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BATCH CERTIFICATE OF MEDICINAL PRODUCT

__CEPTU®IKAT AKOCTI CEPIT JAIKAPCbKOrO 3ACOBY

"

Name of product/Hasea npogyxry
(strength, dosage form, package size and ™ '
type/noayBanHa, NiKapCHKa ¢opma poamlp
1 TR YNakoBKM)

Clopidogrel-Teva, film-coated tablets, 75 mg N290 {N210x9) in blisters/ Kaonlgorpen-Tesa,
Taﬁne'rnu, BitpuTl nalekoao obosiokKoto, no 75 mr NeSo (Nel10x9) B Galcrepax

Compositio nf/Craag,

Clopidogre] bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knoninorpenio Sicyasdar
57,86 mr, LD exBiBANEHTHO 75 Mr KAomiporpenio

Manufacturing country/Kpaina supoﬁﬂwn "‘

Actavis Ltd, Malta/Axrasic lvg, Manbra

Importing country/Kpaiva-i -imnoprep Ukraine/Yrpaina

MA number/Homep PN UAf11636/01/01

Batch number/Homep cepii 159028

Batch size/Poamip cepii .- | 10,880 packs/ynakosox

Date of manufacture/fata enpobruurea - | 07.2024

Expiry date/Ctpox npuaarHoctl 06.2027 o

Mame, address and authorization number
of manufacturing site/Hasea, agpeca i
Homep AlueHsii BUpOSHUYOT AiAbRKMLI

Actavls Ltd, BLB 015, BLE 016, Bulebe! Industrial Estate, Zejtun, ZTN 3000, Malta/

Axtasic T, BLBO15, BLBO16, Byneben Inaactpian 6yauHok, m. 3efivyH, ZTN 3000, MaabTa
MLOOL

Test / Mokazsuu akocTi

Specification / Aonycrimi Hopmi Results / PeaynbTatit

Description /
OnKe

Round, pink, biconve, film-coated tablets, with “1”
engraved on one side / Poxesi, kpyrai, asoonykai
Tabnerkm, BKpUTI NAIEKOBOIO 060ADHKOID, 3
rpasitoBaHHAM «I» 3 oaHOrO GoRy. -

Complies / Bignoripas

Identification/ loeHTudikauin:

{tect A} (Y&P)

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

Colour / BapeHuk!:
- titanium dioxide / TuTany aiokcvg

- tron oxide [/ 3anisa okcug,

- clopidogrel {test A) {UV)/ Knonmorpenb

The spectrum abtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / ¢
CNEeKTP OTPMMaHWM B gianasodi Big, 250 um o 300 Hm
NOBKMHEH BIANOBIAATK CNEKTPY NOpPiBHAHHA.

Complies / Bignosigae

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 / Hac
YTRMMYBaHHA OCHOBHOIO NiRY Ha Xpomarorpami
BOCAIAMYBAHOTO PO3YMHY NOBMHHO BigNOBIgaTH Yacy
YTPUMYBaHHA OCHOBHOrG MIKY Ha XpoMaTorpami
CTEHAAPTHOMO PO3UKHY.,

Complies / Bignogiaae

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. / Posunn 3abapsnioeTbca
¥ Konip Bif|, nomMapaH4yesoro A0 YEPBOHOTO NPY
AofaBaHHi NepoKcuay BOARIO AD JanULHY, Wo
OTPUMYETLCA NICARA cnaneBaHHA Tabnetok,
nonepesHbO pPo3YMHEHWA Y po3vMH] amoHito cyabdaty
Ta cipyaHol KUCADTH,

Not performed/He
npoBoAUBCA

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®inurpar pae BraknuTHni -
(cuuii) ocap npy aopasabHi Kanilo depoliaHigy, Akui
He PO3YWHAETLCA Y XAOPUCTOBOAHEBTH KMCAOTI.

Not performed/He
NROBOAVBCA

Average tablet mass /
CepenHs maca

283,25 mg 5% (269,09 mg — 297,41 mg)/
283,25 mr £ 5% {269,09 mr— 297,41 mr)

282.810mg/mr
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Resistance to crushing / Crifikicts a0 -
po3aaBs MoBaHHA? ’ ‘

NLTSON /
He menwe 50 H

Mean: 80N/Cepeane: 80H
Min: 67N /Min: 67H
Max: 92N/Maxc: 92H

-Dissolution / PosuunerHa?

NLT 80% (Q + 5%) after 30 mins®*f -
He meHuwe 80% {Q+5%) 4epes 30 xeuauu?®

Mean/Cepegne: 96.6%
Min /Min: 93.8%
Max /Maxc: 98.9%

Assay / KinbKiCHE BUSHaueHHR . | 95 % ~105 % ‘ 74.290 mg/tabl.
: (71,25 mg/tabl. — 78,75 mg/tabl.) / 74,290 mrfvabn.
95 %105 % 99.05%
. (71,25 mr/rabn. — 78,75 mr/Taba.) .
Uniformity of dosage units {mass- -~ | Cemplies with Ph. Eur. {2.9.40) / AV:2.90
variation)/ OgHopigHicTs fO3YBaHAA - BianosigHo go Esp.@. (2.9.40)
{apiaiia macw} o
‘Related substances /
CynyTH i gomilkm;
- impurity B / nomiwka B NMT 0,5 % / He Binbiue 0,5 % <0.05%
- R-isormer / R{-}izomep {R- NMT 0,5 % / He Binbwe 0,5 % <0.1%
rAonigorpens)!
- any other irmpurity / 6yab-aka ivwa NMT 0,2 % / He 6inbiue 0,2 % 0.07%
AoMilKa
- Total impurities / cyma aomiwox NMT 1,5 % / He Binbwe 1,5 % 0.13%
Microbiclogical quality /
Mikpo6ionoriuma uucroral
- Total ieroblc microbial count / aepo6Hi NMT. 103 CFU/e/ N Not performed/He
GaxTepil He Ginbwe 10? aepobrux bakrepliiis 1 1.
npoBoaMBcA

- Total combined yeasts/moulds count/ | NMT 102 CEU/g /

rputu : He Ginbwe 10? rpubls B8 1 r npenapary.

- Escherichia cali Absentin 1 g/ BiacyThi Escherichiacolis 1t.

1 Not routinely performed. Tested on the first three production batches. / TecT He NPOBOAATE PYTHHHO. TeCT NPOBOAATL Ha NEPLIMX 3

cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aneneni mexi momyTs GyTu oHoBAGHI

nicaA srpoBuuTea nepuinx 10 ceplit | gocnigmeHHa crabinsHocTi. . ’

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Axwo
" oaHa uu Ginbie TaBneToK He signosigae anmoram, ToAl HacTynHi TABAETKM TecTyioTh BlanosiaHo Ed. 2.9.3.

*Not routinely performed, Tested on the first three production batches and then every 10th batch (at least annually). / Tect e

AIPOBOAATE PYTHHHO. TecT NPOBOARTS Ha Nepwwmx 3 cepiax, a NoTim Ha komHIR 10 cepli {WoHaimenwe pa3 Ha pik).

- impurity B: [+)-{S)-{o-chlorophenyl).-6,7-dihydrothienal (3,2, c] pyridine-5 (4H} -acetic acid /aomlwka B: (+}-{S)-{o-xnopbenin)-5,7-

AvrigpotneHon(3, 2, cinipuavn-5(4H}-outoea kuchoTta

- R-isomer: methyl{-}-(R)-o-chlorophenyl-6,7-dihydrothleno[3,2,c]pyridine-5{4H)-acetate, hydrogen sulfate/R-izomep: metun(-}-(R)-0-

xnopbeHin-6,7-purigpotieno(3,2,clnipuaun-5(4H}-auerar, rigpocyasdar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepin mignosigae sumoram MKA go PIT Ne UA/11636/01/01.

-1 hereby certify that the above information 1s 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 reguirements 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 zanensio, W0 HaBeAeHa BHWe
iudopmauin e pocToBlpHAIS T8 TOUHEH. Lin cepin GyAa BArOTOBNEHA, BIAIOWAIONH YNAKOBKY | KOHTPONb AKocH Ha aaaHaueHil BHlle
sMpoBHuYii glnavul (ainankax), s noswil signosigHocti 3 BuMmoramu GMP MICHEROrO PEryioltoro OpraHy Ta cneuudirauii

Peecrpaufiiioro MocsiguenHl xpaiHv-lmnoprepa. MpoToKoAx BUPOGHMUTES, YNAaKOBKM T3 KOKTPOMIO AKOCT Gyau posrnanyTi 1
susHaHi signosiguumu sumoram GMP,

- NiaroTosnenn/ ComE‘:ﬁd by: Edward Farrugla 3ateepae sued by: Rachelle Van Hooren
P
fara/Date: 02.09.2024 ' Darta/ Date; 7% 0 2 SEP 2924

YnoeHoeamera ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zeltun ZTN 3000, Malta | infnmglta@tevapharm.com | www_teva, i,
Company No C2867 { VAT No MT 11360007 | {+356) 21693 533




