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AEPXITIKCIIYKBA
AEPKABHA CJIYKBA 3 JIKAPCBEKHUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH V KUIBCHKIA OBJIACTI

npocnext Banepis Jlo6arogcekoro, 51, M. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls. gov.ua,https://www.dls.gov.ua. Kog EAPIIOY 37078774

BUCHOBOK
Ipo SAKICTH BBE3EHOI0 B Yxpainy nikapeskoro 3acofy

03.11.2020 Ne 57999/20/10

L KJIOMIAOTPEJI-TEBA

(naiiMenyBanus NKAPCHKOro 3acoby 3rimHo 3 peecTpaitism TOCRiAYeHEIM)
TadJeTKH, BKpUTi IMBKOBOIO 060T0HK 010, TT0 75 Mr; o 10 rabaerox y Ouricrepi; mo 3
- baicrepn vy Kaprommiii Kopooni
((opma munycxy, AO3YBANHKA, BH]] DaKYBAHHS MKAPCLKOro 3acofy)

Howmep peectpaniitsoro nocsi xuenss UA/11636/01/01 CTPOK AT peecTpamiifiHoro roceigae s 19.07.2021

Cepis nikapeskoro sacoby Ne F95518 Kinbkicts Besenoro nikapeskoro 3acofy 32661

BupoGuuk Axragic JITJ[, Manbra

(nadvenrypanms Bupo6rmKa HKBPCHROrO 33606y, KkpaiHa noxo/mkens)

Beeseno » Vipainy Tosapucrro 3 ofmexenorn BilmoBixaabHicTIo "Tepa Ykpaina", igenr.

rkon: 34770471

(HadMenypanug ta kol 3a €APTIOY ropunnamoi ocoln abo npizeume, iM's, no Garekosi dizynof
0cobH - niampurem, i Micue TIPOXHBAHHS Ta PeecTpartidnmit HOMED 0OMIKOBOT KAPTRY MnaTHEKa
nogaTkin afo cepin ta HOMEp nacnopra)

porokoa sisyansnore kouTpoo bix 29.10.2020 N 3704/2,

3a  pesyarTaramu ACPAABHOTO  KOHTPOJIO BCTAHOBIIEHO,

o mikapcekudi  3aci6  BBeseno Vkpainy 3
pi { OTPHMAaHHAM emvor 3aKOHOZABCTRA MO0 3a6e3neyeHs

JKOCTI TXapchkux 3aco6is.

Onexciit COJIOIPAM

" (mimme) (iminiann ta npisprme)
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Actavis

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUDUKAT KAYECTBA CEPUM IEKAPCTBEHHOTO CPEACTBA

Name of prodt;ct/HaasaHne npogykTa
{strength, dosage form, package size and
type/nosnposxa, nexapcraennan hopma,
P33MED W THN YNBHOBKW)

Clopidogrel-Teva, film-coated tablets, 75 rg N230 {N910x3).1n blisters/ Hnanm,qor;;é;‘reaa,
TabABTHH, NOKPLITHIE HABHOYHOM 060n64KOA, Mo 75 Mr Ne30 (Ne10x3) s Gancrepax

Compasition/Cocras

Clopidogrel bisulfate 57.86 mg to equivalent 75 mg clopidogrel/{aonmaorpenn 6ucym;@-z;;m-
97,86 Mr, MTO 3KBUBANEHTHD 75 Mr Knanuvacrpena

Manufacturing country/cTpana -
NEzoU3BOAUTENL

Actavis Ltd, Malta/Axraguc N7a, MansTa

Importing country/Crpana wmnopTep

Ukraine/YxpanuHa

MA number/riomep Py UA/11636/01/01 L ;

Batch number/Homen cepuu F95518 ~ J

Batch size/Pasmep cepuu 32,661 packs/ynakosok o
_Date of manufacture//lata nponzsoacrsa 08/2020 e
_Expiry date/Coon rogroety 07/2023

Name, address and authorization number of
manufacturing site/Hazeanne, anpac u
HOMED AMUEHIHU NPOUIBDACTEEHHOID
| ¥HacTHa

Actavis Ltd, BLB 015, BLB 016, Bulebe! Industrial Estate, Ze|tun, ZTN 3000, Malta/Antasnc

fira, BLB 015, BLBO16, Byaeben Unpacrpuan gom, r. 3eitryn, ZTN 3000, Manbta
MLOD1.

SRS

Test / Fiorasavens navecrsa

Specification / fonycrumets sopamb) | Results / Pesynvraret

Description /
Onscarue

Round, pink, biconvex, film-coated ta blets, with “1” Complies / Coorsefcrayev
engraved on one side / Po3osbie, Kpyrasie,
ABOAKOBLINYRALIE TABASTHY, NOKPLITLIE NABHAOYHOH

060a04KOH, C THaBuuOBKOM «1» Ha 0AHONM CTopoHe.,

Identification/ MpenTudmrayun:
- clopidogrel {test A} {uv)/ Rhonuaorpens
{rect A) (Vo)

- clopidogrel {test B) (HPLC)/
Knonuaorpess {Tect B} (BIHKX)

Colour / Kpacurens':
- titanium dioxide / Tutana AMOKCH,

- iron oxide / menesa oncug

The spectrum obtained in the range of 250 to 300 nm is
concordant with that of the reference spectrum / Yo
CReKTp NOAYYeHHbIR B AWanasode oT 250 um A0 300 um
BO/MEH COOTBRTCTEOBATL CNEKTPY CPaaHeHMA.

Complies / Cootserctayer

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 / Bpemn
YAEPHUBAKNA OCHOBHOTO NUKA HA XPOMaTOrpamme
YCMBITYEMOTO PacT80Pa A0MKHO COOTEETCTEO8ATh
BPEMEHH YAEPHNUBAHUA OCHOBHOMD NMKA Ha
XPOMaTOrpaMme CTaHAIPTHOD PacTaopa.

Complies / Coovsercrayer

Not performed/He
NpesoAUNcs

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 ammanium suiphate
and sulphuric acid. / PacTeop okpawnsaston OT
OP3HMEBOIO A0 KPaCHOrD LBETA nocne nobasneHiss
NEPEKHUCH BOADBOAA K OCTATKY, NOAYYEHHOTO NoCne
CKUraHuA TabaeTok, npegsaputensHo PacTsopRIOT B
PacTBOpE aMMOHKA CyntdaTa ¥ CEPHOM KUChoTe,

The filtrate yields a biue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in dilute
hydrochloric acid. / ®uastpar paer roayBoi (cuuniz}
©CaA0K NpK AobaBaseHn KanMA eppourannga, ketopblii
He pacTeopARTCR B Pa3BasaeHHON X110 PUCTOBOADPOAHDH
HHChOTE.

Not performed/He
NPpOBOAKACA

-Average tab?égméss /
Cpeswuns macca

283,25 mg t 5% (269,09 mg - 297,41 mel/
283,25 mr 1 5% (269,09 mr - 297,41 Mr}

286.63mg/mr

Resistance to crushing / CrodikorTs K
Pa3AaBAMBIHIID

Mean/CpeaHee: EINIH
Min/huu: 65N/H
Max/Manc: 94N/H

NLTSON/
He meHee SOH




Dissolution / PacTeopetue °

NLT 80% (Q + 5%) after 30 mins’ /
He menee 80% ((Q+5%) uepes 30 murys’

Mean/Cpeatiee: 95.5%
Min /Mun: 92.6%
Max /Makc: 97.3%

Assay / KoamuecTeennos onpedenexue

95 % — 105 %

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

(71,25 mr/vabn. - 78,75 mr/1aba.)

7307mg/mr
97.4%

Uniformity of dosage units (mass
variation}/ OaHopogHocT A03NPOBaHUA
H H3MEHEHWE MacChi)

Complies with Ph. Eur. {2.9.40) /
B cootaercTenu ¢ TpebBoeaHuamMn Fo. {2.5.40)

Related substances /
ConyTorsyiowme npumecy:
- impurity B / npumecs B’
- R-isamer / f{-luaomep (R-
knonugorpens)”
- any other impurity / niobas apyras
npuMecs
- Total impunities / cymma npumecei
| Microbiological quality /
| MUKpoBUOAoruueckan uucTota’
| - Total aerobic microbial count / a3pobHuie
BanTepuu
- Tatal combined yeasts/moulds count /
rpubs
- Escherichia cofi /
_Escherichia coli

NMT 1,5 %/ He bonee 1,5%

NMT G5 % / He Gonee 0,5 3%
NMT 0,5 % / He fioaee 0,5 %

NMT 0,2 % / He Bonee 0,2 %

NMT 10° CFU/g /

He 6onee 10° a3po6Hbix Gakrepuiin 1 r.
NMT 16° CFU/g /

He Gonee 10 rouBosa 1r.
Absentinig/

Orcyreramne Escherichia colie 1.

" Not routinely performed. Tested on the first three production batch

CEpUAX.

? Not routinely performed. Tested on the first three production batches and then every 10th batch {
NROBOAAT PYTUHHO. TECT NPOBOART Ha Nepebik 3 CepUAX, a NOTOM Ha KawAoh 10 cepuu (o Hpaiineit
*Ifone or rore tablets do not meet the requirements the requirements then the tablets are tested |
oAMa uan Bonee TabneTok He cooTBeTCTayeT TpeboBatnam, Toraa TabARTKY HCNLITLBSIOT COTAacHo
- impurity B; {+}-{S}-{o-chlarcphenyi) -6,7-dihydrothienol {3,2, ¢] pyridine-
AMrApoTUEH0(3,2,clnupuanH-5{4H)-yKeycHan kucaota

- R-lsomer: methyI(-HR)-o-chforophenyi»s,Y—dihydruthieno[a,2,clpyridlne-S(dH)—acetate,

g

AV: 2.8

<0.05%
<0.10%

<8.05%

4

| <0.05%

tlot performed/He
NPOSOANACA
Not performed/He
| ApoBosuMACR
Not performed/He
BPOBO/MACA

xm:}pd:eumn-s,7~,qum,u,pomeﬁs{3,2,c]nupm,q,nﬂ-5€4H}«auETaT, rapocynbdar.

The batch meets the requirements of QCM far MA No

UA/11636/01/01.

I hereby certify that the abave information is authentic and accurate,

es. / TecT He npoBoaaT pvm;rrm. Te¢y npovoant Ha nepaix 3

at least annually). / Tect He
wmepe axeroaHo).
n accordance with Ph 2 9.3/ Ecau

E. 2.9.3.

5 (4H) -acetic acid /npumece B: {(+}{5)-(0-xnoperun)-5,7.

hydrogen sulfate/R-uzomep: metun(-}-{Rj-o

UA/11636/01/01 / Cepun toorsevcrayet TpebosaHuam MKK k PY Ne

This batch of product has been manufactured, including

packaging/labelling and guality 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 Authori

packaging and analysis records were reviewed and found to be in compliance with GMP/

3TUM A NOATHEPHAII, 4TO APUBEACHHER BLILe uHopmauun ects o

sation of the importing country. The batch processing,

CTOBEPHAR 1t YOUHAA, 373 CRPUA NPOAYHIMK BIna KIroToBAEHa

(BRMONES YNaKoBRY/MapKUPOBKRY) W NPOBEARHHLIN KOHTPOAL KAYECTBA Ha yR33aHHOM NPOHIBOACTEEHHOM YIACTHE B NOAHOM
cooTeeTcTsMy € TReBoBaHMAMU GMP, YCTSHOBAEHHLIMK MECTHLIM PETYNATODHBIM OPTAHOM, 8 TAK KE B COOTBETCTBUM €O

tneuupukatei « PY ua npenapar MpoToxons nponseoacTsa

CooTBeTCTEHe YpeboBanuam GMP.

Nogrorcanan/ Comglled by: Rose-Anne Attard

X

Date: 16.09.2020

+ YIKOBKH H aHann3ne G610 nepecmoTpensl u yeraHoBanena

Date:
Qualifiad Person

.0 Lepo
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Actavis

t{+ 356) 2169 3533

f {+356) 2169 3604
info@actavis.commt
Company reg N° C2867
VAT reg N* MT 11360007

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUGUKAT KAMECTBA CEPUU NEKAPCTBEHHOTO CPEACTBA

Actavis Lid

BLB o

Bulebel industnal Estate
Zejtun ZTN 3000 Malta
www.actans com

Name of product/Hassanue npogyxra
(strength, dosage form, package size and
type/n0o3avposKa, neKapcTeeHHan Gopma,
pamep ¥ TUN YNAKOBKN)

Clopidogrel-Teva, film-coated tablets, 75 mg N30 (N210x3) in blisters/ Knonugorpen-Tesa,
Tabnevku, NoKpbITLIE N1NeHOHOR 060NCKON, NO 75 mr N930 (Ne10x3) e 6auctepax

Composition/Cocras

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonuaorpens Gucynedar

97,86 Mr, NTO IKBHBANCHTHO 75 MI KAONUAOTPENR

Manufacturing country/crpana -

Actavis Ltd, Malta/Axrasuc fita, MansTa

npou3soguTent
Importing country/Crpana umnoprep Ukraine/YkpauHa

MA number/Homep PY UA/11636/01/01

Batch number/Homep cepun F95519

Batch size/Pasmep cepuu 32,700 packs/ynaxosok
Date of manufacture/Aava nponasoacrea 08/2020

Expiry date/Cpok roanocTn 07/2023

Name, address and authorization number of

manufacturing site/Hassanue, aapec n

HOMEP AMLEH3UKU NPONIBOACTBEHHOO
acTKa

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrlal Estate, Zejtun, ZTN 3000, Malta/Axrabuc
fira, BLB 015, BLBO16, Bynebea Unaactpuan pom, r. 3einyH, ZTN 3000, ManbTa

MLOO1.

ABOAKOBLINYKAbIE TaBAGTKHW, NOKPLITHIE MNEHOMHOMN
06004Ko, ¢ rpasnuposuoi «I» Ha oarol cTopoHe.

Test / Nokasarens Kauecrsa Specification / fonyctnmebie Hopmbl Results / Peaynabrarni
Description / Round, pink, biconvex, film-coated tablets, with “I” Complies / CooTaercteyer
Onucanne engraved on one side / Po3osbie, Kpyrasie,

Identification/ Unentudpurauma:
- clopidogrel (test A) (UV)/ xnonugorpens
(rect A} (YO)

- clopidogrel (test B) (HPLC)/
xnonuporpens (tect &) (BIMKX)

Colour / Kbacnrenu‘:
- titanium dioxide / TuTana auoncug

- iron oxide / mene3a oxeua

The spectrum obtained in the range of 250 to 300 nm Is
concordant with that of the reference spectrum / Yo
CNERTP NOAYYeHHLIA 8 Auana3oHe ot 250 Hm A0 300 HM
AO0/MKEH COOTBETICTBOBATH CNEKTPY CPABHEHUA,

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 / Bpema
YAEPHUBAHUA OCHOBHOTO NWKA HA XPOMATOrPaMMe
MCNbITYEMOr0 pacTeopa A0MKHO COOTBETCTROBATL
BPEMEHU YALPHUBAHUA OCHOBHOIO NVKA Ha
XpOMaTOrpamme CTaHAIPTHOIG PacTeopa.

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. / Pacteop okpawmnsaercs or
OPaHKEesoro A0 KPACHOTO UBeTa nocae pobasneHun
NeperncH B0J0BOAA K OCTATHY, NOAYYEHHOSO nacae
OKUraHuA TabneToK, NpeaBapUTeALHO PacTEOPAIOT 8
PacTBope aMmMOoHUA CynbdaTta U CepHOIR KucaoTe.

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in dilute
hydrochloric acid. / dunotpar paer rony6oii (cunmii)
0CaaoK npn aobasneHun kanua heppounaHnaa, KOTOPLIN
He pacTBOPAETCA B pa3baBneHHON XAOPUCTOBOAOPOAHON
KHCNOTE.

Complies / Coorsercrayer

Complies / Coatsercrayer

Not performed/He
nposoauraca

Not performed/He
npoBoauACA

Average tablet mass /
CpepHan macca

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

283.72mg/mr

Resistance to crushing / Croitkocts
Pa3paBNKUeaHnIo

NLTSON/
He meHee 50 H

Mean/Cpeanee: 83IN/H
Min/Mun: 660N/H
Max/Makc: 93N/H

an~ /2B 400207 (LS




Dissolution / Pacteopexne ‘

NLT 80% (Q + 5%) after 30 mins’ /
He meHee B0% (Q+5%) uepea 30 munyt’

Mean/CpeaHee: 97.1%
Min /Mun: 95.5%
Max /Maxc: 99.1%

Assay / KonuuecTeeHHoe onpeaeneHue 95 % -~ 105 % 73.27mg/mr
(71,25 mg/tabl. - 78,75 mg/tabl.) / 97.7%
95 % - 105 %
{71,25 mr/1abn. - 78,75 mr/Tabn.)
Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40) / AV: 2.8
variation)/ OAHOPOAHOCTL AO3UPOBIHUA B cooTeercreuu ¢ TpebosaHuAmK ED, (2.9.40)
(u3meneHue macce)
Related substances /
Conyvcrayioume npumecu:
- impurity B / npumecy B' NMT 0,5 % / He 6onee 0,5 % <0.05%
- R-isomer / R{-)uaomep (R- NMT 0,5 % / He Gonee 0,5 % <0.10%
wonugorpens)”
- any other impurity / moban apyran NMT 0,2 % / He 6onee 0,2 % <0.05%
npumech
- Total impurities / cymma npumeceii NMT 1,5 % / He Sonee 1,5 % <0.05%
Microbiological quality /
MuKpoBuonormieckan yuctora®
- Total aerobic microbial count / aspo6ieie | NMT 10° CFU/g / 0 CFU/g / KOE/r
6aktepuu He 6onee 10° a3pobHbix Garrepuiis 1r.
- Total combined yeasts/moulds count / NMT 10° CFU/g/ 0 CFU/g / KOE/r

rpnbbi
- Escherichia coli /
Escherichia coli

He 6onee 10 rpubos a 1r.
Absentinlg/
Orcyrcreue Escherichiacolis 1.

Absent / otcyrcreyer

" Not routinely performed. Tested on the first three production batches. / Tect He nposoasT pyTuHHO. TecT NPOBOAAT Ha Nepsbix 3

cepuax.

INot routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tect ne
NROBOAAT PYTHUHHO. TECT NPOBOAAT KA NEPBLIX 3 cepuax, a NOTOM Ha Kamaohn 10 cepuu (no KpaiHeit mepe emerogHo).
If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Ecnn

= impurity B: (+)4{5)-(o-chlorophenyl) -6,7-dihydrothienol (3,2, ¢] pyridine-5 (4H) -acetic acid /npumece B:

AnruapoTuenon(3,2,clnnpuann-S{4H)-yreycHan kucnora
! R-isomer; methyl(-)»(R)~o-chtorophenvl-6,7-dihydrothieno[3,2,|:]pvridlne-S(4H)—acetate. hydrogen sulfate/R-uaomep: metun(-)-(R})-o-
xnopdeHnn-6,7-gurmapotuerol3,2,clnupuaun-5(aH)-auerar, ruapocyavdar.

oaHa unu Gonee TabneTok He cooTseTcTBYET TPR6OBAHMAM, TorAa TabneTkm ucnubiBalor corsacko Ed, 2.9.3,
(+)-{S)-{o-xnopdennn)-6,7-

The batch meels the requirements of QCM for MA Ng UA/11636/01/01 / Cepun cooteerctayer tpeboBanuam MKK k PY 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 Authorisation of the im

packaging and analysis records were reviewed and found to be in compliance with GMP/
3T4M A NOATREPHAAIO, WTO NPUBEAEHHAA BbIE MHHOPMAUMA eCTL AOCTOBEPHAR W TONHAA. 3T3 €epua npoayKunu Gotna 3rotoenexa
(8Kn1043A YNaKoBKY/MAPKUPOBKY) W NPOBEAGHHLIA KOHTPONL KAYECTBa Ha YR233HHOM NPOM3IBOACTBEHHOM YacTke 8 NONHOM
cooTeeTCTaMM C TpeGOBaHHAMN GMP, YCTAHOBAIZHHBIMM MECTHBIM PEIYARTOPHLIM OPIaHOM, 8 TaK e B CODTBETCTBIM CO
cneundukaumed K PY Ha npenapar. NpoToKONb: NPOHIBOACTBA, YNIKOBHA M 3HANN308 66110 NepecmoTPeHbl U YCTaHOBNRHO

cootsescrane Tpe6osaHuam GMP.

Noarovosner/ Compiled by: Rose-Anne Attard

lﬂt\_

Date: 16.09.2020 . T-'

Yraepiaeno/ Issued by: Javier Moscardo Polop

porting country, The batch processing,

Qualified Person

Date:.. (f.0G.1210




¥
JEPXITIKCITYXEA
AEPIKABHA CJIY)KBA 3 JIIKAPCHKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKII OBJIACTI

nmpocnexT Banepis Jlo6aHoBCEKOTO, 51, M. Kuis, 03110, Te/akc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,hgt_gg//www.dls.gov.ug, Kon €IPTIOY 37078774

BHCHOBOK !
Hpo AKiCTH BBE3€HOro B Yxpainy aikapebkoro 3acoly

03.11.2020 Ne 58000/20/10

, KJIONIAOTPEJI-TEBA
(Haitmenypanug nixapcrxoro 3aco6y 3rigHo 3 peectpauiiuim NOCBIXYECHHAM)
Tal/1eTKH, BKPATI m1iBKoBOIO 000,10HK010, N0 75 Mr; o 10 Tabuerok y Guicrepi; mo 3
Oanicrepw y kapronuiit Kopobui
(fopma pumycky, nosysanms, sua TIaKyBaHHA JKapcEKOro 3aco6y)

Homep peectpauiitroro nocsizaenss UA/11636/01/01 CTPOK Hif peectpanilioro nocsimenss 19.07.2021
Cepix nikapcsxoro 3aco6y Ne F95519 Kimpxicts BBeseroro sikapcskoro saco6y 32700 !

Brpo6unk Axrasic JIT]], Mansta ,
(HaitvenyBanns Bupo6HIKa TKAPCBKOTro 3ac06y, kpaiHa noxonxenns)

Breseno B Vpainy ToBapucrso 3 o6Mexenoo Bianosinaabuictio "Tepa Yxpaina", igenr.
xox: 34770471
(nafivenyBanms Ta kop 3a €JIPTIOY ropumprinol 0cobH abo npi3euie, iM's, no GaTbxoni Gisuunoi

0co6H - nianpuemus, T Micue nposxusasus Ta peecTpauiitunit Homep o6urikoBol KapTKY natHuka
nozarkis a6o cepis Ta Homep nacropra)

Hporoxon Bisyansnoro kourposmo Bix 29.10.2020 N 3704/3.

3a pesymsTatamm aepxasHoro KOHTPOMIO ~ BCTAHOBNEHO, mO ITiKapchkWM 3aci6 BBeseHo p Vipainy 3
AOTPHMAHHSAM BHMOr 3aKOHONABCTEA MOKO 3a6e3MeTeRHA AKQCT JMIKAPCHKIX 3aC06iB.

Onexciit COJIOJIPATA

(ininian Ta npizsrme)

YKPAIHAx }

e gy '
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Actavis

Actavis Lid

BLB o6

Butebel industrial Estate
Zejtun ZTN 3000 Malta
www.actavis.com

t(+356) 2169 3533

f (+356) 2169 3604
info@actavis.com.my
Company reg N* C2867
VAT reg N> MT 360007

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUDUKAT KAYECTBA CEPUM NEKAPCTBEHHOIO CPEACTBA

Name of product/Hassanme npoayxra
(strength, dosage form, package size and
type/Aa03uposKa, nekapcreeHHan ¢dopma,
pa3Mep 1 TUN yNaKkoBKu)

Clopidogrel-Teva, film-coated tablets, 75 mg Ne30 {(N210x3) in blisters/ Knonuaorpea-Teea,
Tabnerku, NOKPLITHIE NAEHOYHOH 060N104KOI, NO 75 mr N30 {N210x3) 6 Gauctepax

Composition/Cocras

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knonuaorpens Gucynvbat
97,86 M, 4TO IHBUBANEHTHO 75 MF KAONUAOTPEAR

Manufacturing country/cTpana -

Actavis Ltd, Malta/AxTasuc Nita, Maneta

npon3soanTens

Importing country/CrpaHa umnoprep Ukraine/YxpanHa

MA number/Homep PY UA/11636/01/01

Batch number/Homep cepun F95520

Batch size/Pasmep cepun 32,141 packs/ynakosox
Date of manufacture/flata npou3ssoacrsa 08/2020

Expiry date/Cpok rogsocTm 07/2023

Name, address and authorization number of
manufacturing site/Ha3ssanve, agpec n
HOMED ANLEHINK NPOUIBOACTBEHHOrO
y4acTka

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta/Axvassuc
frp, BLB 015, BLBO16, Byneben Mugactpuan aom, r. Jeiity, ZTN 3000, Mansta
MLOO1.

Test / Noxasarens Kauecraa

Specification / Alonyctwmsie Hopmbs Results / Peaynvrarn

Description /
Onucaxne

Round, pink, biconvex, film-coated tablets, with “[*
engraved on one side / Po3osbie, kpyrasie,

ABORKOBLINYKABIE TAGNRTKW, NOKPLITLIE RNEHO4HOH
o6onoukoi, ¢ rparupoBkoi «I» Ha oguoi cropone.

Complies / Cootaercrayer

identification/ Uaentndurauma:

(vecr A} (YO)

- clopidogrel {test B) {HPLC)/
Knonuporpens (tect B) (BIMX)

Colour / Kpacutens':
- titanium dioxide / Tutana guokcna,

- iron oxide / menesa oxcmg

- clopidogrel (test A) {UV)/ knonnaorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Yo
CNEKTP NOAYYEHHLIR B gAnana3oHe o1 250 Hm 20 300
HM AO/IKEH COOTBRTCTBOBATL CNEKTPY CPABHEHMA.

Complies / Coorsercrayer

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 /
Bpemn yAepKMBaHWA OCHOBHORO AUKA HA
XpOMATOTPaMMe UCALITYEMOrO PACTBOPa A0MNKHO
COOTBETCTBOBATL BPEMEHU YACPIKNB3HNA OCHOBHOrO
NWKA Ha XPOMaTOrpamme CTaHAAPTHOTO PACTBOPa.

Complies / Coovsercrayer

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. / Pactaop oxpawwsaerca
OT OPAHIKEBOro A0 KPACHOrO UBETa NOCAE 40GaBAEHHA
NEPeKUCH BOAOBOAR K OCTATRY, NOAYYGHHOrO nocae
CHMraHUA TaGAETOK, NPeABAPHTRALHA PACTBOPAIOT &
pacTaope aMMOHNR cynbdaTa U CEPHONH KHEAoTe,

Not performed/He nposogunca

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / duabtpar aaet ronyGoii
(cvnnit) ocagox npu ao6asnenur Kanua
$eppounannaa, KoTopeIii He pacTBOPAETCA B
pa3BaaneHHON XAOPHCTOBOAOPOAHON KHCAOTE.

Not performed/He nposogunca

Average tablet mass /

283,25 mg + 5% (269,09 mg ~ 297,41 mg)/ 282.97mg/mr
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t{+356) 2169 3533
F(+356) 2169 3604

Actavis Wd
BLB ;6

. nfo@actavis.com.mt Butebe! Industrial Estate
Comgany rog N- CaB67 Zejtun 2TN 3000 Malla
%acﬁa 283,25 mr 1 5% (265,09 Mr4129R41Mr) www.actavis.com
Resistance to crushing / CroiinocTs « NLTSON/ Mean/CpeaHee: 76N/H
Pa3gasANBaHUIo He menee SOH Min/Muu: 67N/H
Max:MaKc: 92N/H
Dissolution / PactBopenue * NLT 80% (Q + 5%) after 30 mins’ / Mean/Cpegnee:  94.7%
He menee 80% {Q+5%) uepes 30 muuyt’ Min /Mun : 91.3%
Max /Maxkc : 98.1%
Assay / KonuuectsenHoe onpegeneHne 95 % =~ 105 % 72.94mg/mr
(71,25 mg/tabl. - 78,75 mg/tabl.) / 97.3%
95 % - 105 %
{71,25 mr/Taba. — 78,75 mr/rabn.}
Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40) / AV 4.0
variation}/ OQHOPOAHOCTL AO3NPOBAHNA B cootsevcTanu ¢ TpeboBannamu EP. (2.9.40)
{wamenenune macchl)
Related substances /
Conyrcrayioume npumech:
- impurity B / npumecs B’ NMT 0,5 % / He Gonee 0,5 % <0.05 %
~ R-isomer / R(-)u3omep (R- NMT 0,5 % / He Gonee 0,5 % <0.01%
Monuaorpenb)'
= any other impurity / nio6as apyras NMT 0,2 % / He Gonee 0,2 % <0.05%
npumecs
- Total impurities / cymma npumeceri NMT 1,5 % / He 6onee 1,5 % <0,05%
Microbiological quality /
MHKPOGHOAOTHHELKAR YUCTOTA’
- Total aerobic microblal count / aspoBueie | NMT 10° CFU/g / Not performed/He nposoannca
Gaxrepuu He 6onee 10’ a3pobuoix Ganrepuiis 1.
=~ Total combined yeasts/moulds count / NMT 10° CFU/g / Not performed/He npoaoaunca
rpubul He Gonee 10’ rpubos s 1 7.
- Escherichia coli / Absentin1g/ Not performed/He nposognncs
Escherichia coli OrcyvcTaue Escherichia colis 1.

" Not routinely performed. Tested on the first three production batches. / TecT He npoBOAAT pyTUHHO. TeCT NPOBOAAT Ha Nepebix 3

cepuax,

? Not routinely performed. Tested on the first three production batches and then every 10th batch (at least annually). / Tecr e
NPOBOAAT PYTUHHO. TeCT NPOBOAAT Ha NEPBLIX 3 CePNAX, 3 NOTOM HA KamAoii 10 cepnw (no KpaitHed MEPE EMErDAHO),
if one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ Ecan

3

AUrnapotnenon|3,2,clnupuann-5(4H)-yxcycHan kucnoTa
“. Risomer: methyl(-)-{R)-o0-chlorophenyl-6,7-dihydrothieno[3,2,c)pyridine-5{4H)-acetate, hydrogen sulfate/R-usomep: metua{-}-(R)-o-
xnopdennn-6,7-aurnapotneHo(3,2,clanpuann-5(aH)-anerar, rngpocynpdar.

0AHa unu 6onee Tabnetox He cooreeTcTByeT TpeboBaHMAM, TOrAa TABNARTKN MCNLITLIBAIOT COTACHO €. 2.9.3.
= impurity B: (+)-{S)-(o-chlorophenyl) -6,7-dihydrothienol (3,2, c) pyridine-5 (4H) -acetic acid /npumech B: (+)-{S)-{o-xnopdenun)-6,7-

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepun cooveercrayer TpeGosaHuAm MKK x PY 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 Authorisation of the importing country, The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP/

STum A NOATEEPKARID, YTO NPHBEABHHAA BLIE HHGOPMALMA eCTb ADCTOBEPHAA M TOUHAA, 3Ta cepun npoaykuuu Gbina uarotoBneHa
(srmouan ynakosKy/mMapkvpoBKy) M NPOBEAEHHBIN KOHTROAL KEYECTAZ HA YKAIAHHOM NPOM3BOACTBEHHOM YMaCTKE B NOAHOM
C0OTBETCTBUK C TpeboBanurmu GMP, YCTAHOBAGHHBIMW MECTHBIM PEryAATOPHBIM OPTaHOM, 3 TAK e B COOTBETCTBHMN O
cneuuuxaymedt k PY Ha npenapar. NPoToKoALI NPOM3BOACTBA, YNAKOBKM U AHANUIOB GbING NepecMoTPEHb! U YCTaHOBACHO

cootaercTame TpeSosaHuam GMP,

Noaroroener/ Comgiled by: Pauline Abela

Date:

(2 [10 | 2010

Yraepmaeno/ issued by: Javier Moscardo Pol

|
Date: l'glio 2710

Qualified Person
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JAEPXUIIKCITY)XXBA
AEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npocnekT Banepisa Jlo6aHoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
npo sKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3aco0y

01.12.2020 Ne 63635/20/10

KJIOIIIIOI'PEJ -TEBA

(ualiMcHyBaHH JikapCHKOro 3aco0y 3riiHO 3 peecTpauiifHuM NOCBIIIEHHAM)
TabaeTKH, BKpHTI IUIIBKOB0I0 06010HK010, 10 75 Mr; Mo 10 Tabaerok y Gaicrepi; o 3
6aicTepu y kapTonHili Kopobui

(dopma BamycKY; A03yBaHHS, BUI NAKyBaHHS NiKapCHKOTO 3ac06y)

Homep peectpanitinoro nocsizaenns UA/11636/01/01 crpox aif peecrpauiitroro nocsimuenns 19.07.2021

Cepis nikapcexoro 3aco6y Ne F95520 Kinskicts BBe3eHOro nikapeskoro sacoby 32141
Bupo6Huk Axrasic JITJI, Mansta
(ualiMeHyBanns BUPOGHHKA J1IKPCHKOTO 3ac06y, KpaiHa NOXOKCHHS)
BaeseHo B Yipainy TosapucTBo 3 060MexeHo10 BignoBigaasaicTIO "TeBa Ykpaina", inent.
xon: 34770471

(naitvenysarns Ta xont 3a €IPTIOY ropuau4Hol 0coGu a6o npissume, iM's, no Garskosi disuarol
ocobu - nianpuemus, i Micne NpoxuBaHHA Ta peecTpaifiHuii HoMep 06/IKOBOI KAPTKH IIATHHKA
nonarkis abo cepis Ta HomMep nacropra)

IIporoxon BisyaabHoro xontpomo six 23.11.2020 M 4066/3.

3a pesylbTaTaMH JepKaBHOrO KOHTPOMIO BCTAHOBNEHO, IO Jikapchkmlf 3aci6 BBeseHo B Vkpalmy 3
AOTpHMAa HMOT 3aKOHOJABCTBA MO0 3a6e3eaeHHA $KOCTi NiKapChKHX 3aco0iB.
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AEPXINKCIIYXKBA
HEPKABHA CJIIYKBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM V¥ KHIBCBKII OBJIACTI

npocnexr Banepia Jlo6anorcbkoro, 51, M. Kuis, 03110, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitps://www.dls.cov.ua, Kox EJPTIOY 37078774

BHCHOBOK
PO SIKICTH BBe3eHoro B Yxpainy Jikapesroro 3aco0y

20.05.2021 Ne 21114/21/10

KOOI PEJI-TEBA

(watimenysanug mikapebioro 3acafy 3ritHo 3 PEeECTPALHIHM IOCH] fHeHHAM)
TabaeTKy, BRKPATL IIIBKROBOI 060100010, 10 75 mr; o 10 Tadrerox y 6aicrepis o 3
Oaicrepy y KapTouwiit KopoGui

(thopma BHITYCKY, L03YBaHHS, RAN (IAKYBANHT AiKAPCHKOro 3ac06y)

Homep peccrpanitinoro nocsinuenns UA/11636/01/01 crpox nit peectpauiiioro noceimuenns 19.07.2021

Cepin nikapcbkoro 3acody Ne FO759( Kinpkicts BBesenoro nikapenkoro saco6y 31818
BHpobHHE _ Axrasic JIT]], Mansra
(HaiimMenysauns BupoGHuKA Jikapchroro 3ac00y, xpalHa MoXompieHHs)
Breseno B Yxpafny Tosapucreo 3 06Mesxenoro Bixnosinambmicrio "Tepa ¥ Kkpafua", izenr.
wom: 34770471

(naiimenysanus ta kou 32 C/APTIOY wopyasdHol ocobu abo npispye, iM's, no SaTbkosi Gismaiot
0CO0H - minnpHeMIY, i MiCHe tpoXUBALHA Ta peceTpauiiiumii Homep oGrikosol xapTin miaTHHEn
noAarkis ao cepis rta nosep nacnopia)

Hpotoxoun sisyansnoro konrpoaw six 20.05.2021 M 1265/3.

3a  pesynpTaTAMM  JEPKABHOTO KOHTPOJIO  BCTAHOBNICHO, MO Jikapehkmii  3aci6  Brezeno w Yxpaty

AOTPHMAHHSIM BUMOT 3aK0OHOIARCTE oo 3adesneuens ft:oc"ri NKapCEKHX 3acobis.
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t(+356) 2160 3533 Actavis Lid

£ (+356) 2165 3604 BLBoig
Info@actavis.com.mt Bulebel Industrial Estate
Company reg N* C2867 Zejtun ZTN 3000 Malts

VAT reg N° MT 11360007 wiww.actavis.com

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIT NIKAPCBKOrO 3ACOBY

Version2

e |

Name of product/Hassa npoayxry

{strength, dosage form, package size and
type/o3yBanHA, Alkapchka GopMa, poamip i
THN YNAKOBKH)

C!opidogreI—Teva.'}'ﬁ'-coated tablets, 75 mg Ne30 (Ne10x3) in biisters/ KnunmérpemTeaa,
T3BAETHM, BKPHTI NAIBKOBOI obonoHkow, no 75 mr Ne30 (Ne10x3) 8 Bnicrepax

Composition/Cknag

Clopidogrel bisuifate 97,86 mg to equivalent 75 mg clapidogrel/Kaonigorpens Bicynedar 67,86
M, LU0 ERBIBAASHTHG 75 MI KASTIAOIPE MO

Manufacturing country/Kpaiqa eupobsmuk

Actavis Ltd, Malta/Axrasic NTa, Manbta

| mporting country/Kpaina-imnoprep

Ukeaine/Vupaina

MA number/Homeo PN UA/11636/01/01 S
Batch number/Homep cepii F97590 i o o i ]
Batch size/Posmip cepii 31,818 packs/ynaxosox 7 o

. Date of manufacture/Nata eupobruuraa 02/2021 ]
Expiry date/Crpok npugatHocTi 01/2024

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

| niyeHsii eupaBHHYOT AinbHULj]

Actavis Ltd, BLB 015, 8LB 0115, Bulebel Industrial Estate, Zejtun, 2ZTN3000, Malta/
Axrasic T[], BLBO1S, BLOO16, Byneben thunacrpian ByauHox, m. 3etiryn, ZTN 3000, MaawTa
MLGOT

Test / Nokasumk Axocri

Specification / fonycrumi Hopaau Results / Peaynbratu

Cescription /
Onuc

Round, pink, biconvex, film coated tablets, with “I”
engraved on one side / Pomesi, kpyeai, ABOORYKAI
TabneTku, BHPUTI BAIBKOBOIO 0BONOHKOIO, 3
rpagitoBaHHAm «I» 3 oAHOro Goky.

Complies / Binniosinae

Identification/ laeHTudirauin:
clopidogrel (test A) (UV)/ knonigorpens
{rect A) (V)

- clopidogrel (test B} (HPLC)/ knanigorpens
{recT B) (BEPX)

Colour / Bapghux!:
- titanium dioxide / tutany giokcug

-iron oxide / 3aniza okeng

The spectrum obtained in the range of 250 to 300 nm is
concordant with that of the reference spectrum /
CNEKTP OTPUMaRKi B gianazoui sig 250 Hm 40 300 vm
NOBUHEH BI4N0BIAATH CNEKTPY NOPIBHAHHA

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 yrpumysanaa
OCHOBHOTO NiKY H& XDOMATOrpami A0CAIAMYBAHOrO
PO3YMHY NOBUHHO BIANOBIAATH YaCY YTPUMYBAHHA
OCHOBHOTG Niky HAa XpOMaTorpami CTAHAAPTHOIO PO34nHY,

Complies / 8ianosipae

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. / PosunH 3a6apsaioetsca ¥ Konip eig
MOMapaHYeBoro Ag YEPBOHOTO AIPK 40A383HHI
NEPOKCMAY BOAHIO A0 3aNULIKY, WO OTPUMYETLCA MiCAA
CNamoBaHHA TabeToK, MONePeAHbO POIYMHEHNMI v
PO34UMHI 3MOHIID CynbdaTy Ta cipuaHoi kuchoTk.

Complies / Bignosigae

The filtrate yields a blue precipitate upon additian of
potassium ferrocyanide, which does not dissolve in dilute
hydrachloric acid. / ®inutpar gae 6nakuTHIl (cunii) ocag
npu goaasaxki kaniv depouianiay, Akui He

b ) Complies / Bignosinae
POIYMHAETLCA Y XNOPUCTOBOLHEBINH KMCAOTI,

Average tablet mass / 283,25 mg £ 5% (269,09 mg — 297,41 mg)/ 285.12mg/mr

CepeaHa maca 283,25 mr + 5% (269,09 mr - 297,41 wmrd

Resistance to crushing / Crifixicte go NLTS0N/ Mean: 76N/Cepeane: 76H

PO3A3BAIOBHHAZ He menwe 50 H Min: S9N /Min: S9H
Max:  88N/Mauc: 88H

%ﬁz@ﬁ 1/ 119
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t{+356) 2169 3533 Actavis Ltd

(71,25 mg/tabl. - 78,75 mg/tabl.) / 97.8%
95 % — 105 %

(71,25 mr/rabn. — 78,75 mt/126n)
" Uniformity of dosage units (mass Complies with Ph. Eur. (2.9.40} / AV: 3.6
variation)/ GaHopigHicTs A03yBaRHA Bianosiato go Esp.®. (2.9.40)
(BiXMNeHHA MO maci)
Related substances /
CynyTHI AomilKu?:

- impurity B / gomiwka B NMT 0,5 % / He 6inbwe 0,5 % 0.07%
- R-isomer / R(-)isomep (R-knonigorpen)i NMT 0,5 % / He Ginvwe 0,5 % Not Detected
- any other impurity / 6yab-aka wwa
[OMIWKa NMT 0,2 % / He Binbwe 0,2 % 0.07%
- Total impurities / cyma gomiwor
NMT 1,5% / He Ginswe 1,5 % ) o _0.20% - B
Microbiclogical quality / Mikpo6ionoriuna |
yucrorat
- Total aerobic microbial count / aepobHi NMT 10° CFU/g / 0 CFU/g / KYO/r
GakTepii He Binbwe 10° aepobuux Baktepitie 1r.
- Total combined yeasts/moulds count / NMT 107 CFU/g / 0 CFU/g / KYO/r
rpudu He Binswe 107 rpubia s 1 1. !
|- Escherichia coli Absent in 1 g / BigcyTHi Escherichia cohelr. R ﬁb;gfryl{_i;_sﬂg!mt"

! Not routinely perfermed. Tested on the first three production batches. / Tecr ne NPOBOAATE PyTHHHO. TECT NPOBOARTL Ha nepuwx 3
cepinx.

* The limits can be revised after production of the first 10 batches and stability investigation / 3aranewi mewmi MOKYTb BYTU OHoBNERI
nicna enpobHuyTea nepuwmx 10 cepili | gocnigmeHHn ctabibrocti,

*If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ fikwo
0AHa 4u Bisblue TabneTor He signosinae sumoram, Toai HACTYNHI TabneTku TeCTYIOTs BiaNOaiAHO €d. 2.9.3.

“Not routinely performed. Tested on the first three production batches and theq every 10th batch (at least annually). / Tecr e
MPOBOAATL PYTHHHO. TeCT NPoBOAATL Ha Nepwux 3 Cepinx, a noTim Ha KoxHIM 10 cepii (WoHakmenwe pas Ha pik).

-impurity B: {+) (S) {0 chlorophenyl) -6,7-dihydrothienol [3,2, c] pyridine-5 {4H) -acetic acid /momiwka B: (4)-(S)-(o-xnopdenin)-6,7-
AurigpoTueHon(3,2,cJmpuann 5(4H}-ouTosa kucnota

“-R-isomer: methyl{ ) (R) o ch]orophenyi-s,?»dihydrothieno{3,2;c]pyridin&51‘4H)-acetate, hydrogen sulfate/R-izomep: metnal-)-(R}-o0-
xnop¢euin~6,?-,qmi,qpoTieuoiS,Z,c]nipunuH-S(tm)-au,eTa'r, rippocyasdar.

The batch meets the requirements of QCM for MA No UA/11636/01/01 / Cepin signosigas Bumoram MKS Ao PN 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/iabelling and quality control at the above mentioned site in full complianie with the GMP regu'remants of the lo:al
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. / ] 3ARBNAID, WO H3BEAEHA BHUle
inpopmauin £ 4OCTOBIPHOK Ta TouHOLW. Us cepin 6yna BUFOTOBNEHA, BKIKIYAKMM YNAKOBKY | KOHTPOAL AKOCT Ha 333HaueNH Ul
BUPOGHUYIA pinanyi {ainAnkax), 8 noswin BignoBigHoCT 3 Bumoramm GMP MiICLEBOro perynioworo oprany va cneyndirayii
Peecrpauifinoro MocelgyeHni KpaiHu-imnoprepa. Npotokonu BHMPOOHUUTBY, YNakoBkK Ta KORTpOMO AKocTi Gyan poarnanyTi |
BU3HAKI BIANOBIGHMMK BUMaram GMP.

P

o/ s = by: Kevin Mallia

2% 30 MR 10!

ni,9,7q'sneua/ Compiled by: Corinne lagana’

d' XDJ}‘)UT Fe ",C»: ;,C._.JE !
TF‘%J Hata/Date: ) 7{ 3;& S " ,ﬂa:é/ Date:
| 47

/ o ‘noBHoBameHa ocoba/ Qualified Person

f (+356) 2169 3604 BLB 06
info@actavis.com.mi Bulebel Industrial Estate
Company reg N° C2867 Zejlun ZTN 3000 Malta
VAT reg N° MT 11360007 wwwactavis.com
Dissolution / PosunHeHnn? NLT 80% (Q + 5%) after 30 mins* / Mean,fa::be,qﬂe T ess%
He menwe 80% (Q+5%) vepes 30 xsuaund Min /Min 95.4%
Bt sl g o Max/Maxe  1005%
Assay /[ Kiabkicke snanauersus 95 % —105 % 73.36mg/mr
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t (+356) 2169 3533 Actavis Lid

f (+356) 2169 3604 BLE 016
info@actavis.com.mt Bulebel Industrial Estate
Company reg N* C2867 Zejtun ZTN 3000 Malta

VAT reg N* MT 11360007 www.actavis.com

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPII IKAPCBLKOIO 3ACOBY

Name of product/Hasea npoaykty
(strength, dosage form, package size and
type/po3ysanHa, Aikapcbka bopma, posmip
i TUM YNaKOBKM)

Clopidogrel-Teva, film-coated tablets, 75 mg No30 (Ne10x3) in blisters/ Knonigorpen-Tesa,
TabneTky, BkpuTi nhiskosoo 060noHKol, No 75 mr Ne30 (Ne10x3) e Grictepax

Composition/Cxnag

Clopidogrel bisulfate 97.86 mg to equivalent 75 mg clopidogrel/Knoniaorpens 6icynedat
97,86 Mr, 1,0 eKBiBANEHTHO 75 Mr Knonigorpenio

Manufacturing country/Kpaina BupobHu1K

Actavis Ltd, Malta/AxTasic /ita, Manbta

Importing country/KpaiHa-imnoprep

Ukraine/YkpaiHa

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

Batch number/Homep cepii F97596

Batch size/Po3mip cepii 32,448 packs/ynakosok
Date of manufacture/flata supobHuyTBa 02/2021

Expiry date/CTpoK npugartHocTi 01/2024

Name, address and authorization number
of manufacturing site/Hassa, agpecai
HOMep AiueH3ii BMpobHUYOI AiNbHULI

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN3000, Malta/
Axrapic /ITA, BLBO1S, BLBO16, byneben Inaactpian 6yannok, m. 3eiiTyH, ZTN 3000, MansTa
MLOO1

Test / Mokasunk axocti

Specification / flonycrumi Hopmu Results / Peaynbratn

Description /
Oonuce

Round, pink, biconvex, film-coated tablets, with “I”
engraved on one side / Poxesi, kpyrni, ABOONYKAI
TabnerxM, BKpUTI BNiBKOBOI 0BONOHKOID, 3
rpasiloBaHHaMm «I» 3 ogHoro Goky.

Complies / Bignoginae

Identification/ lneHTudikanin:

(rect A) (YO)

- clopidogrel (test B) {(HPLC)/
knoniporpens (tect B) (BEPX)

Colour / BapBHUMK®:
- titanium dioxide / TuTaHy giokcua,

-iron oxide / 3ani3a okcng

- clopidogrel (test A) {UV)/ knonigorpens

The spectrum obtained in the range of 250 to 300 nm
is concordant with that of the reference spectrum / Y&
CrEKTP OTPUMaHUiA B Ajana3loHi sig 250 Hm 40 300 HM
NOBMHEH BiANOBIAATH CNEKTPY NOPIBHAHHA.

Complies / Bignosinae

The retention time of the major peak in the
chromatogram of the assay preparation corresponds
to the major peak in the chromatogram of the
standard preparation, as obtained in the Assay / Yac
YTPUMYBAHHA OCHOBHOrO NiKY Ha xpomaTtorpami
AOCAILKYBAHOTO PO3YMHY NOBUHHO BiANOBIAATH Yacy
YTPUMYBaHHA OCHOBHOTO NIKY Ha xpomaTtorpami
CTaHAaPTHOTO 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. / Po3uun 3abapsnioeTbea
Y KOAip 8i4 NOMapaH4esoro A0 4€pBOHOTO Npu
NOAABaHHI NepOKCUAY BOAHIO A0 3aAUWKY, WO
OTPUMYETLCA NiCAA CNaNIoBaHHA TabneTok,
nonepeaHbo PO3UUHEHWI Y PO3YMRI amMOHi0 cynbdaTy
Ta CIPYAHOT KUCNOTH.

Complies / Bignosigae

The filtrate yields a blue precipitate upon addition of
potassium ferrocyanide, which does not dissolve in
dilute hydrochloric acid. / ®insTpar gae 6nakuTHKM
{cuHiit) ocap npu posaBaHHi kanito pepouianiay, AKuMA
HE PO3UUHAETBLCA Y XNOPUCTOBOAHEBIN KMCNOTI,

Complies / Bianosinae

Average tablet mass /
CepegHa maca

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

285.30mg/mr
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Resistance to crushing / Crifikicte fo NLTSON / Mean/CepegHe: 8ON/H
pc»snamiuoeal-lHn2 He menwe 50 H Min/Min: 72N/H
Max/Makxc: 86N/H
Dissolution / Po3unHeHHA® NLT 80% (Q + 5%) after 30 mins’ / Mean/CepegHe: 95.9%
He meHwe 80% (Q+5%) yepes 30 xeuauH’ Min /MiH: 92.8%
Max /Makc: 99.0%
Assay / KinbKicHe BU3HaueHHA 95 % - 105 % 73.08mg/mr
(71,25 mg/tabl. - 78,75 mg/tabl.} / 97.4%
95 % - 105 %
(71,25 mr/7abn. - 78,75 mr/Tabn.)
Uniformity of dosage units (mass Complies with Ph. Eur. {2.9.40) / AV:3.4
variation)/ OaHopiARICTbL A03YBAHHA BignosigHo po €8p.®. (2.9.40)
(BigxMneHHs No maci)
Related substances /
CynyTH AoMiwkm’:
- impurity B / gomiwka B NMT 0,5 % / He binbwe 0,5 % 0.07%
- R-isomer / R(-}izsomep (R- NMT 0,5 % / He 6inbwe 0,5 % Not Detected/ He
knonigorpens)’ 06HapyxeHo
- any other impurity / 6yab-Axa iHwa NMT 0,2 % / He 6inbwe 0,2 % 0.06%
pomiuka
- Total impurities / cyma aomiwok NMT 1,5 % / He Binbie 1,5 % 0.18%
Microbiological quality /
Mikpo6ionoriuHa uucrora®
- Total aerobic microbial count / aepo6Hi | NMT 10° CFU/g / Not performed/He
baxrepil He Ginbwe 10° aepobHux Gakrepiit 8 1. npoBoOAUNCA
- Total combined yeasts/moulds count/ | NMT 107 CFU/g / Not performed/He
rpnéu He 6Ginbiwe 10° rpubis s 1 r. nposoaUncs
- Escherichia coli Absent in 1 g / BiacyTHi Escherichia colis 1. Not performed/He
nposoaunca
TNot routinely performed. Tested on the first three production batches. / TecT He npoBoaATs pyTUHHO. TecT NPOBOAATL Ha nepiix 3

ceplax.

2 The limits can be revised after production of the first 10 batches and stability investigation / 3aasneni mexi MoxyTb 6yTu oHoBNeHI
nicas BupoBHUYTea nepwux 10 cepiit | gocnigeHHa cTabinbHocTi.

%If one or more tablets do not meet the requirements the requirements then the tablets are tested in accordance with Ph. 2.9.3/ ko
oaHa 4m Binbwe TabneTok He BIANOBIAAE BUMOTAM, TOA] HACTYNHI TabneTku TecTyoTh BignosigHo €d. 2.9.3.

“Not routinely performed. Tested on the first three production batches and then every 10th batch {at least annually). / Tecr He
NPOBOAATL PYTUHHO. TECT NPOBOAATL HA NEPWMX 3 CePiAX, a NOTIM Ha KOXKHIA 10 cepil (LoHalimeHwe pas Ha pik).

" impurity B: (+)-{S)-{o-chlorophenyl) -6,7-dihydrothienol [3,2, c] pyridine-S {4H) -acetic acid /aomiwka B: (+)-(S)-(o-xnopdeHin)-6,7-
aurigpotuenon|3,2,c]nipugnn-5(4H}-ourosa kucnora

"_ p-isomer: methyl(-)-(R)-o-chloropheny!-6,7-dihydrothieno[3,2,c]pyridine-5{4H}-acetate, hydrogen sulfate/R-isomep: metnn(-)-(R)-0-
xnopdeHin-6,7-aurigpotieno[3,2,clnipnann-5{(4H)-auerar, rigpocynbdar.

The batch meets the requirements of QCM for MA Ne UA/11636/01/01 / Cepis sianosigae eumoram MKA ao PIN 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 compliance
with GMP. / 2 3anennA0, wo HasepeHa suute iHpopmauin € ROCTOBIPHOIO Ta TOUHOW. LA cepia 6yna surotosaena,
BKJIIOMAIOUM YNAKOBKY | KOHTPOIb AKOCTI Ha 3a3HaueHil BuLe BMPOGHUUIN ainanui (ainankax), B nosHii BignosigHocri
3 sumoramm GMP micuesoro perymoionoro oprany Ta cneyudikauii Peectpayiiinoro NocsiguenHi kpaivu-imnoprepa.
MpoToKonn BMPOGHULTBA, YNAKOBKM Ta KOHTPOMO AKOCTI 6yau poarasHyTi i BusHawi signosigHumm sumoram GMP.

3areepaeHo/ Wrielle Vella Brincat
*

Datafate: 03/ 03 /LO v/

YnosHosameHa ocoba/ Qualified Person

Niarotoeneno/ Compiled by: Svetiar
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JEPAJIKCITYXBA
JNEPKABHA

CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMM Y KMIBCHKIU OBJIACTI

npocriekt Banepis JIo6aHOBCBKOTO, 51, m. Kuis, 03110, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon CJIPTIOY 37078774

BUCHOBOK

npo AKicTH BBE3eHOT0 B YKpaiHy JikapchKoro 3acody
20.05.2021

Ne 21115/21/10
KJIOIMAOI'PEJI-TEBA

(HaliMeHYBaHHs TiKapChKOro 3aco0y 3riHO 3 peecTpauiiHIM OCBiTIEHHAM)
Taberku, BKPATI IUIIBKOBOIO 060JI0HK0I0, 110 75 Mr; 110 10 rabuaerox y Gaicrepi; mo 3
GnicTepu y KapTOHHIM Kopolui

(popma BHITYCKY, HO3YBAHHS, BHX AKYBaHHA Nikapcekoro 3acoby)

Howmep peecrpaniiisoro noceimaenns UA/11636/01/01 crpox aif peectpanifinoro noceimaerns 19.07.2021

I
Cepis nikapcsxoro sacoby Ne F97596
BupoOHHK

KinsKicTh BBE3€HOT0 JiKapchkoro 3acody 32448
Axrtasic JITJI, ManbsTa

BseseHo B YKpaiHy

(naiiMenyBanHs BUPOGHUKA JiKapCEKOro 3acoly, kpaina NOXOUKEHHS)

ToBapucTBo 3 06Mekenoro BinnosinanpHicTio "Tena Yxpaina', igenr.
xom: 34770471 . )

(vafimenyBaxus Ta koa 32 €/IPTIOY ropuauyHoi ocobu abo npissuiLe, M1, 1o 6arbkoBi (izuHHOl
0co6H - mixnpaemMus, if Micue IPOXHMBAKHS T2 peecTpauiiinuii HoMep 061ik0BOT KapTKH TUIATHHKA
. TiopaTKiB abo cepif Ta HOMep MacropTa)

TIporokos Bisyanbuoro korTposo Bix 20.05.2021 Ne 1265/4.

3a pesynbTaraMu  ACPIKaBHOIO KOHTpPOJIEO  BCTaHOBJICHO,

mo Jikapcekuit 3aci6 BeeseHO B YKpaiHy 3
AOTPHMAHHSIM BUMOT 33KOHOLABCTBA OO 3a0e3Me e s KocTi MiKapChKHX 3ac0GiB.
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