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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUOIKAT AKOCTI CEPII NIKAPCHKOIQ 3ACOBY

Name of product/Haaea npogy«ry
(strength, d osage form, package size and
type/poayeaHHA, nlkapcbia popma, posmip
| TMN YNaKo BK1)

Clopidogrel-Teva, film-coated tablets, 75 mg N230 (No10x3) In blisters/ Knoninorpen-Tesa,
Tabnetki, BkpuTi NAlskosoko cGonoHKow, no 75 mr Ne30 (Ne10x3) s Gaicrepax

Composition/Craag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Xaonigorpema Bicynwdar
97,86 Mr, Lo eKBiBaneHTHO 75 Mr KAONigorpeno

Manufacturing country/KpaiHa BUpOGH#MK

Actavis Ltd, Malta/Axrasic itg, Manbta

importing country/KpaiHa-imnoprep Ukraine/Yxpaina

MA number/Homep P UA/11636/01/01
Batch number/Homep cepii 158880

Batch size/Poamip cepii 32478 packs/ynakosok
Date of marufacture/ata sMpoGuiauTea 07.2024

Expiry date/CTpox npuaatHocT 06.2027

Name, address and authorization number
of manufacturing site/Haasa, agpeca i
Homep Aiuensii BupobHKUYal AinbHUL

Actavls Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN3000, Malta/

Axraeic JTITA, BLBO15, BLBO16, byneGen luaacTpian ByauHok, m. 3eiiTyH, ZTN 3000, MansTa
MLOO1

Test / Nokasuuk AkocTi

Specification / Jonycrumi Hopmu Results / Peaynbrati

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “I"
engraved on one side / Poxesi, Kpyrai, ABoonykni
TabAeTRM, BHPUTI NAIBKOBOID 0B0AOHKOK, 3
rpasiloeaHHam «I» 3 ogHoOro Goky.

Complies / Bigriosigae

Identification/ |geHTndikauia:

(tecr A) (YD) .

-~ clopidogre! (test B) {HPLC)/
rnonigorpens (Tect 6} {BEPX)}

Colour [ BapsHuK®:
- titanium dioxide / TuraHy aiokewa

- iron oxide / 3aniza oxecua

- clopidogrel {test A} {(UV)/ knonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CMNEKTP OTPUMaHKIA B afanazoHdi Bip, 250 HM Ap 300 Hm
NOBMHEN BiANOBIAATH CMEKTPY NOPIBHAHHA.

Complies / Bianoslgae

The retention time of the major peak in the
chramatogram of the assay preparation corresponds
to the major peak in the chromatogram of the
standard preparation, as obtained in the Assay / Yac
YTPMMYBaHKHA OCHOBHOIO NIKY HA Xpomarorpami
AQCNIAMYBEHOTO PO3YKHY NOBUHHO BiANOBInaTKH Yacy
YTRUMYBaHHA OCHOBHOrO NIKY Ha xpomaTorpami
CTaHAAPTHOIC PO3UKHY.

Complies / Bignoeigae

An orange to red colour appears after the addition of
Hydrogen Peroxide to the ash of an ignited tablet,
praviously dissolved in a solution of ammonium
sulphate and sulphuric acid. / PosuwH sabapenioeTsen
¥ KOAip Big, NomapaHYesoro g0 YepBOHOTO NPK
A0AaBaHHI NepokcMay BOAHIO A0 3a/MLUKY, U0
OTPUMYETLCA NICAA ENanKiBaHHA TabneToK,
nonepeaHL0 PO3YMHEHUNA ¥ po3dMHI amoHilo cyabdary
Ta cipyaHol KUCNOTH.

Not performed/He
nposoauEcA

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrachloric acid. / ®inbTpaT Aac 6AaKUTHUIR
{cwuHii) ocapg npu fopasasHi Kanio depouiaHigy, AKwiA
HE PO3YUHAETLCA Y XAOPHUCTOBOSHEBIM KUCNOTI.

Not performed/He
NpoBOAKECA

Average tablet mass /
CepenHa maca

283,25 mg & 5% (269,08 mg — 297,41 mg)/
283,25 mr % 5% (269,09 mr— 297,41 mr)

280.720meg/mr

Teva Pharmaceutical industries Ltd.
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Resistance to crushing / Crifikicts o
pO3A3B ABAHHA?

NLTSO N/
He mexwe 50 H

Mean: 73N/Cepeane: 73H
Min: 64N /MiH:64H
Max: 86N/ Makc: 86H

Dissolution / PosuMHeHHnA3

NLT 80% (Q + 5%) after 30 mins? /
He menwe 80% (Q+5%) 4epea 30 xBuAMH?

Mean/CepegHe: 97.1%
Min /Min: 92.7%
Max /Makc: 99.4%

Assay / HinsricHe su3HaveHHa 95 %-105% 73.428 mg/tabl.
(71,25 mg/tabl. — 78,75 mg/tabl.) / 73.428mifTaba.
95 %~105% 97.90%
(71,25 mrfTaén, — 78,75 mr/Tabn.)

Uniformity of dosage units (mass Complies with Ph. Eur. {2.9.40} / AV: 5.00

variation)/ OgHoplaHicTs AozyeanHA BignoeigHo ao Esp.d, {2.9.40)

(BigxuneHna no maci)

Related substances /

CynyTHi fomilKm:

- impurity B / somiwka B' NMT 0,5 % / He Ginblwe 0,5 % <0.05%

- R-isormer / R{-)izomep (R- NMT 0,5 % / He 6inbie 0,5 % <0.1%

knonigorpens)

- any other impurity / 6yas-axa iHwa NMT 0,2 % / He Ginble 0,2 % 0.06%

AoMilIKa

- Total impurities / cyma Aomiutok NMT 1,5 % / He Giablue 1,5 % 0.11%

Microbiological quality / Not performed/He

MikpoBionoridHa unctoTtad npoBoaMBCA

- Total aerobic microbial count / aepoBHi | NMT 103 CFU/g /

Gakrepii He Ginbwe 10% aepobumx GakTepifie 1 1.

- Total combined yeasts/moulds count/ | NMT 202 CFU/g /

rpnbn He Biaswe 10? rpu6is 6 1 r npenaparty.

- Escherichia coli Absent in 1 g / Bigcyrsi Escherichiacolis 1 1.

1 Not routinely performed. Tested on the first three production batches. f TecT #e npoBoAATL PyTHHHO. TeCT NPOBOAATE Ha nepwux 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3assnedi memxi moxyTs 6yt oHOBARHI
nicna BrpoebHMITEa Nepmx 10 cepii | pocAigmeHHA crabinsHocTi.

%If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ flrwpo
0AHa uM finbwe TabneTok He BiANOB!AaE BUMOram, TOA! HACTYNIHI TAGNETHM TECTYIOTE BIANOBIAHO £¢. 2.9.3,

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect He
NPOBCAATE PYTMHHO. TeCT NPOBOAATE HA NEPLIKX 3 cepinx, a NOTiM Ha KOXHIHA 10 cepii {wWoHaliMeHWwe pas Ha pik).

- impurity B: {+}-{S}-{o-chlorophenyl) -6,7-dihydrothienal [3,2, c] pyridine-5 (4H) -acetic acid /aomiwka B: (+}-(S)-{o-xnopdenin}-6,7-
aurigpotuenon(3, 2 clnipuwann-5{4H}-outosa Kucrota

U-R-isomer: methyl(-}-(R)-o-chlorophenyl-6,7-dihydrothieno3,2,c]pyridine-5{4H)-acetate, hydrogen sulfate/R-isomep: metna(-)-(R)-o-
xnoppeHin-6,7-gurinporieno]3,2,c]nipuann-5(4H)-aueTaT, fapocynsdart,

The hatch meets the requirements of QCM for MA N2 UA/11636/01/01 / Cepin signoeinae sumoram MKA go PN 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 Authorization of the importing country. The batch pracessing,
packaging and analysis records were reviewed and found to be In compliance with GMP. / A 3assnmo, Lo HaBefAeHa Buue
Indopmauia € gocTosipHOIO Ta TOUHOS, LA cepin Gyna BUIOTOBAEHA, BRAKOYAKIUM YIAKOBRY | KOHTPOAL AKOCTI Ha 3a3HAYCHIH BHLLE
sHpobHuYiid Afnasul (ginAHKax), B nosHiit signoeigHocri 3 Bumoramu GMP micuesoro peryniooyoro oprady T1a cneuudikauit

Peectpauiiinoro Nocsinuenni wpatin-imnoprepa, Mporokon BUPDBHULTEA, YNEKOBKW Ta KOHTPOMO AKOCT Gyam po3rnaHyT |
BH3HaH] BlgnoBigHUMKM BUMOram GIVIP.

ni,qrorow: Edward Farrugia 3aTeepameHof d by: Rachelle Van Hooren
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YnosHobaMeHa ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.
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