AEKJIAPAIINA O COOTBETCTBHMA

AEKJIAPAHT, IPHHEMATOIITHI JEKJIAPAITAIO O COOTBETCTBHH
AO "Canoghu Poccun”

Ceedenusn o pezucmpayutu opzanuzayui. Meoicpaiionnan uncnexyun Pedepanvroti HAN020606 cayxctor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OTPH 19.08.2002.

Adpec. 125009, 2. Mocxea, yn. Teepexas, 9. 22, Tenegon/panc: 8 (495) 721-14-00/ 721-14-11
B nuye. I'enepanvnotii dupexmop Monaic O.A.
Hosepennoe nuyo: Knoxosa FO.C., dosepennocmy 6/m om 01.12.2017

3AJBJIAET, UTO

Aexapcmeennoe cpedcmeo. Ilnasuxe, mabremxu noxpvimsie nnenounod oborouxoi 75 mz 14 WinL., YRAKOGKY
AYelKossle KOHMypHbLe (2), nauxu kapmonnvie, PY N IT NO15542/01 om 05. 03.2009 (dama 3amens
06.09.2016) evidano Canodhu Knup 3e3uCu, cepua 84820, napmun 62212 ynaxosox, z00en do 30.09.2021,
npouseoocmea Canogu Bunmpon Hudyempus, Opanyus, Sanafi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blane Cedex, France, koo OKITZ2 21.20.10.131, kod TH B3 3004900002,
xosmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085314472 om 22.11.2018

COOTBETCTBYET TPEEOBAHUSIM
TINQI5542/01-050309 (HI 42-13019-08 usm. Ne 1-6)

JEKTIAPATIWSI TIPUHSATA HA OCHOBAHUU
npomoxon ucnwimanyi Ne 35810 om 30.11.2018 HJT 000 HI] "®4PMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmucpuram POCC FR. ®MO8.C28843 om 30.11.2018

Knoxora 10.C.
O.H.0O

Sy MGCEEP g
= R T

CBEJEHMSI O PETUCTPALIUM

OPT'AH IO CEPTHOMKAIIH, 3APETACTPHPORABINHI JEKJAPAITHIO

RA.RU. 11<BMO8 OPTAH 11O CEPT. HOHKAI[HH ITPOIYKITHH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPY)XKHOM HEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu.: 115280, 2, Mockea, . Macmepxoga, 0. 4, am. 3, nom. 1, xom. 1, adpec opeana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocwea, ya. Macmepuoea, 0. 4, sm. 5., men.: (495)788-02-88, seb-
caiim: oYK, pe.

1 0 COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-FR.®M08.A.08800/18
TPAXTHH 30.11.2018
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SANOFI

Canogm Bunrpon Hujyerpus, ®panuus
Ambares et Lagrave, | rue de la Vierge
33565 CARBON BLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTHOUKAT AHAJIM3A

Inaeuke®, raéneTku, NOKPHITLIE NIEHOYHOII 000,104K0ii, 75Mr GHcTepsl — - 2 — N14

Cepus:

256566

ITpoussenen: 30 Oxratps 2018

Onucanne: Maasukce®, 75 mr, 2x14

Tan: Tabnerkn, noKpLITLIE MAEHOYHOI 060.009K 0

@opma BLITYCcKA: KopoGKa ¢ 2 6amcrepamu no 14 Tabierok

Prinok: Poccun
Cepus:
Togen no;

8A820
09/2021

Hononnurennuan uadopmanua: NA
PedepentHoe nocke: MH-00197 v 4.0
Bepcua cepruduxars: anamuza: 36

HHOKA3ZATEJIN HOPMBI PE3YJIBTATbBI
Onucanue Kpyritele ciierka ABOsSKOBBIMYKIIBIE TabNEeTKH, TOKPHITHIE Cooteercrpyer
NIIEHOYHOM 000JI0YKOH, ¢ rPaBHPOBKOI “75™ Ha onHOM

cTopoHe u 1171 na apyroi ctopone.
Llper PO30BOTO 11BETa CooreeTcTBYET
HoagnunHocTs:
Knonuaorpen:
BOXX Cootrercreyer CooTsercrryer
Y- CootBetcrryeT CootBeTcTRYET
CNEKTPOGOTOMETPHA
TuraHa nuokeun MHonoxurensno Monoxureapno
Keneza guoken TTonoxurensHo IMonoxurensno
OpHOpOAHOCTS
JO3UPOBAHMA
KIonuaorpern
AV He Gonee 15.0 34
Bapuaumsa no macce CooreercrryeT CooTBeTcTRYET

A «Canothn Poccusn

Aapect 12506038, Mocksa, ya. Teeperas, 22, Tea: (4953 72121400, Duake: ANV I2 - M www sanoliou




SANOF]

CaHogu Bunrpon Unnyerpus, ®panuys
Ambares et Lagrave, 1 rue de la Vierge
33565 CARBON BLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTHOUKAT AHAJIM3A

MaBuke®, TabjJeTKH, IHOKPLITLIE HIEHOYHOI obosioukoii, 75mr Gaucrepol — - 2 — N14

Cepusi: 256566

[Tpomseenen: 30 Oxtsabps 2018

Onucanue; Mnapuke®, 75 mr, 2x14

Tun: rabyerku, HOKpLITHIE WIENOYHOHA 060M04K0#H
®opma BeIIycKa: KopoOKa ¢ 2 6increpamu no 14 Tadierox
Prinok: Poccun

Cepusi: 8A820

I"'oaen no: 09/2021

HononanreabHas undopmanna: NA

PedepentHoe nocse: MH-00197 v 4.0

Bepens cepruduxate! anaiansza: 36

INOKA3ATEIA HOPMBI PE3YJBTATHI
Pacreopenne
Craaus |
Cocya 1 He menee 80 % 92%
Cocyan 2 He menee 80 % 90 %
Cocyan 3 He menee 80 % 99 %
Cocyn 4 He menee 80 % 90 %
Cocyn 5 He menee 80 % 87 %
Cocyn 6 He menee 80 % 95 %
Craaus 2
Kaxpoe 3navenne He menee 60 % He npumennmo
Cpennee (S1+82) He menee 75 % He mpumennmo
Craaus 3
Kaxaoe snauenne 22 Tabnetkn: He Menee 60 % He npumennmo

24 Tabnerkn: He menee 50 %
Cpennee (S1+82+83) | He menee 75 %

He npumenumo

KJIONUAorpena

AL «Canodis Pocenay

Adpec: 123609 Mockea. i Faepekas, 22 Ten: (39353 721-1400. bake: (495) 7211411, www.sanofi ru

Bona He Gonee 1.7 % 1.2%

TTocToponnue

NpHMECH

KIORKIOTpeia

SR 26334 He Gonee 0,2 %; HHJKE TIopora
obHapyxeHus

SR 25989 He Gonee 1,0 %; 0.4 %

mobas apyras npumecs | He Gonee 0,2 Y, <=0.20 %

Cymma npumeceit ne Gonee 1,2 %. 0.4 %




SANOFI

Canotu Bunrpon Muaycrpus, Opanuus
Ambares et Lagrave, 1 rue de la Vierge
33565 CARBON BLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTHOHKAT AHAJTN3A
Mnasnke®, rabinerku, NOKpLITHIC IISHOYHO 060k04Ko0#, 75Mr 6ancrepnl —- 2 — N14

Cepus: 256566

[pouzsenen: 30 Oxrabps 2018

Onucanue: Haapuke®, 75 mr, 2x14

Tun: Tabaerkn, noxporrvie NIéR0YHOI 060109K O
®opma Brinycka: Kopodka ¢ 2 6aucrepamu no 14 Tabnerox
Poinok: Poccun

Cepus: 8A820

'oaeH jao: 09/2021

Hononanureibuan undopmanns: NA

PedepentHoe aoche: MH-00197 v 4.0

Bepcus ceprudnkarrl anaamsa: 36

ITIOKA3ATEJIN HOPMBI PE3YJIbTATBI

KonnuectaenHoe
OlpeeacHHe
KJIOTIMAOrpena B Ot 71,25 g0 78,75 mr B Tabnerke. 74.04 mr/T.
TabneTke
B nmpouentom 0195.0% no 105.0 % 98,7 %
COAEPKAHHK OT
3aABJIEHHOIO
KORMYECTRA

YKa3aHHas cepHs NPOU3BENEHA B COOTBETCTEBHH ¢ IeHCTBYIOUINMHE TPEDOBAHWAMH PErNCTPALIMOHHOTO J0Che
H NPaBUNAMK HaAnexalneH NPaKTHKU NPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTE (GMP). Kakue-nub0o 3Ra9nMbie
HIIA KPUTHHECKHE OTKIIOHEHHA OT PETAMEHTHPOBAHHLIX [aPaMETPOB HE 3apPerHCTPHPOBAHBL.

Pewenne: Buinymen 15 HOSABPA 2018 11:15:55.00 YnonHOMOUYeHHOE THIL0O: IDIQUIN Martine

Cepriukar aHammu3a 0J0OPEH IEKTPOHHON NOATHCHED.

AL «Canodgur Pocensi»
Adpeer 123009 Mocksa. v, Teepesa. 220 Tea {4953 7211400, thake: (4933 721-14 11 www.sanofi ru



Certificate of analysis /
Batch certificate

SAHCFL WINTHRCP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBOK BLRNHC Cedex France
Tel. 0357303000 Fax.0557303600

SANOFI

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Ré&f. CohA version:

256566

30-0CT-2018

PLAVIX 75 NF 28CP ALU RU
Film coated tablet

Box with 2 blisters cof 14 tablers

Lot number
Expiry Date:

fast Europe platform/Russia
NA

MH-00187 v. 10.0
36

BABZ20
SEP-2021

s SPECIFICATIONS
CHARACTERS TR F LU R PR
hepect . ~COMPLIES
Colour :COMPLIES
IDENTIFICATIONS

Clopidogrel form IT
Liguid chromatography
UV spectrophotometry

Titanium dioxide

Red iron oxide

Uniformity of dosage units

Acceptance value (AV)

Mass variation

Stage 1
Bowl
Bowl
Bowl
Bowl
Bowl

o AT ¢ T S Y I N N

Bowl
Stage 2

Each value

Average (51+52)
Stage 3

Each value

Average (S1+32+53)

‘. COMPLIES
“ COMPLIES
L POSITIVE

192 P.CENT
: P.CENT
99 PLCENT
80 P.CENT
" B7 P.CENT
-+ 95 P.CENT

POSITIVE

i3.4
. COMPLIES

NOT APPLIED
NOT AFPPLIED

NOT AFPLIED

NOT AFPLIED

rap_coa_resultats v5
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Certificate of analysis /

Batch certificate S ﬁz % @ ? E

SAMOF] WINTHROP INDUSTRIE
Arbarés et Lagrave

1 rue de la vierge

33565 CARBON BLAKC Cedex France
Tel. 05537303000 Fax,0557303600

Code GMID: 25656¢ Lot nunber 84820 ]
Manufacturing Date: 30-0CT-2018 Zxpiry Date: SEP-2021

Description: PLAVIX 75 NF 28CP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Eurcpe platform/Russia

Additionnal inf: NA

Référence dossier: [MH-00187 v. 10.0

R&f, CoA version: 36

, )
CONTROLES -0 0 SPECIFICATIONS Sl DU RESULTS

Water content Not 1.2 P.CENT

Impurities (HPLC) (Expressed in basis for '” :_“ ) b 4
SR 26334 L more the : " <LOD
SR 25989 0.4 P.CENT

<=0.20%
0.4 P.CENT

Unspecified degradation product (each}

Total degradation products

Clopidogrel form II (HPLC)
Expressed in mg of clopidogrel base per £ 74.04 MG/CP
tablet :
Expressed as a percentage of the ::98.7 P.CENT

theorical content per tablet

e,

1 hereby certify that all the mapufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Aunthorisation (§)

of the destination country/countries

Decision Accepted
Date: 15-NOV-2018 11:15:55.00
Qualified person or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved
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