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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPIl NIKAPCbKOI'O 3ACOBY

Nare of product/Hassa npoayxry
(strength, dosage form, package size and
type/f03yBaHHA, Nikapcera dopma, po3mip
i TN YNaHOBKN)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne30 (Ne10x3) in blisters/ Knoniaorpen-Teea,
TafineTky, Bkpwti naiakosolo oBonokKaio, no 75 mr Ne30 (Ne10x3) & Gnicrepax

Composition/Craag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Kaonigorpenio Bicyaudar
97,86 mr, WO exeiBaJeHTHO 75 MI KAONigorpento

Manufacturing country/Kpaita awpoBrimk

Actavis Ltd, Malta/Axrasic vy, Manbta

Importing country/Kpaina-imnoprep

Ukraine/YkpaiHa

MA number/Homep PN Ua/iiesefor0r T
Batch number/Homep cepii 164109 1
Batch size/Poamip cepi 32,575 packs/ynakosok

Date of manufacture/fara BupoBHuursa 10.2024

Expiry date/Crpor npuaarHacri 03.2027

Mame, address and authorization number
of manufacturing site/Hasea, agpecai
HOMep AiueHsii supobrudoi AinbHUUl

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/
AxTagic ITA, BLBO1S, BLBO16, byneben IHaacTpian ByawnHoK, m. 3eittyn, ZTN 3000, Manbra
MLOO1

[ Test / NMoxaanuic ARocTi

Specification / Aonyerumi Hopmu Results / PeaynbraTit

Description /
Onuc

Round, pink, biconvey, film-coated tablets, with “I”
engraved on one side / Pomesi, kpyrai, asoonyrAi
TabAETKM, BKPUTI NAIBKOBOID OB0AOHKOIO, 3
rpasitosanHam «I» 3 ogHoro Goky.

Complies / Bignosigae

Identification/ |laerTudikauin:

{rect A) (Yd)

- clopidogrel (test B) (HPLCY
vaonigorpens (Tect B) (BEPX)

Colour / BapeHuk!:
- titanium dioxide / Turany aiokcug,

- iron oxide / 3anisa okeunpg,

- clopidogrel {test A) {UV)/ kroniporpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CMeKTp oTpUMaHLi 8 AlanasoHi eia 250 vm a0 300 Hm
nosuHeH BigNOsinaTH CNeKTPY ROPIBHAHHA.

Complies / Bignosiaae

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
YTRYIMYBEHHA OCHOBHOIO NiKy Ha xpomarorpami
AOCAIgRYBEHOMO PO3UMHY NOBUHHO BIANOBIAATH Yacy
YTPHUMYBaHHA OCHOBHOIO NikY Ha XpomaTorpami
CTaHAAPTHOIO PO3UUHY.

Complies / Bianosigae

An orange to red colour appears after the addition of
: o Not performed/He :

Hydrogen Peroxide to the ash of an ignited tablet, !

. . ; ; ‘ nposogvsca
previously dissolved in a solution of ammonium
sulphate and sulphuric acid. / Po3uun 3aBapsnioetecs
¥ KoAnip BiA NOMapaH4esoro 40 YepBOHOIo NPU
ACAABAHHI NEPOKCUAIY BOAHIO A0 3aAWWHRY, WO
OTPUMYETLCA MiCNa CNanioBaNHA rabneTok,
nonepeAHbo PO34MHEHWA ¥ PO3UMHI BMOHIIO Cynbdaty
Ta CipYaHoi KMChoTH,

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®inbTpar aae GnakuTHKi
{cuHild) ocag npu AosaBaHHI Kanito depouianiny, skwii
HE DO3YWHAETHCH ¥ XNOPUCTOBOAHEEIN KchoTi.

Not performed/He
npoeoAuBCA

Average tablet mass /
CepegHn maca

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

285.700 mg/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
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Resistance to crushing / Crifiricte go NLTSON/ Mean: 89N/CepesnHe: 8GH
PO3AABABAHHA® He meHwe 50 H Min: 74N /Min: 74H
Max: 108N/Mawc: 108H
Dissolution / PosunrenrHn? NLT 80% (Q + 5%) after 30 mins? / Mean/Cepegne: 97.4%
He meHwe 80% (Q+5%) yepes 30 xennmuH? Min /MiH: 94.3%
Max /Makc: 100.0%
Assay / KifbKicHe suaHayeHHn 95 % - 105 % 73.507 mg/tabl.
{71,25 mg/ftabl. - 78,75 mg/tabl.) / 73.507 mrfrabn.
95 %~ 105 % 98.01%
(71,25 mr/Taba. — 78,75 mr/Tabn.)
Unifermity of dosage units {mass Complies with Ph. Eur. (2.9.40) / AV:6.20
variation}/ OgHopiaxicTs A03yBaHHA BignosigHo ao €sp.®. (2.9.40)

(sapiauia macn}

Related substances /
CynyTHi pomiwkm?:

- impurity B / nomiwsa B NMT 0,5 % / He Ginbwe 0,5 % <0.05%
- R-isomer / R(-}izomep (R- NMT 0,5 % / He Ginswe 0,5 % <0.1%
Knonigorpens)"

- any other impurity / Byge-axa iHwa NMT 0,2 % / He Binbwe 0,2 % <0.05%
AOMilllka

- Total impurities / cyma aomiwor NMT 1,5 % / He Ginbwe 1,5 % <0.1%

Microbiological quality /
Mixpobioacriuna ynctora?

- Total aerobic microbial count / aepo6ui | NMT 10° CFU/g / Not performed/He

BaxTepii He Ginbwe 10® aepobHux Bakrepifis 1r.

- Total combined yeasts/moulds count/ | NMT 102 CFU/g / RRABLRHECA
rpuibu He 6inbwe 10° rpubis 8 1 r npenapary.

- Escherichia coli Absentin 1 g / Bigcyrai Escherichia colis i r.

! Not routinely performed. Tested on the first three production batches. / Tect He npoBoAATL pyTHHO, TECT NPOBOAATE Ha nepwwx 3
cepiax.

? The limits can be revised after production of the first 10 batches and stability investigation / 3ansnexi mexti momyvh GyTh oHogfent
nican BupoBtvuTea nepuvx 10 cepiit | Aochimuennn crabinbHoct.

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 v Binbuwe TabneToK ke BiANQBI4aE BUMOFaM, TOAl HacTynHi TaBneTku TECTYIOTL Bianosiano €¢. 2.9.3.

Mot routinely performed. Tested on the first three preduction batches and then every 10th batch (at teast annually), / Tect ne
npOB0AATL PYTUHHO. TECY NPOBOAATL Ha NepwuX 3 cepiax, 8 NoTiM Ha KOMHIN 10 cepit (WoHaAmeHLwe paz Ha piu).

- impurity B: {+}-(5)-{o-chlorophenyl) -6,7-dihydrothiencl (3,2, c] pyridine-5 {4H) -acetic acid /gomiwxa B: (+}-{5)-lo-xnopdeHin)-6,7-
Avrinpotvenon|3,2,clnipnauu-5{(4H)-outosa cnora

* - R-isomer: methyl{-}-(R}-o-chlorophenyl-6,7-dihydrothienol3,2,cjpyridine-5(4H)-acetate, hydrogen sulfate/R-isomep: mevun(-)-(R}-o0-
XnopoeHin-6,7-au rigpoTiexo[3,2,c]nipuamn-5(4H}-ayerar, rigpocynsdar.

The batch meets the requirements of OCM for MA Ne UA/11636/01/01 / Cepia signosigae sumoram MKA a0 PO 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 fuli compliance with the GMP requirements of the loca!
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. / fl 3asBasio, uo Hasepera exwe
ihdapmayin € focrosipHoio Ta TouHalo. s cepin Gyna suroTaseHa, BRAIOYAICUN YN2HOBKY | KOHTPOAL AKOCTI Ha 3a3Havenild puye
BUPOBHWUIA dinAnyi (Alnauxax), B noswii signoslanoct = Bumoramu GMP MiCL@BOTO PeTYADIOHOre oprady Ta caeuudirauii
Peecrpauiinoro Focaigyenni kpaluu-imnoprepa. NMpovoxonm BMPOBHHULTBA, YNaKOSKK Ta HOHYPOAID AKOCT] 6yan poaraanyTi i
BHIHAHT BiAOAIAHMMM BUMOram GMP.

Niarovosaeno/ Compiled by: Katarina Milanovic 3areepameHo/ Issued by: Javier Moscardo Polop
fara/Date: 19.11.2024 /VV\/ Dava/ Date: [a_(\. 1074 -

YnoeHosaseHa ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www teva.mt
Company No (2867 | VAT No MT 1360007 | {+356) 21693 533




JEPKABHA CJHYKBA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBHKI OBJIACTI

npow. Ceitrunol Hagii, 3, m.Kuis, 02099, ren/haxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €MIPIIOY 37078774

BHCHOBOK
Npo AKICTH BBe3eHOTr0 B YKpainy nixapcnkoro 3acoby

23.12.2024 Ne 66450/24/10

KIOHIIOY PEJI-TEBA

(nafivenyBanms mikapeskoro 3aco6y ariHo 3 PeecTpatliiHIM IFoCBiNeHTIAM)
TafieTkn, BRPUTI mIiBKOBOI0 060I0HKO0, N0 75 mr; o 10 Tabxerox y 6aicrepi; no 3
GuicTepu y kapronHii xopobni

(dbopma pitnycxy, HosyBaliHg, BHJ MAKYBAHHEA TIKAPCLROre sacoby)

Homep pecerpawiinoro noesinaenns UA/11636/01/01 crpox ari peecrpaniitsoro nocsingens 01.01.2099

Cepis nixapeskoro saco6y Ne 164109 Kinexicrs sBescioro nikapeskoro sacoby 32575
BupoBurux Axragic JIT], MansTa
(iaiimentynang BUpobHUKA MiKAPCLKOrO 3aco0y, Kpaiia noxomKeHs)
Breseno 8 Vipainy Tosapucrpo 3 obmesxenoro Bianosigansmicrio "Tesa Yipaina™, irenr.
wou: 34770471

(uaitverypanns Ta ko sa €PIICY ropuanymo: 0co6s abo HpI3BILiNe, iM'g, 10 GarhkoB! (hizsng;
0cofH ~ BIANPUCMIS, 11 MicLe PONCHBAHHEA Ta peceTpawiinmi HoMep oBIKORO! KADTKH IIATHIKA
noparkia 260 cepit Ta Homep nacnopra)

[potoxoa sisyansnoro xonrpoo sig 16.12.2024 Nz 3980/8.

3a  pesyneTaTAMH  IEpIKABHOLQ KONTPOJIO  BCTANOBJIEHO, mo aikapebkiit saciG  spescno = Yxpainy 3
HOTPHMAHHSIM sumMor 3aK0HOIABCTEA Moo 3abe3neyerH s AKOCT] IKAPCLKHX 32c06iE.

Onera EPBOMEHKO

OFPIKOHTPONIO) {mianue) (imuniann Ta npizanuie)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPIl IKAPCHKOIO 3ACOBY

Name of product/Ha3sa npogykry
(strength, dasage form, package size and
type/nosyeauhs, nikapceka dopma, poamip
i TMN ynakoBKu)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne30 (N210x3) in blisters/ Knonigorpen-Tesa,
TabneThy, srpuTi naiskosoto oBonoHKow, No 75 mr Ne30 (Ne10x3) e 6.nicTepax

Composition/Cxnan

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg ¢lopidogrel/Knonigorpenio Sicynshar
97,86 mr, L0 eKBIBAABHTHO 75 MF KAONIAOrpead

Manufacturing country/Kpaikia BupoShuk

Actavis Ltd, Malta/AxTaeic fitg, Mansra

Importing countiy/KpaiHa-imnoprep

Ukraine/Ykpaina

MA number /Homep PN UA/11636/01/01
Batch numb er/Homep cepii 161686

Batch size/P camip cepii 32486 packs/ynaKkosok
Date of man ufacture/flata BupaBbHuuTea 09.2024,

Expiry date/ Crpok npugarHocT] 08.2027.

Narne, address and authorization number
of manufact uring site/Hassa, appeca i
Homep aiuersli BUPOGHWUMOT AinbHWL

Actavis Ltd, BLB 015, BLB 016, Bulebe! Industrial Estate, Zejtun, ZTN3000, Malta/
Axtasic TTA, BLBO15, BLBO16, Byneben luaactpian ByauHOK, M. 3efiTyH, ZTN 3000, Manwta
MLOD1

Test / oKasHmk arocri

Specification / Aonycrumi Hopamu Results / Pezyabrarh

Description/
Onuc

Round, pink, biconvex, fitm-coated tablets, with “T*
engraved an one side / Poesi, Kpyrai, groonykai
TabneTky, BKpUTI NNiBKOBOIC 060A0HKOI, 3
rpasitosaHiam «I» 3 oaHoro Goxy.

Complies / Bignosinae

Identification/ laenTvdikauia:
- clopidogrel (test A} {UV)/ kaonigorpens
(Tect A) (V)

- clopidogrel (test B} {HPLC)/ knoniaorpens
(Tect B) (BEPX)

Colour / BapsHuK!:
- titaniurn dioxide / vutany giokcug

- fron oxide f zanisa okeug,

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CNeKTp OTPUMaHKMH B AianazoHi Bia 250 Hm Ao 300 Hm
NoBHHEH BIANOBIAATH CNEKTPY NOPIBHAHKA.

Complies / Bigniosinae

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
YTPHUMYBAHHA OCHOBHOTO NIKY Ha Xpomartorpami
AOCAiAmKyBaHOro POIUHHY NOBMHHO BiANOBILATH Macy
YTRHMYBaHHA OCHOBHOTO NIKY Ha XpomMaTorpami
CTaHAAPTHOIO PO3YUHY.

Camplies / Bianosiaae

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, / Posuus sabapenioersca
¥ HoAip Big nomapaH4eBoro A0 HEPBOHOro NPK
[R0/4aBaHHI MEPOKCUAY BOGHIO 40 33AMLLKY, WO
OTPUMYETLEA NicAA cnantosaHua TabneTox,
nonepefiHb0 pO3MHEHHUHA ¥ posyuHi amoHio cynedary
Ta cipyaHol kuchoTH.

Not performed/He
NpPoBoAUBCA

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®instpar A3 GnakuTHUi
{cvRitt) ocan npu gogasadHi kanho depouianiny, Aku
He PO3YWHAETLCA ¥ XAOPUCTOBOAHESBIN KucnoTi.

Not performed/He
NpOBOAVBCA

Average tablet mass /
CepeaHa maca

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

280.500mg/mr

Teva Pharmaceutical industries Ltd.

Aditavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infornalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | {(+356) 21693 533

1w cupe A 190

[0.01.25 TFE7




eV

Resistance to crushing / Crilikicte ao
pO3AaBAKIBaHHA?

NLTSON/
He meHwe SO0 H

Mean: 77N / Cepegre: 77H
Min: 57N / Min: 57H
Max: 98N / Makc:99H

Dissolutio n / Po3uynHeHHA?

NLT 80% (Q + 5%) after 30 mins?/
He meHuwie 80% {Q+5%) yepes 30 xpunnn?

Mean/Cepeane: 94.0%
Min /Min: 80.7%
Max /Maxc: 96.4%

Assay [ KinbiicHe BMaHaveHHA 95 % — 105 % 73.657 mg/tabl.
(71,25 mg/tabl. — 78,75 mg/tabl.) / 73.657mr/Tabn.
85 %-105% 98.21%
{71,25 marfraba. — 78,75 mrfTabn.}
Uniformity of dosage units {mass Complies with Ph, Eur, (2.9.40) /
variation)/ OgHopiaHicTL A03yeaHHA BianosigHo ao Esp.®, (2.9.40) AV: 3,90
(BiaxuneH va no mact)
Related substances /CynytHi gomiwku:
- impurity B/ aomiwka B! NMT 0,5 % / He 6inbwe 0,5 % 0.07%
- R-isomer /R(-)isomep (R-knonigorpens)’ | NMT 0,5 % / He Biawwe 0,5 % <0.1%
- any other impurity / 6yas-axa iHwa
AOMilIKa NMT 0,2 % / He Binblue 0,2 % <0.05%
- Total impurities / cyma gomiwox
NMT 1,5 % / He Binbwe 1,5 % 0.07%
Microbiological quality / MixpoBionoriyna
yucrorat
- Total aer obic micrabial count / aepoéxi NMT 10% CFU/g / Not performed/He
Gakrepii He Binbwe 10° appofHux Garrepifis 1 T. npoBoOAWBCA

- Total combined yeasts/moulds count /
rpnbu
- Escherichia coll

NMT 102 CFU/g /
He Ginbwe 107 rpubie 8 1 r npenaparty,
Absent in 1 g/ BincytHi Escherichia colis 1r.

! Not routinely performed, Tested on the first three production batches. / Tect He APOBOAATEL PyTUHHO, TeCT NPoBOAATHL Ha feplunx 3

cepisx.

2 The limits €an be revised after production of the first 10 batches and stability investigation / 3aseneHi mexi momyTs Byt oHOBNEHI
nicna sy pobuuyTea nepwux 10 cepilt i gocnigmennHa cTabinbHacTi,
3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Akwo

opHa M Binblie TabaeTox He BIANOBIAZE BUMOTaM, Toa] HacTYNHI TabaeTiu TeCcTYoTh BignoeigHo €¢. 2.9.3,

4Not routinely performed. Tested on the first three production batches and then every 10th batch {at least annually). / Tecr e
NPOBOAATL PYTUHHO, TecT NPOBCAATE Ha Nepiumnx 3 cepin, a ROTIM Ha KoMl 10 cepil (WoHalimeHwe pas na pix).

- impurity B: (+}-{S}-{o-chlorephenyl} -6,7-dihydrothienel [3,2, c] pyridine-5 {4H) -acetic acid /nomilxa B: {(+}-{S)-(o-xnopdenin)-6,7-
auriapotueron(3,2,clnipvauu-5{4H)-ouToBa KMCAOTa
"- R-Isomer: methyl{-}-(R})-o-chlorophenyl-6,7-dihydrothieno(3,2,c]pyridine-5 (4H)-acetate, hydrogen sulfate/R-isomep: mervn(-}-(R}-o-
xnoppeHin-6,7-purigpotieno(3,2,cinipuann-5(4H}-auetar, rigpocynedar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepin signosizae sumoram MKA Ao P Ne UA/11636/01/01.

| hereby certlfy that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labefling 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. / Al zanBnsio, wo HasegeHa suwe indopMalif € AOCTOBIPHOIO Ta TOYHOI, LA cepia G6yna eurotopneHa,
BHAOYAIOIM YNAKOBKY | KOHTROAL AKOCTI Ha 3asHaueHill ame BpoBHUIIH ginsnui (ainAHKax), B BaBHI signoeigHocTi
3 Bumoramu GMP micuesoro perysioiovoro opraHy Ta cneundikauii Pecctpauidnoro MoceigyedHi HpaiHu-imnopTepa.
MpoTtokoan BUPOGHULTEE, YNAKOBKM Ta KOHTROAK AKOCTI GY/IM POSTAAHYTI | BU3HaHI BIANOSIAHMMK BUMOTram GMP.

NigroTosnedo/ ¢ iled by: Katarina Milanovic
;/a 5

Para/Date; 14.1672024.

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtu

3ateepaxeHo/ Issued by: Javier Moscardo Polop
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Company No C2867 | VAT No MT 11360007 | {+356) 21 693533

fOava/ Date: Y, 10.w1y

YnosHasamera ocafa/ Qualified Parson

e T
-«Z;EN?B_QQQ,;M@[}%:’E infomalta@tevapharm.com | www.teva.mt




AEPZKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA Y KHIBCBKIM OBJIACTI

npos. Ceitnuunoi Hapii, 3, m.Xuie, 02099, Ten/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €HAPIIOY 37078774

BHUCHOBOK
npo ARicTL BBE3eHOT0 B YXpainy aikapenkoro 3acody

18.11.2024 Ne 58538/24/10

KJIOIIJOI'PEJI-TEBA

(naltseHyBaHHA nikapcebkoro 3aco6Yy 3rito 3 peecTpalifiamM TOCBITICHELTM)
TafaeTkn, BKPUTI IUIBIOBOIO 060/10HK0I0, TI0 75 My 1o 10 Tadnerox y 6nicrepi; no 3
Oaicrepn y xaprongiii xopobui

(thopma BIMYCKy, AO3YBaHHS, BIA MAKYBAHIIS JIKAPCLROT) 3acofy)

Homep peectpanitinoro nocsiguenna UA/11636/01/01 crpox xii peecrpaniiinoro nocsiguenns 01,01,.2009

Cepis sixapcsroro saco6y Ne 161686 KintxicTs BBe3eHOr0 Nikapcskoro 3acoby 32486
BupoOik Axragic JITJ, ManrTa
(maiimMenyBatis BUpoOHHKa NiKapchKoro 3acoby, kpaifa nmoxXoweHHs)
Baeseno B Vipaiuy Tosapuerso 3 o6mexenoro gignoeigansuicrio "Teea Ykpaina", igenr,
wom: 34770471

(maiivenyranma 1a koA 3a €JIPTIOY opmmiunol ocobu abo npispuime, iM'e, 1o Barexosi dismarol
ocolH - mARPUEMLS, 11 MicIe NPOXHBAHHA Ta peccTpaliiinmii HoMep 06MIKOBOT KAPTKH IUIATHHKA
nopatiis 2bo cepix Ta HoMep nacuopTa)

Nporoxkona sisyansiore konrpoaro sig 11.11.2024 Ne 3495/3.

3a pesyneTATaMH JEpHABHOTO KOHTPOMI0 BCTAHOBAEHO, W0 AikapcekHii 3aci® seesene B Yrpainy 3
JOTPHMANHAM eunor 3akoHOJABCTEA 0JI0 3aDe3meueH A AKOCTi NiKapceKLX 3acobis,

PATN
Che 4
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Uniformi ty of dosage units {fass varlaticn)/ Complies with Ph, ur, (2.9.40} / AV:3.90
OnHopig,HicTs QO3yBaHHA (BiAXWAEHHA No maci) BianosigHo o Eep.. {2.9.40}

Related substances /CynyTui gomitsm?:

- impurity B / gomiwsa B! NMT 0,5 % / He Ginuwe 0,5 % 0.06%

- R-isomer / R{-)izomep (R-snonigorpeme)é NMT 0,5 % / He Ginbie 0,5 % <0.1%

- any oth erimpurity / 6yat-aka inwa JAomiwka

- Total impurities / cyma pomiwox NMT 0,2 % / He Binewe 0,2 % <0.05%
NMT 1,5 % / He Binblue 1,5 % 0.06%

Microbio logical quality / MirpoSionoriunz

YUCTOTI?

- Total aesrobic microbial count / aepo6ui NMT 103 CFU/g / Not performed/He nposoauacs

Baxrepii He Binbwe 10° aepobiux Gaxrepiiie 11,

- Total combined yeasts/moulds count / rpnbn NMT 10* CFU/g /

- Escherichia cali He Ginbwe 102 rpubis g 1 r npenapary.

Absent in 1 g / Biacyrni Escherichia colis 1 r.

! Not routi nely performed. Tested on the first three production batches. / Tect ve MPOB0AATE PyTHHO. TecT nposoaaTs Ha nepwax 3 cepiAx.
* The limits can be revised after production of the first 10 batches and stabllity investigation / 3aneneni Memi MOXYTL Gy oHoeneni nlcan BupoBruyTea nepwix 10 cepiii i
aocAlgreria cradinsHocri.

#If ene or rmore tablets do not meet the requirements the requirements then the tablets are tested In accordance with Ph. 2.9.3/ Ainwo ogHa uM Ginswe TaBetok e
8ianoslaae anmoram, Togf HacTyNRI TaneTwi TECTYHOTh BlgncelaHo Ed, 2,9,3.

“Not routirely performed. Tested on the first three production batches and then every 10th batch (at teast annually). / Teer ne NPOROAATE PyTuHHO. TetT npoBoAsTo Ha
Repuwix 3 Cepinx, a NOTiM Ha KoMK 10 cepll {woxalimMeHiue pas va pix).

- lenpurity B: {+}-(5)-(0-chilorophenyl) +6,7-dihydrothienol [3,2, ¢] pyridina-5 {4H) -acetic acid /nomiwka B: [+]-(S)-(u-xnop¢euln]-s,7-p.uri,.upomeHOn[E,Z,c]niph.qun-S(dH)-
oUTORa KUCAOTa

v« R-isomer: methyl(-]-[R)-o~chh:irophenyl—5,7—dlhydrothieno[3,2,c]pyridine-5(4H)—aceta:e, hydrogen sulfate/R-laemep: meTHn(-)-[R)-a-xnopdewin.6,7-
.a.uri,qpo‘rieHc[3,2,clnipmqm«-s(dH)-aqemr, rlppocynbdar.

The batch meets the requiremants of agm for MA N2 UA/11636/03/01 / Cepin nigAoaigac nstmoram MER ao P Ne UAS11636/01/01.

I hereby certify that the abova information is authentic and accurate, This batch of product has been manufactured, including packaging/labelling and
quality conlrol at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Autharity and with the specifications
in the Marketing Autharization of the imparting country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP, / 1 33/BNAID, O HABEREHS BULIE tndropmattia € AOCTOBIPHOD Ta ToUHOW, LA cepin Gyna BuroToBneHa, BRIoY a0 ynakoseuy [
KOHTPOAE AHOCTI Ha 3a3nadenili suwe BupolHUYIN ainaAnyi (ainrukax), B nosniii eignonigHocTi 3 BUmoramy GIVIP micuesoro peryniowovoro Oprany 1a

crneyudliayii Peectpayiiinoro Moceiguennt KpaiHu-imnoprepa. Mporokeau BUPOGHUUTEA, YNaKoBHK Ta KOHTROMO Akocti 6yAK posraanyTi | eusuani
BiANOBIAHKMY BUMOram GMP,

Niarorosnero/ Compiled by: Katarina Milanovic Batsepgineno/ Issyed by: Galylelte Vella Brincat
L 2y
S 2722 4 6 00T g
Aava/Date: 15.10.2024, WV L= Ta/ Date; /

/Vnoauoaameua ccoba/ Qualified Person

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




tewye

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT JIIKAPCBKOT O 3ACOBY

Name of produict/Hassa npopaysay

[strength, dosage form, package size and
type/nosysaxmn, Nikapcoka $opma, posmip § un
YNAKOBKH)

Clopidogrel-Teva, film-coated tablets, 75 mg N30 (Ne10x3) in blisters/ Knonigorpen-Tesa, Tabnetiu, expur
nAlekosoto o6oAcHKOD, No 75 Mr No30 (Ne10x3) B Gnictepax

Composition/Cuaag,

Clopidogrel bisulfate 97.85 mg to equivalent 75 mg clopidogrel/Knonigarpenia Gicyabhar 97,86 mr, wo
BHBIBANEHTHD 75 Mmr wicnigorpenio

Manufacturing country/Kpaiva BUPOSHNK

Actavis Ltd, Malta/Axrasic fivg, Mansta

Importing couniry/Kpaina-imnoprep

Ukraine/Yxpaiua

MA number/H cuep PIi UA/11636/01/0%
Batch number /Homep cepit 161685

Batch size/Poszaip capii 32326 packs/ynanosok
Date of manufatture/Nata supobHuuTaa 09,2024,

Expiry date/Crpok npugarsacri 08.2027.

Narne, address and authorization number of
manufacturing site/Hazea, 3Apeca i HoMep Aiuenail
BUROBHUMOT A AbHWLL

Actavis Ltd, BLB 015, BL8 018, Bulebel Industria) Estare, Zejtun, ZTN3000, Malta/
AxTapic NTL, BLRO1S, BLBO16, Bynebien Ingacrpian ByauHox, m. ednyn, ZTN 3000, Manbra
MLOGL

Test / NoxasHuK aKkocT]

Specification / Bonycrumi nopmu Results / PeaynvraTy

Deseription /
Onuc

Reund, pink, biconvex, film-coated ta blets, with “I” engraved on
one side / Posesi, xpyrai, Asoonykal TaBnerku, Brputi
NAlBKOBOIO ofonoKkew, 3 rpasiosaHHam «1» 3 ogHoro Gowy.

Complies / Bianogigae

ldentifica tion/ laenTudirauia;
- clopidogrel {test A} {Uv)/ HAoniaorpens (Tect
A) (Yo

- clopidog rel [test B) (HPLC)/ wnonigorpens {rect
B} (BEPX}

Colour / BapeHuk:
- titanlum dioxide / Turany AioHekg

- fron oxide [ 3aniza OHCUS,

The spectrum obtained in the range of 250 to 300 nm is
concordant with that of the reference spectrum / Y@ enextp
OTOMMaHW# B atanasoHi alg 250 Hm A9 300 um nopuHen
BiANOBIAATH ChEKTPY NOPIBHAHNHA.

Complies / Bignosigae

The retention time of the major peak in the chromatogram of
the assay preparation corresponds to the major peak in the
thromatogram of the standard preparation, as obtained in the
Assay / Yac yrpusysani OCHOBHOTO NiKY Ha XpoMaTorpami
Aochigtyeasoro PO34YMHY NOBUHHO BignosigaTh vacy
YTRAMYBaHHA OCHOBHOrG NikY Ha xpomarorpami cTangapTHoro
PO3LnHY,

Complies / Bignosigae

An erange 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 aeid. / Po3yuH
3aGapsmoeTben v konip elf, nomapanugsero o “4epPBOHGTO Npi
AvAasaHui nepokeuay BoAHIo 40 33NULKY, 140 OTPMUMYETLCA
nic/AR cnamosanKA TaBherox, NenepefHs0 poaumrHeHnit y
PO34MHT amonio cyAedaTy Ta cipuakol KUCAOTH,

Not performed/He nposogueca

The filtrate yields a blue precipitate upon addition of potassium
ferrocyanide, which does not dissolve in dilute hydrochloric acid.
/ ®lnsipat pae GrakuTHui (cunlia} ocap npu sogasanni wanio
depovianigy, aunii He PO3YUHAETHCR Y XAOPHCTOBOAHEBIG
RUcaoTi,

Not performed/He Apoaoauecs

Average tabhlet mass /
Cepegua naca

283,25 mg % 5% (269,09 mg - 297,41 mgl/
283,25 mr & 5% (269,09 mr - 297,41 mr)

283.670mg/mr

Resistance to crushing / Crifiricro B0
PO3AABMO BAHHAZ

NLTSON/
He meHuwe S0 H

Mean: 80N / Cepeane: 80H
Min: 70N / Min; 70H
Max: 97N / Makc:97H

Dissolution / Poaynnenna? NLT 80% (Q1 + 5%) after 30 mins? /

He menwe 80% (Q+5%) uepes 30 xsunun?

Mean/Cepenrie: 94.35;
Min /Miu: 91.1%
Max /Manc: 96.1%

95 % -105%

(71,25 mg/tabl. - 78,75 mg/tabl.) /
85 % -105%

{71,25 mr/rabn. ~ 78,75 mrfrabn.}

Assay / KinbHicHe Buanavenns

74.234 mg/tahl.
74.234 mr/Tabn.
98.98%

Teva Pharmaceutical Industries Ltd,

Actavis Ltd, BLB 016, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt

Company No £2867 | VAT No MT 11360007 | (+356) 21693 533
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HEPXKABHA CIIYKEBA 3 .JIIKAPCLKI./.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMNY ¥ KHIBCLKII OBJIACTI

npos. Ceitnuunol Hapil, 3, m.Kuis, 02099, Ted/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IIPIIOY 37078774

BUCHOBOK
npo SIKICTH BBe3eHOro B YKpainy NiKapceKoro 3acofy

18.11.2024 Ne 58537/24/10

KIOMINOTPEJI-TEBA
(naivenysanus nikapeskoro 3aco0y srinno 3 pecerpanifingm HOCRIAMCIINAN)
TabjleTn, BRpUTI ImTiBK0BOIO 060J101K010, 110 75 Mr; 110 10 TaGneTox y Gaicrepi; mo 3
Gaicrepu y kaprounii xopo6ui
(thopma runycky, nosysanus, sug Nakynala NikapehKoro sacaby)

Howmep peccrpauiiinoro moceinuenns UA/11636/01/01 CTPOK Al pecerpauifinoro nocsiguenns 01.01.2099

Cepis nikapcsicoro sacoby Ne 161685 Kinexicts BBe3enoro nikapeskoro sacoby 32326

Bupo6uux Axrasic JITI], MansTa
(naitvenyranua BupoBlka AlkapeeKoro sacoby, kpaia noxXoeHHs)

Breseno B Ykpaiuy ToBapuerso 3 o6MmeskeHoI0 Bignosiganeuicrio "Tesa Yipaina", ixent.

xon: 34770471
(uadivenynanns ta xop sa CAPTIOY IopRAMTHOL 0coGn abo npisnwunte, in's, Mo Gatbroni (hiznsio

0COBH - mipnpueMus, it mice TIPOKHBAUNA T4 peceTpanifinuii Homep obnikonol KaPTKH TUIATINKE
nonatkis 46o cepis Ta HoMcp nacropra)

Nporoxon sizyanuaoro xonrpomo iz 11,11.2024 Mo 349572,

38 pesynnbTaTaMM  AepKABHOTO KOHTPOMO BCTAHOBNEHO, W0 Jikapcekuii 3aci6 Breseno & Yipainy 3
AOTPUMAHHAM BuMOr 3aK0HONABCTRA 1100 3abesneqenns sxocTi JiKapepkux 3acoBis,

T ARG
PR
PRl b, N
.:/ ‘;"\ /—-r-«-—-‘\“ 'L'a \\‘ - —
Bo nyfarfisned cnyabu - %, N Outbra EPEOMEHKO
Y ¢ . T .t s .
(riticaGua ncg%ieep{:[zg!} a}eh;?::liﬁ:lol}& KOIUTPOMO) {nizmie) (inenaaee m npassimge)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUDIKAT AKOCTI CEPIT NKAPCHKOT O 3ACOBY

Name of product/Hazea npoayxry
{strength, dosage form, package size and
type/nosysarHn, Aikapcoka dopma, poamip
i TWN YNaKOBKK)

Clopidogrel-Teva, film-coated tablets, 75 mg No30 (Ne10x3)} In blisters/ Knoninorpen-Tesa,
Tabnetxu, BRpKTi NAiBKOBOWO obonoHKow, no 75 mr Ne30 {Nel0x3) a balctepax

Composition/Cknag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonigorpenio Bicynsdar

97,86 mr, Wo exsiganeHTHO 75 mr xaoninorpento

Manufacturing country/Kpaina BupobHuk

Actavis Ltd, MaltafAkrasic 1Ta, ManeTta

importing country/Kpaina-imnoprep

Ukraing/Ykpaina

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

8atch number/Homep cepil 164111

Batch size/Poamip cepi 32,862 packs/ynarkosor
Date of manufacture/fara snpobunuTtsa 10.2024

Expiry date/Crpox npuaatHocT 09.2027

Name, address and authorization number
of manufacturing site/Haz3sa, agpeca i
Homep AileH il 8UpoBHwol Ainbruu

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/
Axrasic ITH, BLBO1S, BLBO16, Byneben Inaactpian Byandox, M. 3efitys, ZTN 3000, Manwta

MLOD1

Test / MokasHUK AKOCTI

Specification / Jonyctiumi Hopmn

Results / Peaynbtati

Description /
QOnue

Round, pink, biconvex, film-coated tablets, with "I”
engraved on one side / Poxesi, xpyrni, gBOONYKAI
TabAeTK, BKPMTI NAIBKOBOIO 0G0NOHKGIO, 3
rpasiloBasHAM «I» 3 ogHoro Goky.

Complies / Bianosigae

ldentification/ lgeHTvdikauina:

{tecr A} (Yd)

- clopidogrel (test B) (HPLCY/
knoninorpens (Tect B) {BEPX)

Colour f BapsHuKk:
- titanium dioxide / Tutany piokcun

- iron oxide [ 3ani3a okcua

- clopidogrel (test A) (UV)/ knonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Vo
CNEKRTP OTpUMaHwii B gianazoHi Big 250 Hm ao 300 Hm
NOoBKHEH BiANOBIAATH CNEKTDY NOPIBHAHHA.

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
YTRWAMYBAHHA OCHOBHOMO NIKY Ha Xpomarorpami
A0CAigHYBAHOTO PO3YKHY TOBWHHO BiANOBIAAaTH Yacy
YTPUMYBAHHA OCHOBHOTO NiKY Ha XpomaTarpami
CTaHAAPTHOTO PO3YMHY.

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. / Posuus aaBapenioersca
¥ KOAip Big NomMapaH4eBore A0 YepBoHOTO NPX
A0AaBaHHI NepoKcHAay BOAHIO A0 3aAMLLRY, WO
OTPUMYETLCA NICAA CNANDBAHHA TaBNETox,
NoONepeaHs0 DO3UMHEHWA ¥ PO3YMHI aMOHiI0 cyabdaTy
Ta cipyaHol KMCnoTh.

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®ineTpar aae 6nakmTHWA
(ewHit) ocag npy gogasaHHi Kanio depouiaHiay, AKWA
He PO3UUHAETLCA ¥ XAOPMUCTOBOOHERIW KMCADTI,

Complies / Bianosigae

Complies / Bignosigae

Not performed/He
NpoBOAUBCA

Not performed/He
NpoBOAYECA

Average tablet mass /
CepefiHA maca

283,25 mg + 5% (265,09 mg — 297,41 mg)/
283,25 mr £ 5% (269,09 mr ~ 297,41 mr)

279.800 mg/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
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Resistance to crushing / Crifikicts go NLTSON/ Mean: 80N/Cepeane: SOH
pPO34a8NKBaKHA" He meHwe SO H Min: 68N /Min: 68H
Max: 96N/ Maxc: 96H
Dissolution / PoaunHenua® NLT 80% (Q + 5%} after 30 mins?® / Mean/CepenHe: 98.1%
He meHwe 80% (Q+5%) yepes 30 xeunuq? Min /Min: 94.5%
Max /Maxc: 101.5%
Assay / KinekicHe BMadaqenHn 95 % —105% 73.211 mg/tabl.
{71,25 mg/tabl. — 78,75 mg/tabl.) / 73.211 mr/ta6n.
95 % =105 % 97.61%
(71,25 mrfrabn. — 78,75 mrfTaba.)
Uniformity of dosage units (mass Complies with Ph. Eur. (2.5.40) / AV: 6.30
variation)/ OgHoplaxicTe A03YBaHHA BianosiaHo go €ep.®, (2.9.40)

{sapiayin mack)

Related substances /
CynyTHi fomilliKu?:

- impurity B / aomiwka B NMT 0,5 % / He 6inbwe 0,5 % <0.05%
- R-isamer / R{-}iaomep (R- NMT 0,5 % / He Binbe 0,5 % <0.1%
Kngonigorpens)"

- any other impurity / 6yap-Ara iHwa NMT 0,2 % / He Binbwe 0,2 % 0.05%
AomilKa

- Total impurities / cyma aomiwiok NMT 1,5 % / He Binbwe 1,5 % 0.05%

Microbiological quality /
Mirpobionoriuna uncroTa?

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

Gaurepil He Binbwe 10° aepobuux BakTepiti s 1 1.

- Total combined yeasts/moulds count / | NMT 102 CFU/g / fIRCEGAHEE

rprubun He Ginwiwe 10?2 rpubis 8 1 r npenaparty.

- Escherichia coli Absent in 1 g / BiacyrHi Escherichia calis 1 1.

! Not routinely performed. Tested on the first three production batches. / Tect He nposoAATL pYTUHHO. TECT NPOBOAATL Ha N2PWIKX 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aasneHi Mexi MOMYTE ByTv 0HOBNEH]
nicna srpobrKuTaa nepwux 10 cepiit | gocnigmenHa crabinsHocrl.

31f one or more tablets do not meet the requiraments the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Akwo
oAHa un Binbwe TabAeTOK HE BIANOSIA3E BUMDram, ToA] HAaCTYNHi TaBAeTKM TeCTYIOTH BignosigHe Ed. 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tecr ve
NpoBogATh PYTMHHO. TECT NPOBOAATL Ha NEPILKX 3 cepiAx, a noTim Ha koxHIH 10 cepii (WoHalmeHwWe paz Ha pik).

- impurity B: {+)-{5)-{o-chlorophenyl) -6,7-dihydrothienol [3,2, c] pyridine-5 {4H) -acetic acid /aomiwka B: (+)-(5}-(o-xnopdenin)-6,7-
awriapoTieron(3,2,clnipuari-5(4H)-ourasa KucnoTa

i - R-isomer: methyl(-)-(R}-o-chlorophenyl-6,7-dihydrothieno]3,2,c)pyridine-5(4H)-acetate, hydrogen sulfate/R-izomep: metna(-}-(R}-o-
xnophenin-6,7-aurigpotieHo(3,2,c)nipnanns-5{4H}-auerar, tiapocynsdar.

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

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeliing 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. / 1 3ansasio, wWo HaseaeHa Bule
fHdopmanina € gocTosipHOO Ta ToyHoi0. s cepin Byna sUroToBAeHa, BRAIOYAKOYM YNAROBKY | KOHTPONL SKOCTI HA 333HaYeHi Brue
sUpobHuuiit Ainanul (ginAnxax), 8 noadii signosiaHocri 3 BUMmoramm GMP micuesoro peryawicyoro opraHy Ta cneyudikaniy
Peecrpauifinoro Mocsigderni kpaiHu-imnoprepa. flporokonan sMpobHKLTBA, YAKOBKMA Ta KOHTROMW AKOCTI ByAM poarasHyTi |
BH3HaHI BifNOBIGHHMM BUMOram GIVIP,

Rigrotosneno/ Compiled by: Katarina Milanovic Jateepaxero/ Issued by: Javier Moscardo Pajop

Dara/Date: 19.11.2024 /‘VV\“'" . Dara/ Date: |6 11.Z2e2% ﬂ

YnosHosameHa ocaba/ Qualified Person

Teva Pharmaceutica! Industries Ltd.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infornalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT Mo MT 11360007 | {+356) 21693 533




HEPKABHA CJIYIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCHLKIA OBJACTI

npos. Ceitimmunoi Haaii, 3, m.Kuis, 02099, ten/haxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JAPIIOY 37078774

BUCHOBOK
HPO AKICTE BBE3EHOT0 B YKpaiHy NikapchKkoro 3acody

23.12.2024 Ne 66452/24/10

KIOIILIAOIT'PEJ-TEBA

(maiimenynasHa nikapceXoro 3acofy 2rifiHO 3 peccTpalifiHiM MOCEINUENIIHA)
TabaeTkn, BRpuTi IJiBKOBOIO 000J101K010, 110 75 Mr; mo 10 TaGnerox y Gnicrepi; no 3
Onicrepu y xapronuii xopoGui

((hopma BrycKy, HO3yBANI, BHA NaKYBAHI SHKAPCHKOrD 3acoby)
Homep peeerpauifinore nocsinuenns UA/11636/01/01 crpox aii pecerpauiinoro nocsiavenns 01,01,2099
Cepis nikapcskoro saco6y Ne 164111 Kinskicrs Bezertoro nikapeskoro sacoby 32862

BupoBuuk Axtasic JITI, MansTta

{nafimerynaimia BHpoGHIKA NiKApCLKOro 3acoBy, KpaiHa HOXOKCHHR)

Breseuo B Yrpainy TosapucTro 3 06mexenor0 Bignosinansuicrio " Tera Yipaina", inerr.
woi; 34770471

(Haitvenysarus Ta kon 3a €APIIOY ropumiiol ocoby abo npiseuiLe, isf'a, 10 Garbkoni (izHuno
ocobu - nianpresus, i Micle NpoXHBAHHA Ta peecTpaniitHHil HoMep 0GHIKOBOT KAPTKH MIATHIKD
nonatkie 2o cepis Ta Homep nacnopra)

[Iporoxes eizyaaenoroe xenrpomo sin 17.12.2024 ne 3980/10.

32 pesyiseTaTaMu  ACXKABHOTO KONTPONIO RBCTAlOBIEHO, 10 Jikapchkuit 3aci6 neezenc »  Yrpainy 3

JAOTPHMAHHAM puMOr 3aKOHORARCTBA L0 3a6e3eyens SKOCTi AiKApChKKX 3acoBis.

IK fﬁga %
) W) 3
fs}f;,;\auuq 4%?;7%

Q"g,‘

Onera EPLOMEHKO

{ninnuc) (ininiany ta npiznHime)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOIKAT AKOCTI CEPIT IIKAPCbKOIO 3ACOBY

Name of product/Haaea npogyxTy
{strength, dosage form, package size and
type/ao3ysarHa, AikapCeka Gapma, po3mip
i TMN YNaKoBKK)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne30 (Ne10x3) in blisters/ Knonigorpen-Tesa,

raBaeTky, BRpUTI nAlBROBOI oBonokKoto, No 75 mr Ne3d (No10x3) 8 Gnictepax

Composition/Crnap,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knoniaorpenio Gicysbat

97,86 mr, L0 eKBIBANEHTHO 75 MI HAONILOIPENo

tManufacturing country/Kpaida snpoBbHuK

Actavis Lkd, Malta/Axrasic ta, Maneta

Importing country/Kpaita-imrioprep Ukraine/Yxpaina

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

Batch number/Homep cepii 164112

Batch size/Po3amip cepii 32, 443 packs/ynakosox
Date of manufacture/fdarta supobHuuTBa 10,2024

Expiry date/Crpox npuaatrocTi 09.2027

Name, address and authorization number
of manufacturing site/Hasss, aapeca i
HOMEP NiLEH3IT BUROBHWYOT AiNbHIL

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/

Axraeic AiTA, BLBO1S, BLBO16, Gyneben Inpacrpian ByanHoxk, m. 3elityd, ZTN 3000, ManbTd

MLO01

Test / NoKa3HUK ArocTi

Specification / Donycrimi Hopmn

Results / Pesynbratu

Description /
Onuc

Round, pink, biconvey, film-coated tablets, with "1”
engraved on one side / Poxasi, Kpyvrai, ABOONYKRAI
raBneThy, BKPUTI NAiBKOBOH 0BONOHKOWK, 3
rpasilopaHHAM «I» 3 ogHoro Gory.

Complies / Bignoslnae

identification/ |aexTudikauin:

{Tect A} (V&)

- clopidogre! {test B) {HPLCY
wnoniporpens (recr B} (BEPX)

Colour / bapBHuK?:
- titanium dioxide / TMTaHy aioxcna

- iron oxide / 3aniza okeug

- clopidogrel {test A) (UV)/ knonigorpent

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Y&
CREKTP OTRMMAHWA B giana3oHi eig 250 Hm ao 300 um
NOBUHEH BIANOBIAATH CNEKTPY NOPIBHAHHA.

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
YTPMMYBAHHA OCHOBHOFC MiKY Ha Xpomarorpami
AOCAIAHYBEHOMO POIUMHY NOBUHHO sianosipaTy yacy
YTPHMYBEHHA QCHOBHOMG AIKY Ha XPOMATOrPami
CTaHAAPTHOFD PO3YUHY.

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. / Poauun 3a6apBnioeTbes
¥ KONip B4 NOMapaH4esoro A0 YEPEOHOTO NPU
ACAABAHHI NEPOKCUAY BOAHIO S0 32AMLLKY, HIO
OTPUMYETLER Nicna crianoBarHA TabreTox,
nonepegHbo Pos4UHEHUH Y pO3UWHI amoHio cynedary
Ta cipuakol KUCNOTH.

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®inbTpar fae GnaknTHHH
(cumii) ocan npu AoaasaHHi Kaniio pepouiadiay, AKKIA
HE POIUUHAETBLCA Y XIOPUCTOROAHEEIH K1uCnoTi,

Complies / Bignosinace

Complies / Bignosiaae

Not performed/He
NpoBOSHBLR

Not performed/He
RPOBCAVBCA

Average tablet mass /
CepegHa maca

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

282,100 mg/mr

Teva Pharmaceutical Industries Ltd.

Actavis Ltel. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www teva.mt
Company No €2867 | VAT No MT 11360007 | (+356) 21683 533
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Resistance to crushing / CrilikicTs go
pO3A238N1083HHA?

NLTSON/
He meHwe S0 H

Mean: 89N/Cepeate: BIH
Min: 69N /Min: 69H
Max: 110N/Makc: 110H

Dissolution / PozuuHerHs?

NLT 80% (Q + 5%) after 30 mins? /
He meHwe 80% {Q:+5%) uepes 30 xBuAnH3

Mean/CepepHe: 96.7%
Min /Mid: 92.1%
Max /Makc: 100.9%

Assay / KinbKicHe BusHaueHHa

95%~-105%
(71,25 mg/tabl. - 78,75 mg/tabl.} /

72.732 mg/ftabl.
72.732 mr/tabn.

95 % -105% 96.98%
(71,25 mr/Tabn. — 78,75 mrf1abn.}
Uniformity of dosage units {mass Complies with Ph. Eur. {2.9.40) / AV 6.20
variation)/ OgHopignicTs A403VBaHHA BipnosiaHo go EBp.@. {2.9.40)
(Bapiauia macu)
Related substances /
CynyTxi aomiwkn;
- impurity B / pomiwka B NMT 0,5 % / He Ginbwe 0,5 % <0.05%
- R-isomer / R{-)izomep (R- NMT 0,5 % / He Binswe 0,5 % <0.1%
KAonigorpens)"
- any other impurity / 6yob-AKa iHlLa NMT 0,2 % / He Binwwe 0,2 % 0.05%
AomiKa
- Total impurities / cyma aomitiox NMT 1,5 % / He Ginblne 1,5 % 0.05%

Microbiological quality /
Mikpo6Gionoriuna wucToTat

- Total aerobic microbial count / sepobri | NMT 10° CEU/g / Not performed/He

BaxTepii He Ginswe 10% agpobHux BakTepifis 1r. Sy
- Total combined yeasts/moulds count / | NMT 102 CFU/g / poaca
rpubn He Binwvtue 107 rpubis & 1 r npenapary.

- Escherichia coli Absentin 1 g/ BipcyThi Escherichia colis 1 r.

! Not routinely performed. Tested on the first three production batches. / Tect He npoBogATL PYTUHHO. TECT NPOBOAATL Ha NEPLIUX 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aneneni mexi momyTb ByTH oHoBAEHI
nicas BUpoGHMLYBEa nepwnx 10 cepiit | gochigeHHa crabinsHocTi,

*If one ar more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Alxwe
0AHa uu binbwe Tabnetox He BianoBiRAE BUMOram, ToAl HACTYNHI TaBAETRM TECTYIOTS BignoeigHo €d. 2.9.3.

“Not rautinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect He
NPABGAATL PYTUHHO. TEET NPOBOAATL Ha NepWKX 3 cepinx, a noTim Ha KoxHIN 10 cepii (WoHaliMeHwe pas Ha pix).

*- impurity B: {+)-(S}-{o-chlarophenyl) -6,7-dihydrothiencl (3,2, c] pyridine-5 {4H) -acetic acid /aomiwka B: (+)-(S)-{c-xnopdenin)-6,7-
awrigporuneron(3,2,clnipuann-5(4H)-cutosa kucroTa

“ - R-isomer: methyl{-)-(R}-o-chlorophenyi-6,7-dihydrothieno(3,2,c]pyridine-5(4H)-acetate, hydrogen sulfate/R-izomep: memn(-)-{R}-o-
xnopdeHin-6,7-aurippotieno(3,2,clnipuaun-5{4H)-auerar, riapocynoar.

The batch meets the requirements of QCM for MA N2 UA/11636/01/01 / Cepin signosigae sumoram MKA go P Ne UA/11636/01/01.

| hereby certify that the above informatlon is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality contral 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. / fl sanBanio, Wo HaBegeHa Buuie
indopmayia e goctosipHoio ra TouHotwo. LA cepia Gyna BMrOTOBAEHA, BH/IOYAKYM YNAKOBKY | KOHTPO/IbL AKOCTI Ha 3asHaueHill BuLe
BupobBHvuii ainAnul (AlasHkax), B nosHili signosigHocTi 3 BuMoramu GMP micuesoro perynioiouoro oprady 1a cneuudiratii
Peectpayiiinore Mocsiguedni Hpaihu-immnopTepa. fpoToKonKM BHPOGHKMUTES, YNAKDBNM Ta HOHTPOAIS AKOCTI 6ynK posrnauyTi |
Bu3HaM BigHoBiARMMU BUMOTam GIVIP,

Niarotosaeno/ Compiled bﬁ' tarina Milanavic 3aTeepameHo/ Issypd bW Velld Brincat
; A
7 1 4

ADarva/Date: 21.11.2024 /W Aara/ Date:
YnogHoeameHa ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. BLB 016, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mi
Company No C2867 | VAT No MT 11360007 | (+356) 21693533
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AEPKABHA CIIYIKBA 3 JIKAPCHOKHIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMU ¥ KHIBCHKINA OBJIACTI

upos. CeiTmmunoi Hagil, 3, m.Kuis, 02099, ren/paxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
NpO AKICTEL BBE3EHOr0 B YKpainy nikapcbKroro 3acofy

23.12.2024 Ne 66449/24/10

KJIOIIIOOYPEJI-TEBA
(HafimerrysanHa AikApCEKOrC 3acofy 3riHO 3 peCCTPAUIHHIIN TOCBIACIIITA)
TABJICTKE, BKPUTI MJIIBKOBOI0 060101HK010, 110 75 Mr; mo 10 Taénerox y Gaicrepi; 1o 3
GaicTepu y kapTonniii xopo6igi
(thopma BIAYCKY, OIYBAHHA, BIY TAKYBAIHA JIKAPCEKOTO 3ac0by)

Howep peectpanittroro noceimuenns UA/11636/01/01 crpox aii peecrpauiiinoro noceiguenns 01.01.2099
Cepis nikapcekoro sacofy Ne 164112 KinbkicTs BBe3CnOr0 Mikapchkoro sacoby 32443

Bupobrux Axragic JITJ, MansTa
(nafiMenysaiHs BHpoGHIKA NiKapchkore 2acofy, Kpaila NOXoLKEHH)

BaeseHo & Ykpainy TosapucTeo 3 06mesxenoro Bignosigansnictio "Tesa Yipaina", igenr,
ron: 34770471

(afimettysaima Ta xox 3a CAPTIOY topuminot ocobi abo npissume, iM's, no Oarkkosi Giznmuoi
0cobu - nignpresus, i Micle NPOXKUBAHEA Ta peccTpauiiiinil HoMep obnikonol KapTkH NNaTHMKA
nogarkie abo cepis Ta HOMCP NAcnOPTA)

Mpororen Bizyansmore xonrposo sig 17.12.2024 xe 3980/7.

3a  pesyinTaTAMM  JICDKABHOTO KONTPOMIO BCTANOBCHO, W0 nikapeskuit 3acif beesemo B Yrpainy 3
AOTPHMAHHIM BHMOT 3aKOHONABCTEA 100 3afe3nedeHHs AKOCTI NikapenKux 3acobin.

'%33.“ HuY J;:% ) #
3] Onera €PLOMEHKO

KOHTPOJIO) (ninnuc) {ininianu ta npizane)

3acryn
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPH /NIKAPCHKOr0 3ACOBY

Name of product/Hazaa npoaysry
{strength, dosage form, package size and
type/A03yBarHKs, fikapcera hopma, poamip
i TMN YNakoBKu)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne30 (Na10x3) in blisters/ Knoniaorpen-Tesa,
TabAeTkK, BRPUTI NniskoBO1 o6ona0HKOI, Ne 75 mr Ne30 (Ne10x3) e Bricrepax

Composition/Crnag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonigorpento Bicynsdat
97,86 mr, W0 eKBIBANEHTHO 75 Mr KAONIAOrpenIo

Manufacturing country/Kpaiva eupoBuus

Actavis Lid, Malta/Axrasic flta, MansTa

Importing country/Kpaina-imnoprep

Ukraine/Yxpaina

MA number/Homep P11 UA/11636/01/01

Batch number/Homep cepii 164113

Batch size/Poamip cepii 32,652 packs/ynarkosor
Date of manufacture/Aara BpobHULTEA 10.2024

Expiry date/Crpox npuaarHocri 05.2027

Name, address and authorization number
of manufacturing site/Hasea, agpeca i
HOMED AiLeH3il BUpOBHWIGT AiabHUL

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/
Axragic T4, BLBO15, BLBO16, Gyneben IHAaCTpian GyamHor, m. 3edTyH, ZTN 3000, MansTa
MLOO1

Test / Mokasuuk skocti

Specification / Qonycrumi Hopmm Results / Peasyabratn

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “1”
engraved on one side / Powesi, kpyrai, asoanyxi
Tabnetw, BHpUTI NaisKoBOIO DBGAOHKOID, 3
rpagioBaHHAM «I» 3 oaHoro Gory.

Complies / Bignosiaae

ldentification/ lgextudixauia:

(rect A) (Vo)

- clopidogrel (test B) (HPLC)/
Knoniporpens (tecr B) (BEPX)

Colour / BapaHuk!:
- titanium dioxide / Turany aioxeug

-iron oxide / 3anisa oxcug

- clopidogrel (test A) {UV)/ KAonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Y
CABKTP OTPWUMaHWIA B Alanasoni Big 250 HM Ao 300 Hm
NOBUHEH BiANOBIAATH CREKTPY NOPIBHAHHR.

Complies / Bignosipac

The retentian time of the major peak in the
chromatogram of the assay preparation carresponds
ta the major peak in the chromatogram of the
standard preparation, as obtained in the Assay [ Yae
YTPHUMYBAHHA OCHOBHOTO NIKY Ha XPoMatorpami
AUCAIAMYBAHOTO PO3UMHY NOBUHHO BigNoBIAaTH yacy
YTRHMYBaHHA OCHOBHOTO NiKky Ha XpomaTorpami
CTAHAAPTHOFD PO3YUHY,

Complies / Bignosinae

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. / Pozunn 3afapeniaeTsen
¥ KOAip Big NOMapaH1esoro 40 YEPEoHOTO hipK
A0A@BaHMI REPOKCMAY BOAHIO 4,0 3aAMLIKY, WO
OTPUMYETLCA [ICAA CcaneBaHHa TabneTok,
NONepeaHLO NO3YMHEHKWA ¥ PO3UMHI amokira cynsdaty
Ta cipyaHoi KUCAOTH,

Not performed/He
npoBogWecs

Not performed/He
nposoaneca

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochleric actd. / $insTpar gac 6nakurHumi
{cuHift} ocag npy aopasaxHi vanio epouianigy, axuii
HE PO34YMHAETLCA Y XNOPHUCTOBOAHERIH KuchoTi,

Average tablet mass /
Cepepra maca

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

282.800 mg/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
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Resistance to crushing / Criiikicts po NLT SO N/ Mean: 78N/CepeaHe: 78H

pPO3A3ABA0BaHHA? He meHwe 50 H Min: 61N /Min: 61H
Max: 91N/ Mawc: 91H
Dissolution / PoayuneHHs? NLT 80% (Q + 5%) after 30 mins3 / Mean/Cepeane: 97.2%
He menwe 80% [Q+5%) uepes 30 xeuaun? Min /Min: 92.8%
Max /Maxke: 101.5%
Assay / KinbKicHe BusHaueHHA 95 % -—105 % 72.657 mg/tabl.
{71,25 mg/tabl, ~ 78,75 mg/tabl.) / 72.657 mr/vaba.
85%—105 % . 96.88%
{71,325 mr/fraba. - 78,75 mr/fraba.)
Uniformity of dosage units {mass Complies with Ph. Eur. {2.9.40) / AV:7.90
variation)/ OgHopiaHicTh A03yBaHHA BianosiaHo go €sp.®. (2.9.40)

{sapiauia macu)

Related substances /
CynyTHi pomiwkme;

- impurity B / nomimka B NMT 0,5 % / He Binswe 0,5 % <0.05%
- R-isomer / R(-}iaomep (R- NMT 0,5 % / He Binbwe 0,5 % <0.1%
Knonigorpens)*

- any other impurity / 6yab-Aka iHwa NMT 0,2 % / He Ginbwe 0,2 % 0.06%
Aomilwka

- Total impurities / cyma nomiwon NMT 1,5 % / He Biabwe 1,5 % 0.06%

Microbiological quality /
MixpoGionoriuna wmcrora
- Total aerobic microbial count / aepobui | NMT 10° CFU/g /

Garrepii He Binbwe 10° aepobumx Bakrepifi s 1. WOt nertarmed/te
- Total combined yeasts/moulds count / | NMT 102 CFU/e / nRABRARRE
rpybu He Ginbwe 102 rpubies 1 r npenapary.

- Escherichia coli Absentin 1 g / BincyTHi Escherichia calig 1T,

! Not routinely performed. Tested on the first three production batches. / TecT He APOBOAATL PYTMHHO. TECT NPOBOAATL Ha NepWwMy 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3areneni mexi monyTs 6yT1 OHOBABHI
nicAn BrupoBHrLTBa Nepwux 10 cepiii | pochiaskerna cTabiabHocTi.

3f one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Axwo
0AHa Yu Binbure Tabnerok ve Bignosinae s#Maram, Toal Hactynsi vabaetku TecTyioTs BignosigHo €¢.2.9.3,

*Not routinely performed. Tested on the First three production batches and then every 10th batch {at least annually). / Tect ne
MPOBOAATE PYTUHKHO. TeCT NPOBOAATL Ha Nepuwux 3 Cepinx, a NoTiM Ha KOMHINA 10 cepii {WoHalimerwe pas Ha pik).

- impurity B: (+)-(S}-{o-chlorophenyl] -6,7-dihydrothienol (3,2, ¢ pyridine-5 {4H) -acetic acid /aomiutka B: (+)-{S)-[o-xnopdenin)-6,7-
,qmi,qpomenon[3,2,c]nipv|,qwH-5(4H)-om’oea RMCAOTA

- R-isomer: methvl(-)-(R)-o-chioruphenyl-s,7-dihydrothieno[3,2,c]pyridine-S(dH)-acetate, hydrogen sulfate/R-izomep: metun(-)-(R}-o-
xopdenin-6,7-am rigpoTieHo(3,2,clnipuavn-5{4H})-auerar, riapocynsdar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepin einnosinac sumoram MKA A0 PFY Ne UA/11636/01/01.

I 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 processing,
packaging and analysis records were reviewed and found to be in cornpliance with GMP. / A saaenna, U0 HaseheHa BHLie
iHpopmauyin € A0CTOBIpHOW T2 Toukolo. la cepin Gyna BUroTeBASHZ, BRAOMAHOUK YNaKoBKY i KOMTPDAL AKOCTE Ha 3a3naveHiit Buwe
8upoSHMHIA pinaHui (ginanKax), 8 noewik sigriosipHocTi 3 BUmoramu GMP micueaoro PeryalioNoro oprany Ta cneundixauiy
Pesctpauifinoro Moceiguenui Kpaiu-imnoprepa. Aporokean supoBuuuraa, YNAKOBKY 7@ KOHTpono AkocTi 6yam posraanyti i

BM3HaHI signosigHuMM sumoram GMP.
7: Gabrielle Vella Brincat
2 4 HOV 280s

NiarorosneHo/ Compiled by: Katarina Milanovic, o

Aata/Date: 20.11.2024 /7 B g o BT

Teva Pharmaceutical Industries Ltd. B e

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun 7N 30'(')0, Malta | infomalta@tevapharm.com | www.teva.mt

Company No C2867 | VAT No MT 11360007 | (+356) 21693 533
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HEPKABHA CJIYKEBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUIBCHKIA OBJIACTI

npos. Ceitmuynoi Hagii, 3, M.Kuis, 02099, Ten/ake: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €LPIIOY 37078774

BHUCHOBOK
Tpo AKICTE BBE3EHOT0 B YKpaimy JMiKAPCHKOIo 32¢00y

21.02.2025 Ne 6465/25/10

KJIONOINOI'PEJI-TEBA

(uaiiMeryBame JikapeaKoro 3acoBy 3riane 3 peecTpanifitimn TOCBITMCHILIM)
TabNerKn, BKpUTI n1iBKOBOI0 oGosionicoio, mo 75 mr; no 10 Tadnerox Y Onicrepi; mo 3
Guicrepn y kapronsiit xopo6ui

{thopma Burycxy, nosyBanns, pug NIAKYBAHUA NiKAPCHKOTO 38¢06y)
Homep peectpaniiinoro nocsinuenns UA/11636/01/01 CTPOK A1if peecTpauiiinore nocsiguenns 01.01.2099
Cepis nixapesxoro sacoby Ne 164113 Kimsxicts pBesenoro mikapeskoro 2aco6y 32652

BupoBuux Axrasic JITJ, Mansra

(uaitmenyranig supoGimka nixapcekoro 3acoBy, kpaixa HOXOKERHA)

Brcseno s Yipaiiy Torapucrso 3 06MexeH010 BigNOBINANbHICTIO "Tepa Yxpaina", inenr.
xoa: 34770471
(naftmenypauns Ta kox 3a CAPIIOY topuananof ocobu abo mpisnnme, iM', 10 GaTbKos] diznymoi
ocofH - mianpuenus, 1 Miciie npoxmsanis Ta peecTpanifiuii Homep obnikopoi KapTKH [IATHHKA
noxatxin abo cepix Ta Homep nacnopra)

IIpoToxoes sizyansuoro xonrposo sig 14.02,.2025 Ne 0445/3.

3a  pesyneraTamn  mepyasHoro KOHTPONIO  BCTALOBJIENO, IO MIiKAPCLKHI 32ci6  BEeselo Yrpainy 3
DOTPHUMANHIAM simor SaKCHOAABCTEA OO 3aBe3neUeHH AKOCT] MiKAPCHLKUX 3acOBin,
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTHOIKAT AKOCTI CEPIT IKAPCHKOIO 3ACOBY

Narne of product/Hasea npoaykry
(strength, dosage form, package size and
type/nosysanna, nikapcoka hopma, po3mip
i KN yriakosku)

Clopidogrel-Teva, film-coated tablets, 75 mg N230 (No10x3) in blisters/ Knonigorpen-Tesa, ) T

TabneTkw, BKpUT nniekoaoio obonoHkolo, no 75 mr No30 (N210x3) B Bnicrepax

Composition/Craap,

I
Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonigorpehio Bicyaudar

97,86 mr, Wo exsisanenTHo 75 mr KAonigorpenio

Manufacturing country/Kpaita BupoGHUK

Actavis Ltd, Malta/Axrasic Nra, ManbsTta

Importing country/Kpaina-imnoprep

Ukraine/Yrpaina

MA number/Homep P UA/11636/01/0]

Batch number/Homep cepii 167839

Batch size/Posmip cepii 32,062 packs/ynakcaok
Date of manufacture/flata supabuuyrsa 01.2025

Expiry date/Crpok npuaarHocTi 12.2027

Name, address and authorization number
of manufacturing site/Hasea, agpeca i
HOMED NiLEH3I BMpoBHuYoT AinbHUU

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN3000, Maita/

AxTasic ITA, BLBO1S, BLBO1G, byneben IngacTpian ByanHok, m. 3eittyH, ZTN 3000, Mansta

MLOD1

|
_

Test / Mokazuuk axocri

Specification / Bonycrvmi Hopmu

Results / Peaynvratu

Description /
Onuc

Round, pink, biconvey, film-coated tablets, with “1”
engraved on one side / Powesi, Kpyrai, ABoonykai
TabAeTRY, BKPUTI NNiBKOBOK obonoHKoro, 3
fpasitosaHHam «I» 3 paHoro Boky.

Complies / Bianoeigae

Identification/ |nenTndirauin:
- clopidogrel {test A) (UV}/ KAoniporpent
(Tect A} (YD)

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

Colour / Bapark!:
- titanium dioxide / turany AloKkeua,

- iron oxide / sanisa axcng

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CNEKTP OTPMMaHKIA B Alanazoni sig 250 Hm A0 300 Hm
MOBUHEH BignosigaTh CAEKTRY NOPIBKAHHA.

The retention time of the major peak in the
chromatagram of the assay preparation corresponds
to the major peak in the chromatogram of the
standard preparation, as obtained in the Assay f Yac
YTPUMYBAHHA OCHOBHOrO NIKY Ha XpomaTorpami
BOCAIAKYBAHOID PO3HUHY NOBHHHO BIANOBIAaTH Yacy
YTPUMYBAHHA OCHOBHOrO Niky Ha Xxpomarorpami
CTaHAAPTHOMO PO3YMHY,

An orange to red colour appears after the addition of
Hydrogen Peraxide to the ash of an ignited tablet,
previously dissolved in a selution of ammonium
sulphate and sulphuric acid. / Posunn 336apBAr0ETLCA
Y konip Bla nomapaHyesore fo uepsoHoro npm
AOAABAHHI NEROKCUAY BOAHIO AD 3AAMLLKY, WO
OTPUMYETECA NICAA CNanoBaHHA TabaeTok,
NONepeaHbo PoO3YMHEHKMA y pO3UMHI amoHit0 cynehaty
Ta cip4aHol kHMeaoTH,

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrachloric acid. / dinbTRaT Aae BABKUTHMT
(cuHiit) ocan npu nosasanki Kanio bepouiaHiay, arnii
He PO3YMHAETLLA Y XNOPUCTOBOAHESIH KMo,

Complies / Bignosigae

Complies / Bianosigae

Mot performed/He
NROBOAMBCA

Not performed/He
nposoausca

fove Termace i st saustries Lud.
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Average tablet mass / 283,25 mg £ 5% (269,09 mg — 297,41 mg}/ 284.40 mg/mr
CepegHa maca 283,25 mr £ 5% (269,09 mr — 297,41 mr}
Resistance to crushing / Crifikicts go NLTS0N / Mean: 83N/Cepegre: 83H
pPo3gaenioBaHHA? He mexwe 50 H Min: 71IN/Min: 71H .
Max: 93N/Makc: 93H
Dissolution / PoaunHeHHs? NLT 80% [Q + 5%} after 30 mins® / Mean/CepeaHe: 93.5% 3
He meHwe 80% (Q+5%) 4epes 30 xsunuu? Min/Min: 92.4% ‘
Max/Makc: 95.3% !
Assay / KiaokicHe BU3HaYeHHA 95 %~ 105 % 73.495 mg/ftabl. —1.
(71,25 mg/tabl. - 78,75 mg/tabl) / 73.495 mr/Tabn, ;
95%-105 % 97.99% i
{71,25 mr/raba. — 78,75 mr/Ta6a.) _1
Uniformity of dosage units {mass Complies with Ph. Eur. {2.9.40} / AV: 4.83 i
variation}/ OgHopigHICTL A03yBaHHA BianosiaHo go €sp.d, (2.9.40) I

{siaxnaeHHa no maci)

Related substances /
CynyTHi AomilwKu?:

- impurity B / nomiwka g' NMT 0,5 % / He Sinbwe 0,5 % <0.05% i
- R-isamer / R{-Jizomep (R- NMT 0,5 % / He Binbwe 0,5 % <0,1% i
Knonigorpeae)t J
- any other impurity / Byae-axa iHwa NMT 0,2 % / He Binbwe 0,2 % 0.12% :
AOMitlka !
- Total impurities / cyma gomiwox NMT 1,5 % / He 6inswe 1,5 % 0.20% 5

Microbiclogical quality /
MikpobioaoriuHa YucroTat

- Total aerobic microbial count / aepo6ni | NMT 103 Cru/e/ Not performed/He
Baxrepit He Binblie 10° aepofiHux Gakrepiie 1r. nNPOBOAVECA

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

rpuBu He 6inbwe 107 rpusie & 1 r npenapary.

- Escherichia coli Absent in 1 g / BigeyTni Escherichia colis 1r.

! Not routinely performed. Tested on the first three production batehes. / Tect He nposogaTL PYTHHHO, TecT NpUBOAATL Ha Nepwmx 3 cepiax.
% The limits can be revised after production of the first 10 batches and stability investigation / 3aneneni memi MOMYTL BYTH OHOBAEHI nican
BupoBHULTea nepuix 10 cepiii i AochiamenHa ctabinsHocri.

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Akwo oaHa uu
Ginblwe rabaevox He mignosigae sumaram, ToAl HACTYNHI TaBneTky TecTyIoTh BigNOBigHO Ed. 2.9.3,

*Not routinely performed. Tested on the first three production batches and then every 10th batch {at least annually). / Tecr ve nposogats
PYTHHHO. TeCT NPOBO/AATL Ha Nepumx 3 cepiax, a NOTiM Ha Ko 10 cepil (woHalimenwe paa va pin).

"= impurity B: (+)-(S}-{o-chlorophenyl) -6,7-dihydrothienol [3,2, ] pyridine-5 (4H} -acetic acid /gomitixa B: (+)-(8)-{o-xnopdeHin)-5,7-
Aurigpotnenca|3, 2 clnipuand-5{4H)-outosa kuenata

" - R-isomer: methvl(-)-(R}-o-chIorophenyi-6,7-dihvdrothienol3,2,c]pyridine-s(4H)-acetate, hydrogen sulfate/R-isomep: metun{-}-(R)-o-
xnopd:euin-s,?-gwri,n.porieno[3,2,cinipu,qu-SMH]-aueraT, riapocynndar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/03 / Cepin signosinae aumoram MKA Ao PA N2 UA/11636/01/01.

1 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 imparting country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Al aanBanto, ulo HaesegeHa sMLe iKGOPMaLin € [OCTOBIPHOW Ta TOUHDIO.
Ur cepin 6yna surotosneHa, srAtoyalodn YNAKOBKY | KOHTPORL AKOCT] HA 3azHavenisi Bue supobHmyii pinasui {ginankax), 8 noswii
BignosigHocti 3 Bumoramu GMP micyeBoro perynioiodoro oprany Ta cneuudinauii Peecrpayifivore Moceiguenni KpaiHu-imnoprepa.
Nporokenu supoByuuTEa, YNaKOBKH Ta KOHTPOAIO AKOLTI Bynw poarnanyTii BUIHaHI BiAnaBiAHUMY BrUMOram GMP,
—~

Niarotosneno/ Compiled by: Tthana Zalig 3aregpame
o 4
J“-é\w Za f,\( Y ' VA

Oata/Date: 13.02.2025 I8} ,qa'ra/}fate: /;/OJ 25

. ua

VHOEHOBEH{EHEI ocoba/ lified Person

/s

ed by: Kevin Mallia
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JEPXABHA CJIVIKBA 3 JIKAPCEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCLKIH OBJIACTI

mpos. Ceitmuunol Hapii, 3, m.Knis, 02099, Ten/(axe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €ZPIIOY 37078774

BUCHOBOK
PO SIKICTL BRE3ENOT0 B YKpaiiy mikapebroro 3acoby

03.04.2025 Ne 14865/25/10

KIOIIJIOTPEJI-TEBA

(maiiMenynais nixaperkoro aacoby 3rimmo 3 peecTpauifinnn nocpiguernsy)
TaBJeTKH, BRKPUTI 1JIIBEKOROIO 08on01K0I10, 110 75 Mr; o 10 TadneToxK y 6aicrepi; no 3
Gnicrepu y xapTonmiit kopo6ui

(thopara punyexy, mosyeanms, sy nakyBauis fikapceroro sacoby)
Homep peccrpanifinore noceinnenns UA/11636/01/01 CTPOK Aif peecTpauiiinoro nocsinsenns 01.01.2099
Cepis nixapenkoro sacoby Ne 167839 Kinbxicts nBesciioro nixapeskoro 3aco6y 32062

Bupobinx Axtasic JITI, Manpra

(uafienynanng sipo8itixa Aikapcukoro sacoBy, kpaiia HOXOJUKeHNH)

Breseno n Vipainy Topapuerso 3 06nmekeno0 Bixnoeigansunicrio "Tera Ykpaina®, inewr.
rou: 34770471
{(uafimertysanns a kog 3a EAPINIOY Iopaanunol ocobir abo npisanuie, iM's, 110 GATLKOR thiziraizof
ocobu - nianpuesus, it Micie npostsanys Ta peceTpauifinuil Horep ofinikonof kaprre nRATHMK
RozaTkis abo cepis a Homep macniopTa)

[poroxoen sizyansiore xourpomo six 28.03.2025 Ne 0945/7.

3a  pesymnrTatamn  mepucasnoro KOUTPOMNIO  BCTANOBICHO, IO NikapchkMit 3aci6  Bpesedo & Vipainy =
OOTPUMAHIISIM sumor JAKOHOAABCTRA W00 330E3NEUCHIN SKKOCT] nirapesxnx 3acobin.
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