TEKJIAPAITAS O COOTBETCTBHAM

JEKJIAPAHT, IIPUHUMAXOITUI JEKJAPAIINIO O COOTBETCTBMH

AQ "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanusayuu. Mesxcpaiionnan uncnexyun Pedepansroil Hanoz0eoi cayocbvr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceocenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxsa, ya. Teepckan, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvruiii dupexmop Monxe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3AABJISAET, YTO
nexapcmeennoe cpedcmeo: Inasuxc, mabremxu noxkpuimeie nenounod obonoyuxoti 75 mz 14 wim., ynaxoexu

Avelixosbie konmypruie (2), nayxu kapmorwvie, PY Ne II N015542/01 om 05.03.2009 (0ama 3amenbr
06.09.2016) evidano Canogu Knup 3¢3uCu, cepus 84907, napmus 1607 ynaxosox, 200en 0o 31.12,2021,
npouseoocmea Caroghu Bunmpon Hndycmpua, @panyun, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France oo OKII[{2 21.20.10.131, ko0 TH B3/[ 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085323004 om 11.02.2019

COOTBETCTBYET TPEBOBAHHUAM
T N015542/01-050309 (HJT 42-13019-08 uzm. Ao 1-6)

JAEKJIAPAIINA ITPHHATA HA OCHOBAHHH
npomoxon ucneimarnuii Ne 4720 om 22.02.2019 HJI 000 HI "®APMOBEOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.PM08.C34475 om 22.02.2019

JATA IPWHSITUAS AEKJIAPAITHH 22.02.2019
JEKTAPAIUSE AEACTBUTENBHA [0 31.12.2021

- M.

% Qexnapawm
e.\(*! 1y

Crenanos C.C.
O.U.0

h CBEJIEHUS O PETUCTPALIAU

OPT'AH ITO CEPTHO®UKAITHH, 3APETHCTPHPOBABIIHI JEKJIAPATIHIO

RA.RU.11®MO08 OPIAH ITO CEPTH®HKAIIHH ITPONYKIHH OFLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHON IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanuszayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyxx.po.

JEKJAPAITASA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU [I-FR.PM08.4.16590/19

Hunenxo U.B.
Pykorogntens OC




Ceprudukar anannsza /

AHATHTHYECKHH NACIOPT CePHH

«CAHO®H BHMHTPOI MHAYCTPHA»
AmGapac-2-Jlarpas
1l po nme na Bbepx
KAPEQH-EJIAH,

33565 CEDEX, ®paHuMAa

SANOFI .7

Ten.: 0557303000 darc: 0557303600
Kon B Gase naHHuX GMID: 256566 HoMep cepun BAS07
Rara npou3BOOCTBE!: 07-AHE-2019 r. JaTa «“cTedeHKA CpoKa PoAHoOCTK:  JEK-2021

Omcanma :
Tun:

¢opMa BHINyCKA:

NNABHMKC, 75 MP, W28 (POCCHA)}
TabneTka, MNOKPHTAA MASHOUHOR OCONOYKOHR

kopoGka ¢ 2 OhnucTepaMu no 14 radneToxk

Kaxnoe aHayeHue

Cpenree ({51+52+83)

24 rabBmerxu: He menee 50 %

He meHee 75 %

Crpana nponaxm: Poceus
JononHuTeneHaa MHGOpPMaUMA: H/n
Ccunka Ha Oocbe: MH-00187 Bep. 10.0
CChHNXa Ha BEPCHMI cep'm@nxa'ra AHAanM3a: k1
HUCIIBITAHUSA CIHEIIU®UKAIINHA PE3YJIBTATBI
XAPAKTEPHMCTHEM
Onrcanue Kpyrible crnerka ABOAKOBHNYKINEe TalneTKH, COOTBETCTBYET
MOKPHTHE NAEHOYHOW OOBONOYKOM, C
TPaBMPOBKON ™75” Ha OIHONH CTOpPOHe M
*1171" Ha OPYTOoH CTOPOHE.
ImeT . Po30BOrO lBeTa COOTBETCTBYET
MOANMHHOCTD
Knonugorpen:
i
XupgrocTHan xpoMaTorpadusa COOTBETCTBYET COCTBETCTBYET |
HK-cnexrpodoToMe TpUA CooTBETCTBYET COOTBETCTBYET
TUTaHA AMOKCUA DIOEAT AL HO TOSOXHUTENLHO
MonoxuTensHo
OxcHan xkenesa MONOYUTEALHO
HWCNHTAHHUE |
OOHOPOOHOCTH O03MPOBAHMA : He Gonee 15 3,3 %
- Knonuoorpen: CoOTBETCTBYET COOTBETCTBYET
OOHOPOOHOCTL NOSMPOBAHUA
Bapmauma no Mmacce
PacreopeHue: He meHee BO % 95%
Cragua 1 He menee 80 % 98 %
Cocyan 1 He MeHee 80 % :; :
Cocyn 2 He MeHee B8O %
Cocyn 3 96 %
Cocyn 4 He MeHee B0 % 97 %
Cocyxn S He MmeHee 80 %
Cocys 6
He MeHee 60 % He npuMeHMMO
Cramma 2 He MeHse 75 % He npumeHMMO
Kampnoe 3aHaueHue
CpenHee {51+852)
Cramvua 3 22 ratnerku: He MeHee 60 % He npumeHmnmo

He npumMeHMMO
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CepTudukar anaausa /

AHaJuTHYeCKHH nacnopT cepuu SA N O Fl Y

«CAHO®M BHMHTPCI MHOYCTPUA»
AmGapac-3-Jlarpas

1 po me na Boepx

KAPECH-BAAH, 33565 CEDEX, ¢paHumsa
Ten.: 0557303000 daxc: 0557303600

Kono e 0Oaze OaHHHX GMID: 256566 HoMmep cepuu BAS07
lara npOM3BOOCTBA: 07-AHB-2019 r. aTa UCTEUEHMA CPOKa rogHocTH:  NEK-2021
Omcanme : NAABMKC, 75 MI', B2B (POCCHA)

Tun: TatneTka, HNOKPLITaA MNEHOYHOA OOCAOYKCR

dopMa BHINYCKA : Kopofka ¢ 2 OnaucTepamu no 14 TatneTox

Crpana nponaxu: Poccua

lononHuTeNbHAA MHPOPMALMA: /N

Cchiika Ha nocke: MH-00187 Bep. 10.0

CceUika Ha Bepcuo ceprhdMkaTa aHanusa: 36

Boma He Gonee 1,7 % 1,0 %

MocTopoHHe npumecn {B3IXX) : He Geonee 0,2 % Huxe nopora ofHapyXeHua
* Knenuporpena He Gonee 1,0 % 0,4 %
SR 26334 He Gomee 0,2 % <= 0,20 %
SR 25989 He Gonee 1,2 % 0.4 %
NMobaa Opyras npuMecs
CyuMa npumeceit Knonuoorpena
KONMYECTBEHHOE OHNPENEHEHHWE

Ksonugorpena B ratnerxe (B3XX} Or 71,25 mo 78,75 Mr B TabneTke.
B MPOLEHTOM CONEpXAHUM OT JAARJESHHOTO or 95.0 % #o 105.0 % 74,85 mr/e.
KOJMMYEeCTBa 99,8 %
HUCTIBITAHUA CIIEHH®HKAILIMHA PE3YJIBTATHI

{*) OmipaeTca yTBepXOEHME PEeTYNATOPHHX OPPAHOB Ha yHaleHWe B 3S3aBUMCMMOCTM OT CTPAHH HABHAYEHHA.
10 YTREpXOEHHMM AOChE C YHNANEHHOM MHpOpMaLMeil CO CTOPOHH PEerylNATOPHHX OPUaHOB HaHHHE MCOBITAHWMA PACCMATPMBAKTCA KaK
OOTIOMHUTE Nk HEe

dacToAwuM A NOOTEEPAXHAN, YTO BHUWEYKA3AHHAA MHOOPMALMA ABNAETCA BepHONM W TOuHOM. JlaHHAR cepua Mpenaparta Oena
ABPOTOBHEHA, BKJIKOUAA 3Tarlel ynaicomm/uapkuposxu W KOHTPOJNA KAUYeCTBEaA, HAa BHWEYMOMAHYTHX NPOM3IBOIACTBEHHHX RJMOWAODKAX B
TOFIHOM COOTBETCTEMM C TpeDOBaHUAMM GMP

MECTHHX 3AaKOHOOATEeNIBHHY OPraHOB BJAcCTH, & Takke CO ChoeuudrkanvAMd B FerMcTpauMOHHOM YOOCTOBePeHMM CTPAaHBI-MMNOPTERA.

3e3yJbTATAM NPOBEPKM SANMCHM O NPOMSBONCTEE, YMAKOBKE M aHANM3€ CEepUM COOTBETCTBOBANM TpeBoBaHMAM GMP.

Mo

Pemanme ORroBpeHoO
OaTa: 23-AHB-2019 12:08:41.00
YTIIONMHOMOYUSHHO® NMUO MM NPeRCTaBMTeNb i Beupgxammu TAHC (HANS Benjamin)
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Certificate of analysis /

Batch certificate SANOFI 3

SANOFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 256566 Lot number 8A907
Manufacturing Date: 7-JAN-2019 Expiry Date: DEC-2021
Description: PLAVIX 75 NF 28CP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Europe platform/Russia

Additionnal inf: NA

Référence dossier: MH-00187 v. 10.0

Réf. ColA version: 36
R R R R I IR R R EEEESERSEESSSSSSES—S————S—————————
e ———
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. Aspect Round slightly biconvex film-coated COMPLIES
tablets,engraved “75" on one side and
"1171" on the other side
Colour Pink COMPLIES
IDENTIFICATIONS

. Clopidogrel form II

Liquid chromatography Complies COMPLIES
UV spectrophotometry Complies COMPLIES
. Titanium dioxide Positive POSITIVE

Red iron oxide Positive POSITIVE
TESTS

. Uniformity of dosage units

Acceptance value (AV) Not more than 15.0 3.3

Mass variation Complies COMPLIES
Pissolutien - Clopidogrel Hydrogen sulfate dissolved after 30 minutes (UV):

Stage 1

. Bowl 1 Not less than 80 p.cent 95 P.CENT

. Bowl 2 Not less than 80 p.cent 98 P.CENT

. Bowl 3 Not less than 80 p.cent 97 P.CENT

. Bowl 4 Not less than 80 p.cent 88 P.CENT

. Bowl 5 Not less than B0 p.cent 96 P.CENT

. Bowl 6 Not less than 80 p.cent 97 P.CENT

Stage 2

. Each value Not less than 60 p.cent NOT APPLIED

. Average (51+52) Not less than 75 p.cent NOT APPLIED

Stage 3

. Each wvalue 22 tab : Not less than 60 p.cent NOT APPLIED

24 tab : Not less than 50 p.cent
. Average (S1+52+83) Not less than 75 p.cent NOT APPLIED
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Certiticate of analysis /

Batch certificate

SANQFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.05%7303600

SANOFI v g

Code GMID: 256566 Lot number 8A9Q7
Manufacturing Date: 7-JAN-2019 Expiry Date: DEC-2021
Dascription: PLAVIX 75 NF 28CP ALU RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: East Burope platform/Russia

Additionnal inf: NA

Référence dossier: MH-00187 v. 10.0

Réf. CoA version: 36

L }

( CONTROLES SPECIFICATIONS RESULTS
. Water content Not more than 1.7 p.cent 1.0 P.CENT

+ Impurities {HPLC) (Expressed in basis for content to clopidogrel form I1I base) :

SR 26334 Not more than 0.2 p.cent <LOD

SR 25989 Not more than 1.0 p.cent 0.4 P.CENT
Unspecified degradation product {each) Not more than 0.2 p.cent <=0.20%
Total degradation products Not more than 1.2 p.cent 0.4 P.CENT
ASSAY

. Clopidogrel form II (HPLC)

Expressed in mg of clopidogiel base per 71.25 78.75 mg/tab 74.85 MG/CP
tablet

Expressed as a percentage of the 95.0 105.0 p.cent 99.8 P.CENT

theorical content per tablet
F

¢

A
I hereby certify that all the manufacturing 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 Authorisation (S}

of the destination country/countries

Decision Accepted

Date: 23-JAN-2019 12:08:41.00

Qualified person or Delegata: HANS Benjamin

Certificate of analyses electronically approved
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