teva

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHOIKAT AKOCTI CEPIi JIKAPCbKOIO 3ACOBY

Name of product/Hassa npoaykry

(strength, dosage form, package size and

type/aosysauns, fikapchka dopma, pozmip
i TUN YNaKOBkM)

Clopidogrel-Teva, fiim-coated tablets, 75 mg Ne30 (Ne10x9) in blisters/ Kndﬂip,brben-Teaa,
TabneTiu, BRpUT naiskosoio 0BoNOHKO, Mo 75 mr NegD {N210x3} 8 6nicrepax

Compasition/Cxnag

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg c!opidogref/Knoni,uorpemo Bicyasdar
97,86 mr, UG ekeiBaneHTHO 75 mr KAOnizorpeno

Manufacturing country/Kpaina B8HPOBHMK

Actavis Ltd, Malta/Axrasic flig, ManwTa

Importing country/KpaTHa;imnopTep

Ukraine/Yxpaina

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

Batch number/Homep cepii 155414

Batch size/Posmip cepif 10,876 packs/ynakosok
Bate of manufacture/fara BupebHuLTea 05,2024

Expiry date/Crpok npugarnocri 04.2027

Name, address and authorization number
of manufacturing site/Hasna, agpeca i
HOMED miueHaif awpoGHwHoT',qianMm

Actavis Ltd, BLB 015, BLB 015, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/
Axvasic /ITA, BLBO1S, BLBO16; byneben ingacrpian ByauHoK, m. 3eliTyn, ZTN 3000, Manwta
MLOO1

Test / Noka3kuuk sKkocti

Specification / Aonycrumi HOPMN Results / Peayauratu

Description /
Onue

Round, pink, biconvex, film-coated tablets, with “I”
engraved on one side / Pomesi, kpyrni, BBOOMYKA
Tabnerku, BkpUTI NaiBKoBOK obononKow, 3
rpasitosalHAm «1» 3 oaHOrO Goky.

Complies / Bianosinae

identification/ taeHTudikayin:

{rect A) (V)

| “¢lopidogrel {test B) (HPLCY/
®aomigorpens {récr B} {BEPX)

Colour / Bapsrsit:

- clopidogrel {test A) {UV)/ knoninorpens

The spactrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum /Yo
CNeKTp oTpUMaRKI B AlanazoHi Big 250 Hm A0 300 1m
NOBWHEH BIANORIAATH CneKTpy NOPiBHAHHA.

Complies / Bianosiaae

The retention time of the major peak inthe
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 NiKy Ha Xpomarorpami
A0CAAMYBaHOrO PO3UUHY noBUHHO BianasigaTy vacy
YTRPUMYBEHHA OCHOBHOSO NiKY Ha Xpomartorpami
CTaHAAPTHOIO PO3YMHY.

Complies / Bianosigae

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 ammonhium
sulphate and sulphuric.s¢id, / Po3umu 3aﬁapanwerhcn_
¥ Xonip Bify nomaparuesoro A0 YEPBOHOro NPy
AQAABAHHI NepoKCUAY BOAHID Ao FANNWIKY, Wo
OTRMUMYETLCA NICAA CMaNOBAHHA TabneTok,
MONEpeAHLO POILUHEHUI Y PO3uMHI aMoRiD cynbdarty
Ta clpuaHoi kucaoTh,

Nut performed/He
nNpoBoAMECcA

‘The filtrate yields a blire precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochioric acid. / ®inbrpar ase GrakuTHI A
{cuniii}-ocan npu AonasaHyi Kanirg bepaouianigy, axuii
HE DO3UNHAETLEA ¥ XNOPUCTOBOAHEBIN KUCAoTI,

| Not performed/He
nposcamecs

Average tablet mass /
CepesHa maca

283,25 mg * 5% (269,09 mg — 297,41 mg)/ 282.54 mg/mr

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

Teva Pharmaceutical Industries Ltd,

Actavis Ltd. BLB 016, Butebel Industrial Estate, Zejtun ZTN 3000, Malta | informalta@tevapharm.com | www.teva.mt
Company No CZ867 | VAT No MT 11360007 | (+356) 21693533
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Resista nce to crushing / Crilikicre ao NLT SO N/ Mean: 90N/Cepeane: 90H
PO3AEBM0BAHHAY He meHwWwe 50 H Min: 61N /Min: 61H
Max: 114N/Makc: 114H

Dissolution / Poaunnenns? NLT 80% {Q + 5%) after 30 mins? / ' Mean/Cepegte: 90.2%

He merie 80% (Q+5%) yepes 30 xauauH? Min /Min:.90.2%
. _ _ o Max /Makc: 95.9%

Assay / KinoricHe BuaHayesHn 95 %~ 105% 74.450 mg/tabl,
{71,25 mg/tabl, - 78,75 mg/tabl.) / 74.450 mr/Tabn.
.95 % —105 % 99,27%

_ _ (71,25 mr/rabn. — 78,75 Mmr/rabn.)
Uniformity of dosage units {mass Complies with Ph. Fur. (2.9.90)/ AV 3.60
variation)/ OaHopigHicTe A03YBaHKA Bianoeiano po €sp.0, {2.9.40}

{sapiauia macu)
Related substances /
CynyrHi gomituxu?;

-impurity B / nomituka B¢ NMT 0,5 % / He Ginole 0,5 % <0.05%
- R-Isomer / R{-)izomep (R- NMT 0,5 % / He Binse 0,5 % <0.1%
Kaonigorpens)
- any other impurity / Gyas-sia itia NMT 0,2%/ He Ginble 0,2% <(1.05%
LOMiWKa

- Total impurities / cyma gomiwox NMT 1,5 % / He 6inswe 1,5 % - <0.1%

Microbiological quality /
{ MixpoBioacriusa uucroras

- Total aerobic microbial count / aepoBhi | NMT 102 CFU/g / Not performed/He
BakTepii He Binbule 10° aepobux Bakrepifialr, nposoauBcs

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

rpubu He Binblie 10? rpubis g 1 r npenapary.

- Escherichia coli ] -Absent in 1 g/ BiacyThi Escherichia coli o 1r.

" Not rautinely performed, Tested on the first three production batches. / Tecr ne APOBOAATL PYTUHHO. Tect NPeBOAATL Ha nep X 3

2 The limits can be revised-after production of the first 10 batches and stability investigation / 3assnesi Memi MowyTe ByTi oHosneH]
RicAA BMPOBHMLTBa Repwwx 10 cepiii | gocaigmenna crabinbHocTi,

f one or more tablets do not meet the requirements the requirements then the tablets aretested in accordance with PH. 2.9.3/ Ao
OAH2 4n Ginbwe TaBaeToK He signosigae sumoram, TOAI HACTYNHI TabneTxu TECTYIOTh Bignosigo €4.2.9.3.

*Not routinely performed, Tested on the first three production batches and then every 10th batch {at leastannually}../ Técy ne
NPeBOAATs pYTUHHO, Tect MpoBOAATL Ha Neplukx 3 Cepinx, a noTim Ha KoKl 10 cepil (luoHafimenwe pas Ha pix).

- impurity B; (+)-(S)-(o-chroropheny}) -6,7-dihydrothiencl [3,2, ¢] pyridine-5 (44} -acetic acid fRomiwka B: (+}-(S)-(04x110p¢>euin}-6,7-
.Auri,qpomenon[S,Z,c}nipup,M H-5(4H)-our08a KucAoTa

A - R-isomer: methyf(-)-(R)—o-chlorophenyl-G,?-dihydmthieno[3,2,c]pyridine-5(4HJ-acetate, hydrogen sulfate/R-izomep: meTnn(-}-(Rj-o-
-xnopti:eﬂin-s,?—p,mri,qporieno{B,z,c]nipw,u.uH—S(clH)-aqerar, rigpocynegar.

packaging -and analysis records were reviewed and found to be in compliance. with GMP, / A zassamo, Wo HaseaeHa suwe
indopmayin e AOCTOBIPHOK Ta TOYHOIGD, Un cepia 6yna BUrOTOBNEHA, BKAOYAOYM YNaRoBKY | KOHTPONIL AKOCTI Ha sazHaveHil amwe
BUPOGHKWYIR Ainanui {ainankax), & noswii BlarosigHocti 3 Bumoramm GMP micyesoro Perynorouore opravy ta cneyndinani
Peectpayiitnoro Nocaiguenyi KpaiHu-Imnoprepa. NpoTokoan BMPOGHULTBA, YNaKOBKM Ta KOHTPOMO SKOCTI Bysu posraavyTi i
BUIHAHI BIANOBIAHMMI BumOramn GMVP.

fara/ Date: 037,06, Loz 4y
= YnosHosamena otoba/ Qualified Person

Teva Pharmacéutical indusiries Ltd. -
Actavis Ltd. BLB 016, Bulebel Industridg s
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AEPIKABHA CJIVIKBA 3 JOKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKII OBJIACTI
poB. Csitmuanot Hanii, 3, mKuis, 02099, ren/baxe: (044) 363-06-50
E-mail: dls.ko@dis.gov.ua, Ko €JIPIIOY 37078774

BUCHOBOK
NPO AKICTH BBE3EHOT0 B Yrpainy gpikapcskore 3acogy
08.07.2024 - ' Ne 32908/24/10
KJIOOINOTPEJI-TEBA.

(HaitveHyBanmg aikapeskoro 3ac00Y 3TixHO 3 pescTpaniiinm TOCEHSCHHAM )
TASIETKA, BKPUT] HIiBKOBOIO 06on01K0M0, 110 75 mr; o 10 TaGaerox y Ouaicrepi; o 9
baicrepis y kaprouniii xopo6ui
{dopma Bumycky, nosyeanss, bug TIAKYBAHHS JMIKAPCEROTO 3ac0hY)

Howmep pecerpantiitiioro nocrizuenns UA/11636/01/01 CTpOR A peectpaniiinore mocsinzenns 01.01.2009
Cepis nikapchkoro 3acoty No 185414 Kinskicts, presenoro nixaperkoro saco6y. 10876

BHpOOHRK AKTanC_ﬂTﬂ, MansTa

{naliMenysansa BupoSKa TKAPCBEOTS 3ac00y, Kpaina TOXO/UKCHHA}

Baesero s Vipaitry Topapucreo 3 obMekeroo BinoBinansRicTio "Tena Yipaiua",
inent. xony: 34770471 . _ N
(Raifmenyanmz ta xon 3a €JIPTIOY HopraETRol ocobE afo mpissuie, ivM's, no Bathkos
DIzl ochOh - manprestes, 11 Micie ApoKuBaEHy Ta peecTpauiitanit HoMep oSnixonoy
KepTKH IISTHHKA Toatkis 460 “epis Ta HoMeEp NackopTa)

Ipoioros sisyalikiioro kowrpomis six 02.07.2024 32 1896/2.

34 Pesymstatamu JepRABHOTG KOHTPOMO  BUTAHOBNCHO, 110 JHKAPCHKAH 4aci0 REcseno » Ypatay 3

JOTPUMAHHEAM smvor 3EKOHONABCTEA MoA0 3a0e4Ieqeting AKOCTL MEAPCERHEY 3200618,

IoHTpOmO) {;'/
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NTEPKABHA CJIYXKEBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIiBCBKIN OBJIACTI

mpoB. Ceitmmaaoi Hagil, 3, M. Kuig, 02099, ten/drakc: {(044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody

08.07.2024 Ne 32911/24/10

KJIOIIIJTOI' PEJI-TEBA
{HallMCHYBAaHHA MiKapChKOTo 3aco0y 3riHo 3 peccTpaniiimyM NOCBiTIcHAAM)
TabNneTKH, BKPATI ILIIBKOB0OI0 000JI0HK010, 0 75 Mr; o 10 Taduerok y OmicTepi; mo 9
fuaicTepiB y KapToHHI# KopoOIi
(topMa BAITYCKY, T03VEAHHA, RH] AKYBAHAA MIKaPCLKOTO 3aco0y)

Homep peectpaniiiaoro mocsimzenns UA/11636/01/01 crpoxk aii peectpanitisoro nocsimuermms 01.01.2099
Cepia mikapcekoro 3acoby Ne 155415 KinnkicTk BRe3seHOTO Nikapchkoro 3acoby 10864

Bnpobrix Axrasic JIT/I, MansTa

(HaliMeHyEaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, Kpaida TOXO KEHHAA)

Brezeno B Yipainy TosapucTBO 3 00MexkeHO0I0 BiTnoBinanbaicTio "Tepa Ykpaina”,

inenr. xon: 34770471
{HalimMeRyBarHA Ta Xof 3a €APIICY opuaEInoi ocobu abo OpizrHme, iM'A, Mo HaTEKOBL
thizrAol ocobH - DimmpHeMId, 1l Micle MPOXHBAHHA Ta peecTpaniiiamii BoMep obnikoroi
KAPTKH ITATHAKA IOJATKIB abo cepid Ta HOMep MacnopTa)

Mporokoxn Bisyansnore koarpomo Bix 02.07.2024 Ne 1896/5.

HO, MmO JIKAPCEKMI 3acid BBescHO B VYXpaimy 3

€HHEA AKOCT] JiKapChKHX 3aC00iB.

o, )
#
\( 3 ] \{ y N /\ <
dina ~ -_";f/' /é i Bikrop CTE®KIBCbKUH

(fianuc {iriuiany Ta npizanuie)}
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOIKAT AKOCTI CEPII IKAPCbKOIO 3ACOBY

Name of product/Ha3asa npoayxry
(strength, dosage form, package size and
type/nosyeanHa, nikapcoka Gopma, posmip
i TN YN3KoBKK)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne9O (N210x9) in blisters/ Knoniaorpen-Tesa,
TabneTuy, BupuTi NNiBKEBOI 060NGHKOID, NO 75 mr Ne90 (Ne10x9) e Bnicrepax

Compasition/Cknag,

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

Q7,86 Mr, L0 eKBIBANEHTHO 75 Mr KNONigorpenk

Manufacturing country/Kpaina supobHu

Actavis Ltd, Malta/AxTasic fita, MaaeTa

Importing country/Kpaiva-imnoprep Ukraine/Yxpaina

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

Batch number/Homep cepii 155415

Batch size/Poamip cepil 10,864 packs/ynakosoK
Date of manufacture/flata swpobHuuTea 05.2024

Expiry date/CTpok npwaaTHoCTi 04.2027

Name, address and authorization number
of manufacturing site/Hasea, agpecai

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

Axraeic ITA, BLBO1S, BLBO16, Byneben IHgacTpian GyamHok, m. 3eityn, ZTN 3000, ManbTa

HOMEP AiLLEH3IT BUPOBHHYOT AinbHNL MLOD1
Test / NoxaaHnk AKoCTi Specification / fonyctumi Hopmu Results / Peaynbtati
Description / Round, pink, bicanvey, film-coated tablets, with “T* Complies / Bianosinae

Oonuc

engraved on one side / Paxesi, kpyral, asoonykai
TabneTku, BKpUTI NAiekoao 060N0HKOW, 3
rpasitosaHHAM «1» 3 ogHOro Goky.

Identification/ laeHTndikauia:

{rect A) (YOP)

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

Colour / BapaHukl;
- titanium dioxide / TutaHy ajokcua

- ron oxide / 3aniza oxcug,

- clopidogrel {test A} (UV)/ knoniporpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Y&
CNeKTp OTPUMAaHKIA B Aiana3oHi sig 250 Hm A0 300 Hm
NOBMHEH 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
YTPUMYBAHHS OCHOBHOMD NIKY HA XpomaTtorpami
AOCNIAMYBAHOTO POIYMHY NOBUHHO BiANOE|AaTH Yacy
YTOMMYBaHHA OCHOBHOMO NiKY Ha XpOMaTOrpami
CTaHAAPTHONC DO\

Hydrog&mP
previ mmonium
326apBAIOETLCA
HOFO NpY

. MLLIKY, LD

OTpH A ficns crlamoaan r3ONETOK,
nonepesxl wmwnﬁm‘i AHi amoHilo cyavbaty

OTGAEA 'ﬁ"r M. _/

. Q |
Ta cipuaH §
The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®iabTpar gae GnakutHuiA
{cKHii} ocaa npu goaasaHHi Kanilo depouiaHiay, HrMiA
HE PO34MHAETHEA Y XNOPUCTOBOAHERIH KuchoTi,

Complies / Bianosinae

Complies / Bianosipae

Not performed/He
NPOBOAMECA

Not performed/He
NpoBoANECS

Average tablet mass /
CepepHn maca

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

283.95 mg/mr

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel Industriat Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | {+356) 21693 533
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Resistance to crushing / Criikicts po NLTSON/ Mean: 85N/Cepegne: 85H
po3aaeNoBaHHA? He meHwe SO H Min: 74N /MiH: 74H
Max: 99N/ Maxc: 99H
Dissolution / PosuuHenHa? NLT 80% (Q + 5%) after 30 mins®/ Mean/Cepepane: 89.0%
He meHwe 80% {Q+5%) vepes 30 xaunny’ Min /Miu: 87.6%
Max /Makc: 91.8%
Assay / KinbKicHe BU3HaMeHHA 95 % - 105 % 74.804 mg/tabl.
(71,25 mg/tabl. - 78,75 mg/tabl.) / 74.2804 mr/Tabn.
95%-105 % 99.74%
(71,25 mr/Tabn. — 78,75 mr/rabn.)
Uniformity of dosage units {mass Corplies with Ph. Eur. (2.9.40) / AV:3.20
variation)/ OaHopigHicTe A03yEaHHA BianosigHo ao Eep.d. {2.9.40)

{eaplauis macu}
Related substances /
CynyTHi AoMiluKuZ:

- impurity B / aomiwxa B' NMT 0,5 % / He Sinbwe 0,5 % <0.05%
- R-isomer / R{-}izomep (R- NMT 0,5 % / He Ginbwe 0,5 % <0.1%
kaanigorpens)®

- any other impurity / Gyab-aka iHwa NMT 0,2 % / He 6inewe 0,2 % 0.07%
AomiwKa

- Total impurities / cyma Aomiwox NMT 1,5 % / He Ginbwe 1,5 % 0.07%

Microbiological quality /
Mikpo6ionoriuHa yuctoTat

- Total aerobic microbial count / aepo6ni | NMT 10° CFU/g / Not performed/He
Gakrepil He Ginowe 10° aepobHux GanTepilis 1 r. NPOBOAMBCA

- Total combined yeasts/moulds count / | NMT 10% CFU/g /

prbin He Ginswe 102 rpwbie e 1 r npenapaty.

- Escherichia coli Absent in 1 g / BiacyrHi Escherichiacolia lr.

1 Not routinely performed. Tested on the first three production batches. / Tect ve npoBoAATL PYTUHHO. TeCT NPOBOAATL H3 NepiLnX 3
cepiax.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aneneni mexi momyTs GyTh oHosneni
nicna BapoBHMLTBa Neplwnx 10 cepil | aocaiguenHa cTabinbHocTi.

3If one or mare tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Axuto
04Ha ' Binble TaBAeToK He BianNoRiaaE BUMOram, TOAj HACTYNHI TABAETKH TECTYIOTL BianoBiamo €4. 2.9.3.

ANot routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect ve
NPOBOAATE PYTHHHO, TECT NPOROAATL HA NEPILKMX 3 cepiax, a NOTIM HA KoMHIN 10 cepil {woHalimeHwe pas Ha pik).

i- impurity B: (+}-(5}-{o-chlorophenyl} -6,7-dihydrothiencl [3,2, c] pyridine-5 (4H) -acetic acid /aomiwka B: {+)}-(5}-(o-xnopdeHin)-6,7-
avcigpomenon(3,2,clnipuaus-5(4H}-ourosa kmcaoTa S
i . R-isomer: methyl(-}-{R)-o-chlorophenyl-6,7-dihydroifiena ;Z;t]wﬂdi’rrg; H)-acetate, hydrogen sulfate/R-izomep: metna{-}-(R}-o-
xnopdenin-6,7-aurigpotieno(3,2,cnipuamum-5(4H)-adérar; rip,po;wmcbar.x

. OKYMEHTIB
36}01{01! ‘iln Mgwn?g moram MKA ao PN No UA/11636/01/01.
i hereby certify that the above information is i Th;' tch of product has been manufactured, including
packaging/labelling and quality control at the aboue

Regulatory Authority and with the speciﬁcations -Ma_rketing %ulhdriﬁ Mon of the importing country. The batch processing,

The batch meets the requirements of QCM for MA Ne UR/1156

enpobumiit Ainanul {ainanxax), & noaniit eignosignocri 3 6 ':' gMoramu GMP MICUEROTD Perynioioyoro opraHy Ta cnenudikawid
Peectpanjiinore NMocelauennl xpainn-imnoptepa. Mpotokoan BUPOSHUUTES, YNAKOBKM Ta KoWTpONW AKocti Gyas poarnawyTi |
sM2HaHI signobigHMmK sumoram GMP.

Nigrovoeneno/ Compiled by: Michela Psaila 2 / 3aTeepameno/ Issued by: Gabrielle Vella Brincat
M. M. Pscale
[Hava/Date: 05/06/2024 DavafDate: QT7.06. o2y

YnoenosaxeHa ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Matta | infomalta@tevapharm.com | www.teva
Company No C2867 | VAT No MT 11360007 | {(+356) 21693 533

-----------
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPIT AIKAPCHKOTQ 3ACOBY

Name of product/Hasea npogyxry
(strength, d osage form, package size and
type/ao3ysanHn, nikapceka dopma, posmip
i TN yNaKoB1w)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne90 {Ne10x9} In blisters/ Knoniperpen-Tesa,
TabneTky, exputi nalskosome o6onoHKOK, No 75 Mr Ned0 (Ne10x3) s Gaicrepax

Composition/Cknag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonigorpenio Bicynogar
97,86 mr, WO eksiganeHTHO 75 Mr Kaonigorpeno

Manufacturing country/Kpaixa supoSHmk

Actavis Ltd, Malta/Axrasic NTa, Maabra

Importing country/KpaiHa-imnopTep

Ukraine/Yxpaina

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

Batch number/Homep cepii 159032

Batch size/Posmip cepil 10,849 packs/ynakosor
Date of manufacture/flara supoBHimuTea 08.2024

Expiry date/CrpoK npuaaTHocTi 07.2027

Name, address and authorization number
of manufacturing site/Hazea, appeca i
Homep niueHsii Bupobruuol ginsHuuj

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

Axrasic JITS, BLBO1S, BLBO16, Byne6en IHaacTplan ByanHok, m. Beliryn, ZTN 3000, MankTa
MLO01

Test / MoxasHuK sxocti

Specification / Jonycrumi Hopmu Results / Pesynsrati

Description /
Onuc

Round, pink, biconve, film-coated tablets, with 1" Complies / Bignosinae
engraved on one side / Poxesl, kpyrmi, nsoonyxai
TabBASTKU, BHPUTI NNIBKOBOIO OGONOHKOIO, 3
rpasiiosaHHAM «I» 3 onHoOro Boky.

Identification/ |aentudikauia:

{TecT A} (YP)

- clopidogrel {test B) (HPLC)/
Knonigarpent (tecr 5) {BEPX}

Colour / Gapatuk!:
- titanium dioxide / TuTaHy aiokcua,

- iron oxide / 3anisa okcug,

- clopidogre] (test A} (UV)/ knonigorpene

The spectrum obtained in the range of 250 to 300 nm c § Bi .
is concordant with that of the reference spectrum / yo omplies / Bignosiaac
CrexTp oTpUMaHKi B gianasoHi 8ig 250 Hm 4o 300 Hm
NOBMHeH 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
YTDHAMYBAHHS OCHOBHOIG NiKY Ha XpomMaTorpami
[LOCNIAKYBaHOIO POIUKMHY NOBUHHO BIANOBIZATH Yacy
YTPWMYBAHHR OCHOBHOrO NiKY Ha xpomartorpami
CTAHQAPTHOrO PO34YUHY.

Complies / Bignosigae

An orange to red colour appears after the addition of Not performed/He
Hydrogen Peroxide to the ash of an ignited tablet, rnpoBOAUBCA
previously dissolved in a solution of ammonium
sulphate and sulphuric acid. / Posunk safapsiioeTbea
¥ KOAip Bif, nomapaH4esoro fo YepBOHOrO NPU
L0438aHHI NepokcuAay BOAHIO A0 2a/MILRY, WO
OTPUMYETLECA NICAA CRAABAHHA TabaeTok,
AonepeaHL0 PO3uviHeHMH Y pO3YMHI amoRio cyabdary
Ta CipyaHoT KUCROTH.

The filtrate yields a blue precipitate upon addition of

CepepHa maca

R : Not perf d/H
potassium ferrocyanide, which does not dissolve in n;)o::,quai::.:e /He
dilute hydrachloric acid. / ®insTpaT gac BnrakuTHui
{cvHiid) ocaa npy popaBaHHi Kaaio depouianiay, ArWit
HE PO3YMHAETLCA Y XAOPUCTOBOAHEBIK HUCAOTI.

Average tablet mass / 283,25 mg £ 5% (269,09 mg — 297,41 mg)/ 281.79 mg/mr

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

Teva Pharmaceutical Industries Lid,

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com ] www.teva.mt
Company No C2B67 | VAT No MT 11360007 | (+356) 21693 533
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Resistance to crushing / Crilikicts po
po3AzB ABaAHHA?

NLTSON/
He meHwe 50 H

Mean: 7IN/Cepegne: 71H
Min: 62N /Mik: 62H
Max: 81N/Mawc: 81H

Dissolution / PoauuHenHa’

NLT 80% (Q + 5%) after 30 mins®/
He meHwe 80% (Q+5%) vepes 30 xBuauH3

Mean/Cepeape: 93.9%
Min /MiH: 90.8%
Max /Makc: 96.7%

Assay / RiAbKicHe BU3HaYeHHA

95 % —105%

{71,25 mg/tabl. — 78,75 mg/tabl.} /
95 %—-105%

(71,25 mrfrabn. - 78,75 mrfTabn.)

74.158 mg/tabl.
74.158 mrfTaba.
98.88%

Uniformity of dosage units {mass
variation)/ OprHopiaHicTs posysaHHA
(sapiawia mach)

Complies with Ph. Eur, {2.9.40} /
BianosigHo Ao Esp.®. (2.9.40)

AV:3.70

Related substances /

CynyTHi AoMiwkmu:

- impurity B / aomiwxa B

- R-isamer / R{-)isomep (R-
wnonigorpens)t

- any ather impurity / Byab-aKka iHwa
pomiuKa

- Total impurities / cyma pomiok

NMT 0,5 % / He 6inbwe 0,5 %
NMT 0,5 % / He 6inbwe 0,5 %

NMT 0,2 % / He Sinbe 0,2 %

NMT 1,5 %/ He 6inbwe 1,5 %

<0.05%
<0.1%

0.06%

0.06%

Microbiological quality /
MikpoGionorivra umcrorat

- Total aerobic microbial count / aepo6Hi
Gaxrepii

- Total combined yeasts/moulds count /
rpubu

NMT 102 CFU/e /

He Ginblwe 10° aepoBHUx BakTepilis 1 1.
NMT 10% CFU/g /

He Ginbwe 102 rpubGis 8 1 r npenaparty.

Not performed/He
npoBOAMECA

- Escherichia coli

Absent in 1 g / BigcyrHi Escherichifacolis 1 1.

! Not routinely performed. Tested on the first three production batches. / TecT ne NpoBOAATE PYTHHHO. TECT NPOBOARTL HE Neplinx 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aneneHi memi moxyTb SyTv oHDBNEHI
nicna sUpoSHULTEA nepwivx 10 cepilt i AocnigyenHs crabinbHocTi.

3If one or more tablets do not meet the requirements the requirements then the tablets are tasted in accordance with Ph. 2,8.3/ Ak
OfiHa 4K Binbile TabneTok He Bignosisac BUMoram, Toal HacTyRHi TaBARTKM TeCTYIF b BlAHOBIAHD €d. 2.9.3.

*Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect ve
NPOBOAATL PYTUHHO. TECT NPOBOLGATE Ha NEPILKX 3 cepink, a NoTim Ha KomHIE 10 cepii {woHaimeHwe pas Ha pik).

% impurity B: [+]-{S)-(o-chlorophenyl) -6,7-dihydrothieno! (3,2, c] pyridine-5 (4H} -acetic acid [aomiwka B: (+)-[S)-(o-xnopdenin)-6,7-
Aaurigpoteron(3,2,clnipuann-5{4H)-ourosa KuenoTa

it . R-isomer: methyH{-)-{R}-o-chlorophenyl-6,7-dihydrothieno(3,2,c]pyridine-5{4H}-acetate, hydrogen sulfate/R-isomep: metua(-}-(R}-o-
xnopdein-6,7-aurigporiexo[3,2,c]nipuaun-5{4H)-auerar, rigpocyandar.

The batch meets the requirements of QCM far MA No UA/11636/01/01 / Cepin signopigae sumoram MKRA Ao PN Ne UA/L1636/01/01.

i hereby certify that the above Information is authentic and accurate. This bateh of product has been manufactured, including
packaging/labelling and quality controt at the zbove 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 samsnfi0, Wo HaseaeHa Buue
iHpopmanin e A0CTOBIPHOIC Ta ToUHEID. Lia cepin Gyna BHTOTOB/NEH, BHAKOYAIOUN YIAKOBRY | KOHTPO/IL SKGCT Ha 3a3Havenl) BHLYE
supobHIUilt pinAHLl (AlnAnHkax), & rosxill BignosiaHocrl 3 BUmoramn GVP MiCL@BOro pery/iioloMoro OpraHy Ta creuuddikauil

Peecrpaliitioro Moceigyenni kpainu-lMnoprepa. Mporexony 8MPOBRMLTEA, YNAKOBKY Ta KOHTROAK AKOCTI Byan posrnaryTi |
BU3HaHI BignosigHWMK Brmoram GMP. R

3

Aveep, /}7 issyed by: Kevin Mallia ‘./f'f ; -
7 -3 SEP IS ¢

Ynogxoeamena ocoba/ Qualified Person

Nigrororneno/ Compiled by: Tihana Zalig

Thore iri-g

fata/Date: 02.09,2024

Teva Pharmaceutical Industries Ltd.

Actaviz 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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AEPKABHA CJIYIKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npox. Ceimunoil Hagii, 3, M.Kuir, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOVY 37078774

BUCHOBOK
NPO SKICTH BBE3EHOr0 B YKpalHy JIKapchKoro 3aco6y

27.09.2024 Ne 47564/24/10

KJIOIIIMOTPEJ-TEBA

{HaliveHyBanIR MiKAPCEKOTO 3c06Y 3rifHO 3 PEECTPALIFHMM TIOCBITTEHIIAN)
TafNeTKkH, BKPHTI IIBKOBOIO 060I0HKO0, 110 75 Mr; o 10 TaéieTox y Oaicrepi; mo 9
OuicTepis y rapToHHii xopooii

(dpopma sumycky, NOSYBAHNA, B EaKyBaHIN TKAPCLKOTO 38C06Y)
Homep peecrpauiitrioro nocsipuenns UA/11636/01/01 erpox mii peecrpauiiinoro nocrimenns 01,01,2099
Cepin aikapcskoro saco6y Ne 159032 Kinexicrs BBesenoro nikapesxoro aacoby 10849

Bupobk Axragic JITJ, MansTa

(naiimerysanna pupofinnka nixaposkoro sacofy, Kpaiia NOXOAKCHHS)

Baeaeno B Yipainy Topapucreo 3 o6mezxenoro sianosinansuicrio "Tesa Yipaiua", inexr.
won; 34770471
(maitvenysamia ta ko 32 EJPIIOY roprmuunof ocofiu 260 Npissuie, ', 10 GATEKOE (ismaHoI

ocoB - nianprenus, T micite mpoxasakAs Ta peceTpatuifnmii HoMep 0BITIKOBOI KAPTKH IATHHKA
HOHMATKIB 200 cepid Ta HOMED macnopTa)

Ilporoxon sizyansuere xourpomo sin 19.09.2024 e 2818/5.

3a pesyAeTATaMH HCPKABHOIO KOHTPOMIQ BCTAHOBIGHO, 110 nixapeskmii  3ac16 BBeseHo B Yipainy 3
HOTPHMAHHSIM pumor 3aKOHOAARCTRA OO0 3a6E3MEYEHHA TKOCTI niKapeskux 3acobin.

% i @Z,/ Biktop CTEDKIBC KM

P y4 R .
T {niEnnck (ininians Ta npizenuie)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT JIIKAPCHKOT O 3ACOBY

Name of product/Hassa npoayiry
(strength, d osage form, package size and
tyne/posysanns, nikapceka dopma, posmip
i TMA yNaxko Ban)

Clopidogrel-Teva, film-coated tablets, 75 mg NeS0 (Ne10x9) in blisters/ Knonigorpea-Tesa,
Tab/eTKY, BRPWTI NAIBKOBOK 0GONGHKOID, Mo 75 Mr Nag0 {Ne10x9) B E.nictepax

Composition/Crnap,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Kaoninorpeno Bicynodar
97,86 mr, 110 exaiBaneHTHO 75 Mmr Knonigorpenio

Manufacturing country/Kpaiva smpoBimk

Actavis Ltd, Malta/Axrasic itg, ManbTa

Importing country/Hpa'l‘Ha-imnoprep

Ukraine/Ykpaita

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

Batch number/Homep cepii 159031

Batch size/Poamip cepii 10,956 packs/ynaxosor
Date of rmanufacture/fara BMPOBRULTEA 08.2024

Expiry date/Cipok npugatoc 07,2027

Name, address and authorization number
of manufacturing site/Ma3sa, anpecal
Homep niuensii BrpoBbHuuai AinbHuyj

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 2000, Malta/

Axrasic JTT{, BLBO1S, BLBO1S, Byneben Ixaacrpian Byaunok, m. 3eiiTyH, ZTN 3000, MansTa
MLO01

Test / Noxkasuuk Akocyi

Specification / Donyerumi Hopmu Results / Pesyabtatu

Description /
Orniue

Round, pink, biconvex, film-coated tablets, with “1*
engraved on one side / Posxesi, Kpyrai, aeoonykai
TaBneTKu, BKpUTI NAlsKoBOIO obonowHoig, 3
rpasitosanHam «I» 3 onnoro Goky.

Complies / Bianoginae

Identification/ laesTudikauina;

{recT A) (ya)

- clopidogrel {test B) (HeLc)y/
Kknonigerpens (Tect B) {BEPX)

Colour / BapBHuk!:
- titanium dioxide / rurany AloKeng,

- tron oxide: / 3aniaa okeug

- clopidogrel (test A) (UV)/ Kaoniporpens

The spectrum obtained in the range of 250 to 300 hm
is concordant with that of the reference spectrum / V¢
CNEKTP OTRUMaHKi 8 AlanazoHi sig 250 Hm A0 300 Hm
fosHHeH Bianosigarh cnekTpy MOPiBHAKHA.

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 / Mac
YTRUMYBaHHA OCHOBHOFO NiKY Ha Xpomatorpaml
DocnigmysaHoro PO34YHHY NOBMHHO BiANoBIAaTH yacy
YTPUMYBaHHA OCHOBHOTO MiKY Ha XpomaTorpami
CTaHZAPTHOro PO3UUHY,

Complies / Bignosigae

An orange to red colour appears after the addition of Not performed/He
Hydrogen Peroxide to the ash of an ignited tablet, npoBoAKBCA
previously dissolved in a solution of ammonium .
sulphate and suiphuric acid. / Po3umH sabapenioetsena
Y Konip i nomapanyesore 4o 4YepBOKOro AP
AOAaBaHHI NepoKcuy BoAHIO Ao 3aNULLKY, O
OTRUMYETLEA nicAA CnanioBatHa TabneTox,
nonepeaHs0 POIUUHEHUR ¥ posYKUHI amoHic cynepaty
Ta cipuanol KucnoTu.

The filtrate vields a biue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®ineTpar gae GnakuTHM
{cwHiti) ocap npu gosaeaHui Kanio depouianigy, axuii
HE PO3HUHAETLLA ¥ XNOPUCTOBOAHESIH KMCADTI.

Not performed/He
npoBoAKBCA

Average tablet mass /
CepegHna maca

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

280.54 mg/mr

Teva Pharmaceutical industries Ltd,

Actavis Ltd. BLB 016, Bulehel Industrial Estate, Zejtun ZTN 3000, Malta | informalta@tevapharm.com | www.teva.mt
Company No C2867 [ VAT No MT 11360007 | {+356) 21693 533
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Resistance to crushing / Crifixicrs go NLTS0N / Mean: 76N/C_epep,He: 76H
pPo3faBAosasHa? He meHwe S0 H Min: 60N /Min: 60H
Max: 95N/Maxkc: 95H
Dissolution / Posuunenns’ NLT 80% (Q + 59%) after 30 mins®/ Mean/Cepeane: 97.1%
He menwe 80% (Q+5%) uepes 30 xauann3 Min /Min: 95.0%
Max /Manc: 99.3%
Assay / KinbKicHe susHayesHr 95 %—105 % 73.227 mg/tabl.
(71,25 mg/tabl. ~ 78,75 mg/tabl.} / 73.227 mar/1abn.
95 % —105% 97.64%
(71,25 mi/rabn. — 78,75 mr/Tabn.)
Uniformity of dosage units {mass Complies with Ph. Eur, (2.9.40) / AV:4.30
variation)/ OHopigHicTs AosyBaHHs BianosiaHo Ao €sp.d. (2.9.40)

{eaplau,in macu)

Related substarces /
CynyTHi pomilkn:

- impurity B / aomiwka Bt NMT 0,5 % / He Ginbwe 0,5 % <0.05%
- R-isomer / R{-Jizomep (R- NMT 0,5 % / He Ginbwe 0,5 % <0.1%
Knonigarpens)i

- any ather impurity / 6yab-aka iHwa NMT 0,2 % / He Binbwe 0,2 % 0.06%
AOMilIKa

- Total impurities / cyma somiwok NMT 1,5 % / He 6inswe 1,5 % 0.06%

Microbiological quality /
MixpoBionoriuna uncrorat

- Total @erobic microbial count / aepoBHi | NMT 103 CFU/g/ Not performed/He
Bakrepil He Ginble 10° aepoGHux Baxrepii & 1 r. NpoBOAMBCA

- Total combined yeasts/moulds count / | NMT 10? cru/g /

rpubu He Binblure 102 rpubis s 1 ¢ npenapary.

- Escherichia coli Absentin 1 g / BincyTHi Escherichia colig 1 1.

! Not routinely performed. Tested an the first three production batches. / TecT He nposogaTs PYTHHHQ. TECT NPOBOAATE Ha Neplwux 3
cepiax.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3ansneui mewi MOMYTh BYyTH OHOBNEHT
nicna BripoBHMUTBA nepuux 10 cepill | pocnigakennn crabinsHocTi,

3f one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph, 2.9.3/ AKwo
0aHa ukM binbwe TaﬁﬂeTOK He Bignosigae sumoram, TOAi HECTYNHI TabheTku TecTyoTb BlgnasigHo E¢. 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tec he
NPOBOAATL PYTUHHO. TecT NpoBogATh Ha nepuinx 3 cepiax, a ROTIM Ha Koyl 10 tepii (WonalimeHwe pas Ha pix).

- impurity 8: {+)-($)-{o-chlorophenyl) -6,7-dihydrothienol [3,2, ¢} pyridine-5 {4H) -acetic acid /aomiurxa B: {+)-(5)-{o-xnopdenin)-6, 7-
p,nrip.pomen—mn[B,Z,c]nipu,u,nH-S(tlH)-ouToaa KHUCAOTa

& - R-isomer: methyl(~}-{R)-o-chlorophenvl-G,?-dihydrothieno{3,2,c]pyridine-S(4H]-acetate, hydrogen sulfate/R-izomep: metun(-}-{R}-o-
xnopd:enin-ﬁ,?-gurigporieno[B,Z,c]nipM,ﬂ,MH-S(4H]~aqua'r, rapocynbdar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepin sianosinae sumoram MKA Ao Pl 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 processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / A 32ABAA0, 10 HaBEAeHa BUle
indopmayin £ AGCTOBIPDHOMK Ta TOYHO. Us cepis Byna BWUIOTOB/EHE, BHAOYAIOUK YTaKOBKRY | KOHTPO/L AKDCT] Ha 3a3HaveHl snwe
BHpOBHWIIH ainanui {ainankax), B nossii BignosinHocri 3 sumoramu GMP micuesoro perymotouoro oprany Ta cneundikauyii

Peecrpayiiitoro Mocsiguenni Kpainu-iMnoprepa. Mporokonu BUPOGHKUTER, YNaKOBKK Ta KOHTpOAIO AKocTi Bynu posraAnysi i
8u3HaHi eignosigHUMK BUMOTam GMP.

MigroTasnexo/ Compiled by: Tiana Zalig 3atsepgmero/ Issued by: Gabrielle vella Brincat
Sl ) .
T ic"l%’ Lz —0-4 520 gy
HAata/Date: 03.09.2024 Hata/ Date: ®

YnosHoeameHa ocoba/ Qualified Person

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB D16, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomatta@tevapharm.com | www.teva.ric
Company No C2867 | VAT No MT 11360007 [ (+356) 21693533
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JAEPIKABHA CJIYKEBA 3 JIKAPCHKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KUIBCHKINA OBJIACTI

npos. Ceitnuynol Hapi, 3, m.Kuis, 02099, ten/dpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €PTIOY 37078774

BHUCHOBOK
IPO AKICTH BBE3CHOro B YKpainy JIKapCHKOro 3acody

04.10.2024 Ne 48928/24/10

KJOIJOI'PEJ-TEBA
(ualisenyranns nikapeskoro aaco6y aringo 3 peccrpauiftnuy nocsinyenIM)
TabJieTKH, BRKPUTI IAiBKOBOIO o00J10iK010, 10 75 Mr; no 10 Tabxerorw y OaricTepi; mo 9
Guicrepie y xapronniit kopo6ui
(dhopma Birmycky, nozynarns, nuy NaKyBAHHL NIKAPCHKOTO 3acoBy)

Howmep pecerpauiiinoro nocsimenus UA/11636/01/01 cTpok Aii peccrpaniiinoro moceinuenns 01.01.2099

Cepint nixapenioro 3acoGy Ne 159031 Kinbkicts Bseserioro nixapeskoro sacoby 10956
BupoBimxk Axragic JIT]], Mansta
(iraiivenysanius BupoGKa JKAPCLKOTO 3ac0fy, Kpaika [OXOJUKCHHA)
Beeseno B Ykpatuy TorapucTeo 3 06MeKeHOIO BignosiganeHicTIo V' Tepa Yxpaina", inenr.
xoj: 34770471

(nafimenysanns Ta xog 3a CAPTIOY 1opuanunol ocobi abo npraame, iM'a, 0o GatbKoD] thizmunol
0cobH - mAnpHesus, if Mice nposkHBaHHs Ta pecct panibinli HOMCD 00MIKOBOT KAPTKH IS HItKA
nonatkis abo cepist Ta Homep nacropTa)

Hporoxosn sisyansroro xonrposmio six 27.09.2024 X 2908/6.

3a  pesyasTaTamy ACPIKABHOTO  KOHTPOSIO BCTAHOBJEHO, 10O nixapcekuii  3aci6 BBesemo B Vxpainy 3
JOTPHMAHHIM Bunor 3AKOHOAABCTBA ILOAO 3a0&3reueH s skoeT] Jikapeskux 2acobis,

%- @;;/ BixTop CTE®KIBCHK M
) .
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HTpO/IO) 7 {manuej™ {(iniuiany ta npsmne)
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT IKAPCHKOIO 3ACOBY

Name of praduct/Hasea npoaykty
(strength, d osage form, package size and
type/nosyeanHn, nikapcora Gopma, pa3mip
i TWN YNaKkoBxu}

Clopidogrel-Teva, film-coated tablets, 75 mg Ne90 {Ne10x9) in blisters/ Knonigorpen-Tesa,
TaBneTky, BKPUTI NNiBHOBOIO 0B0AOHKOID, No 75 Mr NeS0 (N210x9) B B.nicTepax

Composition/Cxnag

Clopidogrel bisuifate 97.86 mg to equivalent 75 mg clopidogrel/Knonigorpeato Bicynedar
97,86 mr, 1o exgiraneHTHO 75 Mr KAonigorpento

Manufacturing country/Kpaisa BupoBHuK

Actavis Ltd, Malta/AxTasic fita, MansTa

Importing country/Kpaina-imnoprep Ukraine/Yxpaina

MA number/Homep PR UA/11636/01/01

Batch numbzer/Homep cepii 155030

Batch size/Posmip cepit 10,826 packs/ynaxosok
Date of manufacture/flata supobuuurea 08.2024

Expiry date/Crpok npugarHocti 07.2027

Name, address and authorization number
of manufacturing site/Hazssa, aapecai
Homep niue3il BupoBHKUYOT AinbhMuj

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

Axrasic JITA, BLBO15, BLBO16, Byneben Ingacrpian Bypurox, m. 3eéiTyR, ZTN 3000, MansTa -
MLOO3

Test / fokasuuk Akocti

Specification / fonycrumi HOpMK Results / Peaynbtath

Description /
Onuc

Reund, pink, biconvex, film-coated tablets, with “1”
engraved on one side / Poxesi, KPYrAi, gBoonykai
TabneTku, BRpUTI NAiBKoBOIO oBonoxkow, 3
rpasilosanHAmM «I» 3 ogHoro Goxy.

Complies / Bignosiaac

Identification/ laenmdikauia:

(tecr A} (YD)

- clopid ogrel (test B {(HPLC)/
kAcnigaarpens (rect B) (BEPX)

Colour /BapsHukY;
- titanium dioxide / Turany ajokeug

- iron oxide / aaniza okcug

- clopid ogrel (test A} (UV)/ KAonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / V¢
CMeKTp oTpUMannii B Atanasowi sig 250 Hm Ao 300 Hm
NOBMHEH BIAROBIAATH CNEKTRY NOPIBHARHKA.

Complies / Bianosigae

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
YTRUMYBAHHA OCHOBHOTO MiKY Ha XpoMaTorpami
A0CNiAMYBaHOTO POIHMRY NOBUHHO gignoeigati uacy
YTPUMYBAHHA OCHOBHOrO filkY Ha xpomarorpami
CTaHAAPTHOIO PO3YMHY.

Complies / Bianosinae

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. / Posynn 3abapenioeTben
Y KOAIp Bi4 NaMapaH4YeBoro A0 YepBoHoro npu
AOAABAHHI NEPOKCHLY BOAHIO A0 3aAULIKY, wo
OTPUMYETLCA NICAA CNAAOBAHHA TaBAeToK,
NONePESHbO PO3YKMHEHWI YV pOIUUHT amOHRilo cynbdary
Ta cipyaHoi kuchoTy.

Not performed/He
nposoauecs

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / DinsTpat Aac BAAKUTHWIL
{cuniit) ocaa npu noaasaksi vanio $epouianigy, arkuit
HE DO3YMHAETLCR ¥ XNOPUCTOBOAHEBINH KUCAOTI.

Not performed/He
nNposOAUBCA

Averagetablet mass /
Cepeprn maca

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

282.31 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 / Crilisicrb go NLTSON/ Mean: 74N/CepepHe; 74H

po34aB AloBaHHA? He meHwe S0 H Min: 61N /Min: 61H
Max: 93N/ Mawxc: 93H
Dissolution / PozuuuenHa? NLT 80% {Q + 5%) after 30 mins3 / Mean/Cepepnpne: 97.1%
He menwe 80% (Q+5%) wepes 30 xeuauu’ Min /Miu: 94.1%
Max /Makc: 99.8%
Assay / KinbkicHe sustadeHHRA 95 %105 % 73.839 mg/tabl.
{71,25 mg/tabl. - 78,75 mg/tabl) / 73.839 mrfTabn.
95 % —105 % 98.45%
{71,25 mr/Tabn. — 78,75 mr/taba.)
Uniformity of dosage units {mass Complies with Ph. Eur. {2.9.40) / AV:3.50
variation)/ OgHopiaHicTs Ao3yBaHKHA BianceinHo Ao €sp.¢. {2.9.40)
(sapiauia macu)

Related substances /
CynyTHT gomilku?;

- impurity B / nomiwxa B NMT 0,5 % / He 6inbwe 0,5 % <0.05%
- R-isormer / R(-}izomep (R- NMT 0,5 % / He Ginbwe 0,5 % <0.1%
Knonigorpens)i

- any other impurity / 6yab-AKa inwa NMT 0,2 % / He Binbwe 0,2 % 0.06%
AOMillKa

- Total impurities / cyma aomiwoxk NMT 1,5 % / He Binbwe 1,5 % 0.12%

Microbiological quality /
MixpoBionoriyHa yncroTa

- Total aerabic microbial count / aepobri | NMT 10° CFU/g / Not performed/Ha
Baktepi He Binswe 10° aepoGrux Gakrepiti g 1 r. nposogueaca

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

rprbu He Ginbwe 10? rpubis s 11 npenapavy.,

- Escherichia coli Absent in 1 g / BiacyTHi Escherichia coli s 1.

! Not routinely performed. Tested on the first three production batches. / TecT He nposoanTHL PYTUHHO, TeCT IpoBOAATL Ha neplumy 3
cepinx.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aaeneni mesxi mo
nicna BrpobHuLTEa nepux 10 cepiit | focnlgmenHa cTabinbHocTi,

3If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph, 2.9.3/ Axwpo
oAHa UM binbwe TabneTox He slanosiaae Bumoram, Togj HacTynHi TabneTkm Teén/me BignosigHo E¢. 2.9.3,

Not routinely perfermed. Tested on the first three production batches and then every 10th batch (at least annually). / Tecr ne
NPOBCAATE PYTHHHO. Tect nposoaaTs Ha nepiumx 3 cepinx, a noTiM Ha KowHAIT 10 cepii {woxafimenwe paz Ha pix).

L impurity B; {+}-{5)-{o-chlorophenyl) -6,7-dihydrothienol [3,2, ¢] pyridine-5 {4H} -acetic acid /aomiwka B: (+}-{S)-{o-xnopdenin}-6,7-
Anrlapotwenon(3,2,clnipuant-5(4H)-ouTosa kMcroTa

i . R-isomer; methyl(-)—(R)-o-chIorophenvI-G,?-dihydrothieno[3,2,c]pvridine-5(4H)-acetate, hydrogen sulfate/R-isomep: meTui(-)-(R)-o-
xXnopoeHin-6,7-au ri,qporiem[B,Z,c]nipm,qMH-S(tlH)-aue‘raT, napocyabdar.

WMYTb BYTU oHoBAEKI

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepln alanoslnae sumoram MKA ao PN Ne UA/11636/01/01.

iHdopmauin € BOCTOBIPHONO Ta TOYHOID. Lis cepin 6yna BUFOTOB/IEHA, BK/IGUYAIOYM YNIKOBRY | KOHTPOAb AKOCTI Ha 3a3Ha4eHil BHLLE
BUPoBHKYlA pinsnwi {ainaukax), B noewiit BIANOBIGHOCT 3 BUMOramu GMP micleBoro perynioiouoro OpraHy ra creumdikay

Peectpauliivoro Noceiguesui KpaiHk-imnoprepa. Npotokonu BAPOGHNLTEE, YNAKOBKM Ta KOHTPOMIO AKOCTI 6yau posrnanyri i
BU3HaHI algnoBigHUmMU BuMOoram GVIP.

Migrotosaexo/ Compiled by: Tihana Zalig 3atBepameno/ Issged by: (??I’}Fielle ella Brincat
e o ZA, podlle .
Jlata/Date: 03.09.2024 N Rata/ Date: /7 U5 SEP 20

VYnoenosamena ocoba/ Qualified Person

Teva Pharmaceutical industries Ltd.

Actavis Ltd. BLB 016, Bulebel industrial Estate, Zejtun ZTN 2000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | {+356) 21693 533
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AEPIKABHA CJIIYIKBA 3 JIKAPCLKIIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKII OBJIACTI

npoB. Ceitmuynol Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK

npo AKiCTHL BBe3eHoro B Yxpainy JAiKapcBKOro 3acoly

04.10.2024 Ne 48930/24/10

KJIOIMIJIOT'PEJI-TEBA

(makisenyranira nikapcbkoro 3acoby arinHo 3 pecerpauiiinnm HocRiavueH M)
TableTKH, BRPATI NUIBKOBOIO 000108 K010, 110 75 Mr; 10 10 TaBneTox y Gnicrepi; o 9
nicTepis y kaproumuiii xopotui
(popma sunyexy, nosysanns, sun TAKYBaHNg Nikapcbkoro 3acody)

Howmep peectpauiiitoro mocsigvera UA/11636/01/01 crpox mil peecrpauiitnero noceiguenns 01.01.2099

Cepis nixapesroro zacofy Ne 159030 Kinskicts Bresenoro nikapeskoro saco6y 10826
BrpoBGuux Axragic JIT)[, ManesTa
(naitvenypanna supoGanxa Aixapenkoro 3acofy, kpaiua TIOXOJHEHHS)
Baeseno 8 Vipainy Tosapucrpo 3 o6mexenoro sianorinansuicrio "Tera Yrpaiua', inenr.
xon: 34770471

(naitmenynanng Ta ko 20 EAPIIOY Hopane! ocobu afo upisexime, is's, no GaThiosi (zuuno!
ocobu - nignpaeMug, i micie NPOXHUBAHIA Ta peceTpaliiinmii HoMep ofnikopol KapTKY [NaTHERD
nojariin afo cepi T2 HoMep NacnopTa)

Iporoxon Bisyansnoro konrpemo sig 27.09.2024 N 2908/8.

32 pesysbTaTaMH  JIepiKABHOrO KOHTPOMIO  BCTAHOBNCHO, 10 AiKapchKMH  3acif  BRezeno g Yxpaiuy 3
AOTPUMAHHSIM suMOT 3aKOHONABCTER OO 3a6e3reyenHs AKOCT SikapeLKix 3aco6is,
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPII NIKAPCHKOI'O 3ACOBY

Name of product/Hazea npogyxry

(strength, dosage form, package size and
type/nosysaHHn, nikapcoka dopma, posmip i
TN YNZKOBKU)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne80 (Ne10x9} in blisters/ Krvoninorpen-Teea,
TabneTky, BRPUTI NNiBKOBOK 060ONOHKOID, Na 75 mr NoS0 (No10x9) s 6aicrepax

Composition/Crnan

Clopidegrel bisulfate 97.86 mg to equivalent 75 mg clogidogrel/Kaonifo rpenio Bicynwar 97,86
M, WO SKBIBAAEHTHO 75 Mr KNONIAOIPEAID

Manufacturing country/Kpaita Bupobrux

Actavis Ltd, Malta/Akrasic ira, MansTa

Importing country/Kpaina-imnopTep

Ukraine/Yxpaiia

MA number/Homep PN UA/11636/01/01
Batch number/Homep cepil 161688

Batch size/Poamip cepii 10867 packs/ynakosok
Date of manufacture/fata empobHuuTea 09,2024,

Expiry date/CTpor npvaaTHoCTi 08.2027.

Narne, address and authorization number of
manufacturing site/Hasea, agpeca i Homep

AiLeH3I BUPOBHUYOT fiAbHUL

Actavis Ltd, BLB 015, BLB 016, Bulebal Industrial Estate, Zejtun, ZTN 3000, Malta/
Axrasic /1T, BLBO15, BLBO16, Byaefen [HaacTpian ByamHox, m, 3eityn, ZTN 3000, Mansta
MLOO1

Test / NoKazHuK AKocTi

Specification / Aonycrumi nopmun Results / PeaynbTamy

Description /
Onne

Round, pink, biconvey, film-coated tablets, with 1"
engraved on one side / Posesi, kpyrni, ApoonykAai
TabneTku, BRPUTI NAIBKOBOK OBONOHKCIKD, 3
rpasiroBaHHAM «I» 3 oRHOro GoKy.

Complies / Binnosigae

tdentification/ laenTudirayin:
- clopidogrel [test A} {(UV)/ knonigorpens
(rect A} (YO}

- clopidogrel {test B} (HPLC)/ xnoniaorpens
(rect &) (BEPX)

Colour / BapeHuk!:
- titanium dioxide / Tuvany gloxcug,

- iron oxide / 3aniza oxeug

The spectrum cbtained in the range of 250 to 300 nm is
concordant with that of the reference spectrum / Yo
CMEXTP OTPUMAHKWIA 8 4ianascHi sig 250 Hm 40 300 Hm
NOBHHEH BiANOBIAATH CNEKTDY NOPIBHAHHI.

Complies / Binnosigae

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 yTpumyBaaHHA
OCHOBHOTO NiKY HA XPOMaTorpami A0CAIAHYBAHOMO
PO3UMHY NOBMHHO BIANOBIAATY Yacy YTPUMYBAHHA
QCHOBHOIC NIKY Ha xpomaTorpami CTAaHRARTHOTMO PO3UMHY.

Complies / Bignosinae

An arange 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. / PozuH 3a6apenioeTber y Konip gig,
nomMapaHyesaro A0 YeRBOHOTO MPKM A0AABaHHI
NEPOKCHAY BOAHLO /L0 3aMKLLKY, L0 OTPUMYETLCA Nicna
cnaneariHa TabAeToK, nonepeaHLO POIYUHEHWH Y
PO3YMHI aMOHIE0 cynbdaTy Ta Cipvuasol KUCAoTH.

Not performed/He nposoguach

The filtrate yields a blue precipitate upon addition of
potassium ferroeyanide, which does not dissolve in dilute
hydrochloric acid. / ®inbtpar nae GrakuThnii (cxnilt) ocag,
npu AoAasaHHi Kaniio depouiakigy, AKUHA He
PO3YHMHAETLCA Y XNOPUCTOBOQHEBIA KMCAOTL

Not performed/He nposoguacn

Average tablet mass / Cepegra maca

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

281.270mg/mr

Resistance to crushing / Criiikiere o
pPO3A3BRAIOBAHHAL

NLTSON/
He meswe 50 H

Mean: 80N / CepeaHe:80H
Min: 63N / Min: 63H
Max: 111N / Make: 111H

Teva Pharmaceutical Industries Ltd.

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

Company No C2867 | VAT No MT 11360007 | (+358) 21 693 533
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Dissolut ian / PosunHeHHa?

NLT 80% (Q + 5%) after 30 mins? /
He meHwe 80% {Q+5%) vepea 30 xeunun?

Mean/CepesiHe: 94.4%
Min fiVin: 93.0%
Max /Mauc: 96.3%

Assay / KinbiicHe BusHaueHHs

95 %—-105%
(71,25 mg/tabl, — 78,75 mg/tabl.) /

73.714 mg/tahl.
73.714 mr/ftabn.

95 % -105% 98.29%
{71,25 mr/Tabn. — 78,75 mr/Tabn.)
Unifarm ity of dosage units {mass Complies with Ph. Eur. (2.9.40} / AV: 4.60
variation)/ OgHopiguicTs A03yBaHHA BianosiaHo fo €sp.®. {2.9.40)
(sapiauia macu)
Related substances /CynyTHi somimuxn:
- impurity B / gomiwxa B! NMT 8,5 % / He Binbwe 0,5 % 0.09%
- R-isom er / R{-}Yisomep {R-knonigorpeas)i NMT 0,5 % / He 6inbwe 0,5 % <0.1%
- any other impurity / 6yas-axa inwa NMT 0,2 % / He Ginowe 0,2 % <0.05%
Aomiuka
- Total impurities / cyma gomiwox NMT 1,5 % / He Binbwe 1,5 % 0.09%

Microbiological quality / MikpoGionoriuxa
uucroTa®

- Total a erobic microbial count / aepo6iui
Gawrepil

- Total combined yeasts/moulds count /
rpubu

- Escherichia coli

NMT 10° CFU/g /

He Ginvwe 10° aepotivux Gakrepins 1.
NMT 102 CFU/g /

He Ginbwe 10% rpubis B 1 r npenapary.
Absentin 1 g/ Biacyvhi Escherichiacolie 1.

Not performed/He nposopaueca

! Not routinely performed. Tested on the first three production batches. / Tecr He nposoAATe PYTHHHO. TeCT NPOBOAATL HA NEPLWUX 3 cepinx.
T The limitscan be revised after production of the first 10 batches and stability investigation / 3assseni mesi monyTe ByTi oHOBAEHI NicnA BUpoBHMLTEa

nepwwx 10 ceplil | gocaipmerHa crabineHoeTi,

%if 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 um Binbiue
TabneroK He BiANOEIGAE BUMOram, TOAT HACTYNHI TaBNETHM TeCTYIOTs BignosigHo €d. 2.9.3.
“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / TecT He NpoRDAATL PyTHHHD.
Tecr NPOBOARTE Ha neplukx 3 cepiax, 8 NOTIM Ha KOMHIN 10 cepil (onalimeHwwe pa3 Ka pik).
" impurity B: {+}-(S)-{o-chlorophenyl) -6,7-dihydrothienal (3,2, ¢] pyridine-5 (4H) -acetic acid /aomiwxa B: {+}-[S)-{o-xnopdenin)-6,7-
Auripporienon(3, 2, clnipugui-5{4H)-ouToBa Kucaota
" - R-isorr er: methyi(-)-(R}-o-chlorophenyl-6,7-dihydrothiena[3,2,clpyridine-5[4H)-acetate, hydragen sulfate/R-izomep: metua(-}-{R)-0-xnopdenin-6,7-
Auriapotiero[3,2,clnipnann-5(4H)-aueTaT, rigpocyasdar.

The batch meets the requirements of OCM for MA Ne UA/11636/01/01 / Cepin signonigae 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/flabelling 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. / fi aasenao, wo HasegeHa Buwe
iHbopMalin € AOCTORIPHOW Ta TOUHOW. LA cepia Bysa BUroTOBAEHA, BKAIOMAKYK YNAKOBRY | KoHTpoAb Akoct Ha 3a3HaveHiid srue
BupoBHyld pinanyi {ginankax), B noadili eignosigHocti 3 sumoramu GMP micueeoro perymaiodoro oprady Ta cneuudikauii
Pegcrpadiivoro Mocsiguenti kpaivn-imnoprepa. Mpotokony BUpoBHUNTEE, YRAKOBKKM Ta KOHTPOAID RKOCT BYAW po3rasaHyt i

BU3HAHE Bignosianumu Bmoram GMP.

MigrotosneHo/ Compiled by: Katarina Milanovic

Data/Date: 15.10.2024. /V VA

Teva Pharmaceutical Industries Ltd.

JavTeepax

Yl

yjyabrielle Vella Brincat
LA s oty

H:a*ra/ Date:

YnobHosaxeHa ocoba/ Qualified Person

Actavis Ltd. 8LB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | (+356) 21693 533
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AEPKABHA CJIYKBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCHKINA OBJIACTI

npos. Ceitnnynol Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CHOPIIOY 37078774

BUCHOBOKXK
PO AKICTh BBE3EHOTO B YKpalny JiKapchKoro 3acody

18.11.2024 Ne 58540/24/10

KJIOIILDOI'PEJI-TEBA

(naiiMeHYBaHRA MKAPCLKOr0 3a000Y 3rLIHO 3 peeCTpaiiiHIa NOCBINICHIAM)
TABJCTKH, BKPUTI IJIIBK0OBOIO 060J1011K010, 110 75 nr; mo 10 TadlieTox y Onicrepi; no 9
Gaicrepis y xapronuiil xopodui

(thopma Brmycky, fo3yBaII, BHA NAKYBAHHA AIKAPCLKOTO 3aC00Y)
Homep peectpauiitnoro nocsinsenns UA/11636/01/01 crpox aii peecrpauiiinoro nocsinuenus 01.01.2099
Ccpis nikapcbkoro sacoSy Ne 161688 Kinexicrs Be3eloro nixapceskoro sacoby 10867

BupoGuuk Axrapic JITJ, Manyra
(naitvenysauna sypobrixa Nikapebkoro 3acofy, KPaita MOXOTKEHHA)

BaeseHo B Yipainy Tosapucrso 3 odmexenolo BianosigansnicTio "Tera Yxpaina", inenr,
ron: 34770471

(naiimenysauns ta xon 3a €PTIOY ropranuloi ocoGu aGo npizdHILe, iM%, 110 GaThxoBi (iznunoi
ocob - miANpHEMLS, I MicLle NpoXUBANKL Ta peccTpauifinmui HoMep oBiikoBoT KapTK# [IaTHHKA
nonatkin aGo cepia ra Homep macnopra)

Mporoxoen eizyanniero xentpomo sig 11.11.2024 xe 3495/5.

3a  pesynbTAaTAMH  JICPWABHOIC KOHTPOMIO BCTANOBNEHO,  LHO nikapcexuit  3aciG  BBeseno B Vipainy 3
HOTPUMAHHIAM BuMOr 3aKOHOAABCTEA UOAO 3abe3NeueHs AKOCT] NKAPCHIHX 3aC0Bis.

T L TR
N ‘-"‘:I'\h'ﬂf\i 4
IR RN W
AR e T e
[ SR e f::;’ \ € —
L~ ' o
B.o. npMagigunga cavaidy - o, \
;. AT e ad T L
!,' R cur ALZALITE T LT - T e SR i
(gesriona 0o 'A{Jyagaﬁza‘cp:{cz!@imt KoIrTonIo) {uimie)
‘,. = St it l'.l/' :
1 o X
L3

LY "’

3 “:_ g \y"{;:

= @

\7} 3 A .//
b2




teyg

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPIT JIKAPCbKOI O 3ACOBY

fame of product/Hasea npoaykry
{strength, dosage form, package size and
type/0o3ysaHns, nikapcora dopma, poamip
i TYA ynakoexu)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne90 (N210x9) in blisters/ Knonigorpen-Teea,
TabrieTky, BKpUTI NaiBkeBOI0 0B0N0HKSIo, No 75 mr Ne9) {Ne10x9) 8 Gaictepax

Composition/Crnag,

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knoninorpesia Gicynbthar
97.86 mr, 110 eKBiBaNEHTHO 75 Mmr Kaonigorpeaw

Manufacturing country/KpaiHa BUPOBHUK

Actavis Ltd, Malta/Axrasic fira, Maneta

Importing country/Kpaita-imnoprep

Ukraine/Yxkpaita

MA number/Homep Pt UA/11636/01/01

Batch number/Homep cepii 159029

Batch size/Poamip cepii 10,963 packs/ynarosok
Date of manufacture/flara BMPOBHMYTE] 08.2024

Expiry date/Ctpok npuaaTHocTi 07.2027

Name, address and authorization number
of manufacturing site/Hazea, aapeca i
Homep Ailewsii BupoBryol ajin bHWULI

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

Axrasic JITA, BLBO1S, BLRO16, Byneben Ingactpian ByauHok, m. 3e#iTyn, ZTN 3000, MansTa
MLOO1

Test / MNokasnuk akocri

Specification / Aonycrumi Hopmu Resulis / Peayabtarm

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “1”
engraved on one side / Pasesl, KpyFai, ABoOnyKAi
TabneTHW, BKPWTI NAIBKOBOID 060A0OHKOID, 3
I'paBitoBaHHAM «I» 3 ogHOroO Boky.,

Complies / Bianosigae

Identification/ |aenTudinavin:

(Tect A) (V)

- clopidogrel (test B} {HPLC)/
knoniaorpens (rect 6) {BEPX)

Colour / BapsHuk!;
- titanium dioxide / rutany Aioreua,

- Iran oxide / sanisa okewg

- clapidogref (test A) (Uv)/ Kaonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CNEHTP OTRUMaHui B glanasoni Big 250 Hm ao 300 um
NOBMHEH BigNOoBRINATH cneKTpy MORIBHAMHA,

Complies / Bignosizae

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
YiPUMYBAHHA OCHOBHOTO iKY Ha Xpomartorpami
[OCNIAMYBAHORD PO3UKRY AOBUHHO BlanosigaTh yacy
YTPUMYBAHHA OCHOBHOTO NiKY Ha XpomaTtorpami
CTaHAapTHOTO PO3YMHY,

Complies / Bignosigae

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. / Poauus 3abapenweThen
Y Ko4ip 8ig nomapaHuesoro Ao yepsoHaro npu
AOAIBAHHI NEPOKCMAY BOAHIO A0 3aNNILKY, Lo
OTPMMYETLCA NiCAA CNanoBaHMA TabaeTok,
nonepeaHbo po3vYMHEHWH Y posUMHI amoHln cynsbhary
Ta CipuaHoT KHCNOTH.

Not performed/He
nposogusca

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrachloric acid. / DinbTpaT A3 BAGKUTHUT
(cuniii) ocap npw aogaeausi kanio depouianiay, aruit
HE PO34MHAETLCR Y XNOPUCTOROAHEBIM KUchaTi.

Not performed/He
NPOBOAUBCR

Average tablet mass /
CepeaHa maca

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

282.68 mg/mr

Teva Pharmaceutical Industries Ltd.

Actavis Ltd. BLB 016, Bulebel tndustrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharrm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | {+356) 21693 533
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Resista nce to crushing / Crilivicrs go NLTS50N/ Mean: 77N/Cepeane: 77H

po3gasalBaHHa? He meHwe 50 H Min: 63N /Min: 63H
Max: S0N/Maxc: 90H
Dissolu tion / PozumHeHHa? NLT 80% {Q + 5%) after 30 mins?/ Mean/CepegHe: 96.9%
He menwe 80% (Q+5%) yepes 30 xeunnn? Min /Min: 94.6%
Max /Manc: 100.0%
Assay / KinbxicHe BusHayenHn 85 % — 105 % 74.39 mg/tabl.
(71,25 mg/tabl. — 78,75 mg/tabl.) / 74.39 mr/Tabn,
95 % - 105 % 99.19%
{71,25 mr/rabn. — 78,75 mr/Taba.)
Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40) / AV:2.80
variation)/ Ogropianicts gosysauua BignosigHo ao Eap. o, (2.9.40)

{Bapiaia mack)

Related substances /
CynyTH i fomitiKu2;

- impurity B / nomiwka B NMT 0,5 % / He Ginbie 0,5 % <0.05%
- R-isormer / R{-}izomep (R- NMT 0,5 % / He Ginbwe 0,5 % <0.1%
Knoniporpens)it

- any other impurity / 6yas-aka iHwa NMT 0,2 % / He 6inbwe 0,2 % 0.06%
AOMitIHa

- Total impurities / cyma gomiwox NMT 1,5 % / He Binbwe 1,5 % 0.12%

Microbiological quality /
MirpoBionariyHa yncrorat

- Total aerobic microbial count / aepo6ui | NMT 102 CFU/s / <10 CFU/g / <10 KYO/r
Bauntepif He Binbwe 103 aepobrux Gakrepiii s 1 1.

- Total combined yeasts/moulds count/ | NMT 102 CFU/g/ <10 CFU/g / <10 RYOQ/r
ronbu He 6inbwe 102 rpubin s 1 r npenapary.

- Escherichia coli Absent in 1 g / BincyTni Escherichia coli s 1 r. Absent / BigcyTHi

! Not routinely performed. Tested on the first three production batches. / TecT He nporogaTs PYTHHO. TecT NPOBOAATL Ha neplwmx 3
cepinx.

? The lirnits can be revised after preduction of the first 10 batches and stability investigation / 3ansneni memi MOMYTH ByTH oHosneui
nican 8MpoBHKUTEa Nnepwwx 10 cepiit | pocAiameHHa cTabinbHocTi,

3If one ar more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph, 2.9.3/ Axio
0AHa uK Binbuwe TalneTok He sianosigae sumaram, TOA) HacTynHi TaBneTry TecTyoTs BignosigHo Ed, 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect we
NPeBOAATE PYTHHHO. TecT NnposoaaTy Ha neplHx 3 cepiax, a noTim Ha Komuil 10 cepii (WoHaimeHWe pas Ha pik).

- impurity B: {+}-(S)-{o-chlorophenyl) -6,7-dihydrathienol [3,2, c] pyridine-5 {4H) -acetic acid /aomituxa B; {+}-(S}-{o-xnopdenin}-&,7-
,qurigpomeﬂon[3,2,c]nipung-S(QH)-ou‘roaa KMCNoTa

ii . R-isomer; methyl(-)-(R)~o-chlorophenyl-ﬁ,?-dihydrothienc[3,2,c]pvridlne-5(4H}-acetate, hydrogen sulfate/R-isomep: merun(-}-(R}-o-
xnopd:eHin-6,7-,q:4ri,qporien-lo[3,2,c]nipn,u,MH-S(llH]-aueTaT, riapocyashar,

The batch meets the requiremants of QCM for MA Ne UA/11636/01/01 / Cepin signoslgae sumoram MKA go PR Ne UA/11636/01/01,

I hereby certify that the above Information is authentic and accurate. This batch of product has been manufactured, including
packagingflabelling 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 JARBAAID, WO HABEAEHA Buye
indopmauin & gocrosipHoto Ta Toutowo. Us cepia 6yna surotosneHa, BKAOYa K1 YNaKOoBRY | KOHTPOAL AKOCTI Ha 3asHaYeHIi BHlge
BUPOBHUIIA ainavul {AinanKax), B noawil BignosignocTi 3 BUMoramn GMP MICLEROMC PEryAOMOro apraHy Ta cneymdirayil

Peecrpauifinoro Moceiguenni KpaiHu-imnoprepa. Mporoxoan BUPOBHUUTBA, YNAaKOBKM T3 KoHTpONIo AKocTi 6yaM posraanyTi i
BM3HAHI BigROBIAHUMH BUMOram GMP,

Nigrotoeneno/ Compiled by: Tihana Zalig ?Y%d by: Kevin Mallia
- Val . q
r";"v(/\::b\,.r: Lo, L( Va4 i SEP 7“?5
Data/Date: 02.08.2024 2 nava?ﬁm/

¥noptoeamena ocoba/f Qualified Person

&

Teva Pharmaceutical industries Ltd.,

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.cam | www.teva.nit
Company No (2867 | VAT No MT 11360007 | {+356) 21693 533
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NEPKABHA CIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KUIBCHKII OBJIACTI

npos. Ceitnuasol Haail, 3, m.Kufs, 02099, Ten/thaxc: (044) 363-06-50
E-mail: dis. ko@dls.gov.ua, Kon €IIPTIOY 37078774

BHICHOBOK
Ipo AKICTH BBE3eHOro B Ykpaiuy JHKAPCLKOro 3ac00y

04.10.2024 Ne 48929/24/10

KJIOIN OO PEJ-TEBA
(nafiMenyanns nikapcskoro sacoby srimio 3 pecerpauiinun nocsintcnuas)
Ta0JIeTKH, BKPHTI ILIIBKROBOIO obononxoro, o 75 mr; o 10 Tabneror y Baictepi; mo 9
BaicTepis y kapTonwmiii KopobIi
((popra BunyCKy, Ho3yBanIs, BUL TaKysanits miKapcsxoro sacofy)

Homep pecerpauiitnoro nocsinuenns UA/11636/01/01 CTpOK Ail peccrpauiitioro nocsiguenns 01.01.2099
Cepis mikapeskoro 3aco6y Ne 159029 Kinuxicts sBesenoro nikapeskoro saco6y 10963

Bupotnnx Axrtasic JITI, Mannra
{naiimenysanus papoGHuka fixapeskoro sacofy, KpaiHa MOXofKeHs)

Breseno s Vipaiy Torapnerso 3 o6mesxenomo Bignopinansuicto "Tena Yxpaiua", inenr.
xon: 34770471
(nakmenyrauns ta xon 3a CAPTIOY 1opuanynol ocoGH afo npisniine, iM'a, 10 BaTXKOBI hiznenol

OCOGH - MANpHEMIL, IT MICUE TPOKUDaNI Ta peccTpanifiunii noMep oGMKono! KApTH LTATI A
nonarxis abo cepia Ta Homep nacnopTa)

IIpotoxon Bisyannuoro xonrpomo nix 27.09.2024 N 2908/7.

3a  pesymprataMu  mepiKasHOro KONTPOMO ~ BCTAHOBNIEHO, MO Jiikapchkuif 2aci6 BBeseno & Yxpainy s
HOTPUMAHHAM sumor 3aK0HOABCTEA WO 3a6ezneveHis AKOCT] NikapebKHx 3acobis.
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUQIKAT AKOCTI CEPIl JHIKAPCHKOIO 3ACOBY

Name of product/Haasa npogyiTy
(strength, dosage form, package size and
type/n03yBaHHR, NiKaPCeKa GOpMa, poIMmip
[ TN YNAKOBKK)

Clopidegrel-Teva, film-coated tablets, 75 mg NeS0 {Ne10x9) in blisters/ Knonigorpen-Tesa,
TabneTiu, sKpwTi NAIBKOROIO 0B0ACHKON, N0 75 Mr N200 (No10x9) B GaicTepax

Composition/Cxnan

Clopidogrel bisulfate 97.86 mg to equivalent 7S mg clopidogrel/Knoriperpenio ﬁicy;b:im
97,86 mr, W0 eXBIBANEHTHO 75 Mr KADNIHOIPEAD

ianufacturng couniry/Kpaina 8vpobHuK

Actavis Ltd, MaltafAkrasic flta, Manwta

Imparting country/Kpaika-imnoprep Ukraine/Yypaixa

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

Batch number/Homep cepit 164106

Batch size/Po3smip cepil 10,862 packs/ynaxkosok
Date of manufacture/fata supobruuTea 10.2024

Expiry date/Crpod npuaarHoeTi 09.2027

Name, address and authorization number
of manufacturing site/Hasea, agpeca i
HOMER MLLEH3IT 81MPOBHUIOT AInbHML

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 2000, Malta/
AxTasic 1T1, BLBO15, BLBO16, Byneben liiaactpian Gyausok, m. 3eityn, ZTH 3000, Mane-a
MLOO1

Test f NorasHKK ARQCTI

Specification / Aonycrumi Hopmy Results / Pesynbrami

Description /
Onuc

Round, pink, biconvex, film-coated tablets, with “I*
engraved on one side / Posesi, kpyrni, nsoonykAi
TabneTku, BHPUTI NAIBKOBOID 0BOACHKOI, 3
rpaBitnBaHHAM «1» 2 oaHOro Bany.

Complies / Bianosipac

Identification/ |neHrndikauia:

(TecT A) (Y}

- clopidogrel {test 8) {HPLC)/
Kaonigorpens (Tect B) {BEPX}

Colour / bapauk':
- titanium dioxide / rtany giokcng

- iron oxide / 3aniza okeng

- clopidogrel (test A) {UV)/ wnanigorpens

The spectrum obtained in the range of 250 to 300 nm
is concardant with that of the reference spectrum / Yo
COeKTp OTpUMaHKNA B alanasowi sig 250 Hm ao 300 vm
NOBWHEH GIANOBIAATH CNEKTPY NOPIBHANHA,

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 / Mac
YTPMMYBAHHA OCHOBHOID NIRY H2 Xpamatorpami
LOCAIQHKYBEHOTO PO3UMHY NOBHMHHO BIANDBIigaTH Hacy
YTPMMYBAHHA OCHOBHOFO iKY Ha xpomartorpami
CTaHARPTHOMO PO3YUHY.

Complies / Bianoginae

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 ammoenium
sulphate and sulphuric acid. / Posuwnn safapeaweToca
¥ Konip Bifg, NOMapaHyueBoro AC YEPBOHOMO Npw
A0AaBaHH] NepoKcMay BOAHIO 40 3aNMILHY, Wo
QTPHMYETBCA NiCAA cnaniosaHHa TabneTok,
foNepeAHbo POIUMHEH WM ¥ POSHMHI aMDHID CyabdaTy
Ta CipYaHoL KUCNGTH,

Nat performed/He
NPOBOAMBCA

The filtrate vields a biue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrachloric acid. / ®inwTpar gae GaaruTami
(cvnii) ocan npu pogaearni Kanio gepouianisy, Anui
HE POIYMHAETLCA ¥ XNORPUCTOBOAHEBITW KucnoTi,

Not performed/He
NpoBsoAXECA

Average tzuxblet mass /
CepeAaHn maca

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

285.500mg/mar

Teva Pharmaceutical Induskries Led.

Actavis Ltd. BLB 016, Bulebel Industrisl Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.comn | www.teva.mt
Company No C2867 | VAT No MT 11360007 | {+356) 21 633 533
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Resistance to crushing / Crifikicte Ao NLTS0N/ Mean: 8&6N/Cepeane: 86H
PO343aBAINBEHHAZ He menwe S0 H Min: 71N /Min: 71H
Max: 98N/Mauc: 98H
Dissolution / PosunrenHa’ NLT 80% (Q.+ 5%) after 30 mins®/ Mean/CepegHe: 96.9%
He merwe 80% (Q:+5%) uepes 30 xeuany? Min /Mir: 92.9%
Max /Maxe: 99.7%
Assay / KinbNicHe BusHaqeHHA 85 % - 105 % 73.522 mg/tabl.
{71,25 mg/tabl. — 78,75 mg/tabl.} / 73.522 mrfrabn.
95 % - 105 % 98.03%
(71,25 mrfrabn. — 78,75 mrfTaba.)
Uniformity of dosage units {mass Camplies with Ph. Eur. {2.9.40) / AV: 6.40
variation)/ OaHopiaxicTs Ao3yeanKA Bignosigro Ao Esp.@. (2.9.40)

{napiaujin macu)

Related substances /
CynyThi gomilmm?:

- impurity B / aomiwka B NMT 0,5 % / He Ginbwe 0,5 % <0.05%
- R-isomer / R(-)izomep (R- NMT 0,5 % / He Binbwe 0,5 % <0.1%
KAonigorpents)”

- any other impurity / 6yab-aka inwa NMT 0,2 % / He Binnwe 0,2 % <0.05%
A0MIWLKS

- Total impurities / cyma nomiwoxk NMT 1,5 % / He Binbwe 1,5 % <0.1%

Microbiological quality /
MirpobionoriuHa wucroTa®

- Total aerobic microbial count / aepo6ui | NMT 10°* CFU/g / NEE e EE

Baktepii He Ginbtue 10° aepobuux Gaxrepifis 1.
- Total combined yeasts/moulds count / | NMT 10?7 CFU/g / FROHOARACA
rpwbu He Binbwe 102 rpnGis 8 1 r npenapary.

| - Escherichia coli Absentin 1 g/ Biacythi Escherichiacolis 1 r.

! Not routinely performed. Tested on the first three production batches. / TecT te nposoaATs pyTUHNO. TetT NPOBOAATL Ha nepwux 3
cepiax.

2 The: limits can be revised after praduction of the first 10 batches and stability investigation / 3ansaeni mext momyTs Byt onoanewi
nicnn supobrvurea nepwmy 10 cepit | gocaigmenns crabineHocTi.

*If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Arwo
04Ha i Binewe Talnerox He BiANOsifAE BuMOram, T04j HACTYNHI TafneTiu TecTyIoTh BignoaigHo €d. 2.5.3.

*Not routinely performed, Tested on the first three production batches and then every 10th batch {at least annually}. / Tect He
NpoBaAATh PYTUHHE. TRCT NPOBOAATE Ha NEPWWX 3 cepinx, 3 NOTiM Ha KowHiH 10 cepii (woHakmerwe paa Ha pix).

- impurity B: {+)-{S)-(o-chlorophenyl) -6,7-dihydrothienal [3,2, c] pyridine-5 (4H) -acetic acid /aomiwka B: (+)-(5)-{o-xnopdenin)-6, 7-
Aurigpotuenon(3,2,clnipuaun-S{4H)-ouroaa kucnota

4. R-isgmer: methyl{-)-(R)-a-chlorophenyl-s,7-dihydrothieno|3,2,c]pyridine-5t4H)-acetate, hydrogen sulfate/R-izomep: metun(-}-{R}-o0-
xnopdeHin-6,7-aurigpotiero(3,2,c)nipuann-5{dH)-aueras, rigpocynedar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepin Bianosigae sumaram MHKA ao PN Ne UA/11636/01/01.

I hereby certify that the above information i 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 loeal
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 3assnnio, wo Haseaesa pHwe
inpopmauin e gocrosipHoo Ta TouHoio. Un cepin Gyna aurotosneHa, BRAWYEIOYM YNEHOBKY | KOHTPONL AKOCTI HA 333HAYEHIN Buawte
BUpoGHUYIR ginAHW! (alnAnkax), e noswifl eignosigHocti 3 sumoramn GMP MICLEsOTo perynIoloNoro oprany 1a cneyvdikauii
Peecrpauiiivoro Moceinyenni kpaiHu-iMnoprepa. fporakonu BUPOBHULTEA, YNAHGBKK T2 KOHTPOAKD AKOCTI Gyan posraanyTi |
BH3IHZHI BigneBigHKMMIs sumoram GIVIP,

Niarotosaeno/ Compiled ij; Ej-atarina Milanovic 3aTaepp,m9Hog55ued by: Javier Moscardo Polop

Aata/Date: 19.11.2024 /7 7 fava/ Date: (4 .7024
YnosrHogamera ocoba/ Qualified Person

Tava Pharmaceutical industries trd.
Actavis Lid. BLB 016, Gulebel Industrial Estate, Zojlun I 3000, Matta rfomalta@tevapharm.com | www. teva.int
Company Ko (2867 1 VAT No MT 11360007 i (+356) 216493 533




HEPKABHA CIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥ KUIBCHKIA OBJACTI

npoB. CeiTnuanol Hagii, 3, M.Kuis, 02099, ten/haxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Komg €{PIIOY 37078774

BUCHOBOK
PO AKiCTL BBE3EHOro B Ypainy Jikapehkoro 3acofy

18.02,2025 Ne 5107/25/10

KJIOIIIIOT PEJI-TEBA

(nafimcuybatnd NikapeLkoro 3acoly MO0 3 PCECTPALITHIM OCBIAYCHHAM)
TaGJeTRY, BRPUTI IUIBKOBOI0 06070HK010, TT0 75 Mr; o 10 Taducerox y Gaicrepi; mo 9
dicrepir y kapTonuiii xopooui;

(fopnra Bunycky, Zo3yBAIT, BILA NAKYRANHA RikapchkoTo 3acoby)

Homep peectpanjiinoro noceiguents UA/11636/01/01 crpox aii peeerpauiiinoro nocsizuenns 01.01.2099

Cepis nixapesxoro sacoby Ne 164106 Kiuskicrs Bsesenoro nikapcaxoro sacoby 10862
BupoGunk Axtasic JITI, MansTa
(naiimenynanust srpobinka nikapeskore sacofy, kpaina noxomkemis)
Breseno 8 Yipaitry Tosapucrso 3 00menceiioro BinnopigansiricTio "Tesa Yrpaiua®, izeur,
woq; 34770471

(wafiarenysarms Ta kog 3a CHPIIOY wpmmuol ocoGir afo npizmine, ists, no Gatekosi (isnunod
ocabit - nignpuemua, 1 Micie nPoKIBAIiA Ta peecTpaikiiimii nosep oONiKOROT KAPTEIN WATHING
nonatkia afio cepis Ta noarep nacnopTa)

Iporoxon sisyanskoro wontponto vin (#7.02.2025 N 0362/5.

3a  pesymbTATAMI NEPXKABHOTO KOHTPOJIO BCTAHOBNEHO, INO NIKAPCHKWE 3aci6 Boeseno B  Vipainy 3
BOTPUMATTHAM piMor 3aK010AaBCTBA UOA0 3aGCINICUEHITT SKOCT] TKAPELIHX 3ac06iR.
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