AEKJIAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOUIHI JEKJTAPAIIMIO O COOTBETCTBUH

AQ "ThakcoCyumKnsiin Tpetiounz"

Ceedenun o pecucmpayuu opeanuzayuu: Mexcpaiionnan uncnexyus Pedeparvnodi Hano208oii cayicis: Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuil npocnexm, 0. 374, xopnyc 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: 'enepanvuetii dupexmop [ybanckuti Onez

Hosepennoe nuyo: Kyzneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, YTO

nexapemeennoe cpedcmeo: Humezpuaun, pacmeop ons eHympusennozo esedenus 0.75 me/mn 100 mn, raxonst
¢ yempoitemeonm 015 nodsewiuearis (1), nauku kapmounnsie, PY Ne IT N013344/01 om 22.04.2008 (dama
samenst 16.02.2018) svidano 340 "ThaxcoCmumKnain Tpeiiounz”, cepus CX8P. napmus 3499 ynaxoeox, 200en
00 31.07.2022, npouséodcmea I'aico Onepatiwenc Benuxotpumanus JTuvumed, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, koo OKIT/J2
21.20.10.131, koo TH B3] 3004900002, Jucmpubviomop. coznawenue 6/n om 01.01.2013, uneoiic Ne
4205287370 om 16.09.2019

COOTBETCTBYET TPEBOBAHUsM
II NO13344/01-160218 uzm.Nel

AEKJIAPAIIMSA NPHHATA HA OCHOBAHHWH
npomoron ucneimanti Ne 6155m om 04.10.2019 HIT OO0 HI] "OAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC GB. OMO8.C50379 om 07.10.2019

}IATA I}EM}'{TI/H{ JAEKJAPAIIHH 07.10.2019
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CBEJIEHUS O PETHCTPALIIHA

OPI'AH I10 CEPTH®UKAIIUH, 3SAPETHCTPHPOBABIIUY JEK/IAPALIHIO

RA.RU.110MO8 OPI'AH 11O CEPTH®HKAL[HMH ITPOJVKIIHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opoo Mockea, ya. Macmepkosa, 9. 4, sm. 5., men.:(495)788-02-88, seb-
caiim: oykk.pe.
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Material Description: INTGN INF 0.75MG/MLX 100ML RU-GSK

Onucanue MaTepuana WHTerpunuH pacTeop ANs BHYTPUBEHHOrO BBegenus 0, 75MIM/MIIx100MI

Material Number: 1000000081116 Package size / type: 100 mL Vial

Homep maTtepuana: 10000000081116 Pasmep / Tun ynaKkoBiu dnaxon 100 mn

Product Name: integrilin Strength: 0.75 mg/ml.

Haumenosanue ToBapa:  uterpunuu Losuposka: 0,75 mr/mn

Dosage Form: Solution for Infusion

Texapcreennan iopma:  PacTeop AN BHYTPUBEHHOMO BBELSHNSA

Marketing Authorisation Number: 1 N013344/01

Homep perucTpauyuontoro yaocrosepenus 1 N013344/01

Manufacturing Authorisation Number: MiA4

Howmep paspeuleHnsa Ha NPpOU3BOACTEO MIA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848

Howmep GMP ceptucukara npoussoauTens: GMP/IMP 4/3848

Site of Manufacture, Packaging and Quality Control: Glaxo Operations UK Limited, Harmire Road, Barnard

Castle, Durham, DL12 8DT, United Kingdom
MnowapKa npou3BoACTEa, YNAKOBKW U KOHTPORS! Mnakco Onepalitienc BenukoBpuranua Mumutes,
KavecTsa; BenukoBpuranus

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

HacTosujum noaTeepiaaio, 4TO WHhopMauus, NPejcTasnelHas B 3TOM CepTuduiare, SBNAETCA AOCTOBEPHOR U
TOYHOM

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling 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.

HaCTOHU.{MM noagrsepKaalo, vTo BCe 3ranbl NPCW3BoacTea ,qaunoﬁ CepuK roTosoro NpCAyKTa, BKNIoYas onepaldn no
YNaKOBKE/MaPKMPOBKE U KOHTPOIb KAHECTBA, Ha BbILIEYNOMAHYTON NPCUIBOACTBEHHOR NNoLWEAKE BbiNit NpOBEEHb!
B NONHOM COOTBETCTBUY ¢ TpeBoraHuaMU GMP Esponeiickore coloaa, nokanbHLIMK PerynaTopHbiMu TpebosaHuamm
1 TpebosaHuaAMU cneurduKkaliiy PerncTpPauMoHHOro YAOCTOBEPEHUA CTPaHb! HASHAYEeHNA, 3anncu, OTHOCRUWMECS K
NPON3BOACTBEHHOMY NPOLECCY, YNAKOBKE U TECTUPOBEHMIO Cepuy, Ghinv NpOBEpEHb! M COOTBETCTRYIOT TPeGoBaH!AM
GMP.
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All investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature deviations)
have been recorded and completed to a sufficient level to support certification.

Bce paccnefceaHus, ecri Takosbie MMEIOTCH, OTHOCALUMECH K Cepuit (BKNIOYas OTKNOHEHWS, sannakuposaHhbie
WIMEHEHUA W / UNK TEMNEPaTYPHLIS OTKNOHEHUR), Bbini 3aperncTpupoBaKt! i 3aBeplleHs! 40 YPOBHA, A0CTATGHHOTO
ANA NOATEEPHAEHUA cepTudnKaLing,

APl name: Eptifibatide
Haumenosanue gapmalesTuiecioln cyGcTanLmnm antucpubarng

APl manufacturer. PolyPeptide S.A. in Belgium
Mponseogutens cyGeranuuu: Monulentug C.A., Benbrus
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Lot/Batch: Date of Expiry: 31-07-2022
Ttot / Cepun: logeH po:
Date of Manufacture: 05-07-2019
Hata npouasopgcrsa:
Importing Country:  Russia
Crpana-umnoprep:  Poceun
Description Specification Results
Mokasarenb Cneyudmrayms PeaynbTathl
Appearance (Visual) Clear, colourless solution. Cemplies
Onucarve (BuayantHbli) Mpospaunsiit, GeclBeTHbIR pacTeop. CoorsetcTayer
identification (HPLC) The retention time for the main peak on | Complies
the chromatogram of sample solution
should correspond to the retention time
for the main peak on the chromatogram
of the Eptifibatide standard solution.
MoanurHocTh (BAIKX) Bpems yAepKUBAHUA OCHOBHOIO NUKa CooteeTcTBYeT

Ha XpoMmarorpamme UCNbITYemoro
pacTBopa LOMKHO COOTBETCTBOBATL
BpPEMEHY YASPXUBAHWUSA OCHOBHOIO NtKa
Ha xpomaTterpaMme cTaHaapTHOro
pacreopa sntudmbarnga

Clarity of solution Ph.Eur.

The product should be clear or similar to
reference |.

This parameter is controlled
in the Russian Federation
territory.

FlpospadHocTs EBp.®.

(Mpenapat gorpieH GbiTb NPO3paYHbiM
Wnu BelAepKusarb CpapHere C
atancHom |,

[anHbiil noxasarens
KOHTPOMUPYETER Ha
TeppuTopuy Poccuiicioit
denepali.

Colour of solution Ph.Eur. Product should be colourless or similar | Complies
to reference BS.

LisetrocTs Esp.@. Mpenapar gomieH GbiTh G8CUBETHBIM CootBeTCTBYET
WNY BLIAEDKUBATE CPaBHEHWE C
arancHom B9.

pH Ph.Eur. From5.0to0 5.6 5.3

pH Esp.¢. Or50p06,5 53
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Description Specification Results
[Mokazartens Cneuuthuranun PesynbTaTht
Assay (Eptifibatide content by HPLC) 0.70 to 0.79 mg/mL 0.77
mg/mL
KonwyecTeeHHoe onpeaeneHue Or 0,70 no 0,79 mr/ mn 0,77
antuubarvga
Assay (Citrate-ion content by HPLC) mM | 22 to 28 mM 25
KonwyecTeeHHCe cnpegenexdue uutpar- 07122 po 28 MM 25

WOHa

Particulate Matter - Visible Ph.Eur. / USP

Visible particulate matter should be
absent.

This parameter is controlled
in the Russian Federation
territory.

Mexasu4deckne BKNIoYEHUA: BlaUMBIS
(Eap.apm / dapm. CLLA)

Buanmeie MexaHuMeckue BKIIOYEHUA
LOMiHEl OTCYTCTBOBETDL

HanHbif noxkasarens
KOHTpONUPYeTCst Ha
TeppuTopYn POCCUACKON
denepaliuu.

Particulate Matter - Sub-Visible Ph.Eur, / | Not more than 6000 per 1 bottle 184
USP - Particles of size = 10 ym

MexaHuuecKie BKIICHEHUA: HeBUANUMEIE He Gonee 6000 B 1 thnakoHe 184
(Esp.®apm. / ©apm. CLUA) — vacTitlipl

pasamepom 2 10 MxM

Particulate Matter - Sub-Visible Ph.Eur. / Not more than 600 per 1 bottle 0
USP - Particles of size 2 25 ym

MexaHWyeckue BKMNOYEHUSR: HEBUANMbIS He Bonee 600 8 1 dnakoHe 0
(Esp.®apn. / dapm. CLUA) —vacTuisl

pasmMepom 2 25 MKM

Eptifibatide degradation Products (HPLC) | Notmore than 0.2 % <0.03
- Trp-Pro-dkp %

MpoayiTst pacnaga antudmbarnaa He Bonee 0,2% <0,03
(BEXX) - Trp-Pro-dkp %

Eptifibatide degradation Products (HPLC) | Not more than 0.6 % 0.1

- Asp-clipped Eptifibatide %

Mpoayirs: pacnaga sntucgpubarusa He Gonee 0,6% 0,1
(BOXKX) - fea-Asp antuchubarug %

Eptifibatide degradation Products (HPLC) | Not more than 0.2 % <0.03
- D-Har Eptifibatide %

MpoaykTsl pacnaga sntugubaruga He Gonee 0,2% <0,03

(BBKX) - D-Har 3ntuchubarng %
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Description Specification Results
Moka3satens Cneundpuranus Pesynbrarh!
Eptifibatide degradation Products (HPLC) | Not more than 0.5 % 0.1
- Beta-Asp Eptifibatide %
MpoayiTel pacnaga sntudubarvga He Gonee 0,5% 01
{(BOMX) - B-Asp anTudwbBatug %
Eptifibatide degradation Products (HPLC) | Not more than 0.2 % <0.03
- Deamidated Eptifibatide %
Mpoaykrel pacnapa sntudubatyaa He 6onee 0,2% <0,03
(BK) - [eamuavposanHbiii
antucbubaTun %
Eptifibatide degradation Products (HPLC) | Not more than 0.2 % <0.03
- Reduced Eptifibatide %
MpopykTel pacnaga sntucgpubaruaa He Gonee 0,2% <0,03
{(BIRKX) - BOCCTAHOBNEHHbLIV
antudpubarng %
Eptifibatide degradation Products (HPLC) | Not more than 0.2 % <0.03
- Trisulfide Eptifibatide %
Mpopykrel pacnapa sntucubaruaa He Bonee 0,2% <0,03
(BKX) - Tpucynsdun antudmbartuga %
Eptifibatide degradation Products (HPLC) | Not more than 0.3 % <0.03
- Eptifibatide dimer %
MNpoayxrsl pacnaaa antuchnbatuaa He Gonee 0,3% <0,03
(BIX) - aumep antupubaruga %
Eptifibatide degradation Products (HPLC) | Not more than 0.2 % <0.03
- Largest single unknown impurity %
MpoaykTel pacnana antuchubaruga He Gonee 0,2% <0,03
(BIMKX) - Hanbonbwan efquHiu-Han
HengeHTuguLrpoBantan npuMece %
Eptifibatide degradation Products (HPLC) | Not more than 2.0 % 0.2
- Total degradation praducts %
fpoaykrbi pacnaaa sntucdubarnaa He Gonee 2,0% 0.2
{BIWKX) - cymma npoaykTos pacnaga % . .
Extractable volume Ph.Eur. / USP Not less than nominal volume specified | Complies
on the label (100 mL).
Vasnekaemeiit obwem Eep.®. / dapm. He mexee HoOMWHanbHoro ofsema, | CooTBETCTBYET

ClUA

yyasaHHoro Ha atukeTie (100 mn).

CofA generated manually by mac55853 on 13 September 2019 11:08

ST

PP




Issued by:
Boigau

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT

UNITED KINGDOM

Tel +44(0)1833 690600  Fax: +44(0)1833 692300

Ce

CGertificate of Analysis
BHEnMsa

Certificate Date

Certificate Number

Hara cepruchukata  Homep cepruchurara
10-SEP-2019 BCS_0000001468
Page/Crp 6 offus 6
Description Specification Results
[Mokasarens Creyuthuraums PesynbTaThbi
Bacterial endotoxins Ph.Eur, Not more than 7.5 EU/mL. Complies
BakrepuaneHsle 3HACTOKCUHL! EBp.®. He Gonee 7,5 EC/ Mn CooTsercrayer
Sterllity Ph.Eur. / USP The product should be sterile. Complies
CrepunsHocTs Egp.d. / dapm. CLLA MpogykT pomieH BbiTe CTEPWILHLIM. Cootsercrayer

Qualified Person
YnonHomoueHHoe nuyo

Signature

Mognuce

Name " e

Wms C‘)Qg’(‘u\f Scc;“
g g

Date : N

fava 11 5.2.5;7{ 20149
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