JTEKJIAPAITASI O COOTBETCTBHH

AEKJIAPAHT, IPHHUMAIOUIAH AEKJIAPAIIMIO O COOTBETCTBHH

AQ "ThaxcoCmumKnsiin Tpeiidunz"

Ceedenua o pezucmpayuu opzanusayuu: Meakcpationnasn uncnexyus Qedepanvroil Hano208oii cayucbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenun OF'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Menunzpadcxui npocnexm, 0. 374, kopnye 4, smaxc 3, nom. XV, kemuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepansueiti dupexmop Buwunuywuii JT.A.

Hosepennoe nuyo: Kysneyos A.A., dosepenttocmy 60-13.09.2018 om 13.09.2018 »

3ASABJSIET, UTO

Aexapemeennoe cpedcmeo: Humezpunun, pacmeop ons 8Hympugennozo eeedenus 2 m2/mn 10 mn , gnaronsr (1),
navuxu kapmonnuie, PY Ne IT NO13344/01 om 22.04.2008 (0ama samener 16.02.201 8) evioano 340
"ThaxcoCvumKnsiin Tpeiidune", cepun FFIF napmus 2730 ynaxosox, 200en do 04.06.2021, npouseodemesa
[haxco Onepstiwenc Beauxobpumanun Jumumed, Benuxobpumanus, Glaxo Operations UK Limited, Harmire
Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, xod OKIIJ{2 21.20.10.131, xed TH B
3004900002, Juempubviomop. coznauenue 6/ om 01.01.2013, uneotic Ne 4205216837 om 14.10.2018

COOTBETCTBYET TPEBOBAHUSIM
1T N013344/01-160218 usm.Nel

AEKJAPAIIHS IPHHSITA HA OCHOBAHUH
npomoxon ucnermanuii Ne 7038 m om 16.11.2018 HJT 000 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC GB.DMO8.C27660 om 16.11.2018

JATA OPHHSITHS NEKJAPAIIAH 19.11.2018
OIAPATIHSE IEM CTBUTE L HA 6.2021

‘ m; Kysueros A.A.
: ( noanués D0
CBE;ﬁHm O PETHUCTPALINH

OPIAH IO CEPTHPHKALIUH, 3APETHCTPUPOBABHINI JAEKJTAPAIIHIO

RA.RU.11OMO8 OFTAH 11O CEPTH®HKAIIHH ITPOAYKIJHH OBLIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pep.

AEKJAPAITASA O COOTBETCTBHHU 3APETHCTPUPOBAHA N POCC RU A-GB.®M08.4.07379/18

*’%/% Kauau E.B.

MOANHCH 3aM. pyxosogurens OC




Protocol/Certificate of Analysis

10000000080398
10000000080398

Batch Number FFOF

Homep naprum

Date of Manufacture 05-06-2018
Hara u3roToBnexnn
Date of Expiry 04-06-2021

Cpok rogHocTy

INTEGRILIN INJECTION 2MG/MLx10ML RU-GSK
WHTerpunud pacTeop ana BHyTpUBeHHOro Beegenun 2MITMIx10MN

HaxoSmithKline

Test
Tect

Description — Form
Onucanue — copma

Description — Colour
Onucaxune — yser

Description — Clarity
OnucaHune - Npo3paYHocTb

Colour of solution

LseTHocTs

Eptifibatide identity (HPLC)
MoanuxHocTb anTudnbaTuna

Citrate Content mM
KonuuecTBeHHOe onpegeneHue
yuTpart-uora, MM

Eptifibatide content (HPLC) mg/ml
KonuuecTeenHoe onpegenenve
anrnchubaruga (BOHKX), mrimn

Eptifibatide content (HPLC) (% of
claim) %

KonuyecteeHHoe onpepensHue
antuchuBaruga (BOXKX), % ot
3anBMEHHOrD

Initial CofA Print

Specification
Creyudukauyus
Liquid

YKupkas

Colourless
BecuseTHeIf

Clear
(pospayHbii

Not more than reference solution
BS

[lonxen BbiTh HE UHTEHCUBHES
pacTeopa cpasHexus B9

Positive ID
FlonoMuTensHO

»>=22 and <=28
222u<28

>=1.86 and <=2.10
=1,86us210

>=93 and <=105

293us105

Generated manually by rm524228 on 10 October 2018 08:54

Result
PeayrnkTaThl

Complies
CooTeeTcrayeT

Complies
CooTteeTcrayer

Complies
CooTeeTcTByeT

Complies
CooTeeTcrByeT

Complies
CooTteercreyer

25
25

2.00
2,00

100

100

Ghasa Cpaiaticns UK Umited
Ragistared in Engliad & Wakis
fra FawRs1

Rrgistoied oifice
O Con i Vet R f
Baasfont Mdden TRIIGR
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Protocol/Certificate of Analysis

pH
pH

Particulate Matter
Copepxianue YacTuy

Particle Count — Number - >=10um
MexaHuueckue BrnioveHus = 10 mMxM

Particle Count — Number - >=25ym
MexaHndeckne BKIIOYEHUA = 25 MKM

Asp-clipped Eptifibatide %
Les-Asp antudubarug

Trp-Pro-dkp %
Trp-Pro-dkp %

D-Har Eptifibatide %
D-Har Sntucubarug %

Beta-Asp Eptifibatide %
B-Asp Sntuchubarug %

Deamidated Eptifibatide %
Leamuauposantbli antudhubarng %

Reduced Eptifibatide %
BoccranosnewHslit Antudubatug %

Trisulphide Eptifibatide %
Tpucynsdoup sntuchubatusa %

Eptifibatide Dimer %
Oumep 3ntuchubarug %

Largest single unknown %
Haubonbilans equHuyHan
HeWngeHTHhULMPOBaHHAN NPUMECh

Total Degradation Products %

CymmapHoe coaepiaHue npoayKros
pacnana

Initial CofA Print

>=5.0 and <=5.5
250us55

Complies with USP
CoorsetcrayeT USP

<=6000
< 6000

<=600
<600

<=0.6
206

<=0.2
$0,2

<=0.2
<02

<=0.5
=05

<=0.2
=02

<=0.2
=02

<=0,2
50,2

<=0.3
£0,3

<=0.2
<02

<=2.0
£2,0

Generaled manually by rm524228 on 10 October 2018 08:54

GlaxoSmithKline

5.4
54

Complies
CooTeercrayer

127
127

1
1

0.0
0,0

<0.03
<0,03
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slaxoSmithKline

§

Protocol/Certificate of Analysis

Volume in container Complies with PhEur Complies
Maenekaembiii oGwem CooteeTcrayer Eap. Gapm. CooTsetcreyer }i
Bacterial Endotoxins EU/m <=20 Complies
BakrepuanbHsie sHpoTokeuns ES/MMn - < 20 Cootsercrayer
Sterility Complies with PhEur Complies
CrepunbHocTb Coorsetcreyer Esp. dapm. Coorsercrayer i
Reference Number FF9F-10000000080398-RU Signature 1
Cebinoysblii Home Mognuck e o H
MCott i
Country RUSSIA B.Sc, M.R.S.C H
Crpaxa POCCHA Senior Qualified Person - Balch Release
Barnard Castle i
OTBETCTBEHHbLIW 38 KauecTBo :
Quality Manager i
BapHapg Kacn [
Barnard Castle i
Initial CofA Print s
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