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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUGUKAT KAYECTBA CEPMW NEKAPCTBEHHOTO CPEAICTBA

Artavis itd

BLB 016

Bulebel Industnial Estate
Zeytun ZTN 3000 Malta
wiwyy actavis com

Name of product/Ha3asaHue
NPOAYKTa

(strength, dosage form, package size
and type/posuposka,
AexapcTBeHHan dopma, pasmep U
TN YNAKOBKK)

Clopidogrel-Teva, film-coated tablets, 75 mg NeS0 (Ne10x9) in blisters/
Knonanaorpen-Tesa, Tabnetky, NOKPLITLIE N1eHOuHOR 060/104KOM, 11O

75 mr NeS0 (Ne10x9) 8 6ancrepax

Composition/Coctas

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg

clopidogrel/Knonugorpenn Gucynbdar 97,86 mr, 4TO IKBUBAAGHTHO 75 Mr

Knonuaorpens

Manufacturing country/cTpaHa - Actavis Ltd, Malta/AxTasuc Jivg, ManbTa
NpOU3BOAUTENb

Importing country/Crpaua umnoprep | Ukraine/Ykpauna

MA number/Homep PY UA/11636/01/01

Batch number/Homep cepun F95369

Batch size/Paamep cepuu 10,740 packs/ynakoBok

Date of manufacture/Hara 08/2020

npousBOACTBA

Expiry date/Cpok roaHocTn 07/2023

Name, address and authorization
number of manufacturing
site/HasBaHue, agpec v Homep
ANUEH3UU NPOU3BOACTBEHHOTO
yuacTka

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axvasuc AT, BLB 015, BLBO16, bynefien UHgacTpran aom, r.

3eiTyH, ZTN 3000, Maneta
MLOO1.

Test / NokasaTenb Kauecrsa

Specification / flonyctumble HOpMbI

Results / Peaynbratel

Description /
Onucanue

Round, pink, biconvex, film-coated tablets,
with «I» engraved on one side / Pososbie,
Kpyrable, 4BOAKOBbLINYKALIE TaBAETHK,
NOKpbITLIE NAEHOYHOW 060N04KON, C
rPaBUpPOBKON «l» Ha OAHOW CTOPOHE.

Complies /
CooTeercrayer

Identification/ NagenTudukauna:
- clopidogrel (test A) (UV)/
knonngorpens (tect A) (Y&)

- clopidogrel (test B) (HPLC)/
knonugorpens (tect B) {B3HKX)

The spectrum obtained in the range of 250 to
300nm is concordant with that of the reference
spectrum / Y® cnektp nosy4eHHbli B
Aunanasoxe ot 250 UM a0 300 HM gomied
COOTBETCTBOBATL CREKTPY CPaBHEHWA.

The retention time of the major peak in the
chromatogram of the assay preparation
corresponds to the major peak in the
chromatogram of the standard preparation, as
obtained in the Assay / Bpema yaepusanua
OCHOBHOTO NMKa Ha Xpomarorpamme
WCNLITYEMOro PacTBopa A0AKHO
COOTBETCTBOBATH BPEMEHK YAEPHUBAHUA
OCHOBHOI'C NMUKA HA XpomaTorpamme
CTaHAapPTHOrO pacTeopa.

Complies /
Cootsetcreyer

Complies /
CootBetcrayer
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Colour / Kpacurens':
- titanium dioxide / Tutana
AMoKeup,

- iron oxide / wenesa okeug

An orange to red colour appears after the
addition of Hydrogen Peroxide to the ash of an
ignited tablet, previously dissolved in a solution
of ammonium sulphate and sulphuric acid. /
PacTBOp OKPAWNBAETCA OT OPaHIKEBOro A0
KpacHoro useta nocne fobasneHns nepekucu
80/10B0AA K OCTaTKY, NO/IYyYEHHOrO NoCAe
curanua TabneTtox, NpesBapuTensHO
PacTBOpAIOT B pacTBOpe aMMOoHUA cyibdata u
£epHoO KucnoTe,

The filtrate yields a blue precipitate upon
addition of potassium ferrocyanide, which does
not dissolve in dilute hydrochloric acid. /
®unbTpat Aaet ronyboii (cuHui) ocanok npu
pobasneHny Kanusa heppouMaHnAS, KOTOPbIi
He pacTsopserca B pazbaBneHHoN
XNIOPUCTOBOAOPOAHON KUCIOTE.

Not performed/He
npoBoauAcA

Not performed/He
nposoannca

Average tablet mass /
CpegHan macca

283,25 mg * 5% (269,09 mg - 297,41 mg)/
283,25 mr + 5% (269,09 mr— 297,41 mr)

284.07mg/mr

Resistance to crushing / Croitkocre

K pasidBinBaHuio

NLTSON/
He mexdee 50 H

Mean/CpegHee: 92N/H
Min/Mun: 78N/H
Max/Maxc: 110N/H

Dissolution / Pacteopetiue 2

NLT 80% {Q + 5%) after 30 mins® /
He menee 80% (Q+5%) yepes 30 munyt®

Mean/CpegHee: 96.3%
Min /Mun: 94.7%
Max /Maxc: 100.2%

Assay / KonuuecreenHoe 95 % - 105 % 73.89mg/mr
onpeaeneHue (71,25 mg/tabl. - 78,75 mg/tabl.) / 98.5%
95 % —105 %
(71,25 mr/Tabn. - 78,75 mr/vabn.)
Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40} / AV: 1.4
variation)/ OgHopogHocTb B cootsercreuu ¢ Tpeboaanuamu ED. (2.9.40)
£,031poBaHMA (MsmeHeHue maccht)
Related substances /
ConyTterayiowme npumecu:
- impurity B / npumecs B' NMT 0,5 % / He Gonee 0,5 % 0.05%
- R-isomer / R(-}Juzomep (R- NMT 0,5 % / He Gonee 0,5 % <0.10%
knonugorpens)”
- any other impurity / nio6an NMT 0,2 % / He 6onee 0,2 % <0.05%
ApYyras npumech
- Total impurities / cymma NMT 1,5 9% / He Gonee 1,5 % 0.05%
npumeceil
Microbiological quality /  ~ -
MukpoBuonoruueckan YnucroTa’
- Total aerobic microbial count / NMT 10° CFU/g/ Not performed/He
aspobHble Gakrepun He 6onee 10° aapobHeix Bakrepuii 8 1 1. nposoaunca
- Total combined yeasts/moulds NMT 10% CFU/g / Not performed/He
count / rpubel He Gonee 10° rpubosslr, nposogunca
- Escherichia coli / Absentinig/ Not performed/He

Escherichia coli

OTtcyrersue Escherichia colis 1.

npasoAnaca
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! Not routinely performed. Tested on the first three production batches. / Tecr He npoBogaT pyTuxHo, Tect
FIPOBOAAT Ha NepsbixX 3 cepunx.
% Not routinely performed. Tested on the first three production batches and then every 10th batch (at least
annually). / Tect He nposogAT pyTUHHO. TECT NPOBOJAT Ha NEPBLIX 3 CepuAX, @ NOTOM Ha Kaxaoi 10 cepum (no
KpaiiHeil mepe exerogHo).
% If one or more tablets do not meet the requirements the requirements then the tablets are tested in
accordance with Ph. 2.9.3/ Ecau ogHa nnu 6onee Tabnetok He cOOTBETCTBYET TpeboBaHnAM, Toraa TabneTtku
UCNBITLIBAIOT cornacHo Ed. 2.9.3.
L impurity B: {+)-{(S)-(o-chlorophenyl) -6,7-dihydrothienol [3,2, c] pyridine-5 (4H) -acetic acid /npumecs B: (+)-
(S)-(o-xnopdenun)-6,7-gurnapotueron(3,2,clnnpuanH-5(4H}-ykeycHaa kucaora
Y. R-isomer: methyl{-)-{R)-o-chlorophenyl-6,7-dihydrothienol3,2,clpyridine-5(4H)-acetate, hydrogen
sulfate/R-usomep: metnn(-)-(R)-0-xnopdenun-6,7-guruapotneHof3,2, clovpuani-5(4H)-averar, rmapocynbdar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepuna cooTaetcreyeT TpefoBaHuam
MKK & PY Ne UA/11636/01/01.

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and 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/

ITUM A NOATBEPHARIO, UTO NPUBEALRHHAA Bbiwe MHAOPMALMA ecTb KOCTOBEPHAnR ¥ TOMHAA. Ta cepua
npoaykumy 66113 naroToeneHa (BKkAIOYAN YNaKoBKY/MapKMPOBKY) M NPOBEASHHLIA KOHTPOAL KayecTsa Ha
yKa3aHHOM NPOU3BOACTBEHHOM YYaCTKe B NOSHOM COOTBETCTBUM € TpeBoBaHuamMNW GMP, yCTaHOBAIEHHLIMM
MECTHBIM PEryJIRTOPHBIM OPraHoMm, a TaK JKe B COOTBETCTBUM co cneludukauveit k PY Ha npenapar.
MpoTtokoAas! NPOU3BOACTBa, YNaKOBKY W aHANW308 GbiN0 NEPecCMOTPEHb! U YCTAHOBIEHO COBTBETCTBUE
TpebosaHuam GMP.

Noarotosnew/ Compiled by: Svetlana Buttigieg YreepwaeHo/ Issued by: JWO Polop

Date: 15.09.2020 Date: [(, .08, 2020
Qualified Person




JEPXIIIKCIIVXBA
JAEPKABHA CJIIVXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJACTI

npocrekTt Banepis Jlo6aHoscekoro, 51, M. Kuis, 03110, ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kox EIPTIOV 37078774

BHUCHOBOK
0po SIKICTE BBE3eHOro B YKpainy JikapchKoro 3acofy

03.11.2020 Ne 58001/20/10

KJOINTOI'PEJ-TEBA
(natiMenyBangs Jikapcekoro 3aco6y arijiHo 3 peecTpaniitniM KOCBiTIEHHSM)
Ta0XeTKH, BKPUTI IIIIBKOBOIO 06010HK0X0, 00 75 Mr; mo 10 Tabrerox y Giicrepis 1o 9
SaicrepiB y xapToHHIHK KopoOIi
(dopma BumycKy, NO3yRAKES, BUA NAKyBAHES JIKAPCEKOTO 3aC06Y)

Homep peectpaniitroro nocsimaerns UA/11636/01/01 crpox i peectpanitinoro nocsixaenas 19.07.2021
Cepis nixapeskoro 3acoby Ne F95369 Kinpkicts BBe3eHOro Nikapcekoro 3acoby 10740

Bupobamx Axrasic JITHI, Mansra

(HatiMerynanHs BEPOGHNKA NIKAPCHKOTO 33¢00y, Kpaila TOXO/DKeHHS) '

Bge3seHo B Vxpaiay ToBapucTeo 3 00Mmexenolo BixmoBinaasuicrio "Tesa Yxpaina", inenr.

xop: 34770471

(mativenyBarms Ta xox 32 €IPTIOY ropummanof ocobu aGo npi3smime, iM's, 110 GaTEKOBI tizmaHoT

0colH - nmizmpuemus, I Micue npoxuBaHNs Ta peecTpaiiinuli HoMep o6ikoBOT KapTKH IUTaTHAKE
nozarkir a6o cepis Ta HoMep nacnopra)

potoxon Bisyansnoro xoutpomo Bix 29.10.2020 Ne 3704/4.

3a pesyinbTaTaMd JEpXABHOTO KOHTPONIO RBCTAHOBJIEHO, IO Jikapcekmit 3aciG BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BEMOT 32KOHOAABCTRA MO0 3a6e3neyeHHs SKocT JHKapCHKEX 3aC00iB,
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