificats in the couniry of
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origin: duly amested by Embassy of Pakisian,
Provwided aie i3 usamesiad phatocopy,

iv. Provide dwe Production Cualicy Management
Syazem Certificate {150 13485) OMP Cenificars
duly notarized by the country of origin for i
manufacturing. site ie. FMWD. OO, Lad 1-166
Shimuoohar Makashing Komaki, Aichi. lapan ar
atherwise justify,

ki's Ferozsons Ll Manulaeturer: Maveriek 2 Monorail Deferred for provision of following:

133, | Labomtories Boswon Scientilic BFTCA Dilatation Catheter | Differential fee of s 25,000 1w be submited ps
Limited. P.0 Corporation 3, the product will be conskdersd as new application
Fergzinns, Boston Scientific Way, | Codes & Sizes: As per FSC | 2, Originad, valid Embassy attested Free Sabe
Amangarh, Marfboraugh, MA Cerificane
Wowshern (KPS 11752 USA Class [ 3, [SO1 3485 of manufhchuring site i@ Matoyia as

cwident from the documenta
ELI-00120 Manufncturing Site: Shelf Life: 3 years 4. Driginal valid poiarized Lecter of Autharization
Bosion Scientific 5. Motarized [hssign Exantination Certificate
Evaluator: Medicnl Device Foe submitted: Rs 23,000-
AD-IY [ Malaysia) SIN BHD,
[2809-EF] PAIT 741, Persiarun
Renewal Case Cassin Sclatan 1,
Toman Perinduscrian,
Baotu Kawan 14110
Bandar Caszsin, Fulzu
Pinang, Maloysiz
F5L Ireland valid nll
11092023
Mia Feroasons Legal Manufacturer: | Sterling Monorail PTA Deferred for provision of following:

114, | Laboratories Baosion Scientific Balboan Dilatation Catheter | 1. Differential fee of Bz 25,000 1o be sabmited as
Limited, P.C) Corporstion 300, the product will be condidered as new application
Fernezans, Boston Scientific Way, | Codes & Sizes: As per FSC | 1. Originnl, valid Embassy attested Free Sale
Amangark, Marlhorough, A Certificate
Maowshera (KPE) 01752 USA Class D 3, Original valid notarized Letier of Authorizstion

4. Nosanzed Design Exomination Certificate

L1101 200 Manufacturing Site: Sheell Life: 3 yeurs

Buoston Scientific
Evnluator: Comoration Two Fee submiied; Rs 25 000/
AD-TV Sclmed Place Maple
[Z210-KF] Grove, MM 55311 LISA
Renewl Case

FSC LS FDuA valid ol

23330033,
Mz Ferazsons Legal Manufacturer: | Symemgy Monoradl Dieferred for provision of following

135, | Labomtorics | Baston Scientific Everodimus Eluting I, Diffecential foe of Ra. 25,000 to be suhmatted o
Limited. P.0O) Caorporugion 300, Plarinem Chromium the product will be considered as new application
Fergusons, Roston Scientific Way, | Coronary Stent Sysiem 2. Original, valid Embnsiy astested Froe Sake
Annagigarh, Mariboromgh, MA Cerfificate
Mowshern (KPE) 01752 LISA 3. Original valid nadarized Letier of Authorzation

Codes & Sizes: As per FSC | 4. Notarized Desipn Exnmanation Certificate
ELI-00120 Manufacturing Site: 5. Signed and stnmped EU Declaration of
Baston Suientific Class-Dy eonformity (O] from the masufacnarer
Evalaator: timited Ballyheit
ADIY Dusiness Park, Gabway, | Shell Life: 24 months
[2R08-EP) Ireland
Renewnl Case Fee sibmuigod; Ba 25 000/

FEC [RELAMNIY valid
Rl 200 2025
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Mz Ferowsons Legal Manufacturer: | Emerae Monomil PTCA Deferred for provizion of following

136, | Loborstories Boston Scientific Diilatation Catheter L. Differential fiee of Bs 25,000 1w be submitied as
Limited. P.0) Caorparation 300, the product will be considered as pew application
Ferozzons, Boston Scientifle Way, | Codes & Sizes: Asper FSC | 2, Orriginal. valid Embassy stiested Free Satke
Amuangarh, Marlbarough, MA Certificate
Mowshers (KPE) 01752 UsA Class-D 3. Originel valid notarized Letter of Authorization

4. Notarized Desipn Examination Certificate

ELJ-D01 20 Manufsciuring Site: Shelf Life: 3 vears

Boston Scientific
Evaluntor: Corporation Two Fee submitted: R 25 000
AD-[V Scimed Place Maple
[2806-KP) Grove, MN 55311,
Renewal Case USA

FSC IRELAND valid

till: {41.05.2025

F5L LISFDAA nat

provided,
s Feroesans Legal Manufscturer: | Emerge Over-the-wire Deferred for provision of followlng:

137, | Lahoralories Boson Scientific PTCA Dilotation Catheter I. Drifferential fee of Bx. 25,000 tw be submitted as
Lirited. P.O) Corpoestion 3, the product will be considersd as new application
Ferozsons, Boston Scientific Way, | Codes & Sizes: As per FSC | 2. Original, valid Embasay atbested Free Sale
Amangarh, Marlbarough, Ma Certificate
Howshera (KPE) 01752 UsA Clags=1 3. Original valid noterzed Letter of Authorization

4. Motarized Dresign Examination Cerificate.

ELI-NI 2] Manufacturing Site Shelf Life: 2 years

Noston Scienific
Evunluator: Camaration Two Fee submitted: Rs 23,000/-
AD-IY Seimed Place Magle
[TROT-KP) Grove, MM 55311,
Renewal Case USA

FSC IRELANDY valid

mill: 01052023

F5C USFDA not

provided.
M5 Ferozsons Legal Manufacturer; | MO {AUTANTLUM Apes ™ Dreferred for provision of following:

138 | Laboratories Bosten Scisntific Monoruil PTCA Dilatation | 1. Differential fee of Rs. 25,000 to be submitted as
Limited. P.C3 Coeparation 300, Cathiter the product will be considered as new applicaticn
Feromions, Boston Scientific Way, 2. Original, valid Embassy attested Free Sole
Amnngarh, Marlbarough, MA Certificare
Mowshera (KPR DITS2 USA Codes & Sizes: As per FEC | 3, Original valid nodarized Letter of Authorization

4, Motarized Design Exarmnation Certificate.

ELI-00120 Manufcturing Site: Class-D

Bioston Scientific
Evaluator: Corporation Two Shelf Life: 3 years
AV scimed Place Maple
[2805-KP] CGirove, MN 55311,
Renewal Case LSA

FSC US FDA valid vl

220221027,
M5 Ferozsons Leagnl manufscturer Vercise ™ Dheep Brain Deferred for provision of =

134, | Labaratories Baston Scientifio Stimulation (DBS) System

Limited. P.Cy Meuromodulacian Active implantable medical | | valig Original and embessy attested FSC, since e
| Ferozsons 25155 Rye Camyoa Device submitted FSC is a copy. Alio provide model of th
| Amungarh, Laoop WValencin, CA Class [ product e be registcred
B1333 154 Claimed Shelf Tife 2 venrs

1. Prowvide noterized and valid 150 13485 Cenilficue,

Full Chaality Assurance and Deésipn Expminaiion

Letter of deferred cases of MDB-47 Meeting (29-03-2022)




Mpwshera (RPK)-

certificate. Also provide origmal ard notarized

Fakistan (ELI- LA, The already subesitted ane copies
Rz M. Provide stabality aging studies since the submattied
dies not speeify shell life nedther mentioned on
Evalugtlor Form7 A,
ADNVTI
hi's Feroesons Boson Sclentific Wercise™ PC System Deferred for provision of -
140, Laborarories Meuremodulsiion
Limit=d, 23133 Rye Canvon Active lmplantable medical | | valid Original and embassy anesied FSC. since the
.0 Ferazsons Loop Valencia, CA Dhvice submitted FSC {58 ﬂw}'-ﬁ-_humﬂﬁtm:dcl oFthe
Nowshera (KPE - Shell life 2 years | 1. Provide notarized and valid 150 13485 Cenificare,
Pakistan (ELI- F5C LisA Full Quality Assurance and Design Examination
Qo12m cerlificate. Also provide originol mnd notanzed
LA, The alresdy submined ane copies,
Evaluaior
AD-VII
b's Ferozsons Legal Manufacturer Sofuri 2™ Guidewires Dieferred for provision of valid 150 13485 Certificate,
141. | Laboriorics Lake Region Madical Full Cruality Assurence aml Design Examinstion
Limited, 340 Lake Hazeltine D, | Codes As Per F5C certificate. Also provide original and rotsrized LOA
1.0 Ferozsons CHASKA, MM US4 Class [ The submitted are expired
Amnangarh, 55318 Shelf lfe 3 years
Mowsher [KPK ) F5C USA valid 1ll April
Pakistan (EL1- Diistribuator 13,2022
k1 40 Boston Scientific
Corporation maring bay
Evaluniar cusl dhiea boalevard
AD-VI quiney MaA UEA
wl's Ferozsons Boson Scientific Wiskchmun Flx ™ Lefy Deferred fior Provizion of vulid notarized 150 13485
{42, | Lahormorics Corposstion 300, Alrial Appendage Closure | Certificate. The submitied hus besn expired Also
Limibed, Boston Scientific Way, | Device with Delivery provide notarized Full Quality Asguranoe and Desipn
P ) Ferozenns Marlborough, MA Swstem Exapminntion certificate. The submitied are copics
Adrangarh. ni753, URA Class 1
Mpwshera (KPR Shelf life 3 yvears
Pakisiun (ELI- Manufacruring Site; FSC Irlumd valid Gl 12
0120 Movember 2024
Bosion Scientific Codes as pe Fa
Evaluator Limibed Ballybrit |
ADVTL Business Park Golway,
Ireland
Mis Fernzaons Legal Manufaciurer Vercise Gevin ™  Deep | Deferred for provision of following dociments: -
a3, | Laboratories and Manufacturing Broin Sinmlation Svsicm
Limited, P.O | Kite: & Wiotar _ .
Ferozsons, (Active Implantable | | :;ﬁ’f‘;ﬁ: Sy R A S
Amungarh, . Bosion SJ:l-:m:_ﬁc hledacal Drevices) | Char facation & ling shelflife ond &
Nowshison (R Neuromadulation conditbnns of each et of the system
Pakistan 25155 Rye Canyon Cades & Sizes: As per FSC e L
Loop Valencla, T4
ELI-DD120 L1325, USA Classald
14 FSC: 1154 Sheli Life: 2 wears
Evalualgr: Valid till: 25.08.2022
AD-IT
Mis Al Farmun | Manufaciured by; ITRAL Guidewine Deferred for provision of fallawing documenis:-
1o Trading, T-C | Mfs Brivant Lad | (Guldewiee)
Sanzlline Town | Purkmore Wit = Manufacturing process and O testing in delsls

Sargodha, Pakisian

Business Park Galway, | Clpss-T¢
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Cousnbry Cialway = stability studics of clasmed shelf ife.
ELIL: 0588 Trefand. Shell Life: 4 vears
2336-P Distributed by: ® 150 13485 ceniificate of amg Intemnational, gmbh,
amg inlemational | Codes & Sizes As per F5C Giermany.
Evalaator GmbH Boschstrabe 16
AD-I 21423 Winsen-Luhe, = F5C of Ircland provided is notarized. the FSC
should be attested.
FEC Lrelamd
e * Declaration of Confiemity provided is withouw
24112020 tiarizagion,
Miz 3M Surgicals, | Legal Masufacturer: | Cording Tape | Deferred for provision of follewing docements:-
145, | Pl 5172 Street | M/s Brasuture Industriz | (Conan Tape' Heart Tape)
172, Barwar Rood, | Comerio  Imporago e *  Manufacturing process and QC testing in detnils, |
Rawalpindi. Exporiacan  Liuda, Rus | Class-D | & Stability studies of claimed shelf life,
Viereador B & Referenoe conntry FSC,
ELI: D22 Vamoncellos dos Reis, | Shelf Life: 5 vears *  Design examination certificae
25071 0 642-  Distrie . |* Essemtial principle checklist.
Industil- ~ Sao | Codes& Sizesusper FSC |, yoeemmion oo validation for medical device with
Evaloaior Sebastian da Grama-5P- sterile Rinction.
AR |
FsC Biraril
Valid Till: ©1.0%, 2024
Mis A Feroz & Co.. | Legal Manufacturer: Stor Deferred fior provision uf'ﬁfl.uwuq documenls: -
146, | Medicine Strect Na. | Shanghai Pudong | Chromic Casgut Sunsre with
I. Moamiot Read | Jahusn Medical | nesdle *  Original and valid FSC of the country of origin.
Karachi. Products  Co, lad = FSC of reference country duly attested or provide
25  Lianfhen Road, | Class-D CE marked dozwment or WHO prequalification.
{ELE-D00GE) Pudonp  Mew  Area, . nal and valid Bl
4058 Shanghai China | Shelf Life: 3 years ¥ E;‘E{tm ,minﬂium}ﬁﬁ
_ o = valid and notaized IS0 1MES and FQA
Evaluator FSC China | Codes’ sizes us per FSC certificaies
AD-I Vadid Till: 21-2-2013 »  Enropean Ty Declarsition of oty
=  EP3Ps and [abels of all applied sizes.
* Fee derification is required in written from the
Bé&EA division.
*  MRP
Mis A Feroz & Co.. | Legal Manufacturer: | Star Polvpropylene Suture | Deferred for provision of following documens: -
[ 147, | Medicine Sireet Mo, | Shanghad Pudong | with ieedle
1. Mamiot  Rosd | Jinhuan Moedical = Original and valid FEC of the country of origin,
Karachi. Products  Co., L | Class-DD * F5C of reference country duly anested or provide
25  LianZhen Road, CE marked document or WHO prequalification.
(ELL-DMGE) Pudong New  Ares, | Shelf Lifiz 3 vears o Original and valid agency agreement.
4063 Shanghad China _ »  Design examination certificate.
Codes/ sizesas pet FSC. | o yalid wnd nmowrized 150 13485 and FQA
Evaluator FSCC China ceniificates.
Al Valkd Till: 21-2-2012 i E‘-H'WHHTFP# Declaration af Emﬂ:l'rnrl.‘:,
»  EPSPs and ksbels of all applied sizes.
® Fee clerification is required o wridlen from the
B A division,
= MRP.
| M5 A Feroz & Co., | Legal Manufacturer: | Star Silk Suture with needle | Deferred for provisien of Fsllowing documents. -
[ 148, | Medicine Smeet Mo, | Shonghai Pudong
| I. Mumiot HRoad | Jinhun Medical | Clags-12 » Driginal and valld F5C of the country of origin,
Karachl. Prodwets  Co,  Lid # FSC of reference country duly attested or provide CE
43 Liandhen  Road, | Shelf Life: 3 vears marked docurment or WHO pregualification
{ELI-00066) Pudong  Mew  Aren, » Original and valid agency apreement.
407 Shanghai China | Codes! sizes s per FSC » Diesign exarmisation cerificate.,
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Evaluator
AD-IN

F5C China
Valid Till: 21-2-3013

o valid and notarized 1501 13485 and FOA conificates.

= Furmpean Type Declaration of conformity

« EPSPsand labels of all applicd sizes

# Feiclarification is required in written from the B A
divizion

a MRP,
M5 A, Feroe & Co, | Lepal Manufacturers | Star PGLA Sumre  with | Deferred for provision of following documents: -
149 | Medicing Steeet No. | Shanghai Pudong | needle :
1, Mamist Road | Jinhuan Medical & Original and valid F5C of the courary of angm,
Karachi. Products  Ca, L | ClassD & IS0 of reference country duly atlested or provide CE
25 Linfhen Road, marked document or WHO prequalification
(ELI-00066] Pudong  Mew  Area, | Shelf Life: 3 years = Ciriginal and valid agency apresment.
4071 Shanghai Chimu & Design examinntion cerfificate
| Codes! sizes as per FSC o Valid and notarized S0 13485 amd FQA
Evaluatar FSC China certificates,
Al Valid Till: 21-2-2013
s European Type Declaration of conformily
¢ EPSPs and labels of all applisd sires.
» Fee clariflcation is reguingd in written froam the BS& A
division.
= MREP.
Mis A Feroz & Co.. | Legal Manafacturer: | Siar Polyesier Suture with | Deferred for pravision of following documents: -
150, | Medicine Street Mo, | Shanghai Pudong | needle _
I. Marriot Foad | Jimboan Mexdical  Drigingl and valid F5C of the coamry of arlgin.
Knrachi, Priduets Co, Lud | Class-D s F5C of reference country duly anesied or provade CE
25 LisnZhen Hoad, marked document or WHO prequalification
{ ELL-0006E) Pudong  MNew  Area | Shelf Life: 3 years » Diriginal and valid spency agresment
4072 Shanghai China # Design examinntion certificate.
Candes sizes s per FSL » Valid and notarized 150 13485 and FOA
Evahmator F5C Clalma cartilieatng
AD-II Valid Till: 21-2-2013 « European Type Declaration of conformity
& EI"SP3 and labels of ol applied sizes
e Fee clarificotion 15 required im wriiten from the B& A
division
= MRP
Mis A, Feror & Co,, | Legal Manufacturer: Srar Mylon  Suture with | Deferred for provision of following gocuments: =
(51, | Medicine Street Mo. | Shanghii Pudong | needle _ _ N
1, Marrict Rend | Jinhuzn Medical s {rginal and valid FSC of the country of crigin
Karachi, Prodocts.  Co.,  Lid | Cless-B # FSC of referemce couniny duly atested o provide CE
23 LianZhen Road, marksd document ar WHO pregualification
{EL1={i88G} Pudong  Mew  Aren, | Shelf Lifie: 3 vears s Oirlgieml and valid agency ogreement
73 Shangha China » Diesipn examination ceriflea.
. Codes/ sizes as per FSC o Vilid and nowrized IS0 13485 and FQA
Evalsator F5C China cortiflicates,
ARl Walid Till: 21-2-2013 » Eimopein Type Declaration of conformity.
# EPSPs and labels of all applied sizes.
= [ clarification id reguined in writien from the Bé&A
division,
= MEE
M5 A Fernr & Lo, | Legal Manufacturer: Star  Polyelyveolic  Acid | Deferred for provision of following decuments: -
152 | Madicine Street Mo, | Shanghai Pudong | Swiire with needle
' 1, Marrint Boad | Jinhuan Medical » Driginal and vabid FSC of the poaniry of arigin
Earachi, Preducts Co,,  Lad | Chas-DD e FSC ofreference country duly ptiested or provide CE
25 LianZhen Rond, marked document or WHO progueslification
(ELI-D006GE) Pudong  Mew  Arcd. | Sheill Life; 3 years » Ciriginnd and valid agency agreement.
4074 Sleanghink Chinn o Design examination cenificate.
Codes’ sized as per FSC o Vidid ol oolarzeed 130 13485 and FOQA
Evaluator I

i

pentificaies.
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| al-n

F5SC China
Walid Till: 21-2-2(113

= European Type Declaration of conformity,

# EFSPs and labels of all apalicd sizes.

* Fee clarification is required in writien from the B&A |
division.

[ Btreet 24, Valley,

Devices BV Located ot

[Puctitmoz]  Efution  Balloon

= MEP.
Mis Vertex Medical | Legal Monufacturer | Carbomedics Reduce | Deferred for provision of following decuments: -
53, | Pvi LTd. T0-B-l, | Sorin Group liaba Sl | Aartic
Gul berg -1l Lakore | Vin Benigno Crespd 17, |(Heart valves) # Orriginal and updated Letter ol Authorization, duly
200159, Milana, Italy natarzd,
ELL: 0150 Class-I = Stability sudles for the clnimed shalf life
1 h0g-F FSC: haly * alid and notarizaed 150 13485 cenificate,
Date of issue: 02-03- | Shelf Life: 5 years » The submitted FQA and design eamination
Evaluator Fois cerfilicates are without natarization.
AD-IN Codes as per FSC » Essential Principle checklist
= Clarification as the application applied on letter head
is for Optiform valve wheress in Form-TA. the
applied device and ils informatian is of Reduced
mortic valve.
Mfs Health Tec, | Legal Manofacturer: | EVEREST Deferred for proviston of valid Free Sale Certificate,
154, | Howse WMo I0-B, | Mfs  Blee  Medical | (FTCA Dilatation Cotheter) | Full Quality Assurance, Design  Examinagion
Sreet 24, Valley, | Devices BV Locaied at Certificate and differential Fee of Rs25,000/-
Foad  Wesiridge-1, | Panovenweg 7, 5708 | Class-D
Lahore HE. Helmand The
MNetherlands Shell Life: 3 years
ELL 000046
Renewal FsC Metherfands | Codes a5 per  Desipn
] validity 14-03-20122 Examinatoon cenificate,
Ewaluaner
AD-IH
Mis  HMealth Tec, | Legal Manufacturer: | FORCE WC | Deferred for provision of valid Fres Sale Ceatficats,
155, | House No. 10-B, | Mis  Hive Medical | (PTCA Dilsistion Catheter | Full Quality Assurance, [lesign  Examination
Strect 24, Valley, | Devices BV Localed ot | Non-complatni) Certificate anc differential Fes of Be 25,000/
Road Westridge-I, | Panovenweg 7, 5708
Luhnra HE. Helmond The | Class-D
Metherlands
ELL: 0006 Shelll Lifi: 3 years
Renewal FsSC Metherdands
603 validity 14-03-2022 Codes as  per  Design
Examination cerlificse
Evaluntor
A1
Mis  Mealth Tee, | Legnl Manufacturer: | SUMMIT CTO | Deferred for provision ol valid Fres Sale Certificae,
156, | House No 10-B, | M= Blue  Medical | (PTCA DILATATION | Full Quality Asurance, Desipn  Eximination
Street M, Valley, | Dhevices BY Located sl | CATHETER Certificate and differential Fee of Ba 25,000
Road Westridge-1, | Panovenweg 7, 570K
Lakhpre HE, Helmond The | Class-D
Medherlanids
ELL: 000045 Shelf Life: 3 years
Renewal F& Meiherionds
L 1HE] valldaty 14-03-2022 Codes a5 per  Design
Examination certificube
Evmduntor
AN
| Mis Health  Tee, | Legal Manufacturer; | PROTEGE Dwug  Fluting | Deferred for provision of walid Froz Sale Cortificate,
157. | House Mo, 10-B, | M5 Blue Medical | Balloon Catheter Full Qumlity Assurance, Desipn  Examination

Centificute, Labels and differential Fee of Rs.29 000

Road Wesridge-1, | Pasovenweg 7, 5708 | Dilstation Catheter)
_Lahore HE, Helmend The
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Metherlonds Class-[b
ELL: MMI046
Remowal FSC Metherlands | Shell Life: 3 yeurs
2845-P validity 14-03-2022
Codes  as per Design
Evnluntar Examination cenificate
AD-101
M Bwntn Phamma | Legal Manafacturer: Hya Joint Plus Deferred as the produc i fom Tabwan.
i58 | Buitz # ALD, Plot B- | Scivison  Biatech Ine. | Svnovial [l Jing
10 Block  13-A | 9 South Gh  Rood, | Sapplenent
Gulshaneg-Ighal KEPZ Kachsung Ciy | (Hyaluronic acid)
Karachi, Pakistan. B06, Taiwnn,
Class-0
(ELI-00367) FSC Taiwan walidity
112 2504-2019 Sheldf life: Mot provided
Evaluator Code: ImL Syninge
Alk111
Mis Mian Scientihic ulactarer: | RecombiLlSA- HIV 12 Ab | Deferred for provisian of following documetns: -
43 | Corporation  (Psi) | M's CTK Biotech Inc. | ELISA Test Ki _ o
Litd 534 Jinnah | 13855 Stowe  Dr. | (HIV 142 Ak ELISA Test | FSC of US FDA a5 the provided FSc missing the
Colony Faisalahad, | Foway. Califomin USA | Kit) suhject device.
IB03 Pakistan . '
FSC California validiy | Class-D Apply separasedy for FITV 142 Ag-Ab ELISA Test Kil
ELL: 00442 23012021
1H58-F FSC USA FOA Shett Life: 12 monaths
Walidiy OF-10-2020 1o
Evuluntor (16 10-2022 Code:
AD-IIT En4in
Mz Hope Pharma, Ml ; | Encournge PTCA Balloon | Deferred for provision of original Ambassy atested
g0, | /B, Guldasht Town, | M5 Medas Ine. 12350 | Dilsiation Catheter | Free Sale Certificate,
Faror Shoheed Road, | Biscayne Bhed # 405, | (PTCA Ballocn Dilatation
Lzhare Merh Miomi, Florida | Catheder)
33181, UsA
ELL 00178 Closs-D
TP F&C LS FDA
Walbd till: 24.03. 2023 Shefl Lifz: 2 years
Evaloator
AL Cades as per F&C
Mis Alla Scientilic | Legal Mapufacturer: | HEALSTONE Deferred for provision of follewing documents:-
161 Suore, Siore-24- | Hepbstone Biotech lnc. | (HIV 12 Ab RAPID
Maclogen Fead, | 655 W Kent North, Unit | DEVICE TEST Casseiic) | o Crederials of Lepal Manufacturer of Canada, az

Lahore

ELL 00148
Ipsn.p

Evaleator
AD-IIT

G630 Yancouver BC VEF
617 Canads

| Mapicuring Site:
{ Zhesieng Orient Gene

Biotcch Co. Lid 3787 4,
[ast Yanggunng
Avenue, Dhpu  Sinssd
Amnji IAZ00 Hizhaon,

Fhijiang, China
F5C Cermany
Dhabe of
I5sue; 13.05. 202 |

Class-D

Shelf Life: 24 manths

i Legal Manufacinrer meptioned om Foomi=7A 55
of Conada whersas the sobmited LOA and FRC
meniboning the Healaone Riotech e, 635 W Kent
Moarth, Uit 630 Vancouver BC V6P 6TT Cannda,
submmir the relevant document

= FRC of Germany missing the apolied device ie
I Rapid Casserte, swhmil the FSC of HIV ¥
famid jest casseme, duly nitested

s FAC of couniry of anigin, duly attesged

o The manufacturing aed quality control detaile

o Valid and Notariped 150 13483 and TOA
cerificates of Legal manufactarer.
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*  Design examinalion certificate as the devies falls in
Class-I3, duly nedarized

* Declarstion of conformity w be primed on
manutaciurer's letter bead duly flled and signed.

* Label of applied model as per FSC upproved in the
country of origin, the provided kubel missing the
required information.

s  Linkup letter or any relevant document berween the
legal manufaciurer Healsione Biotech Inc. 655 W
Kent MNoedh, Unit 650 Vancouver BC VP 617
Canadu and the =ité Zhejiong Orieat Gene Bistech
Co, Ltd 3TET &, East Yungpunng Avenue, Dipu
Street Anji 313300 Hushou, #hejiang, China.

M Al Scientific arer: | HEALSTONE Deferred for provision of following dacuments; -
162 | Sore, Store-24- | Healstone Biotech Inc. | (HCV  RAPID  TEST
Maclogen  Read. | 633 W Kent North, Unit | Cassetic) *  Credentials of Legal Manufacturer of Canads, as
Lahare 63 Vancouver BC VEP the Legal Monufacturer mentioned on Form-TA s
6T7 Canada | Class-D of Canada wherens the submitted 1OA and FSC
ELI 00148 Manjcuring  Site: mientioning the Healstone Biotech Inc. 655 W Kent
2B60-1 Zhejiang Orienl Gene | Shelf Life: 24 months Marth, Lnit 650 Vasosover BC VEP 877 Canauds, |
Biotech Co., Ll 3787 %, sobert the relevant document.
Evalustor Enst Yangguang
AD-[H Avenge, Dipu  Sireet * F5C of Germany missing the applied device fe
Anf 313300 Hurzhou, HIV Rapid Casseite, submit the FSC of HIWV &
Zhejiang, Chinn Fapid test cassetie, duly tiestad.
FSC Germany *  FSC of country of origin, duly afesied,
Diate af’
lsgue:13.05.2021 *  The manufacturing and quality controd detatls.

*  Valid and Motwrized IS0 1348% and FOA
certificaies of Legal mamofacirer

#  Design examinntion certificnbs g the device falls in
Class-0, duky notarized.

*  Declaration of conformity to be prisied on
mEnufacturer's letice bead duly filled and sigied.

*  Label of applied model s per FSC approved in the
conmtry of origin, the provided Iabel missing the
regquared nformakion.

#  Linkup letter or any relevant docament berween the
legal manufacturer Healstone Biotech Inc, 655 W
Kent Morth, Unit 630 Wancouver BC V&P 677
LCansda and the site Zhejmng Orient Gene Bistech
Co., Lud 3787 #, Enst Yangouang Avenue, Dipo
Smeet Anji 313300 Huzhoo, Zhefang, China,

M= Alfa Scientific : | HEALSTONE Deferred for provision of following documents; =

163 | Slore, Store-24- | Healstone Biowch Inc. | (IhsAg  Rapid Tesi

Maclogen  Road, | 655 W Kent Norh, Unit | Cassetis) # Credentiols of Lepal Manufactuser of Canada, as

L.ahore G50 Vapcower BC VEP the Legal Manulsciarer mentioned on Form=TA =
aT7 Canada | Class<D of Canacln whereas the submitted LOA and FSC

ELIL: Qo148 Manicoring Siter enentioning the Healsone Blotech Ine. 655 W Kenl

2861-P Zhejlang Orient Gene | Shell Life: 24 months Monh, Linit 650 Vancouver BC WEP 617 Canada,
Biotech Ca., Lid 3787 &, subimit the relevant document,

Evaluatar East Yangguang

| AN Avenue,  Dipun  Strect
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Anji 313300 Huzhou,

s F&C of Germany missing the applied deviee je

6=, Sindhd
Mluslion, Cooperative
Housimg  Sockety,
Shahrah=-e=Fansal,
Kamchi

{ELI-00013)

Evaluator:
ALY
[4253]

| Building 1#, 47 and A

aren 3F of Bullding
104, Ma. 3701 Morth
Kioong'on Rood, {Xisng
An} Industrind area,
Torch High=Tech Zone,
Himmen City, Pujian
Province, 361101, PR
China

Expodt only certificate
af China

Copy of Netherfands
FSC tssped for Thailand

Code; 801302
Claze

Shedf life: 12 months

Lheiiang, Chima HIV Ropid Cassawe, submit the FEC of HIV %
Rapid st casserie, duly atested,

F5C Germany

Dtz of »  FSC of country of origm, duly antested.

e 13.05.202

& The manufacouring and guality control dewils

v Valid and Mpdsrized IS0 13485 and FOQA
ceritficates of Legal mamifactuner.

»  [esion examination certificate us the device falls in
Class-D. duly notarized.

s Declarstion of conformity & be pranted o
enasiufactarer’s hetver hesd duly ffled and signed.

»  Label af applicd model as per FSC upproved in the
countey of origing the provided labed missing the
roquired information.

»  Lickup lemer or any relevant docuiment between (he
legal marufeciurer Healsone Biotech Ine. 635 W
Eem Morh, Unit 830 Vancouver BC WVal' 6717
Caniude and the site Zhejimng Orient Geene Blatech
Co., Ll 3787 &, Emsl Yanggoane Avenue, Dipu
Sireer Anji 313300 Huzhow, Zhejlang, China.

B M's Briogene Pw 1 Ma . | DBG AHG GEL Deferred for provision of fallowing documents:-
164 Lud., 196-A, Sindhi | [SLAB Bipicknolojl | Anti-enihrocytic .
Wfizsdinm, Tibki Malzeme Saglik | Antibocdies Gel » Credential of manuficturer abroad a5 per Fommad
Cooperative HizSanve  TicAS, approved in 39 mesting of MDE.
Housing  Sociely, | Kayanarcs Mah Kadirli | Class-D
Ehalirah-e-Faigal, Sok.Dblok  MNelOVB » Mamufacturing details and QO testing related w the
Karuchi Pendik Istanbul Turkey | Shelf life- 13 Months applied device
s P50 of reference country, duly silested,
(ELT-GO005) FSC Turkey | Code:
4315 lssued: 4-1-2021 valid | (OBGAHG-30) » Desipn examination cenificate missing the applied
for 36 Mondhs device, submit the design examination cerificate of
Evalustor applied device, duly nomarized.
AD-TI
M5 Briopene (Pvi) | Menufaciurer BARS-CON-D Tes Kit Deferred fior provision of following documents:
IG5 Limited,, Xiamen Zeesun Pyt Lid

1. What is the brand name of the device?

2. Free Sale Certificate (FSC) of Metherlands is copy,
e original amd izsued for Thailand, Provade
original, valid and Pakistani Embassy sitesied FSC
issved for Pukistan for the applied product and It
dhould also comtzin the <ode of the product ie
201302 a= only the name SARS-COV-2 Test Kin
does oot establish thatr i is the applied produc
thit "5 on free sale

3. Front page of the Motory public for all notarized
documents is iom. Chrily why 5 b so? The
natarized docimens showld be provided inoriginal
form for the authenticity 1o stay intad

4. Full QA cermificate snd Design-Examimation nol
provided for the applicd product. Either provide
vilid and mnotarized  cerificates or  provide
justification from manufacterer abroad as w why
Full QA cerificate and  Design-Examination
corlificates are not wvailable for the applisd
prodict

Letter of deferred cases of MDB-47 Meeting [29-03-2022)

Page 46




| 5. Provide pictures of nctual product Inbel for the E

applied product i
6. Provide Esential principles of safely ond
performance for the applisd device & per the
relevamt EUI direviive,
M5 Global Legal Manufucturer: | CPD-SAG -MANNITOL | Deferred for the provisions of fllowing
166, | Miarketing Services, Grifols Quadruple 5.K deficiencies/ documents:
111, Hali Road M5 Labomiories {Blood bags) i.  Provide noterized credentinls of manufactuser
Westridge, 1, Cirifla, 5.4 located s i. Provide original and valid free sale cortificate duly
Ranwnlpidni Parets del Yalles atvsted by embassy of Pakistan, along with
{Barcelona) Spain) Compaosition per 100ml: English translation specifically hightighting the
ELI: 00109 Citrie acid [monohydrate) validity period.
Munufacturing site: D327 it Provide Iabels s approved m country of arigin
Evaluator, C/ Marta, 4. Paligang (eq. 1o 0,29 cliric neid applied medical device. Since the provided one
[AD-VTIT} Industrial Los Llanos, anhydrsus) doesn L mention the name of manaficiurer,
565, Las Torres de Trisodium citrate iv. Frovida English tanslated LOA. FSC, Full quality
28A5 Cotiflas. Murcia. Spain. | {dihydmte} ... 2.63g Assurance and design examination to fisrther
Monobasic sodium process ihe applicatson,
FSC: Spatn phosphate (monehydrate)
Validity: (Unable 1o o 2EDE
casmpeehend ) Dextrose (monobydeate) ..
283
Waoter for injection g.s, .,
10{0aml
Codes & sizes: As per
FsC
Class-0
Shelfl Life: 3 vears
Mz SES Lizgal Manufacturer: WenugA-Valve ™ Svsiem Deferred for the provisions of following
167, | Associstes 14§ deficiencies/ documents:
Ejar Park Model Mis Venus Medech {Transcutheler Anrtic Valve i. Since many fickds are left blank in application
Town Extension, {Hangrhou) Tnc. Room | System) form, therelare provide risvised
Lahure 311, 3F, Block 2, No, form=TA  completely  filled  with  relevant
BE, Jiangling Road, Madei: infoermation,
ELL: D041 Binjing District, L23, L36 129, 132 il Tse flrm i% reyuimed to submit 2 differential fes of
Hangzhaoa, FRC nupees 250007 1 process the application.
Evaluntor; ik The firm submitted FSC af Chinn whick is not
[AD-VTH FSC: China Class-[1 given in Rule 67 of MDE, 201 7. Therefore, ihe
firm may be asked for any FSC of any RRA ar
2811-F Walid till: 2404 2022 Shell Life: 2 years CE centification or WHO pre-qualificatian in the
Eight of Bulé 1502) of ribes ihid.
iv, Provide Stability Studies Repons showing
conclusive results 1o justify the propased sheiflife.
% The submined FSC in the country of origin
doesn't cover tee applied model'codes of medical
prachecy,
vi. Provade valid Full quality sssurance and Design
examination of applied medical device a5 per law
wii. Provide the detsils in English of mamifaciuring
and quality contrel processes of applizd product.
vill. Provide lubels approved in the country of origin
since the provided one dosso'l cover appliad
mandel! codes
Ms Med Ar Hangzhou kanghi Disposable Titnnium Deferred for the provisions of following
68, | Pakistan Medical insrument Co, | Ligation Clips deficiencies’ documents:
A175, Block 13-C, | Lud Codes and Sizes i. The covering letier of the Forme7A hears subject
KDA Scheme 24, | No. 1668 Chungjinag | 108Y.501 regarding registmtion of “Disposable Titanium
Crulshan E lgbal Easl Road, Tongls, 103Y.401 ligatbon clips”, which 15 contrary 1o the mume
Karachi, Karachi Hanzhaar, Zhejiang. 103Y.30] mentioned in form-TA Le “Polvmer Ligation
Ezst Gulshan Town | PR.C. as per F3C of MHRA Clips", elarification is required.
(ELI-00024) ii. _Provide original LOA dulby notarized

Letter of deferred cases of MDB-47 Meeting [29-

-2022)

—

Page 47




Class: € i, The models of applicd prodsct ane different in
Evaluntor: FSC: MHREA Shief life: 3¥ears FSC of MHEA and country of origin {China),
AN III] Date of Bswe: June 24, reed clarifl-cation
] ) iv. Provide valid original embassy attesied FSC by
3330 the country of origin
v. Provide orginal FSC issued by MHRA,
vi  Provide valid Full QA eerificute or equivalem.
duly rotarized by the coumtry of origin.
wil, The provided Dol & devosd of list of medicnl
deviea producs
w5 Gene-Tech Legal Monufacturer: | MEDICURTAIN Smi Deferred for the provisiens of Tulbew g
L& Lahoratories SHIN POONG “Hyaluronic acid {ion- defliciencies’ documents:
24678, PECHS FHARM. CO. LTD animal i, Sterilization sie “The Stwundand Co, Lid 120,
Block 6, karachi= &1, Yeoksam-no, sourcel... I0neg/ml™ Gunpochsonmdansmmenp 2-m,  Cunpo-s,
75400 Pakistan Crangname=gu, Sedul, Gyveonggi-do, Republic of Konzs™ as mentiored
{ELI-00083) DE246, Repubile of Codes & Sizes: in credemtials does't cover under [50 11485
Korea As per FSL i, The firm submitted FSC of Kores which is not
Evaluator; given in Rule 67 of MDR, 2017, Therefore, the
[AD-¥H] Manufacturing Site: Class D firm may be psked for pny FSC of any RRA or CE
SHIM POCNG certification or WHO pre-gualification in the light
334 PHARKM. CO. LTD Shetf Lifes 3¥ear of Bule 71 of mles ikid
7, Wansi-ro, Danwon- iii.  The firm applied "MEDICURTAIN Sml™ which
£2u. Adxsan-si. . i ot mentioned on FSC Konse
Gyeonggi-do, Republic iv. The verification test on the term of HA-Care
of Kot {clzimed &milar to Medicunain} is applicd by B's
SHIW POONG PHARM. CO LTI d45d=4
F5C: Korea Morkroe-dang, Denwon-gu, Ansan-si Kyungo-
Isaue Duate: 11-6-2020 i, Koren, which i different tlsan mannfacuning
sie mmd conducted by Koren Conformity
Labaratories, need clarification
v. Full Quality sssurance aned Production Craality
Assurance is not provided with Lhe applicatiog.
Provide a5 per law
vi, The DECLARATION [on stamp paper) as per
Form=TA i3 not provided with application
Provwida os per law,
wil, Provide valid IS0 13485 of all manufactuning site
invedved in manuirchuring of the applied medical
divace.
viil. Provide original FSC s the provided ane i
Scanned copy
Mz Crene-Tech Syntacoll GmbH Collatamp G Deferred for provision of following documents: -
i, | Lebomtores Dionaustr. 24
24678, PECHS 093342 Sanl ! Dooona Crentamicin Sulfate- & Dnaly nawariosd copy of Credentzl of mamidoctuser
Block &, karachi- CGrermany Collagen implant EL R
75400 Pokistan = Saability study dan for claimeed shelf hie,
FSC: Germany Stertle # Original and valid agency agrecment of letier of
[ FLE=DO0EE) | suthorston from manufacmrer (legal) | owner or
Dt o Issues Class-[3 s ket authorization holder (MAH]) or its autharized
3344 7. 10.2020 diziribigter.
Shelf life: 48 montls = Free sale certificaie m the couniry of arigin duly
Esaluntor: {Real tirme stability studies atiested by Emhasey of Pakistan,
AD- data for 24 months = Walid Production Chality Manapement Sysiem
providesd) Cenificate {150 13485)
e Foll Quality Assurpnes cenificate or equivalent
Codes and Sizes as per FSL Diesign examination cemificate (i applicable) duly
nistarized by country of ongin,
= [eclarntion of confoomity (16 o be pristed on
mamufacturer lemerhead, filled amd duby sipned by
respoasible person
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Mis Safe Health Zhejinng Hundgiang Yenous Deferred for the provisions of following
I171; | Pakistan Bizcon, Moedical Instriments Dhspasable Ancsthesia Kit | deficiencies! documents:
Office Mo.25, 2nd | Co,, Lid, { Epidural Kit) L The credentials of firm shows that “M's Safe
Floor, Dilkusha 6188, Dode Road, Health Pakisztan Bizcon” hold godewn al “(ifice
Chaenber, Marston Miuzhou [Hsirict, Codes ond sizes as per FSC Mo 18 & 19, Ist Floor, Dilkezha Chamber,
Road, Karachi lmxing, £hejiang, Marston Road, Karachi®, However no such
(ELI-M2T5) Peoples Republic of Clazs D godown is mentioned on Establishment license,
Chinna Shelf Life: 5§ YEARS need chariication,
Evaluntar: il. Since the documents aitached with application
[AD-N1II) covers full range of product being manafactured
EL representative: by memufacturer therefore it is required 10
1576 Shanghai Interaational highlight the applied products (HRANTY name.
Halding Corp. GmbH mdel, codes and sives) oa all the documents
{Europe) Eiffestrasse, including shelf+life cerificate, manufacturing &
80, 20537, Hambarg, CQuality contral procedures, Free sale cenificates
Germany. {Couniry of Origin & Grermany), 150 13485, Full
Cuality Assumance and Production  Quality
FSC: Germany Assurance  Syslem  Certificates,  Design
Date of Issue: April 24, Examination, [oC etc. Accordingly submit nevise
2024 form-7A for flarther processing of applicalion
ili. Provide label (22 approved in the country of
ofgin) &nd its packaging, promotion material and
broschure
iv. Frovide the DECLARATION {on stamp paper} as
per Form-TA.
Eafe Health Zhejiang Runginng SPIMAL NEEDLE Deferred for the provisions of following
172, | Pakisun Bizcon, Medical Instruments (PENCIL POINT BEVEL | deficiencies’ documents:
Offsce Mo,25, 2nd Co., Lad, TYPE) L The firm suhmitfed 250000~ as registirmtion fee for
Floor, Dilkusha GEEY, Dade Road, Class [ medical device, therefore the firm i
Chamber, Marston Wiuzhows Destrict, Codes and sizes as per FSC required b0 subemt a differential fee of rupees
Road, Karachi liaxing, Zhejiang, 25000/ 10 proceed the application
(ELT-00273) Peoples Republic of il. The credentinls of firm shows that “M's Safe Healih
China Class D Pokistan Blzcon™ bold godown at “Office No. 18
Evalister & 1%, 15t Floor, Dilkesha Chamber, Marston
[AD=N1I] Shell LiTe: § Years Road, Karachi®, However no sech godown is
EL representntive: mentioned on  Estahlilioent  Heenss,  need
IATY Shanghai International clarificatioi
Holding Corp, GmbH iil. Since the documents ottached with spplication
{Eurapc) Fiffestrasse, covers full rnge of product being manufactured by
80, 20537, Hamburg, munuficturer therefore it is required 1o highlight the
Ciermiany. applied products (rame, mode], codes and sizes) on
all the documents including shell-lile certificase,
FSC: Germany manufacturing & Quality contrel procedures, Free
Dute af lssue: April 24, sile cerfificates (Country of Oripin & Germsany),
024 IS0 13485, Full Quality Asturance and Production
Quality Assurance Systemn Certificates, Desipn
Examination, B =c, Accondingly submit revise
form=7 A for furiber processing of application.
Safe Health Fhejiang Bondginng YENOUS SPINAL Deferred for the pravisions of foflewing
173 | Pakisian Bizcon, Medical Instruments NEEDLE (QUINCKE deficiencies’ documents:
HTice Mo.23, 2nd Lo, Lid, BEVEL TYFE]) i. The firm submitted 25000/ as regigration fee for
Floor, Dilkizsha &1840, Dude Road. Codes and sizes: Class [} medical device, therefore the firm is
Chamber, Marston | Xiushou [Hstrics, G-18; G- G-11; G-12; requited o submit @ differentind for of rupees
Foad, Karachi Jizcing, Fhejiang, G=23; G-24; G-25; G-26; 250000 1o procesd the application.
(ELI-00275) Peoples Republic of G-17 & G-29 il. The credentials of firm shows that “Mis Safe
Chima Health Pakistan Bireon” hild godown a1 “CHfice
Evaluutar Class I Mo, 18 & 1%, 1st Floor, Dilkusha Chamber,
FAD=VLL] Marston Road, Karachi®, [lowever no such
EL representative: Shelfl Life: 5 Years godown is mentioned on Establishment license,
3581 Shanghai Internationa) need elariication,
Helding Corp. GmbH iii. Sinee the documenss amached with application
{Europe) Eilfestrasse, covvers full range of product being manaufictured
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B0, 20337, Hamburg.
Germany.
s Ciermany

Date of Iszue: April 24,
2024

by manufacturer therefore # ® reguired W
lighlight the opplisd produces (name, maodel
codes and sizes) on el de documents inchding
shelflife certificate, manufschring & Cuality
captrol procedures, Free sole contificates (Cousntry
of Origin & Germany), 150 13483, Fall Crality
Assurnnee and Producton  Cuality  Assumance
System Ceniflcates. Design Examimation, Dol
ele. Accordingly submit revise form-TA for
furiher processing of epplaton.

Provide kmbel (es upproved in the couriry of
ofigin] and is packagng, promotion metecial aod
brochiare

Provide the DECLARATION {on stap paper) as
per Form-TA

Snfe Health Zhejiung Rumgiang YEROGLS Deferred for the provisions af fallowing
174, Pakistan Bizcon, Medic] Instruments COMBINED SPINAL & deficiencies’ documenis:
Oifflee Mo.25. 2nd Ca., L, EFIDURAL KIT (C5E), i, The credentials of firm shows that M5 Sale Healtdy
Flonr, Dilkusha 6 18#, Diade Road, DISPOSABLE Pakistnn Bizeon™ hold godewn at “Ovffiee No. 18
Chamher, Barsong Niuzhou Dhstrict, AMNESTHESIA KIT & 19, 1st Floor, Dilkesha Chamber, Marston
R, Karachi Jinxing, £hejiang Road, Karachi®, However po such godown 15
{ELI-00375) Peoples Republic of Codes and sized 32 per FSC memtioned  on Ectablishment  license,  nweed
Chinz ¢lamification.
Evalusor Codes and sizes: ii. Sinee the documents atisched with application
[AD=NTIT] 3-T6 G-18; G-I0 & G-12 covers full mnge of produwet being manufactured by
EL representative: Class I manufactarer therefore it is required b bighlight the
isga Shanghai Itternaiional Shelf Life: 5 Years appleed products {BRAND name, modet, codes and
Halding Corp, GmbH sizes} on all the documents mcluding shebt-lics
(Europe) Eiffestrasse, certificate, manufactoring & Cuality  contrel
B, 20537, Harmburg. procedures, Free sale cerificates (Country of
Crermany, Origin & Germany), 1500 13485, Full Cuabity
Asgurance and  Production Ouality  Assurance
FSC: Germany Swvstem Certificutes, Design Examination, Dol eic
Duarte of Tsswe: Apcil 24, Accordingly sishendl revise fonm-7A for further
2024 processing of application
iii, Provide kabel {as upproved in the country ofesiging
und its packaging, promation material and hrochune
iv, Provide the DECLARATION (on samp paper) as
per Form-TA.
Mz Safe Health Zhejinng Runsgiang VENOLS Deferred for the provisions of fallowing
194 | Pakistan Bizcon. Medical Instrumenis DIEPOSABLE HEAT deficiencies docomenis:
Oiifice M5, 2nd Ca., Lid, MOISTURE EXCHAMNGE i, The eredemials of firm shows that “%45s Safe Health
| Flisoe, Dilkusha 618%, Dade Road, FILTER Pakizten Bizeon™ hold godown at “Oiffiee Mo, 18
| Chamber, Marston Xiuzhow Districe, HME / BACTERIAL ¢ & 19, 1st Floor, Ditkusha Chamber, Marston
| Road, Karachi Jiaying, Zhejiang, VIRAL HEAT Road, Karachi®, However no such godown 15 |
(ELI-D4275) Peoples Republic of MOISTURE EXCHAMNGE mentiosed  on - Establishmenmt  leense,  necd
China FILTER clariflcation.
Fvalusios: il Since the documems atached with application
[AD-¥I] covers full range of prodwes beirg manufacmired by
EU representative: Codes and sizes: Mot clear murufiacturer therefore it is reguined tohighlight the
580 Shanghai [niemagipnod

Halding Corpe CimbH

Europe) Eiffesrasse,

| &0, 20337, Hamburg,
Ciermiany.

FSC: Germany
Dt of Issue: April 24,
20124

Class B

Shelf Life:
Mot specified in
application

IV,

apphied produes | BRAND neme, model, codes und
sizes) on all the decuments incloding shellide
certificate, manufacruring & Quality  contral
procedures, Free sale cemifienes (Country of
Origin & Germanyh, 150 13485, Fall Chality
Assurnnee  ond  Peoduction Chesliny  Assiranos
Syxiemn Certificaies, Desipn Exnmination, Crol” efc
Accordingly submil revise Torm-TA for farther
processing of application.

Provide Inbel {as approved ia e couttry of ongin)
el 715 packaging, promotion material and brochure
Provide the DECLARATICON {on stamgp peper | a8
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per FormeTA,

176,

b5 Meher Traders,
Ortfice A21-22 First
Fhoaor,

Zreennt Medicine
Murket, MNorth
Magesr Road,
Karachi (ELI-
Q0128

Evaluatnr:
[AD=TIT)

Lagal Manufaciurer
bz Huaian Pingan
Medical Instrument Co,
Lad, Mo 128, West
Meigan Road, Huaian,
Jiangsa, China

FSC China
Valid Till I{f4-2021

PASORE

(Synthetic Absorbabile
Suorgicnl Suture Yielet
Folyglyeolic Acid Braided
Caated)

Codes & Slaes:

As per F5(T

Class-
Shelf Life: 03 Years

i

H.

wiii,

1%,

iv.

Deferred for the provisions of following
deflclenties! documents:

Provide the credentials of manufacturer ahroad
duly notarized fram the country of origla, |
Highlight the applied medical device “PASCORE
Polvilyotic Acid Sumres™ on the pravided
details of manufacturing and quality control

PIOCESSES,
Provided the sheli-life & storage conditions, L.e,
Justified with scability stadies:

Provide origingl LOA mentioning validity of
agrecenent, duly notarized by the couniry of
origin. Provided one is un-notarized pholocopy.

. The fimn provided photocopy of Chinese FSC

which is not embassy anested. Therefore, provids
Orriginal, valid FSC duly atlested by embasey af |
Pakistan in the country of arigim,

» The provided FSC states that = This is to certifi the

above producis have besn registersd o be
manufactured  and  exporied im0 China™
Fusthermore, brand name 15 not mentioned an
F&LC.

. Provided the Original and valld free sie

certificute of amy RRA as per male 67 duly antested
by embassy of Pakistan,

The submitted [S0 13485 B unenotarized &
cxpired.  Therefore, Provide the Production
Cuality  Management System Cenificase (150
13485y GMP Cenificate duly notarized by the
counlry  of origin.  Furlbenmors,  provide
referencedink of certifving bady,

Provide notarized 150 13485, design examination
certificase and Fall Qualiy Assurance Cenilicage,
The firm has provided copy of these documents
Provide the Declaration of conformity (Do) 40 be
printed on manaficturer letierhead. filled and duly
signed by resporsible persaon,

. Provided the label (28 appraved in the country of

origin} and ils packaging, promotion material and
brochure,

177,

Mrs K.M
Enterprises, .0
SiEnzion, 605 D,
Block MaA, Johar
Town, Lahoare

ELL: D054

Evaleator:
| [AD-VIIT]

64

Legal Manufacturer;

Eurolaien Sdn. Bhd.
Plor 33 Kuala Eetil
Indizssrial Esfate, 09300
Kuaka Ketil, Kedah,
Mlalzysia

F5C: Mataysza

Walid gill: 12.10.2023

KIMGSTER

{Muole Latex Condom)
|
Codes & sires: As per FSC

Class-C
Sheli' Life; 5 vears

Vi

Deferred for the provisions of following
deficiencies’ documents:

Provide the credentinls of manufaciurer shrond
thuly nodarized from the country of arigin.

i Provide the DECLARATION (an stamp paper) as

per forme=TA

Provide the 5 year sheli-life & storage conditions
o applisd, i, justified with stabilicy snedies since
the provided real time stability studios are of 3
years hénce incomplete.

. Provided the Original snd valld free sale

certificate of any BRA s pernsle 67 duly anesied
by embassy of Pakisaan,

. s chaimed that applied product is

UNFPA/WHO prequalified banwever the same
could not be verified from provided link
hatps:Pwaw, unfja oog'stes'defiolifiles resource

pdifPregualification 0L st arsa2 0Male¥2
DCondoms_Feb®:202022 pdf
The provide Dol clagsify the spplied prodioct
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wii

wili,

—

peoduct is classified as Clazs [Yon Application
foen (form-T AN clarify o submat revised
application form,

Prowide valil Full quality assurance or
equivalent, duly notarized by the country of
ortgin sinee the provided one iz expired upon
submission {1 8-02-2021),

The provided configurations of the medic]
devies o be regisiered are not menteoned on
provided Free Sale Cerificate, clarification &=
reguained

Provided the lahel {as approved im the country of
vrigin) end s packaging, promation meerisl and
brochisre for ol the configurations @ he regiscred.

. Provide notrized 150 13488 and Full Quality

Assuramce Certificate, The fism bos provided copy
of these doduments

Wis Optiserg, IWC- | Legal Manulactuser: Medicontur Deferred for the provisions of fallowing
78, I, Valencia Towm, deficiencies’ documents:
Lahare Medicanur Medical A77ADY Bi-Flex (Aspheric | . The firm submitied FSC of Hungary which is not
Enginecering Lad, hydrophilic sendic I0L given in Bule 87 of MR, 2017, Therefore, the
Bl 0303 Herceghalmi Road 1. with hlue light filter for firm may be asked for any FSC ofuny RRA or CE
2071 Fsambek, implantation intoe the certification or WHO pre=qqualification m the ligla
Evalantor; Humgary cagaular bagh of Bule T1 of nales fhad
| AR it, The provided photocopy of free sale s pod
F507: Hingary odes & Siees As per FSC embassy - aliested.  Therefore, provide  valid,
2181 ariginal Embassy otficsed copy of e sale
[t of issue: 240920 | Class- C certificase by the country af origin,
i, Provide the Oviginal Agency agrecencnt of fetler
Shelf Life:5 vears of auihorization duly norized by the coumiry of
origin,
iv. Provide the complete Production Cuality |
Management Swstem Certificate {1500 [RIR3Y
GMP Centifiente duby notarmzed by the country of
orgin. As the provided one is ncomplete.
v, The firm submitced Declarotion detter sating that
= kediconnur 't EC Carryiomie Fall Gualiy
Asswrance. Spstem  conform o Directive
GEANEEC on Medicol Devices, Awnex (1
axncluding ¢4}
Annex fF {4) orly apedies to Class JIT
medical devices. As sterile fnraociler leeses
Jal! imto Clase 1ih i pfee ELL Anmex T {4 iz mof
spplicalle and therefore i in mot required fo
ixrye a CE Desfgm Cerfiffcate, "
M= TIDL Legal manufactiarer: Arrow Single Lumen Deferred for the provisions of followlag
179, | Distribution Py Arroow [nternational Infusicn Catheter deficiencies’ discumenis:
Lid. LLEC, {Subsidary of (SLIC¥) L Provided erdorsed challan of fee sabmission bears
1-1-13, Sector 30, Telaflex Incorporated) the doge 03 10=201 8 however the R&T date is 13-
korangi Industrial 30135 Carrington Mill Codes & Sies: 032022, thal requires charlfication.
Area Blvd, Morrisville, MO S5 14701 il. Registraiion Applcation covering lefier & Fee
Karwchi {ELL- Lsa 27560 SC-14701 challan states. thar the spplication & fee is
(073 subsitted on 03-10-2018 however the applicant
Class: ¥ has been authorized on Ociober 26, 221 by Mis
Evaluator: Manufacturing Sites: | Shelf Life: 3 Years Tebeflex medical, Ireland (3 years laner than fee
[AD-WTIT) Aurrow [mlemational, The subsmissioa), nesd clarification,
Chitwahua 5.4, De fii. Highlight ihe applied medical device “Arrow
4321 C.W. Avwe, Washimion

3T, Inerior Clrewilo

Induarrial Al
Technologia, Edificio

Single Lumen lafision Catheter” on the provided
detailzs of manpufacturing snd  quality  contral

procestes,
Provide Original LOA a8 photocopy 15 anached
with application,
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4 Colonia Chihunhua
CP 31200, Mesico,

Arrow Internatinnal
C.R AS Janska
250 T Fdar Nad
Sppavou 59101 Crech
Repubiic.

FHCUSA
Valid Till: 25-10-2023

v. Clearly state the difference between Asrow SLIC
S3=14701 & Aumow CViE
SC=14T01 spplied s family for regismation in
Clazs=D), suppart the same with doc
cvidence ke  labels  brochurs,
documenis otz

vi,  Provide the Original free sabe certiffcate.

wvii. Highlight the relevant sope in 150 114852016
regurding manufacturing of applied product i.c.
Arrow Single Lumen Infusion Catheter. Similarty
Highlight the product covering applied medical
device in Full qeality assuranee.

vill. Provide notarized IS0 13485 and Full Quality
Assurance Certificate. The firm has provided copy
of these doscwments

ix. Provide the label {as approved in the country of
origin and is packaging, promotion material and
brochure for SC-14701 or clarify,

% Name of manufacturer 5 “Arow Intemational,
Inc. 2400 Bemnville Road, Reading PA 19605
USA" a5 per provided labe] of Amow SLIC 55-
14T, However, FSC, T30 13485 & Full Quality
Asmarnce mentions “Arow Intermational LLC,
{Subsidhary of Teleflex Incorpombedy 3005
Carrington. Mill Bhad, Momisville, NG USA
275607 as legal monufoctarer, this require
clarification, Similar is the case with provided
Dl

technical

| % Provide the Design examination cerificate, duly

notarized by the country of origin. Firm did noe

provvide the DEC.
h's Bajwn Sans Mupmulacaturer Traceyl Deferred far the provision of following documents:
(80, | House# 03, Istamd | M's Yancheng Huida {Polvglveolic acid 1] Free Sale Certificote (FSC) China does nat b
2nd Floar, 13 Medical Instruments ahsorbable suture) U the name., gjil_;fk\rﬂh: I:IFIJ'L applied pmdnﬁlt $§
Muslim street, Co., Lad, only general term “surgical needle with suture” is
Blayo Hospital Moo 2, Kujviaan Foad, Codes & Sires: Mot I'I:IEII.E:lﬂ.I Provide mm-w valid Embassy
Road, Lahore | Muefu Town, Yandu mentiened in F5C aftested FSC issued by Chinese FOA having the
District, Yancheag, City name of the ied product  along  with
EL1-00314 Jiangsu, China Class I ,mgmwl »
| Evatusts 1 id il Sl Life: {it) Is the name Trueryl brard name made  for
(S| rsclimiait | shit3 o e atann OB i e
[2750.F] i1'|'. of the manufacturer? Clarify it Alse label docs

not heve the applied nume Trocryl, Provide
rebevant lobels of all the oodes requived on this
application alongwilh product brochare

(11} Provide criginal, valid, Embassy attested FSC
from one of the reference countries specified in
nele 67 of the Madical Devices Rules, 2007

{iv)Credentials of mamufacturer abroad 05 a
requiremcit of Form 74 Provide credentials on
farmat nppaoved by Madical Device Board in its
3" meeting duly notartzed from country of arigin

(V) Sability smdies dta provided is only of §2 days
for three vears shelf life claim. Provide real-tHime
stability studies from mamefachmer abroad for due
applved product supponiing the claimed shell Life
of 3 vears

{vi) Original documents not found in shis dossier und
refirence of their submission is alse not provided.
Provide original l=gal documciis

(vii)  Provide Uprdertuking from the manufacmrer
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will be supplicd 1o Pakistan a claimed for CE
marking of Ewrope on the letechead signed and
stamped by respomsible persoanel.

bz Bnjwa Scns
Honse # 03, 151 2nd
2nd Floor, 13
Muslim street,
hzyo Hospial
Road, Lahore

ELI-D3 14
Evaluator

AD-IV
[275E-P]

Manufacaiarer;

bs Yoncheng Huida
Medical Instruments
Ca, Ld,

o, 2, Kujyuan Boad,
Xuefa Town, Yandu
District, Yancheng, City
Jiangsu, Ching

FSC China valid till

[ 7092022 {product ne
ih

Truprme
{Poliglecaprane
Abzoshahle Suture)

Codes & Siwes Mo
mentianed 11 FSC

Clazs I}

Shelf Life: 3 yvears

Deferred for the peovision of following documenis:

(i) This product is not mentioned in the Agency
apreemend between manufaenser and imporier,
Provide suthorizston fwoem mamifactueer for this

product

(ii)

(iii)

{iv)

(v)

(vi)

Free Sale Ceriificate (F5C) China docs met
have the name sses'codes of the upplied
product and only general ferm “surgical
needle with suture™ is mentioned. Provide
orginal valid Embassy mtested FAC izssed
by Chinese FDA having the name of the
applicd praduct along with
strasispecaicodes

[5 the name Tropone brand name made for
imiporter in Pakistan on OFEM hasis o iz it
brand of the manufener? Clarify i Also
label docs mt have the applied name
Trupeme. Provide relevant labels of all the
codes required on this applicstion alongwith
product brochure

Provide onginal, valid, Embassy atbested
FSC from one of the reference countmes
specified in rule 67 of the Medical Devices
Rules, 2017

Credentials of manafacturer shrood &= o
requiresnent  of Form  TA Provide
credentisls sa formnt appeaved by Medical
Device Boord inoits 39 meeting  duly
nindarired From coiantrs of arigin

Sambiliey sudies deg provided 12 only of &2
s For twee years shelf life claim: Prooade
rizal-tiree stability studies from manufactuner
abroad for the applied product supporing
the claimed shelf life of 3 vears

{vii) Criginal documents not found in this dossier

aned reference of their sobmission i also not
provided. Provide original kegnl documents

(w11} Provide Undertaking from the manufactarer

shrosd  that  same  produsd with  same
specifications will be supplisd to Pukision s
claimed for CF marking of Borope on the
lederhend  sipned and  sampad by
responsible persennel

152

belis Bajwa Sons
Hiase ¥ 03, 150 amd
2 Flaor, 13
Sfuslim streer,
Mayo Hospital
Rogd, Lahore

ELI-00314

Evahaator
AD-IV

| [Z748-F

blanulbrcarurer:

MYs Yancheng Huidn
Medical Instruments
Co,, Lad,

Mo, 2, Kujyuan Koad,
Xuefu Town, Yandu
Cristrict, Yancheng, City
Jiangzu, China

FRC Ching valid 1l
17,00 123 {product not
i)

Trughactin=511
{rabyglactin 910

| Absorbable Suiare)

; Codes & Sizes; Nol
mentiaied m FSC

Class

Slself Life: 3 vears

Deeferred for the provision of fallewmg documenis:

{1} This product is not mentioned in the Agency
agreement between mmnufsciorer and importer
Pravide awthorization from memufecisrer for this
prosduct

{i1}

Free %ale Cemificate (F20) Ching does nol

have the name, sizes‘ondes of the spplsed
product and only peneral term “surgical necdle
with sufure” is- mentlomed. Provide original
valul Embassy atiested FSC ssued by Chiness
FDA having the nmme of the applied product
mhong with sizeslspecsicodes

(iii) 1s the name Truglactin-910 brand name mude
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far imparter in Pakistan on OEM basis o¢ is i
brand of the manofacturer? Clarifv il Also

lsbel does not have the applicd name |

Truglactin-210. Provide relevant labels of all
the codes required on this application along
with product brochire

{iv) Provide original, valid, Embassy attested FSC
fromm dee of the reference countnes specified in
rule 67 of the Medscal Devices Rules, 2017

(¥)  Crodentials of manufactorer sbroad is o
requiremenl of Form
TA Provide credentials on firmat approved by
Medical Device Board in its 3% meeting duly
nofarized frons country of origin

I:"n'i} Stnbility stodies date provided is only of 82
days for three years shelf life claim. Provide
reak-ume stability smdies from manufactures
abroad for the applied product supporting the
clairned shelf Tifie of 3 vears

(vii) Criginal documents ot found in this dossher

{vill) Provide Undertaking from the mamufacturer
ebrond  thal =ame product with  same
specifications will be supplied © Pakisan as
claimed for CE marking of Europe on the
letterhvend signed and stamped by responsible

personmsl,
s Bajwa Sans Manufacaturer Truxanon Deferred for the provision of following documents:
183, | Mowse# 03, Istand | Mis Yancheng Huida (Pelydicxanone Absarhable (i) This product is not mentionsd in the Agency
2nd Flowr, 13 Medical Instruments Huterg) agreement between manufacurer and importer.
Muslim strect, Co., Lud, , Provide authorization from manufactises for this
Mayi Hospiral Mo 2, Kujvusm Road, End-&_s & Sizes: Not product
Foad, Lahore ELTuEiIme:;amCi mentioned in FSL {"] Free Sale Cerlificaie (FSC) China does not
ELI-00314 Nangsw Chinm | ChsD T S ISR SRt of :]”’ applied
product ¥ pemernd term “surgical needls
Evaluator FSC China valid till | Shelf Life: 3 vears o ;‘I’;ﬁ; i ;‘J’; pognel
E?4EP' iII:'W'Em i e FDA having the name of the applied product

aboag with szes'mpecsioodes

(iii) s the name Truxanon brand nome made for
mmparter i1 Paldstan on OEM basiz or 5 it
brand of the manufscturer? Clarify it Also
label does pot hove the applied nome
Traxanon. Provide relevant labels of all the
cindes required an this application alongwith
product brochiare

{(iv}) Provide original, valid, Embassy attested FSC
from ome of die relerenes countrics specified in
rube 67 of the Medical Devices Rules, 2017

(v} Credentinls of manufacturer sbrond is &
requircenent of Form TA. Provide credentials
on frmat approved by Medicsd Device Board
in its 3" meeting duly notarized from conntry
ol origin

(v} Stabslity sudies data provided &s only of 82
days for three years shelf fife cluim. Provide
neal-time siabiliny swdies rom manufcturer
abroad for the applied product supporting the
claimed shelf life of 3 years

(vil) Original documents nat fourd in this dossier

{vili) Provide Undertaking froem the manufactarer
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abrond  thai seme  product  with  same

specifications will he supplied 10 Pakistan as

chaimed for CE marking of Europe on ke

betrerhead signed and stamped by responsibie
nel.

184,

ML'a Bajwa Bons
House # 03, 15t and
Ind Fioor, 13
Wiushion sireet,
Wiayn Hospital
Road, Lahone

| EL1003 14
Evaluator

AD-IV
[2747-P)

Sfanulacaturer:

s Yancheng Huido
Medical Instruments
Co,, Lad,

Mo, 2, Kujyuan Rosd,
Xuefu Town, Yanda
District, Yancheng, City
Jangsw, China

FSC Ching valid till
17,09, 2022 (product not
it

Trueryl Rapid
(Paolvghvealic Acid Rapid
Absorboble Sutare)

Coddes & Sixzes: Not
metticned in FRC

Cla=s D

Shetf Life: 5 years {siudies
noit prowided)

Deferred for the provision of following docsments:
(i) DRAP copy of fee challan s not provided,
Provide it, This slsecoming is also appliceble Ly
dosier of Trucry] (Polvphycolic acid Absachakle
Sunene)
All the lepal wnd  echnical  documents
provided in this decsier are af PGA, PEX,
PGLA and PGCL sumires and does WNOT cover
PCiA Rapad
Provide ail the technical docunients inchading
detnils of manufaciering, QC, composition,
intended uze, consraindication, instraciions for
use (IFLY, stability shadies auppocting claimed
shelf life of 5 wvears, EPSP, sterilizntion
validation repor eic.
CE  murking  documems, Declamtion ol
confirminy net providsd forthis product. [ibe |
product not CF masked? Provede valid
relevant noinrized dociments and highligh
thiz product in it In cese it s CE mearked then
alonpgwith CF mark  documents. provide
Undertaking from the marmufacturer mhroesd
that same product with same specilenions
will be supplied to Pakistan as claimed for CE
marking of Burope an the letterhead sipried
amd stasnped by responsible personnel
Thiz product is ped menteaed in the Agency
agrecmend  hefween  manufocturer  and
imporer.  Provide  authorizaien  fram
mumalzetarer far this product
Free Sole Certifiemes (F5C) China does ol
have the nome, sizestcodes of e applied
product sand only general tenm “sungical nesdle
with suture™ ie memtoned. Provide origimaol
vidid Eanbassy anested FSC issoed by Chinese
FDA having the nome of the spplisd produes
alang with sizes/speci'oodes
is the name Trueryl rapid brund name made for
impartér in Pakisian on OEM basis ar s 0
brnd of the manufacier? Clanify it Alse
labse] daes oot binve the applied nume Tyl
rapid. Provide relevan labels of all the codes
required on this application aleagwity product
brochame
Provide original, valid, Embassy attesiad 150
from one of the reference conmines specifled
in rube 67 of the Medical Devices Rulea, 2007
Credentials of manufsciurer abroad is n
requiresment of Form 7A. Provide credentinis
o Formed apprinved by bedical Devios Boand
in its 1™ meeiing duly potarized from couniry
of orlzin
Oiriginal documerts oot found in his dossier

(i)

(1i1)

(iv)

V)

(vi)

{vi1)

(viii)

(ix)

(x)

185,

M5 Bajwa Sons
Hoeuse ¥ 03, Lst and
2pil Floor, 13

hfnnufacaturer:
bis Yancheng Huida

Trugut {Plain}
(Cagur Plain Absorboble
suture}

. Deferred for the provision of fellewmg Aocumsenis:

(i) DRAP copy of fee challn & eot provided.
Provide it
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Muzlim =iree,
Mayo Hospital
Fooad, Lahore

ELT-003 14
Exvaluabor

ALY
[2752-P

Medical Instraments
Co, Lad,

Mo, 2, Kujyuan Foad.
Muoefl Tawn, Yandu
Disrict, Yancheng, City
Iiangsu, Chinn

FEC Chitna vadid il
D705 022 (product not
i}

Codes & Sizes: Mat
mznisoned in FSC

Class [

Shedf Life: 5 years (studies
mot provided)

(i1)

(ii)

(iv)

()
(vi)

{vii)

{witl)

(ix)

(x1)

(x1i)

{xiii)

| (xiv) Credentisls of manufacturer abroad i3 a

All the legal and most of tachrical documents
provided in this dossier are of PGA, DO,
FOEA and PGCL sutures and does WOT oover
Catgit Plain Absorbable suure:

Provide all the techical documents including
detnils of manufscmring, O, composition,
ability stodics supporting claimed shelf life |
of § years, PSP, eic.

Provide list of all muterials of animal, hemsn, |
miicrobial or recombinant origin used in the |
miedical  device ard in the manubacturing
process of the medical devies, which mcludes
animal or humen cells, tssues or derivitives,
rendered  momevisble  cefls,  dsmues o
derivatives o microhial or  secombinan)
arigin;

Provide detailed information conceming the
selection of sources or donors

Provide detailed  Information  on  the
harvesting. processing, preservation, festing
atd handlmg of tisswes, ool and substances:
Process full deseription of the system fior
record kesping allowing irucesbility from
sourges io the findshed mexdicsl device,
Repart or certificale coniaining infrmation on
ibe  objectives, methodology,  results,
disgussion  and  conclusions  of  the
biacompatibility tests conducted on malerials
used in the medical devics

Attach the report or cenification containing
information an the objectives, methodolopy,
results, discussion and conclusions of the pre-
clinicsl physical ftests conducted on o the
medical device

CE marking documents nol provided for this
product, Is the prodect not CE marked?
Provide valid, relevant notarized documents
and highlight the product init, In case itls CE
murked then alangwith CE mark - documenis,
provide Undertaking from the mamufacturer
abroad that sme product with  sme
specifications will be supplied to Pakistan as
cloimed for CE marking of Curope on the
letierhend signed and stamped by responsible
persinne|

Free Sabe Cenificate (FSC) China docs not
have the name, szesioodes of the applicd
procluct and only geveral bem “sergical needle
with suture™ is mentionsd. Provide original
valid Embassy attested FAC issued by Chinese
FIXA having the name of the applisd product
akang with sizes'specsitodes

Is the namve Trugus Plain brand name made for
imparter in Pakisien cn OEM basis or 1z it
brand of the manufscmer? Clarify it. Provide
lahels of all the codes required on this
application alongwith product brochune
Provide original, salid, Embassy ariesied FSC
from one of the reference countries specified
in rule 67 of the Medical Devices Rubes, 2017
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(Xv) Original documents nat fund in this dossier

requirement of Form TA. Provide credemiials |
o= Tormat approved by hedical Device Board
in itd 3% meeting duby notarized from courtry
of origin

/= Bajwa Sons
House # 03, 15t and
2nd Floor, 13
Mushim sireet,
Mayo Hespital
Road, Lahore

ELI-}3 14
Fvaluaior

AD-IV
[2733-P]

Manuficslurer:

h/s Yancheng Huida

hdedical Instruments
Co., Lid.

Mo, 2, Kugjyvuan Road,

Xuela Town, Yandu

District, Yancheng, City

Jenrgan, China

FSC China valid till

17082022 {product mn

it}

Tragut Chromic
{Cotgut Chramic
Absorhehie sulure)

Codes & Sizes: N
mentionad in F5C

Clazs [3

Zhelf Life: § years (shdies
not provided)

Deferred for the provision of [llowing documents
{iy DRAP copy of foe challan s nol provided
Provide it.

liil

(i

{iv]

i)

{wil)

i}

{ix)

B

{xi

{xii)

Al the begal smd s of technicall documends
provided in this dossier are of PG, PO,
PGLA and PGCL sutures and does OT cover
Crtgut Chromic Ansachabile sobre,

Provesde all ihe rechnical documents inclskng
detnils of manufacnring, QC, composition,
stubility studies supporting claimed shelf i
of 3 years, EP5P, s,

Provide list of all matenls of anamal. lums,
migrobaal or recombinant origin used in the
medscal device and i the manufacuring
process of ihe medical device, which meludes
animaol ar buman cells, tissees or decvatives,
rendered  momeviable  cells,  Gissues  or
derivatives of microbiad of recombinand

origin;

Provide detailed infermation comseming the
slection of soerees or donors

Provide detailed  infoerasion oo the

harvesting, peoccssing, preservaiion, testing
and leamdling of tissues, cells and sobstances;
Process full description of the sysem foo
record kecping alkwing taceabiliay  from
soumoes b the fmashed medical device.

Repart or certificaie containing informasen 4o l
e objectves, methodology, mesubiy
discassion.  and  conclusions . of  the |
bincomputibility tess conducted oo materials
used m lhe medicd device

Antsch the repon or certification containing
information on the objectives, methmdology,
resulis, discussion and comclusions af the pre-
climical physical tests conducted oo the
medscal device

CE marking documents not provided for this
product. Is the prxloct not CF enarcked?
Provide wvalid, relevant aotarired documens
and highiight 1he produect in it In case it is CE |
marked then alongwith CF mark documents,
prawide Undertaking from the memufacharer
abroad thot - same  product with  same
specifications will be aupphied fo Pakistan as
claimed for CE mwrking of Europe on the
fetverhesd signed and stinmped by responsihle
persormel

Free Sale Certificate (F5C) China does not
have the name, sizescodes of the applied
product and only general temm “sungice] needle
with suture™ is mentoced. Provide orginal
vdid Expbessy anegied FSC ismed by Chinese
FI3A having the nome of the spplied product
along with siresispecsioodes

I= the name Trzmal Chnsmic b name made
for imsparter 0 %akistan on OEM Basis or i3 i

brand of the manfaciurer? Clarify i, Provide
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{xiiiy

{xiv}

labeds of all the ocodes required on this
application aloagwith product brochurs
Provide original, valid, Embassy attested FSC
frivm ome of the reference couniries specified
i ruibe 67 of the Medical Devices Rules, 2007
Credentials of manufactarer abroad & 8
requirement of Farm TA. Provide credemials
on format approved by Medical Device Board
in its 3" meeting duly notarized from country
off ot

(v Original documenss not found in this dossier,
s Bajwa Sony Moanufacosrer: Trubom Deferred for the provision of following docusments:
187, | Howse# 03, larand | M's Yancheng Huida Myvlon {Mon-Absorbable (i DRAP copy of fee challan is not provided
2nd Floor, 13 Medical Instruments Kuture) Provide it
Miuslim sireet, Co., Lad, [id) Free Sale Certificate (FSC) China does not
Maye Hospital Mo. 2, Kujpyuan Road, Codes & Shees: Mot have the name, sizestodes of the applied
Roud, Lahore Xuoefu Town. Yandu menticned in F&C product and anly general term “sargical needle
District, Yanchens, City with sufure™ & mentionsd. Provide original
EL1-314 Hangsw, China Clage walid Embassy attesied FSC issued by Chinese
FDDA having the name of the anplisd product
Evaluator F5C China valid tll Shelf Life: § years {studies along with simes'speesiondes
AD-TY 17.00. 2022 (product nat | net provided) fiii}  EC Full QA cenificate does pot specily the
[2T54=F] 1§}

(i¥)

(¥}

{v1)

Lviih

{vkil)

(ix)

{x)

)

name and ype of sutuees covered by il
Prowids vokid notarized Full QA cerificase
Givering Myvlon subares

In case procluct is CE marked then aloagwith
CE mark documents slso provide Undertaking
from the menufbcturer pbroud thot  same
product with same specifications will be
supplied 10 Pokistan as claimed for CE
marking of Furope on the lemerhead sigred
end siamped by responsible personne]
15003483 does vol cover non-obsorbable
sutures  under Hs  scope.  Provade  walid
notarieed cemificuie having non-absochable
sulures under s scops

Declaration of confareity provided states thal
the declaration is valid | conneclion with the
“fimal ingpection repart™ of ibe device. Provide
that report

Frovide stability stuclss supporting claimed
shedifife of 5 vears and Eszential principles of
afity and -performance (EPSP) for nyvion
sailires

Iz the nmme Trubon brand name made for
importer in Pakistan on OEM basis or is i
brand of the manufacturer? Clarify it Also
lnbel dogs not have the applied name Tralon.
Provide relevant label of afl the oodes
required on this epplecation alonpwith produc
brochure

Prnde original, valid, Embassy aitesied FSC
from one of the reference countries specified
in ruele §7 of the Madical Devices Rubes, 2017
Credentiale of manofactarer abroad |5

reqquirement of Form TA. Provide credentizls |
an formnt approved by Medical Device Bonrd |

i its 3 meeting duly notarized from counery
of orgin

Onginal documenis ol found 5 this dossier
ard reference of iheir submission is alse ot
provided. Provide arigmal lzpal docoments
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M Bapwa Sons
Hoase # 03, 15tand
2id Floor, 13
buslim street,
Mayo Hospital
Road, Laharz

ELI-006314
Evaluzior

AD-IV
|2755-P]

blanufbcturer:

M5 Yancheng Huida
Mladicsl Instrumenis
o, Lad,

Mo, 2. Kupnaan Road,
Xuefa Town, Yandu
Diistriet, Yancheng, Cily
Jinngzn, China

FSC China valid will
17049 2022 {product nod
it}

Trulen
Polypropylene {Maon-
Absortable Suture)

Codes & Siess: Nol
mentbaned in FSC

Class C

Shelf Lafe: 5 veors (sudies
nat provided)

Deeferred for the provizgion of following docoments:

{1} DEAP copy of fies challan is not prowviled. Provide
it

{ii} Free Sale Certificwe (F30} China does pothave the
nme, sresicndet of the applied product and only
genernd term Ysurpical needle with suture” s
menliened. Provide original valid Embnssy artested
FSC immued by Chinese FDVA having the nume of
the zpplicd product eleag with sleca/specaicodes

(HIDEC Full (A cemificate docs not specify the nome
and type of suwres covered by it Provide valsd
notarzped  Full QA cenificate  aovering
Polypropylens suwiumes

(iv}In case product 5 C1 marked thén wlongwith CE
miark documents absn provide Undenaking from the
mmuficturer abroad that same product with - seme
specifications will be supplied o Pakistsn a9
claimed for CE marking of Eurape on the lemerhead
signed and samped by resparsible persoane]

{w) ISEIL34R5 does ot cover nan-absorbohle suunes
under 15 scope. Provide valid notarized certificale
huving non-asorbable sufures under 5 scope

(vi}Declaration of comfommidy provided sates ta the
declarntion is valid m cosnectbon with the “final
inspection report” af the device, Provide that report

ivi) Provide stability sudies supporting clammed
shelfl life of 5 years and Essentiad principles of
safety and performance (EPSF) fior mylon sutures

(i) 15 the name Trulene brapd pame mods for
imparter in Pakistan an OEM basis or is it brumd of
the marndfsctorer? Clarify 5 Also label dooss oot
bave the applied name Tralen, Provide rebevam
labeds of oll the codes requared on this applicarion
alonpgwith pricduct beochare

{ix}Provide original, valid, Embassy otlesied FEC from
ote of the referende countries specified in male &7
of tlwe Medical Dievices Rules, 2017

%} Credentinls. of mwnufecurer  abeoad = @
reguirement of Form TA. Frovide eredentials on
frmal approved by Sedical Device Breard in s 39
mecting daly notanized from coumry of origin

(1) Original documents nod foend i this dassier and
reference of their submission = alse not peovided.
Provide ariginal legal documents

It

M‘s_ﬁagm Sans
House # 03, 15t and
ind Flowor, 13
Mushim street,
blayo Hospial
HKoad, Lahare

ELL-003 14
Evaluator

AD-IY
[2756-11]

Manuiactarer;

b5 Wancheng Huida
hledical Insoemenis
Cao., Lid,

Mo, 2, Kujyuan Roud,
Nuely Town, Yandu
Disrict, Yancheng, City
Jianpsu, China

FSC Chima valad ull
172022 { product oo
it}

TrasHk
{5ilk Braided MNon-
Ahsorbable Hutume)

Codis & Sizes: Mot
mentioned in FSC

Class C

Shelf Life: 3 wears (sudies
not provided)

Deferred ﬁwmgw'mm of follvwing documents:

(1) DRAF copy of fee challan is not provided, Pravide
iL.

{iiy Free Sale Cerificsie (FSC) China does vot have the
name, snescodes of the applisd product and enly
pencral term “murgical needle with swhers” is
mentsoned, Provdide angmal vihid Embassy atlested
FSC isswmed by Chinese FOA having the namic of
the epplied produc; abong with sizes'specs’oodes

{0 Full O certificate does not specify the name
amd type of sowres covered by it Provide walid
rioaArized Full Op4 cemificate covering Sifk sufures

[iv}In cose product 15 CE marked then abongwich CE
mark documents alse provide Undennaking from the
mzmufacturer abroad that same prodics with smme
specifications. will be supplisd o Pakistan az
clarmed for CE mearking of Evrope on the letierhead
sipned and swmped by responsible personnel

(v) PSON3EE dises nol cover non-ahsorbable satures
under 12 seope. Provide valid notarized certificars
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hoving non-absechable sures under its scops

{vilDeclarstion of conformity provided states that the
declaration is valld in connecion with the “final
mspection repori’” of the device. Provide that repart

[wik) Provide stability studics suppocting claimed
shelfl lifie of 5 wears and Essential principles of
safety and performance {EPSF) for nvlon sutures

[¥iid) Is the pame Trusilk brand name mads for
imiparier in Pakistan on OEM besis or s it brand of
the munufacturer? Clarify it Also label does not
have the applied name Trusill. Provide relevam
lahels of all the codes required on this spplicason
alangwith prodsct brochure

{ix) Provide original, valid Exshassy stested FRC from
vne of the reference countries specified in i 67
of the: Mexlical Devices Rules, 2007

{x} Credentialz  of mopufociurer sbrosd & g
requirement of Farm TA, Provide credentlals on
formai approved by Medical Device Board in s 34
mizeling duly notarized from coumtry of origin

(xE)Original documents ot found in thls dossier and
reference of their submission is alse aol provided
Provide original legal docurments. |

M5 La-Vie (P
L, Behind P50
Petral Pump, Peco
Foad, Kot Lakhpat,
Lahawe

(ELI-:F 13}

Evalparar;
AD-IV
[2618-F]

Manufacturer

M AILEE OO, LTD
28, Uanynedaarn 1546
heor-gil, Sasang-gu,
Buzan Korea

F5C Kores Date of
issue: 0E-{15-2012)

MONOFIT-S
(Pelvglecaprone suture)

Codes: As per FSC
Class 3

Shelf Life: § years

Deferred for the provision of following dacuments:
{fy  The wechnical detnils provided are of Surgifit
sutare and not of applied product Le MOMNOFIT-
5 [Pobyglecaprone  suture). Provide applicd
product deiails
{if) Credentinls of mupufaciurer abroad ot provided
{iii} MBF not provided
{iv) Instructions for use and Essentin] principles of
safiety and performance ot provided
{v) Declaration of conformity i= nol of applisd
product. Provide refevent document
{vi) CE mark documsents nol provided, The applied
product is Class D medical device and Full QA
cetificate and  Design-Expmination  is  not
provided. Provide volfid and notasieed certificnfes
(vid) Stees pnd codes required on this application are
mot mentioned on Farm, Clearly state the sizes
unal coedes required an this applicotion. highlight
them on F3C ard since regeseralion is applied on
basiz af CE mark documents so all these codes
should be CE marked and highlight on CE
marking documents. Provide product brochire
nnd lsbels of all eodes required on this
application,
[villi} Stability stadics supporting claimed shelf
Lifir of 5 years ne provided
(ix] Provide Undertsking from the marufacherer
abroad thas sames product with same specifications
will be supplied 10 Pakistan as claimed for CF
marking of Ewnope on the letterhead: sipned and

sinmped by responsible personnel.

191

s La-Yie (Pvi)
Lid. Behind SO
Petrol Pump, Peco
Road, Kot Lakhpat,
Lalsose
(ELI-D0013)

EEvaluator:
AD-IY

Slanutactursr

Mis AILEE OO, LTD
28, Chanya=ilaern 196
beon-gil, Sazanp-pu,
Busan Korea

FSC Korea Date of
issne: 08-05-2020

AILEE Blue Mylon Suture
Polyambde

Codes: As per FSC
Class [

Shelf Life: § vears

Deferred for the provision of following documents:

(i} Declaration of conformiy provided setes thar
product is class [l 10 Burope whereas the class
applied on form is class D Clarification is
required from mamifaciurer abroad that how and
under what rule i3 the produst classified as class
[la i Europs? And under what nizle of Medical
Devices Rules, 2017 is the product classified as
class I Provide relevant documents to support

Letter of deferred cases of MDB-47 Meeting (29-03-2022)

Page 61




[2621-F]

the laim
(i} The lechrical detnils provided are of Swrgsfit
suiture and not of applied produet i.c Blee Nylon
Sumre Polyamids. Provide applied prodect
details
(i) Credentimls of manufactuser abroad oot provided
vl MRP ned providisd
v} Provide Insirsctions for use (IFU) clearly sating
the intended wee of the product and Essential
primciples of safisry and perfoomance
iwi) CF mask documents not provided Provide valid
amd potarized Fuoll QA ceificage and [Dedipn-
Exumination having applisd prodiss
(vii) Simes and coubes reguired on this application are
pirt menticned on Form, Clearly smte the sizes
wld codes required on this application, highligh
them oa FSC and since registration i3 appied on
basis of CE murk documents so all those codes
shouald be CE morked snd kighlight on €E
marking documents. Provide product brochume
and labels: of all exxles reguimed oo dus
application.
[viii} Stwbility stadies supporting claimed shelf life of
5 years ol providod
(%} Provide Undenaking from the manuisciarer
abroad that same  product  with  same
specifications will be supplied 10 Pakistan &3 |
claimed for CE merking of Europe on the
betterhes] signed and stamped by responsible
pirsarmil.

M's La-Vic (P}
Lad, Behind PO
Petrol Pumip, Peon
Rood, Kol Lakhpat,
Lahare

(ELI-= 13}

Ewvaluator:
AD=[V
[2620-F]

Mamuinciurer:

M AILEE OO, LTD
2K, Gaya-dacro |96
beon-gil, Sasang-gu,

Basan Korea

FSC Koeea Datg of
isgue: O¥-03-2020

AILEE Biack sifk sutunc
Codes: As per FSC
Clazz [

Shelf Life: § years

Deferred Tl.'lrﬂ:ltptﬂ-'l.'i.ilﬂﬂ of following dociments:

(i} Declaration of conformity provided siaes thal
product is class W m Burope whensss the class
applied on form is class Do Clasification. s
required from manufactuner gbroaed thar bow and
under what nele 5 the product classified a5 class
la in Eurape? Ard urder what rule of Medical
Devices Hules, 2017 ix the product classilied as
class D7 Provade relevant documens o suppor
the claim

(i) The vechnbeal detalls provided are of Surgifii
aupare and Bod of appliad prodies e Blue MNylon
Sutre Polvamide. Provide apphed product detmis

{iii} Credentials of mamifactures shraad not provided

[ivi MRP not provided

(vl Provide Instroctions for use (IFU) clearly stating
the mtended use of the prodiect and Essentind
principles of safety and perfarmance

{vi} CE mark documenis sl provided. Provide valid
and notarized Full QA cerificate and Diesipn-
Fxamination having applied product

ivii) Sizes und codes required on this applicution are
not menticned on Form, Clerly sibe the sunss and
codes required on this apphication. kighlighn thee
on FSC and since registration 15 applied on basis
of CE mark docunwents 5o all thoss codes should
be CE murked and highlight oo CE enacking
docomenis. Provide product brochure and labels
of all codes required om thiz applicaion.

{wiiipSthiliy sadies supporting clalmed shelf life of 3
years not provided

{ixh Provide Underioking from the manufacturer

abread that same awith sume specifications
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FSC: USA

Wallid rill: FRO2 2023

¥il.

Wil

will be supplicd (0 Pakigtan as claimed for CE
marking of Ewrope on the lenechead sipned and
stamped by responsible persoruwel.

MUs Physiomed Manufacturer; Myopors Bipolar Sutre Deferred for provision of following decuments:

[93. | (Pw) Lid, 26813 Mz Greathatch Medical | less Myvocardial Pacing L. Letter of Anthorization not provided
Foaimal Faoacl 2300 Berkshire Lame Lewd 2 Provide valid FSC, 15013485
Saddar, Rawalpiedi | North, Minneapolis, 3. MRP st provided

M 33341 LSA Codes: Az per FSC
ELT-00 5%
FSC LISFIA walid till Class [
Evaluatos 20-03-2021
AD-IV Shelfl Life: 36 monihs
12T783-F]
M5 Physiomed Manufachirer: TactiCath Contact Force Deferred for provisaen of following documents:

[Gg. | (i) Lad, Mis Abboet Medicul, Ablation Catheter, Sensor I Free Sale Cenificate (FSC) s not provided. Provide
2683 Kamal Road 3030 Mathan Lame Enahled original valid and Embazsy aiwested FSC including
Saddar, Rawalpindi | Month, Plymssath, M (Cardioc radio-Trequency s manufacturing sie, sizesicodes for ull the

| 35447, USA ahlation svsiem cotheter) applied products of this manufacturer,
| EL1-00199 2 Letter of Authorizmtion not provided. Provide
' Manufaciuring Site: Su original Letter of Authorization or Agency
| Evalusior Jude Misdical, Cosza Codes & Sizes: As per FEU agreement with  manufacturer  sbroad,  duly
| AD-IV Rica Lida. Edificio # 44, nowarzed in the country of origin. Leter of
[27EL-P] Calle 0, Avenidn 2, Zona | Class [ Authorization of agreement shall be original,
Franca Coyol, El Covol, signed & stamped, having validity, comect names
Alnjusln, Costa Rica Shelf Life: 18 months and niddresses of both manufacourer and importer
end having name of medical devices for which
FSC not provided anlefevclugive suthorization is given 1o bnporier
3. 150 expared now, Provide valid certificate
4. Full QA pot provided. Privvide valid and notarized
certificate
5, Design Examinazion (s mol notariesd. Provide
natarized certificate
6. MRP not provided.
M Physiomed Pyt | Lepal Manufacturer: Response Deferred for the provisions of fellowing
(93, | Lid, 2687 Kamal Electrophysinlagy deficiencies’ documents:
Road Saddar. Ais 5t Nede Meidical Catheter with Lumen i. Since many felds are left blank in spplication
Rawalpindi 14901 DeVeas PMace. fierrn, therefare provide revised
Minctonka. Mn 35245, | Codes & Sizes: fmi=7A  complesely  filled with  relevant
ELIL: (60144 LI5A 407133, 401 130; 400133, information
A0L134; 401142; 401144, ii. Provide Oelgieal snd salid FSC. The firm
Evaloator: Sterilization Site D40T147; 401137 provided  photocopy having  validine il
[A=VTII] {Contract); 18.02.2023 (Valid upon sabmizskan).
Bteris lsomedix 380907 | Class-D i Provide label {ns approved in the coustry of
2812-p Ave,NW, USA_ origin} for all the codes & sized applied o form-
| Shelf Life: As per slahility A the fimn provided lebeis for 4001130 &
Sterigenics: 57725 | miudy 401144
Harodd Gty Dr, Salt w. Provide walid 150 [348% cerificates of -all
Lake City, LISA manufacturing  sites  involved  in design,
| neanufacturing, sterilization elc. of applicd
Michwest Sterilization product.
Corporation 1204 v. Provide GStability stadics Hepers  showing
Lenco Ave, Jackson, eanclugive results to justify the proposed shelf ife,
MO B3733 USA, vi. Provide Essentinl Requirement for safery and

performaance,

Provide the detuils of manufactunmg and quality
cantral

Provide Oniginal, wadid LOA notarized by the
couniry of orgit
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M /s Physiomed Pvi | Legnl Manufacturer: | GuideRight Guidewine Peferred for provizion of following documents <=

196 | Lid, 2683 Kemal Lake Reglon Medical = Ponn-TA comobetely flled and duly sigred
Tawuel Sandelar, Lid Butlersland , Wew = Copy of valud esohlishmeni license
fawalpindi Ross, Co, Wexford Codes & Sizes: As per FSC | * Name & particulars of responsible persons.

ELI: podv1%5% Internationd Irelznd * Credentaalz of manufsenster abroad duly ratarized
27632 Class-[3 from the coumry of origin

Manufnctoring Site: = HES code’ GMIRY code.

i Abbott Medical 5050 Shelf Life: As per smhility | = Shelf-life & siorage copdibons, |e. justified with
AD-I Malhan Lane MNorih, study, stahility swdies:

Plymiouth, Mmnesota = Proposed MEP of medical device

S5442 LIRA = Oipiginal Ageney agreement of lefier of authorization
froen maenufacturer (legal) [ cwmer o market

Contract Sterilizer: mhorization  holder (MAH) or s anhorized
Synergy Hemlth Inelund distirthuler, conitmining nome and complete nddress of

Led DA Musiness & mamifacierer, product of colegory of medico!

Techaolagy Park device(s) for which sole suthoristion s given,

Tullamaore, CO. Dfflay, validity of sgreemment, duly ratarized by e country

Ireland of origin;

¢ Crouping of medical devices

Original FSC: Ireland s Lizt of MDD, constiteenis-components thai o
grouped together:

Walid Til: 27052023 s Dieseription of occessories, niher medical devices or
products that are ool MDY, are iended o be ussd in
cumhimation with:

w Complete list of various configunsions: o be
remistered,;
# Complete deseription with intendad use, Rew
functional elemens. formulation & composition
with functionabity. I
s DECLARATION (oo stemp paper) & per Form-74
Mz Melamine Munufucturer: SWL Guiding Catheter Deferred for provision of following documents:

(97, | Emparium SWL Medizin GmbH [. Free Sabe Certificate (FSC) 15 md provided.
B14, Star City Mall, | Havelstr. 16 64295 Codes and $izes: FSC not Provide ariginal velid and Embassy atested FSC
Saddar Darmestadt pravided for the ppplied product Alse on Forme the
Karuchi Germany maufactoring s mentioned is China and label
(ELI-H4 145 Class D gtabes. Made In Germany. Clarify  the

FSC not provided manufacturing site of this product, 15 01 made m

Evaluatar: Shelfl lifi: 3 yvears China or Germany and from which the guiding
AD-IV catheter af which site will be supplied to Pakistun?
[3264) The abowe mentiomed FSC should include the |
muarulacturing site of the produc
2. Accelerated sadies provided aze of only 127 days
Provide real-tims wsahility studies  clearly
supporting ciaimed shelf life of 3 yesrs for this
prosduct
i, Originel documentis i.e Letier of Authorizazion,
150, Full QA, credemtinls origmal notsrization
certificates are not Townd in this dosser. Provide
them.
B Mg Melamine banufaciurer: SWL Peripheral Guidewire | Deferred for provision of following docenents,;

154 Emporium SWL Medizin GmbH I. Classification md clear, The intended use of
B14, Star City Mall, | Maveksr, 16 54293 Codes nnd Sizes: F5C not produsct atates i1 is for peripheral use whereas the
Saddar Darmszadt pronyided EU DOC saates it is class 1] medical device and
Farchi Ciermany applied as class D on Form, Explanation is reguired |
(ELL-DM414) Clags 13 for munufacturer abroud as to how and for which |

FSC not providied indication {with supporting evideee) it s

Evaluatar: Shelf lifie: 3 years classified as class D medical device and nkso
AD-IV provide relevant mie provigion of Schedule A of
| 1264] Medical Desicas Bules 2017
2. Free Sale Certificars { FSC) is nof provided, Provide
original valid and Embassy attested FSC for the
npplied product, Abo on Fom the manufschinng
siie meationed s China and label siaies Made in
- Germany. The lobel also sises the nome 1o be
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Advancer peripheral guidewine whereas the wond
“midvancer” iz not found in ary other document,
Provide relevant labels of all codes required on this
application. Clarify the monufscturing site of this
product. I i made in China or Germany and the
Peripheral Guidewire of which site will be supplicd
i Pakistan? The above mentioned FSC should
include the manufacmaring site of the product

3. Acecelerated studies provided are of only 137 davs,
Provide real-ime stubility swdies clearly
supporting claimed shelf life of 3 years for this
prosduet

4. Onginnl documents e Leser of Autwrizadion,
1503, Full QA credentials original notsrizalion
centificales are ma found in this dosser, Provide
thens.

15

bs Melamine

| Emiparium

| B4, Star City Mall,
| Saddar

| (EL1-00H14)

! Evaluator:

ALY

(32704

Manuincturer:

SWL Medizin GmaH
Havelsir. 16 64295
Crarmstadt

Crarmamy

FSL not provided

SWL FITE Coated
Chudewire

Codes nnd Sizes: FSC nol
providged

Class [v

Shell life: 3 years

Deferred for provissm of following documents:

1. Classification not clesr, The intended uwse of
product siates it ks foe peripheral wse whereas the
ELl DO states it is class [ needical device and
applied a8 elass D on Form. Explandtion is regudned
for manufaciurer abroad ax o bow and for which
indication  [with suppoming evidence) it is
Classified a5 class D medical device and olso
provide relevant mule provision of Schedule A of
Medical Devices Rules 2017

2. Free Sale Cortificate (FSC) is not prowided. Provide

originnl walid and Embassy stested FSC for the
epplied product. Also on Foem the manufacturing
sile mentioned is Ching and label staies Made in
Cermany. The Inbel ulso sintes the name to he
Advancer peripheral guidewine wherens the word
“pdvancer’ is not found moany other document
Provide relevant labels of all codes required on this
application. Clarify the manufacturing sie of this
product. Is it made in China or Germany and the
Peripheral Guidiewire of which site will be supplied
io Pokistan? The ahove mentioned F5C should
inchide the manufacuring site of the product

3. Accelerated studies provided are of only 137 diys.
Provide real-time  stobility  studics  clearly
supporting clabmed shelf life of 3 years for this
produc

4, Original documents ie Lemer of Authorization,
IS0y, Full A, credentiols original nobarizatiom
certiffcares are ool fowed in this desser, Provide
them.

200,

Min Melamdne
Empisium

B4, Hoar Ciry Mall,
Saddar

karchi
(ELI- 14

Evaluatar:
AV
[3123)

Manulacturer:

EWL Medizin GmbkH
Havelstr, 16 64295
Darmstadt

Germanmy

F5C not provided

AW Angingraphic
Catheter

Codes and Sizes: FSC m
pravided

Class D

Shelf life: 3 yeors

Deferred for provision of following documents;

Free BSale Certificate (FBC) 13 i  proveded,
Provide originnl valid and Embassy sitesied FSRC
including its sizesvodes for ol the applicd
products of this manufsciurer, Alsa on Form, the
manuipciuring siie mentioned 2 China and Tnbel
slzles Male in Geermany, Clarify the manetacturing
site of this produet, 15 it made in China or Germany
and the Argiographic Caiheter of which site will be
supplied to Pakistan? The above mentboned FS0C
ghoubd inglude the monufacturing site of the
product
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M's Melamine Manufactursr: SWL FTCA Guidewire Deferred for provision of following documents:

i, | Emporium SWL Medizm CinlH 1. Free Sale Certdficate {FSC) is noi provided. Provide
R4, Star Ciy Mall, | Hawelsir, 16 64293 Codes and Sizes: FS0 nat orfginal valid and Embassy pitesied FEC for the
Snddar Darmatadi provided applied product. Also on Foom the mamilsciunmg
Blaracld Crermany site mentioped is China and lahel aates Made n
(ELI-00414) Class D Germany. The label zlso states the mame to he

F5C nol provided Origin FTCA guidewine wheress the word “origin™
Evaluaror; Shelf life: 3 years 1% mat found in amy other dogument. Provide
ALY relevant labele of all codes required on this
[3124] application, Clarify the mamulacurmg site of this
product. 15 il made in China or Gesmany and the
PTCA Guidewsre of which site will be supplied o
Pakistan? The above mentionsd F5C should
inchede the marnufacturing site, siredivodes of the
product
2. Axcelented studies provided are of only 137 days.
Provide  real-time  sisbility  studies clearly
suppering claimed shell life of 3 years for this
product
Mis Melaming Manufaciurer: SWL Intraducer Set Deferred for provision of following doclments:

233 | Emporium SWL Medizin GmbEH I, Classificatson nol elear. ELI DOXC sinies i ds class
&14, Star City Mall, | Havelstr. 16 64295 Codes and Sizes: FSC not 111 medical device and applicd as class D on Form.
Saddar Darmszad provided Explanation is required for manufacterer ahroad as
Faruchi Germuany io buw and for which indication (with supporting
(ELL-O04 14} {lazs [ evidence) it is classified a5 class D medical device

FSC not provided and alsa provide relevant rule provision  of
Evaluator: Shelf lidie: 3 years Schedule A of Medical Deviees Rules 2017
AD-TV 2. Free Sale Certificane (FSC) is npt provided. Provide
[3263] original valid and Embassy attested FSC inchuding
i3 sizes‘eodes for all the applisd products of ths
manuificiurer. Also on Form the manufacturing site
mentined 3 China and label stmes Made in
Germany. Clanfy the mamafachining site of this
producd. [z it made in China or Germany and the
Intreducer Seb of which site will be supplied w
Pakistan? The sabove mentwacd FSC should
imclude the mansfacturing site, siznzsfcode of the
product
3. Accclerated sudies provided are of only 28 days
Prowide regktime  sabilily studies  clearly
supporting claimed shell life of 3 years for this
prachact
M Melamine Munufacturer; SWL FTCA Balloon Deferred for provisien of folliwing decuments:

2113 Emporium SWL Medizin GmbH Dilazation Catheter 1. Free Sale Cerificats (FSC) is not provided. Provide
B4, Saar Cliv Mall, | Havelsir. 16 64293 origssal valid and Embassy attested FSC incliding
Saddar Diarmstadi Cogles and Sazes: FSC not ils sizes'codes for all the applied products of this
Karachi Crermany provided manufaciurer. Alse on Form the manufacturiog sie
(ELI-D0414] mentipned i China and lsbel staes Made m

F3C aot peovided Class D Ciermany, Clanfy the maniafacroring aite of this
Evaluator: produet. [2 i made in Chinag oe Germany and the
AD-IW Shell Hiies 3 vears FTCA Balloon Dilaintion Catheder of which siie
[326Z] will be supplied 1o Pakistun? The ohove mentioned
FSC should ieclude the menufaciucing s,
sizeefcode of the product
2. Atmched stability document i% protocol and not test
réeporl, Provide complete seal-time seahdlioy soudies
¢learly supporting clabmed shelf lifeof 3 years for |
ihis product.
M5 Melamine Munulactuser | SWL Microcatheter Deferred for provision of following documents:

A, Empusrium SWL Medean GmbH I. Free Sale Certificase (F5C) is nod provided. Provide |

814, Szar City Mall, | Havelsir. 16 64295 original valid ond Embassy attested FSC including |
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Saddar
Karachd
(ELI-H14)

Evaluntor:
AD-]V
[3267]

Drarrnsiadi
Giermany

F5C nud proviced

Codest anid Sizes: FRC oo
providded

Clas=s D

Shelf life: 3 vears

o Clarify the prodaet requised on this application is

. Apcelerated studies provided are of only 137 daya.

3. Declaration of conformity, Foll QA Design-

its types, sipesivodes for all the applied products nt'-|
thiz manufacturer. Alss an Form the manufactiring
site mentioned I China and label states Made in
Germany. Clarify the manufecwring sie of this
producl Is it made in China or Germany and the
Microcatheter of which site will be supplied 1o
Pakistan® The abowe mentioned FSC showld
include the manufaciuring sile, tvpes, sizes'code of
the product The label also sisdes the name to he
Pioneer Microcotheter whereas the word “pionees™
15 nat found in any other document. Frovide
relevant Babels of all codes required on tus
application.

peripherol microcatheier or coronary microcatheter
ar neural microcatheser?

Provide  real-iime  stability  studies  clearly
supporting cloimed shell life of 3 vears for this
produc

Examination for all applied products namely
Microcatheter, PTCA Balloon Dilatation Catherer,
Introducer Set, PTCA Cuidesire, Angiographic
Catheter, PIFE Costed Guidewire, Peripheral
Ciidewine, Cuiding Caheter do npol  have
sizesicodes in it Justify ond provide evidence for
all products thet which sives and codes are CE
marked T

205

| M5 Melamine

Saddar

Karachi
| (ELI-004 14

! Evaluator;
A1V
[3266)

| EI4, Star Ciky Mall,

Manufacturer;

SWL Medixin GmhH
Havelstr. 16 4365
Darmstadt

Crermamy
FSC nol provided

SWL Hydrophilic Coated
Guidewire

Codes and Sires: FSC nat
provided

Clasz [b

Shelf life; 3 vemrs

Deferred for provision of follvwing documents:
I Free Sale Cerificaie (FSC) is not provided, Pravide

2 Accelersted studies provided are of only 137 days.

3. Declumtion of conformity, Full QA, Design-

eriginal valid and Embassy sitested FSC lncluding
i1s types, sizeafeodes Tor all the applisd products of
this manufacturer, Also on Form the mamufaciuaring
site mentioned iz China and label stabes Made in
Germany, Clarify the manufacrurlng site of this
product. 1= it made in China or Germany and ihe
Hydrophilic Coated Guidewirs of which site will
b supplied to Pakistan? The sbove mentioned FSC
should include the msnofactusing sate, types,
sizesicode of the product,

Provide real-time  siability studies  clearly
supparting claimed. shell life of 3 venrs for this
product

Examination lor Hydrophilic Coated Guidewire do
not have sizesfendes i it Justify and provide
evidence thai which sizes and codes we CE
marked”

Mz Melamine
um

Sudtlar
Karachi
[ELI-004145

Evaluator:
AW
[3264]

Emporiu
B14, Star City Mall,

Manufactiurer:

SWL Medizin GmbH
Havelser. 16 A42495
Drarmstad

Crermany
FSC noa provided

SWL NC Coronnry
Dviintation Catheter

Codes and Sizes: FSC not
proveded

Clas D

Shelf life: 3 veurs

Deferred for provision of following documents:

1. Free Sale Centificase (FSC) is not provided, Provide

origingl valid and Embasgy sttested FSC inclsding
s siresieodes for all the applied products of this
maonufaciurer. Also an Form the manufactoring site
mentimed is China and label states Made In
Crermany. Clarify the manufacturing site of this
praduct. [=it made in Ching or Germuny and the NC
Carenary Dilatation Catheter of which site wall be
supplied 19 Pakiston? The above mentioned FSC
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should inclide the manufacruring site, sizesicode af |
the product

2. Attached stobility document is prodocs] il ned test
repart. Provide complete real-time atabibity siudies
clearly supporting chatemed shell life of 3 years for
this product

i [echaration of confermity, Fall Ca, Desipo-
Examination for MC Cosonory Dilolstion Cotheter
do mat have sizesicodes in i, Justify and provide
evidence that which auzes aed codes are CE
marked?

4. Design-Examination not nowrized.  Provide
nocurized certificave,

. Certofix Trig

as B Braun Manufacturer: Dieferred for provision of following:

27 | Pakisan (Pvi) Lid, | B.Braun Melsungsn AG | (Trople-Lumen Central
The Faram, Suiiz Corl-Braun-5S1ae | Venous Caibecer) I, Differcntinl fee of Rz, 25,000 W he subnitisd ==
216, Khayaban-e= 34212 Melsungen the produet will be conasdered as new applicatian
Tami, Block Mo, 9, Giermany Codes: 2, Walid 12013485, Dezipn Examination cerificate
Cliflos, Karachi Az per P50 and labels
{ELI-00dh) FSC Germany issaed on

| 5-3-2021 Class D
Evalaator:
AW Shelf lifie 3 yers
[ 107 Fenewal))
biis B Braum Manufacturer: Intrafix Primelms Deferved for provision of folowing

308 | Pakistan (Pvi) Led, | B.Braun Melsangen AG | 1V sclministration sets with | 1. Differential fee of Rs. 23,000 10 be submitied as
The Forum, Suite Carl-Brasin-Stiralle 1 asr vent fis pressure znd the produst will be considered as new applicaton
216, Khayabon-e- 34212 Melsungen gravley infusions 2. Munisfacturing site nal clear. The codes applied
Jamid, Block No.9, (iermany hawe different manofscturing sites i.e some codes
Cliftan, Karacki Codes: are manutactured in Germany, some in Viginam,
{ ELI-00006) FSC Germany isued on | Asper FSC one in Hungary ste whereas an Free Sale

18=5-20021 Certificaiz the production facility mentsoned is
Evaluator: Class B Ciermiany only. Clorify this ambiguity and clearly
ALY state the manufacturing sites of cach code
[108{Renewal )] Shell life: 5 vears applied, provide label of each code and statbe
from which site the celes will be supphied o
Pakislan? and pecordingly provide the relevant
vakid, original, Embassy atested Froe Sale
Certificare ( FSC) & not provided.
3. Difference amongss the codes applied is nog clear
Explain and alse provide pictures of these codes
in clurify the difference
A4, 150 expired now, Provide valid cenilicae.
s 1 Braun Manufactuser: Certofix Trio Peads Deferred fur provision of following:

20 | Pakistan (Pvi) Lid., | B.Brmun Melsungen AG | (Triple=Lumen Central 1, Driffiereniaal few of By, 25000 1o be submitied as
The Forum, Suite Cari-Braum-5traie 1 Venous Catherer for the product will be considered as new spplicasion
216, Khnyahan-g- 34211 Melsungen pedizrics) 2. Walid 150313485, Desipn Examinalion cerificate
Jumi, Block Mo, Liermany and Inbels.

Cliftoa, Karachi Cades:
{ELI-00d0i5) FSC Garmariy issted on | As per Fal
15-3-2021
Evaluator: Clasz D
ATV
| Uik Renewul}] Shelf lile 5 years
M/s B.Braun Manufacturer Certolix Mann | Deferred far peavision of following:

ain, | Pakistan (Pvt) L. | B.Braun Melsungen AG | {Singbe-Lumen Ceniral I. Differential fee of Rs. 25,00 0 he submitted as
The Forum, Suwits Carl-Broun-5troBe | ‘enons Cothetes) the pradoct will be eansidened & new applisation
216, Khaynban-g- 34212 Melsungen 2 Valid 18013485, Design Examination cenificaie
Tami, Dlock Mo, Cherenanty Ciodes: ansd Labszls,

As per FSC
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Clifion, Karachi P50 Germany isswed on

(ELI-A006 ) 15-3-202] Class [¥

Evaluator: Shelf 1ife 5 vears

AD-IY

[ 15[ Renewalj]

Mz B Hraim Manufacturer: Cenofix Dun Deferred for provisicn of following:

211, | Pakistan (Pvi) Lad, | B.Braun Melsungen AG | (Double-Lumen Certral 1. Differentind fee of Rs. 25,000 to be submined s
The Forum, Suiie Carl-Braun-StraBe | Venaous Catheter) the product will be considered as new application
216, Khayaban-e- 34212 Melsengen 2. Vahid 1500 3485, Desipn Examinption cenificate
Jamid, Block Mo.9, Germany Codes: and labels.

Clifton, Earachi As per FSC
{ELI-00dH)) FSC CGeermany issued on
15-3-202] Clasz D
Evaluator:
ATV Shelf fife § vears
[ 10 Rengwal j)
B Braun Pekistan B.Braun Melzungen AG | SeQuent Please Neo Deferred for the pravisions of following
212 | (Pvi) Lok, The Cart-Braun-SiraBe 1 PTCA Cathieter deficiencies’ documents:
Forum, Suite 216, M2 Melmungen (Conted with Paclitexal) i. Provide the Originad Agency apresment o ledes
Khayahan-e-lami, Germany Class-D¥ of nuthorization regarding applisd product o
Block Mo %, Clifion, Shelf life: 2 Year calegory of medical device(s) mentonmg the
Karachi Manufacturing site: validity of sgreement, duly ootorieed by the
(ELT-D0006) M B Braun country of ongm. Provided one i far “SeCuenn
Mebungen AG Men",
Evalantor: Vascular Systems it. The provided phosooogry of FSC inthe couniry of
[ADATIN | Sieversufer B 12359 orpinfRA 5 expired upon submission thenelore
| berlin Crermany, provide Original and volid (ke sale centificate of
4320 ay RRA a5 per nule &7 duly atbestod by emibassy
FSC; Germany of Pakistan,
lazued: 18- 2006 ik Clorify that provided document incloding 150
13%5, Full Cuality Assurande, Design
Examination™ the scope is to design, manufaciure
PTCA Catheter raber than “Drag Coated PTCA
Catheters” a5 mentioned on Famn-TA,
tv. Provide nomrized documents, as the provided
docurnents are nat notarized like Credestials,
LvA, IS0 T34ES, Full Qualite Assurance, Disign
Fxamination
v Provide role of “Aecsculap AU AM Aesculap-
Mutz, 78532 Metsanpen Germany™ or “0. Beun
Melsungen AG, D=34209 Malsungen Cermany
as ihe same i5 nat given on FSC but memioned oo
Iabed, promotion matersal and brochuns,
vi. Provide labels as appeoved in countey of origin for
wll codes and sizes as per FRC
vil. Provide stabality stodies covering all sizes 1w
justify the shell life of applisd product having
special focus on Paclitoel release,
viil, Clarify the siatus of “h's B. Braun Melamgen AG
Vascubar Systemns Sieversufer 8 12339 bedin
Crermiamy™ as  mancfactarer as per FSC or
distribarter a8 per promotion meterinlnbs],
b5 Allmed Munufocturer Elckta Dizposable Bippsy Deeferred for provision of following documents:

213, | Solwioas, A-2173, Elekis Instrumeni AB, | Meedle Kit for Leksell I. Muliiple producis applied on ane application. The
KDA Scheme bo.l | Kungstensgatan 18 Sterestaciic Sysiem name Disposable Biopsy Mesdle Kit for Leksell
(Exty. Oppasite P00, Bo 7593 Stereotactic System (911933 ) will be considersd on |
Mational Stadiim, SE-103 93, Stockbolm, | Code: 911933 this application. Submit separate application for
Karachi Sweden other types
{ ELT-00025) Clazs b
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Evaluator: FSC Sweden valid till Sheldf Tife: 2 yesrs {stadics 2. Srability studies for Crisposable Biopsy Meeedie Rt
AV 26-5-20024 nol provided) not provided, Provide shell Tife studses supponing
[3374] clnimed shelf Tifz of 2 years
3. Letter of Auwthorceation and 1500 13483 expired
now, Provide valid certificate
4. Provide MRP for Disposoble Biopsy Heedle Kit.
M5 Kokab Manafzciurer: Belrer LW Cold Storags Deeferred 25 Product is alrendy registered in name of

114, | Eniceprizes Preservation Solations | Salurion M= Healthline Pharmasceutical Py Lid, Office
M. G-26, Billys Inc. Mo 402, AlHafieer Heights, Gulberg-3, Lohore. Reg
Shoppers Golleria, 109 Proctas Drive, Mo MDIR-D000606.

Gulistan-e-jauhar, Efkhorm, WE 23121 Cli=D
Block 18, Eamchi LsA
Shelf life 24 months
{ELE-00544)
Evaluator:
ALY
[3594] o
Mis Amin Agencies | Legal Manuafacturer: Indroducer 3ot (fensoral and | Deferved for provision of followmg documents:

215 | CE-6349B, Amar | ACCLRA rudial] |. The prodoct applied iz not clear. Oin cover lecier it
Fak Plazn Jhelum | MEDIZINTECHNIK is mentioned trengsradial mireducer seq whereas on
Road, Rawalpindi. | GMBH Mux-Flanck- Codes: as per FSC form dhe pame mentioncd iz Introducer  Sef

sir, 33 a1 184 Karben, {fermaral and radial). Clearly stolg the name of the
Giermany product required on this applicsisn, #s hmnd
EL1-00410 Clazs-B pame, its sizes‘codes requiresd on this application
Evalustor: FSC Germany issued which should also be mentionad on Free Sale |
AD-IY on 13.08.2019 Shelf Life: § years Certificate{ FSC) and highlight the product codes
[1646-P] of FSC and DHRC. Also provide pictures of actuml
product labels of all the codes required oo this
application and clearly ste the difference amongs
these codes. Provide supporting evidence and
product brochure
2 Manufactoring sile nat clear. On Form-TA SCW,
China is mentioned, What is the link of 5CW china
with  Accurn Gmbh Cermary? What i the
monutacturing site of the apphied product? And
from which s the spplied prodect will be
supplied to Pakistan”? And this manufacturing site |
chould be mentioned on F5C The relevant F50 |
should be original, valid and Embassy attested |
1, Siahility stodies supporting e clajmed shelf ife of |
5 yeurs 35 pol provided. Provide it
4. Provide deils of prodect, ils manufEciaring and |
i 1ests performed on the prodoct
wifs Amin Iﬁcmic; Lizgal Monufactuner: Balloon In=Deflation Dreferred for provision of following documents:

216 | CB-8349B, Amar | ACCURA Devies 1. Mukiple producis applied on this application, The
Pak Plaza, Fhelum | MEDIZINTECHNIK product nomely Balloon In-Deflation device will he
Road, Rawalpindi | GMBH Max-Planck- Class B considensd on thus ppplecation. Scbmit separae

= 33 41184 Karben, application for Push Click Y Conpector

Geerman . .- 2. Clearly =ate the brand neme and sizes'codes of
ELI-D0610 Y i i Halloon In-Deflation device required on  this
Ewafzator: F5C Genmany  isased Codes: 2 et FSC application, these codes should alse he mentioned
ATV o 1308 201% on Free Sale Cernficate (FSC)L Abio explain the
[1643-F] diffisrence between the twg codes of Halloos [n-

Deeflation device mentioned on F5C and provide
pictures and fabels ol hath codes
3, Manufaciuring site nof cleas. O Feem-TA emas |
| Beijing, China is mentioned. What is the link of |
Dizmax.  Beijing. China with Accura Gmbh |
Ciermany? What 15 the manufaciusing site of the |
applied product? And from which site the applicd |
product will be supplied (o Pakistan? Aml this
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manufacturing sile should be mentioned on FSC.
The relevant FSC should be orginal, valid and
Embassy afested

4. Sability studies supporting the claimed shell hie of
5 years Ia not provided, Provide it

& Provide details of product, s manufacturing and
0 texts performed on the product

6. Declamtion of conformity (DOC) 5 mcomplets
Provide complets document

T. Monarized [50 provided was expired even upon
submizsion and the valid one is nof notarized,
Provide valid and notarized 15013485 cenmificate.

21,

Mis Life Cares,
-2, Mezzanine
Floor Falakg: Plaza
Tatha Khan Bridge,
Shathra-g-Faisal,
K.amchi
(EL1-000TT)

Evaluator
AD-IV

[4317]

Manufncturer:

Phenox Cimbil,
Lise-Meitner Allee 31,
[=44801 Bochum
Lrermany

FSC Germamy issued on
Ji-R-2021

Frortal Steerahle
Hydrophillic Guidewire

Clas D
Shelf Hie: nol mentioned

Cides: as per FSC

Deferred for provisien of follewing documents:

1. Copy of Establishment License to import medical
devices is not attached in dossier, Provide it

2. Credestials of mavufacturer abrosd & a
requirement of Form TA. Provide credentials on
format approved by Medical Devies Board in bis
3rd meeting duly notarized Fom country of origin

3. Details of manufacturing and OC not provided

4. Shelf lifs pot mentioned on Form and stabiliy
studies not provided, Cleary state the shelf life and
provide stability studies supporting cloimed shell
lifiz

3. Leuer of Authorization is not original, Provide
ofiginal notarized Jetier

6. Free Sale Cenificate is copy and not Embassy
atiested. Provide onginal document with Embassy
atlestation

7. Sizewcodes of applied product not mentioned an
Form. Clearly gute the codes required on thiz
application, these codis should alzo be mentioned
on Free Sale Cerificate (FSC) and also . provide
lubels of all codes

B Producl detils including i intended  use,
contraindications, warning precautions cte not
provided in this dossier. Also provide insiictions
Tor use (IFLI) for the applicd prodace

. 150, Full QA and Desipn-Examination centificates
not netarized. Provide notarized certificates

I Provide Essenbial Principles of safety and
performonce for the applied prxloct,

218

Mtz Life Cares,
b-20, Mezzanine
Floor Falaknaz Plasm
Matha Khan Bridge,
Shahrtie=Faisl,
Karachi
(ELI-M0TT

Evahanior;
L AD-IY
[4318]

Manufactures:
Phenox GmbH,
Lise-heiner Allee 31,
D-44801 Bachum

Grermany

FSC Germany issusd on
3-B-240121

pCOMUS-Birfircation
Ancurysm Implant

Closs I
Shelll life; not mentioned

Codes: ms per F&C

Deferred for provision of following documents:

I. Copy of Estzblishment Livense te import medical
devices is not attached in dossier. Provide it

2. Credentinds of marufacturer  abroad i3 a
requirement of Form 7A. Provide credentials on
format approved by Medical Device Board i its
3rd mesting duly notarized from country of origin

3. Detasls of munufacturing and QT not provided

4. Shelf Life oot mentioned on Form and stability
stodies el provided Clesrly state the shelf life
and provide sahility sudies supporting claimed
shedi life

5. Letter of Authorization is not original Provide
eriginal notanized letter

6. Free Sale Certificale is copy and not Embazsy
ntiested. Provide original document with Emhassy
ottestation

7. Sipexfcodes of applied product not mentioned on
Form Clearky snte the codes required oo this
applicathon, these codes should nlso be mentioned
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on Free Sale Certificobe (FSC) and also provide
labels of all codes

2. Product detnils  mcluding  sis mtended s
contrnindications, warning procaltions eic nob
provided i this dossier. Alse provide instnictions
{or use (IFL) for the applied produc

9150, Full QA and Design-Examinotion certilicnies
nae notarized. Provide notarized certificales

10, Provide Esseotiel Prigeiples of satery and
performance for e applied prodisct

I 1. Deelarstion of Confornity of applied product not
provide. Provide it

e

W5 Life Cares
M2, hozmning
Floor Falaknar Plara
Matha Khan Bridae,
Shahm-e=Faisal,
Kamchi
(ELI-O07TTY

Exaluntnr:
AD:[V
[4319]

banufaciurer: Avenir Coil System
ot clear

Claza D
FR0 not provided

Shelf life: ool mentioned

Coades: ot provided

Deferred for provision of following documents:

I. Marufacturer ot clear. On Form Phenos GinbH,
Lise=bfeitner Allee 31, D-44800 Bochum
Ciermany 12 meniioned whereas on Declaration of
Conformity and Design-Examination Centificaie
it s mentioned Walloby Medical, Inc, Whao is the
manufacturer of the producy?! What s the
mamifacturing site of the product? Provide
dacuments from relevant manufacturer

2 Capy of Establishment License to impor medical
dewices is not atinched in dossier. Provide it

2. Credentinls. of manufaciorer sbroad 15 a
requirement of Form TA. Provide credentials on
format approved by Medical Device Board m itz
3rd meeting duly notarized from couniry of ongin

3. Dwetails of manutncturing nod (4 nod provided

4, Shelf life not mentioned on Form and sabdlio
siuclies nob provided, Clearly state e shell life
and provide stability stodies supporting claimed
shelf life

5. Letter of Authorization not provided. Provide
ariginel  Letter of Auwthorisseon or  Agency |
ayresmient  with  manulaciures  abrood,  duly
natarized in the couniry of origine Letter of |
Authorization or agreement shall e original,
signed & stnmped, having validity, comract names |
and aeddresses of both manufacturer end mporter |
amd having name of madical deviess far which
sledencluzive suthorization s given to importer

B, Free Sale Certificare no provided. Prowvide valid,
original  document  with Embassy  oitestation
having the applied product elong with codes

T, Sives'codes of applied product nad mentioned an
Form. Clearly siate the codes reqoired on this
agiplication, these codes should also be mentioned
on Free Sals Cerlificaie (FSC) and also provide
Tnbels of ol codes

B Progluct dewils  focleding os incended e,
contramclications, Wasning poecautiss efe ol
provided in this dossler. Alse provide instrucisons
fior wse (IFLI) for the applied produc

9. Provide refevans, valid o notarized [50, Full A
and  DesigneExammation  corificates e the
applied prodoct

1k Provide Essentinl Principles o safety  and
performance for the applied product

11. Decinration of Conformicy of applied prodiact no
provide. Provide it

220

Mg Life Cares, M-
20, Mezmnine Floor
Falaknuy Flozan

Legnl Munufacturer: | Infa
Coronnry Balloon Catheter
Balloon Catheter

Rontis

5.4, Behnhofstragse 7,

Coorporation

Semi-Compliam

Deferred for provision of following documents:-
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Peathn Khon Bridge,
Skahss-e-Faisal,
Karachi.

(ELI-00077)
d43i6

Evalustor
AD-IIT

CH G300, Lug,
Switzerland.
Manufacturing site:
Rontis  Hellas S.A,
[ndustrial ~ Area of
Larisa, 43100 Leriss,
Greece.

FSC: Switzerland
Valid Till: 27-8-2024

ChazsDd
Shetf Lfe: 4 years

Codes as per FSC

FEmbassy attested  and  nodarized  all
documents,

MRP of the device.

Full Cruality Assurnnce Cenlificate duly notarized.

gl

2

M3 Interex
Companiy

195, 2nd Ao,
EMOHE, Mear Hill
Park Earachi
{ELI-00248)

Evaluntor:
A=Y
[4314]

Manufaciurer:
MicroPort CRM Sr
Via Crescenting 5.,
13040 Sahuggia (VT
[taly

FSL France i=sued on
2E-10-2020

KOHEA 250 51 Pocemaker
(MR Conditional)

Class D

Code:
TPMDIZC

Shelf life: 24 monihs

Deferred for provizion af fallowing documents:

I,

Manufacturer and matfacturing ste not clear, On
Form, MicroPorr CEM Srl Via Crescentino
an 13k Salupgin (VC) Haly & mesboned
whereas on Free Sale Centificale, production sl
mentioned i Franee and kshel states made n
Franee, Clarification i3 required from manufacturer |
ahroad B0 address this ambiguity tst who 5 the
legal manufacturer of the product? And what 15 the
manufacturing site of the product.

DREAP copy of fise challan 15 not provided, only
sem is siached. Provide n

Credentials  of menofaciarer  obroad 5 &
requirement of Form TA. Provide credestlalz on
format approved by Medical Devies Board in ifs
Ird mizeting duly notarzed from country of origin
Lster of Authorization is not oeiginal, Provide
original notarized ketter

Free Sale Ceriificate is copy and not Embassy
aiiesied. Provide oniginal document with Embassy
ntiesiacion

1503, Full QA and Design-Exanuinatien certificutes
ok ntanizedl. Provide notarized certificates
Declarstion of Copformity of KORA 230 SR
Pacemaber nol provided. Provide it.

Izl

bedrs Drabesreny
Compary

195, 2nd floar.
KMCHS, Near Hill
Park Karachi
(ELI-)249)

Evaluatir;
ALY
[4313]

Manufacturer:
MicroPon CRM Sor.d
Vi Crescenbing 5.0,
1300 Fdluggia. i |
Iealy

FSC Frunce issued on
2E-F-20240

—

KORA 25 DR Pacemaker
(MR Condizbonal)

Class [

| Rode:

I
|

]

FPSA O

| Shelf life: 24 months

Daferred for provision of following documents;

[

banufaciurer and monufbctusing site ool clear. On
Form, MicroPori CRM Srl Via Cresoonien
s l3040 Sakuigria (VC) Dialy s mentlamed
whersss on Free Sale Certificate, production site
mentionad 2 France and label stales made
France, Clarificatson is requised froen manofacturer
nbrosd to pdidress thiz ambiguity thas whn 1z the
bagal manofacturer of the prodect? And what ls the
manufaciuring site of the product

DRAF copy of fee challan & not provided, only
scam is biached. Provide it

Credentmls . of  manufaciarer  wbroad s a
requirement of Farm 74, Provide credetials on
format approved by Medical Device Board in its
3rd meeting duly sodarteed Frosn country of oripin
Lztter of Aothorization is not erginal  Provide
original notarized leter

Freée Sale Certificate is copy snd not Emlxesy
artested, Provide original document with Embassy
ahleslation

150, Fuli QA and [hesipn-Examination cenificates
rind mintarized. Provide notarized certificates
Declarsing of Conformity of KORA 250 DR
Pacemaker and the relevant Full QA centificate
with scope of pacemakers not provided. Provide o
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M5 [ivtere Manufaciurer: KORA 250 DR Pacemaker | Deferred for provizien of foellowing documents;

23 | Company MicroPort CEM Sl {ME Condinonal) I. Manufacoorer and manuficturing site nat clear. On
195, 2nd floar, Via Crescenting . Form, MicroPort CEM Srl Via Crescentlne
ECMICHS, Wear HiN F3M0 Salugeia (V) Class [ wn 3040 Sabugoia (VO lealy iz memionsd
Park Karschi Tealy wherens an Free Sale Certifieate, production site
(ELT-G0249) Code: mentionad 5 France amd label states made in

F5C Frunce issued on TEMAOLEC Framcie, Clarification @3 reguined frioen manufactiunes
Evaluator: IR 200 abropd 1o adidress this ambigaity that wha is the
AD-IY Sheif life: 24 months lesgal mnsufbenerer of the product? And what s the
[4313] muinufacturing site of the peoduct
2 DRAP copy of foz challan is mot provided, only
scan is aached. Provide it
3 Credentizls of masufictures abroad 18 a
regquirement of Form TA. Provide credentials on
foemol approved by Medicol Device Boord in its
Ird meeling duly nosorized fram country ol eeign
4, Leter of Auvthorization is oot ongmal. Provide
criginal potarized Jemer
5 Free Sale Cemificare is copy and mot Embassy
witested. Provide original document with Embassy
attestation
G, [0 Full QA and Desygn-Exammi@ton certificales
nat notarized, Prosdde roearized certiflcatcs
7. Declaration of Conformity of KOBEA 230 DR
Pocemuker and the relevant Full QA cerificate
wilh scope of pucemakers not provided, Provide i
Wis MH Pharma, Legal Marufacturer: M ILCT Deferred.

724, | Flas Mo, [1IB, 11th | M's SMB Carporation | (ILUCD Cooper-T) The Board referrsd the case 1o Authooty for
Flaoar, Eden Heights, | of India 13, 33-34, chirections regarding segistration of medical devices
f=dlaim Ciulberg, Jail | Prem lodescrial Estate Codes & Sizes: As per FEC | from Indis
Road, Lahore | Subhash Road,

Jogeshwari (E) Mumbai | Class D The Boord:also obzerved the fallawing shortcomings
ELI-00720 400 D60 India in the cass
Shelf Life: -7 years 1. Mame nat clear, Applied naswe s [UED Which
Evnluatar; Mlanulacluring sites. type of IUCD |3 reguired on this application?
ALV b5 SMB Corporation Highlight the product on Free Sale Centificare
[2855-P) of Indin, 13, 33-3f, (FECh, Full QA certificate and  Design
Prem Indusirial Estae Exuminotion certificnse and the brond numee
Zubbaszh Foad, applied 5MA should be pressat m thee CE |
Jogeshwari (E} Mumbai marking documents for the deviee o he |
£00 D) Tredin, considered as CE marked. The provided Design |
Exnmination Ceriificase do not have the beand |
Plag Mo, 1356, GIDC. name SMB [
Umsbergaon, Dist: 2. Credentials of manufactuner abrood nat prisvided
Yalsad, Gujarnt, Indin, 3. Dezatlz of manutscruring and OO mot provided
396170 4. MEP for Pakistan not provided
5. Letter of Authorization = not ongieal and oo
niotarizesd
FSC India dape of lssus: . FRC s copy and net Embassy eltested
0501 2021 6. [SO1348S mow explred and nat petarzed
7. Full QA cemifleate not provided
8. Beference country F5C not provided
9, WHO prequalification decumnent/'centificate report
ool provided
1. Seerilization validarion repont of the apphbed
product et provided
11 Undertaking on stamp paper nat provided,
| DET Pakizan (Pvt) | Manufactarer: Heer TLCT TCu 3804 Phis | Deferred,

#25. | Lid, BRI Building, 4th | Pregna Intematicnal [Copper T 380 A) The Boad rseferred the case o Awhorify foe
Floos, Flor Moo 3%- | Lid directions regarding regizstration of medical devices
C. Stadivm Lane Mo, | Plot Mo, 219, Survey # Class [y from [ndia
Z, Stalium | 168, Dabbel Intwstrial

Commercial  Area

Co-operative Soc. Lid, |

| Shelf Life: 7 years
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Fhase V. DHA | Dabhel Damam (1,7 The Board also ohserved the following shormeomings |

Kerachi [nafiia 396210 in the case:

{ELI-00515) 1. Stability studies supporting claimed shelf life of 7
F5C India date of l55ws: years mot provided

Evalustor 0. 20200 2. MEP not provided

AD-IV ¥ F5C is copy und not Embassy atiested

[4500) 4. 15013485 expired upon submission

3, WHO prequalification document'cantificate/repar

nai provided |

6 Sterilization validotion report of the agplied

pradwct not provided

7. Undertaking on stwmp paper niot provided.

]
M's FM Health Manufacturer: Well Lead Hear and Deferred for provision of reference country Free
226, | Care, 203, Al- hi's Well Lead Medical | Moisture Exchange Filier Sale Certificate or CF mork documients as well valid
Rehman Centre Co, Lad. FSC from China.
Block 778 K{HE, C-4 Finbu Industrial Cidies: |
Shahesd-e-Mila Estate, Hunlong 511434 | As per FSC
Rioad, Boarnchi Panyu, Gusngrhon, PR | Class B
fELI-DDIEL) China
Shelf Life: § vears
FSC Ching walid 6 (-
Evaluasor: {K2-2020)
AD-[Y
[2013]
M5 Matianal Wellong Instruments BMI Peritoneal Catheter Deferred since the product is from Talwan and
227, | Enterprises, Offics Co. Led 2F , 63 Lingen | (Low, Medium, High, WO bns et provided the folowing docoments.
Mo HE, dik Floor, Maorth Road Taipei, Pressunz)
Al-Sehat Center, Taiwan R.O.C CLASS D I Copyof Free sale provided reveals thet it has heen
Armexe Regent igsued by Mmisiy of Heolth and  Welfare,
Plas=, Shahru-c- Republic of Ching {Taiwsan)Meed darification
Faisal, Karachi, Furthermore, a walid, original and embassy
Pakistan attested Free sale in the country of origin shall be
sbmitted for the seid product Bromd noee
(ELI-MR43) writleén on Form=7 A is BMI Peritoneal Casheter,
However, an the copy of Free Sake Certificate
Evalaator brand name BMI Shusting System 1z mentioned
AV Thiz need Clarification.
. In Smbility shdies conducted by third party and
given for shunting svstem and Cetheier given,
need clarifcatbon.
Il Prowvide orgeinal Agency apreement from Market
muthorization Holder duoly notarlzed from che
coamtry of origin,
IV, Provide valid noturosd, OMS 13483 certificaie,
Full Cualty Assurance amd EC Design
Examination Certificate fram CADR present in
Mando data base.
V. D and Essential principle for safely and
performance not provide,
W1. The firm has suhmited 250007 fee and has written
that it is a class [ medical device. Therefore seed
iy sushenit differential foe.
L
hlis Medimen Ackermann Insrumente | Ackermann Europelip Deferred for provison of -
273 | (Pakisian), GmbH Clzss D

Howse # 199, Phase= | Eisenhahnstrasse 65-67, L walid, ovigingl and embussy attested Free sale in |
2 GECH=, Link THGY, Ritheim- the counry of origin.
Road Model Town | Weitheim, Germany 1. Provide Stability stdies reflecting claimed shelf
Lahore, Pakistan lifie (for Aceclerated and Real time)

HL  Provide valid and  origmal Apgency agreement
Evaluator from Macket sathorization Holder duly nobeized
ADVII from the country of origin. |
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Provide valid notasized. OMS 13485 cenificate,
Full Cuslity Assurance and EC  Design
Examination Certificate from CAB present im
Wande data base.

¥, DOC and Essential petnciple for safery and
performance not provide

VI The firm has submitced 25000¢ foe end has written
thar it is A class [ medical device. Therefore, necid
' to submil differential fiseol RS 28000-or clasify
| MYs Anwar & Sons, | Legnal Manufacturer: CaeCrael kirom Diferred for provision of -
129, | Apartment-110,

E‘iﬁm ; Wigllas-2 !'r'[.--.a_ EMI AG locatad af | Codes & Sizes: As per FEL I Ovighil, vaid and smbussy inested FEC.duly
L:unmuj - b'l!:m:rh:r_g 8. 4TRO-5L, : isued by the pegialatoey authority of the country
Complex,  Bahria | Vith Belgium Class-D) of origin. since the FSC provided is issued by the

Town, i Fhase-T7. _ . ) Chamber of Commerce.
Rawalpindi Oviginal FSC: Belgium. | ShalfLife: ¥ years L The Medical device as per DOC falls in class D,

: However, the frm has submitted fee of Rs
ELI: 01T [hate oof 1550e: TENH s, T'-'hruﬁ:ln.'-. 8 differaaitial  fee af Rs
el 250000~ shall be submiried.

Evaluator [l Provide notarized design examination certificate

AD-VI and Full Quality Assurance Cestificate
1V, Provide Mobrized Declaration of confoamicy
{DOCY and eredentinl, the firm has provided
photoceqy of these documenis
%. The brand name on the Form=-TA is writien fis
colgui Chromic, Howewer on F5C amd other
documents Catgut chaom i wrilten, Clarify,
Mis. Sindh Medical | InTec Products Inc. Advanced Dingnostic Kit | Deferred for provision of the following docuncats:-
230, | Swres. 13-B, Block | 331 Xinguang Road, | For Hepatitis B
&, PECHS, Karachi' | Xinyang Ind,  Area | ¥iruz  Surface  Antigen | L The product is from  nonreference  coumiry
Nuicang, Kiamen, | (ELISA) Therefore, Provide FRL of any reference Regulatory
Evnloator Fujian 361022, | CAT. NO, [TP21001 Agthority o potarized  Evidesos of the CE-
AD-VIL P.R_China 96 TestwKil Certification or WHO prequalification in accordance |
Clags [ to pube 1502) of the MO8 2007,
Shelf Tife 12 months ii. Provide valid IS0 134835 cenificate, as the submitted
FSC: China las been expired niso  provide Movinrized
Walid Till; 25-10-2022 Declaration of conformity (DOC), The firm bas
provided phatocopy of these dacumenta
M5 Sindh Medical | InTec Produces Inc. Advance Quality One Siep | Deferred for provision of the fllwing docunemts:-
33f. | Stores. 13-B, Block | 332 Xinpuang Road, | Malara (p.f/ pv] To=lme
6, FECHS, Karachi, | Xinvamg Ind.  Aren, | Test i. Prowide Walid, originalamd embassy atesed Freo
Huicang, Neames, | CAT WO ITP1 1003, Sabe Certifbeate in The Conmiry of Origin, Since the
Ewaluntor Fujlzn 1022, | 25 Tests/Rit & 40 provided FSC is for export porpose anly and ag per
ARV F.R.Chinn TestsKit" F3L the product is mit registered in China
Class o he confirmed i The product 18 from  non-refercnce couniry
Theretore, Provide FSC of any reference Regulaory
Shelf Life 34 months Awhority or  pogarized  Bvidence of the CE-
Class 1o be cinfirned Certification or WHO prequalitication in nccosdnnce
FSC; China {0 rule 132) of the MDR, 2017
Valid Till: 2-7-2021 il Prowvide valid TS0 13483 contificoe, 2 the submined i
has been expired alse provide Notanzed Declarsion |
of comformity (DEIC), since the copy of DOC |
provided does oot clarify abawl the Class of the IVD
Theredore clarily.
Mifa. Sindh Medscal | Manufacrurs | Advanced [nagmostic kit | Deferred for provison of the fuIInTn'mg documents - |
2312 | Stores, 13-B, Block | [InTec Products Inc. Faor Antibody 1o Hepatitis C |
4, PECHS, Karachi® | 332 Xinguong PRood, | Vins (ELISA) i The bmnd name applied on Form-TA doss ool |
KXinvang Ind,  Ares, | CAT, WO ITP23001 mialch the mame: an the FSC submuted. Wesd |
Evaluator Haicang, Kigmen, | 96 TesisKi clarificaibon, |
AL Fujian 361022, | Shelflifz 11 months iiThe product = from  norereference  coumry, |
InE.China P50 Ching Therelore, Provide FSC ol any reference Remalasory |
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Wulid Tilf: 25-10-2022
Cluss [

Agthority or poterised Evedence of the CF-
Certification or WHO pregualification in accondance
ta mabe 15(2) of the MER HHT.

ki Provwide valid 150 13485 certificate, as the submisted
hes been expired sl provide Noturized
Declaration of conformity (DOCEL The finn s
provided photocopy of these decamenis,

Mis. Singh Medical | InTec Products Ine.

Advanced Quality Rapid

Deferred for provision of clanlication / felbowing

233, | Stwores, 13-B, Block | 332 Xinguang Rosd, | Anti HCV Test/ Dingnostic | documents :-
&, PECHS. Karachi | Xmyang Ind.  Arca, | kit for antibody to hepatitis
| Haicang, Kiamen, | C Virg I, 'The firm has submitted two application with the
Evaluator Fujian 361022, | Collodial Gokd same brand name bur different codes Le
AV P.R.China CAT, WO, ITPOI10Z40 ITPMIO2 and ITPWOIES2, one of which iz
Testkil WHO preguadified. However, on ihe Free Sale
shelf lifie 24 months Cerfificaie only one name mentionsd and don’t
Class D have code with i1, Therefore, need clarification/
FSC: Chisa provide embassy anesied FSC having codes on b,
Walid Till: 23-10-2022 i, The product is fom non-mefensace  country
Therefore, Prowvide FSC of any  neferemoe
Repulmory Awthosity or notrized Evidence of
The CE-Certification or WHI pregualification in
socondance Lo -rule 1502 of the MDE - 20T
iil. Provide walid 50 13485 certificme, as the
wibmitted has been expired alsn  provide
Matarized [claration of conformity (X0} and
Credentsal of the manufacturer, The firm has
provided photocopy of these dosumenis |
M= Bindh Madical | InTec Producis lec. Advanced  Cuoaliy  Rapid | Deferred for proviskon of clarification { fallowing
134, | Stores, 13-B, Block | 332 Xinpuang Read, | Anti HCV Test' Diapnosiic | documents:-
&, PECHS, Karuchi | Xinvong Ik Aren, | kil for sniibody o hepatitis
Haicang, Xiamen, | O Wirus Lo The firm hes subrmitied fwo applications with the
Exaluatar Fulian 1032, | Colledial Gald same  bramd name bur differemt coddes e
ALV P.R.Chira CAT. KO. [TPW0O1152.40 ITPO1102 and ITPWO1 132, ane of which (s WHO
Testkit prequalified. However, on the Free Sale
F5C: China Cerfificase only one name mentioned and don’t
Valid Till: 25-10-222 have code with it, Therefore, need clarificstion’
Class [ provvide Embassy Anesied FSC having codes on
Claimed Shelf Life it.
24months ii. Provide wvalid 150 13485 ceriificale, ns the
submitied has been  expinad  alse  proside
Noterized Declaration of conformaty (D) and
Credential of the manufserer. The flem has
provided photocopy of thess documenas
iii. Provide complete smbility stodies 1o justify shelf
lifz since the provided study i meomplete,
M5 Sindh Medical | [InTex Products Ine. Advanced Chmlity ONE | Deferred for provision of clarification / following
735 | Stores, 13-B, Bleck | 332 Xmguong Foad, | STEP HBsAg Test [ | documents -
b, PECHS, Karachi | Xiovang  Ind Area, | [dagoostie Kit For Hepatitis
Haicang, Kiamen, | B i. The product is from non-reference  coumiry.
Evalusitor Fujinn 61022, | Virus Burface Antigen, Therefore, Provide FSC of any  reference
AD-¥TI F.R.China Colloidal Gold Regulatory Authority or nomnesd Evidence of The
[(Whele Blosd / Serum ! CE-Centfication o WHOD pregualification 0
Mazma) accordance to rule 1502} of dee MODR 2007
CAT. WO, ITPI003-Test (6. Provide walid IS0 13483 certiflcae. 8z the
Card 44 submitted has been expired also provide  MNotonzed
Shelf life 24 momihs Dreclaration of conformity (DNAC) The firm has
Class [ provided phabocopy of these docamenis.
FSLC: China
Valid Till: 25-10-2022
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Mf=. Sindh Medical | InTec Products Inc. Advenced Quality Rapid | Deferred for provision of clarificarion | following
235 | Stores, 13-B, Block | 332 XNinpoang Road, | Ant HIV (1&2) Tes /| documents; -
6. PECHS, Kamchi | Xioypapg  Ind.  Area, | Dingnostic kit for Antibody
Haicang, Xiamen, | 10 Humzn | & The prdwd i85 fFom  pon-reference  couniny,
Fupian 381022, | Immunodeficiency Vins Therelore, Prowvide FSC of any  relerence
Evaluator PR.China {Colledial Gold) Regulmory Authormy of notarized Evidence af The
ALV CAT. ND.  [TPOZ002. CE-Certification or WHO prequalification  in
ATemskit necordance o nide 152} of the MDR 2017,
F&C: China i, Provide walid 150 13485 cepificale, us the
Walsd Titl: 23-10-20022 submined kas been expired also provide  Midarsoed
Class [ Declaration of conformay [DOC)E The finn bhas
Shelf life 12 months provided photocopy of thess docurmerts
iii, The firm has submitied bao applications with the
same brand name but different codes e,
TTT2002 and ITINZ152 ane of which is WIHD
prequalified as per Form-TA. However, om the
Free Sale Cerificate only one name. mentioned
#md don’t have code with it Theredore, nesd
clanfication’ provide free mle cerificaie with
codes mentioaed on iL
M's Sindh Mecdical | InTec Products inc. Advanced Cuality One swep Deferred for provision of charification | following
237, | Stoses; 13-B, Block | 332 Xinguang HRoad, | Aot HIV (1&2) Test /| deumens:-
&, PECHS, Koruchi | Xinvang  Ind. Area, | [vagnostic kit for Antibody
Harcng, Xiamen, | o Human | i.The firm has sobmited two applicaoons with the
Exaluatar Fujlan 1022, | Immuonedeliciensy Viras same bramd name but different codes i.e, TTPO2002
AD-VII F.R.Ching {Colladial Geld) and ITPWO2 152 ooe of whick & WHO prequelified
CAT. MO ITPWO2152. a5 per Form-7A. However, on the Free Sale
A0 Testz kit Certificate only one rnme menticned and don't have
Class O code with i Therefore, need clarificatson’ provide
Shelf Life 12 months Embasay Anesed Free Sale Certificate with codes
F5C: China mentioied on i
Yalid Tilk: 25-10-2022 ti.Provide valid IS0 13485 certifbcate, as the sulsged
WHO FRE hes been expired also  provide Maarized
Declaration of conformity {[WOCE The finm has
provided photocepy of these documents.
Wi, Sindh Medical | InTec Produocts Inc. Advanced Cuality One Step | Deferred for provizion of:-
23%, | Stores, 13-B, Block | 332  Xingusng Roesd, [ At TP [Treponems
6, PECHS, Karachi | Xinyang [nd.  Area, | pallidom ¢ Syphilis) Test / | 1 walid and embuassy attested FSC of anv reforence
Haicang. Migmen, | Disgrostic kit for Anibody | Repylatary Authonty or nolarized Evidence of The
Evaluator Fuijian 361022, | 1o Treponema pallidum CE-Cenification o WHO  pregualification in
AlRVIl P.R.Chinn [Collodial Gold) accordance to rule 15(2) of the MDR 2017,
CAT. NO. ITPO3004, 1L Provide valid IS0 13485 certificute, as the submiticd
40 Tests/Kit hus boen expired also provide  Motsrieed
E;“gjglm Declaration of conformity (DOC)The flon has
Valid Till: 25-1-2022 DO Rt op o St it
| Shelf life 24 manths
i Mz Ophihalmo- TAISIER-MED S.A.E ECY SORB Thved Deferred for provizion of -
234, | Tex, Shehrzh-e- Street 100, Building
Liacut. Haji Fazal Moo B, 1= Industrial 5 X . i
| Elishi tlmim Zone, EI- Obour City | Class D e BTN WU S R e
: glum since the copy of 1
| s E;:E" V1828 CAIROEypt | Free trade certilicate provided was issued in 2017
o " helf Life 3 year and |3 expired, Fusthermore, Free Trade
Certificrie doss not clearly meention that ihe
i S St e
Il.  Provide valid suthorsstion letter since the lester
provided is expired afler submdssion
ML Provide Walid [50 13485 Certificaic vr (P
cortificate. Suwee the submiticd cemificate are
expined,
IV. The name of the Principle manuficurer  present
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on FORM=TA t& different then s mentioned on
FaC and other decuments. Subemil revized Form-
Th

M5 Oiphithalmo-
Tee, Shahrah-e-
Limgut, Higi Fisead
Ellahi Building,
opposie Waomen
College, Karachi

Evaluator
ARV

| TAISIER-MED 5 AE
Strest 100, Building
Mo, K, 1s Inclusirial
Lone, El- Chour Ciry
11828, CAIRO Egym

241

bl Orphichalomo-
Tee, Shahrah-e-
Liaqut, Haji Fueral
Ellahi Huilding,
appasite Women
College, Karachi

Evaluator
ADNTL

EGYSILK (Black braided
silk }

Class [

Shelf life 05 vears

File no 3568

Dreferred fior provisien of -

I. Volid, original amd embassy abested Free Sals
Certificabe of the Belpium since the copy of the Free
irade certificate provided was ssued m 2017 and 5
expired, Furthermare, Free Trade Certificate does
ool clewrly mention that the device 5 avadable In
Belgium.

1L Provide velid smbdwization leter gince the betber
provided is expired after submission,

IL Provide Walid 150 13485 Certificate ar GNP
ceificate, Since the submived oceriflcate ane
expired.

IV, The name of the Principle menuinciurer present on
FORM-T4A is dafferent then as mentsned an F50C
and ather documents. Subamit revized Foem-TA

TAISIER-MED S AE
Stregi 100, Building
Mo, K, 181 Fudusirial
Fone, El- C¥hour City
11828, CAIRC Egypn

EGYCRYLIC FAST
Class D
Shelf Life 5 year

3570

Deferred for provisiom ol -

I Walid, original uml embassy atesied Froe Sale

Certificate ol the Belgium snee the copy af the
Free trade cenificate provided (Belgium) was
tsmed in X017 and Is explred. Furthermore, Fres
Trade Certificate does not clearly mention that ihs
device is available in Bzlgium

[1. Clarification of The fee shp (2035881) simched
with thit applicatlon posses the name  af
‘Egyerylic fast®. Howewver, the application =
submitied for "Egyvery] Fast'

[l valid suthorization letter since the keiber provided

is expired afler submisson.

Valld 150 13482 Certificaie or GMP cenificate,

Since the submined cemificate are expired. The

namee of the Principle manufacharsr  present on

FORM-TA iz different then s mentioned on F30

ansd ather documinits. Submit revised Form-7A0

242,

hlfs Ophibalmn-
Tez. Shahrah-e-
Lingus, Haji Fiazal
Ellshi Building,
ppeEklE Wamen
College, Karachi

Evaluaior
ALV

TAISIER-MED S A
Street 100, Bailding Mo,
B. Ist Industrial Zone,
El- Obour City 11338,
CAIRG Egvpt

EGYCRYLIC Dwyed und |
umchyed |
Chasz 1

Shelf Lifi: § years

Deferred for provision of .-

L Walid, original and cmbassy attested Free Sale
Certificate of the Belgium smee the copy of the Frec
trmife certificate provided was isswed (v 2007 and ks
cipirad. Furthermore, Free Trade Centificate does
not ¢learly memzon that the deviee is ovailahle in
Belgium

[l. The application and Fee submitted is with the brand

namie (Form=TA) EGYCRYLIC Dhved and undyed,
which doe=t nol maech with ke brand name
EGYCRYL (Dyed and undyed) present on FRC
ared  letier of authorization, Meed clarification and
submit revise Forme=TA. |

. Prowvide vald authomzanen Sener sinos the letier
provaded is cxpired afier submission,

. Provide Yalid 150 13485 Cerificate or GMP
cerlificate. Since the submitied ceraificse are
expired,

W, The namc o the Principle msanufaciarer - present on

FORM-TA is differeni then as mentioned on FaC
and other documents. Submit revised Fonms=TA,
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W'z Chphihaims TAISIER-MED 5 AE EGYPROLEME Deferred for provision of -
243, | Tee, Shahrak-g- Street 100, Building Mo, | (Polyprogpylene

Liagus, Hajs Fazal 8. 1st Industrisl Zong, | monofilament) I Valid origlial and embasy siiested Free Sale

Ellahi Building, El= Obour City 11528, Class D Certificate of tha: Belglum smee the copry of the Free

opposite Wamen CAIRO Egymt Shelf life 05years trude centificase provided was issued i 2017 and i

Colege, Karachi expired. Furthermore, Free Trade Cemiflcate dosst
not cleardy mention that the device is ovailable in

Evaluator Belgium.

AD-VI [I. Provide volid mrbesization keiber ssnce the leter
provided 15 expired ofter submission.

HL Provede Yalid 150 13485 Centificate or GMP
cerificae. Since the submitted centificale ure
explyad.

IV, The name of the Principle manefienms  present om
FORM-TA is différent then as mentosed oo F5C
anel ather documents, Submit revised Foro-TA

MUs Meritarious Mis AccuBioTech Co, | ACCU-TELL ® HEV IgM | Deferred for provision of - i

744, | Business Sobutions . | Led Biildiog 10, Mo, 38 | Cassetie

(Pvi)Ltd, House | Yubus Road, Beijing | Cluss D L, Vialid, Ovfginal sl bty .

Mo 39, College 101300 Chins Stel life 12 months ' mt'!-ﬁ'm: in the country of u:iwml-ﬁ,ﬂ:

ij Eﬂilrs:r;;"m:':"“ Germamy, since only copy of FSC of Clermany 15

v ’ v I:I-'I:I'f'il.lﬂd-

Rawalpindi. [ Provide valid mtarined 150 13485 Cenificate. Also
provide valid and notssized CE cortificstion fssued

i'lf::i;;ltﬂf by the CAB= present in the Mande dats base The
centificate provided have been imswed by i |
company 1self |

I Provide valid, nstarized Authorzstion lester and |
Credentinl of the manufictuncr.

M/s Merinorious Miz AccuBioTech Co., | ACCU- TELL & HAV IgM | Deferred for provision of -
245, | Business Solations Led Building 10, Mo 28 | Tes Cassetie

(Pvt) Lid, House | Yuhua Road. Beijing | Cluss D 1 Valid, Original and embassy stested Frew sale
Mo 39, Collegs 10E300 China | Shet life 24 months certificate in the country of origin and also ln |
Road, Safuri Villas | FSC China and Germaity | Germany, sénee only expied copy of FSC of |
1, Bahria Town, Germany is provided, i
Rawalpindi I Provide valid notarized IS0 13485 Centificate

I Also provide valid and notarized CE certification
Evaluator I iasued by the CAls present in the Nando data
ADVI baze. The certificae provided have been Bmued by

the company itself
. Provide walkl naotarieed Authorzation letter and
Credlential of the mamifacnumer.
B Mg Muller & Legal Manufacturer: Suprasorb® C Deferred for provision of
246, | Phipps Pakistan Lohmann & Rasscher Collagen Wound Diressing
{Pvt) Lid., Lizmn Intermational CaobH 20483 (BX12) I Oviginal valid and embasey
Court, Main Clifton | Co.KG, Westerwalds | FSC: Germany oo s b
Rond, Karschi tralle 4, 5657 I=soed: 28-1-2021 . Wotwised IS0 13485, Full Quality Assurance,
{ELI-0030) Rengsdarl, 3 years LOA, credential and )
GERMANY Class D M. Dresign Examination centificate. the submimed is
Evalunatar copy
ALV Physical manufaciurer ;
Lofimann & Rauscher
CrinbH Co K, Irficher
StruBle 35 35367
Peewied GERMANY
b’z Muller & Legal Manufacturer: | Suprasceh & + AG Deferved for pravisien of -
24T ?ip}pﬁiﬂhﬁﬂm Lobmann & Baascher Antimicrobial Caleiom
[ - Lzma [nternational GmbH Alginare Wound Dressing : :
Court, Main Cliften | Co KG. and W L by S T i
Raed, Karnch Westerwaldsarafls 4, 20571 (10X 10) '
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(ELT-D030 | 35379 Rengsdort, 20872 [ 103(20) L Wotarised 130 13485, Full Quality Assurunce,

GERMANY 20873 (2p rope) LOA, credemial and Design  Examinotion

Evaluator certificate, the submitied is copy
AV Lohmann & Ranscler F5C: Germany

kirchengasse 17 2525, | Issued: 2812021

sochonan a.d triesiing Swears

austria

Mis Ham | Legal Manufacturer: | Shunmei Feripheral | Deferred for:

248 | Imtermational, Wiz Bhummei Medical | Gaidewire

Mezzenine floorpied | Co,  Lid, R40D]  of | {Peripheral Guidewire) Provide mnotarized - and  wvalid Declaration  of
No. 152, 51 8, | building B No. § Jinlong coaformity by the manufocturer, 150 13485, full
Block- Ij.. H.D.I‘L Yifa ..,!'i poad_ I!IEIJ;B. Codes'sizes: ql].ﬂ]il}l ERRUCETCE m"mmﬂ m Exarmmation
Scheme, 36 Gulisien | Indusirial Zone Dushi | As per FSC vt

€ fohar, Karachi, village, Fingian twn, Please submit notanzed credentinl of munufschurer
LI DMEMIE Huiyang Mhstricd, | Class and letter of authorizstion,

Huizghow,  Grangdong. L Submit original, legalized and valid free sale

China, Shelf Life: 3 years etitiate.

il Provide information oa validation for medical device
with respeet to steriliny of the applied prodwct.

e e Provide instraction for use,

Eviliibar Since thee country of origin s China, which is not &

ADTX reference country, therefore, provide a Free Sale
Centificate for ibe oppiied product rom o meference
couniry as specified in Ruwle &7 of Medical Devices
Ruoles, 2007
Please provide evidence of submission of applicable
fize by submilting the ariginal receipl 15 not submiited
with the dossier,

M5 Ham | Legal Manufacturer: | Shunmet micro Guidewire | Deferred far:

g | Intermational, hfs Shunmel Medical

Mezzentne floor ploi | Co.,  Lid, BR401 of | {Micro Gulde wire) Provide notereed and  valld Declarstion of |

Mo, L5 5L 9 | building B Mo. & Jinlong | Codesfsizes: conformity by the manufacthrer, (S0 13485, full

Block-15,  KDA | I*  rood,  boolong | As per FSC quality assurance certificate and desipn exnmination

Scheme, 36 Lobsan | ndestreal - 2one, long cerlificate

¢ Johar, Karachi. gang district Shenzhen, | Class D Piease submit notarized eredential of manufacusrer

ELI: DOOGE China and letter of autharization.

Manufacturing Shelf Life: 3 years Suberil original, legalized and vahid free sale

facility: certifbears.

Sos-Hal DG i Wb Pravide information on validation for medical device
12022072 building B No. 8 linlong 2 ;ﬂmﬁwﬁ"ﬁi Eh‘ APt i

i 2. foed, iR » Sine the country of origin is China, which is not a

ig_l]l;:nlur L.:g:mw"_zm: Diushi referencs couniry, mm provide & Free Sale

s, R, Certificate for the spplied product from a reference

it sy country as specified in Rule 67 of Medical Devices

u!zhluu. Guangdong, Rules, 2017,

—— Please provide evidence of sabmission of spplicable
fee by submitiing ibe onipinal receipt is not submitied
with the dossier,

Mis Ham | Legal Manufaeturer: | Shunmel micro catheter Dieferred for:
250 | International, M's Shunmei Medical
Mezzenine floorplol | Co.,  Lad., R401  of | (Micm Catheser) Provide notarized  and  valid  Declasation  of
Mo, D52, 5L 9, | butiding B No, E linking | Codes/sipe: conformity by the manufacturer, IS0 13485, full
Block-15,  KDA | 1" road,  bacloag | As per FSC guality assurance certificate and desizn examiration
Scheme, 36 Gulistan | Indusirial  zone, loog certiflcaie.
¢ Johar, Karachi. gang district Shenihen, | Clas D Please submit notarized credential of manufaciurer
| ELL 000dE China

Manofacturing

facility:

Shelf Lifa: 137 days

and letter of aumthorization.
Submit oniginal, legalized and  wadid free sale
certiticate,
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SN6E-R&D

Evaluator
AlDIX

M Shunmet Medical
Co,. Lid., R40] of
buikling B Mo, & linlong
¥ifa 37 road. Yifa
Indnisirial Lone Dwushi
village., Pinglan town,
Huiyang District,
Huizhow,  Guangdong,
China.

Provide information on valldation for medical device
with respect to sterility of tee applied product

# Provide ismuction for nse:
= Since the country of enigin is Ching, which s not a

relirence country, therelore, provide n Freo Rale
Centificate for the applied produet from a reference
country ag specified in Rule 6T of Medics] Devices
Rubes, 20017,

Please provide evidence of submission of applicable
fize by submitting the anginnl receipt is nos submitbed
with the dossier.

Mz k.5, Agencies, | Legal Manufactarer: Super(iut Sumares Deferred for provision of:
5], | Odfice 20, 2nd | Shandong Haidike | {Catgat Chromic)

Floar,  Business | Medical Products i » Momanzed lester of authorization and credentals of

Arcade, Mauin | Company Lirnited Codes & Sizes: manufncturer shall be sabmited.

University  Road, | Plant No. 1, Science and | As per FSC s The suhenimed copy of Full Quality Assurance

K:-m:h: Technolopy  Enferprise ! certificate does mclude Chromic caigut sulures in its

(ELLD0E2) Incubator  Park, Shan | Class D scope. Therefore, provide notarized and valid

County, Hez= City, | Shelf life: Syears certificatc mentioning the applied product n i
Shandang Prvance, | Growping: SMID scope.

Tk i * The submitted copy of 1S0-13485 & exired, subm
nodarized and valid 150-13483 for furnber processing

ot afl yaur case, plense,

o Original, legolized oo valid Free Sale Centificale i
reguired,

E}ﬂ;lﬂf » Notarized and valid design exasmination cerlificaie
and Declaration of conformity by the manufacturer
are required since Ehese oonificates ane nol provide]
with the suhmitted dossier.

® Provide informaticn on validabom for medicnl device
with merile or with measuring flinction, pleass

= Prowvicle mstruction for use

= Provide sahilioe shudizs of che applied produc
supparting the clnimed shelf lifz

= Since the couniry of origin 1= China, which i not a
refesence coumiry, therefore, provide o Free Sale
Certificake for ihe applied product from a eefenmce
country w5 specified in Rube 67 of Maodical Devices
Haubes, HFT.

= Provide label {as approved in cousiry of coging amsl
s puckaging, promiodien material amd hrochure,

Mis K5, Agencies Legal manufaciurer; OXICEL siure Deferred for:
252 | Offfice 200, 2nd | Betatech Medikal

Flaor,  Business | Cihazler sayal, | (Owidized  Regenersted | o Notrized letter of authorization and eredentials of

Arcade, Muin | Mumessillik, Ic ve, Dis, | Czllulose - Absarbable |  pnufacturer shall be submitied.

Uﬂi'ﬂﬁiﬁ}' R{Iﬁi Till. Lid. S Bki Tedli HL'IT!II,W_:I o Provide notarized and vabid full I?.Iﬂli[\' LAY

Karachi Urgamize Sanayi et B =

{ELI-{HGR2) Bolgesi, Atamrk O | Codes and Sdzes as per » Submit nocarized and valid 150-13485 for Rirther

Sunayvi Siési, 22 Sok | FSC: processing of your case, please

Unal, Is Merkes No, 3/ o ) ¢ B .
0EILR&T Buasakechir. Istra Nbal, | Class: D g;::;u; legnlized and valid Free Sale Cemificate

T Shelf Life: 3 = Notorized prd valid despn examination certificae
Evaluator s arl Declaration of conformity by the manafacrer
ADIX are required since copbex af these cerificaies nre

submitied.

Provide informstion on validaton for medical device
with sterile or with measurang fimeticn, plense
Provide insruction for use

Provide siability sudies of the appbied prodsc
suppacting the claimed shelf life.
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reference couniry, therefone, provide o Free Sale
{ertificate for the applicd product from & reference
counlry 08 specified in Buole 67 of Medical Disaces
Fuls, 2017,

Provide Inbel {as approved in coustry of origing and
its packagme, promotion material and brochure.

* Since the country of origin is Turkey, which is nots |

253

M5 K5 Apencles,
(Hiffce 210, 2nd
Flaor, Business
Arcade, lain
Lintversity Fnad,
Karachl

| (ELI-00382)

18IMI9-R&1

Evaleator
AD-[X

Legal Manufactarer:
Shandong Haidike
hedical Products
Company Limited

Plant Mo. |, Science and
Technolopy  Enterprise
Incubator Park, Shan

Superiryl Sulures
{Polvglvenlic Acid)

Codes & Sioss:
As per F5C

Couaniy,
Shandomng
(China

Here City,
Provinoe,

Class By
Shelf life: Jyears
Groweping: S

Deferred for:

Matarized lener of authorization and credentials of
munufaciurer shall be submitied.

Provide notarized and vabid full quality assurance
cenificate.

The submitied copy of [S0-13485 is expired, submit
nodurtzzd ard valid TR0-134285 for farther processing
af vour case, please.

Original, legalized and vald Free Sale Ceriificate is
requined.

Moiarized and valid design examinatbon ceriffcabe
and Declarsiion of conformity by ihe munufacturer
are required since these certificaies are not provided
with the submitied dossier.

Prawide informatbon oo validation fior medical devies
with sterile or with measuring funcison, phease
Provide insiroction for use,

Provide stability sisdies of the appbed preduc
suppoming the claimed shelf life,

Himce thi ctountry of origin i3 Chiss, which is not a
reference country, thercfore, provide s Free Sale
Cenificate for the applisd product from & reference
coimiry &5 specified in Rule 67 of Mexlical Devices
Rules, 2017,

Provide label (s approved in coundry of origin}

e its packaging, promotion mederial and

brochure,

254, |

| M 5 Lucky Lab
Intermational, F-6

| Usmonia Center,
Muhammad Ali
Housing Society
Commercinl Market,
Earach

ELL: (a8
4056-Ri&

Evaluatar
AD-IX

Legal Manutacture:

bz Erpon Suiramed
5 B L Zose Indusirial

672 Mlaglinno
i marsi (ALY lualy

FSC: ITALY

Dale of 1sswe:
DO 2019

Lelene MNaa- Abosrobable
Surigical Sunre

{Mon-Absorbable Surgical
Suture)

Code: BT445-B1L458-
DEX16-BD9TS

Sizes: 0,1, 1 2.0, 3.0, 4.0
Clasz D

Shelf Life: § years

Deferred for:

Fleasse submil original  and  wvalid  letter
nuthorization from lepal meanufuciurer,

Dietail of manufaciuring method, quality comrol
procedures, specifications and analytical method is
niot provided in the submitted dossier, Pleass provide
the required data along with the lestmg method wsed
for the rowtine analysis of the applied product.

The submitied copy of 150-13483 is expired,
therefore, vou are reguired 1o submmit valid copy of
the centificate.

Submission of decloration of confermity printed on
the befter head af manufaciuner fEed and dody signed
by the nspongible persons as per the format of
Eurapean Directives is required.

Label of the applied product = approved in the
couniry of origin alomg with the detadl of packaging,
promaoisenal matenial and brochure is reguired
Submit stability studies of the applied product ull
lnimed shelf Jife.

Since the submitted F5C does ool contain the
confipurationsizes, therefore, submit original,
legalized and walld FSC mentioning all - the
sizea‘conligurations of sutures. The submitbad copy

of Design exumination certificale does not specifly

of
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the configurstion’sizes of the Selen:  sutures,
therefore.  Submussion of desipn  cxaminaticn
certificabe mentioning the comBigumtion/sizes of
Sulures 15 required.

The applied product i3 categorioed under Class D of
medical devices a3 por Medical Devices Rulss 2017,
therefore, you ore reguined 1o submit differentinl foe
of Rs. 25,600/,

135,

M/ s Lucky Lab
[mtermagionnl, F-6

| Lismania Center,

| Muhammad Ali
Housing Soclety
Commercinl Market,
Karachi

ELIL: D448

05T &

Evaluator
Al

Leanl Munufacturer:

| M/s Ergon Sutramed

S.R.L Zone Industrial
SMNC-67062 Magliane
dei wraarsi { ACH) Btaly

FSC: ITALY

Dute of Ixsue:
(6.0K.2019

Seta Mon-ahsochahle
Surgical Suiure

| Mom= nhsorhakle Surpical
Suture)

(ST423-5L424-30d56-
BHI46-SEIRI-5D0373
S 0, 1, 2, 20, 3.0, 4.0
Class [

Shelf Life: 5 vears

eferred For:

-

Please  zubmit original and  vakid
autharzeation trom legal manufactiner.
Detnil of manufacturing metbod, quality control
procedures, specifications and snabytical methed is
ol provides) in the submitied dosseer. Pleass provide
ik requdred deta along with e testing method wsed
for the routine analysis of the opplied producr,

The submitied copy of IS0-13485 5 expared,
iheretone, vou are required to subinin valid copy of
the certificate:

Submission of declartion of conformeny printed on
the letier bead of marnefsctuner fitled and duly signed
by the responsible persons as per the formot of
Eurapenn Diirectives is reguired.

Label of the applied product as approved in Ui
country of origin abong with the detil of packacing,
proqusional maberial and brochume is reguined.
Subsrir srababity sudies of the applicd product il
chalrmed alself life,

Since the submitied FSC docs not comlain the
configurationsslzes, therefore,  swbmiy - ariginal,
legalized and walld FSC memtioning ol the
sires‘configurations of swiures.

The subeimed copy of Design  examinaton
certificate does not specily the conligumtion/sizes of
the Selene sutures, thenelare. Submission of desipn
gxaminoticon oeriflcane menticming the
com{igarntiom/sizes of sunires is required

The applied produet is cabeponinsd ander Class Dof |
medical devices as per Medbcal Devices Rubes 2017, |
therefore, you are nequined socsubmit differential foe |
ol Tes 25 O0d-.

lefter  of

256,

M5 Lucky Labk
Intematiomal, F-6
Usmania Center,
Muhzmmod Ali
Howsing Seciety
Comamercial Markes,
Karachi

ELL (448

AET-R&

Evaluator
Al-1X

Legnl Manutacturer:

Mg Ergon Sutrames|
5.0 L Fona Industriale
SMC-GT062 Mapliano
cled mearsi (A0 Ttaly

FSC: ITALY

Date of [ssua:
0l 2Ng

Coralene Mam-Ahsorhahie
Surpical Suture

(MNon-sbsorbable Surgical
Sulnre)

(BT445-NL458-HES 16
ROATS)

Sizes 0,1, 2, 2.0, 300 4.0
Class D

Shelf Life: 5 wears

Deferred for:

Plense =ubmit original ad  vahid
Suthariention from legal manufoctarer,

Dretail of manufactusing method, qualdity coowral
procedures, specifications amd analyticol method i=
not provided in the submitied dasswer. Pleass provide
thse reguared dadn along with the esing method used
for the routinge snalysis of the applied product

The submitted copy of IS0-13485 is expined,
therefore, you are required 10 submdr valid copy of
the cerifbesie.

Submission of declarotion of confortuty printed an
the lemer besd of manufactuner filled and duly signsd
by the responzble persons as per the format of
Europenn hirectives is regquised.

Label of the applied progluct = approved m the |
country of origin along with the detil of packaging,

letier  of
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Submit stability snadies of the apphed product il
claimsed shelf life.

Singe the submitied FSC doss not contun the
eonfi therefore,  submit  ooginal,
legabized and wvalid FS3C mentioning il the
gizescontigurstons of suiures.

The submitied copy of Desipn  examinstion
certificate does not specily the confiparation/sizes of
the Seléne. sutres. therefore. Suhmission of design
examination certificate mentioning thi
canfigurstionsizes of sutures is required.

The applied product is categorined under Cluss O of
medical devices as per Medicnl Devices Rules 20107,
therefore, you ore nequined 10 sunmil differeniial foc
of Ba 25000,

iz SM Imipex, CGeeotek Medikal Ve haxicors Biopsy Gun & Deferred for:
7 | Office Mo, B=309 Sieglik Hiz.Tic. San Lid | Meedle ; : ;
7 308 Plaor, New Sti, Lvedik OSB Agac » Subels otarized jetter of mathorization..
Chali Trade Centre, | Metal Sitesi 1436 Sk | Codes and sizes as per F5C | ® Provide Instructions for Use for the applied product,
Shahrah-c-Liaquat, | No. 12, Yenimshalle | Biopsy Gun: * Provide originnl, legalized and valid Frec Sale
Korachi, Pokistan | Ankara, Turkey |GRGOl ceiificate mentioning relevant detals (codes/'sizes)
(FLI-D473) . Biopsy gan Needle: af the applied product.
FSC: Turkey, valid tll  |GPN1410, GEN1413, * Please provide detail of quality control procedures
BEG0-R&] 31 Digcember, 2023, CiPM 1420, G610, along with the established protocol of lesting for the
16.03.2020 GPNIBI0, GPNIBIS, applied product _
GEN 1820, GPNIE2S, * Submision of nownzed and valid il quality
Evahiatar GPN183, assurAnCe cortificate, 15013485 end Declarstion of
Al-IX Conformity (mentiondng the ciaes of medical device)
lass 13 15 reguined.
| Shelf life: § years o Provide swability swdies for the applied product
supporing claimed shelf life,
i Ighal & Legal Manulacturer & | Dignity Mid-sized CT | Deferred for provision of original notarized legal
axg | Comspany, Mip. Sine: Farts documents and copy of Lefter of Authorization
Alfalah Manzil, M5 Medical ClagsDy mentioning the name of medical devioes
Opp. Kotional Components INC. LSA.
Polive Foundation, | Address: Codes and sires ax per FSC.
Siresid2f, Sector E- | DBEA-Medcomp 1499
154, Iskamabad. DELP DRIVE Shelf Life:
HARLEYSVILLE, PA 03-Y'ears
ELI:-00117, LI5A 15438
%
A28 Other Manufasturing
arech Medica
riech Medica
AD- Producis Calle
Mercurio M 46 Parque
Ldustrial Mexicali,
Baja Califomin Mexico
21210
FSC: USFDA.
Date of Expiry:
Jume. 02, 2023,
M5 lghal & Legal Manufacturer& | Symetrex Catheter Sets Deferred for provisien of ariginal. valia duly
254 | Company, M. Bire: Class:[ rotnrized Letter of Auwthorization and 150 13485
Alfalah Manzil, WS Medical certificate, original valid embassy atlested Free Sale
Opp. Mational Components INC. USA. | Codes and sines as per FSC. | Centificate.
Police Foundaison, DEA-Medeomp 1498
StreptE2f, Sector B | DELFDRIVE Shelf Life:
1144 Eslamabad. HARLEYSYILLE, PA | D5=Years
USA 19438
ELIL:-00117,
Site:
Evaluatar:
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AD-IT Martech Medical
Products Calle
belercure ™ 46 Parque
Industrial Mexicali,
Baja Califarnia Mexico
21210
FSC: USFDA.
Diate of Expiry:
November 07, 2021,
Mz Moon Legal Manufacturer: ATLAS Deferred for provision of valul and origioml Free Sule
250, | Enlerprises, 3% M5 Arlas Medical - Certificute of any REA. Dezizn  Examination
Rzbani Road, {1d Sabab Free Zone Ares, | (Hlood Grouping Reagent) | Certificate and Nodarized and Embassy attested Legal
Anarkali Labose King Abhdullah 11, dnoumicHt
Imdusiral City, Ammaon | Codes & Sz As per FSC
ELL; (11356 11512, Jordan.
| ClhassT)
| 2787 FSC- Jordan
Evalustcr: Sleelf Life: 27 months
AL Diate af lazse;
I3 122005
Mis Medi System Legal Manufacturer: M-CATH Deferred for providion of following documents: «
260 | Imternational, 5.4 Mz Acrostak (Schweix)
Mezzanine Floor, AG-14, {Micrecaiheter) ® Details of manufacwring snd quality control
Sardar Bepum Stegackersirasse, 409 procEsses
Plazra, West Blue Winterthur, Codes & Sizes: Asper FSC | # Compleie  deseription with  indended use, Koy
Area 44000, Switzerland, functional elements, formulation & compasition
Isbamabad, Class-T with functionality
FSC Switzerland = Full QA certificate or equivalent, duly notarized hy
ELI: {W1&%4 Shelfl Life: 3 venrs the couniry of origin
2491 Walkd ull: 15012024 * Design examination certificate duly notarized by tlse
coniry of arigin,
| Evaluator;
| Al
Blfs Mishal Swergical, | DOGSAN TIBBL | BAYLON {Polyamide) Deferred Tar provision of following documents: -
282 | Diffice No, A-411- MALSEME SAN, A5 | Sorgicel Suiure . Tl H i i
296, Jail Road, (PRIVATE} MG eomnl S ot i st g
Hydermbhad Rize Cod Mo, 904 | Codes & Sizesaaper FECY |, Whether the medical device is for export or te be
{ELI-004 78] Orahizar Trahzon - phaced oaly in local market?
TRRhEY Chslr » Ciriginal und valid free sale certificate of any RRA as
L s PR s e per rule 67 duly attested by embassy of Pakistan
] e = Valid Production Quality Mansgement Sysiem
Evaluator: Valid Till: 20-06-2024 Cenificate (150 ]]uinFG{vﬂ’ Cenificate duly
AD-II nomnrized copy as per law,
* Informaticn oo valiclation for medical devices with
stenile or wilh mezsuring function
Ms Mishat Surgical, | DOGSAM TIBEI | Politer {Polyethylene Deferred for provizsion of following documents: -
263, | Office Mo, A-i11- MALZEME 5AM. A | Polvestor) Surgleal Sutire | 4 it . .
296, Jail Road, (PRIVATE) Codes & Sioes 2 Per FIC™ | & procastss M of bt g, e
"}'ﬂl!'ﬂ:]'lﬂd Rize : 'EB.I:'. IHI:I. g1A = ME’E‘IH’ the medical device is far ﬂ]x".'t ar m he |
(ELI-s04 T} ! Orinhisar  Trabzon Class-D plsced onty in focad markct?
— TURKEY Shell-life; 5 YIS ™ Eﬂ'ilﬂ,l.lul ard valid fres mmﬂm ﬂfuu}IRRA 1=
FSC: Turkey . ‘ﬁ!il:k:n:;:gnn Quﬂt;:;_-.- me-:-f Palt'mbinmm
E'l"llllfll'l'i Walid Tt DW= 2024 Cerificate ':'m Ijm]ﬂl G Eﬂﬂjﬂmﬂ- '3“]]"
AD-I noiarized copy us per law,
® Information on validation for medical deviees with
sterile or with measuring function.
M= Nicshar Sorgical, | DOGSAN TIHB! | PEDESENTE Deferred for provision of Tllowing decumenta: -
264, | (ffice No. A41l- | MALZEME SAN, AS. | (Polydioxanone PDO » Stability snadies st upto claimed shelf life
296, Jail Road, (PRIVATE) 100%) Surgical Sutare | AR o racdiont Gl
Hyderabad Rize Cad, Mo. 1A | Codes & Sizesas per FSC™ | _ %E !wﬂh: i i d";.u o ¥
(ELI-DO476) Ortahisar  Trabzon - e N % O CHROE AR N
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TURKEY Class-D piaced omly i local market?
4291 Shelf-life: § years * Original and valid free sl certificate of any RRA oz
F8C: Turkey per mide 67 duly afested by embasy of Pakisan,
Evaluntor. Walid Till; 20-06-2024 s Valid Production Ouality Mlsnasement System
AL Certificate (150 13485y GMP Certificate  duly
notarized copy as per law
* Information on validation for medical devices with
steride or with measunng funciion.
M's Michat Sargical, | DOGSAN TIBE] | KANSTAT ORJ Deferred for provision of following documents; -
245, | CHhice Mo, A-411- MALZEME S5AN. AS. | Alsorbable Hemostat . ! ’ -
396, Jail Ruad, {PRIVATE) (Oxidized Regenerated | - Eﬂ'“gdw;“ “F'“:lm el Hife.
Hydershad Rize Cad, No, 91A | Celtuloss) S peath e
(ELI-00476) Orahizar  Trabzon - | Codes & Sinet as per FSC* | " :’:ﬂmnﬂﬂl d=:fl;= is for expart ar fo he
TURKEY
4794 Class-D = Oiriginal and valid free sale cemilicars of any BREA as
FSC: Turkey | Shelf-life: 3 years e B G e
1 : ¥alid Till: £ #
o R IRy Centificate (IS0 13485) GMP Centificaie duly
menrizedd copy as per low,
* Inbormmtion on validation for medical devices with
slerile or wilth measunng fenction
"Mz Nishat Surgical, | DOCGSAN TIBBI | DOPACE (Pacing Wire) Deferred for provisien of fellwing documenis: -
296, Juil Rood, [PRIVATE) Temporary Pacing Wire | o proce i umn s e e,
Hyderahad Rize Cad, Mo, #1A | Codes & Sizes as per FEC" | o Wieiher the medical devics is Bar expont or to be
TURKEY | ClassD » Original and valid free sale certificate of any RRA as
4293 [ i Shelf-life: 3 yrars per rule 67 duly artested by embassy of Pakistan
| T * Walid Production Cuolity Managemenl Sysiem
Evaluatar: Walid Till: 20=006-2024 Cenificste (150 134850 GMP Cenificats duly
ARl notarized copy as per law.
= |nformation oo validation for medical devies with
steribe or with measuring function, .
M5 Mizhot Sargical, | DOGSAN TIBBI | PEGELAK Deferred for provision of following documenis: - '
267 | Office Mo, A411- | MALZEME SAN. AS | Pelyfglycolideco-lactide) | , g i i oy 0o
296, Il Road, (PRIVATE) (PLGA) (90:10) Surgieal [ 3 oo o O el device, '
Fyderabad Rize Cad, No. $1A | Butwre | = Whether the medical device is fir export or 1o be
{EL1-00478) COwrimhizar  Trehoon - | Codes & Sipes & per F5C placed only in local markee?
= TVREEY i « Criginal and valid free sale cenificare of amy RRUA s
- 3 per rule 67 duly mitesied by embassy of Pokistan.
i Tackey | Shelfff= 2 yous * Valid Production Qualily Management System
e Wt T e Centificats (IS0 13485) GMP Certificate duly
niarized copy as per law,
* [Infosmation on validation for medical devices with
sterile or with mensinng function,
Ms Nishat Surical, | DOGSAN TIBBI | TEKMON (Palyglocalide | Deferred for provision of following documents. -
68, | Office Mo, A-411- MALZEME SAM. AE | [%75) -Co- Caprolactone | | Siubility stdies dats ko ciimed shelf ik
296, Jail Road, (PRIVATE) (U5 PCCL) Surgleal |, oo T medieal device
Hyderabad Rize Cad. No. 91A | Suture » Whether the medical device is for cxport or o be
o TURKEY Codes & Sizes as per FSC° | | (3050l and valid free sale cemtificate of any RRA ns
= FSC: Torkey | Clest per rule &7 duly sttestad by embossy of Pukiston
- - Vall uclion Quality Musagement ‘Syste
Evaluator- Vialid Till: 20-06-2024 | Shelfclife: 3 yeas g gl oy g el
AD-ll notarized copy &s per law,
= [Information on validation for medical devices with
sterile or with messunng function
| Mz Mishat Surpeenl, | DOGEAN TIBEBI | PROFILEN Deferred for provision nfﬁl]-lmvirlg documetes: -
204 | Office Mo A-411- MALZEME 5AN, A5 | (Pelypropyliene) Surgical * Demils of manufacturing and  gquality  control
2o, Jail RUU-". [PRW.'\TE} Suture Processes,
Rize Cad, Mo '9‘1'.’1!._ & Siahility stuclies dats uplo claimed shelf Lie.
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Hyderabad Orizhisar  Trabzan - | Codes & Siecs as per FaC® | * Proposed MRP of medical device.
{EL1-00474) TURKEY = Whether the medical device is for export of ™ be
Class-[3 placed oaly in local market?
4293 FaC; Turkey | Shell-lifs: 5 years ® Cirigingl and valid free sale centificobe of any BRLA as
Valie Till: 20-06-2024 per rule 67 duly pbiested by embussy of Pokision
= Walid Production. Quabity  Management  Sysiem
A1 Cenificae (150 [3485) GMP Ceriflcae duly
notarized copy as per kaw,
& |nformation on validation for medical devices with
| sterile ar with measuring lanction.
{ h/s Mishat Surgical, | Legal Manafaciurer: Silk (natural =ilk black] Deferred for:
| Im. | ?ﬂ" ITL ‘a‘m ﬁ’mm,’iﬂﬂ T’E' o R « The submitted copy of 1S0-13485 is expired, sibmit
Hyderabad | (Private) Located ar | (Silk non-ahsorbable natarized and valid [S0-13483 for further processing
(ELI-00476) Rize Cad Mo 91A. | braided coased sierile of your case, please. _ _
Cirtahisar Trahzon- | surgical suture) = Motarized and walid Declaration of contormity by the
Turkey Cindegsipes- mianufiscturer is required,
(3RA3R-RE] As per F8C = Provide informaotion on valdetion for medical devies
i FSC: Turkey with respect to senlity of the applied product.
02122021 Valid till 200062023, | Class D * Provide ingruction for se.
* Provide smbility studies along with the protocol for
Evaluator Shelf Life: 5 vears the spplied product supporting the ciaimed shelf life.
Al * Since the counery of origen I Turkey, which 1 noi a
reference country, therefore, provide & Free Sabe |
Certificaie for the applisd prodoce from & refercnce
coantry as specified im Rule 67 of Medical Devices
Fules, 2017,
= Provide label (as approved in country of ariging and
it packaging, promation maienal and brochare.
* Plensed provide propossd MREF of the appliied
medical device o5 i1 has not been mentioned in Fomt
TA,
bS5 Misbat Burgical, | Legod Manulaciures: Pepelnk Poly {Glucolide- Deferred for:
271, | Qifice Mo, A=311- | Mz Dogsan  Tibbi | Co-Locide) Rupid (PGLA)
Hyderabad (Frivate) Located at _ natarized and valid 1S0-13485 for further processing
[ ELI-XET6) Rize Cad. No. 91A, | (Pegelak Poly {(Glucolids- of your case, plense.
Ortshisar  Trabzon- | Co-Lacide) synthetic, » Naotarized and valid Declaration of conformaty by the |
Turkey multifilament absorhahle manufacrurer is required. o
JIRM-R&] o Turk::; ciierile Elh'gjl:'ﬁj EATHET | & me mﬁ‘lrmalil.m an \'lli'IJ-Hil:lrlf:ITnmdi:aJ device
Evaluator Volid till 20/06/2023. | Codes/sizes: : ‘1;“" e e wpplins pondine
Al As per FSC oY IEISI.I'II-'IIBI.}DH fr use.
# Provide stabeliny studies along with the prosocol Tor
Class 1D the applicd product supporting thie claimed shelf lifa.

Shelf Lifie: § vears

+ Hince the coumtry of origin is Turkey, which is not o
reference country, herefone, provide a Free Sabe
Certificate for the applicd product from a referencs
country & specified in Ruele 67 of Medical Devices
Rules, 2017,

# Provide label (as spprived in cowmtry of ariging and
it= packaging, profeation material and boochare,

o Pleased provide proposed MRP of the apabicd
inedicad device as iF has not boen mentioned {n Fomm
TA.
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