
J No.F.4-312022-MD (M-47)
Covemmenr ofpakistan

Ministry ofNational Health Services, Regulations & Coordination
Drug Regulatory Authodty of pakistan

Subject:-

The applications of following applicants were placed before the Medical Device Board
(MDD in its 47s meeting held on 29'h Marct, ZOZZ *a tle 

"u-e 
have been deferred being deficient of

the information / documents as specified in column (5) ofthe Table below.

2.. , It is reqlested to- fumish the requisite information/documents within 20 days after uploading of
this letler on official website ofDRAP.

Sr.# ADplicant, ELI
& Dossi€r- #

Manufacturer's
Details:

Product's name,
Class & Shelflife.

Decision

(l) (4) (5)

Nd/s Inlek

ELL00034.

- t903.

(Paclitdel-Eluting PTA

Code & SizesrAs per FSC

C,asD
Shelf Life: 36-monlhs

D€f.r.d for provision of: -
. ulid & oriCinal FSC.

. LoA duly nolEized.

. juniliable shelflife dara

. r?l'd ISO-11485 & FQA cenifica16.

2 I!,I/s Intek

Ra*'alpindi.

F_r.r:000.1.t

Legsl M!nof.ctur.r &
mfC. sil€
Endoco. cmbtl.
Sreinburgsft.Be 17.
25348 clucknadt.

FSC:Gemanv

l3 06.20t7

copv)

SERENIry
(Peripheral S€lf-expardabl€

NirinolSlenl Sysrem)

Code & Sizes:

As per FSC

Clas-C

D.ferred for provision ol -
. valid & orisinal FSC.

. justifiable sh€lflile dala.

. valid ISG 13485 & rQA c.rrificat€s

Ilrs lntek

ELI:00034
-l9l t-P.

L€e$lMrnufrcturer &
mfg. site:
[ndocor GmbH,

SteinburgslraBe 17.

25348 Clrcksrad!

ENDO.GUIDE
(PTA Balloon Cat.rer)
Codes & Sizs:As p€r FSC

CIN-B
ShelfLife 48-monrhs

Def.rred for proyisiotr ot -
. valid & origrnal FSC.

. laA duly nokized.

. justifiable shelflife dala

. valid ISO-11485 & FQA c.rtificale.
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Islamabad the 23d May, 2022.

SION OF
DEFICIENT INFORMATION/DOCUMENTS.

(.2) (3)

I If,galM.nufrcturlr &
mfC. sit i

Endocor GmbH,
StcinbugstraBe 17,
25148 Gluckstadt.

FSC:Cmatry
(Scanned Copy)
Dare of issue:

13.06.20r7.



copv)

lv'l/s btek
Corpomtion Oflice

Plaz4 lhe Mall,
Rawalpindi.

ELI{034
94t-P

ADIII

CORPORATION

ASHITAKA
ACTORY
Address: 150,

Maimaigi- Cho,

Fujinomiya CiF/,

Shiaok! Prcfecture

418'00l5,.lapan.

TERUMO VIETNAM
CO., LTD. Lot 44a-44b-

44c Quane Minh

Indusriat Zone. Me

Linh Distict Huoi
ClTY- VIETNAM

l8-02-2020

Radifocus Gnidc Wire M

CIN-D

Shelflifc 3 yees

Codes 6 per PSC

Deferr€d for ptovision of followirg documenls:

. Valid DesiSn Examinalior ceniJlcate.

. ISO 13485 of Vietnam meufacturing site is

. ft is b menlio.ed here dai the sE ne bmnd nme

device hs alftady been rcgislded by MDB in its

286 meeting by the same imPorter (cod6 dc

dilTerent) wi1h diferent l.gal nanufactud i.€ MA

Terumo Eu.ope N.v. tnlerleuvenl@ 40 3001

Leuven Belgium $ilh sMe manLrlactuins siles

(TERITMO CORPOB-A.TION

. ASHITA(A FACTORY

. Addless: 150, Maimici- Cho, Fujinomiya

Ciq, Shiaoka Prefeclure 4 t 8-0015. Japan.

. TFRITMO VIETNAI',,I CO.. LTD. Lol 44a-44b-

44c Quug Minh lndustrialZone, Me LinI District.

Hanoi CITY, VIETNAM)

5. I,!s Intek

Corpoiation, Oifice

Road, Saddar

Rawalpindi

nLI 00034

\21781

IAD,VNI]

2118

Lepu M€dical

T€chnolosy (Beij ing)

Co., Lld, No, 37

ChMgpinB District

Beijing, China

FSC:China

validliU: 19.0? 2023

Parln.r Sirolimus Ehting

(Drug Eludn8 Slent

Sysrem)

Codes & Sizs: As per FSC

CldsD

Sh.lfLife:3 yem

Deferred for the provisions orfollowirg
deliciencieY do.um.nts:
i. Submit a diferential fee ofrupees 25,000 since

this is a new applicaion Dnd* MDR 2017.

ii. Provide the OriSinal and valid free salc

cenificate of ey RRA as pei rule 67 duly

attesled by embr-asy of Pakistan. The fim
provided Chinsc FSC a non-refercn e

rcgulalory olhong
iii. The firm siaied tlat MD d(]s't conlain

Ddg/poisoa therelorc, submit rcvised lom-7A
since fial the MD contains drug or olheNir
clrify.

iv. The providcd srabilily study has scope ",iB
wlidatioh prot@ol ituobes the stabili1 ond

relabil r ol Ptttul$ Sirolinus-el ing

aorcwry Skat Ststea r htn Mo yeut utp6l;

/,Jt " gowevq the fim requested 10 grul 3

years shelf life a p€r fom-7,A.
y. Provide th. DDCI-^RATION (on stamp paler)

M,/s MOD Scientific

(Edwd Road)

ELI00655
:2766-

I*gal Minufr.tur.r &
mrg. site:

It s Diasasl Pec 251,

Avenue Eugene Avinee

59210 Loos/Fmc.
FSC: Fmcc (Scanned

copv)

DIACAST
( ANTI.D)
(RHI-lgMl)

Codes & SizesrAs per

FSC,

Clas-D
Shelfl,ife: 24-monlhs

Page 2

t1.06.201?-

l-.p,1 Mrrufrcturer:
TERUMO
CoRPo&ATION 44.1.

2'Chome Halagay4

Shibuya-Ku. Tokyo

l5l-0072 JA?AN

Manufrcturing Sites

TERUMO

D.f.red for provision ot -
. valid & oriCinal FSC

. Addes on LoA is direMt ftom the El-l-issued

. valid ISO-13485 cenificale.

. Qc{etails slons\lih CoAs.

. Coretid ofapplication fonn reCuired.
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MA MOD Scimrific

Mouj Da./a Road
(Edwdd Road)

ELr-00655
-2767-

Legsl Manrfacturer &
mIC. sitei
Mh Diaed Pdc 251.
Avenue EuSene Avinee
59210 LoosFrance.
FSC|fruce

(ScmDed Copy)

DIAGAST
( ANT|GtiN-B BLOOD
CROUPING ABO
SYSTEM)

Cod.s & Sizes:As per FSC
Class-D

ShelfLife:24-months

Deferred for provhion oi -
. lalid & ori8inal lrSC.
. Address on t A is different ftom the Ell-issued.

. valid ISO-13485 c€rtificnre.

. Qc-derails slongwilh CoAs_

. Core.tion ofappli€rion fom rcquir€d.

8 MA MOD Scienrific

Mouj Darya Road
(Edwa.d Road)

ELI-00655
,2768-

Legal M!nufrctur.r &
mfg. site:
M/s DiaA61 Parc 251,
Avenue EuSene Avine
59210 Loortrrarce
FSC: Fmce lscmed
copv)

DIAGAST
( AGH MAESTRIA
IcC+C3d)
Codes & Sizes: As per

FSC.

CI sD
ShelfLife:24-months.

Deferred for provhion of: -
. valid & onCinal FSC.
. Addrcss on LoA is ditr*.r Aom the ELI-is{pd

. validISO-13485 cenificate

. Qc-deIails alonswirh CoAs.

. Corcction ofapplication fom rcquned.

9 M/s. Bioerin
(Privale) Limiled,
19- Usme Block

Legll MrDufrctrre. &
mfg. sit.:
I\r/a Allona DiaSnonics
GmbH. Mork.n*
1222767 Hmbur&

FSC: ctrmdy
Dale of Issue:

t2.01.202t_

ALTOSTAR@ HCV RT.
PCR KiI I.5
(AlloSttu@HCV RT-PcR
Kn r.5)
Clas-D
ShelfLife: l2 months.
Codes & Sizes:As per

FSC.

l0 M/s Biosorin

(Private) Lin cd,

l9- UsI@ Blork,

ELI:00186.
-2800-

ALTOSTAR@ HIV RT-
PCR Kit I,5
(AllostanA HIV RT-PCR
Knl5)

ClasyD

ShelfLife:

Codes & Sizes: As per

FSC,

ll M/s. Bio$dn

l9- Usmm ElocL

lagll Mrorfi.tur.r &
DfB. sit l

M/a Altona Diagnosrics

GmbH. Mo.kenstr.
1222767 Hambu.g,

FSC: cennany
Dare of Issu.:
t2.01_202t.

ALTO STAR O HBV PCR
Kit 1.5

Cl6sD
ShelfLife: l5-mo.fts.
Codes & Sizes:As pe. FSC

provision of OdSinal Lencr of

t2.
FI:C. Zaloor EIaIi

ELt-00087

-27 72-

kgrl M.nlfactur.r &
nfg. silei
Mh William Cook
Europe ApS, Sardet 6,
DK- 4632
Balaeverskov, Dcnmark

FSC: Denmk
V.lid Till:31.10 2021

COOKCELECT VCNA

(vena Cava riher Sets)

ClassD

Shelf Lite: 03-yems

Codes & Sizes:As per FSC

D.f.rr.d for Provision of: -

valid FSC ofD€ornuk.
P.oede lhe Valid Lefter ol Aurhorialion. duty
nolariz€d by the country oforiSin_

Proyide the valid ISO-13485 ed Full Quatl!--

The Authorizarior given by lrs. Cook Ireland.
while Ilmufetue. menlioned on Fom-7?\ is N,t/s.

Williu Cool! DenmeL cldificadon is required.

ll Legal Mlnurrct$er:
Medtronic Inc.?lo
Medtonic Pmkway,

MEDTRONIC Open Pivot Def€rred for prolision of following docuftenB: -
. Pro det!€ valid & oricinalFSColcounrryofo.igin

andor RRA duly allested by the embNsy
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ELI:00186

-2797-

p.oyision ot oGCal L"tle' .l

Legal Manufactur.r &
mfg. sile
M/a Altona Diagtrosrics
CmbH. Morkensr
1222767 llamburg.

t-SC: 6erm0y
Date of Issue:
t2 07 2021

t fterr.d for provisiotr of Ong'nal Le er of

ELI:00186
-2801-



(Submitted certific.te wa! eYPi.€d befor.

submisiotr of doi!i.r)
. Cbriry md Prcvide the valid ISO_13485/ laten

CMP repon of all mmufacturing siles involved in

the produclion activities of subj€cl prcducls

(Srlbmitted certilictle *at eqired b.fore

submision ofdo$ier).
. Provide the Orisinal Letier of Authorizlion. thar

shows lhe relaiio,, legal link of O$ner of thc

polud and &tud nanufadurcr.

. D6ign exmination cenificate of the products tlial

aremissing in lhe applicalion dossis
. P.ovide rhe rechnical documcnls like slnbilily

sludies. Qc{etails & Cenificale of complimc.

labels of all the veiants of tle suhjec(

machinddevice applied for dre rcgi$mtion (You

hare 
'Lbmined 

lhe documerldlron ol lle nm,ld

Model:50lDM (AP Miral)
Mi16l bilealler mechrnical

Class-D

ShelfLifer05-y€ds.

Codes & SizesrAs perFSC

MimcrIolis, MN 55432

USA

U,S AISC

Floor, Plot No. G-3,

Block 09, Clifton,

. Prcvide the valid& odginal FSC of coutur- oforigin

udor RRA duly dttested by the embasy

(Submitt€d certificat wls erpired before

strbnksior ofdo$i€r).
. Provide the vaLid ISO-13,185/ Ialest CMP repon of

all meufacturin8 silcs involved in fie produdion

acliviti€s of subjecl prcducls (Submitted certilicate

was erpned befor€ strbmissior ofdossi€r).

. Provid. lhe Original Lelter of Authoriialion. that

shows th€ relaiod legal l,nk of osner of the

producl dd actual meufadurer
. Dcsi8n cxamlnation cerlificate offie prcduds rhat

are mis.sina in the applicalion dosieu.
. Prolide the technical docments like stability

studies, Qc{etails & Cenificatc of @mpliance

labels of all the vdria!$ of the subjcd

machine/delice applied foi the rcgistmtion (YoLr

have submittd the documeftation of fte slmilr

BROCKEN-BROUCII

Code: EP003994S-

Em03997S
Class-D

Shelf Life: o2-yean.

Codcs & Sizes:As p.r
tsc.

l.l. M/s Mcdtronic

Pakish (P!t)Ltd.,

Block 09, Clifton,

K &hi.

ELI:002?l

{ r 193 (K)

Lgrl Mantrfecturer:
Medlronic lnc.7l0
Medronic Pa*way,
MinNapolis, MN554l2
USA,

Mfg. sit
Mdt Mexio SRI. Tijuana

Medtronic Mexico S.

DE R.I DeCV Av. Paseo

Cucapah 10510 EILaso,

Tijuaoa Baja Califomia

c.P 722t0.

FSC: USA

valid till: l2 November.

2020

RIjVEAL XT (lmpeda.ce

Caidiosraph)

Model: ,529

CIass-D

ShelfLife: l2-monlhs.

Codes & Sizes:As per FSC

. Provide the valid & oricinal FSC of counrr_ oforigin

md/or RRA duly att€sted by dle cmbdsy

(Submiied .edn.rte wd erpired before

submission ofdo$ier).
. Prc\rde the lalid lso-11485'laten CVn raon o'

all rnanufacturing siles involvcd in fie produclio,

aclivities of suhjecl producls (Submitted cerlifi cal€

wa. .xpt€d before subtnission ofdossier).

. Proride lhe Original Letler of Authoriztion. fial
shows the rclaliorv legal lirk of Owner oi the

producr md actual manufacru€r.

. DesiCF exminalion cedificare of rhe producls fial
art nissing in the applicatioo dossieE

. Provide ft. r&hni€t documenrs like slalilily
sNdies, Qc-details & Ceftiiicare of ompliecc
labcls of all lhe vdidls of 0€ subied

machiner'device applicd for the regirtration (You

have :uhmrncd rne docurnenllr,ol of the rimild

l5

(l r94 (K'

ELI 00273

Legal Muufacturer:
Medtronic Inc.7lo
Medtronic Parkway,

Minneapolis. MN 55412

USA
Mfg. sit.: Medtrcnic

Sin8aporc Operations

Pte. Lld 49 Chegi
South Avenuc 2, Naaco
Tech Centrc, Singaporc

Valid lill: ln July, 2020

ISC: LTS-,\

Letter ofdeferred cases ofMDB-47 Meeting (29-03-2 Page 4

valid rill:
l8-02-2021ELl00273

(r l9l-K)

D.ferred for pro!ision offollowing documen$: '

ki

Deferred for plolision of ibllo\ring docum.nrsr -

Pakhtan (P!4) Lld-,

Floor, Plot No. G-3,

Block 09, ClifloL



16.

Pakistd (Pv1) Ltd..

Floor, Plot No. C-3.

Blocl< 09, Clinon.

ELt-00213

ll34l-(K))

Irgil Mrnufacturer:
lvvs. Medlronic Inc. 710

Medlronic Pdavay,
Minneapolis, MN 55412

USA,

MrDufacturer Sat€:

M/s- Medtionic
Perfusion sysrems

76ll Nonhland D.ive,
Mirneapolis, MN
55428. USA
FSC: USA
Dale of hsue: March
09. 20t 8
valid Till: Mech 08.
202t)

DLP& Rigid Sucnon Tube

{Su.tion sysr€m c.thele,
Code:10061-10062.

Class-D

Shelflife: 03 Years-

Deferred for provision of fottowing aoiuments:

. Provide the valid & o.iginal FSC ofcountry oforiein
ard.,or RRA duly atresied by rhe embdsy
(Submitted ce.tificate wrs .rpired before
submision ofdossi.r).

. Provide the aalid ISO-13485/ Iard cMp repon of
al1 meDfacturing sires invotved i, r.he prcducrion
acriviries ofsubject producis (Submftted ce iticate
wrs.rpired b€fore submision of dossier).

. Proyide rhe Oricinal Ledtr of Authoriurio._ rhat
shows the relalioD/ legal link of Oqner of the
producl od a.tual mrnufacrurer.

. Dcsigr €xmination cenificare ofthc p.oducts lhal
de missirg in the applicarion dossieB.

. Provide Lle technical docmmis like srabiliry
studi*. Qc-derails & Cetuficare of.omptimce
labels of all $e ! i&rs oi rhe subjecr
m hinddevice applied for dr rcrtsrarioo tyou
have submitred lhe documenialion of rhe simild

)7
Paliistan (P!1) Lrd.,

Floor Plol No c-3,

Block09. Cllfton,

ELI-00273

{1344-(K)}

l*8!l Manufrcturer:
M/s. Medtrcnicln. ?10

Medlronic Parkway.
Minneapolis, MN 55432

USA,

Mmtrfacturer Site:
N,/s. Medrronic
Perlusion systems

76ll Nodrl d Drive,
Minneapolis. MN
55428. llSA
FSC USA:
DaG of lsue: March
09. 2018
Valid Till: M ch 08.

2020

VC2 Atrial Calal Venous

(Cudiopulmonarl b)"ds

Code:93418,93438C

91418'9311,18C-9345 l-
9345 lC-93463-9t 463C
-93:164-93464C

Clas.D

ShelfLiie: 03-Ycan

Def.rred for p.olGion of following documenb: -

. Provide $e valid & original FSC ofcount /oforigin
mdor RRA duly atksled by $e embass),
(Subhined certilic.le $8 expirfd befo.e
submission ordnsi.r).

. Pro,ide Lhe valid ISO-I1485 latsl CMp rcpon ot
all mmrfacturing siles involved in the prcdu.tion
adiviri6 oi\ubject prcdrLs (Subnifl ed c.rrifi cqte
was expired b€for. subnisior of do$ier).

. Prc\ de rl'e Oa8inal Leuo of Aurhorizalon, rha
$otrr $e rclatior/ tegal tint ot Oqer o, rhe
product od etual manufactuo.

. Design e\annalion cenifl(aLe ot te pmdurb rhdt

aE missing in the applicaliofl dossicB
. Prorid. rhe r..hniul d(r@enls trte .Ltrtrr'

studies, Qc-details & Cenificale of complimce
lab€h of all fte vdiants of rhe subject
machineldeyice applied for the regisnation (you
hare slbmined lhe documtrra-ion ot rhe :.mi.

t8
Pakistan (P!i) Lrd ,

Floor. Plol No. c-3.

Bl@k 09. Clifton.

ELI-00273

{ r346-(K)

L.grl Manrf.ctur.r:
\,1/s. Medtronic lnc. 710
Medlronic Partaay.
Minneapolis. MN 55432
USA
Maruf!.turer Site
M/s. Medtrcnic
Perfusion sysr€ms

?61I Northlad Drite.
Minrcapolis, MN
55428, USA
FSC: l,sa
Date of hsue: March
09. 2018
Valid Till: Mrch 08

2024

DLPa Double Luni€n

Aonic Root Cannula *ith

(Cadioplegia Can.ula)

Code:10401- 30402

Cl8eD

ShclfLife:01-Yea6

Deferred for p.ovision of following documenls: -

. Provide dte valid & ori8inal l'SC of counfty ofo.igin
and/or RRA dLrly atte$ed by rhe embassy
(Subnitted certificate wr5 expired betore
subni$ion ofdo3sier).

. Prclide $c \ald ISO-13485/ ldres GMP repoa ot
all mmufa.turing siles invohed in the production
acrivities of subjed producrs (S{bmitt€d ce.titi.ar.
w.s.tpired before submission of d6ri.r)

. Provide rhe Onginal L€tt r of Authorizlion, rhar

shotrs the relatior, legal link ol Oqer of the
product and rctual mmufacturer.

. Desig, exmination certificate of rhe producrs rhal
ee missing in the applicaljon dosieu.

Provide 1he t€chnlcal documenrs Iike s(abihty studics,

Qc-details & Ce.rificale of compliance labels ofall
the !&iants oflhe sDbjecrmachin./device applied lbr
the r€gistEtio, (You have submnterl the
documentation ol the similtr
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Def.rred for provision of lollowing documenrs: -

. Provide $e valid & o.igi.al FSC ofcountry ofongin
md"/or RRA d'rly atte$ed by rhe embasst

(Strbmitted certilic.tc wN erpired b.fore
strbmksion ofdossier.

. Prclide the va.lid ISO-13485/ latesl CMP rcPort of
aU manLrfacturing sites inlolved in th. Prod!.don
activilic of subjecl prcducls (Su bmitled c.ffficate
*s.xpired before submission of dostier).

. P.ovide the Orisinal Letter of Aul,horiaion, tha!

shoes the relarior/ legal linli of O{ner of lhe

product and actual meufactu.er.

. Desi€n e'{amiralion cenificate ofthe ploducts ftar

de missins in the apllication dosie6.
. Provide the tcchntal documents lik $abiliry

studies. Qcdeiails & Cefiificarc of compliance

lab.ls of all thc veian$ of the subj*t
machiner'device applied fo. the ESrsrration (You

havc submitted the documcntation of $e simil

Legrl Mrnrtlcture.:
M/s Medronic lnc.,710
Medtronic Pk*y
Minneapolis, MN
55432, USA

M/s M.dkonic
Pertusion Slstems 761 I .

Norlhlmd Dr

Minneapolis, MN
5542A. USA

ISC US|DI valid Till

t21 -02-202t)

BIOTRT)ND oxyScn

Saruralion & Hematofiir

Sysrem,220Vol!
Cl6sD
Codcs& Sizes as per FSC

19

Prkistd (Pr1) Ltd.,

OceuToBtr,2lsl
Ftoor. Plot No. G-3,

Khayaban-elqbal,

Block 09. Cliflon.

Keachi

(DLr-00273)

-2032-

D€fer.ed for Drovision oflbllowi.g documents: -

. Provide the valid & onginal FSC ofcountryoforigrn

dd/or RRA duly alrdtcd by the ernbnsy

(Submitted certiiicat! es expir€d before

rnbmisciN nfdossi.r).
. Prclide L\€ valid ISO-13485/ laren CMP repoft ol

aU manufacturin8 sitcs involved in fie produclion

activities of subject producis (Submitted certifi crte
wa erpir.d b.fore subnission ofdossie.)

. Irrovide tle Original Letler ol Authorialion. thar

shoss lhe relalion/ lcgal linl of OlT)er of fie
prcdu.t dd actual meufaclurer.

. Design examination certificate.

. Prcvid€ fie tahnical docunenB like $abiltv
sludies, Qc-details & Cerlifi€te of complimce

Iabels of all lhe !&ia1s of lhe sub.jecl

machine/device applied for Oe tegrstralion (You

have submitted lhe docmenlation of lhe simild

REVEAL LINQ
(Mod€l LNQII)
parie mo.itoriogsyslem

C16sD
Codes & Srzes a-s p$ FSC

20

Palish (P!1) Lrd.,

Floor. Plot No. G-3,

Block 09. Clifton.

(ELr-00271)

-2033,

1,.9!l Marufrcturer:
M/s Medtmnic ltrc., ?10

Medtronic Pkwy.

Min.eapolis, MN

55432. USA

M/s Medtronic

Perfirsior Systems 761 I ,

Nonhlad Dr
Minneapolis. MN

55A8, USA

FSC USFDA Valid Till

111-02-2021)

Deferred fo. provisioa of follos ing documenlsr -

. Providc the bmnd name and lalid & ori8inal FSC of
counrry ofoligin ando. RRA.

. Clefy md Prolide the valid ISGI3485/ lalest

GMP repon ofall maufdcrunng snes inlolled in

the prcdudion actirnis ofsbject products.

. Prcvide lhe Ori8inal llner olAulhorizrion

. Provide the le.hnical documenB like stabilit-a

srudies ad Qc.dctails & Cenificate ol complimce.

Cldification is requ,red for the dilTerert kits or

accessones have b.en apphed in single applicalion

for ihe produd at Sr No.0l.

Legel M.nufacturer:
Medlionic Inc. 710

Medtronic ParkNaY,

Minn€apolis, N'lN

55.132. trSA.

Mfg. site: Medlronic
peuftP rico opcrations

Co.. villalba Rdl49,

Km, 56 3. Cau

Box600l,
villalhaIR00766 USA.

FSC: USFDA (copy-

Y.lid 1ill22 June 2022)

Gf,ad End Cap & Senice

Kil)
Clais-D

Shelf life............
Codes rnd sias 6 pe! FSC

2t
Pakistu (P!r) Ltd.,

Block 09, Clifton,

(ELt-002?3)

-3542-

Deferred for provision of following d@umenls: -

. Provide the bmd nme od valid & oiiginal liSC of
comtry ofongi! md/or RRA.

. Provide rhe valid ISO-13485/ latesl CMP rcport of
atl muufacturinq sites involved in lhe prcduction

22 I\4s Medlrcnic
Pakistan (Pv0 Lld-,

Floor, Plot No. C-3,
Khayabd-e-lqbal.

Block 09. Cliflon,

LegrlMrtruficturer &
Mfg. site: Medtronic
Itrc. 710 Medtronic
Parl(*ay, Minneapolis,

MN i54:12- USA

Cl6sD

Shelflifc: o3-yeds

Codes md sizes 6 per FSC

Letter ofdeferred cases ofMDB-47 Meeting (29-03-2022) Page 6



(ELr-00273)

-1543-

21 M/sMedtronic

Pakisrd (pvt) Lrd..

Block 09. Cliflon,

l.LI-002?l

IAD-VXrl

ll4r,t

Le8.l Mrtrufrcturer:
M/s. Medlrcnic Inc. 7 I 0

Minneapolis, MN
55412 USA

761 I Northland Drive.
MinneapoUs, MN
55:l28.llSA

TSC L, SA

Y.lid Till March 08.

2020

DLP@ Femoml Venous

(Cardiopulmonary b"6s

Cod.: 5851 ?-58521

Chs!: D

Shelflife:01 Years

Defe.red for th. provilioDs offoltowing
d.fi ciencieni docrDents:

i. Provide oriSinal and vatid embassy arc$ed
FSC- The provided FSC was apired befo.e
submission of application.

ii- Provide valid ISO 11185 and Full euariry
Asumce C€dilicale.

iii. Provide Design eldinarion cenificale.

24 IWs Medlronic

Pakislu (Pv, Ltd.,

rloo! Plor No. C-3,
Khayaban+Jqbal,

Block 09, Clifton,
Karachi.

F],t 00273

IAD-vrII]

r r 96-K

L.gel Mrtruf.cturer:

Mimeapolis, MN
55412 USA

Medtronic Inc.3800

Minneapolis MN
55447. USA

FSC] USFDA

202t

Medtronic Op€n Pivol rM

Model:501 DA (AP

bi-leafl et meheicat heart

Class-D

ShelfLife: 5 yem

Deferred for.h. provisioN of fotlowiDg
dericicnciev do.um.nt!r
i. Provide orieinal and valld FSC. fte pmvided

one is expi,€d now bul valid upon $bmls.sion
havir8 validil, uplo 186 Feb.202t.

ii. Provide valid ISO 13485. The provjded one is
*piEd now but valid upon sbmissjon havinS
validily upto3li Jan, 2021.

iii. Prcvide valid D6ign Exminarion Cenificare.
Sinc€ $e provided one vs valid upto 22d Feb,

?020 (Expired rpon submission).

li
Pali$an ("vr) Ltd.,

Floor, PlotNo.c-3.
Khayaban-e-lqbal.

Block 09, Cliflon.

ELI-002?l

tAD.Vnrl

1346(B)-K

L.grl Maruf{ciurer:
Mh. Medtonic Inc 710

Minneapolis. MN
55432 USA

Perflsion syst€ms, 76 I I
Nonhlud Drive.
Minnspolir MN
5542E, USA

DLP@ Silicone Single
Slage Venous Cerula with
inflatable cuil 37 !i
(Cddiopulmonary b)"N

Cld5s D

Sh€lfLife: 03 Yeus

D.f.red for the provisiors off0ltowing
defi cien.ies/ docume.ts:
, Prcride original ud \alid emba$ aEesred tSC

The provid€donew.sexpired upon subnjssiof, of

ii. Prcvide lalid ISO 13485 which war vatid upro
I Ir MmL 2020 (Valid upo, submrsion)

. ftovide valid Full Quali_y A$urme (mrticale.

Tte provided one is qpirEd now bul vat:d upon
submision wftn validity oI 15d De.€mber 2020.

iv. Provide valid Design exminarion cerrificale duty
nourized by the counry oforigin.

Page 7

e1i!ities oi $bjea prcducrr.
. Provid€ th. OriSinal Len€r ofAurhorizlion.
. ftovide the lechnical documenis like stabilit)

studies ard Ocdetajlt & Ccmfisre ofcornpjiecc.
C'arificalron i, Rquircd for lhe diIIdenL tiL .r
rcesqorier havc been applied in sinSte apptrcaion
li,rlhe Frodxcr al sr. no 01.

09,20t8

FSC: USA

Valid Till: Mmh 08,

2020

Letter ofdeferred cases ofMDB-47 Meeting (29-03-ZOZ2)



Deferred for the proyhions offollowirE
d.fi .i.nci*/ do.um.nts:
i. The fim sar€d tha| MD dGSn l conojn D!8. the

statme seem contmry a menlion€d in fie
lechnical Imual (CaPSurc vDD-2 5018.

Steroid+lutin& implmtalle, tined, biPolar,

alrial/venlriculd, translenous lead) therefore.

submil relised Fom-7A since that the MD

conllins drug or olhsisc cldiS
ii. Provide shelflile lesl r€pon for CaPSure vDD_2

5038 St.roid{lltitrg, inpbntabl.. tined, bipold.
arriavventricular. tmsvenous lead, since lhe fim
plovided shelf liie tcst result for modcl 10366

leads afte. 24 nonhs oi otheruse cleify
iii. Th. address of impofte/agent on prcvidcd

pholocopy of LOA is diller€nt lhan E$ablisltmenl

license. cldify onrovide updated one s p€r las.
iv. Provide onginal md valid FSC

v- Prolide valid ISO 13485 sincethe provided one is

*pired on 3l'May,2020 (valid uPon

Leg.l Manof..lurer:

Mjnneapolis, MN
55432 USA

N{./s. Manufacturer She:

Medlronic Pueno Rico

Operatiors Co., Villalba
Rd. 149 Km.56.3. Call

Box 6001, Villalba, PR

00?66. usA

FSC IJSA

Capsure VDD-2 Lead

(Sieroid-eluting,

impldtable, lined, bipole.

Code, 5038-58; 5038'651

5038 S-52:5038 S-58;

5038L-65

ShellI-ife: 02 Yc s

Clals: D

26.

Palisran (PYl) Ltd..

Floor. Plot No.G-3.

Klayaban-eJqbal.

Block 09, Clinon.

ELt0027l

IAD.VIN]

I106-K

Defer.d for th€ provisioDs offolloeing
d€fi cietr.i€s/ doc!nenre:
i. Provide Qullly conlroL delails ofapplied model

ol Cleia MRI Quad CRT-D Suresc@

(DrM^2QQ)
ii. The fim provided phomopy of cxpired IrSC

upor submission orfib thelefore prcvideoriginal

FSc notarized md cmbdsr ane$ed in the cou ry
oforigif,

iii. Provide label as approled in L\e countl oforigin.

Provided one doesnl mmtion nmc of
meufeluer ud countrY oforigin.

iv. ISO 11485 expi€d. Prcrid€ valid ud notarjzed

v. Prcvide nolrizd ISO I 3485, desisr examinadon

certificate and Iiull Qualig Assuance Cenrlicat.
Thc lm has prolided copy oflhese documenu

Cal.ia MRI Quad CRT-D

SureScan (DTMA?OQ)

Clas-D
Shelf life: lE Motrths

Pakistd (P!1) Ltd.,

Fl@r, Plot No G-1.

Khayaban+-Iqbal,
gloct 09, Clifton,

(ELr-002?l)

[AD-VIn]

Mirnealolis, MN

55412 USA

M Medtronic Europe

Sarl Roule du Molliau
31. CN Po$ale, I I3l

FSC: N.lherlmd3
Velidity: July 01,

2020

21

D€Ierred for lhe provisions offollowing
d.ncietrci$/ documents:

i. Provide M ufeturing and Quality conlrol details

oiapplied modeloiAtlestaL DR MRI SureSco
(ATDRLI).

ii. Txe fm did nor provide rhe stabiliry sludies

thcrcfore rcquid io provide the slabiliry study 10

juniry the shelf life of the eplied medical delice.

iii The firm provided pholo.opy of FSC which is

now expned but lalid upon submission of fi1e

thenlore p.ovide ori8ual d valid PSC.

iv. ISO 13485 is dpired noe bul vatid upon

submission. Th€r.forc. provide valid cenificate.

!. Pruvide nourized ISo 13485, desi8, exminarion

cenificare ad FullQualq_ Assuran.e Ceftificale.
'fte firm has pmvided photMpy of these

vi. Prcvided label $ares thar the p.odnd ATDRLI is

moufelured in Singapore. shile orhtr

d@uments (Credeltials. FSC. IS0, FQ,A, DEC)

molioN N4/s Medlronic Eurcpe Sdl Roure du

Molliau 31, Cae Postale, l13l Tolochenaa

S$iTerland as ma.nf,cnre. nec.l c],rificflion

28

(Pv1) Ltd., Ocee

PlotNo.G-3,

Block 09, Clifton,

Karehi
(ELr-00273)

2.188

tAD-vntl

Legal mrnufa.lur€r:

Minnealolis, MN
55432 USA

I't/s Medlronic Europe

Sdl Route du Molliau

I t, C&e Postale, I l3l

FSC: Nelherlsnds

V{lidity: July 01,

2020

Clasr-D
ShelfUf.r l8 \,lonths
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Au8ust 16,2018

Yrlid Till, Augusl 15,

2020

Cddirc Resyrchronizatoin

?512

,\tl.sta L DR lllRl
SureS..n (ATDRLI)
Dual Chamber lmplanlable



29

(Pw) Ltd.. Oceo

PlotNo.G-3,
Khayabar-e-lqbal,

Block 09. Clifton,

(ELr-00273)

IAD-VrXl

2i08

Minneapolis. MN
55432 USA

Singapore Opemtions
Pte. Lld. 49 Changi

Sineapore486056

FSC: Neth€rlands
Vrlidity: July 01,
zo20

viva CRT-P (C5TR0I )
Cudi& .es)nchroniaio.

Clrss-D
Sh.lflife: IE Morths

Deferr.d tor lhe provhions offo!lowing
d eficiencieV docu ments:

i0
Pakisle (Ivt) Ltd.,

Floor. Plot No.G-1,

Block 09. Clillon.
Kamchi

11.r.-002?l)

tAD,YnIl

3128

M/s Vitatror Holdiog
B.v. Endepolsdomei,

5,6229 GW Mastdchl
Th. Netherlands

FSC: Nelherlads

Valjdirr:
le 1.2024

Vilatron Q-Series DR MRI
Surescan (lPc)
Dual-Chambn pacemaker,

Model:Q70A2

CIas$D
Shl.f life: Nol Biven

Def.rred for th. provisions otfoltowitrg
deficienci.9 docunert3:
i. Provide updlled c,Rlentials of manufa.turer

,brcad dul) nolalidd trom tne counrD oi or rsm.
Pro!ided one h phorocotyha!ine ourdared addres

ii. Ile fim applied V€diql De!ice *.Lh nalnc

"Vitatrcn Q-S€ries DR MRI SEsca IPC ' (as per
fom-7,,\) however Dme of medica.l device oh
manufcturin8 processrFsc is vilaEon Q70 DR
MRI SurcS@ Q?042'. need cleification.

rii. The lm appiied Medical D<r& wiln name
"Viialron Q-Series DR MRI Sures.m IpG.
howeve. flrm submined followinS tirled do.umeDl
!oJulrry shelt lile "Phoenr\ IPC Slnem Desigr
Verificarion Tesl Repon Tl.rctoE, pro.,d.
sLb,liry studies tor applied producl lunhcmo,e
shelllife not given on fom-?A

iv The fim applcd Mcdtrat Derir siLh nme
"ViDIron Q-Smer DR MPJ Sure"m IP(,'
hoqe\er nme of medical der(e on fs( r,
"Vitatron MRI Sl]Iescd! Q70A DR. Model

Q70A2", need cleifi cation.

v Prcv,d. ISO 13485 tor all rhe meurs^1unng sres
unLlidine Singaloe & SwiuerlMd d ptr Fom-
74) in\olrei rn melraclunns ot viBr,on e-
Series DR MRI Surescan IPG

vi- As per Form-7A rhe fim menrions ..VSF2]

AppliLalion SoRwe" tu ro De reEidered. hoq.ts
the smc is nor menUoDed on Fre iile (f,n.fi.al(
od desisn examinalion.
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CardiBc rcsynchronization

i. Prcvide |he derails of mulfacluriry od quati!
control Proc€ss€s.

ii. P.ovid€d FSC is copy, €xpircd now vald upon
qbmission menrions th '[,1,s MedEoniL Euope
Sel Roure du Vollia! ll, Ca5e ponale, lljt
lblochmae Swilarldd" as l@ufactuM which
is diTerent rhan Fom-7A. ftererore. Drcvidc
OnSinal and ralid lree sate cenificak i,sueJ b)
counrryoforigir ad by atry RRA 6 per tute 6?
d ul) atrested by embassy ot Pakishn.

iii. ISO ll4E5 is expired now bur vatid upon
rubmision menrions *ul t\4/s Meduontr furope
Sdl Route du Mo ru ]t, CM po(,.e. ll]t
Tolochenaa Switzerland d manufacturer which
is differenl inan Fom-7,4" provide vatid and
notaiized crrifi.ate of manufacturinS sile.

iv. The prolided FQA & D6i8n Exarinarion co!e6
forlo{ rn8 tacil.tie! clrifi carron oi mdufanurjs
sit(, is requiEd:
M MeAroni Singaporc Operutiorc pte. Ltd.
49 ChongiSorth Avenue 2, N6rcoTech
Centte. S ingaporc 466A5 6
ltls Medt,ottc Lutoy rott RoLtp du MolhaL 3 t .

cdse Postole. l13l Toldheruz, s'|ikena4d
v. Provide rotTized ISO 13485. design examination

cenrficare ed Full Qualir).A,su@e Cen'fr(alE.
Tle firm h6 provided cop) oflhese documtrB

!i. ftovided labcl *.res 0rat mmufa.turer is
"Tolo.henaz, Switzerlod" cltuificalion of
mauf&luring sitc(s) is requircd.



Def..red for the ptoyisiors offolloairg
d.nci.n.i.V docum.nts:

i. P.ovide updated c€dentals of mdufactuM
abroad dut) rotei4d from the colnlry oforigin.
Providcd one is pholocopy having oudated addrcss

ii. The LOA is pholocopy od doesnl cover'.tt/Iicro

thempeutics, lnc. DBA ev3 Neuoldcular 9775

Toledo Way lNine. CA 92618 USA , Bhich is a

legal m ufrctuer a5 per fom_7A Prcvide

ori8inal LOA wilh cldification. Provide original

and valid LOA

iii. Provid. odg,nal. valid ed embassy ane$ed FSC.

Since the p.ovided FSC wN expied even upon

submission of lile
iv. Plovide valid lso 13485 dd Full Qualily

Assurece Cedificates. Since the prclided one &e

.xpired now but valid upon submision.

Solilaire AB NeDrovrcular

Remodel;ns Device

sAB-3-20
sAB-3-30

sAB-4-15
sAB-4-20

sAB-4-30

sAB-4,40
sAB-s-20

sAB-5-30
sAB-5-40

sAB-6-20

sAB-6-10

Cl6vD

(Pvt) Lrd. oc.d

PIor No. G-3,

Block 09, Cliffon.

K achi(EL-00273)

3129

IAD-vIrl

LegrlMitruficturer:
MA Micro
The.apeutics, Inc. DBA
ev3 Neurovacular 9?75

Toledo way lrvine, CA
92618 USA.

FSC:Nelhetland
Validity: April 11. 2020

ll

Protege B-X Self Expeding
Nhinol Pqiphem! Stent

As per FSC

Class D

Shelflife:3 Yead

Deferred for th. provisions offollowing
defi ciencieY documents:

i. Submit relis€d Form-?  rcgarding clearly

identirying lhe "Le8nl Mmufacturcr, Desie.ing

Sile, Meufactuing sile, etc ' as per doclmens

amched iLOA. ISC, ISO 13485. ILll QxJliD

ii. l-rovide sedenual ot.lldei8n & mduta(ruring

sile< ol _Proregc l\4 tuX (el' F\tmdin8
Periphenl Srent Sysrer' nolarized from rhe

roLnlq ofoiEir. Ihe 5m provided crcdmLials

olmdufaclurer ofinele\eL medical de\ ,.es ' e.

"ClosureRFc Radiolrequency G.neBlor (RFC)

& ClosuFfasr l-ndovenous R dioftequcnL)

Ablatio. Cathelel'

iii. Provide $e details ofmanulacluring and quality

conrol prccess€s of Prorege RX Self ExPoding

Niliml Peripheral Stot S)dem as lhe fim
prolided details of"Protege GPS SelfExpmdinS

Periphml Stent System '.

i!. Provide S6bilit) olappl,ed m(dicsl Jetie as $e
fim provid€d Oe sme tor _Protege GPS Self

Expanding Pdpheral Slent Synem.

\. Prcv,de Ori8inal & Vdd LOA dLl) notan4d h)
lhecou,fofodgin

vr. Pro\ide origind. v.lid fSC,Counnl olonptr &
RRA) duly ane$ed by fie conntr,a oforigin.

vii. Provide noranzed md valid design examination

Lenificale I\e pm\rded on€ ,s erpird helor
submission on M{ch 11.2020

viii. T}Ie fim intends ro import all sias (includi.g

srai8hl & Tapqed) of "Prorege RX Self

Expanding Nitinol Peripheral Stenl Synem'

hotrer DoC sr.les LhrL Apprcrcd rnd,(dr,ons.

Peripheml (all sized excluding Tapered slena).

need cleification"
ix. Providcd Dcclmlion ol Coniomn), (DoC) is

issued on 20 Oct 2020: rheEfore, provide laresr

DoC

l2

Plor No. G-1.

Alock 09, Clifton-

KMchi(EL-00273)

lrlT

IAD.VNIl

Medtrcnic lnc. 710

Medtrcnic Pdk$ay,
Mimspolis. MN 55432

USA

D$ign Sit.:
Medtronic Inc.

(fomerly d.b.a ev3 Inc)

2300 Berkshne Luc
Noth Plymouth MN
5544r USA

Mrrufr.turing Site:

ev3 Inc 4600 Nath

Lane Nonh, Plymouth

MN 55442, USA.

Prkstin i Supplier:
Medtronic Trading NL
BV. Esl Balkennraal

l0 6422 PI Heeden

FSC: keland

Validity:
March 0q 2021

T\?X Absotuable ,^nti-

\

Defe.red for th. pro!kions offollowing
deti.i.n.ie, documerls:
i. TIe applied prcdud contains Rifmpkin

(l02urcm2l md Minocycline (102[a/cm2).

.ll

Plot No G-3,

(Moundsvie$) 8200
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Block 09. CIifton
Keachi (EL-00273 )

[AD.VII!

I r38

MN 55112 Mounds

N.E. Minnepolh, MN
55432 USA
rSCr Netherhnd
Vrlidity: M.y 26, 2024

Contains Rifampicin
(l02pg/cm2); and

Minocycline ( l02Jrg/cmr)

Codes & Sies:
CMRM6I22EU
CMRM6IS3EU

6.3cm x 6.9cm (Medium)
7.4cm x 8.5cm (La!s.)

Sh€lflife I Yee

$hich is contrary 1o lhe Fom-7A_ Submir revhe

ii. The provided label star.s tottowing sites, need

Mrtrulactured by: TYP-X, Inc. I Deer pmk Drive
Mormouth unctior NJ 08852 ttSA

M.rufsctured rt Medtronic tnc. Minn€apolis, MN
554l2USA

EU Repr.sent tive: Medtronic B.V. Ee1
Baftlmstraat l0 6422 PJ Heerlen The Ne$atands

How.!er. rh. nMe ot mdufanurer b M/s
Vedron,c lnc. rMolrds Vie*) 8200 Colal Sed
Strr.l Nt MN 55112 Mounds Vreq, USA 6 ptr

.ri. Prcride rne delail, of m Lhflunng md qualir,
contol pmesse: of apDlied medicat dertre

iv. I,.oaide $abiliry sludies io jx ry fie shetfiife &
stomge conditions applied medical deyice.

v. The LoA is phorocopy haviDg Date of isuer Ocr I0.
20lq however rhe sarne doesn.l covd r\€
neuftctllring site. Need clrifi@rion and,/or
docimmr as p<r la*. keepinS in vie* lnc pam (i,

vi. As pe Folm-7aq approved Labeh & FSC. the firm
hd apptied ..CMRM6I22EU & cMRM6t33Etf,
.odes of medical device. Howevcr. lhe fim ha5

submitEd D.sigo Exrmiration & DoC oI
diffcenl codes CMRM6I22INT &
CM RM6I ll INT of producB.

vii fte stsFSC.lSO l1485.lultQuatiu Asumc
& Design Examinarion the manufacnner is ..I4/S

M.drronic lnc. 7000 Cc.rtsl A\enre N.t
Mimeapolh, MN 55432 USA . Howe!€r rhe s per
approved label the producl is mrtruf.crur.d by
M/s ryRlL In.. I De.r P.rk Driv€ Monnourh
trnclion. NJ 0885! USA. reed .larificrrion
Funhermore. lts TYRX s nor m.nrion€d ,n an\
olhe. lehnical docunent.

34. LegalMrrufa.turer:

Maniriddla Libcrta 7.

Ronacadelle.25030
(BS), Itlly

MO.MA ULTRA (Double

BallooflF Cerebml

Codes & Sizesi

MOM0t30069X6

MOMor30068X5

lleferr.d fo. tb€ provisions offollowing
deticie!ciev documents:
,. Submit separaE applicrion lor producl code ..e

MOM0|300O8X5 of MO}'A Ulta (Mono
Balloon).

ii. TleLOA" FSC.ISO 1J485. FullQualiry Assumc.
ed D6rgn E\minalon en ificaie ale notarizcd &
Embassy AuesEd (Wherc applicabte) m USA
howe!er th( comryofodgir oiapptred produd rs

Italy, n€€d cltrifi crtion.
iii. Provide Valid and original FSC in @u"rry of origin

ador RRA duly anesled by Embassy ofpakistan
in tE Country of Origin Expired copy w6

35

Pakisbn (Prl) Lld.,

Block 09, CIifto.,

(ELr-0027t)

Solarice NC Rapid

Codcs & Sizcs:d p.r FSC

Class-D

Shelflife: 2

D.f.rr.d for the provisiors oftolloying
defi cienci.Y docum.rts:
i. The finn provided the srability srud), for Euphora

RX Ballmn Dilarior Calhetd, ctdiry.
ii Prolde valid ISO 11485 noririd b) L\c (omr:-l

iii. ftovide o.iginal FSC.

iv. Provide lab€l (as appmred in the counlry of ongin)

lromolion naterial dd

Letter of deferred cases ofMDB-47 Meeting (29-03-20221) Page 11

Patislo (Pvr) Lrd.

Floor, Plot No. G-3.

Block 09. Cliflon
Karachi (EL-002?3)

[AD-Vn0

1136

FSC: Ilaly
Dated: Augusl 07, 2012 Cl6s: D

Sh6lfLife:02 Yees

tag{lMrnufsclur€r:
M/s Mednonic Inc. 710

Minneaplis. MN
55i132. USA
N,t/s Medlronic Mexico
S.de R.L- de Cv. Av.



IAD-Vnrl

4l5l

Deferred for th. proyhions offollowilg
d.fi .ienciev do.om.nts:
i. Tte nm provided |Ie stability study fot EuPhom

&x Ballm. DiLarion Catheler. clari!.
i, Prc\rde \alio l\O 11485 oolffi.ed b) lhe @untr'

iii. Provide original FSC.

Soldicc Rapid ExchMgc

Balloo. Dililation Catheler

Codcs & Si,es:6 p€r FSC

CI.ss-D
Shelflifq 2 Yed

l6
(P\t) Ltd., Oc.d

PlolNo.C-1.

Block 09. Clilton,

(ELr,00273)

.1308

IAD.VIII]

Legal M!nufrcturer:
N,t/s Medbonic Inc.710

Minneapolis, MN

5541?. USA

M/s Medtroni. Mexico

S.dc R.L de CV, Av

tSC: lrehnd
Date ofissue: I l-.08-

20zt

CryoAblation Cathctc,

Shelfl.ife:l yca6

Cl[\s l)

As per FSC

Defer.ed for provision of following documenis:

(i) FSC Coada is copy and nol Emb6sy aflesled dd
FSC Netherlards wa €xpirEd even upon

(ii) Full QA and D6isn Examinarion enificale for the

eplied prcduct fiom applied nanlllcturer de nor

pmvided- Prcvide valid and nora.ized certificates

(iii) 217F2 Code mentioned on fom h not foud in
ey legal md lechnicd document CIdiry lhe

(iv) Details of manufactuing md QC not provided

(v) ISo 13485 €xpned now. Provid€ valid cenifi@le.

Medtronic Cryocath LP

Poine-Claire, Quebec
H9R 528 Carad!-

Embassy attcsted issusd

on 22-10-20lrl)

(['SC Nelherlmds valid

till3l-3-2018)

37

A(lm XT SR MRI

(Sinslechmber

implantable pacemaker)

Shelll.iie: l8 Monfis

Clss D

Defered for provision of folloping documen$:

(i) Shclflife studies chesed with hmd which is nal

acceptable. Provide relelanl stabillty studics of
the applied p.oduct suppoding claimed shelf life

(ii) Produd details inclDdiag its intended u!..
.ontrajndicalions, wming prec{Lltions erc rot
prcvided in thisdossier. Provide complele product

ddaih including instruclions for use, user meud

(iii) Ddails oi mdufacturing and QC nor provided

(iv) FSC od ISOI3485 expted now. Provide valid

lll
(P\.r) Ltd.. Ocean

Plot # G-3.

Bl@k 09. Clillon.

(EL!00273)

[25] ll

(FSC Switzerland valid
tilt06-03.2021)

EOPA 3DA

(Cddiopulmonaly h}?as

Code:1 8220 -78222-74320-

78322

ShclfLiie:01Years

D.f.rred for provision of;-39

Pakist (Pvt) Ltd,

Floor, PIot * G-3.

Rlock 09, Clifton,

ELI-00271

Leg!lMrruficturer:
MA. M.dtrcnic lnc 710

Medfoni. P k*-.ay.

Mimeapolis, MN 55412

Mh- Medlronic

Pertusion systems

76ll Northl d Drive.

Minneapoli!. MN

55428. US/\

Letter ofdeferred cases ofMDB-47 Meeting (29-03-2022) Page 12

ESC: Irelrnd
Date of hsue: ll-08-
2021

Plol # C-3,

Block 09, Chfton,

(ELr,00273)

[2509]

Model X2SR0l

Legal M.nufacturer:

Minneapolis. MN USA

L Ongiml. valid ed mb6y anesred FSC in $e
counlry of orisin sine the FSC prolidcd isexFircd

before $bmhsion
IL nolaized ISO 13485 certifi€ate for rnanlfactu.ine

sites ud Cont acr ManufacuinS Siter M;
MedPlasl Medical Inc 620 Walson Str€et S W.

Gmd Rapids. Mrchigan 49504 IJSA.

ll' !al,d dd norarird Full Qlaliti As\LlanJe

cenilicrre and d6'gn e\m nrr on cmifiarc. n'e



AII"VII
FSC USA

V.lid Till: M ch 08,
2020

.10

Pakistan (Pv0 Lrd.,

Floor. Plot # C-3.
Kiayaban-e-lqbal,

Block 09. Clilion,

AD-VI]

Legal M.rufrcturerl
Nl./s. Medronic Inc. 7t0
Medronic Parkway,
Minneapolis.MN 55432

USA

tdls Me dlronic
Pertusion systems, 761I
NorthlMd D.ive.
Mjnnqpolis, MN
55428. US,\

DLPOCURVED TIP
ARTERIAL CANNUAIE
WITH WIREWOTND
BODY

Codes

8',1 020,87 022.a1 024,a7 920.
E7 922,87 92 4.A7 32 1,87 424,
Clals: D

ShelfLife:03 Ycs
FSC USA:

Valid Till : Mech 08,2020

Deferred for provision ofa

rll Ilrs Medllc,nic

Pakislan (P!r) Ltd.,

Floor Plol # c-3,
Khayaban-eJqbal,

Block 09, CliRon.

LLt 00273

ADVII

Vitalron HoldinS B.v.
Endepolsdomein 5.

6229CW M61richt

Frcility
Medtronic Singaporc

Operations Pte. Ltd 49
Chngi South Avenue 2,
Neco Tdh Centre.

Singapo!e

Medtroric Eumpe SA.rl
Ro e du Molliau 31.

postale,ll3l

Vilaron (lseries SR MRI
Sul@u (lPC) Model

Q20A2

CLASS D
Shclflife 18 monhs

Expired one rune 1,2020

Defer..d for provision ot-

l- Vali( oriSinal and mbassy atresred Frc sale
Cenilicale since th€ Lle prcvided *s expired before

IL Valid ISO 13485 cerlifi€1e of []e mmufacturing
sitqs). Tle preyioEly has been dpired.

IIL Clarificanon of Srabiliry sludies since tte plovided
ffi ol Ph@rLr IPG Ddi@

12

Palistan (Pfl) Lrd.,

Floo! Plot # G-3,

Klayabu*-lqbal,
Block 09, Cl,non,
Kamchi.

ELt-00273

AI).VII

Vilalron Holdin8 B.v.
Endepokdomein 5.

6229 G$/

Maoufaou.ing Facilily
Medtronic Si.gapore
Op$ations Pte. Lrd 49
Chmgi Sourh Avenue 2,

Nasaco Tech Centre,

Medtrcnic Europe SArl
Route du Molliau 3t,

poslale, I l3 I

Vilaron C-Series DR MRI
Suresc (lPG) Modcl
G7OA2

CLASS D
SHELF LIFE l8 monlhs

Deferr.d tbr trrcvision ol,

I valid. 
^ngindl d embas) rnerrJ trce tute

Cenificale sinc€ the the pruyided eas expired
before submision.

II. Valid ISO 13485 c€rtifiate ofrhe mdufacuring
siqs).]l'e previously has been expired.

lll. ( Imfi.arron ol Sbbilih sud.e, {nce tlc
prcvided ale of ?h@nn IK) Detlce

4l ViiaEon Holding B.v.
Endepolsdomein 5.

6229 GW

Vilalron G-Seri.s SR MRI
SUHCM (lPG) Model
G2OAz

CLASS D

Deferr€d for provision ol-

I vali
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Dale otksuc:Mar€h 09.

2018

F.t.t-00213

L Ori8ioal, lalid ad embassy arsred FSC in the
c{untry of origin since the FSC prcvided is
dpired Morc submissio\

ll Nolaized ISO 8485 cenificate for
mruf4turing sires ed Cont?( Muufadu.ing
SiLe. ITVS MedPlast Medical lrc. 620 wah.n
StElt S. W. Cr.nd Rnpids, Michige 49504
USA.

lll. Valid md nolrrized FDll Quatiry Ass@ce
certificare dd design danination certificale.
The already submitled aft copies.



Block 09, Clinon.

ELI-00271

AD.VII

M ufacrn.ing Facility

Medtronic Singapote

Oleralions Pte. Lld ,19

ChlnSi South Avenue 2,

N6aco rech centre,

Singapore

M€dlronic Europe SAJ]

Roule du Mollia! 31.

poslale,l l3l

SHELI LIFU l8months Certificale since $e the provided Nd cxpned

belore submission.

ll valid ISO 13485 cenificate ofdre manutkturing

site(t The pr€viously has be€n expircd.

lll Cldification of $abilrty studies sin@theprovided

{e of Ph@nLr IPG Ddice

Pakisr (Pv0 L1d.,

Block 09. Clifton,

 I),VII

Medtrcnic Cotevalvc

LLC. 185! E Deere

Avenue Sdra Ana. CA

92705 USA

Enveo Prc Delivery

CLASS D

ShelfLife 0l yer

Deferred for proYision of:

.15

Pakinan (Pvt) Ltd.,

Floor Plol, C-3,

Block 09, Clifton,

(ELr 00?731

AD.VII

Medronic B.V. Edl
Batkenslral l0 6.+22

M.drronic Cryocalh LP

poinre-claire, Quebec
HqR 528. Cmada

FSC:Nelheddds
Vaild Till 16-l-2022

Arctic Frorl Advmce Pm

Cardiac CryoAblation

Cl6s D

40tI

AFAPRO23

A-FAPRO28

FSC USA valid lill MaY

t0-2022

Defefted for plovision of valid ISO 13485, and

submit .evised formTA having comct nme 6 per

FSC. Sin.e the firm ha applied for two codes

AFAPRO23

AFAPRO28. wirh brerd nme Arcliejro!{4dr4$
P16 ai.di,. CnoAblarion Cathctcr. Hotrev.r
in FSC these codcs ee menlioned for the prcduct

Ardic Frcnt Advuce Prc on!.

,16

Patlslan (Pr'l) Ltd.,

rloo., Plor No G"3,

Block 09, Clifton,

ELI:00273

1580-D-R&l
040l2020

AD.IX

55432 USA

SulaAnaCa92705.
MedtroDic Metho S.

DE R.L De CV A!
Paseo Cucapah 10510

EILago. Iijuda Baja

Califomia C.P 22210

FSCTUS I:l)A

Alalus rM Bioplonhesis

Modcl: 400

CldsD

ShelfLifc: 5 )eus.

Grouping: !amily
(10019, 40021. 40023.

40025,40027)

. Please Fovide tull dcscriplion of prcdlct along wilh

rhe lnstruclion 10 use.

. Role of dillerenl @uitctu.ing facllides cnga8.d 
'n

the mmuf&turing ofthe applied prcducl is not .lee.
please sleciry fte rcle ofeach facilily.

. P,ease provide valid ISO-13485 since the submilted

cedificate is expired now.

. Submission of valid lull Qual't} Assurance

edircaL is required since th€ $bmi$ed one is

. Pleas€ provide stability aAins sludies pmlocol6d
the resutts ofthe study 6ing the claimcd sh.lf life.

. Detail ofqualily conlrol procedures is requned

. fh( addres of Jpphcdr r not .omd il .hL

SubmineJ fom 7A Tlercfore. )ou ar. r€qui'ed to

,ubmrl reLbd For rA m rionin8 Lhe (ore.'

address along wilh the revted copy ot Establishmenr

Letter ofdeferred cases ofMDB-47 Meeting (29'03'2022) Page 14

ELt-00273

L Valid. original md elnbast atlesled Free

sale.expted coPY wd submitled.

ll. The s]lbilu studies prcvided m of Enleo R

D<lrery s){em rnn.al ol tnvo Pro Oe',ter}

Cathder System, provide cluificatiod.

lll. Proride valid md notafl/ed ISO l3485cenificare

Full Qualiry Assudce Certificlte and Desi8n

exmDation cenifiLdr.I],r. alsd) qbmindl re



Yrlid till: 18rH

Feb,202l.

Nrs Medlronic

Floor, Plot No. C-3,

Block 09. Clifton,

ELI,002?3

4821-R&l

18.03.2020

,\D.IX

Lgal Msrufacturer:
N47s. Medtronic Inc. 710

Minreapolh, MN
55432 USA

?6ll Nonhlmd Drive.

55428, USA

M/s Medpl6t Medical

Inc. 620 War-lon street,

S W. grand Rapids,

MichiSan 49504. USA.

FSC: US FDA

DLP@ Inl.acddiac Suction

(Suclion synem calheter,

Code:10060

Class: B
SMD

ShelfLif€:03 Yea6

. Please pro!ide tulldcscription otproducr along *iLh
Ihe Insuuction r,o tle

. PIee provid€ nolEized ard vatid tull quatil)
rsEnce ceniliqre for $e appli.d p.odLcr eo Lhe

facility.
. Prclide nobri2ed Delamtion ofco.fomity.
. Submil original, legalized md valid Aee ete

cedilicare GSC) 6 the submitted FSC is expir€d

. Deline the role of each nariufalturing faciliry and
mmtion complere ndes and addrcsses injined with
Fom 7A and orher arach€d cenificares.

. Submisim ofvalid ard notlrizen tSO-11485 since
lhe submittcd c€nificate is expiEd. Moleover. lhe
scope of cerlificale musl conrain !h. name of rhe

. Please prcvide slabality aging srudi6' prorocol iD

delail and lhe rcehs oI the sludy $pportjng rhc

. You have claimed ftc applied ploducr es Ct6s D
Medical Device qnib as p€r submitred Declamlion
of Confomity Uie producl is clarsificd in Ctass Ia
(Class B), please cldi!.

. Tte address of applimr k not conecr in the
submited Pom 7A. Th@fore, you e lequind to
submit revised Fom 7A mfltioning rhe corecr
add.ess alon8 with $e rcyised copy of Estabtishme

{8.
Palistan (Pi) Lrd,

floor. plol # c-3,
KhayabM e lqbal,
Block 09. Clinon.

ELI:00273

5525-R&t

19.02.2021

Ev!lurtor
AD.LX

Minneapolis, MF_

55412 USA

f.cility:
M€dtronic Puetro Rico
Operations Co.. Villalba
R 149. Km 56.3, call
box 6001. vrllalba PR

00766. USA
FSC: US FDA

Yalid til| 2210612022

Sprint Quatro
(End@&dia! Defi bnllation
lead)

Cl6s D

ShelfLiler2 years.

CrcupingrFmily
Class: D

(6946M-72, 6946M-97)

Sprint Qua$ro (6946M) conlains sreroid
(Dexaneftdone) shich is eluierl upon exposurc to
body fluids from lead tip Ple6e provide follosing

I SabiliD eudres lor rle med.calde\ ce, supponing
claim of 2 \as+elll fi

2.A brief liiscBsioi on the dose delivery of
Deme&asone alonS wilh the relevsnl studics for
meNu.ing rhe qumrity to b€ delivered.

l. Prorooldd delarled t€ring metod lor rtr( de\rc
as sell $ tor De\mefiasone conrton€d in rh(

.t9 lt sMedt.onic

floor, plot# G-1,
Klalabe c Iqhal.

BlNk 09. Clifton.

EL1 00211

1541(K)

Minneapolis, MN
55432 USA

Design frcility:

Nonhlud D.ive,
Minneapolis, MN
5J428 IJSA

DLP Extension Lire Adapler
(Cddioplegia Solulion

Adminisration adopte4

Shelflife: 2 ye s.

Class: B

0

. Clarficarion srn(e 6ps Med(alDr!icer DrE lite.
rhe alpli€d de\rce falls under Ctb B r.la, bur )ou
have clb.lied the apphed frodurt a I tdcD.pteM
jusriry.

. Subm6+on oforisinal l.salized dd !atid I ree Sale
Certifi.aIe is lequired.

. PIe8 submit pmro.ol dd nabitity srudy data

. Copies of ISO-11485. tull qur.trry asutr.e
c€nifl@te, design exarninatjon cqiificare ed

Letter ofdeferred cases ofMDB-47 Meeting [29-03-2OZZ\

V{lid Till: March 08,

2020

Page 15



AD.IX

viant Medical,lnc.620
W.tson Sw GR. MI
usA 49504

t_SC:US FDA (copr)

Vrlid lill: 0l/04/2022

Oectanrion of Conformiry ec subm ed lvhile

nobrized certifrcat are requiEd.

t0
Pakistan (Pt) Lld,

floo!, plol # G-3,

Block 09. Clifton,

tLI:002?l

3s'19 (K)

AD.IX

Medtroric Inc.7l0

Mimapolix MN

55432 USA

facility,

Minneapolis. MN
55428. USA

De R.L. De C.V Av.

PdeoCucapah, 10510

ElLago C.P. ?2210

FSC: US r'DA (copy)

V.lid till: 0l/04/2022

Afirity CP Centnfugal

Blood Pump wilh Coniva

(Cardiopulmonary bypas!

synem centrifugal pump)

Class D

Sh€lfLife:2 yeajs.

Crouping: SMD

0

. Prcvide onginal, le8alized ed valid Free Sale

Cedificate (FSC) since expircd copl of FSC is

. Provide noldzcd ed valid prcduclion quali\'

Nusce c€rtificate. design $minarion certillcate

and Decldation of conformitY

. A brief dis.usion on the qmlilalive oallsis is

Equired with resped to $e applicd medical delice

. \ob,l,t $udics for the nedicdl dcvi.s sLpponin8

ctaim of 2 years shelf lile wrrh respecl to bioetive

5l
Patislan (Pn) Ltd,

floor, plot# C-3.

Block 09, Clifton,

ELI: 00271

354? (K)

AD.IX

Medlronic Inc.7l0

Minneapolis, MN
55432 USA

facility:

55428. USA

De R.L. DeC.V Av.

Pa$o Cucapa,h. I 05 I 0

El Lago C.P 22210

Tiiuara Baja

Califomia. Mexico.

PSCi US FDA (copy)

Vrlid till: 0l /0,1/2022

Affinity NT Integrated CVR

/ Membmne Oxygcnator

rvirh Codiva Bioactive

Class D

SnelfLifc:2 yeafs.

Grcupingr SMD

0

. MRP isnotprovided.

. Since mmufaclurer hes ued Hepein based .oniva

bioactrve su.face theEfore, provide nability $!di6
supponing 2 )u!rs shelf lre d aul)dcal
procedurcs for rouine malysis of the device wilh

r6pect !o Hep&in, please. Morcover. Prclide thc

data related lo the releas€ studid of Hepalin du.ing

thc devic€ s operalion.

. OriSinal, legalized and valid ISC

. Desip exmination cenifica!€ is €quired.

. Fullquality dsumce cefiificale isEquircd.

52 M/s Medtonic

Block 09. Clilton,
55412 USA

Attai. Perfoma Siraight

{Coronary venous pacing

Class D

Letter ofdeferred cases of MDB-47 Meeting (29'03'2022) Page il6

. Prclide originat, leBalized ed valid t-ree Sale

Cenilicale (FSC) sincecopyoflsc is submined.

. Provide noldized pmduction qualitr asuralce

ceninate md Deldation of confomiq



ELt,00271

r54l (K)

AD.IX

Mrruflcluring
frcility:
Medt onic Puerrc Rico
Opemtions Co.. Villalba
R(Vl49, Km 56.1, call
box600l, Villalb4 PR

00766, USA.

FSC: US FDA (cop,)

Ytlid till:22l0612022

ShelfLife:2 yeds.

Cmuping: Fmily

(4r98-78. 4398-88)

5l
Pakiste ("v0 Ltd,

floor, plol # C-3.
Khayaban . Iqbal,
Block 09. Clifton,

llLI 00273

r683 (K)

AI)-lX

Mirneapolis, MN
55412 USA

frcilityl
Medlronic Europe Sarl
Rour. du MolUaD 31.

FSC: US FDA (copy)

Yrlid till: l6i06r?022

D00u005

Crome DR MRI Suresce
(DDPCIDl)
(Dual Chanbcr Implantable

D€fibrillator)
CIAS D

ShcllLiE: l8 honlhs

GroupinS SMD

(DDPC3Dl)

. Submission oforiSinal, leSatized and valid Frce Sate
Cenificate (FSC) since tE copy ofrhe cenificnre is

. Notarized and valid ISO-|3485 cenit.ate. tull
quality assLu?trce, design examination ud
d@lararion of confomiry are required.

Patistatr (P!1) Lrd,

floor. plot+ C-3.

BIock 09, Clifton.

Fll.l:002?l

1679(K)

ADIX

Minneapolis, MN
55432 USA

Iacility:
Medlronic Eurcpe Sarl
RoDre du Molliau 31,

FSC, US FDA (cop-v)

Y.lid till: 1610612022

- 18'C to 55qC

D00u005

Crome HF Quad CRT-D
MRI SureScED

@TPC200)
(Cddia. r€s}llchrcnialion

dcfibrillatod

Class D

ShellLifc: l8 nonths

Crouping: SMD

(DTPC2QQ)

. Submission oforiginal. leCalized and valid Free Sate
Cenifiqre (FSC) sinc€ fie copy of re cenificate is

. Nolarired al)d vdid lso.ll48i c€nifiqre, iirl
quality aisumce, design cxaminaiion and
derlaiation of con tomiO re requned.

. SubDission of dmmenLs supponing the life span of
I8 monlhs for thc apllied medicalderrce.' requmo.

5i

floor. plor # C-1,

BI@k 09. Clifton,
Kn@hi

Minneapolis, MN
55432 USA

Crome HF QDad CRT-D
MRI Sur€Sce

(DTPC2QI)
(Cardie resyncltoniztion

denbrillalor)

. Submissio, of original. IcCalized and vslid Frce Sate
Certificar. rl.SCr sine dre cop) ot$e ccnrfirde b

Letter of deferred cases of MDB-47 Meeung ( 29-03-2022) Page 17

. A brief discussion on m a"ti,emlte q,,,rtity or
Dex.m*harone alonS with the relevaDl sludi€s for
mea$ring the quanliry 10 be delivqcd.

. Prolmol and deraiied l6ung mehod tor rhe delik
6 trell a! fo, Derarnerhene conlaird m Lhc

. Slabiliry $udi6 for Lhe medicat devices supporliag
claim of 2 !ears $elt l,fe qirh rrsDecL h
Dexa.Tethasone

- 18'C to 55oC



. Not*i."a a"a valid ISOL!3485 c€ni,icale. tull

quali$ asumce, dcsie, erdimlion and

declmlion of confomity de rcquted.

. submksion ofdocummts supponing the life span of

l8 monlhs for the applied medical devic€ is required.

ClassD

Shelf Life: l8 months

GroupinS: SMD

(DrPC2Ql)

Vllid till: l6/062022

- 18'C 10 55'C

D00u005

ELI:002?l

3682 (K)

AD{X

. Submissiofl oforiSiral, legaliad ud valid Fr€e Sale

cenificate (ISC) since lhe copy of &e enificale *

. Nobdzed and \dlid ISO-t1485 ccflilicalc. tull
quality Nsumcq design exminflion and

d@ltuarion of confomity are requn€d.

. Submission ol dcunenls {pponrng lhe tlesponof

l8 monLhs lor the arplied mdi(al device i. Equircd.

Crome Hl_ CRT-D MRI

(DTPC2D4)
(Ctudiac resynchronialion

defibrillator)

ShelfLifc tE monlhs

GroupinS: SMD

Clas D

(DTPC2D4)

M/s M€dronic
Pakislan (Pv0 Lld,

floor, plot # G-3.

Blocl09, Cliffon.

ELIr00273

1678 (K)

AD.IX

Minneapolis. MN
55432 USA

faciliry:
Medlronic Europe Sdl
Roure du Molliau 31,

FSC: US FDA (copy)

56

Crome HF CRT-D MRI

(DTPC2DI )
(Cardiac reslnchroniation

defib.iUator)

Oroupi.g: SMD

CIss D

(DTPC2D1)

. SDbmission oforigif,al, legaliT.ed dd lalid lre Sale

Cenificale (FSC) since the copy of lhc c€nilicate is

. Nolalized dd valid ISO-11485 ccnificare, fuu

qDalitr assumcq design cxMinalion and

decltuation ofconfomiiy de rcquned.

floor. plot I O-3,

Blo.k 09, Cliflon.

ELI:00271

3687 (K)

AD.TX

Minneapolis, MN
55432 USA

fr.ility:
Mednonic Eu.ope Sdl

FSC: US FDA (copy)

Valid till: 16/05/2022

-18'C to 55'C

D00u005

57

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

facilityl
Medmnic Europe Sml

RoDre du Molliau 31.

FSC:US FDA (copy)

Yalid ti ll: l6106,2022

-18'C to 55oC

D00u005
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-53 trl/s Medlronic

Pakistan (P!r) Ltd.

floor, plol # G-1.
Khayaba, e Iqbal.
BIock 09, CInon,

ELr:00273

168l (K)

AD,IX

Minneapolis, MN
55432 USA

ft(ili9.
Mcdt onic Europe Sdl
Roure du Molliau 3 t,
Cas€ Poslale- I I3t

FsC: US FDA (copy)

Volid till: l6/06,2022

-l8oC to 55"C

DOoU005

Cobalt XT HF CRT-D MRI
Surescan

(DTPA2Dt )

(Ca.diac resynchronizafi o.

defibrillato,

Cl6s D

ShellLife: l8 nronths

Grcupins:SMD

(DTPA2Dt)

. Submission of o.isinal, leEatized ad vatid Frce
cale Ceaillcare (FSCi since lhe cop) o, t\e
editcate is submitEd.

. Nota.ized ad valid ISO-13485 c€nificarc. tull
qualily asManc€, design exnnination anl
declaration of confonniry are rquired.

59

Palisrr, (Prr) Lrd,

floor. plot # 6-1,

Block 09, Clilion.

ELI:002?l

.]684 (K)

AD.IX

Minneapolis, MN
55432 USA

Iacility:
M.dlronic Euope Sarl

Roure du Molliau 31.

FSC: US FDA (copy)

Yalid till: l6l06D022

.18'C !o 55'C

DOoU005

Cobalr XT HF CRT-D MRI
Surescu

(DTPA2DI)
(Cardia. r6ynchronizarion

d.fibrillator)

ClNs D

ShcliLife: I8 months

Crouping: SMD

(DTPA2D4)

. Submission ofoli8rnal, legalized and valid Fr€€ Sale
Crrtificare GSC) since the copy ofthe cenificale is

. Notaized ed valid ISO-13485 @rrificate. tult
qualitt assumnce, design €xamimton and
d*ldaion ofconformiry are requiEd

Pakisla (Pvl) Lld.

floor, plot # c-3.

Block 09, CliIion,
r,{achi.

ELI:00211

1685 (K)

At)-lx

Minneapolis. MN
55432 USA

Cobalt XT DR MIJ

(DDPA2D4)
(Dual Chamber lmplantabte

Defibrillaro0
Class D

Shelflife: l8 months

Grouping: SMD

(DDPA2D4)

. SubmissioD of oneinal, leCalized and valid Free Sale
Cedificate (FSC) shc! rhe mpy of dre ceninare h

. Noteized and valid ISO-13485 cenificate. tu1I
quality assurnnce, desigl Minatior and
de.lMlion of mnfomily are requjred.

Page 19

facilitr:
Medtronic Errope Sul

FSC: US FDA (cop!)

Valid till: l6/061022

t8'C lo 55'C

Letter ofdeferred cases ofMDB-47 Meeting (29 03-2022)



6l
Palisto (Pv0 Lrd.

floor, plot # G-3.

Blocl 09. CIiffon,

[Ll:002?3

3686 (K)

.\D-IX

Minneapolis, MN
55432 USA

facility:
Medtronic Europe S l

FSC:US FDA (copy)

Y.lid till: l61062022

-l8rc to 55qc

D00u005

Cobal XT DR MRI

(DDPC]DI)
(Dual Ch.ft ber Impladable

Defibnllabr)
Class t)

ShclfLife: l8 mouths

(DDPC]DI)

. Submission ofon8inal, legallzed dd valid Free Sal.

Cenificale (FSC) since the @Py of the certificate is

. Noidized dd valid ISO-11485 cerlificare, tull

qulitr AslEncq dcsiSn exmina.io. and

declamtion of confomfty ate.equred.

61

Block 09, CliRon,

ELl 0027l

3680 (K)

Al)-lx

Minneapolis MN
55432 USA

Valid titl: 1610612022

-18'C ro 55oC

D00u005

Cobalt XT DR MRI
Surescan

(DDPA2Dl)
(Dual Chmbtr Implantable

Defibrillaron

Clss D

Shelll-iie 18 months

Grouping: SMD

(DI)PA2Dr)

. Submisrion oforiginal, legalired and valid Fre Sale

C€nificate (FSC) since the copy of the ceniflste is

. No&riz.ed ad valid ISO-13485 ceflificare. full
quahy a-ssumce, desig, ermination md

deleation of confomity e required.

. Submisrion of documents slpporting the lifc spu oI
18 months for $e applied medical device is required

6l
Patistan (Pvl) Lt4

floor, plol # C-3,

Block 09, Cliflon,

ELI:002?3
r 190 (k)

Ilvalu.tor:
AD.I1

Medtronic Cryocalh LP

Pointe- clane, Quebcc
H9R 528- C ada.

FSC: Camda

May,20l8

Model:4FCl2
(slerile)

Shclflifer 2 ye s

Deferred fo. prolhion of ori8inal LOA ed
cr€deniiah of manufacturer abroad duly noLrized.

valid md noluized Full Qualiq Assurance ed ISO'

l3:lE5 Cedificates

Letter ofdeferred cases ofMDB-47 Meeting (29-03-2022)

D00u005

frcility:
Medtronic Exropc Sarl

Route du Molliau 3 I ,

Case Poslale, I 13 I

FSC:US FDA (co!y)

Page 20



Pakisla (Pvo Ld,

noor, plot d G-3,

Block 09. Cliflon.

ELt-{i0273
r3451K)

Evalualor:

AD.II

kgal Mrnuf.cturer:
It s. Medkonic lnc.710
Medtronic Pdkway,
Minneapolis. MN 5541:
USA

I4/s. Medtrcnic
Perfusion synems
76ll Nonhlmd Drive,
Mimeapolis, MN
55428. USA
FSC: USA
Dale of Issue: March
09,2018
Valid Tilli Mech 08.

2020

DLPe' Silicone RCSP

Cannula wilh Auro inflale
Cuff
(Coronary Sinus cer!la)
Slerile

Code:Asper FSC

Class: D
Sh€lfLifer 0l Y€aa

for provision of following documenrs: -

. Original t tter ofAuthorEtion.

. OriSinal Crcd€ntials ofmanufactwr abroad.

. Valid ISO-13485 and FQAcenificare

. Origtnal, Valid Embassy ,ftesred Free Sate
Cenificate.

. DesiSD Examinarion Cenificale

65

Pakisld (Pv0 Ltd.

floor, plot, C-3.

Block 09. C1ifto.,

ELI-002?l
1348

Elrluator:
AD-II

Legrl Mrnufr.trrer:
I!,Vs. Medtrcf,ic lnc 710

Medtronic Parlwav,
Mi.neapolis. MN 55432
USA

M/s. Medrronic
Pertusion synems 761I
Nonhlmd Drive-
Minneapolis, MN
55428, USA

rSC USA

D.te of Issue: March
09.2018
Vrlid TillMach 08.
2020

DLP@

Peri@diaylntmediac
Sump
(Cddiopulmonary b$ass

Cod€: l2l l2

Class: D

Sh€lflifer 03 Ycds

provision of louowing documenrs .

66

Pakislan (Pvo Lrd,

floor, plot # c-3.

Elock 09, Clifion,

ELI:002?3

ll95 (K)

Evaluaior
AI).II

Medtrcf,ic Inc.7lo
Mcdtron ic Parkmy,
Minn€apolis. MN55432
USA

Design Frcility:
Medtronic Perfusion

s)stems 761 I Norlhland
Drive, Minneapolis, MN
55428. USA

Frcility:
Medtronic Mexico S.de

RL de Cv Av. Paseo

Cucapai
FSC: USA
Valid iill:86
Mdch,2020

Mcdicus TM Adult Venous

Cardiopulnonary bypass

9660(1-r I 5-96600-t l7-
96600- l 19,96600- I2 t-
96600-l2l-
96&0-t25-9661n-127 -
96600- r29

ShelfLifei4 yess

Def.rred for provision of following documenls: -

. OriCin.l Lette! OfAutjhorizrion

. Original Crcdentlah ofmuufacruM abroad

. Valid ISO-134E5 md FQA cediflcar

. Ori8inal valid Embassy atresled Free Sate

. Design Exmination Cenificare

Pakkro (Pvo Lrd,

floor. plot# C,3,

L.g.lMrtrufrcturerl
Medtronic lnc. ?10
Medironic Pukway,
Mimeapolis, MN
55412. t_rSA

(Periph€El vscula!

provisio. of following documents: -

. valid edOnginal A8e1cy agremmr or tmerot

. Valid md Original Fre sate cenificate in rhe

Letter of deferred cases ofMDB-47 Meetine (29-03-2022)

. Origlnal Lett r ofAutjhoriralion.

. Original Cred€ntials ofmeufactuE ab.oad.

. Valid ISGI3485 md FQA c.niticare

. Original, Volid Embassy aren€d Free Sale

. D6i8n Examinallon Cerrifiere.

ClassD

Page 2L



Block 09, Clinon,

(ELI-00273)

2996

Evatuaro.
AI),II

Micro Th€rapeutics lnc
d,,b/a ev3Neurcvdcular

Irvine, CA926l8 USA

ISC USA

Codes & Sias: A5 Per FSC

Clas-D

ShelfLifer3 yem
(l Y€ar Real time stabilily

oforigin duly anestcd by Embms) ot

Valid Production Quality ManaBemenl System

C.nificale 0SO 11485, GMP.

Valid FuU Quality Asurance C€difi@le or

oiiginat ud \atid Desien exaninarion cenificale

duly nolarircd b) fte cou rY ofongin.

Stabitrty studies dala uplo clarmed sh.lflife

68.

Pakistm (P() Ltd,

floor. plol # G-3,

Block 09. Clifton.

(ELI.002?3)

2997

Ev.lultor:
AD-I]

FujiSyslem

Shirakawa Plan( 200-2,

Nishigo. Nishi

FSC: Japan

valid till l8-04.2019

CELLO BaLloon Guide

(Intmvascular occluding

ballootr cathele! image-

suided)

Codes & Sizes:As per FSC

Clnss-D

ShelfLife:3 y€us

Dererred for provision of follo*ing documenlsi -

. Valid Produciion Quslily M@sement Syst€m

cedificate (lso 134E5)/ GMP Cenifi,xte.
. Oxsnal and Valid De(igl E\amrnanon Ceniflcale

. on;inal ad valid d8enc) as'eenem or lefler ol
aulhorizarion tom manufeturer (leeat) / oMer or

mtoker adhorizalion holdet (MAHror its aD$oiad

disLiburer, duly .olarized by thc coutry ofori8jn.

N,l./s Medtronic

floot plot # G'1,

BIock 09, Clilion,

(ELr-00273)

2998

Evrlurtor:
AD.II

Legll Manufrctur.r:
Medlronic Inc. 710

Medtronic Pdk$ay,
Mi.ncapolis, MN
J5412. USA

Micro Thempeutics lnc

d/b/a ev3Neurovasculd

INin€. CA926l8 USA

FSC: Nelherlands

v.lid rll l: l3-01-2020

PIIENOM Calherer

(va$ular Guide-Catherer)

Singl€ usc

Codes & Sizls: As p.r FSC

Cl$s-D

ShelfLife:3 )ears

Delrred for provision of following docummrs -

. Valid Pmd!.tion Qualily Meaaeme Sy$em

C.nificate (ISo ll485y cMP C€njticale-
. valid Full Qualiry Assumce c.rtificde or

. validDelmtion of Confomity (DoC).

. valid lrce sate Certificate ofcountr] oforigin duly

attested by Embassy ofPalisl .

. Orieinal od valid a8mcy agr€€ment or lettn ol
authonzarion ftom muuf.crufu (legal) / otrner or

mdk.l authorizirion holder (MAH) or its adhonzdl

. Crcdentials of mantrfacturer abmalt duly noLtized

from thc counry oforigifl.

70

Pathtan (Pit) Lld.

floor plot # G-1,

Block 09, Clifion,

(ELr-00273)

Evtlu.tor
AD.II

L.grl Msn u ta.lurer:
Medlronic Inc. ?10

Medtronic P keay,
Minncapolis. MN
55,132. USA

Mi$o Tlerapeuti.s Inc

d/b/a cv3Neurovascular

lnine. CA926l8 USA

FSC USA

valid liLl:23.07.2021

Pipeline Flex Embolialion
Device wilh Shield

(Be.-netal inlracmnial

Codes & Sizes: As per FSC

ClNs-D

ShelfLife 3 years

D.f.rr.d for provision offollowing documetus: -

. Valid Production Ouality Manasemenl Syslem

Cediicate (lSO 13485y OMP Ceditcrc.
. Valid Full Quality Assumce ceftific e ot

. valid Dcclalalion ofcodolmily (DoC).

. Valid fre. Sale Certificate oicounlry of odgin duly

ansted by EmbassY of P.kistu.
. OriCilJl d laliJ aSenc) agreem.nr or l.nn ol

durhonzalron ftom moufnclulel (le8.i1) o$ne' or

muket atr6oriztion holder (MAD or its aufionztd

. CredentiEls of mmufacturd abroad duly nol4ized

from the couEy oforlSin.

lt

Block 09. Ciifion,

Legrl MrnufrctDr.r:
Medtronic I.c. 710

Medtronic Park$ay,

Minneapolis. MN
55432. USA

MARKSMAN Catheter

(Vdcular microcathcter)

Code & Sias:As per FSC

ClasD

Deferred for provision offollowin8 docments: -

. Valid Full QA @nificate or equivalent.

. Valid Declaratiotr of Confomiry (DoC) duly

noiariad from country ofo.igin
. Onsinal md Valid Frce Sate Cenilic.le of fie

cou.W of orisin duly atlesld by Embassy of

Letter ofdeferred cases ofMDB-47 Meeting (29'03'2022) Page 22

Valid till: 23.07 2021



(ELr-00273)

3000

ADJI

Micro Tterapeutics lnc
d,/b/a ev3Neurovascular

9775 Toledo Way,

Iryine. CA926l8 USA
FSC USA

Valid till: 23.07 2021

Shelflife: 3 yc s . valid Prcduclion Quatiry MdcSem.nr Sln(m
CedificaE (lso 8485! CMp Cenifi(are dutv
notarizfd liom coLlnn) oforisn.

. On8rnal and valid aAenc) agreemm or tener ot
auhoriztion fiom manufanurer (lesal) / oener or
mkel eLhorizalion holder (I4AH) o. its au$orized
disELbuterduly nolarizel b, lhe couno of ongin. credfllials of meufachrrcr abroad duh noran,e.l
lrom the counlry oforiSir.

,.1

Palistm (P!,l) Lrd,

floor, plot, c-3.
Khayabo e Iqbal.
Block 09. Clifton.

(ELr-00273)

3062

Etsluaror
AD-II

Medtronic lnc. 710

Minnepolis, MN
55432. USA

Medtronic Eu.ope Sdl.
Route du Moltiau 31,

I lllTolochenae

FSC Netherltudr
valid 1ilt0t1)7.2020

Azurc XT DR MRI
SureScan

(DDal-Chmb€r

lmplol.able Paemale..

(bdcs:\\IlDRol

Clars-D

Shclfl-ifc: l8 monlfis from
the date of powe. source

on oflolloling docunenrs -

. valid Full QA cenificate or equivalent.

. Vrid De{imlDn of confomiD @ocr dut}
notalized from counny oiongrn.

. O.ginal ard vald fnr Sate Cenificare ot rhe
counif ot ngrn dul) ddeslej b) tmbassy ot

. Vald ProdLcuon Qualiry Manag.henl Sy$eh
cenificare (lSO IJ48ly CMP Cernnci,e .h,t!
notariad fmm @untry ofo.igin.

' DeEilof nauta(trm8 and qualiry conrotproc$s
. Original and vdrd agenc, aseemenr or icner ot

authoriation hom mdutucrLEr (tegal) oMer o-
markel dftonanion holder (MAH) or its aufroried
disiribultr duly no1aized by rhe counrly ofonsin.

. ( rcdenrirk of ranuractuer abrcad du,y no;ized
tom $e cauntry ofo.i8in.

73

Patisto (?v1) Ltd,

floor, plot* C-1,

Block 09, Clifton.

(ELr-00273)

AD.II

Legrl Matr ufr.trrer:
Medtronic lnc. 710
Medt onic Parkway,
Minneapolis, MN
55412. USA

Echelon Micrc Ca$eEr

(V6cular Micro Ca$erer)

Codes & Sies: As per FSC

CIassD

ShelrLife.2 yea,i

provisioD offollowing do.umenls: -

. Valid Full QA certificale or equivat€nr.

. Valid Declararion of Conformily (DoC) dutv
nolaized ftom country oforigin.

. Original md Valid Fr€e Sal€ Cenifi€ate of rhe
counD ol oagin dul-! ane$ed h) tmb6s] oI

. Valid Productio. Quality Mdagemal S).slcm
Cenificnrc 0SO 13485y CMP Cenificale duly
noladzed fmm country oforigjn.

. Ori$nal ed lalid agency aSeemenr or tefler ot
authoriation tmm meufacl!rcr (legat) i owner or
mark t !'rthoriation holder (MAH) or irs aurhorized
dis1riburq duly notarized by rh€ counrry oforiein.

' CrEdenlials of moufacturer abroad duty nolarized
from fie courtry oforiSin.

Palhran (Pvo Ltd,

floor. plot+ C-3,
Khayaban e Iqbal,

Block 09, Clifton.

(ELr-00273)

25t4

Evrloitor
ADJI FSC Nefrerlods

vdid rill0l-07-2020

Auesta S DR MRI
Surescan

ShelfLife: l8 months from
the date of powe. source

provision of followinS documenlsj -

. Valid FUU QA cenificare or equivatmt

. Valid Declararon ol Confomit) (DoC) dutl
notarzed irom counEy ofongjn.

. Origiral and Valid Fr€e Sale Cenificare of rhc
country of ongin dury aBesred by Embdsy of

. Valid Produclion Quality Maaeemenr S)$efl
Corificale {lSO ll4E5/ GMP Cenifior. d',tu
noraied from counr, oI origin.

. OriEiral ed lalid agtrcy agE.mmt or leuer ot
ethorizarion &om manufacruier (tesar) / ouner or
market authorization holder (MAH) o. ils althoriu d
di dulv b) origin

f moulaclurer abroad

Page23Letter o f d eferred cases ofMDB,47 Meeting (29-03-202

Micro Thempeutics lnc
ctrib/n ev3Neumvasculd
9775 Toledo Way,
Ifline. CA926l8 USA
FSC USA

Valid lill: 23.07.202 t

Legal muuf.ctur.r:

Mimeirolis. MN
554t2 USA

Mar!faduring sit€s:
M€dlronic Europe Sarl.
Roule du Molliau 31.

Dual Chamber Implantable

Codes & Sires as perFSC"

Clasas-D



fiom thc colnuy oforiSin.
. Complere stability studis data suppolting fie

i5
Pakistm (Pv0 Ltd.

Block 09, Clifton,

(ELr-00271)

250t

Euluato.
Al)-ll

Minneapolis, MN

55432 USA

M.n.foctfiDg sitesr

Medtronic Europe Satl.

Medronic Puedo Rico

Opemtions Co-, Juncos

Road 31, Km. 24, Hm

4. CeibaNoile
l.duslrial Park, Juncos,

PR 00777 USA

FSCNelherlmds
lalid 1ill0l-07-2020

Percepft Quad CRT-P MRI

Cardiac resynchroniation

rheEpy implsnlable

Shelf Life: l8 monlhs from

the date of power source

Defered fo. provisio. of follo{jng documenB: '

. Valid Flll QA cenitimtc or equilalenl.

. valid Declamion of Confomity (tuC) dul)

notzrizcd ftom coun1ry oforigin.
. OriSinal and valid Free sale Cenificate of th€

couEy of origin dDly anesred b) l'nba, oi

. vald Producuon Quali} MarrCemenr S,srcr'
a.nilicare (lso 11,185[ GMP Cmifi..re dul)

notarized liom counrY oforigin.
. OriBDal and vdlid aSenc) agrcemcnt o, lcner of

ur,horizrrion &om mdumctuler (lesal)romer or

mtrket ethorizalion holder (NdAH) or ns authonzed

distribuier duly note;ed by dre counry oforigin
. Credentials of manufacturer abrcad duly notdized

Illm lhe cou ry afotigin.
. Detaih of manufactu ng ed quality conool

Paliste (Pvt) Ltd,

lloor, plol + C-3,

Slock 09, Clilton,

Ov.luatorl
AD.II

Ing.l M!nuftcturer:
M€dtronic hc ?10

Medlronic PdksaY,

Minneapolis, MN
55432. USA

Micro Thempeurics lnc

d/b/a ev3Neurovasculu

lflin.. CA926l8 USA

Sterigenics U.S. LLC

900 South Gifford Ave.

90058. USA

FSC USA

lalid till23-07-2021

P€ripheml/ Coronary

vdcular Micro Cathekr

Codes & SiTts:As pcr fSC

Cl6sD

D.ferred for provision offollowinS documents' '

. Valid Full QA certificale or equivalent.

. Valid D€.Ilrarion of Coniomily (DoC) duly

notuized liom counlry ofo.iein.

' Valid Free Sale Cedn.at. of counry of oriSin duly

ancsled by EmbNy ofPakisBn.
. valid Prlduction Quallty M4agem System

Ce.tifictue {lso 11485y GMP Cedifical€ duly

notnrized from counqv of ori8in.
. OnEinal d \rtd a8eo.) agrcmenr or kn ol

authorizalion ftom manulactur€r (legal) / ouner or

n-ket authorization holder (MAH) or its aurhorired

distibuler duly noteized by the countr) oforiEin
. Credentiats of manufacturcr abroad duly notarized

fmm the counlry oforiSin.

7i

Block 09, Clifton,

(ELr-002?3)

1181

Legrl monufr.turer:
Medtronic lnc. ?10

Medtronic Parkway,

Mimea?olis,MN 55432

USA

Cl&ia MRI Quad CRT{)

Cddiac resynchronjzation

Code: (DTlitrA2Ql)

ClLss-D

Sh€lflife: l8 montls

D.ferred iar p(Nisior olliJllorviog dodrnEnrs _

Letter ofdeferred cases ofMDB-47 Meeting (29'03 2022) Page 24

Codes & Sius as per FSC"

CIalaeD

(EL1-002?3)

2t59

EJgl!3lgrl
AD.II

vatid tiu 0l-07-2020

. valid Foll QA eniiicate or equivalenr

. Valid Dsldation of Coniomi8 OoC) duly

notarizcd fiom counry ofodgin
. valid Fre Sale C.rtificate ofcoutry oforigin duly

attesled by EmbNt ofPakistan.

' Valid Productron Qualif Moag€menl Syslen

Certiticate (lSO l348iy GMP Certificatc duly

notdrized from counEy ofo.igin.
. Delails of ddufacruring and qualiry .onlrol

. Oiiginal ed yalid agency aSieement or lener 01'

thorizarion hom mmufacturer (Legal) / o*ner or

marker authonztion holder (MAH) or iis authorized

di$ributtr duly no$nzed by the couitry ofonsin.
. Cledmtials of meufacturet abrcad dDly nokizcd

. 
ftom th€ counlry oforigin



78

Pakishn (P!0 Lrd,

floor, plol, c-3,

Block 09. Clifto[

(ELr-00273)

1196

M.rufacturirg sites:
Medlionic Elrope Sul.
Route du Motliau 3 I .

I l3l Tolochenaz

PSC Ssitzrland
valid rill06-03-202t

Aslra XT DR MRI

Dual Charber Impl rable
Pa.e Maler. mr.-

Codes & Sizes as p.r FSC"

Class-D

Shelf-life: l8 months

provision ol following documenls: -

. valid Ful, QA cdificale or equivalenr

. Vatid D6ign Euinatioo C€rtifiate dulv notarized
liom country oforigin.

' Vsld Fe Sale Ceaificate ofcouE) oforigrn duty
atleslel by Embassy ofPakislar.

. Vald Produflron Qualiry Managmerr S'slem
Cerrili(ale rtSO 11485/ CVp Cenrficate drtt
norari2ld &om counEy oforigD.

' Vaiid DoCdul, noorized from coutrv of oner.! Der&ls ot manulacnnng aa quatitv c'ontrot

. Original nnd valid agmcy agre€ment or lener of
autho nion from manufactu:e| teSal) / oqd or
muket suthonarion holder (MAH) or 1I5&thoriz€d
disLribuLrduly noErized by tte counEy ofoaejn.

. cEdsrials of manuldctu,er abroad duh noraiad
fi'om tle munEy of origin.

floor, plot * c-3,

Block 09, CIifton,

(Er,t-0027t)

2160

ADII

l*erl Mon!tacturer:
Medlronic Inc. 710
Medlronic Pdkway,
Minneapolis, MN
55432. USA

Micro Therapeutics lnc
dbla e!lNeurovascular

lryine- CA926l8 lrs^
FSC USA

Valid till:21.07 202l

Mimge Hydrophilic

Codes & Sizes 6 per FSC,

Cl6s-D
Shelf-life: 3 yean

provision of foUowing do.uments:-

. Valid Full QA certif,€re or equivalenl.

. Valid Delmiion of Confomity (DoC) duly
notariad from country oforigin.

. Original & valid Free sale ertijlcare in rhe counrN
oforigin duly attested by Embassy ofpakisran. '

' Valid Prcductron Qdahty Managemcnr Slsrem
CedificaLe tlSO l.l48t, cMP cerlifi.,re d,,l!
norariEd Aom country oio.i8in.

. Valid ed on8ind aaenc) agreenefl or lm.r of
authoriza$on from mmufarrurer (legal) / osner or
mark€l arlhorizlion hold€r (MAH) or irs aurhorized

. C.Edentiah of manufacrw abroad dulv noldi7.d
6-om the cou ,f oforiSin-

80

Pakino ev, Lrd,

flmt plot I G-3.

Block 09. Cliffon.

(ELt-00271)

2.16u

AD.II

Lgel MrDuf!.!urer:
Medtronic Inc. 710
Medronic P&kwa),
Minneapous, MN
55:U2- USA

Micro Tl'erap€ulics lnc
d/b/a evSNcurolacular

lrvine. CA926l8l,sA
FSC USA

valid 1iU:23.07 2021

Axium Dctachable Coil

Embolization Coil
Codes & Sjzes a. p€r FSC'

Class-D

Shelf-life: 3 yean

on of followinS docume s:-

. Only Codes of one confisuErion (baje, nyton ed
PLCA) sill be conedered on l,\is aDnlic ion
Submit separde appl,.nhons ior $. rcsL

. Complere $ability nudies ofA\iumrM Deachable
Coil Synm suppodirg rhe shetf life claim of 3

. Valid Full QA cenificare or equivalm, dut'
noLarirrd fiom @unEy oforiqjn.

' Vald Declaralron of Confom ) rDoC) oul\
notarized fiom coury ororisin

. vald on8inal tM sale Cen:fi.are ofcounrn uf
oriSn dul) alEsred b] EmbassyofPah$rn

' Valid Produnjon Quatily M agemetu Synem
Cenificare {lSO 13485/ uMp Ce.lificsre dul.
mtarized from @mtry of origin.

. Original ed valid asency ageeme or lcner of
uthoriarion hom manulcrurer tle8al) , oqn o-
markel authorizarion holder (I4{H) or irs autho.ized
dj$riburftdul, norarizld bl rhe counky oforisin.

' C,cd.nnals of manufetuer abrcad du$ noDarized
ftom the courry oforigrn.
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Lcgalharufacrurer:
Medaoni. Inc. 710
Medtonic Pdk$ay.
Minneapolk, MN 55412
USA



8l

floor. plot f G-3,

Block 09. Clifton,

(ELI-00273)

2171

L.g.l Marufactu.er:
Medtronic Inc. 710

M.dtronic Parkwa),.

Mimeapolis. MN

55432. USA

Micro Thcrapeulics Inc

d,6/a evlNeurovaculd

kvinc. CA926l8 USA

lSC USA

Vatid ill:23.07.2021

AXIUM PRIME

Dera.hable CoilSyslem

Codes & Sizes as per FSC"

Class-D

Shelf-lif€:3 yeds

Defefted for provision of follo$ ing docum€nls: '

. comple€ stabiliry stMi6 ofA.xiumrM Prime

Detachable Coil Syslem $ppotting the shell life

. Valid Full QA ce.tificale or eluiralem duly

nol4lzed ftom counFy of orisi..
. valid Declaration of Confomiry (DoC) dulv

notdizd iom counEY ofo.igin.
. valid Frcc Sale Cenificate ofcountry ofonSin duly

attesled by EmbNy ofPakistan
. Valid Produdion Orality Manasement Sysem

Cenilicale (lso ll4E5)/ GMP Ceaiicare dlll
nota zd from comry of ongin.

. Onginat od valid a8ency aerem t or l€ner of

authonzadon ftom mmlfacturcr (legal) / oMcr or

narlei autlodzarion holder (MAH) or is aud'odzed

distibuter duly nolEized by the @unlIy of origin.
. Crcd.ntiah of manufacturer abroad duly noE;ed

lrom ihe country oforiSin.

82 Ivls S. Ejazuddin &
Co.. PO Box 5629,

iELr-00078)
-56-

Legel Mrrufrctfier &
Mfg. site:

NI/s JMS Singapore Pte

Ltd., :140 Ang Mo Kio

Indushial P k 1.

Singapore 569620,

Singapote

FSC Singapore hsuece
Dare (ll-10-2019)

JMS Blood Colleclion Bag

Sinsle (250m1)

CldsD
Shelf Lif€: o3-yeds.

Codes & Sizes a5 per FSC.

Reg. No.0ll,l42
Valid Till: 09-03-2019

D€ferred for provision of following docutuenrs: _

.valid & original ISC of coutry oforiSin drd at!
RL duly atlested by $e embassy

.Design effi ination cefi ifi cale

8l I,l,/s S. Ejazuddin &
Co., PO Box 5629,

ZiaPlaz4 Altaf
Hussain Road,

Kalachi
(ELr-00078)

-57-

L€grl Mtnufrctur.r &
Mfg. site:

M/s JMS Singapore Pte

Ltd. 440 Ang Mo Kio
Indusrlial P k I,
Singapore 569620,

FSC Singapore Issumce

Date (Il-10-2019)

IMS Blood CoU.ctio. Aag

Tnple (500,n1 + 300mlx2)

Class-D

ShelfLife:03-ycds
Codcs& Sizes as P€r FSC

Reg. No.0llrU4
valid TiU: 09-03-2019

D€fefted for provision of following documents i -

.Valid & original FSC of counry ofonein and ey
RRA duly attesled by 1lle embassy

.DesiSn ermination certiticale.

M/s S Ejmddin &
Co.,POBox5629.
Zia Plaz4 Altaf

Kdachi
(ELr-00078)

-58-

l*gal MAnufldurer &
Mfg. sitel

Mh.,MS Sif,8apor. Pte

Lrd., 440 An8 Mo Kio
lndu$rial Park l.
Singapore 569620,

fSC Slngapolc ls!@ce
D.re (11-10-2019)

JMS Blood Collection Bag

Quadrupl. (500m1 +

300mlx3)
Cl6s-D
ShelfLife: 03-yeais.

Codes & Sizes 6 p€r FSC

Rcg. No. 0l14.{5
valid TiU: 09-03-20 t 9

D.ferred for p.ovision of following documenls:_

.valid & original FSC of country of origin md my

RRA dlly attened by lhe embN)
.Design examination cenifi @te.

85 Lrs S. Ejeuddin &
Co..POBox5629.

(ELl-000?8)
-59-

Legrl Manufecturer &
Mfg. sit l

N,l,/s JMS Singaporc Pte

Ltd.. 440 Ang Mo Kio

lndusrial Palk l.
Sin8alore 569620.

FSC Sin8apore hsuoce
Dale (l l-10-2019)

,MS Blood Collecrion Bag

Doubl€ (500m1+ l00ml)
CIN-D
Shell Life: o3-yeds.

Codes& sizes 6 per FSC

Reg. No 011443

Valid Till 09-01-20 | 9

Def.rred for prorision of followins dDcuments: -

.Valid & original FSC of country of ori8i, ad oy
RRA duly anested by the mbassy

.DesiCn exminarion certifi cale.
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86 M/s S. Ejazuddin &
Co.,POBox5629.
ZiaPlo24 Alrat

(ELt{0078)
-60-

Leg.l Manuf!(tur€r &
Mfg. site:
Nrs JMS Singapore Ple

Lld-, 440 Ang Mo Kio
Indusbial Ptrk r

Singaporc 569620.

Singapore

FSC Sin8apore Issumce
Date (Il-10-20t9)

JMS BloodColletion Bag

Sinsle (500m1)

ClassD
ShelfLife:03-years.
Codes & Sizes 6!tr FSC

Reg No.0tl22
vaUd Till: 26-02-2020

D.ferred for provision of following dosm€nrs: -

.valid & origmal FSC ol ounx-y oi on8in and e!
RRA duly anescd by rhe embassy

.Design examinalion cenilica&.

87 M/s S. Ejmddin &
Co., P.O Box 5629,

(ELI-00078)

279t

f,valurtor
AD.III

LegrlMaruflciur.rl
JMS Singapore Pte Ltd
440 Ang Mo Kio
lndD$rial Pafl l.
Singatorc 569620,
SINGAPORE.

FSC Singapore hsuece
0E{4-2020

jMS Blood Baa CPDA-I
(Sinele) 500mUBSP-BSB-

NP-CLP r 7G (DT)
(Blood baes)

ClassD

8l r -500,1

d for provisio, offollowi.g docMenls:-

. Credentials of m.nufetuer abroad_

. Updat€d and noradzed aSency agreemEnr

. FSC of rcfeMce couDry

. Desien exanination @nificale

. updared EId noErized Iso 11485 and tQA
certifi@te, the slbmi$cd cenificatq arE without
nohnzaton al$ rhe reieRnct has not becr
prcvided of notarized d@ument.

. Europe2n 0?e Dectdation of conlbmiry, duty

. undedakirg on stamp paper.

E8 S.Ejmddin & Co.,
P.O Box 5629. Zia

(ELr-00078)

2770

ADJlI

tag.l Mrnufrclurer:
JMS SiDgapore Pre Ld
440 Ang Mo Kio
Industial Park 1.

Singapore 569620,
SINGAPORE.

FSC Singapore issuanc€

08,04-2020

JMS Blood BaE CPDAI
(Double) 500mllBSP-BSB-
NP.CLP I7G (DT)
(Blood bags)

ClasD

Shelflif€:3 years

Code:

8l t-40t 8

De fer.d for prcvision of following documens: -

. Credenlials of meufacturer abroad.

. Updared ed noraiud agency agreem€ni

. FSC ofrefe.mce counrr)

. Design exminarion cenificare

. updared od noraired tso 13485 and FQA
certificire, the submined cenificars re widroxl
notErizatio, aho rhe reference has not bee.
prclided of nolEizd document.

. Eurcpem rype Declamlnr of confomil), duty

. UndeflakinS on namp pQe.

S.Ejaaddio & Co.,
P.O Box 5529, Zia

(ELr-00078)

2616

AI),III

L.grl Mrnufrctu.er:
JMS Singapore Pte Ltd
440 Arg Mo i(io
Industrial Park I,
Singapor€ 569620,
SINGAPORD,

FSC Singaporc issuarce
08-04-2020

JMS Bled Bag CPDA,I
(T.iple) 500mllBSP-BSB-
NP.CLP I7G (DI)
lBlood bass)

Cla\yO

Shelflife:l years

8t l-5J07

Defe rred lor prolision offoUo*iflg documenrs -

. Creddtialsof marufaaurerabroad.

. Updated and ootarized agency agreement

. FSC ofrcference oury

. DesiCn exaninaliof, certificde

. Updated ad notarized ISO 13485 and FeA
cmificatq Lhe submrned erlrficaLs are $rLhour
notaiztion also the refeence has nol been
prcvided of notarized documenr.

. EurcF.n r,?e D@trarion of con omiq. outl

. Und€nakinC on sta]np taps.

90 S.Eiuuddin & Co ,

P.O Box 5629. Zia

(ELr-00078)

2677

L€grl Mrnufacturer:
,MS Singapore Pte t.id
440 Ang Mo Kio
Indu$rial Pmk l,
Singaporc 569620.

SINGA?ORE,

FSC Singapo.e isuance
08-04-?020

JMS Blood Bag CPDA{
(Quadruple) soomllBsP-
BSB.NP-CLP I7G (DT)
(Blood baer)

C1N-D

Sh.lflif€i3 yff

Def.rred for provision of follorving docunents: -

. CEdentiah of manufa.twr abroad.

. Updared ard noiarized aamcy agreemor.

. FSC ofreferenc€ @urry

. D.si8n exanination c€nifiete

. Updared md noBrized ISO ll48t dd FeA
enificale. the rubmitred cenifi(aks are wiLhou.
notarizarion ale &e r€frence h6 nor beer,
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Eurcp€in q?e D.cl&alion of confomiry, duly

L]

8l t-5408ADJII

Deferrd for provision of lollowing docnmmts: _

. lalid ISO-11485 & FUU QA cefiincate.

. valid&onginal Letter of Authoriution.

ClasD
ShelfLife:5 y€aB.

Codes & Sizes ar per FSC

L.gol Manufsctur.r &
Mfg. sit.:
Implantcsl OmbH

Luneburger Scharze 26

D- ?1614 Buxl€hue

FSC: G.manY
Date of issue: 07-03-

2019

Omce 142-8. lst
Floor, B-Block

D€fr;ed for provisiotr of foilowing documenls: -
. validISGll485 & Fll1l QA ceftrficale-

. valid & original Letle. ofAuthorizaion.

MU TARS O Hip ImplantsLegrl Mm ufrcturer &
Mfg. site:

lmpletcast GmbH

Luneburger Schanze 26

FSC, C€rmdy

20t9

s:
Oilice 342-ll. lsl
Floor, B-Block

ELI:00193
-1541-

Defe ed for provision of followin8 documents i _

. valid Istll3485 & FullQA certifiate.

. lalid & original trtter olAnborialion

Bonos€)RNFcenta
(Bone cemen! medicated)

Codes & SiB:As per FSC

Clas: D

ShelfLife:03-yein

Legal MaDufrctff.r &
Mfg. site:

Ivfls Oasnh GmbH

ljaeslr I I'15 diebrS
hessen 64807 Germany.

FSC: Germdy
Dat€ of issue:

I1.03.2020

I\,I/s Elile Trade6

Oi,ice 342-8, lsl
Floor, B-Blo.k

El.r-00193
-2?21-

Deferr€d forprclision ofvalid and OriSind Agency

A8reemenl or Left€r ofADthorialion. C.edenlials of
manufaclur€r abroad duly noffized ftom lh. counq
of origin. Valid ProdL,dion Quality Mmagement

S)'stem Cenificate (ISO 13485)/ GMP Cenificare.

ond Full Quality Assumnce cenitcalc.

MUTARS@ KNEE

SYSTEM
(MUTARS O Knee

Code: As p€r FSC

Class-D

ShelfLife:5 years

Its Elite

TradeE,Olfice 342'

B. tsl Floor. B-

Block Satellite

ELI:00193

lr 5l:+l

AD.II

Lmeburg€r Schanze 26

r'SC:GermEny

Dire of IssDe: March

0?.2019

Deferr.d for provisior ot -
Tte firm asked to provide Decleation of Confomiry

and Desig, examination cenificale

Cl ification is required in regrd oim ufacturer

nme. Alere or Abbotl Japan.

ALERE HIv Combo Sel.

CIN-D
Shelfliler

Codes & Sizes aspe! FSC

(Pakistan) Ltd Opp.

(ELI,000r9)

DeIe.red tor provision ofi -
. Pmvide the Yalid & original FSc.

. valid ISO-13485/ la1es1 GMP report ol 8tl

mmuf&tudnssites.
. Origrnal Letler of^ulhorialion.
. Provide the technical documenB like slability

$udies ard Qc-details

kg.l M.roft.turerl
Edwdds Life scienc.s.

l-LC Onc Edwards Way

Irvine, CA92614. USA)

Mfg. site: Edwards Life
sciences, 12050 Lone

Peat Parkway Draper

UT 84020 USA

Ehysio ll Mil.al Ring 5200

ClEss-D

ShelfLifer 05-years.

Codes & Sias:As p..
FSC.

848-C, Shadma-1,

Eli-00070

{2060}
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MUTARS @ shoulder

ELI:00193.

-1540-

Cl6sD
Shelf Life: 05-yem.
Codes & Sizes 6 per FSC.

l*gal Manufscturer &
Mfg. iile: Abbott

GmbH. Md-Planck-
Ring 2, 65205

FSC: Cermy.
issued on0l-12-2020



FSC: USA
Validtill: 13.07.2022.

848-C, Shadmar- I

Elr-000lil

11412)

POI,YTHESIS IC/ICT

Clas$D

ShelfLife:s years.

Codes & Sizes: As per

FSC.

Deferred for prorisioD of; -
. Provide the valid & onCinal FSC
. V.lid ISGI3485/ lsre* CMp .epon of all

muDfadurina siles.

. Original t €tter ofAuthorizltion.

. Provide th€ techniql do.ummas like srabilily
smdies End Qc{elails.

848'C, Shadman-1.

LLI:00070.
-t99?

lagtl Mrnufrcturer:
Edw&ds Life sciences.

LLC One Edwards Way
INine, CA 92614. USA)

Mfg. site:

Edwards lifesciences
(Singaporc) Pte. Ld ,35
Cho8i, North Cresent-

Singapore 499641,
SinBapore

FSC: USA
valid till: I1.07.?022

CARPENTIER.
EDWARDS O Perimount
o
(Biolosic.l He3rl Y.lv.)
3300 TFX

Class-D

Shelflife: 0+yeais.
Codes & Sizes: As per

FSC.

D€f..r.d for provirion ot -
. Providclhe valid & o.iginal FSC
. Valid ISO-13485/ laresl GMp reporr of aI

marufactuing sir€s.

. Orisinal lfder ofAurhorizarion.

. Provrde rte re.hnical d()lMelts Le srab,tit\
srudies and Qc-delails.

99

lvfls C diac Cre
848-C, Shadman-1.

EIi,00070
2131-P

AD,III

Leq Manufrcturer:
tt,/s Edwdds
Lifescienes. LLC One

Edwards Way lnine,
CA 92614 USA

Edwads bovire peri.ardial

Clas-D
ShelfLiler 4 yeds

Model

4700

for provision forfollolving documcn$ -

. Valid Lefter of Aulhori2i?lion.

. Embdsy attened FSC mentioning the $bjecr

. Rcadable cop) ofIFU

848-C, Shadmar-1,

ELI:00070

2215-P

AD.III

l,egal Mrnrfrcturer:
VygoD cmbH Co., KG
PEger RinB 100-52070
Aachen, Gemany

FSC Germmy
Date of issue:

29.03.2019

Multicarh a
(Cenld YeDous Catheter)

Class: B

ShelfLifer5 yea^

Codes d p€r DoC

Deferr.red for provision of following documenrs:

Valid lrtter of Aulhorizerion.
Valid ISO 13485.

Notarizcd copy of Dcclamrion of Conformity.

DilTerential Fee ofRs.25.00O/- s rhe prcdun fall in

l0l 818 C ShadmdJ

81I.00070

IAD-vnrl

L.grlm!trufaCturer:
PROUSE MEDICAL.
Roule Ju Man.'Lholr1
Ivr, Lc Temple-FEnce

I3-02-2018

Dolphin
(!nflo.ion deei.e)

Code:As perFSC

ClassB

ShelfLifer5yeds

Dcterred for lhe protisions of fotlowitrg
defici.ncieVdocumentsl

r. Name ol rerponiible peMn isd fleBfl oi iorm-
7A tha, Establishmenl License.

ri. Prolide !ard ISO tJ48t fire protided one;
expted now but found Etid Dpon submission.

ur. P-ord€d rSC is jtred Jop) (Dare of t$ue
trb I 1. 20 I 8, bur embasy aneslarion F originat
Tltdefore prcvid€ Original FSC.

iv. Ihe fom-,A nce{ revision Egardints
nentionin8 codcs sirs_ g|uDine & bnet
de\$iprion, olrhe +p.ied medical device ro be
re&sred e1.. funnemore, fie dcumsr,
prcvided de pEuliar in *plaining lhe inrend€d
medi.rl derice p.odurr (name. cod6, yzes.

grouPins eic.) 10 h rcSisrered.
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Leg8l MaDufacturer &
Mfg. sitq PROUSE
MEDICAI, Rour€ dD

Mooir-60t73 luy L.e

FSC: Frane

Date of lssuc:21-10-

2017.

FSC:USA

valid till: 14.05 ?022



r02. 848-C, Shadmm-I,

Lahorc 54610,

E|,1r00070

tAD-VIIII

2869

kgal Manuf.cturer:
KIMAL PLc Anrundel

Road, Uxbridge.

Middlesex, UBB 2SA

Uniled KinSdom

KIMAL Plc,34

3DR United Kingdom

FSC:UK

t6.03.20200

V€nous Calhcter 5 Lumen

Se1

Class-D

ShellLife:3 yeds

Defered for the provhions of folloving
d.ficieDcierdocum.nb:
i Fom-7Asha1l b€ revised regardingmfrtioningot

"compleie list of veious

confi gufrtionvcodevsizes to bereg;nercd.

ii. Propoled MRP not givo or application fom.

fierefore r€lke fom-
iii. Riryan has mentioned 6 esponsible pe6on

hosever fte same not mmtioned on

establishrnenl liceok.
iv. Provide labels 6 approled in couEy oforiSin lbr

all codes and sizs NperfSC. Since lhe protided

one doe$'l mention the nme ol manufacturcr'

!. Provide Original FSC.

848-C. Shadman-1.

Lalore 54610.

Pakistan (ELII

00070)

AD.VII

KIMAL Plc Arundel

Road, Uxbddge.

Middlesex. uB8 2SA

Uniled Kingdom

KIMAL Plc,34

3DR Unired Kingdom

venous Cathelers3 Lumen

Codes & sizes:As per FSC

ClaseD

ShelfLife:3 rears

Defered fo. protision of _

l. Valid Onginal. lalid ed embassy att€$ed FSC

Only photocopy provided.

IL Provide notuiz€d md valid ISO 13485

Cenincat, Full Qualit/ Assurmce dd DesiSn

Examinalion cstificale. Also provide oriSinal and

no6ized LOA. Thc already submined are copics

llt lom-'A dEllbe re!^Ed EgddDg mmnoninSo"
',(omplele ld ol

conli8mlionvcodeJs,Te( ro b.

regisrered.Prcposed MRP nol gilen on apPlication

fom. terelorc revi* form 7A.

Iv. Prov,de 
'abcls d approved incourry oton8ir lor

all cod6 ard sizs as per FSC. Since the provided

one doe.n't mdlion rie nMc of manufacffer.

101

lvrls Ca.diac Care,

848-C. Shadme- I

ELI:00010

170-R&I

03.01.2022

Legal Muufacturer:
M/s KimatPLC, 34

3DR. Urited Kingdom

fSC:LiK

t6.02.2020

venous Ca$etB-l Lumen

( Central Venous Calhete,

Codes & SizesrAs per FsC

Cl6sD

ShelfLife:3 yem

Deferred for the follo*ing:

Provide $abiliD tesling ol the applicd Product

along sith the prolocol of the $ability sludies from

thc finhhed prcduct mdllmtuer since $e

submined dara is fiom MT Cafieres technologv

which is not apprcved for maufacludng olAltius
Classic Catherers- l Lumen as per the suhmitlcd IUU

quality ssurance ertiticate

Full qualiry dsumce ,nd DesiEn €xaminalon

certificare de is$ed for M/s Kimal Plc Anndcl

rcad, Uxbndge, Middlesex. UB8 2SA. Uniled

Kingdom while the meufacturing lacility 6 Per

Free Sale Cenillcare is Nt/s Nrs Kimal PLC. 14

Sher*ood road, Brcmsgrove, WorceslcElire 860

3DR, Uniled Kingdorq pte8 clarify ed providc

original, te8aliad and valid ftee ele cedificate

menlioning fte colred name and addtes of
finished ptodud meufactuJe. since the submined

Provide Instruclion for Use tbr the applied Prcducl

Dehil ofqualilv @nrol pmcedDres alorg with fte
€slin8 mdlod and sp€cincations N requilEd.

Subhission ol noldized ISO-I3485, full qualil)

6ssu6ce ccrtilicate. desiSn exmination certificate

md credeftials ol meufacturcr.

Please suhmit noldized ard valid lener of
authorialron f.on legal moufaclu€r.
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(Cental Venous Ca$eler

Codes & sircs:As per fSC

t0l.

AD.IX
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I05 848'C. Shadme- I

ELI:00070

169-R&t

03.0t.2022

ADJX

\rvs Kimal PLC.34

3DR. Unit€dKingdom

FSCIUK

16.02.2020

Altius ClNic Cenlral
Venous CatheteB-4 lumen

(Centml venous Caoleter)

Codes & Sizes:As per FSC

CIN-D

Shelflifer 3 yem

. Provide iability testing of the applied product
alonS wilh ihe prcr@l of lhe slabitity sludics from
the finished prcdud mulfacruel

. Full quality assumrce md Design examinalio,
Gdifi@te r b. ued lor [.1,s Kira] Plc Arunde I road

Uxbridge, Middles€& LIBS 2S,4, United Kingdom
while $e mulalluing leilir) [\ pcr free Sak
Certificate h lrs M/s Kimat pLC. 34 She&ood
load Brcmsgro\e wor.neEhirc 860 jDR
UniLed K,nsdom. pieae clanb ed pro\ror
onginal. legalized ard lalid tree rale crmficare
mentioning the conecr nanc ad add-Ess of
finished prcducr moufeturer since the submined
c.nifi€re is a copy.

. Provide ln$ruclon tor I * tor rhe alptred prodJcL.

. DeBrlolqualq conuol proedures atong $irh rr
tcsling me6od and specifications m .equned.

. Submission of noiarized copy oftSO-ll4E5, firlt
quality assurance cedificare, design exmination
cErtiliete and credmtials of maufacturer

. Please submit nold'zed ud \atrd tmer oI
aulhoriztion from lcSal manufa.r!ffi

106 848-C, Shadman- I

ELI:00070

M/s Kimal P1c tuundel

Middlesex. UB8 2SA.

Uniled Kinedom.

Manufaclurin8 feil jty:

Irs Kimal PLC,l4

lD& Unilel Kingdom.

FSC: MHRA. UK

16.02.2020

Venous Catherers-2 Lumen

(Cental Venous Catheler

Codes & Sizrs: As per FSC

Class-D

ShelfLifc:3 years

. The prot@ol for conducling rhe aAing $abitiry
studies is slbmified wheE6 rhe results ofthe srudies
are not prolided *irh rhe reSi$rarion application.
Funlemorc. Rltr rhe guidelire aL@rding ro shich
the crjtcrion/Dmtocol for the said nud\ tr sctecred

. FDll quality ass@ce and Desigtr examhirion
edificate is issued for MA Kimal ptc Arundel road,
Uxbrid8e, Middlse! UB8 2SA United Kingdom
while the maufadDring faciliry as ler lrree Sale
Cenificate is 1\,1/s Irs Kimal pLC, 34 Sh€Nood
road. B.om5grovq Wol1:€ste6hift 860lDR. Unired
KinSdon plee clant, rd provide JnsDa
Iegalized ed \ald lie. qle eflitcar( menuon.ng
the corEcl nme and address of finished produd
muufacturcr sinLe Lhe $bmineo cenrficare i! a

. Provide lnsEudion for Use for the applied pilducr.

. DeL4l of qualiry conuol pGedu,es a.on8 niLh rhc
lesnng method ed specifications 0Ie required_

. Submission of nok ized .opy of ISO-11485, fult
quality Eslrmce cerrifi€re_ design examination
enificale and credendah of manufacturcr.

. Please slbmil nolari&d and valid lett r ot
authoriztion ftom legal mmufacruer.

r07

l\4/s Cardiac Care.

848-C, Shadme- I

ELI:00070

329lGR&t

AD,IX

M/s On-X Lif.
Technologies, Inc.
(Susidi8ry of cryolife,
Inc.)1300 Eln
AndeBon Lee, BIdg.
B, Austin TX 78752

USA

FSCTMHRA Ilk

Chord-X surure
(Polyolefin suture,

Codes & Sizes: As per FSC

CLdID

SheltLife:l yer!
Grouping: SMD

. Provide Insrructio, for Use for th€ applied producr.

. Submission of followinS notariz€d ed valid
documents is rcquired:
> ISO.l3485
> Full quslity assumce ce.rificate
> Design exanination ceftifi@1.
> Decletion of confomily
> Crcdmtials of meufacr@r.
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. Plee submit oriSinal, notarized ed lzlid l€tttr of
althorizarion ftom legal manufa.tu er.

. Provide orisinal legatiad md valid Pree Sale

108 Pakish'r (Prt) Lld..

OIficeNo.806,8th

Scheme 5, Cliilon,

(ELI40154)
-2540-

Legal Mluficturer:
Erhicon. LLC

PROLENE (WE4]{)

Clas-l).

Codes & Sizes: As p{
FSC

Def.red for provkioo ofi -

. Provide the valid & onginal FSC-

. valid ISo-13485/ laresi CMP rcpon

meufactunng sites.

. Original L.tter of Authonaion and

exmimlion certificare.

. Provide rh€ rechoial documents like

srudies ald Qc'details.

D€si8n

slability

109 Patlstd (P\t) Lld ,
OfficeNo.806,8th

Tower, Block 3.

Scheme 5, Clifton,

(ELr-00154)

-2596-

LegilMentrfacture. &
Mfc. site:

Biosense Webslei. lnc.

33-Technology Driver

Inine. CAUSA92618.
FSC; USA Vilid till
2tq2-2021.

Class-D.

ShelfLifc:03-yeris-
Codes & Sizs as per FSC

lt0.
(Pfi) Lld . Ofl]ce

No 806, 8th Floor,

Block 3, Scheme 5.

Cliflon, Keachi

(ELr-00r54)

-2599"

Legal MeDufrcturer &
Mfg. 3ite

Bio.e.se Webner- lnc.

l5?15 Ano$ HWY,
INindare CA" USA

9l ?06

Deferred for provision ofi -
. Provide the valid & oriCinal FSC

. Valid ISO-13485/ lald GMP report of !!l
meufacturing sltcs.

. oncinal tpttcr of Aufiorization and Design

.x,minarion .enincale.

. Provide the rechni@l documenis likc slabilil)

studies and Qcrletails.

Mh Johnson &

(P!1)Ltd., Ofiice
No.806. 8ih FLoor,

Block 3, Scheme 5,

(ELr-00r54)

)498-

If,grl M!trufaclur.r &
Mfg. site

Biosense Webster. Inc.

15715 Arcw HWY,
TNindale CA- USA

9l?06

SURGICEL Fibrilld
Abso.babl. Hemoslate

Cla5s'D.

ShelfLifq 03'y.ds
Codes & Sizes as per FSC

I l2
(P!' Ltd., Office

No.806. Eth Floor,

Block 3. Scheme 5,

Clifton, K achi

(E1140154)

3 t98

,\t)- l

L.g{lManufactur.r:
DePuy Odhopaedics,

Inc 700 Onhopacdic

Drve Wtusas. IN
{5582 USA.

FSC US FDA validi!_

04-0rl-2021

PFC Sigma total kDee

(oralknee replacemeno

CIas!-t)

Shelllillr

Codes as per FSC

Deferr.d for provision of vaid Free Sale Cenificate.

ISo 13485. Manufa.rurinSdd QC delaih.

I ll
Office No.E06. 8th

Legrl Manufacturer:
Bios.nse Webster, Inc,

33 TcchnoLoEJ Drite.
l ine. CA USA 92618.

Deferred for provhion of louowing documenls:

1. Applied producl md produd class nol cled.
Applied 6cl6s B medicat devicq the codes and

descriplior prolided for Celsius Tlermocouple

PaEe 32

16.02.2020

D.f€rred for provilion of; -

. Provide ihe aalid & originalFSC.

. Valid IS(},13,l85/ hrd GMP rcPort of all

manufacturinS sites,

. oicinal Len.r of Authorization ed Design

exaninalio, certificare-

. Prcvide rhe rechnical ddumcnts lke slahility

sludies dd Qc-de&lls.

LASSo 2515 NAv Eco_

CLassD.

Codes& sizcs as per FSC

1l L

Deferr.d for provision ofi -
. Prcvide the valid & oriCirtl FSC.

. valid ISO-13485/ tate* CMP rclofl of all

manufaclurin8 sites.

. Original Lener of Authorizatio. and Design

emination cedificate.

. Prcvide rhe tehniel documents like slaiility

nudies ud Qcnelajls

FSC US FDA validity

2la5-202t
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Scheme 5, Clinon,
Karachi
(ELr-00r54)

AD.IV

[197(6A'

Norte, No. I 820 Parque

(FSC USFDA varidrirr
2l-2-202l)

Class B (clcs ro be

AsperFSC

Shelfl-ife: 3 yeds

*hich indicates it is clds D medic.l

ll,t.
Irs. Chemical

Hotrse.6-C

SikdderMalhi

Culbers lI, Laho€r:

IrLI:00156
-1655-

Legil MoDufrcturer &
mfg. siae:

Bio RADI 3,Boulevdd
RaFond Poinc{e,
92410 M nes-la
Coquete, FmDce

FSC: Frmce
Date of ksue 15-03-

20t8

Monolisa HBs Ag Ulrra
(CalrloSu. # 78a6.
72348,12408).
(EIA Microplate Format+
HBV afii8en atitody

CIais-O

ShelfLiie:......

Deferred fo. p.ovision ot -
. Pturded ong,nal trer sale Len,fieare LIS() o'

. The lmd of authorizatiotr issuei by Ue Bio-Rad.
s$iue.l8nd qhile all Lae teSal docmenl,
including application lorm dcsn.l describes rhe
subiect si!e. cldijimion is required.

ll5
N,Vs Chemical

Hour,6C
SikanderM.lti

Gulber8 II, Lahorc

ELI:00156.
-2553-

L,3grl Mrtrufrc(urcr &
Mfg. site:
levs BIGRAD. 3

BouleYard Raymond
Poincde. 92430,
Mames-la- Conquette.

FSC: Fmce
Dst of l!s!e:
15.0t.20t9

Cen$rcen Ultm Hrv Ag-

(EIA Microplare Foma,

Codes & Sizcs: As per FSC

Class'D

ShelfLile: l8 months

Def.rred for provision ofi -

Provided original tee sale edinc € (FSC) of

The letter of authorizadon issued by jhe BicRad,
Switzrlmd, while all the legal docDmenrs
in.hdinS applicarion form dGsn\ describes the
subj@t siie. cleifi€rion is required.

lr6
M/sChemical

Ilous€, GC
SilaDder Malhi

GulberS ll, Lanore

ELI:00156.
-255+

L€grl M.nuf.ctur€r &
Mfg. site:
M/s BIO-RAD, 3

Bouleted Raymond
Poincare, 92430.

Mame$la- Conquene,

FSC1 Frmce
Date of Issue:

15.03.20r9

Geaius HIv

(ElA Microplare Fomao

Codes & Sizes: As per FSC

Class-D

ShelfLif€:24 monlhs

Defered for provkion ofi -

Provided oriSinal &ee sale cedificaE {FSC) of

The lctter of uthorizatio, issued by Lhe Bio-Rad.
Switzedad, shile all rhe legat documenB
including appliarion fom doesD,l descnbes the
subjecl sitc, cldili€atioo is rcquiEd.

117

lws Chemical

House, 6-C

Sikander Malhi

GulbcrS ll. tahore

ELI:00156.
-2550-

LegrlMrnrfa.turer &
Mfg. sit.:
MA BIO.RAD. ]
Boulevard Raymond

Poinca.e. 92410.

Mame$la- ConqueIe,

FSC: Fmce
D e of Issue:
'15.03.20r9

Ge.nius HCv Suppl€m€nt
Assay & ContmlKit
(lmmunochromatoeraphic

Codes& Sias: As per FSC

Cl6s-D
ShelfLife: l2 monlhs

Defe.red for provision ofi -

Provided orishal free sale cenificare (FSC) of

The lette. of authorizaiion issued by rte Bio,Rad
Switurl44 while all fie legat do@men1s
including applierion fom doe$\ des.ribes tte
subjecr sne, .ldification is rcquired.

ll8
29Block3,

L.grl Mrrufr.turer &
Mfg. site:

Sanyo Chemical
lndustries. l.1d

Def€rr.d ror provision oIi -
. Provide the Original Ldrer of Aulhoriarion, that

shoss the rclaliod legat link of OtrIer of fie
d aclual moufafiud ard

Letter ofdeferred cases ofMDB-47 Meetng [29-03-2022)

Inc, 15715 Arov Hu7,

91706.

device. Some documcnts are prcvlded for
Cehius Thermocoupl€ RD includinS unsigned
DOC md lhat loo from differenr manufactu.e.
ed EPSP. Clearh shre rle pmdu( required on
this application, ils matrulacrurer. sites. rrs codeq
irs relevanr DOC, irs lFU, att tabelsud product
description ed olh€r relelant docDments md if
thc product is class D medical device then submir
ditrercntial l* ofRs.25,000^ Highljghr lhe
codes on all legal dooments

2. FSC. FullQA, ISOI3485 expired now. providc

AQUABIRD
Surgical Sealei.
Cl6sD
ShelfLife:

Page 33



(ELr-000?9)

-3664-

I l-I. ltkyoNomoto-

cho. HiSashiyama'la,

klolo-shi, Kyolo 605-

0995, Japd

Codes and sias 6 p€r FSC

Provide $e valid & onginal FSC of couDtry ol
origin md"/or RRA duly attested bl the embasy.

Provide fte rechnical documenls like sllbilny

studi6s, QC-deliils.

M/s. Oriental Sales

3?7, DMCHS,

Clock-3, Haid.r Ali

(F)-l-00025)
,1648-

Legil Mrnufrctur.r &
Mfg. site:

cochealer Limrred.

I Univenily Alenuc,

Macqudie University

NSW2l09- Alsrralia
ScMed copy of

Nuclcus C1500 series.

Class-D

ShelfLife:

Codes d sizes as p€r FSC

Deferred for provision ofi -

. Provided original fta sale cenincarc (FSC).

. Prcvide the originrl & valid aSency agreemmt

. Prcvidethe validISO-l3485cenificater'hte$ GMP

r20
Lld.. House No

Block 7 & 8
KMCHS NedHill

(ELr-00091)

-2924-

MAxSORB Sursical

Codes & Sizes:As per FSC

CIL$-D

Def.rred f.r prorhion ot -
. Prolded *Ie o,iSinal ,ie. v'. centlilnle rrSC) oI

Irelan4 ori8inal letter of au$ori7rtio., Qc'delails &
Cetificate of Analysis, yalid Full QA tud Desien

Exmination @rtifistes.
. Prcvrde \ald Iso.ll485 cedi-Gurd laret GMP

repon of dll mmJladudng 'iL6 into[ed in Lhe

production ofthe ebje.t Plducts.
. Provide the cl ificalio, regarding $e Lf,gal

mdulacurd. manulaNring sil€! and d) oLhe-

VAIy PAH inrolved ,n rhe exponarion o'l,he
subject pioduct on Nised Form'?A aloogwith

miscellm@us fe., if applicable.

Int.malional (Pvt)

Lld., House No-

Block 7 & 8
KMCHS NeeHill

(ELr-00091)

J065-

L.grl Manrflcturer &
nfg. Site: Polysuturc

Indusiia E Comercio

Lrda (a MEDTRoNIC
Compmy) located at

Avendia Vereador

GahrielRamos da Silva"

1245 Sao Sebaslio do

pa6io MC 37950

Bruil.
Evldence of Re8. of
Bruil.

FSC: HPRA heland

Valid till05-ll-2024.

MIDSoRB Surgical Suturc

Codes & Sizes: As p€r FSC

Class-D

Shelf Life: o5-years-

122
Lrd., House No.

Block 7 & 8
KMCHS Nee Hill

(8Lr.0009r)

mfg. Site Polysurure

Indusria E Comercio

Ltda (a MEDTRONIC

Compay) ,ocated aI

Avendia vercador

Cab.iel Ramos da Sih4
1245 Sao Sebaslio do

parasio MC 37950

B.@il.
Evidence of Re8. of
Brdil.

FSC; tlPR-A kclmd.
Valid till05-l l-2024.

DEXON TM Surgical

Codes & Sires:As p€r FSC

Clas D

ShelfLife 05-years.

Defe.red for provilion ofi -
. Prc\ided the oriCinal fre sle cenrfical( (l'SCr ol

kelard, original letler ofaulhorization. Qc-delails &
Certificare ot Analysis, valid lull QA ,nd DdiSn

Examinaron cenifi cates.

. Pmvide lalid ISGI3485 cenitcate/ Iatest CMP

rclort of all manutactlring sils involved i. lhe

production of lhe subje.t pfl rilucts.

. Prolide the cleification rcerrding fte t gal

manJtacLuer, mmufacndng !il$ 4d d) otre
MAIU PAH idlolvcd in fie e.\ponarion ot rh.
sbjet pmducl on Evised Fom-7A alongwill
mis.ellmeous fee. if ,!plicable.
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Housins Socieq,

Kdacbi

I19.

O*ner & Dfe. Site:

Polysulure Industiia E

Comercio Ltda (a

MEDTRONIC

CompMy) locaicd al

Avendia veleador

GabrielRmos da Silva-

1245 So Sebaslio do

pd6io MG 37950

Br zil

lzt.

Defcrred for provision oi -
. Provided lhe origi..l fEe ele cenificate (FSC) of

Leldd. oria nal leuer of aJLho-zarron. QCn(ttu1\ &

Cedilicate of Analysis. valid Full QA md DcsiSn

Exmination certifi cates.

. Provide valid ISO-11485 cedificatd lalest GMt
rcpor( ol dU mdnufaourilg {cs rnvo'ted il thc

producrion oflhe subjecl Prcduci!
. Provide the clsincaton €gddinS thc Legal

mmufeurer, mulinuring sircs bd uy olher

MAIU PAH inroltcd in the erpondr,on ol rhe

subj@t producl on revised Form-?A alonewilh

m is.el!meous fee, ifapplicable.



123

Block 7 & 8
KMCHS Near Hill

(ELr-00091)
,3074-

mfg. Siter Polysulure

Industria E Comercio
LldA (A MEDTRONIC
Compmy) localed at
Avendia vereador
Cabliel Ramos da Silv4
1245 Sao Sebdrio do
paaio MG l?950
Brazil.

Evidence of Reg. of
Brazil-

FSC: HPRA lrclad.
Valid till05-l l-2024

POLYCI,ACTIN-9IO

Codes & Sizes As per FSC

Cla\sD

ShelfLife 05-yean.

Def.r..d for provision ofi -
. Provid€d Lhe original frce sale cenilicare ([SC) ot

IEland origiral lerer ofaurhorizatioq ec-deraits &
Cenrfrcare of Anal)sir valid Futl QA and Desiqn
E\annalion cenifi cates.

. Prcride valid lSG.l3485 enificard la15t CMp
repofl of all manufrcturlng sires involved in the
production of rhe subjecrproducis.

. Provrde rhe cladn€rion legdd'ng Ue if,gar
maufa(tuB. manufacturing srtes ed an].orher
MAly PAH invollen in the exportarlon of rhe
sub.j€c1 producr on revised Form-7A along*irh
miscellaneous fee. if applicable.

Lrd.. HouseNo. l4l,

Road.BlockT&8
KMCHS Near Hill

(8Lr,00091)

4306

AD.II]

Legrl M.nllfa.tur.r;
Medtronic Inc. 710
Medlronic Pkqy
Minneapolis, MN USA
55432_

Neuromodulalion 7000
cenral Ave-, N.E
Minneapolis, MN USA
55432

FSC: USA

Valid'liU:5,5-2023

Actira DBS Plalfom
(Deep Brain Electrical

ClassD

Codes as per FSC

D€ferred for provision of foltowing doclments:

. Complet€ des.riplion ofalt rhe componcnll| included

. Cleification rcSarding rhe grorlping of devic. in a

. Shelflife ofallthe applied componerty accesoris
used *ithin a system.

r25
Limiled P.O

Nowsh€ra (KPK)

ELt-00t20

2558-KP

AD.III

L.!al Manufrctur.r:
M/s Bosbn Scieodfic
corporation 300, Boston
Scientific Way,
Marlborcu8h, MA
01752 usA
Mrrufecturine Sites:
Bonon Scjenrific
EcDblens (ICU) Sire
(Symetis SA) I I
ChemiD de la venose.

lO24 Ecrbl€ns.

FSC: Ssitzerled
valid ritt: 24.09.2023

AcuEt neo2 Aonic Valve

Syslem
(Cardiac valYes, biolosical
with supporl for
percutmeous imPlmtation)

C16sD

ShelfLife: l2 monlhs

Cod.! & Sizes: as per FSC

provision of followiog documenrs: -

. Valid LOA od ISO 13,185

. All legal dGuments provided ee copies withoul
nolEiation aDd aneslatiorr.

126
Limitcd P.O

Nowsh€ra (KPK)

ELI-00120

2657-Kr

AD.III PSC US TDA
Valid lill:06.08.2022

(Cathelcr, Angiographic)

ShelfLife: 2 yeais

Codes & Si2es 6 per lSC

provision of follos ing docunentsl

. Valid Lcttc. of Auhorizarion

. All tlE leSal do.umenrs provided are copies wi$out
,oleizaron ed aft esla{on.

. Differmiial fee of25.000/-.

121

Limited P.O

Lesrl Mriuracttrr€r:
Eoston Scienrific
Corporarion 300, Boston

Mach I ,M Guide Carherff
(Inlravascular guiding
catheter. sinsle,us€)

f€rred for provision offouowing documenrs -

. Valid Letter of Authoriatlon.
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t21.

L€qrl Marulacltrr.r:
Boston Scicntific
Corpomtion 300, Bo$on
Scienlific Wa).
Mdborough, M 
01752 USA
Mrnufactrrinq Site:
Availmed S.A De C.V
C lrdu$riallt 001Mz.
I05 No. 20905 lnr A
Col. Cd- Mexico C.P

22444



Nowshera (KPK)

ELI-00120

2658.KP

AD{1]

Scienlific Wry,
Mdlboroueh. MA
0t152 USA

Nl a n ufiqtlills(q
Availmed S.A. De C.V

c. Indusrrial Lr. 001 Mz
105 No. 20905 Inr A
Col. Cd. M€xico C.P

22444

FSC US FDA

Valid rill. 06.08.2022

Class-D

Shelf Life: 3 yeds

Codes & Siz.s as per FSC

. All the lesal documots provided G copi6 wilhout

nolarizrion ud afi es:talion.

. Differcntial fee ot25.000r

Limiled P.O

Nowshera (KPK)

ELI-00t 20

2656-KP

AD.III

Lelal M.nufrctur€r:
Boston Scientific

Corporalion 300, Boslon

Scientific way.
Mdlborough, MA
01152 USA

Manuf!.ilrinq Site:

Availmed S.A. De C.v
c. lnduslrialLt- 001 Mz.

105 No. 20905 Int. A
Col. Cd Mexico CP
22444

ISC US lDA
Valid lill:0608.2022

Impul* Angiogmphic

ca$erer
(Cathete!. Ar8iosEphic)

Class-D

Shetf Lif.: 2 years

Codes & Sizes as p€r FSC

D.ferred for provisiotr of followitrS documents!

. Valid lf,fter ofAuthorization.

. Allhe legaldo(umrnE prclded 3rE LoPies $ithou.

noteization and afi enalion.

. Differmtial fee of25 000/'.

129
Limited P.O

ELI-00120

IAD-vrrrl

2?7,1 KPK

Corporaion 300,

Boston Sciendnc Way

Mdlborough, MA
0t752. USA

Manufacturin8 site

Limited Ballybrit
Business Park Galwa!

FSC:Ircldd
valid till:20.01 2025

S\NERCY MECATRON

MONORAIL Everolimus

Elfiing Plainum
ChroDium Coronary Sle

Syslem

(Drug- Eluling Corcnar)

anery $ent, bioabsorbabl+

ShelfLilt 24 months

Deferred for the ptovisions offolloling
delicienci€Ydo.um€nls:
i. rhat Nd/S Ferc^ons Labonones ha! altady

Egistered PROMUS ELITF Mohorail

buolirus-Etunhg Plalinun Chrohiun
Co hdry Sted Syneh' Hn\ing Reg. No. MDIR_

0001809 (Validiry of Registralion Datc is

0922025), Now the M/S Ferobons LaboElones

h6 atplied wjth bnnd Mme 'SYNF)RGY

MEGATRON rrotrra,ll EwrulinueElating
Pldituh Aronium Comnor! .t.rr S}Jrer', it
appeas to b€ sme medicaldelices. *hich NEED

CLARIFlCATION/ ]USTIFICATION,

ii. Provided thc slability srudies ol 'Projecr Nme:
S)ne€-v ll', Howcver applied "S\N[RoY
MEGATRON jttrazil Ewrolirus-Elatiae
Plitinum Ch.ohirh Coroaary Eent Svst tl 6

Provide valid Original Agency agrcemen( or l.ner

of authorization sincc aflached on is expired no\
(valid upon submision).

iv Provide the Frft sale ccrtiiicale in lhe cou.xl ol

origi. doly ane$ed b,' Embasy of Paki$an.

\. thc P,o\iled ISO 1348J. Fdl'QA cfl1ilcdr. &
D+rsn I \drnaron (eflificare d nor dul)

nordized by th€ country oforiEin.

130.
Linited P.O

Nowshem (KPK)
Boston Scientific Way.

01752. I-iSA

.ltiDo 5 Guid€wte
(Ballon Dilalion Cathetcr

Guid€$ne)

t-ljN

Deferrcd for the provkions offollosirg
d.nciencieV documente:

i. Provide $rtten aSremen evidence to esrablish a

link between fie l,e8al Maufadu.r od fie
fianufactu.ing site:
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ELt-00120

IAD-vtr!

2115

FMD. CO., Ltd. t-166
Shimoobali Nakahima

r-SC: USA
ValidTill: 10.06.2022

H74939378 t902
H749393783002

(llass-D

ShelfLife:3 years

Boston Scienrific Corporation 300. Bo$o;
Scientific Way, Melborough. N4{ 0t752,
USA

M!truf{clrring Site:
FMD- CO.. Lld. l-166 ShimMha.i
Nakashim Komaki, Aichi, Japan

ii. Prcvided lhe phot@py of A8ency agremenl also
il'e sE ne sas found €xpircd (valid upon
subnission), th@lore provide ongind &d vatid
ag€rcy aSre€ment duly nol.arized by rlte couffiy of

iii. Prclde the l-lee sale ceniti@re ,n lf counll ot
origin duh anened b) Embbsy ot patr$e.
Provided one is unauered phorocopy.

iv Provide rhe Prcducuon Qualiry M agemen.
System Ceflifi(are (SO t3485l,CMp Cenrllcare
dul) noEnad b) $e @ury of onSin ,or rhc
manufactu.ing sire i.e. FMD. CO., Lrd. t-166
Shimoobari Ndkashim Komatr. Aichi. Japan or

l3l
Limiled P.O

Nowshera (KPK)

ELI-00120

I D-VIII]

2716

Corporddon 100,

Boston Scientific Way,

0t 752. rJSA

FMD. CO,, Ltd, I-I66
Shimoobai Nalashima

FSC: USA
valid TiU: 10.06.2022

JUDO I Guidepire

(Caiheler Guidewirc)

Codes & Sizes:

UPN.

H149393771902

H7 49393n3002

Cla$-D

Shelflife: 3 v€m

Def€rred for th. provisions orrotlowing
delicienci.i/ document3:
i. Provide Mitten agremenv €lidence ro c$ablish a

link berween &e Legal Manufadu.er 1tnd the
mdufacturin8 site:

Boston Scientific Co+oration 300, Boslon
Scientific Way, Mdlhorough, MA 0 I 752, USA
Manufrcturing Site:
FMD. CO.. Ltd. 1-166 Shim@bari Naldhima
KorEki, Aicli, Japatr

ii. Pmvided the photocopy ofAgscy agre€mml atso
the sEDe was found expiiEd (vatid upon
submissior), therefore provide orisinal ard vatjd
aaency agreemat dul, noEriad b) the counn)

iii. Prcvide rhe Free $l€ cstificate in the counlry of
oriSin duly ad6red by Embassy of pakislan.

Provrded mc is unanesied phol@py.
iv. Prov,dc rhe Producrion Quality Managemcnr

S)slem Cenificate (ISO 13485y cMp Cedificale
duly notaiiz€d by the country of origin for $e
manufactuing site i.e. PMD. CO., Ltd. t-166
Shim@b i Nakashima Komakj, Aichi. Jape or

Limilcd P.O

Nowshera (KPK)

ELI.()OI20

tAD-Vrrrl

2777

Boston Scienrific

Boston Scienrific Way,

01752 llsa

FMD. CO.. Lld. l-166
Shimoobdi Natashima

FSC: USA
valid Till: l0 06 202?

IUDO I Cuidesirc

UPNI

H749394t5t942
H149394t53002

Class-D

Deferred ror lhe provisionr offoliowing
d.ficien c ieY doco herts:
i. Provide Miften agreemen, evidence 1l} esrablish a

link betwe.n Oe L.sal Maufacr!rer dd fie

Boslon Scientific CorF)mlion 300, Boston
Scientific Way, Marlborcu8h, MA 0l?52.
USA

Manrfrctoring Sit ;
FMD. CO, Ltd. l-166 Shimoobari Nakashima

Prcvided rhe photocopy of Agency agrcemmt
also fte same w6 found expi.ed (vatid upor
$bmission), therclore pmvid€ o.iginal atrd vatjd
agen.y aaEemmt duly norariz€d b the counEy

Prclide the Frcc ele c€rtificate h rie
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oriSin duly attesled by Embassy of Pa.kislul

Povided one is unattested pholeopy.

Prolid€ lhe PrcdElion Quality Management

sysM cenificde (lso 13485, GMP CertiliQte

duly nolariud by the coun1ry of oriEin for fie
manufacturing sir€ i.e. FMD. co.. Ltd. l-166

Shim@bari Nablhima Komati. Aichl. JaPe or

Limned. P O

ij,l-00120

AIIIV
12809-KPl

Boslon Scienlific

Corporalion 300.

Boston Scientific Wax
MdlborouEh. MA
0 t752 USA

Medical Device
(Malaysia) SDN BHD.

Pinang, Malaysia

FSC lreland valid till
I1.09.2025

PTCA Dilatadon Catheter

Codes & SizesiAs per FSC

Class D

ShclfLife.3 years

Fee suhmiltedr Rs 25,0001

Limited. P.O

Nowshem (KPK)

Er_r-00120

AD.IV

[2810-K?]

Irg.l Mrnuf.dur.rl

Boston Scientific Way

Boslotr Sciendfic

crove. MN 5531I USA

FSC US FDA valid till
22-2-2023.

Sterling Monorail PTA

Ballootr Dilalation Calhele.

Codcs & Srzfs: As p.rFSC

Class D

ShelfLilc:3 tears

Fee suhmifled: Rs 25.0001

Defefi.d for provision oifollowing:
1. Differential fee ofRs. 25,000 to be submitted 6

the prcducl qillbe considcrcd as new appliation

?. OriSinal, lalid Embssy atlesled lee Sale

Cenificare

l. Originalvalid notarzed Lmer of Authorialion
4. Noteized DesiSn Exminadon Cenificate

Limired P.O

Nowshera (KlK)

ELr-00120

AD.IV

[2808-KP]

rxgrl Mrtrufacturer:
ao$on S.ientific
Corporalioo 300,

Bosron Scientific way,

01752 USA

Mi.ufrcturing Site:

limned Ballybril
Busines Park Cal{ay,

FSC IRELAND lalid
liU:20.01.2025

S,Ync€y Mororail

Coronary Stent Syslem

D.t rr.d for prcvhion offollo{ing:
I Direrenlial fee ofRs.25.000 $ be submilted as

the prcducl will be corside.ed anewapplication

2. Origina,, lalid Embassy altesed Free Sale

l. Oliginal valid nolarized l,ener ofADlhoriadon
4. Notuized Desi8n Examination Certiticate

5. Signed and stmped EU Decldationof
confomity (DOC) from the mlfaclurer
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D€ferred for provision of following:

I Differential fee of Rs. 25.000 to be submrlled es

the product willbe considered d newapPlicalion

2. Original. valid EmbNy inesled Free Sale

3. ISOl1485 ofmanufactunng site i.e Malaysia 6
evident from the documenB

4. Onginallalid notarized Lm€r of Aurhoiiation

5. Nor&ized DesiSn Exmination Cenificat€

134

r35.

Codes & Sizes:As per FSC

Class-D

ShelfLife:24 months

Fee submined: I{s 25.000^



l]6.
Limiled. P.O

Notrshem (KPK)

AD.IV

t2806-KPl

t gal Manufrcturer:

Corporation 300.

Boslon Scientific Way,

0I752 USA

FSC IRELAND valid
till:01.05.2025

FSC USFDA nol

EmerSe Monomil PICA
Dilatation Catheter

Codes & Sia: As per FSC

Cla,s-D

Shelf Life: I y€ait

Fee submitted: Rs 25,000t

D.flfred for prcvision offollowingl
l. Differenlialf* ofRs.25.000to be submined as

the prcduct will b€ considered 6 new applicdion
2. O.iginal, valid EmbNy atlesed pree Sale

3. Orisinal valid ,olarized rf,tur ofAuthoriarion
4- Notarized DesiSn Examinanon Cenificale

ll7
Liinited. P.O

Noyshera(KPK)

ELl.00r20

ADJV

[2807-K-P]

Ixg Msnufrcr!rer:

Bosron Scientific Way,

01752 USA

M.nufrcturiDg Site:

GroYe MN 55lll,
USA

FSC IRELAND valid
till:01.05.2025

FSC USFDA not

Em.r8e Overtle-wire
PTCA Dilaiatiotr Calherer

Codes & Sius:As per FSC

CIa!s-D

ShelfLife:2 years

Fe€ submitted: Rs 25,0001

Deferred for pro!ision of folloving
L Dlfferential fee of Rs. 25,000 to b. submifted d
fie prcdud s I ll br consrde,ed 6 new aoDlicaLion
2 onsinal. !alid Embassy anesred Frd iale

3. Original valid notarized lf,rler of Authoriadon
4. Notarired Design Exminatron Cenificate.

[8.
Limited. P.O

Noshera(KPK)

rrr r-00120

[280s,KP]

kgrl Mrnufr.t!rer:
Boslon Scientific
Corpo.a on 300,
Boston Scientific Way,
M&lborough, MA
01752 USA

M.nufacturing Sile

Grovc, MN 55111.

USA

FSC US FDA vatid rill
22-02-?023

NC QUANTUM APEX TM

MonomilPTCA Dilaurion

Codes & Sizes:As per FSC

CIN-D

ShelfLife: I years

r39
Limited, P.O

25 I 55 Rye Canyon

91355, USA

Verche rM Deep Bmifl
Siimulalion (DBS) System
Aclive implulable medical

Device

Clas D

Claim€d Shelflife 2 years

Deferred fo. prorision of:

l- Valid Origjnal &d embassy arlested FSC. sinc. the
submitted FSC is a copy. Also prcvid. model ofthe
prcducr to be rc8islered.

II. Prcvide nota.izld aDd valid ISO t1485 Cenificat€.
Full Qualitl Asurmce md
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ELI-00r20 M.trutrcluriDg Silel
Boslon Scientific

Grove, MN 553 1 I,
USA

Def.rr.d for provirion ol lotto*'ng. 

-

L Differenlial feeof Rs. 25.00010besubmitted as

the product willbe considered as ne* appticarion
2 OriSinal, valid Embassv anened Flee Sale

3. O.iginal valid notarized LelEr of Authorizarion
4 Not4ized Design Exmination C.nificare.



Nowshe.a (KPK)-

Pakislan (ELl-

00120)

AD.VII

certificate. Also provide onginal &d notarized

LOA The already submitted de .opies.

Ill. Provide stability/ aging studid since the subminel

does not speciry shelf life neilher motioned on

No*shera(KPK)-
Palislm(ELI-
00120)

AD.VII

Boston Sci.nlific

25155 R)e Cmyon

91155. USA

VerciserM PC Slstem

Active implantabl€ medical

Cl6s D

Shelflife 2 yces
FSC USA

Deferred for provision oi:

I. Valid Orighal ed embassy atteslcd FSC, since fic
slbmitted FSC is s copy. Also provide model ofth.
prcduct io be iegislered.

ll Pmvidc aotarized and valid ISO 11485 Cenificate

Full Quallly Asu@ce and Desgr Exmination

cedifiat€. Also p.ovide oneinal and nolariu_d

LOA. The alread) submitted re copics.

l,1l
Limited.

Palisian (ELI-

00r20)

:1D-Vll

tike Region Medical

340 Lak. Hazefti.e D.
CTIASK.T MN USA

553r8

Corporalion marina bay

quincy MA USA

Salsi 2rM Cuid*vies Deferred forprcvision of vaLid lso 13485 Cenincare,

FrU QualiB Assurmce ud Desien Emination
cenificar.. Ale provide onginal ed not ized LOA.

The submitted de exptcd.

112

NowsheB(KPK)-
PaIisla, (ELI-

00120)

AD-VII

Corporalion 300,

Boston Scientific way,

01752, IJSA

Limiled Ballybdl
Business Park Galway,

warchm Fk rM Left
Atriat Appendage Closur.

Dcvice *ilh Delilcry

CIds D
Shelflife 3 )€ars
FSC klad valid lill l2'i
November 2024

D.fered for Provision ofvalid noldized ISO 13485

Cenilicate. Tte submined h6 been expned. Aho
prolide nolanzed FuU Qualily Assurdce ed Design

Examinalion cenificare. Thc submilted me copies

Limired, P.o

Nosshera (lGK)

ELI,00l20

1',]59

Ev!luator:
AI).II

25155 Rye Canyon

91355. USA

IS(l: l:.S.A

Validtill:25 oli 2022

velcise Cevia rM Deep

Brain Slimulatio. System

(Aoive Implanlable

Mediel Devic$)

Codes & Sizes: As per FSC

Class-D

ShelfLife: 2 yems

Deferred for provision of following documcnts: _

. Notarized and EmbNy atlesled Legal documeors

. Valid AgeDcy agrcem€nl

. Clarncaion rcgdding shelf-life and sto.age

conditions ofeach component of lh€ syst€m

l.t4 Tradin& 74r:
M ufacrur.d bv:

Its Briv l Lld
Partmore Wesl

Busines Prk Galwar.

ITRAC Cuidewire
(Cuidevirc)

CLxls D

Deferred for provision of following docummtst

. Manufactunng pr@s ad QC Es1in8 in debils
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Codes As Ps FSC

ClssD
Shelf life 3 years

FSC USA valid tillApril
13,2022

113.

\'



till: 00588

23t6-P

AI)-lll

Country Calway

Distributed bt:
amg inremational

GDbH Boschstrabe 16

FSC keland
Date of
24.1t.2020

. slibility sludies of claimed shcll life.

. ISO 13485 cenincate of Mg Inremational, gnbtl
Cermany.

. FSC of Ireland provided is notuize4 rh. FSC

. Declaralion of Co.formity provided is wirhoul

1.15

Nrs 3M Surgicals,
Plol 5/172 Stieet
I 72, SNai Road,

ELI 00 t22
2507-P

ADI]]

Legil Mrnufacturer:
M/s B6uture Industria

Comerio lmportaco e

Exportaao Lrd4 Rua
vereador Jose

Vasoncellos dos Reis.

n 642- Drslrito
Industtal- Sao

Sebdtiao da Crma-sP-
ZIP

FSC Bra"il
ValidTill:01 05.2024

Cddiac Tape
(Coton Tap€r' Hean Tape)

ClsvD

ShelfLife:5 ]em

Codes & Sias ar per FSC

Deferrld for provision of following docummL -

. Manufetu.ing pro.ss md QC tesring ia dehils.

. Sta!iliry$udiesofclaimedshetf life.

. Refem.e counrD FSC.

. DesiCn examination cenificat€

. Es*nlial principle checklist

. lnfomation or validntion for medical devi.e wnh

t16
l, Maniol Road

(ELr 00066)

4068

AD-lll

Legsl Man ufrciur.r:
ShatrShai Pudorg
Jinhuan Medical
Prcducts Co-, Ltd
25 Lianzhen Road.

Pudong NN Area,
Sharghai China

ISC China
Valid Till:21-2-2013

Slar

Chromic Catgu Suture wirh

ShelfLife:3 years

CodeY sizes d per FSC

Defe.r.d for provisior of followins documents: -

. Oriernal ud valid FSC of$€ couffy oforigin

. FSC ofref€rEnce cou ry du, atrBr.d or provide
CE marked d@umenl or WHO rftqualifi@rion

. Original dd valid agency aCrement.

. Desip exminarion erti{i.a!e.

. valid dd nol,riEd rso 11485 ed FQA

. EurctEan TWe Declam.ion ofconlomiF/.

. EPSPS ard labeh ofall appliet sizes.

. Fer cldificadon b rcquired in mitren liom ihe
B&Adivision.

t4'1

r,amchi.

AD,III

Legil Manofactur.r:
ShuEhai Pudong
linhuan Medical
Products Co.. Lld
25 Lianzhen Road,

Pudons Ne* Area.
Shanghai China

FSC China
valid Till 2l-2-2013

Sl Polypropylene Sutrc

CIr-a!-D

Sh.lfLif€:3 yqJs

Codes/ sizes 6 pe. FSC

Deferr€d for provision offolloyi;8 d.tr me s

. O.iginal and wlid FSC ofrhe country oforiSin.

. FSC of r€f.rence counry duty flresed or !ro! ide
CE mdked do.ument or WHO prequatification.

. Oflginal od valid aaocy aareenenr

. Design exaDination cenifi@te.

. idid and notarized ISO 13485 and FeA

. Europ€rn T)"e Drcl0raton ofconformiF/.

. EPSPS and labels of all applied sizes.

. Fee clanfielion is loNrcd in qinen fiom r
BA.A division.

. MRP-

l.l8

(F:LI-00066)
,1070

LegBl Mmufactur€r:
Shanghai Pudong
Jinhuan Medical

Prcducts Co.. Ltd
25 Lianzhen Road-

Pudong Nee Are4
Shanghai China

Sllr Silk Suture with r.edl;

C16sD

ShelfLife.3 yees

CodeY sizes 6 per FSC

Deferred for prcvision of following doclmenrsi -

. Original and valid FSC of ihe counry ofori8in.

. FSC ofreference country duly afiened or providc CE
marked dmument or WHO prequalilicarion

. Ongitral ud valid agncy acrmenr

. Design examinalion cenificate.
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Sl'elfLifq 4 ye{s

Codes & Sizes As per FSC

Cl6s-D

(ELr-00066)

4C,69



. !"lid dd not2rized ISO 13485 md FQA certificlres.

. Eurorrean T}?e Deldation of @ifomiti,.

. EPSPS and lal€ls ofall.pplied siz€s.

. Fe clarification is requiEd in wihen fiom the B&A

FSC China

valid fill:21-2-2013Al)-Il

D€fer.ed for provision offollowing dNumens: _

. OriSinal ed valid FSC ofthe counr, oforigin-

. FSC ofrefqence counky duly anesEd or proride CE

meked docummt o. WHO prequalifrcation

. Original ,nd valid aCency aereenenl

. D6iCn examinalion c.nifcate

. valid md notsized ISO 13485 md FQA

. ED.optr T}?e Declaralion ofco omity

. EPSPS dd labelsolall applied si7€s

. Fee cltuification is iequned in qitlen from the B&A

. MRP

Siar PGLA Suture with

Class-D

Shelf Life: 3 years

CodeJ sizes as pq FSC

l*gal Mrnufrcturerl
Shrnghai Pudong

Jinhuu Medical

Produ.tr Co.. Ltd

25 Lianzhen Road.

Pudo.g New Are4
Shaoghai China

FSC Chioa

ValidTill2l-2-2011

149.
l, Mmiot Road

(ELr-00066)

4071

AT).IIT

D.f.rred for provision of lollowins docrmenls: -

. oncinal and valid FSC olfie country oforiEin

. FSC ofreference courtry dlly atested or provide CE

naiked dNumenl or WHO Prequalificaion
. Original dd validaCency aCreement.

. Design exminarioD certificare.

. valid dd noruized ISO 13485 od I:OA

. Europe.n T)?e Declmation ofconfomill,

. EPSPS md lat els ofall applied sizes.

. Fee claiification is required in written fiom Oe B&A

Leg.l Mrnrficttrr.r:
Shanghai Pudons

,inhua Medical

PmducLs Co.. Ltd
25 Lian7nen Road.

Pudong N€w Arca,

Shmglai China

FSC China

ValidTill;21-2-2013

Srar Poly6ter Suturc wilh

Cl6sD

ShelfLife:3 yem

CodeY sizes as per FSC

M€dicine St.eet No
I - Mmiol Road

Kdachi.

(ELr-00066)

4012

AD-III

Deferred for provision offollosing documents: _

. Onginal ed valid FSC ol the country of oriSin

. FSC ofEfermce coulry duly anested or provide CE

mdked dmument or WHO prequalifi€lion

. Original od valid agency ageement.

. Desi$ examination edifi@le.

. Valid dd nolrrized ISO 13485 d FQA

. Eurcp€an T)pe DecLeation ofconfomil-v

. EPSPS ed labels ofall npplied sizes.

. Fe cldfiqtion is required in written frcm th. B&A

Std Nylon Sutue with

Class-D

ShelfLrfe:3 years

Cod€V sizes as per FSC

l5r

(ELr-00056)

40?3

ADIII

Llgal Mrrufrcture.:
Sh gha Pudong

Jinhuan Medical

P,oducls Co.. Ltd

2s Lidzhen Road.

Pudoog New A.e4
Shughai China

FSC China

Valid Till:21-2-2013

Def.rred for provision of foLlowins doclmeds: -

. Origioal and valid FSC oithe counlry of onrin.

. fSC ofreiermce cou ry duly attesrcd orprcvide CE

mdkcd documenl or wHO Pretualificalion
. OriCinal and vatid aSmcy aer€enent.

. Desig, exmination ccdificale.

. Valid md oot{ized ISO 13485 md IQA

Legal Mm!ficturer:
Shughai Pudong

,inhue Medical

Prcducls Co.. Ltd
25 Lian7llen Road.

Pudo.s New Areq
Sharghai China

Star Polyglycolic Acid

C16s-D

ShelfLife:3 yeds

Codev sizes as per FSC

152

(ELl-00066)

1074
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AD.III fSC China
ValidTill:21-2-2013

. European TWe Declararion ofonfomity.

. EPSPS and lab€ls ofall arplied sizes.

. Feeclanfrcilon is required in trriten 6om Lhe B&A

. MRP,

151 Pvt LTd,7GB-1,
GDlherg {l LaIore

ELI:00150

AD.III

tf,!rlMrnuf.clurer
Sorin Group Italia S.r.L
via Benigro Crespi 17.

20159. Mildo,Ilaly

FSC:Italy
Date of issue: 02{3-

2018

Clsss-D

Sh.lfLife: 5 years

Cod.s a! per FSC

Defercd lor prcvision of following docum€nts: -

. Origrnal ed updated tEner of Au$onzr'on. dut).

. Stability studiG for ttle claimed shelf lif..

. Valid and notzrized ISO 13485 cerrificnle.

. Thc submitred FQA and design qaminarion

certifi cares are without rotarizalion,
. Esslntial Principle checklist-
. Clmification as d)e applicarion applied on letter head

is for Optiform valve whercas in Fom-7A. the
alpli€d devie ed its infomarion is of Redued

li.1

I!,l/s Heakh Tec,
House No. l0-B.
Street 2d valley,

ELI:000046

603

AD.III

l,€grl MrDufr.turer:
Nrs Blue M.dical
Devices B.V Located ar
PanovenweS 7. 5708

HR Helmond The

FSC Netherlands
lalidiry l4{3-2022

E\EREST
(PTCA Dilaraiion Cath.ter)

Cl6sD

ShelfLire:3 yea^

Codes as pq D5i8n
Examination certillcare-

prcvision oflalid Frce Sale Cenificale
Full Qualily Asun c€, Design Exmination
Certificale dd differcnrial F@ ofR5_25.000r

r55

Irs Hqlth Te,
House No. liIB.
Slr€€t 24, Valley,

ELI: 0000rt6

603

^D.III

Leg.l MrIufr.turer:
M/s Blue Medi€al
Devices B.V Localed at

Peovenleg ?, 570E

H& Helmond The

FSC Nelh€rleds
validity I4-01-2022

FORCE NC
(PTCA Dilalalion Catheter

ClassD

ShelfLifq 3 yem

Codcs as per Design
Examinarion ccnilicale

for provision ofval'd Erce Sale Cenircare.
Full Quality AssuE ce, Design Examinarion
Cedircale and diffeMrial tie€ ofRr.25.00O/.

r56.

M/s llealrh Tec,
House No. l0-B,
Slreer 24, Valley,

ELI: 000046

603

AD-III

Lesil Mrnufactur.rl
Mh Blue Medical
DevicesBVLocaEdal
Paroven$eg 7. 5?0E
HR, Ilelmond 'lhe

FSC Ne$e.l ds

validity l4-03-2022

ST'MMIT CTO
(PTCA DILATATION
CATHETER

ClusD

ShelfLife:3 yeas

Codes as Per Design
Examination cerlifi cate

provision of valid r_ree Sale CeniticaE.
full Qualil, Asurance. Dsi$ ExaDimrjon
Cenificalc dd diflemlialFee of Rs.25.000/-

Mh Heallh Tec,

House No- l0-l}.
Stret 24, Valley.

Leg.l Manufactur.r:
Mh Blue Medical
Devices B.V Lo.arcd at
Pmovenweg 7, 570E

HR Helmond The

PROTEGE Drue Eluling
Balloon Ca$Rter
(Paclihxel Eluiion Aalbon
Dilatation Catheie,

Def.rred for prcvlsion otvalid Frce Sale C€dircate.
Full Qu.lily Assumce, Desgn Exminaion
Cedificate, Labeh and difl.rential Fee ofRs.25.00ot
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Code! 6 pcr Design

EMminatiolj ceniflcate

Cl6st)
ELI:000046

2845-P

FSC Netherluds
validily 14 03-2022

Deferred as the product is tom Tanem.

Synolial tluid

(Hlaluronic acid)

Shclf life: Not provided

Coder 3mL Syringe

FSC T.isan relidity
25 011-2019

158
l0 Block l3-A

(ELr-00167)

32t2

,\t)- t

Ireferred for provision offotlowitrg documetlls: -

FSC of US FDA as the provid€d FSc missing lhe

Apply s.petely for HIY l+2 AB-Ab ELISA Test K1l

RecombillsA-HM+2 Ab

ELISA TesI KiT

(HlV l+2 Ab ELISA Tesl

Kit)

Sh.lfLifc: l2 monrhs

E04t0

VA Miu Sci€ntific

l,ld 534- Jinnah

38030 Pakistan

ELI:00rr42
2858-P

AD-[t

Nrs CTK Biot.ch Inc

t3855 $owe D..
Poway, Calitomia USA

Deferred forprorision of oriSiMl Arnbassy ane$.dEncourage PICA Bauoon

Dihtalion Ca$etr

erCA Balloon Dilatalion

Cathete,

SheliLife: 2 years

CLr$ D

l.E.l M,rufrcrurer:
M/c Mcdm In. 12550

Bieayne Blvd # 405.

Nodt Mimi. Florida

33181, USA

l/B. Guldaiht Town,

zafu Shaheed Road"

AD.III

Deferred for provision offollosing do$me.ts:

Crede.tiah of Legal Marufa.turer of Cmad4 as

the lrgal Manuf&tur* mennoned on Fom-?A is

of Cmada {her6 the submited LOA ed FSC

mentioning the Healstone Biolech Inc.655 w Kmr
N.dh.llnit550 Vucouver BC V6P 6T? Canada-

sDbmit the relevant documenr.

FSC of Cermany missinS the Aplied device i.e

Illv Rapid Cassefte, submii the FSC of HIv %

Rapid tesl cassene, duly anested

PSC ofcounlry oforiSrq duly atlested.

Thc moufacluring md qualily control delails.

Valid dd Noanzd ISO 13485 od FQA

cenificnres of LeSal Mufacture!

IIEALSTONE
(HM/2 Ab RAPID

DEVICE TEST cassette)
16r

Mh Alfa Sciedific
Store. Stor€-24-

AD,III

Lepil Minufrcturer:
Hcalsrone Biotech lnc

6J5 W Kcnl Nodr. Unil
650 VmcoLtv* BC V6P

Manicurine Sile:

Zh€jidg Orient Gene

lliotech Co., Ltd 3787 #.

EL( Yeg8umg
Alenuc, Dipu Street

Anji 311300 Huzhou.

Zhejims, China

FSC Germany

Dale of
hsue:13.05.2021
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ADIII

Legsl Manufrclurer:
Scirision Biotech Inc.

9. Soulh 61h Road,

KEPZ Kaohsiung Cit)
805. Taiwm.

FSC Cahfomia validily
23-Ot-202t

FSC USA FDA

Validity 07-10-2020 ro

06.t0-2022

159.

F^SC US I'I]A
valid ill:24.03 2023

ELI 00t78

287t-P

CIas-D

ELI:00148

2859-P



Linkup lett€r or any relcvdr document berseen the
legal manufetuer Heaktone Biorech lnc. 655 W
Kent Norih, Unn 650 Van@uver BC V6p 6T7
Ceada and th. site Zrejiang Orient Gene Bjor.ch
Co., Lld 178? #, East Yanssumg Avenue, DiDu
SlEet Anjill3300 Huziou, Zhejian& China

162.

M/s Alfa Scientific

ELI:001:18

286GP

,,\D.I]]

L3etl M,nuf,.t'nrer:
Healsrone Biorech lnc.
655 W Kenr No(h. Unil
650 vancouler BC V6P
6T7 Ceada
M.ni.urins Sile:
Zhejiag orie.r 6.n.
Aiotecl Co. Ltd 3?8? r,
[6t Yd8luag
Avenu€, Dipu Strcct
 nii 3lll00 Huzlou,
Zhel)arg. China

FSC Ge.may
Dare of
Isue:13.05.2021

HEA]-STONE
(HCV RAPTD TESI'

ClaseD

D.ferred for proyision offollowi.g documenrs: -

Crcdetuials of trgal Meufacturer of Canada. as
the Legal trleulaclurer menrioned on Forn-7A js

of Cuada shereas the submitted LOA md FSC
mcnrioning lhe Healstone Bio@ch Inc.655 w Kent
Notth, Uni 650 vocouver BC v6P 6T7 Ceadr-
slbmit fie releval documtrt

FSC of Cemany missin8 lhe appticd device i.e
HIv Rapid Cas$tte, submil $€ FSC of HIV %
Rapjd tesl cdsdtq duly anesied.

FSC of counlry of orisin, dulv ancsted.

The manufacturing ed qualjry contrcldelails.

Yalid ard Nolariz€d ISO 13485 dd FeA
certifi cales of LeSal manufacturc.

D6iEnexmination cerrificale 61he devic€ falh in
Class-D, duly noraiad.

Declmtion of coniomirl to be prinlcd on
manufrcturer's l€n r head duly filloi ad siSned.

tibel ofapplied model as per FSC aDprcled in rhe
country of origi4 Lhe provided labet missinS fie

Linkup l€tter or My rel€vui documenr bel$ een fte
legai manufacturcr Healstone Biotech lnc. 655 W
Kmt NodI, Unil 650 Vmcolver BC V6p 6T7
Canada ed th€ site Zhejiang Orient Cene Biotcch
Co. Ltd 1787 d. E[\r Ya8Suang Alenuc. Drpu
Slre.r Anji ll3l00 Huzhuu. Zhqtie& Chinr.

l6l
M/s Alfa Scienrific

Srore, Slore-24-

AI).III

L.sal Manuflcturer:
Healstone Biot{h Inc.
655 W Kent Norih. Unit
650Vocouver BC V6P
6T7 CaDada

Manicurine sir.:
ZheiimA Orietrt cene
Biotech Co., Lld 3787 #.

Ea$ YmAquang

Avenue, DiDu Streer

HEALSTONE
(HbsAs Rapid

CIasvD

ShelfLife:24 monlhs

Deferred for provision of fotlowing documenrs: -

Credentials of Legal Meuf&turer of Ceada as

the L€gal MdufacluM mendoned on Fom-7A is
of Ceada whereas rhe submined LOA and FSC
motioning the Healsione Bioteh Inc.655 W Kenl
Nonh. Unil650 Van@uver BC V6P 6T? Canada
$bmit lie rclev.nl document
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. DesiCn exarninatio. ce.tificate as ihe device fals nt
Chs-q duly noteiud.

. Declaration of onformity to be prinred on
manufa.tner's lett r head duly fiUed arld signed.

. Libelotapphed mod€l6psfSC apprcved in rhe
counEy of ongin- rhe prcvided labet misine e
required informalion.

ELI (lOI48

2861 P



Anji 313300

Zhe)ians" China

FSC Cermany

Dare of
Issue:13.05 2021

FSC of Cel]tmy missing fte applied device i.e

HIv Rapid Cars.ne, sbmit the FSC of HIv %

Rapid lest cassette, duly atst d.

FSC ofcountry ofongit! duly attested.

Th. manufactuing ed quality contrcl details-

valid dd Notsized ISO 11485 and FOA

ceriili€tes of lrgat 
'mufa.turer.

Design examination ceni{icate 6thedetice falh in

CI8SD. duly nolrized.

Declmron of confomity to be printed on

mmufadu.d\ lcfter head duly filled ud si8ned.

tnbel of applied model as per FSC approved in the

coudry of ongin- the Provrded label missing $e

Linklp l€tter o. my rclevant document b€tween lhe

Legal manufactuM Healsrone Bioteh Inc. 655 w
Kent Norli. Unit 650 vancouver BC v6P 6T7

Canada ad the sie Zhejieg Onent Gme Biotech

Co., Ltd 178? #, Ead YanSSirmg Av€nue. Dipu

StEet Anji I I 3300 Huz.hou, Zheji4g, China.

\{/s BrioSere Pvt

Ltd.. 196-,j|. Sindhi

Mushm,

Housing Societ!,

(ELr-o0015)

43t5

1,.,,1M,nnf,cttrr.r:
lsl-AB Bjotek.oloji
Tibbi Malzme Saglik

Hiz.San.ve Tic A.S.

Kayeecr Mah.Kadirli

Sok.Dblok No:10/B

limdik l$anbul Turkey

ISC Turkey

lssued:4'l-2021 valid

lor 16 Monlhs

OBC -AHG GEL

Cl.s-D

Shelflife: Il Monlhs

Code:

(OBGAHG.sO)

Def€..€d for provision of following documenls!

. Crcdolial of mmuiacturcr abrcad d per formal

apprcv€d in 3d me.ting ofMDB.

. Meufactunng d€lails ud QC testing Elared to the

. FSC of rcfercnce country, duly atte$ed.

. Dcsign cxaminalion ccdificate missing the applied

device, suhmit rhe design exmination cedficate of
applied delice. dulY nordircd.

165

I4/s Driogme (Pvt)

l9GA Sindbi

Housing SNiet),

(Elr,0ool5)

AD.IV

[42531

Xiunen Zeesu P\1. Ltd

Buildi.g l#.4P and A
area 3F ofBuilding
ll#, No.3?01Nofth
xims'an Road, (xiag

Torch High-Tech Zone,

Xiamen City. Fujian

Provinc., 361l0l. P R

China

Expon only ceflificate

FSC issued for Thailand

sARS{ov-2 Test Kit

Code:80t102

Class C

Shelflifc: 12 months

Deferred ior provisio, of followin-E documenls:

l. what is the b.ard nme ofthe delice?

2. F€e Salc Cenificate (FSC) ofN€therlmds iscopy.

not oliginal ed lssucd for 'Ilaildd. Provide

original, valid and Palistmi Embssy a*esled FSC

issued for Pakistan lor the applied product and t
should aho conlain th€ code of the product i.e

801302 s only the name SARS-COV-2 Test Kit
does not €shblish that t is the apDlied ,roducl

3. Frcnl page ofthe Notary public for all noEizcd

documents is tom- Clariry shy is it e? -lle

nolarizeddocuments should be provided in oriSinal

fom for the authenticity lo stay ilta€t
4. Full OA certificate aod Desiqi-Exminalion nol

prolided for the appli.d prcducl. Either provide

valid md not rized cettifiqles or Provide
jusuficariJn fion mdulanurer abroad as ro wlv
FLrll QA cedificate md Design-Exmination

cenrl'lcares dc .or d\aildble lor Lh( .ppl,ed

Page 46
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pictures of actual producr labcl fo. rhe

6. Provide Esse.lial principles of safety and
performtucc for rhe applied ddice as per rhe
relevant EU dnedive.

r66

M/sGlobal

1ll. HaliRoad

Rawalpidni

ELI]00l09

IAD-VIII]

286s

Grifols.SAlocatedar

(Barcelona) Spain)

10565 Las Tones de

Colilltr. Murcia Spain.

FSC: Spain

CPD.SAG .MANNITOL

G.ifols Qu!drupl. S.K
(Blood bags)

Composition per l00ml;
Cit.ic acid (monohydrare)

0.327c
(eq. to 0.2999 cjlric acid

(dihydEte) . 2.63s

phosphate (monohyd6te)

... 4.222e

Derro$ (monohydrate) .

2.558

Water for injeclion q.s. ...
l00ml
Codes&siusrA3per
rsc
Clrs-D
Shelf LiIq 3 y.ars

D.ferred for th€ proyisiotrs offottowing
defi cienci€s/ docum.nts:
i. Prcvide nobrized ctedentiats of manufacturer.
ii Prc\rdeoripinal d v.l id i:ee $lc cefl ificare dul!

andeo by embass) oI Pa]\irtan. dlon8 $rri1
Engl6h u-edanon spe(ifi(ali) hiShtghUog the

iii. Prolide ldbeh a approved rn oJnlr) ofo &n
spphed mediLal derice. srnce rhe prolioed one
doesn't mention the name ofmeufmnrer

iv. Provide English tmstated LOA, FSC. FuU qualiu-
Assumnce and dsr8n e\aminarion to iilrLher
preess the application.

167

MA SES

Eja" Pdk Model

LLI:00i)41

IAD-Vrfll

28t I,P

(Hegrhou) Inc. R@m
ll l.l/F, Block 2, No.

88, JioSlin8 Road,

Binjing DisHct.
llangzhou. PRC

FSC:China

Valid till:24.04.2022

VenusA-Valve rM Syslem

(Tro$alheler Aodic Valle
Ststem)

L23. L26, L29. L32

Cl6$D

ShelfLif€:2 ycars

D.f.rred fo. the provisions offoltowiDg
defici€!cieV docu m erts:

i Sine moy fields dc Ieft bta* in applicarion
for,i\ th.refo.e provide rcvised
fom-7A completety filled with retevet

ii The fim is requircd io subnil a ditrerentiat f.e of
tupees 250001 iD pru.cs thc application.

iii. Tle fim submided FSC ofchina which is not
given in Rule 57 ofMD& 2017. Thcrcfore. the
6m may be asled for any FSC ofany RRA or
CE ce.rifimdon or WHO pre-quatifi€rion in the
Iiehl of Rule l5(2) of rule ibid.

iv. Prcvide Sialility $udies Reports showinS
@nclusNe rsultsrolusrii l,he propord.helfl ite.

v. The sbmftled FSC in fie @wry of orjgjn
doesn't cov.r rhe applied modeycod€s of medical

vi. Provid. valid Full qualiry asrec€ and Desisr
effinaLion ola?plkd medicalde!ice ds per Ia{.

vii. Providc the dekik in English of meDfactunng
aod quality conlrol prccesses ofapplied producr.

viii. Pro\ide labels apptuved in $e country ot oridin
since rhe porded one doesnl Loler apptied

168.

A175. Block 1l-C.
KDA Scheme 24,

Culsl'an E lqbal

Ea$ Gukhe TotrT
(ELr-00024)

Hegzlou kmsji
Medical instlmenl Co..
Lrd
No. 1668 Chungjinag

E6l Road. TonBIu,

Hanzhou. Zhcjimg
P,R,C

Ligation Clips

l03Y50l
103Y.{01

103Y.30t
rs per ISC ofl!tHn-{

Deferr.d tor the p.ovisions offollowing
deticiercies/ do.Dmerts:

i. The ovding leter oflhe Foft-7A b@s subjeli
regdding regist ation of Disposable Tilanium
liSation clips', which is .onrrary to lhe nme
menlioned in form-7A i.e. "Polymer Ligalion
ClipJ', claificatior is Equired.

ii. LOAdU

-2022)Letter ofdeferred cases ofMDB-47 Meeting (2 Page 47



iii. TIE modcls of applied produd ec difl ent in

FSC of MHRA md counlry of origin (China),

need cldifi-cation

iv. Provide valid orginal embusy atested ISC by

fie countryoforigin
v. Prcvide o.iginal FSC issued by MI{RA.

vi. Provide valid full QA cenificale or equivalent,

duly noirized by the count yoforiSir.

vii. The prcvided DoC is devoid of list of medical

Class: C

Shleflife: lYeaBFSC: MHRA
D,te of issoe: June 24.

i350

1..1D-Vr rll

Deferred for the provisions offollowing
defi.ien.i.v docu ments:

i. Sttriliation sic 'The Standdd Co., Lld l2q
Gutrpocheonmdmweop 2-ro, Gunpcsi.

Gy€onggi-do, Republic of Korca" 6 mennoned

ir credentials doesn't cov€r under ISO 13485.

ii. The Iim submited FSC of Korea $hich is not

Siven in RLrle 67 ofMDR, 201?. Tidefore the

fim Day b€ 6ked for an) FSC ofany RRA or CE

cenifiation or wtlo pre-qualificalion i, rhe liSh

ofRule?1ofrulesibid.

iii. Tte fim applied MEDTCURTAIN 5ml" qhich

is not meidoned on FSC Korea* 
a:,Jil:";ltr,ia'Ji"*:"f fl ,"iit 9^il

SHIN POONC PH RM CO LTD I]I.4
VonlnFdonA Dmwon-gu An<e{r I<}tn88i_

do, Koe4 $hich D oilTemr Lhe ooufactunnB

!l. and conductcd b) Koea Conlormiq

I aboritorics. need clarificalion.

t rull Qual,r' L\tu'dnce dd Prcdl(lion OurliD

Assr nnce n nor prottdcd s'irh rhe aoclcdrion.

Provide as per taw.

vi. The DECLARATION (on $anp paper) as ptr

tom-?A is nor pro\ided with apPlna.ion.

ft0vide as per law.

v ii. P,o\idc valid ISO ll48s olallmanulacn nns !rc
involved in meufaduringoflhe applied n.dical

viii- Provide odsilal fSC as $e prcvided one is

MEDICURTAIN 5ml

'Hy.luroDic acid (notr-

Shclf Life JYear

Class D

As per tSC

169

M/s C.ne-Te.h

246,ts, PECHS

Block 6, karachi-

?5400Pakisun
(ELr-00089)

3351

IAD-vrrl

Leg.l Minuf.ctur.r:
SHTN POONC
PHARM, CO, LTD

06246, Republic of

SHIN POONG

PHARM. CO LTD

7. Wonsi-ro, Oanwon-

Gyeongaido, Republic

Collatmp C

Slerile

Class.D

Shclflife ,18 monlhs

(Real time stability studies

Codes dd Sires 6 p€rfSC

Deferred for provision of tollowing documenls: -

' Duly notarizd copy of Credenliat of mmufrcturcr

. Stability study data for claimed shelflife.

. Original ard valid agmcy agGmol or leter of
authorizaiion Aom m ufatturer (legal) i omer or

mdkel aulhorization holdd (MAH) or its a*honztd

. F.ee sale ccnificare in fie country of oriSin duly

anested by Embassy olPakistar.
. Valid Production Quatiiy Mmagement Sy$em

Cenificate (ISO 13485).
. Futl Quality Assursne certificat€ oi equivalenr

DesiSr exminalion cenificate (if appli€ble) duly

notarirld by couFy of origin.
. Dolaration of conformily (DoC) lo be p.inled on

manufactud lettqhead, filled and duly signed by

170
24618, PECHS

75400 Pakista

{l],t-000u9)

12,14

S)ntacoU GmbH

Donausrr. 24

93342 Saal / Donau

FSC: Cerman!

o7.tj 2020
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l\,l/s Safe Health

OlliceNo.25 2nd

Floor. Dilkusha

(ELr-00275)

IAD-Vnrl

3576

Zhejiang Ru.qiarg

Co, Ll4
6 I 8#, Dade Road.

Xiuzlou Dislricl
Jia)(ing. Zhejiang,

China

Disposablc Anesthesia Kit
(Epidural Kir)

Codes ed sizes as nerFsc

Clrs D
Shelf Lif€: 5 YEARS

Dcferred for the prorisions orfollowi;t
defici€ncies/ docunentsl

i. Tlre crsientiah of firn shows lhat ..ttt/s 
SaIe

Health Pakstan Bizcon" hold godown a,! 
. Of,i.e

No. l8 & 19, llt Floor, Ditkushi ChrDber.
Marston Rord, Krrrcli". However no such

Bodown is mmtioned on Esablishmenr license,
need cleificarion.

ii. Since the docLlme.G arached with Eppli@1ion
covtrs tull ran8e of produd being muufaclured
by meufacturer thelElore it is rcqujrcd to
highliehr th€ applied producls (BRAND namq
model. cods ed size, on all the documenrs
including shel ife cenificate, marufaduria8 &
Quality control p.oc€dures. Free sde cenificars
(Counny of Origin & Gemey), tSO 11485. Fu

Qualiq Assurdnce md prcducrion euali!
Asurdce S,{em Cmrficares, Dsrsn
Erminarion, DoC erc Accordsst) su bmL re! ise
fom-7A for tunler pro@ssing ofapplication

iii. Prcvide label (6 approv.d in rhe counr, of
ongin) and irs packasin& promotion marefiat ed

iv. Prc!ide rh. DECLARATION (on imppaner) 6

Safe Heahh

OffrceNo.25,2nd

FIoor, Dllhrsha

Road. Kdachi
(ELr-00275)

IAD-V rl

3571

ZhejianB Ruqian8

Co., L1d,

618#, Darle Road,

Xiuzliou District,
Jiaxing, Zhejian&

China

Shanghai Inremarional

Holding Corp. cmbH
(Europe) Eirestmsse.

80. 20537. Hambur&

FSC: Germany

Dale oflssue April 24
2024

SPINAL NI-]F]DLE

(PENCIL POINT BEVEL
TYPE)

Codes and si6 as per FSC

Chs! D

Sh.lfLi|.:5 Yeers

Def.rr.d for th. proyisiors offottowing
d.liciencies/ docun.nc:
i. fte lim ebmitted 25O0Ol 6 regisEalion fee for

CI6s D medical device, $erefore the fim is
requiisj lo subm a drflcmr,al lee ot rupees
25000/. lo pll)(ed tlc applcation.

ii. The crcdenfials of tirm shox thar-.I!,I/s Safe Heatlh
P.kisle Bizon" hold godown at..Oflic€ No. 18
& 19, lst Floor, Dilkusha Ctrmb.r, M.BtoD
Road, Krrr.hi", However no such godom is
mationed on Esrablishment ticnse n€ed

iii. Si.ce $e documenrs aflached with applicaion
covers full mge ofproduct being manufactured b,
m ufmulerrnerctorc n rsrequircd to hiSllghr rne
applied prcducri (name, model, codcs md sjzes) on
all rh. docunen(s includin8 shetttrfe cenificr(,
tmufacru.inS & Qualiry (onbotpredurer Fe
sale cenificdes rCounfiy of Ori8in & CmanlJ
ISO 11485, FullQualily Assnmnce md Prcducrion

Quality Assu@@ System Certificates, Design
Frarnrnarror. DoC erc. AccordrngD qubm,r rcvisc
fom-7A for tunntr procesin8 of appliarion.

t7l
Satb Heallh

OIfice No.25,2nd

(ELI-0027i)

lAD.vl[]

t58l

Zhejians Runqius

Co., Ltd,

618#, Dade Road.

Xiuzhou Dislrici,
JiaxinB, Zhejians,

China

VENOUS SPINAL
NEf,DLE (QUINCKE
BEYEL TYPE)

C-lE; G-20i c-2li c-22i
G-2Ji G-24; C-25i c,26;
G-27 & G-29

Clas D

ShelfLife:5 Yerrs

D€fer.d for ahe provisions offollowitrg
delicierci*/ docrnents:
i. The fim submitred 25000/- 6 Egisralion fe for

Clas D medical de!'e. $d.foE rhe fim r\
requitd _o submir a JilT.renLial re( ot rupees
25000/- 10 proceed the application

ii lhe credenliah ot fim shos. thar .t!,ts 
5are

I lealth Pa.kistm Bi-on ' hotd godown at "Otfice
No. 18 & ls. t\r Ftoor. Dilliusha Ch.mber,
Ma6ton Rord, Kir.chi,'. Howevd no suct,

BodoM rs menriored on l.nablishm.nr licerse.
need cleificanon.

iii. Since the documcrrs anached wirh appti@1ion
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l7l.

Sheghai lntemarional
Holding Corp. GmbH
(Europe) Eiffestrasse.

80,2053?, Hambu.g,

FSC: Cemmy
Dale oflssue:April24.
2024

112

Sha.ghai lnternational
Holding Corp. GmbH
(Eurcpe) E iflesrrasse.



80,20537. Hanbur&

ISC: Gemoy
Date oflssue: April 24,

2024

by moufacturer thercfore il is requircd 1o

hidlisht the applied p.o&crs (nme model,

codes md si6) on all th€ dGuments in.ludine

shelf-lih certificare, manufactuitrg & Quality
contrcl prcc€durcs, FEe ele certificates (Countf

ofongin & Gemeyl ISO 13485, FullQualily

Assul,nce Md Producdon Quality Assutuce

S)st€m Certili@tes, Design E)minalion. DoC

elc. Accordingly lubmit rcvhe fom-7A for

ftrther processing of application.

Prcvide label (s agproved in lhe country of

origin) ed its packagin& promotion maledal md

I\ovide the DECLARATION (on slamp paP€r) as

t71.

Safe Healft

OlilceNo.25,2nd

(ELr,00275)

[AD-vtn]

3581

Zhejians Ruqia,g

Co., Lrd,

618f, Dade Road,

Xiuzhou Districl-

Jiains, Zhejians,

China

Shdghai lntemational

I lolding Corp. GobH
(Europe) Eircsrassc.

80,20517, llmburS.

PsC: Gemuy
Date oflssuer Aprii 24,

2024

VENOUS
COMBINED SPINAL &
EPIDURAI KIT (CSE),

DISPOSABLE
ANESTHESIAKIT

Codes and siusas per FSC

G-l6i G-lE; G-20 & C'!2
Chs D

ShelfLif.: 5 Years

Def€rr€d for the provisions offollowirg
defi .i.ncieY docuo.nts:
i. The oede ials offim shows lhar "Mh SaIe Hcalth

Pakistan Bi2con'hold godown at "Olfice No. l8
& 19, lst Floor, Dilkush, Chamber, Mercton

Rord, K.rr.hi", Ho$ever no $L\ SodoM is

meftioned on Eslablishmelt license, need

ii. Since the documenrs adached {ith apPlication

@!crs tull mge or n,odufl oernE.mandtdclJrsl b!

mduf&urer therelorc ir rs'equ'Rd ro htCnhghr rhe

applied products (BRAND nm€, model, codes ad
!'7e\) on all lhe docrmcnts.n(lrJine \helr_lile

certificare, meuf@turin8 & Qualily contol
prcedlres! lrce salc cenificaies (Counq of
Origin & Cermany). ISO 11485. full Quali!
Asudce eJ Pmducrion OurLiD A$urd(e
s\{tem cen ncale. D6ren f\mitulnn. Dor er

Accordinely submil Evke fom-7A for tunh€r

Proceasine of apPlrcation.

ii;. Provid. Idb(l las ,rtlot ed tn thecounb otor Bin)

and its packaging prcmotion marerial and brGhuE

iv. Prc!.de lhe DLCLARAtIO\ (ol .Lmp pdpcr) d

l\rs Safe Heallh

omceNo.25.2nd

(ELr-00275)

IAD-VIIrl

3580

Zhcjiag Runqims

Co., Lrd,

618#. Dade Road,

Jiaxins, Zhejidg,

Ctina

Shanghai lnlernalional

Holding Cor!. GnhH

80,20517, Hamburg,

FSC Cerma!.v

Date oflssuc:April24,
2024

ShelfLif.:

Def.rr€d for the provisions of following
deli.i.ncieY documents:

i. The crcdendals offim shows lhat- MA Safe Hcallh

Pati$m Bizcon hold godowr at "OIIice No. l8
& 19. rst tler, Dilkushr Chrmb.r, MlBton
Roid, Xrr..hi", Howeler no such SodoM ts

meniioned on Establishment licqse. need

ii. Sioce lhe d@ments an&hcd with applica on

co!e6 tull mge ofproductbeing manufactured by

msufa.turer therefoE it is requircd to lignlienr the

applied prcducls (BRAND nme, modcl, codes d

s/e9 on dll rhc docurenl. irclud'n8 soelf-hle

cerrificate. mauleturing & Quality co.lrol

prqedrrs. fFe d..mrfiers (aolnrD o

Or,g,n & Cemmy). I(O ll48{ tlll Qualin
A\sutrce od ProduLr.on QuliD ,8suture
S)srcmCeruficars. De{en Eram nrl on.Doc {c.
Ac.ordirgl) .ubm rc\ € torm.TA lor tunh(

Processi.g of appliotion.

iii. Prcvidc latEl (as aplroved in the counl', of ori-qin)

ed s pdk agi18. promo,ror ratrialed hrehlE
i! Proud.1heDLjCLARATION
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VENOUS

DISPOSABLEHE l'
MO]STURE EXCTIANCI-]

!ILTER
HME/ BACTERIAL/
VIRAI- HEAT

MOISTURE EXCHANGE

FILTER

Codes lnd tiz$: Noi cl.ar



OfiiceA2l-22 First

Kdachi(ELl-
00128)

IAD-VrIl

Medical Instrumert Co.
Lld, No.l28, Wesl

Meisao Road. Huaian.

Iingsu, China

(Synrn.tic Absorbabl.
SurgicalSutur. Viol.t
Polyglycolic A.id Braided

Cl.s-D
ShelfLife:03 Y.rre

PASORB

tu per fSC

Del€rred for the provisions offotl;wing
d€ficien.ieY docu metrts:

i. Provid€ the credentials of manutuctur€r abroad
duly Dolarized fiom fie country of origiD.

i. Hi8llghr de aplled mediLat device 
..pASORB

Pol)8|)colic Ac'd Sutur6_ on lle prcLidcd
d.Iaih of mmutacluing and quatir' conEol

iii Prorided Jle ihelf.lre & noB8e condiliotu, ,.e.
justified witn slability studies:

rv. Prolde oDgnal I OA menlionmg vatdirl or
ageemenr dul) nolalBd b) rhe countD ot
origin P.olided one is un-nordized phobcopy.

v. Tl'e fim provided phorocop, of Chmer FSC
{hich is not embssy attested. Tterefoe, prolide
Original. vald FSC drly afle$ed by embssy of
Pakisian in the counEy oforigin

vi- The plolided FSC slates lhat 
..This 

is to certifv ihe
alove prcducrs have been regisr.red d be
manuferued ed exporled in china,,
Furthemore, brand Ime is nor menrioned on
FSC

vii Prcvided fie O.iginal dd !a1id free sale
certificatc ofany RRA s per rule 67 duly anested
by emtlassy ofPaki$an.

viii. Tlr€ submitted ISo 13485 is un-notuiz.d &
expted. Tlereforc, Provid€ the Producrion

Qualiry Manasem€nt Syst m Cenificale (tSO
13485y cMP Cenificate duty nolarized by the
comtry of origin. Funhemore, prcvide
refemce/link of c4rlifyinS body.

'x. 
Provide notadzed lso t3485. design damimrion
ceftilicale and FUU Qualty Assran.e Cenificare.
Th€ lm has provided copy oflhese documents_

x. Prcvide tre Declmrion of@nfonniry (DoC) to be
printed on meufacturd lellerhead, lilled and duty
siened by rcsponsible pemn

xi. Provided dE lab.l (6 approved in rhe counrf oI
origin) and ir, p&kaging, prcmotion marerial and

1;1

M/sK.M
Entrprises. K.M
Mmsion,605 D.

Fll-l:00054

286.1

[AD-Vnr]

Eurolalex Sdr. Bhd.

Plot 33 Kuala Ketil
lndustrial Estak, 09300
Kuala Kelil, Kedah,

Malaysia

FSC: Malaysia

Valid liur l2 l0 2021

KINGSTER

(Male I-arex Condom)

Codes & sizes: As per FSC

Class{
Sh€lfLife:5 yeds

D.ferred for lhe provisiotrs offollowing
defi.ieocies/ doc u ments:

i Provide the cr€dentials of manuf&iu.d ahmad
duly nohrized Aom the @unlry of ori8in.

ii. Provide th€ DECI-ARATION (on slanp paptr) as

lii Prcvide ile 5 yee shelf-life & slomge condlrions
ofapplie4 i.e., jusrified wirh slability sludles sine
the provid.d re€l time stability sludies aft ot 3

yeals henc€ incompl.r..
iv. Provided the OriSjnal and valid iiee sate

cenificnre of ay RRA 6 ptr rule 67 dDty ntt€sled
by embassy ofPakistu

v. It is claimed rhat applied prcduc1 is
UNFPA/WHO prequalified hosevq the same
ould not b. v€rified from plovided link
https://*1ry.unfpa.o.g/s jtevdefaul/fileyre$urce

pdf/Prcqualifi cationo/o20Lis1./.20 be/A$\ld eo/"2

0CondoDs_Feb%202022.pd11

!i. Th6 provide IH classify rhe applied prodlct
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FSC China

Valid Till l0{4-2021



prudud is classified N Class D on Application

lom (forn-?A), clri& or sbmir rcvised

vii. Prcvide valid Full quality assurance or

equivalm! duly notarized by the coutry of
origin since fie prcvided one is expircd upon

submission (l8-02-2021)

!iii. TXe prcvided configurations of rhe medical

devices to be Egistered ee not mendoned on

prcvided Free Sale Cefiificale, cl ilielion h

N Protided th. label ts aPlroteJ ,n lhe cou r) of
origin) and its p&kaging, prcmotion material and

brch@ for all fie co.ngurations ro be rc8i$ered.

x. P.ovide norffiad ISO 13485 and Full QualitJ

Assume Cenificate. The firm h6 prcvided copy

ofbsedocume s.

r78

N{/s Optisur& 1?/C-

Eng,neeringLtd,
Herceehalmi Road I

2071Zsmb.L
Hungary

FSC:llu.gar)

Drle olissue:24.09.20

6?7ADY Bi-Flex (Aspheric

bydrophilic acrylic IOL
wilh blue liglt l'ilter for

odes & Sizes:As per FSC

Cla$- C

ShelfLile 5leds

D€ferred for the proyhioDs offolloaing
d.licirnci€Y documetrts:

i- TI€ firm submitted FSC ofHun8ary which is not

given in Rule 67 ofMD& 2017. Therefore, the

fm maybe dkedforary FSC of y RR^.orCE

cenification or wHO pR'qualificalion in fie li8h1

ofRule 7l ofrules ibid

ii. 'l}te prcvided phorocopy of ftee sale is not

€mbassl anested. Therefore, prolide valid.

o.igi.al Embassy ane$ed copy of free sale

ceriificate by the @untry oforigin.
iii. Provide lhe Ori8ilal Agen y aereement or leftr

of autlo.ianon duly noleized by fte counlry of
origin.

iv. Prcvide rhe complcte Prodrcnon Qualil]
Manageme.t System cenificate (lso 13485y

GMP Cedificate duly notdized by thc country ol
origin. As the provided one is incomplere.

v. The llm submiBcd DeclMtior letler sbting rhar

'' M?nicontur's EC Certttcote F l Qlaliry
*su/ance $sten .onfard b Dnecti@

93/42/EEC ot tledical Ddi.es, Aw

A rux ll (4) ahly opplks to Cl@s I
hedicdl ddices. As steile introculat le6es

fatl into ClBs ltb in the EU, An u (1) 6 not

applicabte dnd the/efore it is not requt tl to

Bsre a CE Design Ce,tiicate

I t'9

Ivls UDL

Ltd.

I-D-13, Sector 30,

Komgi Industial

Kdachi (ELI-

00073)

IAD-Vrrrl

lt2l

Legelmanufrcturer:

LLC. (Subsidary of
Teleflex Incorporared)

30t5 Cminglon MiU

Blvd, Monislille. NC

usA 27560

Man uf.cturing Sires:
Aro{ lnredational. De

3?0I . lnterior Circuilo

Arrow Single Lumen

(SLICO)

Codes & sizesi

ss-14701

sc-14701

Def.rred for the provkiotrs offollowitrg
defi ciencies/ docum.nts:
i. Prolided endorsd challan off€e submission bem

the dare 0l-10-2018 howevq thc R&l dare is l5'
03-2m2, fiar requires cleification.

ii. Regish-ddon Apllicarion mvering letcr & Fee

chall& {arcs lhar rhe appliLa'ior & fe r.

lubmittal on 0l-10-2018 however the applicanl

hb bee r au$orird on O.tohe, 26 202 I b) I\,'tl'

I.kn* medtral. bdmd {l )rar: l3r, rhd fe
submission), need cldifi cation.

'n. ll'8hli8ll thc applied meJnsl device 'Ano{
Single LDmen IotusionCathetel on ite prcvided

dctaih of manulactuinS md quality co rol

iv. Provide Original LOA a photocopy is alracbcd
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FlLl:00305

[AD-VIIr]

2t 5l

CIas: D
Sklf Life: 3 YeaN



40 Colonia Chihuahua

CP 31200. Merico

C.R. A S. Jimska
2359147 ZdtNad
Sazvou 59101 Czech

Republic.

FSC:USA
valid Till: 25- l0-2021

v. Clearly sare th. differ€nce b€tween Arow SL|C
SS-14'01 & Aroq CVC
SC-14?01 applied as family for regl$mrio, 1n

Class-D, suppon lne ffie with documenEry
evidence like labels, brcchures. lffhnical

vi. Provid€ lhe Original 6ee sale cenificare.
vii. HiShlight lhe relevanl s.ope in ISO 11485:20t6

regdding maru,aftunng of app.ied product i.e.
Arow Single Lunm Inlision Calhet r. Simitafly
Highlighl tle product cove.ing applied medicat
device in Full qualiry asslJmce

viii. P_orde nolarized ISO tl4E5 ed futt euat D
A$urar(eCetuficaE fte fi m has prc! ided @pj
of th* documenB

x Provide Or€ label (as approved in fte counE, of
ongin) md its packaging. prcmolion marqial ad
brochuE for SC-14701 or clariry.

x. Nome of manufactur€. is ,Arow Intemalional,
Inc. 2400 Bemville Road, ReadinS. pA t9605
ISA 6 per provid.d label of Aro\ SLIC qs-

14701. llowevu, FSC, tSO 13485 & Ful euatily
Asumce nenuons _turos 

lnr.marionat LI (.
(Slbsidraa ot I'eteils InlorpoEtedl J0t5
CarjDgtor Mill Blvd. Morisyille, NC USA
27't6O as lesal mouieuEr, rhis Fou,rc
clanfica.ion. Similsr is rhe crse wirh prorided
DoC.

xi. Provide the Design *aminarior cenificale, duly
nolrrized by the courtry of origin. Fim djd not
prcvide the DEC.

M/s Bajwa Sons

2nd Floor, 13

Mayo Hospilal

El.l-00314

Evalualo.

ADIV
t2750-Pl

Co.. Ltd,

No. 2. KujFan Road

Dist.icl, Yanchene, Ciry
Jiangsu. China

FSC China valid iill
l? 09.2022 (product not
it)

'Irucryl

(Polysly@lic acid

Cl6s D

ShelfLife: I yetus

the provision of folloung documenls:

(i) Free Sale Cenificare (FSCJ China des not have
the name. sizeycodes oflhe applied producr and
only geneml rem'surSical needle siO sLlure" N
menlioned. Prclide original valid Embassy
afle(cd ItC is$ed b) Chrnr* I DA havrng rhe
tme of the applied prcducl atong M*r
siu YspecYcodes

lii) h lne nme ]ru(DI btu. nane made tor
imporier in Pa.kish on OEM basis or is il btud
ollhe nsufacrurel" C.arig i_ A.\o tard does
nor have Lhe appl,ed nme tru(ryI. Prolide
relevdr l.bds of all Lhe cod$ requircd on lhjs
application alongwith fllducl brdhure

(iii)Pro.ide on8mal. vsld tmbasf aae$ed FSC
6om one of he refftnce countries specified jn
tule 67 of the Medical Devic€s Rules. 2017

(iv)crcaemat of meuftctu.n abroad is a
requtem.nl of Form 7A. Prcvide credennah on
tomdt alprove! by Medicil D.!ice BodJ D rl"
ld me.ling duly nokized from counr., ororigin

(!) SBbiliry srudis data gotid<d is onty ot 62 dals
f.r lhre ye&s 

'hrlllife 
claim. PIovde rdlrrme

nabiiity stld,es lrom mduleturrao,oad tbrlhe
appled product supponing fie ctaimed shettj.fe

(vi)Origina aocumos not found in this dossjer d

rcfer€nce ofthei. submission is also nol provided
Provide original legal docmenrs

{vii} Prc.ide U 
'derukins 

liom he manutacrurr
produ{ virh sme $e.ifi@tlons
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NiU be supplied to Pakislan as claimed for CE

ndking olEuope on the lefterhead si8led dd
.rmped b), responsible Pc6onoel.

Deferred for the prcvision offollowing documents:

(i) ftis product is not m€nlioned in r,he As.ncy

ageemerl betw.€n manDfacturer ed imponer.

hovide auLhodzation from mmufa.turcr fo.lhis

(ii) Free sale Ceaificare (FsC) Cttina dGS nor

have the nmq sizeycods of the applied

produe and only gmedl term \ur8ical
needle with suture" is mc.tioned. Protide

ori8jnal valid Embdsy ane$ed FSC is$.d
by Chinese FDA havi.g fie nme of fie
applicd ploducl along sirh
si7€Yspecvcodes

(iii) b th. narne rnpme bmd nane made for

imponer in Pakslan on OEM bsis or is n

brand ofthe manufactuer? Clariry il Ale
label do€s not have dre qpti€d nme
'l rupone. Prcrde relevar ldbels oldll Lhe

codes lequired on lhis application alonSwith

product brochule

(iv) Prc\rde o.isinal. lalid. ImbN) anesled

F5C lrom one uf the relsoe .ounme(

spccrlied m ru'e 67 ofthe MediulDe!.Le'
Rnles 2017

(v) Credentiah of mufacturcr abmad is a

reqJiremenr ol fom 7A. Prc\iJ<

.aedenlials on foonal spproved by Medi.al

Device Board in ils 3'd meetinS duly

notdred ftum country ofo.iEin

(vi) stabiliry studies da$ provided is only of82
drls lo' tha. y.6 shelfl,fe r l.im Prctide

rcat-timc stability studies ftom mduflicture.
abroad for Lhe app|ed ptodicr supponinS

$e claimed shelflife ofl yeals

(vii) Original docDmcnts no1 found in this dosier
ed rcfeMce of fien submision is also not

plovided. Proride o.iSinal legal documents

(viii) ercviae undenalcing aom the m ufacture.

abroad lnd \me prcduct $ifi sdhe

speciilcations will be supplied 10 PaUnu d
claimed to, Ct- mking of I urcp( on lhe

leneft$d si8led and simped by

esponsible peMmel

18t

M/s Bajwa Som

znd Floo., 13

Mayo Hospital

ILt-00314

[27sr-P]

t',I./s Yancheng Huida

Co. Ltd.

No. 2, Kuj}Id Road,

Dislric! Yancheng, CiB

JianSsu, China

FSC China valid rill
17.09.2022 (product not

ir)

TruBIactin-910
(Polyglaclin 910

Shelfl,ife: I ]em

Clas D

Deferred for the provision of following documcnts:

(i) rtis proauo is rot nem,oned in rhe Asmcy

agreeme.l berween muufactuer and importer.

Provide authoriation ftom meufetuer for lhrs

(ii) Fee sale ceniflate (FSC) china d(f,s nol

hale the nme, slz.vcodes of $e apllied

Foduct md only geneml tem "surgi.al.eedle
with suture" is mntioned. Prcvid€ original

valid Embdsy attested FSC is$ed by Chircse

FDA having thc nme of fie applied product

along $ith sizes/specvcodes

ll1 ,.ll -910 h nd n,nr. nudc

M/s Bajwa SoE

2nd Floor, l3

Mayo Hospital

hl-l-00314

AD.IV

127,18-Pl

Nd/s Yancheng Huida

Co, Ltd,

No. 2. KDjlae Road,

Disrict, Yanchens, City
Jiangsu, chira

FSC China valid till
l?.09.2022 (prcducl not

i1)

182
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(Poli8lecsprone

Codes & Sizes: Nol
mentioned in FSC

Class D

ShelfLife:3 yem



lor impons ii Palisrm on OtrM basis or is tt
bmd of the mmlfacturEfl Cluify it. Atso
label does nor have Lhe apptied narne
Truglactir-9lo. Provide r€leva labels of all
$e cod.s requir€d on thrs applierion atonS
wi$ product bMhurc

(iv) Provide orisiial, latid, Embdsy atlesled FSC
&om one ofiie reference @urdes speified in
tule 67 ofthe Medical Devices Rules. Z0l7

(v) cr€denrials of manufactw abroad is a
requircment of Fom
74. Provide redenrials on formal approved by
Mediql Device Boa.d in ils 3d meenns duly
nota.ir€d nom counrf oforigin

(vi) Slabilfty nudies dala provided is onty of 82
days for thrce yem shelf life claim. prcvide

reahime stabiliry $udies frcm meufacturer
abrcad for lhe applied producr supporting th€
claimed shelf lifo of 3 yeers

Original docum€nts not found in rhis dossier

Provide UndenakinS Aom th. manuf&lDrer
abroad that same product wifr ffie
spcciliqtions will b€ supplied ro pakisle as
claimel for CE m kinS of EurcPe on lhe
lentrhead signed md slamped by responsible

(viD
(viii)

l8:l

M/s Bajwa Sons

2nd Floo!, 13

Mayo Hospi6l

F:Ll-00I4

11719-P)

M/s Yancheng Huida

Co-, Ltd,
No. 2, KujyuaD Road.

Dislric! Yecheng Ciry
Jiogsu. China

FSC China valid till
17.09.2022 (prcduct nor

il)

(Polydioxmone Absorbable
Suturc)

Codes & Sizes: Nol

Cla-\s D

ShelfLifer 3 ress

for lhe provision offollowing documenls:

(i) rris proouct is not menfioned in the Agency
ageemml belwed manufad@. and imponer
Prcvide adho.ization fiom manufeturd for this

(ii) FE Sate Cenificate (FSC) China does not
h6ve the name. sizeycod€s of the apptied
product and only general rqm..sugical needte
with strture" is nentioned. Provide original
valid Embassy attesled FSC jsued by Chinese
FDA havng fie nnmc ofrhe applied producl
alo.8 with sizevsp€cncodes

(iii) Is fie nane r arDn brdnd nme made for
impod6 in Pakisran on OEM bash or is ir
bmd of the manufactuEr? Clsiry it. Aho
la!€! does nor hale fie appti€d name
Truuon. Provide rctevafl lab€ls of all the
mdes requircd on $is applicarion alorSwirh
prcducl brGhure

(iv) Prcvide onginal, veti( Embassy alresred FSC
nom one ollhe refeEnce countriG specified in
rule 67 oflie MedielDevies Rul* 201?

(v) Crcdeorials of meufacturcr abrcad t a
rcquiEmmt of Fom 7A. PDvide cr€denriah
on fodnat approved by Medical Device Bodd
in ils 3d meetinS du,y notarized trom cou r)
ofonsin

(vi) Stabiliry srudi€s dara provided is only of 82
days fo. ihE yea$ shelf lif. claim. p.ovide

real-time srabiliry studies ftom mmufacrurcr
abroad for the applied producr supponing the
claimed shelflif. of3 yeas

(vii) orisinal documeirs nor found in his dosiq

fiom fie mmufaclurervlll
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abrcad tha,t srme Prcduct wifi sme
spsifications will be supplied 1o Pakist4 6
claimed for CE marldng ol Eurcpe on the

lefierhead signed and slamled by responsible

Dcferr€d for the provisio. of follo$ing documents:

(i) onar copy of 1ie challd is nor provided.

Provide ir This shoncoming is aho atPlicable to

dossier of Trucryl (Polyglycolic acid Absorbable

(ii) att tt" Iesal and lrchnical documenc

provided in thk dosicr N of PGA. PDo.

PGLAudPGCL s ures and does NOT cover

PCA Rapid.

(iii) Provde all Lhe rehniul do.um rs includ,nr

details of manufacturin& QC, composilion.

inrended u*. contEindication, imEuclions for

use (lfu), srability srud'es supponin8 claimed

shelf life of 5 1ff. EPSP, $erili2ation

lali&lion repon elc.

(iv) ( E mariins do(Lmmr5. Declamtion 
^"

(onfomiD notprc\,ded tor drs producr L d'e

p,oducr nol Ct rErLeo" Pru\de \ald.

Elvant nolariad documents 6d highlight

the pmducl in it. ln crle il is CE ma*ed fim
alongwnh (L nel documenb. Pror ide

Undenaldng aom fte meuf&turer abrold

6at sme producr wih snmt specifications

s llbe sJpplied_o Palisle a clarmoi to, Ct
mdking of Eurcp€ on the lenerhsd siSred

dd stamped by responsible peuonrel

(v) fiis product is rct mentioned ln the Asency

agreemmr berqeen meufacturer and

importer Prolide authonz.etion frcm

manufacnner for this Product

(vi) Free Sale Cenificare (ISC) China dcs not

h:Ne $e nme, sizes/codes of lhe applied

producl d only gmeEl tcm'tugical needh

with suturs' is me.tioned. Provide otiSinal

valid Embdsy atteeed FsC issucd by Chinese

FDA having lhe Ime of fie amlied producr

nlon8 sith sieJspecYcods

(vii) Is oc nme rrucryt mpid b@d nme made for

imponer in Pali$a on oEM basis or is il
bmnd of ihe mdlfacturer? Clriry it. Also

label do6 not have thc applied na,te Trucryl

mpid. Prolide rclcvmt labels ot all the codes

requircd on i,his applicalion alon8with product

(viii) Provide one,rar vrlid. I mba'!'afle'red rs(
from o.e ofth€ Eferenc. couftries sp.cited
in tule67 ofthr Medical Devies Rules.20l7

Credenlials of mufaclurs abroad is a

equnem€nl of Fom 7A. Prdide credcnlials

on fomt approved by Medical Device Bo{d
in its ld medng duly nolEied fi'om count-1

oforigin

OrigiDal do.uments nor fouod in t'ris dosier

(ix)

(x)

M/s Yan€heng Huida

Co., Ltd.

No. 2. KUj}IM Road,

Dinnc! Yanchen& City

Iiangsu, Chi.a

FSC China valid till
17.09.2022 (producl not

',

(Poly8lycolic Acid Rapid

ShelfLife: 5 ye6 Gtudies

ClcsD

t84

M/s Bajra Sons

2trd Floor. 13

Mayo Hospilal

ELI.003l4

AD{V
Q147-Pl

Trusut (Plain)

(Catgut Plain Absorbable

Defer.d lor the provision offollowing docDmeots:

(i) or.+ opy oi fee challan is nor provided.

M/s Bajwa Sons

2nd Floor, l3
Lti
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Mayo Hospital

ELI-0031,1

Co., Ltd,
No. 2, Kujlad Road.

Dist.i.r Ymcheng. Cit)
.liangsu, China

FSC China valid till
l?-09.2022 (prcducr not
ir)

ShelfLife: 5 years (srudies

CIrs D

(ii)

(iii)

(iv)

(v)

(vi)

(vn)

(viiD

(ix)

(x)

(n)

(xil)

(xiir)

All the leSal and mo$ ofrehnical documents
provided in this dossier are of pGA, pDO,

PCLA and PGCL sulurs and does NOT cover
Cargu Plain Absrbable sut!rc

Provide all the technical documfrb includitrE
details of marufa!1uring, QC, conposilion,
siabilily s1udi6 supponin8 claimed shetf life
of5 y€ars, EPSP, eic.

Provide list of all materials of animal, hume.
microbial o. r@mbinant origin Dsed in rhe
medical d€rice ed in tI€ danufactuinS
pm.ess ofthe medical device which itrcludes
mimal or huBm c€l]q lksues or derivarives.
rend@d noo-viaue celk, tisues or
derivarives of nicrobial or rc@mbinanl
oriSinl

Provide detailcd infonntuion conceming the
selection ofsourc€s or dono6

Prcvide debiled infomDrioD on thc
hmestin& pro.€ssin& prcserlarion, lening
ad handling oftissues cells md substances:

Process tu1l de$ription of the slsrcm for
Bo.d keepirg allowine tmceabili8 Aom
sour.€s to the fhished medi€l devie

Repon or certificate containing infomation on
the objec(ves, meLhodolog,, resulrs,
discossion ard conclusioB of thc
biocompatibility tesls coducted on marerials
u-s€d in the medical d.vice

Anach the report or anificarion containif,B
infomation oo the objectives, nethodoloBr,
resulls, di$ussion and conclusions ofthe pr+
clinical physical tesrs conduded on rhe

CE mrking dmments nol prcvided lor this
product. Is the produd nor CE markedl
Pmvide valid- relevmt notuizd dftuments
od higlrtidt the producl in ir. In case ft is CE
mdked the. alongwit CE mark d@umenrs,
prolide Undedaking fiom the mEnuferuer
abMd than sme producr vilh same
s?ecificadons will be supplied to Pakjsle as

claimed for CE meking of Eurole on lhe
lettefiead signed and slamled by resporsible

Free Szle Certificare (FSC) China do6 nor
have tle tmq sizes/codes of rhe applied
pn'duct ed only geneml term -surgical needle
with sut@" is mentioned. ftovide originat
valid EmbNy arested FSC iseed by Chin *
PDA having the nme of $e applied pirduct
along with sizeYspecvcodcs

h the nme Trugut Plain biand name made for
imports in Pakistan on OEM bash or is il
bmnd oflhe mmufaciurefl Cldiry it Proyid€
labels of all $e cod6 required on Lhis

alplicatim alongwith product brochure

Provide original. valid, Embassy aftsted FSC
ftom one of 6e relererce countries speclfied
inrule 6? ofthe Mcdi@lDevices Rules,2017

Crcdentials of meutucturer abrcad is a
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reqDnedmt of Fom 7,{. Provide credentials

on iomal approved by Medical Devicc Bodd
i, its 3d meering duly noldiEd from counlry

ofonsin

O.iginal documents not aoud in this dosier(*t)

TrugutChromic
(Catgur Cbomic

Codes & Sizes:Not

Sh€lfLiI€:5 ye s Gludies

Cl6s l)

Deferr.d for rhe provsion ol lollos ing documenls

ri, DR-AP 6py ol fee Lhallan N no' provided.

Provide it.
(ir) All the legal md most oflechnical documdts

prcvided in this dossier are of PCA PDO,

PGLA and PGCL sutures alld does NOT ove.
Caigut Chmmic Absorballe suturc.

(iiD Prcvide all rhe rehniol documenls includinS

details of meufacturin& QC. composition,

stability sludies supponing claimed shelf life

of5 years, EPSP, etc.

(iv) P.ovide list ofall malerirls ofaimal, huma!
micrcbial or r€onbimt ongrn used in $e
medical device ard in Lhe mdutuclunng

prccss ofthe medical devie, phich includes

antn l o! humo c€ll5 lissues or derivativ€s,

End*d non-viatle ells. lissues or

derivativ6 of microbial or reombinol
origini

(!) Provide detailed hfornation conming lhc

selection of solMs or donors

(vi) Pro\de dct iled infomdLion un I\(
heesrii& pro@\silg. plesed ,on. reslinS

and hedling oflissues, @lls md $bstaces:
(!i) Prccs' tull der.,iption ol Lhe syslem for

record keping allowing @ceability from

sources !o the finished medi€l device-

iviii) Report or certifimte conlarninS infomarion on

Lhe obJefl,\er nahodolog). results.

d,scu5sion ed (onclu{on( of $c
bicomparibiliq lens onducled on malerials

u*d in the medical device

(ix) Aneh the repo.t or certificslion conlaining

information on the objetives methodolo$/.

rcsllrs, dir.usion ed conclusion.of+e pe.
clinical phyv(al leslJ conduded on the

medical device

(xr Ch mrirnS dotume.ls noL protided lor thb

produc. ls thc pmduct no! CE m ked?

P'.!ide \alrd €levdr notaried dcummG
d niCllidlr t. prcdud in rl.ln (ase n isCt

mdled then along$ilh CE riEl documents.

provide Undenalin8 frcm l,'re muufeluer
abrcad Jr w. prcdufl vnh s.Ine

specifietions will be supplied to Pakislz, 6
claimed tor CE mdki,g ol Eumpe on fe
lenerhead si8 dl and $mped by u\ponsible

(xi) Fffi Sale C.lrrfcare (FSC) China does no1

have the nMq siz€vcodes of the applDd

p.odud ed only Bmcml tm '\urgical needle

with suturc" is nentioned. ftolide original

valid Emba$y anesied FSC issu.d by Chinese

FDA having Lhe Ime of the applied product

along wirh siz-e s/specJcodes

(xii) ls the nm. Trugul Chromic bmnd narne made

for impon r in Patistm on OEM b6is or is it
brand of rhe dduthdurer' Clul

House # 03, lst dd
2nd Floor, l3

Ma,Yo Hospital

ft.t-00314

AD.IV

[275]-Pl

Mh Ymch€ng Huida

Co., Lrd,
No. 2, Kujpan Road.

Disticr. Ymcheng, City

JianSsu, China

FSC China valid rill
I 7.09.2022 (product not

it)
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Lrs Baj*a Sons

2nd Floor. ll

MayoHospital

Er.i-00.111

AD.IV

l2?54-Pl

I4/s Yancheng Huida

Co., Ltd.
No. 2, Kuruan Road,

District, Ysnchen8. Cny
Jiangsu, China

Trulon

Nylon (Non-Absorbable

Suture)

Stelf Lifc:5 yem Gxrdies

D.f.rred for rhe provision of following do€umerlsl
(i) DRAP copy of re chaUan is not provided.

(ii) Free Sale C.nificak (FSC) Chinn dcs .or
have lhe nme, sizlycod€s of the Aplied
prcducrad only gmeEl lm -surgrat needtc
wilh sulure is mentioned. Provide original
valid Fmbssy afle$ed fSC isrued by Chines€
FDA having the name of rhe apptied producr
along with sizevspecJodes

(nir LC Fuil QA ceailcare does .ol {<cr8 t}e
narnc ad rype of $tures coreled b) rl
Provide \alid norariad Fu'l QA adficare
coverinS Nylon surures

(iv) In case p.odrlct is CE mdked fien alonsvith
CE malk d()<msts also provide UndertakinS
iiom rhe manuhctuJ€r abroad rhat.am<
pmducr with tre spe.llcilion\ $r.t be

$pplied b Palisun a5 claimed for Ct.
m&kin8 of Europe on the lett€rhead signed
ed slamped by r€sponsiblB personoel

(\) Isol1485 does nor corfl non-absoroat.e

sutures under ils $ope. P.ovid€ ,alid
norarized cearlc&e hdvrng non,aberbabte
sutum uder its scope

(vi) Declaralion of @nformity prcvided siares thal
lhe d(lmrion 

's 
talio in connedoD wirh Lhc

'fiml inspe.ron repon ofthede!ie. Prov,oe

(vii) Pmvido slaliliry studies supponing claimed
shelf life of 5 yem dd Ess€ntial principtes of
safety md performace IEPSP) for nylon

('i,i) Is fie Ime lrulon brmd nmc made for
importer h Pakisan on OEM basis or is il
brand of rhe maufaourer? Ctdiry it Ale
label dB nor have r,he applied narne lruton.
Proede rclflml labels ot all Lhe @de!
rcquired on ltis applicr.lion alongwith product

(ir) Prov,de onAin.l. \rli( Embass) sr!6ted ISC
Aom one of $e refereIE coutries sp€cified
in mle 67 ofLhe Medica. DerMs Rules 2{rtt

(x) Crcde ials of mauf&tud alroad is a
rcqurRmcnr oflom ?A Provide sedmlialj
on fomt.pprov€d by Medical Device Bodd
rn iB tn re<rin8 dul) norrn4d &om @br,

(xr) Original dGUmmI! not found in rnis oosrs
Md referenc ofLheir srbmrs.rcn iJ al$ nor
provided. Prcvide original lesal documenb
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lab€ls of all l}le cod€s requircd on lbt
appli$tion alonSwith producr br€hurc

(xiii) Prcvide original, %li4 Embassy a$esled FSC
hom one of &e .eference countries speified
in ru1€ 67 ofrhe MEdicrl Deyictr Rut€s, 20t7

(xi!) Crcdentials of m ufalturEr a,brcad is a
r€quiEment of Fom ?A. P.ovide crederlials
on formal apprcved by Medical Device Boed
in its 3d meeting dlly nolarird fiom country
oforigin.

(Iv) Original documents not found in dlis dossi€r.

187.

FSC Chif,avalid lill
17.09.2022 (prcdud nol
ir)



PolFlopylene (Non-

ShelfLife: 5 yem (srudies

Clds C

Deferred for rhe prolision of followi.g documfrrs

(i) DRAP copy offee challan is nol provided. Provide

it.
(ii) Free Sale Cenificare (FSC) Chim des noi have fie

nme. sizevcodes of the applied ploduct and onl)
general lem "surBical needle wirh suturc' is

mentioned- Provide odginal valid Embdsl attesed

fSC NUed by Chinese FDA hating the ntme ot
the applied Foduct alo.g silh sizevspecvcode

(iii)Ec Fuu QA c€nificare d6 not specily lhe nme
ed qe of sutuB covered by it Provid. valid

notariEd Full QA certifiqte coverine

Polpropylene sutues
(iv)ln 6e p.oduct is CE marl@d the! alorywjlh CE

m&k do.unents also provide Undenaking fiom the

manutacturu abroad that sec Prodxd with ssme

steificaiions will be $Pplied to Pati$m d
claimed for CE mdkirg ofEuiope on the lm.dtead

ligned ed stamped by responsible peBomel

(!) lSOll4St doer nor covn non-abror&b'e.urue'
undd il5 ).op€. Prorde \ald roDri/cd Lmtflrar(
having noFabsorbable sutures under its scope

(vi,Dtrlararion otconlomrt) pro!iJed :lale5 dar fie
ddlMlion u valrd rn conn4ron riLh Lhc -finat

nspefton rport ollhe de!rce Pro!ide Jtal rcpon

(vii) Prcvid€ nabiliry $udies supporting claimed

sh€lf life of 5 yed ad Essential principlcs of
safety ad perfomoce (EPSP) for nylon sutures

(!iiu h the nane'lrlenc b@d nme made fo

imponer in Pakistan on OEM bdis or is it b@d of
fte manufaclurer? Cl i! il Aho lalel doss .ot
have fie applied ime Trulen. P.ovide relevmt

labeh of all fte codes requircd on this application

alongwit producl br@hm
( ix) h ovide origiMl, vali4 Embarsy atlested FSC fiom

one of the !€ferenc€ countriB speified in ru1e 67

of ihe Medical Devices Rul€s 201 7

(x) Crcdenrials of manufacturer abroad is a

requirement of Fom ?A Provide sedentials on

formar apprcvcd by Medical txvice Board in its 3d

meetin8 duly nobnzed fom country of ongin

(xi)Orisi,al documenB not found in this dossier md

rcreene oiLheir sJbmrssion ,s.lso ror Protidol.
Provide onginal legal d@uments

M/s Bajsa Sons

2nd Flool l3

Mayo Hospihl

ELI,ooIl4

AD.IV

[2755-P]

M/s Yochcns Huida

Co. Lld,

No. 2, Ku.jyuar Ro.d,

Dishicl Ydcheng, Cily
Jiegsu, China

FSC China valid lill
l?.t/r.2m2 (product nor

it)

r88

Trusilk
(Silk Bralded Non-

ShelfLite: 5 yees (srudics

Deferred foi rh. provision of lollowing documenlsl

(i) DRA? opl of fee challe is not provided. ftov'de
it.

(ii) Free Sale Ccltificare (FSC) China dos nol have the

name. sizeJcodes of the applied prcducl ad only

gcneal tenn \urgical needte with sutue is

heftioned. Prcvide original lalid Embassy atiesred

FSC issued by Chine!. FDA having thc nme of
the applied product along with lrzeysp@vcodes

(iii)Ec Full QA cenificate do6 not specify dr name

md tlF of sutuns covered by ii Provide valid

notlrizd Full QA ccrtificate coverins Silk sulrts
(iv)In 6e product is CE nmked $6 alongwith CE

nark documnts also provide Unden ti.g fiom ihe

mmufactuer abroad th.r sme prcduct pith sme
spccifi€lions will be supplied to Pakisle 6
claimed for CE mdking ofENp. on the letterhead

signed and s|nped hy rcsponsible pesomcl
(v) ISO|3485 docs not corer .on-absorbable sutures

Providc lalid notarizcd ccdincare

IUs BajM Sons

2nd Floor, i3

Mayo Hospilal

ELI,003l4

Evaluator

ADIV
12756-Pl

Co., Ltd.
No. 2, KujFm Roa4

Distric! Yancheng. City

Jiargsx, China

FSC Chinalalid liu
17.09.2022 (prcduct not

it)

189
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having non.absorbable sutDres undcr its scop€
(vi)De.ldatio. of conformiry prcvlded srares fiar the

dfildarion is valid in comerion with fie fina1

insp@rion reporr 'of the device. Pmvide Lhat rer,on
(vii) Prcvide slabiliry srudies supponi.g claimed

a\elf life of 5 yem ed Essenrial prif,ciptes of
safety ed perfornanc. (EPSP) for nylon sulms

(viii) ls fie nme Trusilk b6d Ime madc for
impodd in Paustan on OEM basis or h it btud of
the manufact!rer? Ctarify it Aho label does nor
haye the appli€d nme Trusilk. Prcvide releyant
labeh of all the odes requii€d on ll)is applicalion
alonewilh product brochue

(ix) Provide o.i8inal, vali4 Embassy arested FSC ftom
one of Lhe reference countics specjtied in rule 67
of the Medical Dcvices Rulel 2017

(x) Cr€dmlials of menfacturer abrcad is a
rcquhemenr of Fom 7A. Prcvide credeniats on
fomat approved by Medical Devic€ Board in irs 3d
maling duly nol.lrized liom comiry ofori8in

(xi)Original documots noi folnd in this dossi ed
tfe.eDe oftheir submision is also not providel.
Prcvide original legal d@ument .

tt)t).

M/s La-Vie (P\t)
Lld. Behind PSO

Road, Kot Lalhpat,

(Elr-ool ll)

AD.]V

t26r 8-Pl

N,l/s AILEE Co..l.TD
28. Gaya-da.ro 195

beon-gil, SMg-gu,

FSC Korea Dat. of
isue: 08-05-2020

MONOFIT,S
(Polyglecapmne $ure)

Codes. As per FSC

Class D

Shelf Life: 5 y€{s

D.f.rred for fie provisio, of following documenii
(i) The technical doails prolided ee of Susfit

srturc Md nor ofappl:.d p-oducr,.e MO\OItl-
S (Polygle.aprcne suture). Prclide applied

(ii) Credentials of muf!.lurer abroad not providod
(iii) MRP not provided
(iv) Instruclions for use ad Esseftial prlnciples of

safety ed performanc€ nol provided
(v) Delaation of conforniiy is nol of applied

producl. Provide relevet d@umenl
(vi) CE m k docmenls not prcvided. Tte applied

prcducl is Class D nedical d€vice ed Full QA
c..tificab and DesiglExminario, is not
provided. Provide valid ed notiri?.ed certificales

(v,i) Si2!., and code, Equi,ed on rhh aplhor,or are

nol menLioned on tom. cledly iire lhe sia,
md codes r€quired on rhis alpliqtion. highliSht
lhem on FSC and sinc€ rcgisbation is Aptied on
baF of CE mL docLlmenh { all rl ole !oo<,
rhould t€ CE meted ed highlghr oi cl
m l,ing docu{enl5. Prclrde prcdufl bro(hurc

d labeh of dll odes ,equired on fii,

(viii) Stability s:ludies supponing claimed shell
Iifeof5 yea$ not pmvided

rix) Proride Unden ling ,rcm Lhe mmufrcrurer
abrcad Lhar ffe produ( wiLh ffespecrficationJ
w,ll be suppl'ed lo PakisEn tu ctamed tor CF
mdking of Europe on Lhe letlerhead signed ad
st mped by responsible r,elsonnel.

t9l
\,Us La-vie (P!t)
Ltd. Behind Pso

Ro.d, Kol Lalhpat.

(ELl-00ll3)

ADJV

l,Us {LEE CO., LTD
28, Caya-daero | 96

beon-gil, SMne'eu.

ISC Kor€a DaIe oi
issu.:08-05-2020

AILEE Blue Nylon Suturc

Codes: As per FSC

Class D

ShelfLif€: 5 ycars

Deferred for the pmvision offollowing documenis:
(i) Declmrron ot confomrry prcvided nales LlEr

orodtcr b cla lla rn Furcpe *here6 $e cl65s

arplied on fom is class D. Cldificalion i!
requiEd from manufacture. abroad rhar how ad
Jnder shal rule i5 Lhe ploducl cla\iled as cl6
IIa in Europe? Ard uder {har ru1e of Mcdical
Drriccs Rules. .1017 rs Lhe prcducr clars,ned 6
clas D" Pro\rde elevmr docunmts lo suppon
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12621-Pl
The technical details provided are of Su.gifil

lutuE ed not of applied lroducl i.e BIuc Nylotr

S!ture Polyanide. Prcvide appl'€d produd

C8lenlials of manufactur- abroad nor p.ovided

Pmlide ln$ruciions for u* (IFU) clea y stating

the intcnd.d use oflhe produd ed Esential

principles ofefcry 0d Performance
CE mak dooments nor prolidel Prcvidc valid

od noradz€d Full OA eftificale and Desisn-

Dxffnination having applied producl

Sizcs ed codes r€quired on this applicalion ar
nol menioned on lom Cleady st,le the sizes

and cod6 requircd on this application, hi8h1'gh1

th€m on FSC and sinc. regisiration is npplied on

bdis of CE mak docLtments e all lhos codes

should be CE m-ked od hiehlight on CE

mdkinS documenc. Provide Producl br@hurc

and labeh of all codes requiied ot this

(iii)
(in
(v)

("i)

(vii)

(viii) Slability srudies supponing claimed shelf life of
5 yeaN not provided

(ix) Pmvide Undetaking from the mmuf@tuler

abmad that same prcdud wilh satle

specificalions eill b€ supplied to Pakisld 6
claimed for CE marking of Euop€ on the

bft. cad siened ad slanp.d by Esponsible

Ir./s La-Vie (Pvt)

Lrd, Behind PSo

Road, Kol l"alhpat,

(ELr00r r3)

MA AII-EE CO.. LTD
28, Gaya-daero 196

beon-gil, Sass-su.

issuc 08-05-2020

AILED Black silk suture

Codes: As perFSC

Clas D

Shelf Life: 5 y€als

O€feded for thc provhion of followinS documents:

(i) Dtrla.alion of confomily provided $ates $ar

product is clN IIa in Euiope shercN th€ clN
applied oo form is dN D. Cldifcation is

rcquired fiom mmur,cturer abroad that how md

und* uhat ruL t the produci classifi€d N cl6s
Ila in Europe? Ard uoder shar rule ofMedical
Deli.es Rxles, 2017 is lhe product cla$ified 6
clas D? Prcvide relelml documc s 1o suppon

(ii) l.t)e technical delails provid€d are oi Sursifir

sturc ad not of applied produo i.e BlDe Nylon

Suture Polymide. ftovide applicd prcduo delails

(iii) Credenrials ofmmufacrurer abroad nor providcd

(iv) MRP not provided

(!) Prolide lastructions for use (lltl clefily statins

the i.lended usr of the product md Es*nlial
principles ofefcty md perfomance

(vi) CE mark documen6 nol p.ovidcd. Provide valid

and notariad Full QA ceftificae ed Desi$-
Emi.ation havjng applied producl

(vii) Sizes and codes requiEd on this alplicanon de
.or me.rioncd on Fom Clenly stale the sizes and

odes required on $is applicalion. highli8ht them

otr FSC and since registration is.pplied otr basis

olCE m&k docuddts so allthose.odes should

be CE Iuked ed hisnlidr on CE meking
d(xumerts. Prcvide product br@hue od labeh

ofall codcs requied on this arplication.

(viii)Stabihy $udies supporting claimcd shclflile oI5

)rds nol Prcvided
(ix) Provide Undenaking from the nanufacturer
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will be supplied lo Palistan as claimcd for CE
mdking oi !.urcpe on 1e letefiead $8ned ed
slampcd by responsible p€6omel.

l9l (Pvt)Ltd,268/3

Saddar. Rawalpindi

ELI,00r99

EvaluaLrr

t2783-Pl

MA GMIbat h Medi€al
2300 Berkshirc Lme
Nonh, Minneapolh,
MN 55441 USA

Myopore Bipolri Suture

less Myocardial P&ing
l*td

Codes:Arper FSC

Clss D

ShelfLife: 16 months

Deferred for pmvisioIl of fouowing documenrq
l. Leuer ofAulho.iation nor provided

2. Provide valid FSC.ISOl3485
3. MRP not provided

(P!1) Ltd,

25&/3 Kamal Road

Et.t-00r99

AD-IV

[2782-Pl

lvr/s Abboi Medical,

5050 Nadun Lane

Nonh. Phmouth. MN
55442. USA

Tacticad Contact force
Ablation Calhcrcr. Sensor

iCddiac radio'irequenc)

ablalion s)slem.arheleo

Codes & Sies: As pe. FSC

Class D

ShelfLife: 18 mo bs

Deferred for provision of following documeDts:
I lreeSaleCeaificare(fSC,rsnorprc!idcd P,o!id.

oriSinal valid and Embssy aaested FSC including
iB matrulacturins sn€, suer.odes tor dll ro<

applied producrs of lhis manufacturcr.
2 Lefler ol Aulhorizl,on nol pro!ided. P-o\ide

o.isinal Letter of Authodation or Agency
a8rcemcnt with mdufacturer abrod dul),
ro'eird rn rhe comn) of oir8rn. Lener or
Aulho arion or agreemenr \hall be o 8,nal.
signed & slmped. harrng validrr). conefl names

ed addresqes ol both mmutacturer and rmponer
and having nme of medical devices tor which
sole/exclusive authorization is giyen 10 imporer

3- ISO expirednow. Pmvide valid cenjficate
4. FullQA not provided. Prcvide valid dd noraried

5 Desgn Ewinanon s nor nolotied. Pro,ide
notariz.d cenificlte

6. MRP nol prolided-

195 Ltd. 266/3 Kmal

ELI:00199

[^D-vxr]

Nrs St. Jude Medical

Minetonka Mn 55345.

USA

SterilizAtion Sile
(Contr$t):
Steris homedix 180 90ri

Sterigmics: 57725

Hdold Galty Dr. Sall

Lake Ciry. USA.

Corporation I 204

MO 63755 USA

FSC: USA

vnlid tiU: 18.02.2023

El€ctrophysiology
Ceth.t.r eilh Lumen

Codes & Sizes:

401 132; 401ll0; 401133:

401 l14i40l l.1l 40ll44r
}l0ll47:401137

CIassD

ShelfLife: As p€r stability
study

D.f.r.d for the provisionc offollowi.g
delicietrci.s/ documeots:

i Sinc! many fi€lds ee left blark in applicarion
fotr& the.efore prcvide revised

fom-?A (omplel.l) filled Errh rclev&r

ii Prolide O Sial and lald tSC. De [nr.
provided photmopy having validily dU

18.02.2023 (valid upon submision).
.ii. Provde lahel (c.pprcved rn lhe comry ol

o.igin) fo. all the codes & siz.d aDplied on fom.
7,A re fim p.ovided labels for 40ll30 &
101144.

iv. Plovide valid ISO 134E5 cstifiates of al1

mmufadunDg sites invoived h desig4
manJferurirg. nerilizaton etc. ot apptrec

v. Prolide Stlbrlrry $udies Repo6 sho$in8
conclusive tmlti to jusrily rhe proposed shelf lile.

vi. Provide tss.ntial Reqtrir€{nml for efery eL

!ii. Prolide tht d.llls or manutacunn8 ed qualrr)

control processes.

viii. Provide Original. valid LOA notdized by the

counhfoforiSin.
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lSC USFDA Yalid till
2t-05-202t

Mmuf&lurin8 Site: St

Ri€ Lrda Edificio # 44.

Cdle 0. Avenida 2, Zom
Fmnca Coyol, EI Coyol.

FSC noi prorided



196 L1d, 268/3 Kamal

Rawalpindi

ELI:00199

2',162

[!.lustorl
ADII

LegilMrntrfr.turer:
Lake Region Medical

I-!dRutlerlmd- New

Abbon Medical 5050

55442 llSA

Originel FSC: lreland

Valid TiU:27 05 2025

6uideRight Guidesire D€ferred for provision of following dmumefts !
. Fom-?A @mpletely filled od duly signed.
. Copy of valid esBblishnent liceme.
. Nmc & parnculor! ofrcsponsible pe6ons-

. Credendals of meufacturcr abroad duly nounad
ftom tle country oforigin

. HS code/ GMDN code.

' Shelf-life & sloEge condilions i.e.. iu{1ned with

. Proposed MRP ofmedicaldelice

. Original ASencf agreene.r or letttr ofauthoriation
fiom manufaduier (le8al) / o6ner or maker

aulhorianon holder (MA]0 or its authorized

distributer. contajni.S nue od complete address of
mmufacturcr, prcduct or caleSory of mcdical

d.vic{s) for which ele aulhorizaion is given,

validily of aBremen! dull notariud by thc ou.try
oforigin:

. GloupinC of medical devices

' Li$ of MD, constiluenlsromponents thal m

. Description ofacceseries, o$s medicaldevices or

products thar d no1MD. are lnloded to be used in

. Complel€ list ol vanoDs confiSuElions b be

' Comllele desc.iption with rnended use, Key

tunctionrl elemots, fomLrlarion & composition

. DECLARATION (on slmp pape) as per Forrn-7A

\rs Melarnine

814, Srar Ciry Mal!,

Saddar

(ELr-004r4)

ADJV

132$l

SwL Medinn OmbH

Havelstr.l6 64295

SWL Guiding Cath€ter

Cod6 and Sizes: FSC not

Class D

Sh€lflife: 3 ye6

Dcf.red for provision of follosing docum c
l Free Sale Cerlitcae (FSC) is no1 provided.

P.ovide onginalvalid aod Embassy atesled FSC

for the applied prodDd Also on Fom the

muula€turing sne motioned is China an.t label

sLles Made in Cermany. CItu,Iy the

manufaduring site of this product. ls il made in

China or Gemany and from which the SuidiDg
calheterof which sn€ will besuppli€d to Pakisun'l

The above mentioned fSC should include the

mdufacturing site ollhe producl

2. Accclerated sludies provided de of only l2? da) s.

Proaide real-time slability sludies cleaJly

supponing claimed shelf life of 3 yem for lhis

l. Ori8inal documents i.e Letler of Auihorizarion-

ISO. Full Qa, credentials originaL not izsliofl

certificaEs 6re nol fourd in lhis doser. Provide

8l4. Sttr City Ma1l,

K achi

(ELI-00414)

SWL Medizin GmbH

Have,str. l6 64295

SWL Periph€Bl Cuidewire

Codes and Sizes: FSC nor

Class D

Shelflife:3 yff

Deferred for provision of following documenlsl

t. Classificalion no1 clear. The inlended us. of
prodlcr shtes it is for pcnpheml use whereas lhe

EU DOC stales it is class lll medical delice dd
applied 6 cl6s D on Form. Explanation js requted

lor manufaclu.er abroad a to hov md for which

indicatioD (wnh supporlin8 eviderce) il is

clEsified as cl6ss D medical device dd aho
p.ovide rcleva.t rulc prcvision of Schedule A of
M.ni.,l Devi.e{ Rnles 201?

2 Fre. Sale Cenifi.ate (FSC) isnorprovided. Provide

original valid d Embassy ane$ed Fsc for rhe

applicd producl. Aho o. Iom lhe mmufacruring

sile menlioned is China md label stales Made in
cemdv. lhe label aho siales lhe nme lo be

Letter ofdeferred cases ofMDB-47 Meeting (29-03-2022) Page 64

Cod€s & Siz.sr As per FSC

Class-D

Shelf Life: As !tr $ability

S)mer8y Heallh h€lud
Ltd IDA Business &

Tullmore, CO Ofila).,

t97

AD{V
I32691

r98



814. Std Cily Mal1,

Saddar

(ELr-00414)

AD.IV

t32701

SWL Medizin GmbH
Halelsrr.t6 64295

FSC not provid€d

SwL PTPE Coatcd

Class D

Shelflife:3 yems

Deferr.d for provision of following do.uments:
,. Cl6sificatioD not clea!. The irtended us€ of

plodlrt ndes rt is for pcripheml use shered tte
EU DOC stales n is class III medical device ud
applied as class D on Fom. Explanalion is required
for muufactuer abroad 6 to hos dd fo. uhich
ind,Larron (wrlh supponing eviden(er ir is

clNified as class D medical device od also
provide rclevmt rule proyision of Schedule A of
Medical Devies Rules 201?

2. free Sdle Cenificr're rl-SCr h noLpro!ided Proude
oriSinal \ahd dd I mba) areqed ISC io, lh<
applied product. Also on Fom the manuferurin8
site mentioned is China and label states Made in
Cermdy Tte label al$ ,rales Lhe name ro bc

Advancer peripheml Suidewirc wh€res the word

"adrecea is nor found h m\ olhe, docum€nr

Prc!rdc Ele\er labels ofaltcodes requircd on Lhi.
applicdr'on ( larib r,he mrufaLluing 5ire ol.hs
p'olucl. Is ir made in (hrna or Cernin) and lhe
Peripheral Cuidewire of which sitc willbe supplied
lo Patislan? The above menrioned FSC should
include the maufactlrrin8 site ofthe producr

3. Ac.€lerated srudles prolided are ofonly t3? dals
Prc!ide real-lime slabilr) rrdieJ Lteart)

5uppoding claimed \helI .,le ol I )edq fo. rhis

4. On8rnal docummts ie Lmrr ol Aul\orizl)liun
ISO, Full QA. cred€rtiah original noldiation
.e1.ficales e nor found in d,s dos*r. P,o\idr

200.
814. Slar City Ma1l,

Sadd

(ELr-00414)

[]l2ll

SwL Medizin GmbH

HaYelsrr.l6 64295

SwL Angiogaphic

Codes and Sizes:PSC not

Class D

Sh€lf lifs 3 ycars

Deferred for provision ot iollowin8 documents

Free Sale Cenificare ([SC) is not provided.
I'rovide orisinal valid and Embusy atlesred FSC

includinS iG sizes/cod.s for aU the applied
products ofthis mmufadurer. AIso on Fom. the

meufacturing sile mentioned is China and 1ab61

sBles Made in Cemmy. Claili themuufanxri.g
sitc ofthis product. h it made in China or Germu)
and th.Angiographic Calh€terof*hich sile sill be

supplied to Patislan? The above menlioned !_SC

should includ€ th€ meufeluring sile oi the

Page 65

Adv cer peripheml suide*ne whereas tle ro.d
"advacel is not fourd iD dy other documert
Pruvidc relcvmr labelsofall codes required on lhis
applicalion. Cldify fte manufrcturing sile oflhis
product. h it mBde in China o. Germany ud the
Peripheml Guidewirc of ehich site will be supllied
lo Pakist r? The above mentioned FSC should
iDcludc the mdufacluing siteofrhe prcduct

3. Acceleraled studies provided are of only I 3? days.
Provide rcal-tirne $ability sludies ctedty
suppofling claimed shelf life of I yea.s for this

4 Origihal documents i.e Len€. of Aurhoriatiorl
ISO. Full QA, crcdentiah original notarizarion
c.rtificales are not found in this dos*r Pr.vrd.

Codes and Sizes:FSC no1
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20r

Irs M€lar ne

814, Sid Cjty Mall.
Saddar

(ELl-00414)

[3124]

S\r,L Medizin GmbH

Ha!els1.l6 64295

FSC nol provided

SWL PTCA Cuidewirc

Codes ,nd Sizes: ISC nol

Cl6s D

Shelflife:J )ean

Def.rr€d for provision of following documents:

L Free Sale Cerlificate (FSC)is nor provided. Provide

oneinal valid dd Embassy allesled FSC for the

applied produ.t. Aho on Fom the manufacluring

sile mention.d is China and label siates Madc in

C€rmoy. The label also slates the name ro be

Origin PTCA guidewirc whereas the word "origi."
is .or found in an} olher dcument. Prcvide

rel€vanr labels ol all codes rcquned on this

applicalion Cidry the manufadDdng site of fiis
producl. Is il made in China or Cermmy md the

PTCA Cuidewne of*hich site {ill be supplied to

Pakislan? The above menlioned FSC should

include the muiacturing sne. sizes/codes oi the

2 Acceleraled studies provided ffi ofonly Il7 days

Provide real-lim. stabiliry srrdies cledly
supponing claimed shelf life of 3 teN for this

814, Srai Ciry Mall.

Saddar

Keehi
(ELr4o4l4)

AD.IV

132631

SwL M.dizin GmbH

Hav.hlr.l6 64295 Codes d Sizes: FSC not

Class D

Shelflife:3 years

Def€rred lor provision of folloe ing documents:

l. Clasifrcation noi clear. EU DOC slatcs il is cl6s
III medical device ad applied 6cldsD on form
Explanation is required for maulerurcr abroad as

10 how ud for which indicatior (pith supponing

evidence) il is cldsiIi.d as class D medical device

dd dlso pro\roe Rle\anr le nro!Fion o{

Scledule A ofMedical Dcvices Rules 2017

2. Free Sa'e Cen ificare (tsa) rs nol p, o!,ded Provide

o grnal !alid anJ f,mbA\l cne\red Fsc in(ludine

rr! !/cJcode\ lor all the appl'.d producs of fiir
meulaclurer. A.so on Fom rhe rdutacrur n8 .nc

menioned is China and label sutes Made i.
Germd). Clanry rte mmuldcru ng rilc ol rhi
prcducl. l' .r mdde in China or G*mdy and I\e
lntroducer Sel of which site will be supplied to

Pakistan? The abole menlioned FSC should

rnclude r1e meufactunng srre. !7(-rod( of lh(

3. AccelemLcd studies pro!ided a,e otorly 28 di:..
ProrrJ. r(sl-r,re :Lrb,liL) ,tudics cleal)
supponil8 c aimed shel, lile o'J Jed\ tor rhi.

203 Emporium

814. Std City Mall.

Sadde

Karachi
(ELr{0414)

AD.IV

13?62)

SWL Medizin CmbH

Havchtr.l6 64295

SWL P ICA Batlooa

Codes and Sizes: FSC nol

Deferred for prolision of fouo\eirg documents:

I F€e Sale Certificatc (FSC) isnot prcvided. Provide

original valid md Dmbassy ane$ed FSC incltrding

irs sirs/codes for atl lhe applied producG ofthis
manufaclurer. Also on lom rhe mmufeluringsite
mcnrioned is China and label slaEs Made in
Cernany Clarify lhe mdufactudng sile of this
product h il made h China or Geman) and the

PTCA Balloon Dilatation Caiherer of which site

$illbesupplicd lo Pakisto? Tle above menljoned

PSC should include the meufactudng sire.

sizcvcodc of rhe producl

2. Anachcd $abilty dGument is prolocol dnortest
repon Provide compleB real-timc stabiliry studlcs

cleely supponlnS claimed shelflife of 3 y.a6 for

201.
814. Star Ciw Mall. H6velsr. I 6 64295

Deferred for provision offollowing documenB:

l. Free SaleCenificate (FSC) isnolprovided Provide

oricinal validdd Embassy attested fSC includine
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Saddd

Kemhi
(ELr-004r4)

FSC not provided

Codes and Siz€s:FSC nor

Class D

Sherlif€i 3 yerrs

.ts types \i/es,rcodes forallthe apllied prodLldrot
this mmufacture.. Also on Fom the muulacluring
siie mentionol is China atrd label stares Made in
Cem&). ClariD the maJfacrlnng srle ot lhi\
producl. ls rl made in Chrna ur Cerm&) ed rhe

Microcatheter of which sitc will be supplied to
Pakistd? The above mmrioned FSC should
nclLde rhe Imutacluring 5ite. Dps. \izevcode of

the producl The iahcl also sBres rh( name ro bc

Pionee! Micrccatheter tr here6 the word _p.oneei'

is nor folnd in ay orher documenl. Pro\ide
rclcver labek ol dll codes RqLired on uis

l. Clei[ $e poducr requircd on rhis applcation i\
perpheml mic, ocarherer or corcrary m'c!ocarhfler
o, neural microcatheter2

2. Accclerared $udies provided are ofonly 137 days.

Pro\,de rel.rime srBtrii$ ,Lldie, cte,lt\
supponing clamed .hell hte of J )eh lor rhrs

3. Declararon ol @nlomlly. tull Od Design-
Frmild ion for all applied podrcts namet)
Microcatheler. PTCA Balloon Dilalation Caibaer
In,rodrcer SeL Pl'aA Cuidetrre. ArBioernphic
Catheter, PTFE Coar€d Cuidewa.e. Peripheral
Cuidesirc. CuidinB Carhcrer do nol hr'!(
ti^Vcodes in il JEli$ dd prcvide e\idence lor
all produlL. Lhar *hich $,, ud codcc e ('l

8ld Slar CiryMall,
Sadd

(El,t-00414)

ADJV

ll266l

SWL Medizin GmbH

Havehlr.l6 64295

SWL Hydrophilic Coated

Codcs ud Sia: FSC nol

Class t)

D€f.rred lor provision of following documents:

l. Free Sale Cenificate (FSC) is.orprcvided. Provid.
o.ig,nalvalid od Embssy aflested fSC including
irs r}?cs. sizevcode( forall the applied poduch ot
lhi' mdulaclurer. Aj$ on Fom Lhe mdnutacrunn€

sne menlioned is China and lalel slates Made in
C.mMy. CIariI) lhc manulacturii8 sne ot rh.s
prcduo. ls rr mad. rn China or Germany ed l,he

Hydrcphilic Coaled Cuidewire of which sile will
be strpplied lo PdIisrM?Theatove m.nuoned tSC
should include the muufacturing si1e. ry?es,
sizeYcode of the producl.

2. Accele,"red studies provided a.e ofonly t37 days.

Provide @lnime stabiliry srudies cleul)
supponing claimed rhelf lif( of I yca br rhi]

3. Deoldalion of confonnily. Pull QA, Desisn-
Exmination forHydrcphili. Coacd Ouidewire do
nol hdle siavcoder il rt lustb dd p o,ide
evidme that which sizes ed codes e CE

AD.IV

[]2651

swl- Medizin GmbH
Havelstrl6 295

SWL NC Colona.y

Codes ud Sizesr FSC nol

Clals D

Shelflife: 3 yem

Deferred ibr pro!ision of lolloving documents:

L Free Sale Cqtificale (FSC) is nor provided- Provide

o.igina.l valid ed Embassy arlesEd FSC hcluding
ils sizeycodB for all the applied p{ducts of tis
mdufacturer. Also on Fom the marufa.ruring sile
menlioned is China ed lalel $ates Made in
Gemmy. Cldi8 the manufadu.inS sne of rhis
prcducl. h il made in China o. Gennany ard rhe NC
Coronary Dilatation Catheter of which silc will be

supplied !o Pakist n? The above mentionsi FSC
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AD-IV

132611

105

206.
814, Sld City Mall,
Saddar

Kar.chi
(ELr-00414)



shoutd include the marufaduring sfte. sir!s/..de oI

2. AMched stability document is protocol md rct test

.epon. Provide complele real-lime srability studies

clearly supporting claimed shelflife of I y€a6 for

3. Decldation ol confomiry. Full QA. Desisn'

Examinalion lor NC Co.onary Dilahlio, Calhetd

do not have siu vcodes in it. .,uslify and provide

evidence thtu wtich sizes md codcs de CE

4. Desig.-Exminarion nol notlnzed. Prcvide

notarized ceilificate.

I,t/s B.Brdun

Pakisra (Ptl) Lrd.

216, Khayabm-e-

Imi, Block No.9,

Clifton, Karachi
(ELr,o0006)

ll07(Rerewal)l

B-Braun Melsuryen AC
Carl-BEun-SraBe I

34212 Mehungen

FSC Germrissued on

t5-1-202t

Certofix Trio

onpl$Lumen Ce ral

AsperlSC

Cl6s D

Sh.lflilc 5 ye s

208

MA B Braun

Pakistm (h^) Lld.,

2 I 6. Khayabd-e-

Jami, Block No.9,

(ELr-00006)

tl08(Renewal)l

FSC Gcma.y issued on

18-5-202r

Inlrafix P!im€line

Iv adminislration sels with

air venl for pressure and

Clas D

Deferred for provision of fouosing:
l Differential fee ofRs.25.000to be submitted as

rhe producr will be considered a! ne* applicalion

2. Manufactuing site nolcled. The codcs applied

have different manufacturing siles i.e some codes

are manufaclurcd ln Gemay, eme in Vietnam-

one in Hun8ary etc whereas on lree Sale

Cenificde the produciion facility m.ndoned is

cemey only. Cldily lhis mbigufty and clearly

slate the manufacturing siles ofeach code

applied, provide labelofeach code d $are

from which site the codes sill be strpplied to

Pakislm? ed accordingly provide fie relevnr
valid. original, Embarsy attested Frce Sale

Certifiqrc (FSC) is not prcvid€d

3 Differ€nce amongst the codes applied is nor cled.
Explain md also provide pictur€s ofthee codes

to cleiry the difference

4.ISO expired mw. Prcvidevalid certificalc

lvl/s B l]mrn
Pakist (Prt) Lrd

216 Khayabo-e.
Jami, BlockNo.9.

Clifton, Kmchi
(ELr-00006)

AD-IV

tl06(Re.ewrl)l

B.Baun Melsungen AG

C&l-Braun-StraBe l
34212 Melsungen

FSC Gemmy issued on

l5-3,20?1

(Triplc-Lumen Central

Codesl

As per FSC

Clas D

Sh€lllife 5 )em

Def€rred for pro!ision of following
I Diferenlialfee olRs 25 000 to bc submitled as

the prcducl willbe considered d new applicalion

2 Valid lSOl1485. Design Examinalion ccnificarc

210

M/sB.Braun

Pakistm (Pvo Lld.,

216, Khayab -e-

B.BButr Melsung€n AG

Carl-Braun-StaBe I
34212 MelsuDgen

(Si.gle-Lumm Cmftal
Deferred forprovision of follo*ingl
l. Difftrenlial ltr ofRs. 25.000 ro be submincd d
fte produn willbe considqed 6 new applicaiio.

2. Valid ISOl3485, D€si8n Examination cenif,cate
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Deferred for provision of following:

l. Ditr rcntial fee of Rs. 25.000 to be submitled d
the produ.r willbe considercd s n6wapplicarion

2. Valid ISO13485, D.sign Examinarion cenificak

B.Braun Melsun8e. AC

Cail-BmuEstraBe I

342l2Melsungen

Shelfliie: 5 yem

209



Clifton, Karachi
(ELr,00006)

AD.IV

lr05(Rcnewal)l

FSC G.mmy issued on
15-3-2021 Clas D

Shelflife 5 y€us

2ll
Nts B.Araun

Patisra, (P!r) Ltd ,

2 I 6, Khayaban-e-

Jami, Block No.9,

Cliflon, Katrhi
(ELr-00006)

AD-IV

!04(Reie\ral)1

B-Brcun Mekungen AG
Cul-Bnur-S|mBe I

34212 MelsungeD

FSC Germmy issued on

l5-3-2021

Cenolix Duo
(Double-Lumen Centml

As per FSC

Shelflife J rees

Defcrred for p.ovision of foltowingl
L Ditrerenlial ffr ofRs. 25.000 to be submitred,s
the produclwillbe considered as new application
2. Valid ISOll4E5, Design Examination cerlificate

2t2-

B-Bmun Pakisla
(Pvr) Lrd., The

Forum. Surle2l6.

Block No.9. Clifton,
Karachi
(ELl-00006)

IAD-Vn!

B.Braun Mchungen AC
Crl-Braun-SraBe 1

14212 MelsuSen

M/sB.Brdun
Melsunsen AG

SieveBufe.8 12159

FSC:Oerm&)
Issued l8-10-2016

PTCA Cetheter
(Coared with P.clitelar)
Clr$'D
Shelflife:2 Y€,.

Deferr.d for the provisions offollowitrg
defi caenciev documents:

i Prcvide the O,,8'nal Agcnc) agEehflr or lcner
of auLhorizznon rcgddine rpplied prcdud or

caftgoD of medical devi(e(.) me iooin8 rhc
validiry of agffimml dui, nolarized by Lte

country of origin Prcvided one is fo- ScQ'uer-

ir. ne provided phomopy ofFSC in rhe louolr} of
origin/RRA E ei.prred rpon sLbmi"jion hcreloe
pro\ ide Odginal and vali fre sale cen.fic{.e ol
d) RRA a5 perrule o? duly aiesed b) cmbas$.

iii. Cleiry ftat provided document including "lSO
Il4E5. Full QDality Asrece, DesiSn
tffiinarion rhe scope i, Lo design. mmufalue
PTCA Cathete. ralher lhan "Drug Coated P'rCA
Cathelers" as mentioned on Form-7A.

iv. Provide noradred documenrs, 6 rhc prcvided

documen6 arc not noleized like Crcdentiats.

LOA. ISO I 148J, FUU Qualiry Assurance. DcsiSn

v. Provid€ role of "Acrulap AG AM Aesculap
Platz, 78532 Mehungen G€met'' o. B.BlauD
Melsungen AG. D34209 Mehungen Gmany"
s $e see is not given on FSC bui mentioned on
lab€|, promotion mlerial and brochuc.

ri. Prcvide labeL aapprcred in colnlq ofongir'br
all codes ad sizes as per FSC.

vii. P.ovide stabiliry studies coverhg alt sizes to
jusri[ $e s]elf lire ol applied produfl halrne
special foc6 on P&litqxel releN.

viii. Cldiry fte slalus of'M/s B.BBun Mehungen AC
Va!.ula! Systems Sielersufer 8 12359 bedin
CemY a ma,ufacruer a per FSC or
di$ributor 6 per promolion rErerial,lalel.

213 Solulions, A-21l3,
KDA Scheme No. I
(Ex1). Opposile

(ELr-00029)

Elekla lnsfuncnt AB,

P.O.Box 7591

SE-l0l93, Slockholm,

Elella Dispoeble Biopsy

Ne€dle Kil for Leksell

Codc 9ll93l

Clas D

D.f.red for provision offouowing documenls:

L Multiple producls applied on orc application Ile
nme Disposable Biopsy Needle Kit for Leksell
Stercolactic Syst.m (91 l9l3 ) will be considercd on
lhis application Submit separate applicarion for

PaCe 69
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FSC Sveden valid lill
26-5-2024

Shelf lib: 2 !ees Gtudies 2. Slability srudies for DisposalLe Biopsy Needle Kit
noi pmvided. Provrde shelflife studies supportinS

claimed shelflife of2 yed
3. Letr€r of Authorizrtion d ISO 11485 e'(pir€d

now. Provide valid cenificate

4. Prcvide MRP ioi Disposable Biops) N.edleKil.

Nts Kokab

No. c-56, Bill]-s

Block 18, Karachi

(ELr-00544)

r\Dlv
lr599l

Presenalion Soludons

Elkhoh, WI 5l I 2 I

USA

Belrer Uw Cold Slo68e

Clas D

Shelflife 24 months

Deferred as Product is already rcgieeEd in nane of
M/s. Healthline Phamaceulical Plt Lld. Ofrce
No.402, Al-Hafeez Hei8hts, GulberS-3, Lahor€. Reg

No MDIR-0000606

CB-6149/8, Amar

ELI-00610

At).lv
[]646-P1

ACCURA

MEDZINTECHN IK
CMBH Max-Planck.
str3l5l184Kdber

on 13.08.2019

lntroducer Set (femorat md
tadial)

Codes: as p.r FSC

Cl6sB

ShelfLife:5 yeals

Deferred fo. prolision of lollowing documenB;

l. The prcdud applied h not cled. On cover lener i1

is mcnlioned transradial introdu@r s.t Nhereas on

iorm the nme menlioned is lntroducer Ser

(femoral ud mdial). Clearly slale the nme ofthc
p,rduct required on $is applicatioD. ils bmnd

nme, its sizercodes requircd on this application

$h,ch shoJld aho be menlioned on l-ree Srle

cerrr[(arc(l-SC) dd hiShliShr the producr Lode.

on FSC od DOC. Aho provide piclu.es ofaclual
prcducr labeh of all rhe Lodes rcquircd on lhn
application and clearly slare the ditrermce amongsr

lhese codes Provide suppofting evidence and

2. Mdufacturing sne nor clear. On Fom-?A SCW,

China hm€ntioned. What isthc lirkofSCW chm!
$irh Accu6 Cmbh Geman)' ![hJ r 15.

mdulacturing sit€ of the applied producfl And

from wh,ch $re rhe dpplcd producr s,ll b.
<unplied ro Pali(13nl And lhb moufa(lurin! : re

should be ment,oned on ISC T\e Rlever fsa
should be original, valid and Embassy aflested

3. Slability studies supponing lhe cliimed shelf life of
5 yeors is not provided- Providc il

4. Provide d€1aih ofproducl, ils mdufacrurins dd
QC resr perfomed on the product

216 CB-6149/B. And

ELI-006t0

1r643-Pl

ACCURA

MEDIZINI'ECHNIK
GMBH Md-Planck-

on 11.08.2019

Bauoon In-Dellation

Cl6s B

Shelflife:not prcvided

D.f.rr.d for provision of follo{ing documents:

I Muhiple produ.b applied on $ls applimion. Thc

producl nmely Balloon ln-Deflalion device wil) be

considered on fiis application. Subnn sepaiale

applicalion lor Push Click Y Comeclor

2. Clearly $ate fie bmnd nafte dd sizevcodes of
Balloo. In-Dcflalioo device r€quned on ltlis
application, these codes shoul{t also be menlioned

on Free Sale Cenificaie (FSC). AIso explain rhe

difterence belween the nlo codes of Balloo, In-
Delalion device mmtioned on F_SC dd lrovide
pictures and labels ofbolh codes

L Manufacrurine site nor clm. O. Fom-7A Dema\

Beijing, China is nenioned what js rhe link of
Dem Beijing, China with Accura Gmbh

Gemany? What is lhe meufacturing sne ol the

applied producf Ard ftom which sile the applicd

oroducr wiu be suDDlied to Palislan? A.d this
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manufeluriDs sile should be h€ntiored on FSC
The relevanllsc should be oriBinal, valid ao;

4- Stability studi.s supporting lhe claimed shelf life of
5 years isnolprovided. Provide il

5. Provide dehils of product its manufacturing and

QC tesls performed of, th€ product

6 Dedmlion of confomiry |DOC) is incomplere.
Provide complete documenr

7. Notarized ISO prcyided was expircd ev.n upon
submission and lhe valid one is nor nolari/ed
Pmvide valid dd nota.ized lSO13485 cenificale

2t1

M/s Lile Cares,

Natha Kha Bndgc

(ELr-00077)

At)-1V

[4317]

Phenox GmbH,

Lis+MeitnoAller 31,

D-44801 Bochum

FSC Germany issucd on

l0-8-2021

Hyd.ophillic Ouidewne

Class D

Shelf life: rot mentioned

Codes. as per FSC

Deter.ed for pmvision of followinS documenb:
l. Copy ofEslablhhment Licfrse ro impon medical

devices isnot attached indossier. Piovide it
2. Cledenlials of meufactuer abroad is a

requirement of Fom 7A. Provide credenlrals on

fomal appro\ed b) Medrcal Devrce Board in il.
3rd meeting duly norrized liom coutry oforigin

3. Detaih ofmmufacruring ard QC norprovided
4. She f life nol menrioned on iom and sDbil.rj

studies not providcd- Cledly sra@ rh€ shelf life md
pro\ide st brl$ studie\ supponin8 claimed rhejf
life

5. Iener of Aulho arion is nor o Srnal. fro\,de
odginal notarized l.tter

6 free Sale Cedificare n cop) ud .or lmbassl
anerLed. Provde ong'naldocunenr $,rh hmb6s)

7. Sizevcodes ofapplied product not menrioned on
Fom. Cle&l) 

'ral. 
Lhc codes requi€d on r1n

application, dpse codes should also bc menioned
on Free Sale (efl licare ttsc) ard ako prclide

8. Pioduc! delails including its interded use.

conlraindicalions. $eninB pealrions erc no
protided in $'s doss.er. Also prorrde rnsrac ron.
for use (ll-U) for the applicd p.oducr

9. ISO. FullQAed Design-Ermiration edifi(al.s
not notarized. Provide notdized cenificates

10. Provid€ Ess€ntial Principld of safer) and
performece for the applied product.

2l Il

Ws Life Cdes,

M-20, Meaine

Natha Xnm Bridge

Shahm-c-Faisl,

(ELr-00077)

ADIV

I43r8l

Lise-Meitner AIlce ll.
D-44801Bochum

FSC Gemmy issued on
30-8-202t

pCONUS-Birfurcalion

Class D

Shelf lifer not mentioDed

Codes: as p€r FSC

Deferred for provision of following documents I

I Copy ofEstablishmcnl License to import mcdi@l
devices is not alir.hed in dossier. P.ovlde it

2 Credentiah of mmufactur* abroad is a
rcquirement ofFom 7A. Provjde credenlials on
formal apprc\ed by Medical De\ice Bo d il tt5

3rd heeling duly notarized frcm counrry oforigin
3 Delails ofmeufanxring ed QC not prcvided
4 Shelf life nor menrioned on Fonn and slabilir]

sludrrs nor pro!ided Clcarl) slaLe lhc ,hell lile
and provide slability sludies supponrng claimcd
shelf life

5 Ierrer ol Authorizriol 
's 

nor original P,ovid(
ongiralno&rized lmer

6 Free Sale Cenificate is copy dd not Embdsy
alGsted. Provide oriBinal document yilh Embdsy

7 Si4s/code, ol appl,ed produ.i no. menrroned o.
fom Clearly (dte the (odes rcqu:reil on 6,s
appli@lion. lhese codes should also be mentioned
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on rrcc Sal. Cenificate (FSC) and also prcvide

8 Product detaih rncluding ils lntended use,

conlraindicarions, trmin8 precautiors erc nol

provided ;n this dossie.. Also provide instru.tions

for use(lFU) for lhe applied product

9. lSO, FuU QA and Design-Exminalion cerlifi.ales

nor norriad. Provide notarized cenificates

10. Provlde Dssential P.inciples of safeq* a.d
perfonnance for the appued plodud

I L Declantion of Confomity ofapplied producl ror
provide. Provide il.

2.t9.

Irs Liie Cares

14-20, Memlne

Natha Kl'm B.id8q
Shanra-e-Faisal,

Kaachi
(ELr-00077)

Class D

Shelf life: nor menrioned

Deferr€d ior provision oI followinB documents:

I Mmul&rurer not clee. O! Fom Phenox OmbH.

Lis.-Meitner AUee 3l- D-44801 Bochum

Cera) i( menlioocd sl ed on Declarolroo ot
Confomity and Desien-Examlnalion Certificate

it ismentioned Wauaby Medical,Inc. \!ho is lhe

manufaclurer of the product? What is lhe

manufacturing site of the producl? Provide

docume s ftom rctevel manufaclunr

2. Copy of Establishment l,ic€nse ro import medical

device! is not attached indossier. Proride it
.l Credenual, of moulacru,er db,oad r ?

rcquirement of Form ?A. Provide credentials on

tomar approrrd by \4ed(al De\ice Boed ir \
3rd meeting duly nourized from country of origin

3. Detaik olmanufaduring and QC not provided

4. Shell liIL nol meotioned on l-om ed srabiliq

suJres nor p,orided. Cle&l) 
"latc 

Lhc sh.lf lift
ed providc stability sludies supponing claimed

shelflife
5. L(ller of Aulhoriation ror pro!id.d P,otide

or,Sinal Lerlcr of AurhJri.rrion Jr Agenc]'

aglremcnr sirh mmuterurcr dbroad. duh'

no@n/e'l rn rhe Lounq ot onEin lf,(.cr ol
Adrhonzrion or agreemenL \\dl be oripinal.

sig red & {amped. ha!ing vahdrg. cone.t name.

ed addrcs,er olboth mnnufacrure! and impone

and having nafe of medical devices for which

sole/exclusive authorizlion is gilen to imponer

o Free Srle Ce-l ficdLe not plorided Pro\ide rdld.
original document *ith Embalsy auestalion

having the applied prcduc1 along with codes

7. SireVcodes of applied producl not mentioned on

tom alerll \ldrc lhe code\ Equi'ed oi thij
appliqtion. these codes should also bementjoned

o. Free Ssle r-enifi@re (l-Sc) and also prc\rde

labels of all codes

8 Product detaih includinS ils intended use,

conlraindiclions. vming prccautio.s crc not

prcv ded m rhi' dossier. Ako prc\ ide insrn cfions

for use(lFU) for the applied product

9. Provide relevet, valid d notariz€d ISO, Full QA
anJ Deign-hMmilarion cenificares for rhe

I0. Prcvide Essent'al Pnnciples of safcty and

p.rfomanc. fo! th. applicd product

Il. Declaralion of Confomity ofappli€d produ€t not
provide. Provide it.

220.

N.I./s Life Ctues, M- LeqalManutrclurer:
Rontis Coorpor.tion
SA Bahnhokras\e ,

lnRo Semi-Compliarr

Coronary Bauoon Catheter

Deferr.d for p.ovision offollosi.g documents -
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Ndha Kh& Bridge,

(ELr-00077)

4316

ADJ]I

CH 6300, Z,a,

Marrficturips sit.:
Ronlis Hclla S A.,
lndustial Aiea of
Larisa- 45100 Lads4

FSC: SsirzErland

Valid Till: 27-8-2024

Class-D

Shelf life: 4 years

Codes as p€. FSC

Embassy attesred ad notarian, all legal

FDII Qualily AsMce Cernficale duly notarired.

22t
195,2nd floor,
KMCHS. Ned Hill

(ELr-00249)

11r4l

MicroPon CRM S.r.l

11010 Salussia (vC)
llalv

28-10-2020

KORA 250 SR Peemalcr
(MRCondilional)

Clas D

1PMol3C

D€ferred fo. provision offollosing d@umenrs:

l. Manufaclurer and mmufacturing sit€ not cled On
Pom. MicrcPon CRM Sr.l Via Cesceniin.
s.n 13040 Salugsia (VC) Ilaly is menlioned
$herea5 on fr Sale Ccnil-cae. plIductron sire

menlioned is Fmce ard latiel $!res dde D
f/an.p. Cldnfi carion is EqLircd lrom manura.turer
abrcad lo addrcs rhis ambrguir, rhat sho D rhe
'egal maDulatureroffie prcoucl? 

^nd 
$har,. Lhe

mmufacturing site ofthe prcducr.

2. DRAP copy offee challan t nol Frcvided. on,y
sm is auached. Prcvide ii

L Credenlials of manufelucr abrcad is a

requiremmt of Fom 7A. Pmvide cledmtials on
fomaL alprcled by Medrat De\ice B@d rn s

3rd meeting duly noteized f.om colnrry oforiei,
4. Lettr ofAufiorization is not oriSinal. Provide

original notariEd lens
5. l:@ Sale Cenifi(ak is cop) dd not Lmba\l

aneiled. Prctide orgrnal docum<nr $rrh Lmba,\

6. ISO.IUILQA and DeiSn-EM'nation ctn,ficalc.
nor notarizd. ftovide notnized cenificales

7. D4ldarion of Confomiry ol KORA 2t0 \R
Peetrnker nol provided. ProYidc it

222
195,2nd floor,
KMCHS, Nem Hilt

(Et,l-00219)

At)-tv
l43El

MicroPod CRM S.r.l

I1040 Saluggia (vC)
Italv

28-t0-2020

KORA 250 DR Pa@make.
(MR Condilional)

Class D

Code:

TPM()IOC

Shelflife: 24 monlhs

Ir.ferred for provisiof, of following documenls:
l. Mdutadure, md maulrlu nSs.Le nor cl(d O,.

Fonn V,cloPorl (RM Srl vra crcrcnr'no
s.n.13040 Saluggia (vC) Ir.ly is mentioned
whercd on tM Ssle C€flrficare. prcducrion rire
mennoned is Ftuce dnd label itaLes nal. rr
Frdr.€ Clarificanon N Equ ircd ftom manL facrurer

abrcad to ddd,ei. lhh ambiguiD rhar uho i( e

legal manufa.rurer ol theprcduor Ano {ial is rhe

meuferuring sfte ofthe producl

2 DRAP copy of fee challan is not provided, only
sm is aruched. Provid. il

3. Cred.ntials of mmuiacturer airoad is a

equircmenl of Fom 7A. Provide credenriah on

tomar apprcred by Medical DeviLe Boad in it,
3rd meoting duly noleized from counky ofongin

4. Iener of ALrhorialon n nor orisi$ Pro,rde

onginal nolarized letter

5 Free Sale Cdtificate is copy md nol EmbNy
aftesred Protide oagrnal doclmenr tr,Lh I nbass,

6. ISO. Full 0A and Desigr-Lxmrnarion c.rn6(are(
not notaized. Prcvide notalird certificars

? Decldarion of Confomrr) of KORA 250 DR

Pacrnaler and uE rcle\ur full QA cen'Ucarc

wilh scope ofpacemaler not provided. Provide it.
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223 Company

I 95. 2nd floo..
KMCHS, Near Hill

(ELr-00249)

AD{V

[4313]

Mic.oPod CRM S.r.l

I1040 SalDggia (VC)
Italy

28-r0-2020

KORA 250 DR Pacemakq

(MR Conditional)

Class D

Code:

TPMOlOC

Shelf lifer 24 months

Deferred lor prolision of followinS documents:

I MmtrfactuEr ad mdufacturinq site not clear. On

Forltl MicroPon CRM S.r.1 Via Crcsmtino
s.n.13040 Salus8ia ryC) lraly is menfoned

whereE on Free Sale Certificat€, produdion site

mentioned is Fmc€ ad label $Eles aade ,,
F/dE?. Cldification is rcquied flom mmufactuer

abroad to address &is mbiBxity ftar who is fie
legal manufactw ofthe producr? And shnt is fte
mmuf&lurinB sile ofthe producl

2. DRAP copy of fee challan is no1 prolided, on\'
ssn is at ched. Provide n

l. Crcdentiak of mmufacturcr abroad is a

requircment of Fom 7A Provide ctedeniah on

folml approved by M€dicil Device Bodd in its
3rd meelinS duly nolarized fron coutry oforigin

4. Ldtcr of Aulhorialion is no1 original. Provide

origin.l noldized lener

5. Fre€ Sale Certificale is copy md nor Embdsy

anesled. Provide odgjnal d@ume with Embasy

6. ISO. Full QA and Desien-Exminalion cenificates

not notariTed Provide norrriad cenificalG

7. Declantion of Conformit) of KORA 250 DR

Paenukfl od the relevet Full QA ertiticate
with scope ofprcemakers not prorided. Provide il.

221.

M/s MH Phnnn4

Flat No. ll18, llth
Floor, Eden Heightt.

6-Mnin Gulber& Jail

ELI-00?20

AD.IV

12855,P1

M/s SMB Corporation

oflndi!, 13,l3-36,
Prcm Industrial Estate

loseshw&i (E) Mumbai

400 060lndia

MA SMB Corpomtion

oflndia, 13.33-16.

Prem Indusrial Eslate

Josesh$aji(E) Mumbai

400 060 India.

PIor No. 156. CIDC,

Umbergaon, Dist:

valsad, Gujdat, India,

396170

SMB IUCD
(IUCD Cooper-T)

Codes & Sizes:As pe. FSC

Class D

The Bodd refered the case to Authority for
dtections .e8ddiry reSiskation of medical devices

Tle Boa{d also obsered the following shoftcomings

l. NMe nol clear. Applied nme is IUCD. Which

it?e of IUCD is requircd on tris appticanon?

HiShlight the product o. Free Sale Certincarc

(FSC), FDII QA .€niticale and Design

Exmination cedificate and fte brarLd name

applied SMR should be preenl in L\ese CE

meking documenls for lhe device lo be

considered as CE mdked The piolided Desig,

Examination Cenificate do not hale the bred
NM€ SMB

2. Credenlials of manufacturer abroad nol provided

l. Deraihofm ufacturing and QC nol providcd

4. MRP for Pakistan not provided

5. L*ter of Authorizalion is not original md .ol

6. FSC iscoDy6ndnot Embassy a(ested

6. lSOl3485 now cxpired md not notarizd
7. Full QA cenificate nol provided

8. Relerence country FSC not prcvided

9. wHo prequalifi calion document/cerrificale/r.porl

l0 Ste.iliztion validation report of the applied
prodoct not provided

I I Undeftaking on stffip paper .ot provided

225

DKT Paki$an (Pw)

Lld, RI Buildln& 4th
Floor. Plol No. 37'

2, Stadium

Ltd.

Plot No.2l9, SuPey #

168. Dabhel lnduslrial
Co{Dcra.ive Soc. Ltd.

He.r IUCD TCU l80A Plus
(Copp€r T 380 A)

Class D

Shelfl.ifer 7 Years

The Boed refered the c6e ro Aulhority for
directions .egdding regkration of medical devices
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Keachi
(ELr-00s15)

AD-IV

I43001

Dabhel Damam (U.T)

lndia 396210

FSC lndia date oflssuel
09-9-2020

The Board also obseryed the follosing shoflcomings

l.Stability studies supporting claimed shelf life of 7
years not Prcaided

2. MRP not provided

3. FSC is copy ud not Embassy atEstEd

4. lSOl3485 expi'cd upon submission
5. WHO prequalification documen cenificarJrcpon

6. Steriliztion validation repon of rhe apDlied
producl nol pmvided

7. Undetuking on stamp paper not provided.

226.

MA FM Heahh

Cue, 203. Al-

Block 7/8 KCllS,
Sh.lteed-e-Millat

(ELI-00082)

AD.]V

[201]l

]\rvs Well Lead Medi@l
Co, Lld.,

C4 Jinhu Indust ial
Estate, Hualong 5l1434
Pdyu, Guanszhou. PR

China

FSC China valid lill 09-
02-2020

Moislure Exchangc Filter

Clas B

MA Nalional

No.409,4ft Floor,

(ELl-00043)

AD-VI

Co. Ltd. 2F . 63 Linsen

North Road Taipei.

Triqro R.O.C

BMI Periloneal Catheter
(Low. Mediuq Hi8h, wO

CLASS D

Deferred sin.. th. product is from Taiwan ,nd
has notprovidcd thc Iolowing docunlents

I Copyof Fre€ sal€providedrEv€alsrharilh6 been

issued b, MinrsE_y of HealLh &d welraE.

Republic of China (Taiwan).Need cleifistion.
Iudlermore, a valid onginal md embassy

an6'ed fFe sa c rn l]le counE) ofori8in shallb(
submined for $e said product. B@d nMe
$riu$ on Fom-7 A,s Blvfl Perioonea. Carhdo
However on the copy of Pree Sale Ccnificate
bmnd name BMI Shunting Synem is menrioned.

Tf is.eed Clrification.
ll. ln Slabilily studies @nducred by tllnd p ty ed

Siven for shunling system ed Carhete. givm.
need cleification.

IIL Provide onginal Agency agrcemmt Aom Ma*et
authoriztion Holder duly noteizd frcm $e
country ofo.i8in.

lv. Proride talid norari^4 QVS 1348s en,ficjle,
Full Quality Assulance ed EC Design

Exarnination Cenifi@te from CAB pffit ln
Nedo dala base.

V. DOC md Esnlial principle for efety ud
pe.fommce not provide.

Vl. The firm has submitted 25000/ fe. ad has trriftetr
that it is a c1N D medic.l device. T}.reforc need

to submit ditrerential f€e.

VII.

228. (Pakisran).

2, GECHS, Link

AD.V11

Ackermam lnslrumente

GmbH

EisenbahDstrase 65-67.

Cl6s D
DefeFed 1br provison of!

L yalid origjnal ard mb6sy attested FEe sale in
fte @uFy of orjgin.

II Prc\ide Srabiliry nudies relecling clarmed shell

life (for Accelemt.d md Rqltime)
lll. Pmvide valid and original Agercy agreemmt

fiom MaJket authorizalion Holder duly notarizod

fiom lhe country oforisin.

Deterred for prcvision of reference country Frce

Sale Cedillcare or CE ma* documenb as wellvalid
FSC from China.
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IV. Pmvide vald nol3fl^d QMS 13485 ceflifi(are.

Full Quality Assumce dd EC Design

Examination Certificale ftom CAB prcsenl in

Nedo data base.

V. DOC and Essmtial principle for safery md
p€rfomace not provide

Vl. The fim has submitEd 25000/ tee and has writ{en

thar n is a dN D mediel devie. Thftfoe heed

to $bmit differmtial feeofRS 25000hr cldi&

219
Safari Violla-2

Complex, Balria

ELI:00017

,\D.VII

lvrs SMI AG locnled al

SteinerberS 8. 4?80-St.

Vith Belgiun

OrisinalFSC: Belsium

25 ll 2021

Calcurchrom

Codes & Sizes:As p€r FSC

Class-D

ShelfLif.: 5 years

DeJerred lbrpro!ision of :

L OriSinal, valid md embassy {ttested FSC.duly

issued by ihe regulalory aulhority of the @m1ry

oforigin. slnce the FSC pmvid€d is issued by the

ChamhrofCommerc
II. The Medi€al device as ptr DOC falls in cla D.

tloweler, the lim hN submitted f6 of Rs

25000t. Therefore. a dilTerenlial fee of Rs

25000/- shall b€ $bmined.

Ill. Proyide notanzd desien exminarion ccrtifiqtc
and Full Quality As$mce CerlificaG

IV. Prcyide Notrrized Declaration of confomiq'
(DOC) ed crcdential" the fim has provided

phorocopy of these documenrs-

v. Tle b6d nme on the Fom'7A is witlen 6
c6tgu Chromic, How.v€r on fSC md other

docmols CalSur clmm is $.ritGn. Clarity.

210

Nts Sindh Nledlcal

Stores. I3-8. BlocL

6, l,lL-lls. Kdachi

AD-Vu

332 XinSumS Road,

xinyag Ind. Are4
Haicang, ximeq
Fujian 361022,

P.R China

Advanc.d Diagnostic Kit

Vitus Surface Antigen
(ELTSA)

CAT, NO, ITP2IOOI

96 Tesrs,/l(il

Class D

Shelflife l2 motuhs

FSC:China
valid Till: 25-1G2022

D€r€rr€d lor ptuvision oldr. foUowi|g docuncnts -

i. 'Il]e prodn.t ls ftom non-rcfcrcncc counrry.

fterefore, Prcvide FSC ofany rcfereice Regulator!

Authorily or notarized Evid.nce of lhe CE-

Cenification or wHO prequalification in accordanc€

ro rure l5(2) oflhe MDR 201?.

ii Provide valid ISO I 3485 cedificalc. a the submittcd

ha been e\pired dls prc\ide \oLarnel
Declealion of confomiry (DOC). The firm h6
prolided pholocopy of these documen$.

M/s. Sindh Medical

Stores, l3-8, Block

6, PECHS. Karachi

AD.VII

132 Xingumg Road.

XinyeS Ind. Ae4
Haicanr, Xiamen,

Fujie 361022.

P.R.China

Adlance Qualily One Step

Maldia (p.f / p.v) Tn-Line

.AT NO ITPI I OO]

25 Testr]Kii & 40

TesIvKir"
CIdsb be conlirmed

ShdfLiL 24 monrhs

FSC: Chnla

valid rill:2-7-2021

Deferred for provision oflhe following docuflls:

i. Prcvide Valid, odginaled embdsy atrested Free

sal.Cen'fi.are 
'n 

TheCourtl otOagrr. Sincerhe

prcr ided Fs(' is lor e\pon puryose on r) aod as p.r
FSC lh€ product is not reeislered in China.

ii.'Il'e product is ftom non-rcfeEnce rounlry
ftcrclore. Prc\rde FScor u) rcfeRnce ReguldroD'

4uthonq or notanad F\,denc ^f fie Cl-
Cedificarion or wHO pRqualili(arion in ac@deLe
to rule l5(2) ofthe MDR 2017

iii.Provide valid ISO 13485 cerrificale- s the submioed

has bten expired dso provide No6ized De.lantion
ot mnlomit) (DOc). sine the cop) oi DoC
pre\ided does nor cl ib,abourtheClarsolrhe^/D

232.

M/s. Sindh Mcdical

Stores, I3-8, Block
6, PECHS, Kmchi

AD-Vll

332 XingudE Road.

Xintang Ind. Area"

Haice8. Ximen,
Fujid 361022,

P R China

Advmc€d Diasnostic Kit
For Anribody ro Heparitis C

virus (ELISA)

CAT, NO.IT?23OOI
96 Tests/Kit

FSCrChina

Deferred forprovison ofthe follosing documcn$ i

i. The btrd nme applied or Fom 7A does nor

malch the name on fie FSC submifted. N€ed

ii.Tte product h rrom non-rclerence @unr!.
Tlereforc. Provide FSC ofey Efercncc Resularory
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valid Till: 25- 10-2022

Clas D
Aurhority or nolarted Evidoce of rhe CE-

Cenift$lion or WHO pr€qualification in a.cordance

to rule I5(2) ofthe MDR 2017.

ili Pbvide valid ISO I 1485 eftificar. as th€ strhmitted

has been expircd llso proyide Nol(ired
DeclaEtion of confomity (DOC). Tlte fim has

provided photo.opy of th€se do.unenE

}'4/s Sindh Medical

Slores, ll-8, Block
6, PECHS. KMchi

332 Xingudg Road,

Xinyans Ind. Arc&
Haicm8, Xiamen,

Fujim 161022,

P.R.China

Adv ced Qualily Rspid

Anti rlCV Tes, Diagnoslic

kit for anribody to hepatilis

Collodial Cold
cAT. NO_ tT?01102_40

TesVkir

shclftife 24 months

Class D

FSC: China

Valid Till 25-10'2022

Defe..€d for provision ofcluification / fouowing

i. The fiflD has submined two applimtion witb the

sare bmd nme bul differmt codes i.e,

ITP0llD md tPwoll5?. one of which is

WHO prequalilied. However, on lhe Frce Sale

CenificaL only onc nme m.nioned md don'l
have code wnn it. Therefore, need clarificaioi/
provide embassy anesled FSC having codes on ir.

ii. The prcduct is lion nor-rcference count).
Ther€fore" Pmvid€ FSC of any reference

Rcgulatory Aulho.ity or notaized Evidence of
Tle CE-Certification or \raHO pEqualification iD

acordoce 10 rule I 5(2) oflhe MDR 2017

iii. Provide lalid ISO 134E5 cenificale, as the

$bained h6 bem BpiEd als prolide
NoBrized Declararion of confonnity (DOC) and

Crcdenlial of dle manufaduR ]}r fim h&
prcvided pholocopy ofthde docmenls .

23.1

M/s. Sindh Medical

Slores, l3-B, Block

6. PECHS, K@hi

AD"Vll

312 Xinsuang Road.

Xiny 8 Ind. Are4
llaicang, Xiamen,

Fujie 16t422.
P.R.China

Advarc€d Quality R pid

Anti HCV Tesr,/ Diagnoslic

kn for &libody to hepatilis

CollodialCold
cAT NO. ITPW0lt52.{0
Ten&it
FSC:China
valid Till:25-10-2022
CIND
Claimed Shelf Life

Deferred 1b! provision ofcldificarion I folloeiig

The lirm has submihed l*o applicafons wnh lhe

sme bmd .m. bur differsr codes i e

rTPol 102 ad ITPW0l I52. orc ofqtich is \IiHO
prqualified. However. on lhe Free Sale

Cenificare only one nme menrioned ad don'1

have code vith ir Th€refore. ne€d clarificalio
provide Embasry Atlcsled FSC havi.8 codes oD

it
Prcvidc valid ISO 13485 cedifica.le, as lhe

submined h6 bm qpir€d al$ provide

Nolrrized Declararion of conformity (DOC) and

Crcdmtial of the meufa.turcr. The fim h6
provided photo.opy of tnese do.uments

Providc @mplete slability srudies to ju$iry shelf

life sine the provided sludy is incomplele.

It s SindhMedical

Slore\ 13.B, Block
6, PECHS. Kmchi

AD.VII

132 Xingu g Road,

Xi.y0g Ird. Ar4
Haicang, Xiamen.

lujie 361022.

P.R.China

Advmced Qualiry oNE
STEP HBsAg Test /
DiaFostic Kit For Hepatitis

B

Virus Surfa@ Antigen,

Colloidal Cold
(whole Blood / Serum /

CAT. NO. ITP0l00l -Test

Csd 40

Shelflife 24 months

Class D
FSC: China

ValidTiU:25-lG2022

Deferred for !rovisioD ofclarification / follosing

i. The lrodDct is ftom non-rcfence comtry

Thereforc, Prcvide FSC of any retbrcnce

Regllalor) Allhoriry or nolarizen Evrdence ofThe
CE-Certifrcarion or wHO prequrlifrcalion in

aeordece to ruI. l5(2) of$e MDR 201?.

n. Provide \ald ISO 13485 cf,n'fi(nle. as fie
submited har been e{pired also provide Nolerizst
Delmlion of oofomity (DOC). The fim h6
provjded photocopy of these do.menr'
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236

Mh Siidh Medical

Storcs, l3-8, Block

6. PDCHS, Ktuachi

AD.VII

312 Xingumg Road.

Xin)@g Ind. tue4
Haicang, Xiamen,

Fujim 361022,

P,R,ChiNA

Adlanced Qudity Ralid
Anri HIV (l&2) Test /
Diagnoslic kit for Antibody

to Human

Immunodenciency Virus
(Collodialcold)
CAT NO ITPO2OOz.

FSC: China

Valid Till:25-10-2022

Class D
Shelflife l2 monlhs

237

Mh Sindh Medical

Srores. l3-8. Block
6, PECHS, Kdachi

AD,VII

332 Xinsues Road,

Xinye8 Ind. Are4
Haicmg, Xiamen,

Fujid )51022..

P.R.China

Advoced Qualiry One step

Anti HIv (l&2) Tesl /
DiaEnostic tit for Anlibodl
to Humd
lmmunodefi.iency Virus
(CoUodiat cold)
CAT, NO. ITPWO2I5z,

40T€stsxil
ClNs D

ShelfLifc l2 months

t-SC:China
Valid TiUr 25-10'2022

WHO PRE

Deferred for provision of clarifi calion / following

i.The fim hd submitted two applicalions wirh the

same bmnd nalne but ditrercnt cod6 i.e.. m02002
dd ITPW02I52 oneofwhich is WHO pEqutfied
a! per Form-7A. Howev.r, on ihe Frce Sale

Ccnificare only one nme mmtioned and donl have

code witl i1. Thereforc. need clanficarioD/ provid.

Embassy Aae$ed Free Sale Certillcale wiln cod6

ii.Prcvide ralid ISO I1485 cenificare ac ihe snhmin€d

ha been expired also prolide Notarized

Dslmtion of co.fomiry (DOq lrre finn has

provided phoiocopy of these doclm.nis.

?]IJ

M/s. Sindh M€dica1

Sror.s, 13-8, Block
6. PUCIlS, Karachi

AI).VII

312 XinguMg Road,

Xinyang hd. AJe4

HBicane" Xiamen,

Fujid 361022.

P.R.China

Adveced Qualiry One Srep

Atui TP (Treponema

pallidum / Syphilis) Test /
Diagnostic kit for Antibody

1l} l reponema pallidum
(CoUodial Gold)
CAT, NO. ]TPO]004.

40 Tests{ft"
Class C

FSC:China
Y alid Til\: 25- t0-2022

Shelflife 24 morthr

Dererred lbr provision o1.

L Valid md embtusy attesled FSC of m), .elerene
ReSu'aLoD AulLrri'y or noLan/<d L\rdence ol fte
CE-Certification or WHO prequalillcaton in
accordance to rule 15(2) of rhe MDR 201?.

IL Provide yalid ISO 13485 cedificale. as the submitled

ha bem expired also prcvide Nokized
Declmt,on oi @n'omiry (DOC, lhe rim hs
prolided photocopv of these documents.

239

N,l,/s Ophlhalmo-

Liaqul Haji Ful
EllahiBuilding.

College, K.@hi.

AD.VII

TAISIER.MED S A I.]

S1ree1 100. BuildinS

Zone, El- Obour Cily
11828, CAIRO ESypt

EGYSORB Dyed

Class D

ShelfLifc 5 y.r

Deferred for provision of -

L Valid. orieinal and embassy anesled Free Sale
(.nificalc of Lhe Belp,Lm s,nce he cop' or rhe

Free lrade cenificare prcvided {d is$ed in 2017

dd i( spiEd I', nnmoE. IEe Trade
aeflifrcarc does nor clearl] menrion rhat rhe

device is alailable in Belgium.
ll Prcvrde ral.d ru$onztion ien.r siLe rhe tener

!rcvided is qpired afler submision.
IIL Provide Valid ISO 13485 Cedifrcate or CMP

cerlincdF. Sine Lhe submrfled cemlide ft

IV. The narne of the Principlc lmulactuEr Dresenl

Deferred for provision ofclarification / following

i. Th€ prcduct js from non-rcference coDtry.
Tl'€.efore, Pruvide FSC oi any rcferenc€

RegulahD Authoi[ or nolarized f\ dene oITre
CF]-Cenificaion o! WHO lrequalificadon in

accordmce 1o rule 15(2) of ore MDR 2017.

ri Prc!ide valid iSO ll48J cenrficdLc, 6 the

sDbmined h6 been expiEd al$ provide Nobnzed
D(lalarion of @rlomrD (DOc) fte rlm rd
provided photocopy of $ese doctrm€nts.

iii ltre lm ha slbrifled f*o appliarions wir\ dre

same brand nm( bul d,lleFnl Lodc. ic.
1TP02002 md ITm2l52 one ofshich is wHO
prequallied tu per l oa-?A. Ho$e\tr. on lte
Fre Salc Cenificare onl) o.e nme inenlioned

dd donl ha\e .odE $trh n It.elo e n@d

clarificalio provide free sale cenificale wilh
codcs mentioned on it.
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of, FORM-7A is difrercnl then as mentioned on

FSC ed other documents. Submil revised Fom-

2'10

l\rs Ophthalmo'

Elbni Buildi.g

Col1e8e, Keehi

AD-VII

TAISIER,MED S,A,E

Stteel100, Building

Zone. E!- Obour City
I | 8?8, CAIRO Eg}?l

EGYSILK (Black braided

silk)
Cla.s D

File no 1568

Dererr.d ibr provision of -

L Vali4 original and embassy ones&d Free Sale

Cedilicale ofthe B€lgium sioce the mp)r ofthe Free

fade ce.tificat prcvided 
'm 

issucd in 2017 and N

*pired. Furthermore Free l mde Cenilicale does

nor clearly menlion lhal the device is availabl. in

BelSium.

U. Prcvrde rald aurhonzaron lelter s,nce lhe l(Ir(r
provided is *pircd ater $bnision.

lll Prcvide Valid ISO 13485 Cenifica.e or CMP

cenincaG. Sine rh€ $bmitt€d cenificaE are

Iv. The na.'ne offie Principle mmulacluer pre*nt on

FORM-7A u drtremr then a m<nuoned on rSC

ard o&er documents. Sxbmn rcvised Fom-7A.

2,1I

l'!s Ophthalmo-

L'aqut Haji laal
Ellani Euilding,

Colle8e, Kamhi

AD-VII

TAISIER.MED S,A.E

Streel 100, Buildin8
No. E. ls! lndustrial

Zon€, El- Obour Ciiy
I1828. CAIRO E$"r

EGYCRYL]C FAST'

Cl6s D
ShelfLife 5 yed

3570

D.f€rred fo. p.ovision ol:

l. valid, oriSmal ud embNy atLesd Free Sale

ceflrllcate ot rhe Belaium sjrce rhe cop) ol Lhc

trce hade cenilicare prcvided (Belgum) qar

rssued ;n 2017 dd i5 expiEd. Iunhemorc. Frcf
TEde CedifiLaLe dGs nol ( I€ai l, mml;onfial $e
device is alailahle hBelgium.

IL Cldificalion of The fe. slip (2036881) anached

wilh this application pcs the nme of
'tglcrllic las Howerer. fie applrcanon F

sbmitted for'EaYcryl Fasl'.

lll. lalid authorizalion ledtr since the letler prcvided

is expired afier submission.

lV. Valid ISO 11485 CertifiraE or CMP ceaificare.

Sine Lhe $bmrned cenrfic e are *pired. Tte
ome oflhe Pnnciple manufacn[er prcsent on

FORM-7A isdiileEnL Lhen 6 mrnlioned on fS(
and other documenls. Submia relised Fom-?A.

212

M/s Ophthalmo-

Liaq!! t{aji Fazal

Ellahi Building,

CoU€g.. Kdachi

AD.VII

TAISIER.MED S,A,E

Sfter 100. Building No.

8, lst lnduslrial Zone,

El- Obour City 11828,

CAIRO Egypl

ECYCRYLIC Dyed and

Clasr D

Shelfl-ife 5 years

Deferr€d for provision of

I vdlid oriEinal ed mbN) ane{.d l-R( Sdle

cedifiLatf ofdr aelgrLtm srnc€ the cop) ofthe IT.
tmde cenificale provided was isued in2017 ud is

e\pired lunhemore, Fe Tmde Ccdrllcale doe.

not cltrly menlion that rhe d€vice is alailable in

BelSium.

IL The applicadon and Fee submilted is $iih the bmd
Ime (Fom-?A) EGYCRYLIC Dyed md undyed,

$hich der nor mrch w.th the btud nme
FCYCRYL (D)ed and ud)ed) plesr on ISC
and leter of thoriation. Ne€d clarification and

slbmit revi$ Fom-74.
lll. Provide valid aulhorianon kfter since lhe lene,

prcvided is expired afler submission.

lv. Pmvide Valid ISO 11485 Cedific*e or CMI
enifiere Sine rne {bmined cenifi.ate de

v. The name ofthe Principle meuletu€r prestnton

FORM-7A is dilTeren! lie. as mmtiorcd on FSC

md other documerts. Submit rcvised Fom-7A.
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M/s Ophthalno-

Liaqut, Haji FBzal

EllaliBuildins,

College, Kdachi

AD,VII

TAISIER.MED S.A.E

Sl.€€t l0O, Building No.

8, lst lndustrial Zone,

El- Obour City 11828,

CAIRO ES/p1

ECYPROLENE

Cl6s D

Sh€lflile 05yeds

D€ferred for provisio. ot!

I valid, ori8indl ed emba$! anrncd fEe Sal(
CenillcaLe ofthe Bel8ium since rhe copy o, rhe frce
trade cedificale provided q6 ised in 201 7 and is

expired. Fufthemorc, Frce Tade Certifiqte does

not cl6ly mmlion thar rhe devic. is availnble in
Belgium.

II Provide vElid fioriation leder since the leter
provided is expi.ed atur submiseion.

IIL Provide Valid ISO 13485 Cenincaie or GMP
LerifrMre (ince lhe submined ceflifi(are (

ry. TIe name ofrhePrinciple moufacturer presenron

IORM.TA is direEnl fien as menuonal d ISC
and ofier documflts. Submit revised Fom-7A.

214.

Nvo. 39, College

Road, SafeiVilld
1, Bahria Town,

Raaalpindi

AD-VII

Mh AccuBioTech Co,
l.rd Iluilding 10, No. 28

Yuhua Road. Bcrjin-q

101300 China

ACCU-TELL @ HEV ISM

Cl6s D

Shel life l2 months

Defer..d lor provision ot-

l. valid, Onginal &d embdsv anesed Free sale

certifi€te in rle country oI ori8i, and also in
Gemmy, since only copy ofFSC of cemany is

lI. Provide va]id.olarized ISO 11485 Ccrlifica(e Also
p.ovide valid ed notdzed CE enifcation is$ed
by lhe CABS prcqnr n rh. Nddo ddu b6e T\<
drficire prcvided have been issued b) de

III Provide vali4 notarized Autho.izirion lefi.r ed
Credenlial of lhe manufaclurer.

(Plt) Ltd., House

No. 39. College

Road, SafriVillas

AD.VII

M/s AccuBioTech Co..

Lld Auilding 10, No. 28

Yuhua Rond. Beijing
101300 China

ACCU- TELL O HAV IBM

Clas D

Shellife 24 monlhs

FSC China ad Cemany

Deferred ior provision of:

I valiJ. Onginal ed mba\sy areied FEe s.le
ccnifike in th€ coutury of oriSin and also D
Cemuy, since only expired cop! of FSC of
Gem y is prcvided.

lL Prclide lalid nolarTcd ISO lja8{ Cmrficare
Also provide valid ed noBrized CE certifiation
is$ed by the CABS presenr in rhe Nando dala

bas.. fte cen ific,le pror ided havr bes r*ued bj.
the company itsell

IlL Provide lalid. notarized Aurhoriation lene. and

Crcdcntial of the meufa.turd

246

M/s Muller&

(Pu) Lrd., Uzma

Coun, Main Clifton

(ELI-00030)

Physical mrnufactorer
LohDmn& Rau$her
GmbH Co.KC. l.licher
StraBe 55 56567

Neueied GERMANY

Supraroft@ C

Collagen Wound Dressing

20483 (8X12)

FSC: C.'imany
lssu€d:28-l-2021

ClassD

Deferred for provision of :

Mh Mrller &

(P() Lid.. Uaa
Cou4 Main Clinon

Legol M.nofrcturer:
LohmM & Rauscher

Co.KC,

Antimicrobial Calcium

Alginate Wound Drcssing

20571(t0x10)

Deferred for proyision of:

L Original valid dd emba$y ate$ed Free sale
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245

AD-Vlt

I*gel Manufacturer:
Lohmann & Rauscher

t.aBe 4,56579
Rengsdorl.

GERMANY

L (h8rnal valid ed embas() anened lree it<

II Noralised ISO lj48t. FLtl Qualr) ArsuranL(.
LOA. crcdential md

IIL D€sign Examination certifi.ate, the sabmi$ed is

217.



(ELI,00030)

 t)-vtl

56579Renssdod

CDRMANY

lnhmm & Rauscher

kirchensass€ l7 2525,

20572 (10X20)

20573 (?g rcpe)

FSC:Gemuy
Issued. 28- l -202 I

fl. Nollri*d lso 13485, Full Quality Assurance

LOA. cr€dential and Des,gn b€minaio;
cenifiarq the sbmltted is copy

248.

M/s Ham

No. LS-2, Sr, 9,

ELI:0000E

5070,R&I

22.02.2022

AD.IX

L.grl M.nufrcturer:
M/s Shunmei Medical

Co., Ltd.. R40l of
hrildirg BNo.8 Jinlong

Yifa ld road. Yifa
Industial Zone Dushi

villaee, PinSlm 1own,

Huiyang Disticl.
Huizhou. Gumgdong,

China

Shumei Peripheml

(PeripheBl Guidesire)

.45 per FSC

Clais t)

Shelf Life: 3 yeaff

. Proyide notuized and valid Declar"lion of
confomity by the m ufenrer ISO 13485, tuU

qlrlity assumnce cerfncale and design erianination

. PleN submit noteized credential of muufacturcr

and letter of aufi ori?alion.
. Submil original, legalirld ard valid frer sale

. Provide infomation on validation for medical devicc

with rcspst to slerility ofthe applied prcduct.

. Provide instruction for use.

. Sin@ th€ @mry of origin is China, which is nol a

referoce comry, thercfore. proride a Free Sale

Cedificale for the applied product from a lcference

counlry as specified in Rule 67 of Medical ttvices
Rules.20l7.

. Plee provide evidence of$bmision ofapplicnblc

fee by submining lhe original receipt is not submined

249

Mt Ham

No. LS-2. Sr 9.

Block-ls, KDA
Scheme. l6 Gulistdn

ELI:00008

5069-R&I

22.02.2022

AD.IX

Lgal M.Dufrdurer:
MA Shurmei Medical

Co.. Ltd., R401 of
building B No. 8 Jinlong

ln road, belonS
industrial zone, long
geg dinrict Sh.nzlm.
C'hina

Iacility:
MA Shunmei Medical

Co., Ltd.. R40l ol
building BNo.8 Jjnlong

Yifa 3'd road. Yif6
lndus|ial Zone Dushi

villagc, Pinglan to*n.
HuiyMg Distict,
Huizhou, Gunedons.
China-

Shunmeimiuo Guidewire

(Micro Cuide wire)

As pcr FSC

Clas D

Shelflife:3 y.ds

. Provide notarired ud valid Declmrion 01

confomrty by the nanufacturer, ISO 13485, tulI
quatiry assuree cenificaE md desig. exminatim

. Pleae submrl nolanzed cred€nlral oi manutaflurer
,nd lentr.lariihonT,rion

. Submit orisinal, legalized ard lalid i.ee sale

. Provide infomation on lalidalion for medical devie
wi0r respecl lo sterjlity oflhe applied producr

. Provide instlction lor Dse.

. Since fie counE] oforigln is Chin4 whi€h k not a

refoence counlD. $€retore. pruvide d IEe Sale

CenrfiLdt. rorue applied producr fiom a refersce
coLnLD a specified in Rule 67 of Vedical D$rces

Rules,20l7
. Plea previde evrdence ofsLbmission otrpplicable

fee by subminin8 the oriSinal Meipt is not submiBed

250

MA Ham

No. LS-2. Sl, 9.

Block-Is, KDA

ELI: 00008

Irgrl Mrnufrclur.r:
M/s Shunmei Medical

Co., Ltd., R40l of
burldina B No. E Jinlons
li road. baolong

indusrrial zone- long

gog district Shenzben,

China

faciliry:

Shunmeimicro cathctc.

(Micro Carheieo

As ler FSC

ShelfLife: 137 days

. Prcvide noteized ard valid Declaralion of
conformity ly fte manufacnrer, ISO 13485, tull
quatity assu@ce cenificat ad design exminarion

. Plee submn nokrized ftedenrlal uf manufaclur{

and leder of aulhonzation.

. submrl on8inal. legal'7ed and lalid free sale
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506E-R&I

At)-IX

I\rs Shumei Menical

Co., Lld.. R40l of
buildinB B No.8 Jinlong

Yifa ld ro.d. Yifa
Industrial Zone Dushi

lillaee, Pinetan town,

HuiydS Disrrict
Huizl'ou, Guegdong,
China

Provide infomation on validation for medicai device

with respecl to sterilily oflhe applied prcduct

ftovide instruclion for use

Since the ountry of oriSin is Chin4 ehich is not a
reference counrr.! therefor€, provide a Frce Sale

Ccnificare lor the applied p.odud from a Eference

country as specified in Rule 67 of Medicnl Delices
Rules.20l7.

Please provide evidence of submissjon of appli.able

f@ by submiling lhe original receipl is nol submilted

251

M/s K.S. Agencies,

Office 210, 2nd

(ELr-00382)

18009-R&I

23.0?.2020

AD.Ix

Legal Manufactu.er:
Sh&dong Haidike

Medical Prcducts

CompeyLimited
Plarl No. l, Science and

Technology Enterprisc

Inctrbaror Pdk Shan

County, Heze City,

Shandong Provjnc€,

China

(Catglt Chromic)

As per FSC

Class D

Shelflif€:5yeds
GrcupingrSMD

Def.rred for provision of:

. Norrized lener of arthorizanon dd nedm',als oi
mdufrcorer shall be submifted.

. Tt'e subm'ned .opy of Ful Qua.lrt\ Assurd,e
(enilure dos in(lude Chromi( crreJr sutircs rn iL
$op. Tterefore, provide notarized and lalid
cmrfl(are mflronrng rhe applcd produd rn 'l5

. ft.sLbmiflcdcop) ollSO-11485 iserp,red.subm

notarizdd and va.rd ISO-lJ485lor tunh pnesrng
of your c6e, !16c.

. OnCinal. Iegdlved dd \did Free Sale ( m,fr(ar. 6

. Noteired tud valid desiSn examinarion enificatc
md &c mLron or confomiry by $e manurarturd
aie requircd since th$e cmifiqtes ee not pro!1ded

with the submined dossier.

. Prcvide inlomdion on valdalon lormedrmldc\icl
sith sterile or with masudng ftnctioq please.

. Provide instuclion for use.

. Provide {abiliry qd,er of $e applied prod$
supporting the claired shelf life

. t'nce lhe counFy olon8in'\ Ch'na. whhh r 1or.'
reltre.ce cotrnry. thereforc. prcr:de d Free Sdl(
ami6cxle lor the dpplied prooLcl from d Elersce
countD 6 sptrrficd rn Rule 67 oI Vedical D(,tr(.
Rules.20l7.

. Provide lab€l (ns approved in comry ofori-qini and

its packa8iry, pmmotion matend and brcchxrc.

252 Office 210. 2nd

(ELr-001E2)

29E32 R&I

ADIX

Legal msnufrclur.r:
Betatech M€dikal

Cihazler suyai,
MmesilliL Ic ve, Dis,
Tic, Lld. Sti. lki Telli
O.sanrze Sanayi

Bolgesi. Alaturt Oto

Sanayi Sitesi, 22 Sok

Unal.Is Merkezi No.9 /
Bas€tscht, hlra Nbul,

(Oxidized Regenemled

Cellulose - Abso6able
. Noteird leno of adhurid,on md cEden ial\ .i

manufacturer shall be submined.

. Prcvrd. nobnTed ard vrlid tull qual.r) asur ce

. submir noreiad dd ral'd ls(J-ll48t lor tunher

Prccessin8 ofyou case. please.

. Oncrnal. legd'r/cd ed valid Fre salr amrfi(de is

. Noldi4d md valid desisr qmiDation .enificat€
ed DeelffiIon olronlomiry by rl. mer tdcturer

ar€ €qui'rd sin@ copies of Lhese certifiqtes are

. Provide informtio. on validalion fo! medicul devie
sith stenle or wilh medunnStunciioD, pl€6e.

. Provid. instruction forue

' Prcvidc (labil'ry nudr.s of Lhe dpp.ied prcducr
supponing the claimed shelf life.
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. Sin@ tlE counlry of origin is Tukey, which is not a

rcftrnce country, th*foE, plovide a F.€e Sale

Cenificale for the applied producl f.om a Ef€mce
counlry as sp@ified in Rule 6? of M€di.al Devices

Rul*2017.
. Provide label (as appmved in cous, of origin) and

ils prckaginc; promotion marerial and b.ochure.

M/sK.S. Asmcies.

Ofiice 210. 2nd

(ELr-00382)

llt009-R&t

,\D IX

SupercrylSulures

(Polyglycolic Acid)

Codes & SizEs:

As per FSC

ClassD
Shelflife:5years

GroupinS: SMD

. Nouflzed lenE ot.uLhonzton and c.edennals of
manufacturer shall be submited

. Pro\ide noBizcd ed rald full {tualiry d.'Umcc

. The submitted copy of ISO- 11485 is exlire4 submil

nolarizld and lalid ISO-I1485 Ior turther proc6ing
of you c6e, pl6e.

. Ori8rndl. leCalired rd \alid frce Sale C.rullLale b

. NoEri/ed ed \aho des'En ewinaLion cearficare

and Declarilion of confomity by l.h€ nunufacturer

m EquiEd sinc€ these cerlilicsbs ar€ not provided

wi0r $€ submitted dosier.
. ProLide rlorrErion on !alidauonfor nedical de!ice

wilh sterile or with mdurng tunclion. please

. Provide hstruction for use.

. Provide stability studies of the applied producl

supporting the claimed shelf life.

. Since the counuy of origin is Chin4 shich is not a

Rlerse counD. Lh.rcfort. pro,rdE a tr(e Sale

Cenin@te for ti€ apll,ed producr irom a rclsrn(e
county as specined in Rul€ 67 of Medical Devices

Rules.2017.

. Provide label (as app.oled in cou.try oforiSin)
md ils pekaAing. promotion mteiial ud

254

M/ s Lucky Lab

Housing Society

ELI 00,1.18

405GR&I

M/s Er8on Sutmed

MaSlieo
ma6i (Ao) Iul!

ITALY

06.08.2019

Sel€ne Non- Abovobable

SuriSical Suture

CNon'Absorbable Sur8ical

Code: 8T445-8L458-

DE5l6-8D979
Sizesr 0, l, 2. 2.0, I 0, 4.0

ClNs D

ShelfLife:5 yes

. P.(tue rubm,r orighal dd valid lener ol
aulhorialion fiom legal meufacturer.

. Detail of manufaciunng method, qualilv o rcl
prccedurcs, specifications and anal),tical method is

no1 provided in the submifted dossie. Plea!€ provide

the rcquircd data along lvifi the 1es1in8 method lscd
lor the .oDtinc eal)sis ofthe applied product.

. Tle submised copy of ISGI3485 is expired,

therelore, )ou a!( reqli,ed'o:ubmr( ral.d cop) of

. Submission of declmlion of confomity primed on

the leie. h€ad ofmmufacturcr nlled dd duly signed

bj the ,6pon5ible p.r{ns a per rhe fomdr ol
Euop@ Directives is requned.

. tnbel ol lhe app 
'ed frodur a dpp'oved in the

@rolr) oforitin along sill1 lhe derail oI ptu trdgrng

promolional material dd brochurc is r€quned.

. Submir stabilrty studies of$e applied Foducl du

. Snce lhe submrfted l'SC ooe) not onain thc

LonfigJranods,zes. thmfoF. slbmir oriS'nal.

I(qalized dd \al.d FSC men_ion,ng all thc

i4vconnBUalions oisurur! T\e submined (opl

ofDesim exaninalion cedificare dcs not specify

Page 83

251.

L.grl Mar ufrcturer:
Shudong Haidike

Medical P$ducts

Compmy Limited
PlTrNo I Science ed
lechnoloB Entcrprik
Incubator Pdk Shan

CoDnly, H.ze Ci1y,

ShandoDg Province,

Chiaa

AD.IX
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the connsunrio sizes of rhe Selene sulurcs
thqefore Submission of dcsiSr examinaion
cenifi(de menuonrng Lhe conflguor.on/srres ot

. The applied prcduct is caregorized under Ctass D of
medical devices 6 per Medical Devices Rules 2017.
lhereforq you are requircd to sbmit difrereniiat fee

ofPs.25.000/-

M/ s Lucky Lat,

Housing Society

ELI 004'18

,1057-R&r

AD.]X

l\4/s ErBon Sutramed

S.R.L Zone Induslrial
S^"C-67062 Maglia.o

FSC] ITAIY

06.08.20r9

Surgical Sulure

(Non- absorbable Surgicat

(sT423-SL42.1-SM466-

sH246-SEl82-SDt75
Sizes 0, 1.2, 2 0.3 0..10

Class t)

ShelfLife:5 rea6

. Please submil o.iginal ed valid lmer of
allhorizrlion Aom legal mdufacturer.

. Detail of manufetuinS merho( quatity conrol
predures sr,ecifications ed mal),tical melhod i!
not provided in the $bmined dossiu. Please prclide
the rcqDircd dara alor8 wiln the tesring method u$d
for th€ routine analysis of rhe applied producl.

. The submitted copy of ISOLI3485 is expired,
thercfore, you are .equired to submit valid copy ol

. Submision ofdeclaraton or@nlomfty pdnred on
lhe letter head of mmufactu.er filled dd duly signed
by lhe responsible p6ons as per thc fomar of
Flllrcpeo Directiles is required.

. Lalcl of the applied produ€t as approved in l,\e
count) oforiSin along with fie dcrail ofpackaging,
promolional marerlal dd brochure is rcquned

. Submn nabiliry studid of the applied producr itl

. Sin.e the submitted FSC dos nor .onrain rhe

conflguErioi/sifts, thercfore. submir original,
Iegaliz€d dd valid FSC menlionitrB all rhe

sizrYconliguratioru of suturcs-

. The submined copy of D€si8n examination
cetificare does nol sp@iry llle configuraliodsizes of
lhe Selene sutuEs, therefore. Submision of design

exmioation certificate mentionin8 rhe

configumtion/sizes of sutues is requlrcd
. The appli.d p.oducl is crlegorized undcr Clds D of

medical devices as per Medical Devices Rules 20 17.

${eforc. you ue rcquired to submil ditrsenridl lee
ofRs 25.000/-.

256

M/s Luckf Lab

Housing Socicry

ELI:00.1.18

:t05?-R&t

ADIX

M/s Ergon Sulmmed

S.R.LZona Industriale

SNC-67062 Maglldo
dei marsi (AO) Iraly

FSC:ITALY

r60120t9

CoEIene Non-Absorbable

Surgical Suture

(Non-absodable Susical
Suture)

i Pl€e submft odginal md laLid lener of
authoriation from legal muufelDrer.

. De6il of maufactudng mdhod. qualir) control
p'ocedurer spe(inurions and allr Ld. rerhuJ I
nor pro!ided rn rhe submrned dosrer. Plc6e prcyde
the required dala along eith rhe EsriDg merhod used
for lhe rouline analysis ofthe applied producr.

.lte submined ap] of ISO-l14Et F c\pired
Uerefore, you m requind to submit valid copy of

. Submcsion of decltuarion of confomity pnnred on
the lendhead ofmmufelurer nlled md dulysigned
by &e rdpoosible pe^ons 6 lcr the fomat of
Euopeo Dnetives is requircd

. trbel oi rhe aoplEd producl a appro\ed rr rhe
.ounLD olorigin alon8 qrLh Lhe derarl olpackdg'n8.
proftoiional malerial dd brochurc is requted.

Page 84

255.

(8T445-B1458-BE5t6-

BD979)

Si"-es: 0, l. 2, 2.0. 3.0. 4.0

Cl6s D
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. Submir \ratrl,ry rudis oithe appled Produ( lilt

. sinc rhe submiftd ISC does nor conlain the

configuElior/size' therclore sutmn on8rnal.

legahzed ed valid FSC menlionmg all tle
sizeYconfi gumtions of suulEs.

. The submined copy of Design examinatioo

enifiate does not speciD the configlration/sizes of
tle Selene sutrs, thereforc. Submission of d€sign

exminar.on cenificare mmrion,ng 
'he

configuration/sizes oisulxrcs is reql]irei.

. The applied product is categoriz€d mder Cl6 D of
medical devices as p€r Medical Devics Rules 201 7,

theRlore..,ou m r€qur€d lo submir diflerentra. Ie(

ofRs- 25.000/-.

251

I,t/s SM Impex.

Office No. 8-309

Chali Trade C.nlrc.

Karachi, Pakisran
(ELI-o0473)

AD.IX

Saglik Hiz.Tic. Sm Ltd

Sti. Lvolik OSB Aga.
MelalSilesi 1436 Sk

PSC: Turkey. lalid litl

Maxicor€ Biopsy Cun &

Codes and sies as p€r FSC

Biopsy Gun:

GBOOI

GPNt4l0. GPN14l5,

GPNI42O. GPNI6IO,

cPNt8t0. cPNl8l5,
GPNt820. GPNl825,
GPNl810.

Class D
Sh.lf life: 5 y€ars

. Submft noiriud lett ! ofaulhorizalion.

. Provide Irstrucnons for Us€ for lhe applied producl

. Provide ori8ina1, legalized ad valid lree sale

cenilcaLc m.nlioning rele!4t deldil( l(odevnzes)

ofthe applied p.oduct.

. Please providc dclail of qualily control pmcedures

along with the established protocol oflesling for the

. Submission of notaird ud vatid tull qualit-v

a$umce ertifide. ISGI3485 ed Delearion of
Conlomr$ (m€nlron.ng the cla. olmsll(al de\,e'

. Provide $.bility studies for the alplied product

supportir8 claimed shelf life

258.

MA lqbal &

Opp. Natioml

Str€et#26, Sector E-

f,LI!00117.
2128

Evrluator:
ADII

LegrlMrnuf.cturer &
Mfg. Site:

M/S Mcdical

Cornponents INC. USA.

DBA-Medcomp 1499

DELP DRI\E
HARLEYSVILLE, PA

USA I943E

8!!9r Matr uf!crurine

S!!!r

Mercurio N 46 Parque

Bqja Califomia Mexico

2t2to
rSC: USTDA.

June- 02.2023.

Dignity Mid{iz€d CT

Clds:D

Codes ed sizes as per FSC.

D.ferred for provision oI odginal noladzed legal

dMuments md copy of Le(e. ol Authoriation
menrion ing th€ nme of m.dical devices.

259

Mh Iqbal &

Opp. National

Strc.t#26. Sector E-

[Ll{Ol l7
213t

L.8rl Mlnufrcturer&
M&. Sit.:
M/S Medical

Componens lNC. USA

DBA-Medcomp 1499

DEI,P DRIVE
HARI,EYSVILLL PA

usA t9438

O$srM!!cg4!I!.Is
Sitsi

Sym€tr.r C$thclcr Sets

Class:D

Codes and sizEs 6 per FSC.

ShelfLife

Deferr.d for prcvision of oriSinal, valid duly

notarized Letter of Arthoriztion and ISO 13485

certificate,o.iginal valid €mbassy anesied Frce Sale

Certillcate.
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ShelfLife:



AD-II

Mercurio N 46 Parque

Baja Califomia Mexico
2l2to
rSC: USFDA.
DrteofExpiry:
November 07, 2021 .

260

i\,|/s Moon
Enle.prises 5/6

Ratdi Road. Old

1787

AD.II

LegalM.nufrcturer.

Saiab Free Zone Area-

King Abdullah II,
Indust.ialCity, Alm
I I512, Jordm.

FSC:lordai

ATLAS

(Blood Grouping Reasot)

Codes & Sizs:As per FSC

Class'D

Sh.rlife:27 mo ls

Nts Medl Sysrem

ELI:00696

2811

ADI]

lxgrl Mroufrctu.e.:
M/s Acrostak (Schweiz)

AG-14.

Ste8ackerstasse, 8409

fSC SwiEerldd

valid rill 15.01.2024

M.CATH

Codes & Sizes:As per FSC

Class-D

Shelflife:3 y€ars

D.ferr€d for prolision of tbllowing docunEnls: ,

. Debih of manufacrurin8 ed quality .omrol

. Complete descn ion wilh inrended use, Kcy
tunclional €lemerts fornularion & composition

. Full QA certificare or equivald! dul) nolarizd by
tlE @uiuy oforigin.

. Design exminalion enificare dul-v norarized by the

262

tr s Nishal Surgical.

Omce No. A-41l-
296. Iail Road.

Hyde.abad

(DLr-00476)

DOGSAN TIBBI
Mi.LZEME SAN, A.S.
(PR]VATE)

Rize Cad, No. 9lA
Orlahisar Trabzon -
TURKEY

FSC: Turkey

Valid Till: 20-06-2024

D-{YLON (Poty,mide)

:6:l

M/s Nishar Surgiql.
Office No. A-4ll-
296. .,ail Road,

(ELr-00476)

4290

AD.]I

DOCSAN TIBBI
MALZEME SAN- A,S,
(PRIVATE)

tuze Cad. No. 9lA
Oriahisar TBbzon -
TURKEY

FSC: Turkey

Valid TiUr 20-0G2024

Poliler (Poly€thyl.n€

Poly€st.r) Surgi.al Suture
Corlcs & Si2esas per FSC"

Clas D
Snclfiifc 5 )eds

Deferred for prolhion of followinS doctrnents: -

. Staiilily sludies dara uFo claimed shelf life.

. ftopo*d MRP ofmelical devie.

. Whether the medical device I for expon or ro be
pl&ed only in local ma*ep

. Original and valid liee ele cenificaie oiany RRA as
per rule 67 dDly atested by embassy ofPakishn.

' valid Produclion Qualiry Moagemenr Sysrem
Certificale (lSO 13485y cMP Cenifi.are dlly
nohrized copy d p$ law.

. Infomalion on valida(ion for medi.at devices wirh

M/s Nishat Surgicsl,
oflice No. A-4t l-
296.IailRoad,

(ELI-00476)

DOGSAN TIBBI
MALZEME SAN, A S

(PRIVATE)

Rize Cad. No. 9lA
Onahisd Tmban -

PEDESENTE

100%) SurgicalSuture
Codes& Sizes as p( FSC"

Deferr.d fo. provision of folloivinE documenu: -

r Slabiliq, studies data upro claimed shclftife

' Proposed MRP of me<lical device
. Whcl,'rer the medrcal deUce is lor exporr or to hi

Deferr.d for provision offollowing documenrs: -

. Slability sludies dala upto claimed shelflife.

. Proposed MRP ofmedi.aldevice

. Whelher rhe medical devi.e is for expon or to be
placed only in local ma.ket?

' OriCin.l and valid fteesale cEnificareof dy RRA 6
p€r rule 67 duly atlested by embdsy ofPaklsra

. Valid PmductjoD QDalitl ManaSemenr Systcm
Certificate (ISO ll485y cMP Cenificarc dutr'
notaliEd copy as per lav.

. Informalion on validalion for mcdical devices $rh
slerile o. sith mensurin8 tu.ction.

Page 86

l3 r2 2015

Deferred for provision ofvatiO anA onginalttosde
Cenificate of any RR,q, Delign Exmination
Cenificate and Notdized dd Embassr- auestcd Lcgal

261.

ADlt

Codes & S'zes as pe! FSC"

Class-D

Shelf-life: 5 years
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429t

AD.II

TURKEY

FSC: Turke)

volid Till: 20-06-2024

Class-D

Shelf-life: 5 ye6
placed only in local markeo

. Orisinal snd valid fi€e sale @nificale ofoy RRA d
per rule 67 duly atlested by embalsy ofPakislatr

. Valid Produ€tion Quality MmaAement Sysem

Ccnifiere (lSO 13485y GMP Cenificate duly
notarized copy as pq law.

. Inlomaion on validation for medi., devi.er wlrh

sterile or wilh measuring tunction.

265

Mh Nishai Surgical

Ofice No. A-4ll-
296, Jail Rotul.

Hyderabad

(ELr-00476)

AD,II

DOGSAN TIBBI
MALZEME SAN, A,S,
(PRrvAIE)
Rize Ca( No.9lA
Orahisd TEbzon -
TURKEY

FSC: Turkey

Yatid Till:2G0G2024

KANSTAT ORJ
Absorb.bl. Hemostrt
(Oridizod R€renerat€d
Cellulose)

Codes & Si,es.5 pe. FSC"

CIass-D

Shelf-life:5 )-em

Deferred for provision of followins docume s:-

. Stability sludies data upto claimed shelflife.

. P.opo*d M RP ofmedical de,i.e.

. Whelhq the mediol dflice is for qport or to be

plaed only in lo.al markel?
. OriSinal and valid ftee sale cedificate of anl RRA as

per rule 67 duly adcsled by embassy of Patisrr.
. Valid hodLrction Quality Managemerr Syslem

Cedincat€ (lSO 13485y GMP Ceriflcale duly
noteized copy as per las.

. Infomarion on Elidlrion for medi€l devies r.-ith

sterile or wilh measuring tunclion.

266.

M/s Nishar Surgical,

Oflice No. A4l l-
296, lail Road,

Hyderabad
(ELI,0M?6)

129J

AI),II

DOGSAN TIBBI
MALZEME SAN. AS,
(PRIVATE)

Rize Cad, No.9lA
Onahis Tmbzon -

TURKEY

I'SC: Turkey
valid Till: 20-06'202.1

DOPACE (Pacing Wire)

rempomry Pacing wte
Codes& Sizcs 6 pcr FSC"

Class-D

Shclf-life:5 yeds

Deferred for plovision of following documents: -

. Slability studis data upro claimed shelf life.

. Prcpos€d MRP ofmedical dwi@.

. Whether lhe medical device is for export or to be
plaed o'rly in l@l m&ket?

. Oricinal and valid fiee sale ceniflcale ofan, RR"{ as

ptr rule 57 duly atesred by embassy of Pakisim

' valid P,uluction Quality Mmagemenl System

Cenilicate (lso 13485y GMP Cedificare duly
notaircd mpy 6 per law.

' Informarion on lalidalion for medical devices rith
slerile or wilh medudng tundion.

261

M/s Nishat Surgical.

Olllce No. A-41 I -

296. Jail Road,

Hydembad

(EI-r-00476)

1?97

DOGSAN TIBBI
MALZEME SAN A.S,

(PRIVATE)

Rize Cad, No. 9lA
Odahisar Tmbzon -
TURKEY

FSC: Turke]
ValidTiU:20-06-2024

Pf,GELAK
Poly(glycolide{o-lrctid.)
(PLGA) (90:10) surgi.al

Codes & Sizes as per FSC'

Cl6sD
Sheli-life: 5 years

Deferr.d for pmvision of followinS dmuments: -

. Stability nudies data uFo .laimed shelf life

. Propos€d MRP ofmedical devie.

. Whether the medical device is for .xport or to bc

p15ced only in lo.al mark€P

' Original and valid fi ee sale c€rtificate ofany RRA as

per rule 67 duly aflested by €mbassy ofPakiste.
. Valid Production Quality MeaAement System

Cetufic&e (lSO ll485y GMP CenificJLe dul)

nolrrized copy as per la*.
. lnfomalion on validation for nediql devices with

sleril€ or with measudng tunction.

268

Mh Nishat Surgical,

Omce No. A-4ll-
296. Iail Road,

(ELl{0476)

{199

ADJI

DOGSAN TIBBI
MALZEME SAN, A S,

(PRIVATE)
Rift Cad. No. 9lA
Ortahis Trabzon -

TURKEY

FSC: Turkey
Valid Till: 20{6-2024

TEKMON (Polyglocolide

(%7s) -Co' C.prolactone
(%25) PGCL) Sursical

Codes & Sizes d per FSC"

Class-D

Sh.lflif.: 5 ye&s

Deferred forprovision offollowing dmume s.
. Stability studies dala upto claimed shelf life.
. Proposed MRP of medical device.
. Whether the mcdial device is Ior expon or to be

placed onry in local market?
. Or igDrl md r al id i ee sale Lefl ificale of ar) RRA 6

pq rule 67 duly atlesred by embssy ofPakistan.
. valid Production Qunlily Managemenl Stslem

Ceaificat (lSO I 1485), CVP cenrfi{{I( dul)

nosrized copy as p€r lan.

' lnfomarion on validation for medical devic6 wit,
ncrile or with m6uring fmolion.

?69
296. JailRoad.

DOCSAN TIBBI
MALZEME SAN. A.S,

(PRIVATtr)
Ria Cad, No. 9lA

PROPILEN
(Polypropyl.ne) Sursicrl

Deferred for pmvision of followinS d@uments: -

. Detarls of mmufacturing and quality conl,ol

. Slabilitr studies dala uDto claimd shelflif..
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(ELI-00476)

1293

TURKEY

FSC Turkey

Valid Till: 20-06-2024

Codcs & Sizes N per FSC"

Class-D

Shelf-life.5 yea,s

. Proposed MRP ofmedical doie.

. Whelher the medical device is for expon or to be

placed only in local rnarket?
. Original and valid ftee sale ceni{icare ofany RRA 6

per rule 67 duly anestd by embdsy of Pskisld.
. Valid Produclion Qualiry Management Sysem

Cenifcat (lso 13485y GMP Cctificaie duly
nobrized opy as p€r law

. Infomalion 6n validation fdr mediol devicc trhh

$erile or with meisuring tunction.

210

M/s Nishai Surgical.

Ofrce No. A-4ll-
2%, Jail Road,

HydeEbad
(ELr-00476)

3lEl8-R&l

02.12.2021

ADJX

ltt/s Do8se Tibbi
Malzeme Su. A.S.
(frivale) Localed at

Rie Cad No. 9lA.
Ottahise T.abzon.

Turkey

FSC:Turkcy
Valid lill20/06/2023

Silt (natumlsilk black)

As ler FSC

Sh€lfLili: 5 years

. Thc $bmittcd copy of lSG l348J is erpircd submit

notarized md v.lid ISG 13485 for tunler procdsing

ofyour case, please.

. Notrizcd ed valid DeclMiion ofconfonniry by the

manufacturn is rcquired.
. Provide informarion on validalion for mcdicaldevice

with rsp@t to srmility oflhe applied p'rduct.
. Provide inslrudior for u*.
. Provide $ability studies aloo8 with tle plolocol for

the applied ploduct sDppoding Lhe claimed shelf life.
. Sinc€ the coutury ofo.igin is Turkel, {hich is aol a

refer.nce coutry, th*forq provide a Free Sale

Certificale fo.1he applied product ftom a rcffficc
counlD as Ae.ified in Rule 6? ofMedical Devices

Rules.20t?
. Prcvide label (as .pproved in country oforiSin) md

its packaging, prcmolio. matdal md brehu€
. Pleased prcvide proposd MRP of the applied

medical devie d it hax not been menhoned in Fom

2il
N,rs Nishat Surgical,

Omce No. A-41 l-
296. Iail Road.

(tiLr-00476)

33E.14-R&I

AI)-lX

L€gnl Manufacluer:

MA Dogsan Tibbr
Malzm. Sm. A.S
(Private) Located at

Riz Cad. No 914
Orlahise Trabzon-

Turkey

PeBelak Po1) (Glucolide-

Co-Lacide) Rapid (PGLA)
(90:10) Sugi.al Surure

Sh€lfLife: 5 yces

. The submided @pyoflso-13485 is expned, submil
noteizd md valid ISO- l1485 for turthr processing

ofyour cas€, pl€ase.

. Notarized ard valid DeclMtion ofconfon iryb)the
mmufamr.er is r€quired.

. Provide infonnalion on validation ior medi€l devrce
$ilh respefl to ste.iliry ofthe applied product.

. Provide inslruction for use.

. Prcride srabilirl nuJie: alonS uirh rhe p,orocol tor
lh€ appliol producl supponing tle ciaimed shclflife.

. Since fte coutry oforigin is Turkey. ghich is nol a
refereflce comtry, therefoe, pmvide s Free Sale

Cenificate for lhe applied Drodu$ ftom a rclerence

country as specified in Rule 67 ofMedtal Devies

. Provide label (as approved in .ount , oforigin) and

ils pa.kagin& prcmotion narerial and brchue.
. Plensed prcvide proposed MRP oi fte applied

medicaldeviceas i1h6 Dot bcen menrioned itrlom
1L

(D. Ali Khan)

(MD

>--
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Evrl!ltor:
AD.II

FSC: Turkey

Valid iill20/06/2023.

(Pegelat Poly (Glucolide-

multifi lamenl absorbable

sterile surgical snrur€)

Cla$ t)


