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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIT JIKAPCbKOrO 3ACOBY

Name of product/Haaga npogykry
(strength, dosage form, package size and

type/aosysanma, nikapcbka dopma, posmip
| TMN YNaKkoBKy)

Clopidogrel-Teva, film-coated tablets, 75 mg Na30 (N210x3) in blisté.rs/ Kndn iaorpen-Tesa, )

TabneTku, arpuTi NriskoBow 06onoHKoW, No 75 mr Ne30 (Ne10x3) 8 Gnicrepax

Composition/Cknag,

Clopidogrei bisulfate 97.86 mg ta_equivalgnt /5 mg clopidogrel/Knonigorpenio bicys EcbaT
97,86 Mr, WO eKBIBANEHTHO 75 Mr KAONILOFPENIO

Manufacturing tountry/HpaFHa BUPODOHKK

Actavis Ltd, Malta/AkTasic f11a, ManbTta

Importing country/KpaiHa-imnoprep Ukraine/YKpaina

MA number/Homep PN UA/11636/01/01

Batch number/Homep cepii 147529

Batch size/Poamip cepii 32,256 packs/ynakosok
Date of manufacture/Rartz supobHUUTRES 12.2023

Expiry date/Crpok npmuagatHocT 11.2026

Name, address and authorization number
of manufacturing site/Hasea, agpeca i
HoMep niLeHsii BMpoBHU4oT AinsHMLj

Actavis Ltd, BLB 015, BLB 016, Bulebel industrial Estate, Zejtun, ZTN3000, Malta/

AxTasic T[], BLBO15, BLBO16, byneben lHaacTpian 6yamnHok, m. 3eiTyH, ZTN 3000, Manera

MLOO1

Test / NoKkasHUK AROCTI

Specification / flonyerumi Hopmmu Results / Pesyabntath

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “I” Complies / Bignosiaae
engraved on one side / Poxesi, kpyrai, BBOONYKAI
TabneTtku, BKPUTI N1iakoB0 060AOHKOK, 3

rpasitoBanHam «I» 3 ogHoro Goky.

identification/ laenTudirkauin:
| - clopidogrel {test A) (UV)/ knonigorpens
(Tect A} (YO}

- clopidogrel (test B) (HPLC)/ knonigorpens
(Tect B) {BEPX)

Colour / Bapsuuk!:
- titanium dioxide / Turany giokcng .

The spectrum obtained in the range of 250 to 300 nm is Complies / Bipnogigae
concordant with that of the reference spectrum / Yo
CNEKTP OTPUMaHWI 8 Alanazoni Big 250 HM 20 300 Hm
NOBKHEH BiANOBI 43T CNEKTPY NOPIBHAHHA.

The retention time of the major peak in the Complies/ Bignoeigae
chromatogram of the assay preparation corresponds to
the major peak in the chromatogram of the standard
preparation, as obtained in the Assay / Yac yTpumysaua
OCHOBHOrO MiKy Ha XPOMATOrPami AGC/KYBaHO
PO344HY NOBMHHO BIANOBIAATH YACY YTPUMYBAHHA

OCHOBHOrO NiKY HA XpoMaTorpami CTaHA3PTHOFO PO3YNHY.

| ‘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. / Posunk 3a6apenioeTsen vy konip Big,
NOMaPEHYEBOro A0 YEPBOHOFO NPU A40A3BaAHHI
NEPOKCHAY BOAHIO A0 32AMILLIKY, WO OTPUMYETLCA NicAs
CnaniosaxHa Ta61eTOK, NONEPeaHLO POIUMHERN ¥
PO34YMHi amoHilo cynbdaTy Ta cipuaHot KUCAOTH,

Not performed/He
nposoaysea

The filtrate yields a blue precipitate upon addition of

potassium ferrocyanide, which does not dissolve in dilute | Not performed/He

| CepegHa maca

hydrochloric acid. / ®inbTpar pae GrakntHumii {cvHiiA) ocag | npoBogmeea
Npy A0AABaHHI Kanio depouiaHiay, Akuit He

{ -PO3YNHAETLCA Y XNOPUCTOBOAHEBIN KUCAOTI.
283,25 mg + 5% (269,09 mg — 297,41 mg)/ 283.90mg/mr

283,25 mr + 5% (269,09 mr— 297,41 Mr)

Resistance to crushing / CriikicTe go
Po3aasN0BaHHAZ

NLTS50 N/
He merwe S0 H

Mean: 77N/Cepeae: 77H
Min: 64N /Min: 64H
Max: 100N/Makc: 100H

Dissolution / PosumHeHna?

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

Mean/Cepeane; 95.9%
Min /Min: 91,9%
Max /Makc: 98.4%

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate,

Zejtun ZTN 3000, Malta

Company No C2867 | VAT No MT 11360007 | (+356) 21693 533

AV, (e 2173

_bip ploz 2czs

| infomalta@tevapharm.com | www.teva.mt.
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95 %—-105%

?4.25(3 mg/tabl .f Mr/Taéh. ]

Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533

Assay / KinbKicHe Bu3HavyeHKA

(71,25 mg/tabl. — 78,75 mg/tabl.} / 99.00%

95 % — 105 %

‘ {71,25 mr/Tabn. — 78,75 mrfrabn.)

Uniformity of dosage units {mass Complies with Ph. Eur,.(2.9.40) / AV:3.0
variation)/ GaHopigHIiCTe A03YBaHHA BianosigHo no €sp.9. (2.9.40)
(BigxuneHHa no maci) |
Related substances /
CynyTHi foMiLLKK?:
- impurity B / fomilwKa B NMT 0,5 % / He Ginbwe 0,5 % <0.05%
- R-isomer / R{-}isomep (R-knoniporpeab)i | NMT 0.5 % / He Binbive 0,5 % <0.1%
- any other impurity / 6yab-aka iHwa NMT 0,2 % / He Binvwue 0,2 % 0.10%
AoMilIKa
- Total impurities / cyma gomiwok NMT 1,5 % / He binblwe 1,5 % 0.10%
Microbiological quality / MikpoGionoriuna
YncroTa? -
- Total aerobic microbial count / aepo6Hi NMT 103 CFU/g / 'Not performed/He
6akTepii He Ginbwe 103 aepobrnx 6akTepiin 8 1r,; NPOBOAMBCH '
- Total combined yeasts/moulds count/ NMT 102 CFU/g /
rpubu He Binbwe 102 rpubis 8 1 r npenapary.
- Escherichia coli i Absent in 1 g / BigcytHi Escherichiacolislr. =~ | _
! Not routinely performed. Tested on the first three production batches. / Tect He NPOBOAATL PYTUHHO. TecT NpoBoAATE Ha Nepwmx 3 )
cepinx.
2 The limits can be revised after prodiiction of the first 10 batches and stability investigation / 3aseneni mexi momyTo 6yTH OHOBAEHI |

nicna supobHULTEa nepwux 10 cepilt | AocHiaKeHHA cTabinbHOCT.

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in-accordance with Ph. 2.9.3/ Aruyo
‘0AHa um binbwe Tabnertok He BlanoBigae BUMOram, ToAj HACTYNHI TaBAETKM TeCTyOTh 8ignosiaHo €¢. 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect He
NPOBOAATE PYTUHHO. TeCT NPOBOAATL HAa NEpIKX. 3 Ccepiax, a NOTIM Ha KOMHIH 10 cepii (luoHalmeHiue pa3 Ha pik).

i impurity B; {+}-_(S)—(o-chluruphenylj -6,7-dihydrothienol {3,2, c] pyridine-5 {4H} -acetic acid /nomiwka B: {+}-(S)-(0-xnopdenin)-6,7-
anrigpotueHon(3;2,c]nipnaun-5{(4H)-ourora KuchoTa

i . R-isomer: methyl(-)-(R)-o-chloro phenyl-6,7-dihydrothieno(3,2,c]pyridine-5{4H)-acetate, hydrogen sulfate/R-iaomep: metna(:)-(R}-0-
xnopdeHin-6,7-aurigpotieHo[3,2,cinipuavn-S{4H)-aueTar, rigpocynbéar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepia eigniosigae sumoram MKS A0 PN Ne UA/11636/01/01.

| hereby. certify. that the above infarmation is authentic and accurate. This -batch.of ‘product- has bee‘n"'mahufa'c'tu'r'ed; inclizding.
packaging/labelling and quality contro! at . the above mertioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / Al 3aasnm0, WO HaBeaeHa BALYE
'iHpopmaLiin € 4OCTORIPHO Ta TOUHOIO. LiA cepia 6yna BUroTOBNEHA, BRAKOYAIOUK YNaKOBKY i KOHTPOAL AKOCTI Ha 3a3naueHii Bue:
BHPoGHMuiiA- gianHii (ginAnkax), B noswil signosigHocri 3 sumoramu GMP MICUEBOro Peryalnioyoro. opravy ta crieuyndikanii
Peecrpanitnoro Nocsiguenti kpaivn-imnoprepa. Npotokonw BHPOGHULTEA, YNaKOBKW Ta KOHTPOMIO fKOCTI GyAm po3rnanyTi i
.BHU3HaHI BignosiaHnnmn sumoram GMP,

abrielle Vella Brincat

3areeppkero/ Issued by

Nigrotosherio/ Comptlied by: Tihana Zalig

Dara/Date: 12.01.2024

Teva Pharmaceutical industries Ltd. Y
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharmi.com | www.




