NEKJIAPATIAS 0 COOTBETCTBUH ’j

JIEKJIAPAHT, II.PI/IHPIMAIOIHHﬁ JNEKJAPAITAIO O COOTBETCTBHH

AO "ThaxcoCmumKasiir Tpetiounz"

Ceedenus 0 pezucmpayuy opanusayuil: MecpatioRHas UHCHEKII PDedepanvroil wanozoeoii cayobsl Ne 46 no
» Mocxee 01.01.2008, OT'PH 1 027739011486, dana npuceéoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 9. 374, xopnyc 4, amaoic 3, nom. XV, komuama 1.
Tenecpon:8(495 )777-89-00.

B nuye: Ienepansiviii OUpexmop Hyéanciuii Onez

Josepennoe nuyo: Kysneyos A.A., dosepennocmb 60-1 3.09.2018 om 13.09.2018 2

3ASIBJSIET, UTO

JnexapcmeeHHoe cpeacmeo: Humezpwiun, pacmeop sl BHYMPUBEHHOZ0 ggedenus 2 me/mn 10 mn, pnarons (1),
nauxu xapmonnvie, PY N 1 NO13344/01 om 22.04.2008 (0ama samensl 16.02.2018) evidaio 340
“IiaxcoCmumKnsin Tpetioun2”, cepus WK3J, napmus 1559 ynaxo6ox, 200en 00 31.12.2021, npou3goocmed
Tiaxco Onepoaiiuierc Beauxkoopumaris Thuumed, Benuxobpumanus, Glaxo Operations UK Limited, Harmire
Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, ko0 OKIIO2 21.20.10.131, ko0 TH B
3004900002, JTucmpubbiomop. CO2NAUEHUE 6/1 om 01.01.2013, unsoiic Ne 4205276987 om 09.07.2019

COOTBETCTBYET TPEBOBAHHAM

1 N013344/01-160218 wsm.Nel

JIEKJIAPAILAA NPUHATA HA OCHOBAHHH

NpomoKon ucneimaruii Ne 4235m om 15.08.2019 HJI OO0 HL] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJT40, Cepmudpuxam POCC GB.®MO8.C46240 om 15.08.2019

Kysneuos A.A.

k%onn?(cb OH.O

A

CBEI[E(I-{I/IH O PETHCTPAIINNA

OPTAH 11O CEPTHO®HKAIIUH, 3APEI'ACT PUPOBABIIHI JEKJAPAIIMIO

RA.RU.11®MO8 OPTAH 110 CEPTHOHKALIHH [IPOAVKIHH OBLECTBO C Or PAHHYEHHOH

OTBETCTBEHHOCTBIO " KPY)KHOH LEHTP KOHT. POJIST KAYECTBA",

adpec opeaHuIayuit; 115280, 2. Mocxea, ya. Macmepkosd, d. 4, om. 5, nom. I, xom. 1, adpec op2ana no

cepmugpurayuu’ 115280, POCCHA, 20pod Mockea, y1. Macmeproea, 0. 4, an. 5., men.:(495)788-02-88, aeb-

caiim: OYkx.p@.

JEKJAPALIMS O COOTBETCTBHH 3APErMICTPHPOBAHA M POCC RU JI-GB.®M08.A.33346/19
PEFIFETRAIIUM 15.08.2019

& Juaeuxo H.B.

MOAMHCH Pyxosoautens OC
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issued by:
BuipaH

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 80T

UNITED KINGDOM
Tel: +44(0)1833 690600 Fax:

Waterial Description:
Onucanue matepuana

Material Number: 10000000080398
Homep mMaTepuana: 10000000080398
Product Name: Integritin
HaumeHOBaHNWE ToBAPA: HHTerpunnd
Dosage Form: Solution for Injection

flekapcTReHHAA thopmal
Marketing Authorisation Number:

Homep perucTpaLoHHore ypocToBepexns
Manufacturing Authorisation Number:
Homep paspetueHns Ha TIPOUIBOACTEO

Manufacturer's GMP Certificate Number:
Homep GMP cepruchukara npovasoauTeNA:

Site of Manufacture, Packaging and Quality Contrak:

MnowaaKa NpouBoACTEa, YNaKoBKW W KOHTPONA
KauecTea:

+44(0)1833 692300

Cortificate of Analysis
__t-,‘_.epmbmsarakqm‘aa_sg,; o

Certificate Date Certificate Number
[lata ceprudmara Homep cepTudukara
04-JUL-2019 BCS_0000001358
Page/CTp 1 ofms ©

INTGN INJ IMGMLX10ML RU-GSK
WHTerpunu+ pacTeop ans BHYTPUBEHHOTD saefeHust ZMI MINx10MA

package size [ type: 10 mL Vial
Pazmep / TUN ynaxosku dnakor 10 mMn
Strength: 2 mg/mL
HosupoBra: 2 mr f mn

Pacreop And BHYTPMBQHHOFG BEEAeHWRA

1 NO13344/01
1 NO13344/01
MiA4
MiA4

GMP/IMP 4/3848
GMP/IMP 4/3848

Glaxo Operalions UK Limited, Harmire Road, Barnard
Castle, Durham, DL12 gDT, United Kingdom

nakco OnepaiileHt BenukoGpuTatiwa Namuted,
BenukoGpuTaHua

| hereby certify that the information provided within this certificate is authentic and accurate.

HacTosiwm NoATEepKAAI, yro vHbopMaLUS, npepcrasnenHan B aToM cepTudpuare, RENAETCH ROCTOBEPHON 1

TOMHOR

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packagingﬂabemng and Quality Control at the above-mentioned site(s) in full compliance with the GMP requirements
of the EU and the local Regulatory Authority with the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

HacToALuM NOATBEPAAIC, 4TO BCE aTanbl NPOU3BOACTEA AAHHOM CEpYN FOTOBOIC npoAyKTa, BIUTIOYasn onepauny no
ynakoske/Mapruposke 1 KOHTpON® KayecTsa, Ha abilieynoMaHyToN npomawumeaucﬁ nnowaake Gbinv npoBeaesl
B NONHOM COOTBETCTBUA C Tpebosannamm GMP Esponeficioro coioda, NOKANbHBIMI PEryNATOPHEIMA TpebosaHrAMA
u TpeGopaHuaMA cneundmragin PEerucTPaLnoHHoro yAOCTOBEPEHHA CTpaHsl HasHaueHus. 3arncK, OTHOCALWECH K
NPOM3IBOACTBEHHOMY NpoLeccy, ynakoske v TECTMPOBAHWIO CEPUKA, Gbiny NpoBepeHs 1 cooTBETCTBYIOT TpeGoBAHUAM

GMP.

CofA generated manually by ag982924 on § August 2018 1411
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issued by:
BripaH

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

UNITED KINGDOM
Tel: +44(0)1833 690600 Fax:

All investigations, if any, pertaining to the batch (including d

+44(0)1833 692300

——

[Cortificate of Analysis
CepTudpukar ananuaa L ey
Certificate Date Certificate Number
[Nata ceprincpukata Homep cepruukata
04-JUL-2019 BCS,__0000001358
Page/CTR 2 ofus 6

eviation, planned changes andfor temperature deviations)

have been recorded and completed to a sufficient level to support certification.

Bee paccrieaosanua, ecni raKoBble UMEIOTCA, OTHOCALLMECH K cepun (BknioHan OTHIOHEHUA, sannannposaHHbe

Ans Mo/TEEPKABHIA cepTugukalan.

APl name; Eptifibatide

A3MeHeHus 1/ uiv Temneparypbie oTknoHeHKA), Beink saperneTpupoBanrl ¥ saBeplueHbl A0 YPOBHA, AGCTATOMHOIO

HaumenosaHue cbapmaueamqecxoﬁ cyberaHyun anTudubaTia

AP| manufacturer. PolyPeptide S.A. in Belgium

MpowasoauTEND cyBeraHumvm Monulentua CA., Benbrua

CofA generaled manually by ag982824 on 5 August 2019 14:11
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Issued by:

Boipad

GlaxoSmithKline

Harmire Road

BARNARD CASTLE

Durham DL12 8DT

UNITED KINGDOM S

Tel; +44(0)1833 §90600 Fax: +44(0)1833 692300 Certificate Number
[lata cepTudukata Homep cepTuchukara
04-JUL-2019 BCS_0000001358
Page/CTp 3 ofma ©

Lot/Batch: WK3J Date of Expiry: 34-12-2021

ToT / Cepust lopex A0:

Date of Manufacture: 056-12-2018

Oara npoW3BOACTEA:

Importing Country:  Russia

CrpaHa-umnopTep: PocouA
Description ' spacification

Mokasatelb Crieuupurayns

‘ e e—
‘ Results
PeaynkTaThi

P

Clear, colouriess solufion.

Appearance (Visual)
peara s

o

TG I

Complies

I

Onucaxue (m_nayanbuméh) ﬂpospamftiw“\‘ ﬁecusel_fﬂui& pacTeop-

CooTBeTcTBYeT

|dentification (HPLC) The retention time for the main peak on
the chromatogram of sample solution

should correspond 0 the retention time
for the main pealk on the chromatogram

‘ of the Eptifibatide standard solution.

Complies

I

Mo nWHHOCTE (BSWKX) Bpems yAEpHUBAHUA OCHOBHOrO NUK&
Ha xpomaTorpamme WCTILITYEMOrO
pacTacpa AOIMKHO cooTBETCTROBATE
BpemMeHi yoepHUBaHNg OCHOBHOIO NUKa
Ha xpomararpamme craHaapTHOro

pacTsopa antuchwBaTiiaa

The product should be clear or similar to
reference |.

PR

Clarity of solution Ph.Eur.

S et e

pospauHocTh Epp.®

[MpenapaT ACIDKEH BhiTh Npo3paqHbiM
WK BLIAEPKUBATD cpaeHeHue C
aranorom L.

R

R
Colour of solution Ph.Eur. Product should be colourless or similar

to reference BY.
LiseTHOCTb Esp.®. penapaT ACMHeH BbiTh GECUBETHRIM CooTBeTCTBYET
VNV BLIAEPKWBATE CPABHEBHUE &
granorom BS. - |
pH Ph.Eur. From 5.0 to 5.5 _ _M_S.S N o
o7 5,0 a0 5.5 53 J

CoOTBETCTBYET

This parameter is controlled
in the Russian Federation
territory.

“T hanHein rorasatenb
KOHTPONUPYETCA Ha
TEPPUTOPIN Poconitckoi

depepaunu.

Complies

CofA generated manuaily by ag982024 on 5 August 2018 1411




issued by:
Buipa

GlaxoSmithi<line
Harmire Road
BARNARD CASTLE
Durham DL12 80T

UNITED KINGDOM
Tel: +44(0)1833 690600 Fax:

+44(0)1833 692300

Description ‘ specification
MNokazaTenb Creyudruranun

“Certificate of Analysis
‘Coprudmiar avanhas

SRS e

Cerltificate Date Certificate Number

[lata cepTudurara Homep cepTiduiaTa

04-JUL-2019 BCS_0000001 358

Page/CTp 4 ofma 6
R

o T

Results
PeayrnisTaThbl

Assay (Eptifibatide content by HPLGC)
mgfmb

KonvMecTBeHHOE Orpeaenenne
anTucwBaTnaa mr / mn

et

I————
Assay (Citrate::ion content by HPLC) mM

1.86 to 2.10 mg/mL

e e

O 1,66 fi0 2,10 wr /M7

w22 to 28 mM

KonuyecTeeHHoe onpejenexue uuTpar-
vora MM

e —————
MexaHuueckue BIIOHEHU: BUMMbIE
(Epp.Gapm [ Gap. CLUA)

]
Particulate Matter - vigible Ph.Eur. / UskP

e bt et e

Ot 22 po 28 MM

]

Visible particulate matter should be ﬁhis parameter is controlied
absent. in the Russian Federation
territory.

[lanrbivi noKasaTelib
KOHTPOMUPYETCA Ha
TeppUTOPUA Poccuitciol

bepepauuy.

e —
Buaumbie MexaHu4eckie BKAIOHEHUA
[OMKHS! OTCYTCT BOBATH

I
Particulate Matter - Sub-Visible Ph.Eur. /
USP - Particles of size 2 10 pm.

MexaHvueckue BRIIYEHAR: HEBUAMMBIE
(Eap.®apm. / dapm. CLA) - yacTuibt
pasmepom 2 10 MK

| pasMey e ——
Particulate Matter - Sub-Visible Ph.Eur. !
USP - Particles of size 2 25 pm

MexaHUuecKne BIITIOHEHIA: HEBUUMBIE
(Eep.dapwm. | Dapw. CLLIA) — yacTulbl
pasmMepom 25 MM

M s
Eptifibatide degradation Products (HPLC)
- Trp-Pro;df_g_":’i

— e et i

MpoaykTbl pacnand 3ﬁwc13uﬁamna
(BOWX) - Trp-Pro-dkp %

Eptifibatide degradation Products (HPLC)
- Asp-clipped Eptifibatide %

MpoayKTe! pacnana anmudubaTtuaa
(BOWX) - [ea-Asp antuchnbarna %

AR
Eptifibatide degradation Products (HPLC)
- D-Har Eptifibatide %

?ﬁogymn pacnapa antugpwbaTnaa
(BOHNK) - D-Har 3nrgpubatina %

e i

Not more than 6000 per 1 hotlle 15
He Bonee 60008 1 d;mésoﬂe FMM
B =T TR
He Gonee 600 8 1 nakone 0
| Not more than 0.2 % %E&M“M =
e Gonee 025 —Ten
l Not more than 0.6 % 0.0
- =
He Gonee 0,6% J 0,0
Not more than 0.2 % M—H \ <0.03 S
] He Gonee 0,2% 1 <0,03 '

CofA generaled manually by agfB2924 on & August 2019 1411
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lssued by:
Boigad

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DLi2 8DT

Gontfcato of Analysis
UNITED KINGDOM ?997:“‘?’?'_“3?‘@»?&&:114@ 3
Tel: +44(0)1833680600 Fax: *4 4(0)1833 692300

Certificate Date Certificate Number
[lata cepTuchukata Homep cepruukara

04-JUL-2019 BCS_(}OOOOO‘ESSE
5 ofus ©

I———

Page/CTp
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Description Specification
noyaaa‘ranh Cneundhmrayms

Eptifinatide degradation Products (HPLC) Not more than 0.5 %
- Beta-Asp Eptifibatide %

MpoAyKTbl pacnand antuubaTnaa 'He Gonee 0,5%
(BIKX) - P-Asp anrudwbatin %

B

PR C

Eptifibatide degradation Products (HPLC) Not more than 0.2 %
- Deamidated Eptifibatide % ______} e
MpoayKTel pacnaaa antudubaruaia He Bonee 0,2% <0,03 %
(BOWX} - neammupoaaﬂab;ﬂ |
anTucpuamna % e — ——— i
Eptifibatide degradation Products (HPLC) Not more than 0.2 % <0.03 Z
Reduced Eptifbatide | ——— I ——
{IpogyKTsl pacraaa anrudmbatvaad He Gonee 0,2% <0,03
(BOWX) - BOCCTaHCBNEHHBIN i
oagubaR® e — !
Eptifibatide degradation Products (HPLC) Not more than 0.2 % <0.03 :
- Trisulfide Eptifibatice® _____—
r MpoAyKTsl pacnaaa anTugudaTiaa He Bonee 0,2% <0,03
(BIWX) - Tpucynsdua snTudpubaruna % B
Eptifibatide degradation Products (HPLC) | Notmore than 0.3 % <0.03
- Eptifibatide dimer % ) { |
MpopyKTsl pacnaa anTuchubarnga He Bonee 0,3% {
(B3 __) - aumep 3nmqimﬁamna % o i i

e i e —
Eptifibatide clegradation Products (HPLC) Not more than 0.2 %
Largest s‘mgie _t_inkncwn impurity %

MpoayKTbl pacnaaa anTudubarnaa tHe Gonee 0,2%
(BINX) - HanBonblLas eAuHUHHAR
Hemneﬁmmmumposaﬂﬁaa npumecs %

aishia recb 0 —
Eptifibatide degradation Products (HPLC) Not more than 2.0 %
- Total degradation products %

- Total degradam "
MpopyKkTbl pacnaad antupubatvaa He Bonee 2,0%
(BOWX) - cymma npoAYyKTos pacnana % |
Extractable volume Ph.Eur. / USP Not less than nominal volume specified Complies

on the label (10 mL).

He meHee HomuHansHoro  o6nema,
yKa3aHHOro Ha gruketke (10 M)

ot}

Wapnexaemblii 06HeM Esp.®. [ dapm. CooTeeTCIBYET

I i o U

CofA generated manually by ag982924 on 5 August 2019 1411




Issued by:
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Buipan
GlaxoSmithKline ]
Harmire Road i
BARNARD CASTLE 3:.
purham DL12 8DT *i
UNITED KINGDOM 0 aHaImd e
Tel: +44(0)1833 690600  Fax: +44(0)1833 692300 Cemﬁcale Da,e Centificate Number |
[lara cepracpukara  Fomep cepTudhmkara
04-JUL-2019 BCS_0000001358
Page/CTP 1o
o .
Description I specification Results { E
Mokasarenb Creyunthurauyus PeaynbTaThl 1
“Bacterial endotoxins Ph.Eur. ~ | Notmore than 20 EU/mL. | Complies 1|
BakrepuancHbie anpoToKeuHs! EBp. P, He 6onee 20 EC I an CooTBeTcTByeT B
Sterility Ph. Eur. / USP The product should be sterile. Complies
C‘repmnhﬁo«c‘rb Eap.®. / dapm. CLHA [poRyxT porxeH ObiTo crepunbHbIM. CooTBeTCTBYeT ;
Qualified Person &
YnonHoMGoHEHHoe NiUo
{
Signature
Mopnuck
Name N { .lLf
Vi ,éggﬂgﬂ ,,,,, w
Date .
aa oS Aw 11—
i
%
|
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