Dy e g 2 e L

l e e o e e L ey e Ay e gt M Y
Pt S S S e R S L i S S R R S

AEPKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KUIBCHKIN OBJACTI

npos. Ceitanunoi Hanii, 3, m.Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B YKpaiHY JiKapchLKOro 3acoby

16.02.2024  Ne5014/24/10

KJIOIIIIOTPEJI-TEBA

(HaliMeHyBaHHA iKapchKOro 3aco0y 3riZHO 3 peecTpalitHuM [IOCBIAYEHHSAM)
Ta0JI€TKM, BKPUTI IVIIBKOBOX0 060J10HK010, 10 75 mr; o 10 Ta6meToK y OJqticTepi; mo 9

B 6J_1_i_0TeEiB Y KapTOHHIH KOEOﬁH‘i

(bopma Bumycky, 103yBaHHS, BUL NAKYBAHHS JIKAPCEKOTO 3ac00y)

Homep peectpaniitnoro nocsiguenns UA/11636/01/01 crpox aif peectpauiitnoro noceimuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 147527 KinpkicTs BBe3eHOTO Jiikapcbkoro 3acoby 10858

BUpoGHUK Axtagic JITJI, Mansta
e M e Y e

(HaiiMeHyBaHHs BUpOOHKKA iKapCEKOro 3acoby, KpaTHa [OXOHXKEHH)

BpeseHO B YkpaiHy Topapucrso 3 o0mexenolo Biznosinanbuictio "TeBa Ykpaina', izenr.
kon: 34770471

N - - ;

(HalMeHyBaHHs Ta kox 3a EIPTIOY ropuauunoi ocobu aGo npizByILE, iM'A, 10 GATHKOBI ¢izuyHOl

0Co0HM - mianpuems, ii MiCLe NpoXKHUBaHHA Ta peecTpauifHmit HomMep o6iKkoBOi KapTKH MIaTHMKA
IoaarTKis abo cepis Ta HOMep macropra)

IIpoToKoJ1 Bi3yaibHOr0 KOHTPOMIO Bix 14.02.20_24 Ne 0046/9.

3a pesynbTaTaMM JEPXKaBHOTO KOHTPONIO BCTAHOBJIEHO, ILO JKapChKuif  3aci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOZABCTBA IIOA0 3a0€3ICUYEHES IKOCTI JTKapChKUX 3ac00iB.
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPI IKAPCbKOMO 3ACOBY

Name of product/Hassa npoaykry
(strength, dosage form, package size and
type/no3ysanHa, nikapcska dopma, poamip
[ TN YNaKoBKK)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne90 (N210x9) in blisters/ Knonigorpen-Tesa, |
Tabnerku, BrpuTi Nniskoaoio 060/10HKoI0, N0 75 mr NegOo (Ne10x9) 8 6nicrepax

Composition/Cknag

Clopidogrel bisulfate 97.86 mg to eqdi'&alent 75 mg clopidogrel}Kncni,qorpemo 6icyn5cbaT
97,86 mr, WO exsiBaneHTHO 75 MI” K10niA0rpestto

Manufacturing‘coun_try/Hpa'n‘Ha BMDOﬁHHH

Actavis Ltd, Malta/AxTasic T4, ManbTa

Importing country/Kpaina-imnoprep Ukraine/Ykpaina

MA number/Homep P UA/11636/01/01

Batch number/Homep cepii 147527

Batch size/Po3mip cepii 10,858 packs/ynakosox
Date of manufacture/fiara supo6Huursa 12.2023

Expiry date/Crpor npuagatHocTi 11.2026

Name, address and authorization number
of manufacturing site/Hassa, agpeca i

HOMep NiLeH3ii BUPOBHUYOT AinbHKL

Actavis Ltd, BLB 015, BLB 016, Bulebel industrial Estate, Zejtun, ZTN 3000, Malta/
Axtasic JITL, BLBO15, BLBO16, Byneben IHaacTpian ByanHok, M. 3eityH, ZTN 3000, ManeTa

MLOO1

Test / NokasHuk akocri

~ Specification / Bonycrumi Hopmu Results / Pesyawrary

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “I” Complies / Bignosinae
engraved on one side / Poxesi, kpyrai, nsoonykai
TabneTky, BKPUTI NAIBKOBOW 0B60N0OHKOID, 3
rpasiosaHHam «I» 3 ogHoOro Goky.

identification/ lnenTudikauin:
- clopidogrel (test A) (UV)/ knonigorpens
(Tecr A) (YO)

- clopidogrel (test B) (HPLC)/
Knonigorpens (recr b) (BEPX)

Colour / bapsHuxl.

- titanium diREe TRy RRKCHA
_ N QODMI Yo,

.. 6

- iron oxide / IRisa Al ouar™

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CAEKTP OTpUMaHUK B fianasoHi Big 250 Hm 4o 300 HMm
NOBUMHEH BIONOBIAATY CREKTPY NOPIBHAHHA.

Complies / Bignosinae

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 / Yac
YTPUMYBaHHA OCHOBHOTO MiKy Ha XpomaTorpami
AOCNIAMYBAHOTO PO3YUHY NOBUHHO BIANOBIAATM Yacy
YTPUMYBAHHA OCHOBHOIO NiKY Ha Xpomarorpami
CTaHAAPTHOrO PO3YUHY.

Complies / Bianosinae

An orange to red colour appears after the addition of Not performed/He
Hydrogen Peroxide to the ash of an ignited tablet, NpPoBOANBCSH
previously dissolved in a solution of ammonium
sulphate and sulphuric acid. / PosuuH 3a6apenioeTbes
Y KOIIp Bift NOMapaH4YeBoro A0 YepBoOHOro afel%
AOAABAHHI NEPOKCUAY BOAHIO 40 3a/ULIKY, WO
OTPUMYETLCA MICAA cnanioBadHA TabneTok,
nonepesHLO PO3UUHEHUI Y PO3HUHI aMOHII0 cynbdaTy
Ta CipYaHol KucaoTH.

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®inbTpar nae 6nakuTHMI
(cuRiit) ocan npu noaasarHi Kanio depouiaHiny, AKKi
HE PO3HUHAETLCA Y XNOPUCTOBOAHEBIN KUCHOTI.

Not performed/He
NPOBOAWBCA

Average tablet mass /
CepenHn maca

283,25 mg + 5% (269,09 mg ~ 297,41 mg)/ 281.64 mg/mr

283,25 mr + 5% (269,09 mr — 297,41 mr)

Teva Pharmaceutical Industries Ltd.

Actavis Ltd, BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533



PO343B/MOBAHHA®

Resistance to crushing / Crilikicto o~

NLTSON/
| He mexwe S0 H

Mean: 83N/Cepeatie: 83H
Min: 62N /MiH: 62H
Max: 101N/Make: 101H

Dissolution / PosyurnenHs®

| NLT 80% (Q + 5%) after 30 mins? / N
- { He meHwe 80% (Q+5%) uepes 30 xuauH® -

Mean/Cepeane: 96.5%
Min /Miu: 92.9%

| Max /Make: 98.5%

95 % ~ 105 %

rpubu
- Escherichia coli

- Total combined yeasts/moulds count /

NMT 102 CFU/g /
He 6inblwe 102 rpubis 8 1 r npenapary. -

{ Absentin 1 g/ BigcytHi Escherichiacolis 1r.

| Assay / KinbKicHe BusHavewHs | o | 72,937 mgftabl. / mr/ra6a.
- N | (7,25mg/tabl.~78,75 mgtabl)/ - |9725%
L |95%~105% T
| (71,25 mr/1abn. - 78,75 mrfrabn.) =~ = . a2 h
Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40)/ .=~ “AV: 3.9
variation)/ OaHopiaHicT Ao3yBaHHA BianosigHo o €asp.®. (2.9.40) S
(Bapiauin macu) | )
Related substances /
CynyTHi gomitiku?; | | g w
- impurity B / somiwka B! NMT 0,5 % / He 6inble 0,5 % - <0.05%
- R-isomer / R{-)izomep (R- NMT 0,5 % / He 6inblie 0,5 % <0.1%
Knoninorpens) | |
| ~any other impurity / 6yab-aka iHuwa NMT 0,2 % / He 6inbuie 0,2 % 0.08%
OOMilKa |
- Total impurities / cyma gomiwox NMT 1,5 % / He 6inbie 1,5 % 0.08%
Microbiological quality /
MikpobionoriyHa uncroTal
- Total aerobic microbial count / aepo6ri | NMT 102 CFU/g / | Not performed/He
6akrepii He 6inblie 10° aepobHux 6akrepiti 8 1. NpoOBOAUBCA

* Not routinely performed. Tested on the first three production batches.

CepIfx.

2 The limits can be revised after production of the first 10 batches and stabilit

nican supobHMUTEa nepiwvx 10 cepiii | AoCNiAKEHHA cTaBiNbHOCTI.

/ Tecr He NPOBOAATL PYTUHHO, TeCT NPOBOAATEL Ha NepLInX 3

Y investigation / 3aasneni mexi momyTb 6yTn oHoBneH]
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3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ fikwo
- 0AHa uM binbwe TabneTok He Bianosinae BUMOTam, ToAi HacTynHi TabaeTku TecTyioTh sianosiaHo €. 2,9.3.
~ “Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tecr He-
. MPOBOAATL PYTUHHO. TECT APOBOAATL Ha NEPIUMX 3 cepiaX, a NOTIM Ha KOMHIN 10 cepii (woHaiimeHwe pas Ha pik).
1~ impurity B: {+)-(S)-{o-chlorophenyl) -6,7-dihydrothienol [3,2, c] pyridine-5 {4H) -acetic acid /Bomiwka B: (+)-(S)-{o-xnopdeHin)-6,7-
Aurigpotmeron(3,2,clnipnguu-5{(4H)-outosa kucnora S | | |
. R-isomer; methvl(-)-(R)-o-chIoroph_enyl-ﬁ,?—dihydrothieno[3,2,c]pyridine-S(f&H)eacetate, hydrogen sulfate/R-isomep: meTuna(-)-(R)-o-
xnopfbeuin-s,,?-AMri,qporieno[s,z,c]n_ipw,qun~5(4H)-aueTaT, rigpocynsdar.. - - | |

The batch meets the requirements of CICIM for MA Ne UA/11636/01/01 / Cepis signosinae .BMMO.I'EM MKS g0 P Ne UA/11636/01)01.'-

l hefeby certi?y that the above information is authentic and accurate. This batch of _produétuhas been manufactured, including

'  5'-f:-packaging/labeilin‘g 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 processing,
- packaging and analysis records were reviewed and found to be in compliance with GMP. / A 3assnso, wo HaBeAeHa Buuye
~ iHdopmauin € nocToBipHOIO Ta TOMHOIW, LA cepin byna sUroroBReHa, BKAIOYIIOUY YNAKOBRY | KOHTPO/IL AKOCTI HA 3a3HaueHiN BULLe
BUPO6HKYIN Alnanui (minsnkax), B nosuiii signosigHocti 3 sumoramu GMP MICLEBOro peryaoyoro opraHy Ta cneuundikauii
 Peecrpauiiivoro focsipuenHi KpaiHun-imnoprepa. Mporokonu BUPOOGHMLTEA, YNAKOBKN Ta KOHTPOAIO AKOCT O6ynu posrasmuyri i

~ BU3HaHi signosigHumn sumoram GMP, g 2 L | o o

 lworosneo/ Compled by Tianazals.

~ [Bara/Date: 09.01.2024

Teva ZPIh'arr'ﬁé'ceutzi"cal Industries Ltd. ’f’iﬁ S g
~ Actavis Ltd. BLB 016, Bulebel Industrial ESt&::iéEé,wE_s;_;’5,31};”;&;?%?9:*:,’{6@@; Malta | i'nf"omalta@tevapharm.cqm-I-www;teva,mt
Company No (2867 | VAT No MT 11360007 | (+356) 21 693 533 | L w s, : |




