AEKJIAPAIIASI O COOTBETCTBHH

AEKJIAPAHT, IPUHUM AFOIIUI TEKJIAPALIMIO O COOTBETCTBHH

340 "TnaxcoCmumKasiin Tpeiiounz"

3apezucmpupoeano : Mexcpationnan uncnexyus MHC Poccuu Ne 39 no 2 Mockae OI'PH 1027739011486 om
24.07.2002

Adpec: 119180, 2. Mockea, Axumanckas naé., 9. 2. Tenechon:8(495)777-89-00.

B nuye: enepansuuiii dupexmop Buwmuyxun JT A,

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 39-25/05/2018 om 25.05.2018 »

SASABJISIET, YTO

Aexapcmeennoe cpedcmeo: Humezpunun, pacmeop ons enympueennozo esedenus 0.75 mz/vn 100 M, rakors
¢ yempoticmeom Ons nodsewugarnus (1), nauxu xapmonusie, PY No IT NO13344/01 om 22. 04.2008 (dama
samenvt 08.12.2016) evidano 340 "ThaxcoCuumKnsiin Tpeiidunz", cepus Y72U, napmun 1600 ynarosox, 200en
0o 10.12.2020, npouzsodcmea Inaxco Onepaiiutenc Benuxobpumanus JTumumed, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DLI2 8DT, United Kingdom, koo OKII/]2
21.20.10.131, koo TH B3/ 3004900002, Hucmpubsiomop. coanawenve 6/n om 01.01.2013, unsoiic No
4205089046 om 05.07.2018

COOTBETCTBYET TPEEOBAHHSIM
II N013344/01-081216

JAEKJIAPAITAS IIPUHATA HA OCHOBAHHHA
npomoxon ucnsimarnuii No 4863 m om 02.08.2018 HJT 000 HI] "®APMOBEOPOHA", ammecman
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC GB.OMO8.C20056 om 06.08.2018

18
.12.2020

Kysnenos A.A.
D H.O

YT

CBEJAEHMUSI O PETUCTPAIINUA

OPI'AH 110 CEPTH®HKAIIHH, 3APETHCTPHPOBABILI M AEKJIAPAITAIO

RA.RU.11PMO08 OPI'AH I1O CEPTHO®HKALIHH ITPONYKI[HH OBIECTBO C OIPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIS KAYECTBA !

adpec opaanusayuu: 115280, 2. Mocxkea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. I, adpec opaana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxaa, yn. Macmeprosa, 0. 4, am. 5., men..(495)788-02-88, get-
caiim: oyrx.pe.

AEKJIAPAIIMSA O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC GB.®M08.109277

JATA PEL! AIIKI& 06.08.2018
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Protocol/Certificate of Analysis

10000000081116
10000000081116

Batch Number
Homep mapTun

Date of Manufacture
Lara nareroBnedus
Date of Expiry

Cpox rosocty

Test

Tect

Description - Form
Onucanue - hopma

Description ~ Colour
Onucanie - UBeT

Description — Clarity
Onucanie - Npo3pavHocTs

Colour of solution

UserHocT:

Eptifibatids identity (HPLC)
NoanwareTs 3nTuubariga

Citrate Content mM
KonwdecTssHEOe onpejlensnime
uurpaT-nexa, MM

Eptifihatide content (HPLC} mg/mi
KondecTeanHoe onpefieneHine
antuchubainaa (BONCC), mrimn

Eptifibatids content {(HPLC) (% of
CEalm} %

Konuuectientoe onpegenesie
antuchubampa (BIXKX), % ot
3aABNEHHUTD

initial CofA Pt

Y72U

14-12-2017

10-12-2020

Specification
Crieunchurarms

Liquid
Hugras

Colourless
BecuseTH:iR

Clear
MpospavHbii

Not more than reference solution
B9

flomked Bbimb HE WHTEHCUBHEE
pacreopa cpaBreHus B9

Positive 1D
MNonoxaTensHe

»=22 and <=28
2221s28

»=0.70 and <=0.79
20,70 £0,79

>=93 and <=105

293 nz105

Generatad nonually by Michael Chyriwsky on 2 July 2018 10:52

INTEGRILIN INFUSION 0.75MG/MLx100ML RU-GSK
NuTerpunuH pacTBOP AN BHYTPUBEHHOTO BEGNEHKA 0,75MT VI 100N

Result

Pe3ayneraTbl

Complies
CooreeTcTayer

Complies
Coorsercrayer

Complies
Cooraercrayer

Complies
CoorseTcTayer

Complies
CooTeeTCTRYET

25
25

0.75
0,756

1m

101
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Protocol/Certi

pH
pH

Particuiatz Matter
Copeparse yacray

Particle Caunt — Number - ==10uim
Mexanuseckue srmouerng 2 10 Mm

Particle Count — Number - >=25,m
Mexamnusemme sxmoyenns 2 25 M

Asp-clipped Eptifibatide %
Aea-Asp zrucpubarug

Tep-Pro-clp %
Trp-Pro-dip %

D-Har Eptiibatide %
D-Har 3nwuchubBarug %

Beta-Asp Fptifibatide %
8 -Asp 3nmcpubatun %

Deamidated Eptifibatide %
Heamugnposanssi antuchudarng %

Reduced Eptifibatide %
Boccranosnennsit dntudnbarug %

Trisulphide Eptifibatide %
Tpucynsdag antudmbaTtuaa %

Eptifibatic Dirner %
Dumep 3muchrbarug %

Largest single unknown %
HanBonbias eguHnyHan
HEWZEHTUINLMPOBAHHES NPUMECh

Total Degradation Products %
CymmapHos cogepialive npoaykTos
pacnana

initial CofA Pt

tficate oi Analysis

>=5.0 and <=55
250nsgs5

Complies with USP
Cooreercrayer USP

<=6000
< 6000

<=600
<600

<=0 6
20,6

<=0.2
502

<=0.2
=02

<=0.5
=05

<=().2
0,2

<=2
50,2

<=().2
£02

<=0.3
£0,3

<=0.2
50,2

Generated nsnually by Michael Chyriwsky on 2 July 2018 10:58

5.4
54

Complies
Cootpercrayer

130
130

0
0

0.0
0,0

<0.03
<0,03

0.0
0.0

0.0
0.0
<0.03
<0,03

<0.03
<0,03

<0.03
<0,03

<0.03
<0,03

<0.03
<0,03

-k

DM s S Lt
£t in,

kS ot

Rt TS

g s

1 ggr 3k v
VALt gl i

T ———

Page 2 of 3

e —



ProtocollCeriificate of Analysis

Volume n container
Waanewasibii obnem

Complies with PhEur
Cootsercrayer Esp. dapm,

Bacterial Endotoxins EUjml <=7.5
BakrepusnbHiie SHAOTOKCHHLI ES/Mn < 7.5

Sterility Complies with PhEyr
CrepunsiocTs Cootsercrayer Esp. ®apu,
Referencs Number Y72U-10000000081116-RU Signature
Ceoinousii nomep Mognucek

RUSSIA
PoCCHa

Country
Crpana

Imhal Cofa Pra
Generaled vaally by Michael Chynwsky en 2 July 2018 10:58

Complies
Cooreererayer

Complies
Cearsercrayer

Complies
Cooteercrayer

/J_{}f,{r)w‘"-j*‘
A. D. Horner
B.Sc, MR.S.C
Quality Manager ~ Batch Release
Qualified Person
Bamard Caslle

OTBeTCTBEHHLI 32 Kauecrao
Quality Manager

BapHapg Kacn

Barnard Castle
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