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Material Description:

Fax:  +44(0)1833 692300

\

3atch Ce'rtti_:ﬁ;:ate%(‘ Cepmd)ixa‘r AKOET]
Céﬁfﬁcate Date | W.‘Cer'tificétielNumbér_
Hara ceptudpikary ~ Homep ceprvdiikary
28-0CT-2022 BCS._ 0000003455
Page/Crop.. 1 ofls 4

INTEGRILIN 100ML VIAL (0. 75MG/ML) X1

HalimenyBanust nposykuit:.  INTEMPUIH poauny Ans ingysia 0,75 mr/mn 100 mMn y dinakorax No1

Material Number: 10000000029696 Dosage Form: Solution for Irifusion
Homep ripogykry: 10000000029696 Hikapcbka opma: PosuvH ansa ivdysiii
Package size / type: “100mL Glass, Vial Strength: 0.75 mg/mL
Poamip / Tun nakysattisii. 1o 100 mn y thrakoHi ai Cuna pi: 0,75 mr / mn
cKna
Marketing Authorisation Niiniber: UA/58407G1/01
Homep PeccrpayiiiHoro nocaiguenns: UA/5840/01/01
Manufacturing Authorisation Number: MIA4
Homep niuenaii Ha BupoGHMUTRO: MIA4 R

‘Site of Manufacture, Packaging and

Glaxo Operations UK Limited; Hariire Road, Barhard Cestlo;.

Quality Controt:
-3aBOA-BUPOBHMK!

DL12.8DT, United Kingdom

Fnakco Onepediwc IOK Nimiren, Xapwmip Poyx, BapHapn Kacrh,
DL12:8DT, Benuka Bpuranis

T'hereby certify that the information provided within this certificate is.authentic.and accurate;
Lium st ninTeepmxyio, wo iHchopmayis, HazaHa B Lbomy cepTuchikari, € JOCTOBIPHOIO Ta TOUHOIO.

I'hereby certify that all the manufacturing stages-of this batch of finished product has been manufactured, includig
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP requirements 6f
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,

Linm 51 migTeepayio, wjo Bei eTany BUPOBHWLTBa LiieT napTii-roToBoT npoayKuii Byfm BUroToBneHi, sknovaoum YNakoBKy
! MAPKYBAKHS Ta KOHTPOb SKOCT] Ha BULesrafiaHoMy caiTi (caittax) y nosHil BignosigHocTi 40 sumor GMP' EC 1a
MICLIEBOrO PerynsTopHOro opraty creundikaul 8 A03BOMI Ha MapkeTUHr KpaiHu-imnopTtepa. MaketHa o6pobia,
nakysanbHi Ta-aHanituuui sanucy Gynu nepernsHyTi Ta BusHani signosigHnMu GMP. '

-All investigations, if any, pertaining to the batech {including deviation, planned changes-and/or temperature deviations)
have been recorded and completed to a sufficient level to support certification., i
Bei mocnimkenns, sikio Taki €, sigHocaTbes -HO NapTii (BRIAYAIOUN BIAXUASHHS, 3ariaHOBaHI 3MiHM Ta./ abo sinxuneHHs
Temneparypn) Bynu-aapeecTposati Ta 3aBEepLIeHi Ha JOCTaTHLOMY. piBHI A NIATPAMKN: CepTUIKaL.

-Active drug substance:
AKTUBHE JiI0Ya PEeYOBUHA:-

Eptifibatide

EnTuditarmy
"1 mL.of solution-contains. 0.75 my Eptifibatide; 1 vial {100 mL) conitaing 0.75 mg '/ mL eptifibatide .
1 MNPO3UUHY MiCTUTE 0,75 Mr entudibaruay; 1 dnakon (100 Mn). micTuTL 075 Mr/vs enTudEER

Quaritity of the batch (packs): 279 A
Poawmip cepii (ynakosox): 279 j

CotA generated manually by Sdj10465 on 31 Oclober 2095 65:61
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UNITED KINGDOM PR !
Cemﬁcate Date Certlf cate Number
fata ceptndpikaty  Homep cepTudixary
Page/Crop. offs 4

Lot/Batch: HN7Y Date of Expiry: 04-20265

Cepist { Cepis: HN7Y Tepmin npuparHocri:  04-2025

Date.of Manufaétire! 04-2022

Hara BupoBHuyrsa: 04-2022

Amporting Country: Ukraine

Kpaiua imnoprep: Yepaina

R Sbecificafiéﬁ .................. Resu;t.‘ -
Tect Cneumdikayis, Pesynbram

Description — Form Liquid Complies

Onue - chopma PosunH Bignosigae sumoram

Description — Colour Colourless Complies

Onmce - Korip besbapsHnit Bianosinae sumoram

Description — Clarity Clear | Complies

Onue - nposopicTs Mposopuit Bignosiznae sumoram

Identification - Eptifibatide (HPL.C)

The peak due to Eptifibatide produced
from the test solution has a similar
retention time to the peak.due to
Eptifibatide produced from the standard
solution,

Complies

laeHTudikatis - Entudifarmny (BEPX)

Hac yTpumyBauHs niky entuchiBaruay Ha
Xpomarorpami. BunpoBosysaHoro
PO3YMHY criBNagae 3 yacom
yTpumysaHHs niky entudibaruny Ha
Xpomarorpami-CTaHaapTHOrO PO3YuHy,

Bianosinae eumoram

Colour of solution

Undiluted solution should be colorless
(not more than reference solution B9)

Complies -

Konip posuuty

Hepospenenuit npenapar noeuHen Byt
Gesbapsrum (3abapneHni He
iHTeHCUBHILLE HiX eTanon BY)

Binnosinae BuMoram

Citrate jon (HPL.C) Between 22 mM and 28 mM 25
Uwurpar ion (BEPX) He meHwe 22 MM Ta He Binbiue 28 MM | 25
Eptifibatide content (HPLC) mg/mL Between 0.71mg/ml. and 0.79mg/mL 0.75
:%’E’S;’;' RUBMAHANEHAR BTGy Big 0,7 1mr/mn o 0,79mr/mn 0,75
Eptifibatide content (HPLC) (% of claim) Between 95 and 105% of labelled 100

%

_quantity

»M,...m

Kinbkicke BusHaueHHs entucpibarnay Big 95 no 105 % pig KinbKocTi Bragamol @ opmi » M >
(BEPX) (% eia sasisneHoro) Ha eTukeTiy t‘_ V\Qaﬁ ]

“GotA generated wianually by SdjT0465 6 31 Oetober 2022 0801
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' ”Tas't“ R T Specification Restilts
Tecr Cneundikauin Pesynbraru
pH Between 5.0.and 6.5 5.3
pH He menrbiue 5,0 Ta He Binblie 55 53
Particulate Matter ' Complies with USP Complies
Mexauivuni vacTim Bignosigae &, ClLUA Bignosinae sumoram
Particle Count — Number - >=10um <=6000 164
YHacTkun — kinbkicTs - >=10mKm <=6000 164
| Particle Count — Number - >=25um <=600 14
HacTin — KinbKicTh - >=25MKM <=600 14

Related Impurities - Asp-clipped
| Eptifibatide % <=0.2 0.1

CroponHi gomilku - ASP-poapisanmii

| entibibarung % «=0.2 0.1
| Related (mpurities - Trp-Pro-dkp % 20,2 0.0
CToporHi aomituin - Trp-Pro-dkp % <=(),2 0,0
Related Impurities - D-Har Eptifibatide % | <=0.2 0.1
gTOpOHHi HoMiwkn ~ D-Har entnditarmam <=0.2 0.1

Q
Related Impurities - B-Asp Eptifibatide % | <=0.4 0.0
gTOpOHHi AOMiLLKK - B-Asp ertudiGaTnan «=0.4 0.0

(]

Related Impurities - Deamidated .
Eptifibatide % <=0.2 | 0.0

CropoHHi fomilwkm - [leamigosai

entudibaruan % =02 0.0
Related Impurities - Reduced Eptifibatide <=0 0.0
% 2 :
CropoHHi gomillky - BigHoseHi o

enTuhibatuam % <=0.2 G0
Related Impurities - Trisulphide <=0.2 0.0
Eptifibatide % ’ . .

Croponni gomituky - Tpucynsdia <tf , Y LoRM ra;f";},_ da
entudiGarupy % ' 4 %’T :\%* N\ O

“CofA yenerated mariually by sdj10465 631 OctoBer 3022-06:01
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Certificate Date
Lara ceprudpikary

Batch Certificate Cepmcbma KO

Certificate Number
Howmep ceprudikary

Fax:  #44(0)1833 692300 28-0CT-2022 BCS. 0000003455
Page/Crop. offs 4
'''''''' Test Specification Results
Tecr Crieundixayis Pesynuratu
| Related Impurities - Eptifibatide Dimer % | <=0.2 0.0 4
| CTOPOHHI gomilLkm Enmndibarngy S
| aumep % =02 o
Related Impurities - Largest single .
unknown % Bl 0.0
CropoHHi Aomiwwk - Habinsuia :
OANHOYHA AoMituka. % =02 : 00
| Related Impurities - Total Degradation »
Products % =l 0.2
CTOPOHHI AoMiLLK - 3aransHWi BMiCT <19 02
BCIX Npoaykris posnagy % ! :
Volume.in container Not less than labelled (100 mL) Complies

| OO'em, o BuUTAracTLCS

He MeHile HomiHanbHoro, 3asBneHoro
Ha eTukeTUi (100 mi)

Binnosinae. sumoram

| Bacterial Endotoxins EU/mL

Each. ml. should contain not more than
7.5EU

Complies

BactepiansHi enpokennn EUMN

| KOXHUIA MN TOBUHEH MICTUTY He Binblue
7,5 EU

Bianosigae sumoram

Sterility

Complies with PhEur. Must be sterile.

Complies

CrepunbHicTs

Bianosinae Esp. ®apm. Mae 6yru
CTEPUNbHUM

Bignosinae sBumoram

CofA genietated Manaaly by sa10466 on 31:0ctob

Qualified Person/ YnosHossiena ocoba

Ogitaly s5gn0d by GFOAGE KARL

GEORGE KARL-SOOTT Revactam s e s
Sigﬂ attire/ T1 [‘qn uc. Cater 202210081 138112
Name/ TTpissuiye
‘Date/ [lata

er2022°09:01
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