JTEKJAPAIISI O COOTBETCTBHH

JEKJAPAHT, TIPHHVAMAFOIMINIA XEKJIAPAIMIO O COOTBETCTBAN
AO "Canoghu Poccun™
Ceedenun o pecucmpayuu opzanusaywu: Mesicpaiionnan uncnexyun Pedepansroil Hanozo601 cayxHcobvr Ne 46 no
2. Mocxree 01.01.2008, OI'PH 1027739079940, dama npuceoenun OF'PH 19.08.2002.
Adpec: 125009, 2. Mocksa, yn. Teepcran, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye! I'enepanvuwrii oupexmop Mowe O.A4.
Hosepennoe nuyo: Knorosa FO.C., dosepennocme 6/m om 01.12,.2017

3AABJGIET, YTO

nexapemaennoe cpedcmeo. linasuxe, mabremxy noxpuimsle naeHo Hol oborouxotl 75 m2 14 wm., ynarosxu
Auelxoevie kKonmypuwie (2), nauxu xapmonnvie, PY Ne IT N015542/01 om 05.03.2009 (dama 3amenot
06.09.2016) svidano Canogpu Knup 3cInCu, cepus 84781, napmus 35218 ynaxoeox, z0den 0o 30.09.2021,
npouszeodcmea Canogu Bunmpon Hudycmpus, Cpanyus, Sanafi Winthrop Industrie, I, rue de la Vierge,
Ambares et Lagrave 33565 Carbon Blanc Cedex, France, xod OKII2 21.20.10.131, koo TH BIJ] 3004900002,
xoumparm N 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085313158 om 13.11.2018

COOTBETCTBYET TPELOBAHUSM
IIN0O15542/01-050309 (HT 42-13019-08 uzm. Ae 1-6)

JEKJAPATIAA ITPHHATA HA OCHOBAHIN
npomoxon uckeimanuii Ne 34480 om 20.11.2018 HIT Q00 HI "©APMOBOPOHA", ammecmam
axrpedumayuy POCC RU.0001.21DJi40, Cepmuguxam POCC FR.OM08.C27892 om 20.11.2018

Knokopa FO.C.
OO

OTBETCTBEHHOCTHO "OKPY)XHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzaumauuu 115280, 2 Mocksa, yn. Macmeprosa, 0. 4, am. 3, nom. I, xom. 1, adpec opzana no
cepmuq!mxayuu 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 9. 4, sm. 5., men..(495)788-02-88, se6-
caim: amcx pq‘.’a

%Zf, Karan E.B.

HIOHTHCE 3am. pyxosogutens OC




SANOFI

Canogu Bunrpon Hugycrpus, ®panuus
Ambares et Lagrave, 1 rue de la Vierge
33565 CARBON BLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTHO®HUKAT AHAJIM3A
Haasukc®, TabieTk, HOKPbITHIC NIEHOTHOI 060109K0it, 75Mr GaucTeppl — - 2 — N14
Cepus: 256566
IMpoussenen: 10 oxTabps 2018

Ounncanme: Ilnasukce®, 75 mr, 2x14
Tumn: TadaeTkn, nOKpLITHIE ILIEHOYHOH 06010UK 0
®opma BEIMycKa: KopoGka ¢ 2 6ancrepamu no 14 Tabrerox

Poinok: Poccus
Cepus:
TlNonen no:

8A781
09/2021

HononnurensHan nupopmauns: NA
Pedepentnoe gocre: MH-00197 v 4,0
Bepcns ceprudurkarnl anannsa: 36

HOKA3ATEJIH HOPMBI PE3YJIBTATHI
Onucanue Kpyrabie ciierka qBOAKOBBIIYKIBIE TAOTIETKH, MOKPHITEIC CooTeeTcTRyeT
11IEHOYHOH 000I0UKOH, ¢ IPaBHPOBKOM “75” Ha oAHOH

ctopoHe H “1171” Ha npyroii cTopone.
lger PO30BOTO HRETA CooTeeTcTBYET
IMoaauxaOCTE:
Knomunorpen:
BOXKX CooreercTByer CootBercTByeT
Y- CooTBeTCTBYET CoorsetcTByeT
crnekTpodioTOMETPHA
Turana nuokenn HonoxurensHo [onoxwurensHo
Kenesza nuokeun TTonoxkurensHo Honoxkurensro
OnHopoaHocTb
NO3UPOBAHUS
Knornaaorpen
AV He Gonee 15.0 27
Bapuauus no macce CooteercTBYET CooTBeTcTRYET

AO «Canodir Pocensin

Aapec: 123009 Mockia, va, Teeperad, 22 Ten: (4935) 721-1400 . (ake: (495) 721-141 1. www.sanofi.ru




SANOFI
Canodu Bunrpon Muayctpus, ®panuma
Ambares et Lagrave, 1 rue de la Vierge
33565 CARBON BLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTHOUKAT AHAJIN3A
I1aBnke®, Tabnerk, NOKPLITLIE I1EH0YHO 0601049K 0, 75Mr GaucTepnl ~- 2 — N14

Cepus: 256566

[Iponssenen: 10 okrsabps 2018

Onucanue: Iaasuxe®, 75 mr, 2x14

THn: Tadaerkn, NOKpbITHIE ILIEHOYHOIT 00010uK0il
®opma Brinycka: Kopobka ¢ 2 Gaucrepamn no 14 Tabaerox
Prinox: Poccun

Cepus: 8A781

Fonen no: 09/2021

HdononnurensHasn uudopmanusn: NA

PedepenTnoe nocse: MH-00197 v 4.0

Bepcus cepruduxars ananmsa: 36

IHOKA3SATEJIM HOPMBI PE3YJABTATHI

PactBopenue

Craans |

Cocyn 1 He menee 80 % 91%

Cocyn 2 He menee 80 % 97 %

Cocyn 3 He menee 80 % 100 %

Cocyn 4 He menee 80 % 98 %

Cocyn 5 He menee 80 % 98 %

Cocya 6 He menee 80 % 87 %

Cranus 2

Kaxnoe 3Hauenne He menee 60 % CoorBetcTByYET

Cpennee (S1+S2) He menee 75 % CooTteeTcTRYET

Craaus 3

Kaxloe 3HaueHue 22 tabnerxkn: He menee 60 % He npumenumo
24 Tabnerxu: He menee 50 % He npuveunmo

Cpennee (S1+82+83) | He menee 75 %

Bona He bonee 1.7 % 1.0 %

[Tocropounne

puMecH

KJIOMUJIoTpea

SR 26334 He Gontee 0,2 %, HWKE 10pora
ofHapyxeHus

SR 25989 He Donee 1,0 %; 0,4 %

nobas apyras npuMech | He Gonee 0,2 %. <=0.20 %

CymMa npumMeceii He Gonee 1,2 %. 0,4 %

KJIOMKAOT pena

AQ «Canods Pocenss
Aapec: 123609 Mocksa, ya Taepesan. 22 Tea: (495) 721-1400. dake: (493) 721-34 11 www.sanofiru




SANOFI

Canodu Bunrpon Uupyctpus, ®@pannus
Ambares et Lagrave, 1 rue de la Vierge
33565 CARBON BILLANC Cedex, France
tel. 0557303000 Fax.0557303600

CEPTUOHKAT AHAJIN3A
IlaaBuke®, Tabaerku, NOKPHITHIC MIEHOIHOH 060,104K01L, 75MF oamereper —- 2 ~ N14

Cepus: 256566

[Tpoussenen: 10 oxTabps 2018

Onucanne: Maasuke®, 75 mr, 2x14

Tumn: Tabnerku, NokpeIThie NIEHOMROH 060J109KOI
@®opma BeITycKa: Kopobka ¢ 2 Gierepamu no 14 Taénerox
Prinox: Pocens

Cepus: 8A781

I'onen no: 09/2021]

HononHurensnasn undopmamus: NA

Pedepentroe gocre: MH-00197 v 4.0

Bepcens ceprudukars: anaansa: 36

HOKA3ZATEIN HOPMbI PE3YJBTATbBI

KonuuecteenHoe
onpeaeeHHe
KIONWAOrpena g Or 71,25 no 78,75 mr B Tabnerke. 74.18 mr/r.
TabneTke
B npouenrom 01 95.0 % po 105.0 % 98,9 %
COAEPKAHHU OT
3a8BAEHHOTO
KOIHU4eCTRa

YkasaHHas cepus IPOM3BENCHA B COOTBETCTBHH C IEHCTBYIOINME TpefOBaHMAMHU PETUCTPAIIMOHHOrO A0CkHE
W NPABUJIAMH HAANEXKalle# NPAKTHKH NPOM3BOACTRA JeKapeTBeHHbIX cpeacts (GMP). Kakue-mu6o 3xaunmbie
HIi KPUTUHECKHE OTKIOHEHHR O PETJIAMEHTHPOBAHHEBIX NApaMETPOR He 3aPeruCTPHPOBAHbL.

Pemenue: Brmmywen 31/10/2018 10:55:17.00 VnonHomouenroe nuio: IDIQUIN
Martine

Cepruduxar ananmuza 0406peH 3/1eKTPOHHOH TOANHEDIO.

AG «Casodnt Pocensy
Aapec: 123609, Mocksa. v, Teepokan. 22, Tea (405) 72121400, dake: (493 721-14 1 1. www . sanoliou



Certificate of analysis /
Batch certificate

SANOFY WiIHNTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex trance
Tel. 0557303000 Fax.0557303600

SANOFI

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

256566

10-0CT-2018

PLAVIX 75 NF 28CP ALU RU
Film coated tablet

Box with 2 blisters of 14 tablets
East Europe platform/Russia

NA

Lot number
Expilry Date:

8A781
SEP-2021

MH-00187 v. 10.0
36

- SPECIFICATIONS
CHARACTERS ' ; e i
Aspect COMPLIES
colour { COMPLIES
IDENTIFICATIONS

Clopidogrel form I
Liquid chromatography
UV spectrophotometry

Titanium dioxide

Red iron oxide

Uniformity of dosage units

Acceptance value (AV)

Mass variation

Dissolution - Clopidogrel Hydrogen sulfé

Stage 1
Bowl
Bowl
Bowl
Bowl
Bowl

[ TR S N N

Bowl
Stage 2

Each value

Average (81+52)
Stage 3

Each value

Average (S1+82483)

- COMPLIES
| COMPLIES
| POSITIVE
‘POSITIVE

2.7
. COMPLIES

"91 P.CENT
97 P.CENT
100 P.CENT
|98 P.CENT
96 P.CENT
87 P.CENT

NOT AFPLIED
NOT APPLIED

NOT APPLIED

I NOT APPLIED

rap_cca_resultats v5

Page

1/ 2




Certificate of analysis /

Batch certificate S ﬁ% N @ ? E

SANOFI WIWTHROP INDHSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel., 055730630300 Fax.0557303600

Code GMID: 256566 Lot number 8A781
Manufacturing Date: 10-0CT-2018 Explry 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 Europe platform/Russia

Additionnal inf: NA

Référence dossier: ME~00187 v. 10.0

Réf. CoA version: 36
CONTROLES = = “SPECIFICATIONS = . RESULTS
Water content Not more ‘than 1.7 p.een 1.0 P.CENT

Impurities (HPLC) (Expressed in basis fo
SR 26334 p
SR 25989

<LOD

0.4 P.CENT
S <=0,20%

. 0.4 P.CENT

Unspecified degradation product (each)

Total degradation products

Clopidogrel form IT (HPLE)
Expressed in mg of clopidogrel base per S 74.18 MG/CE
tablet

Expressed as a percentage of the 98.9% P.CENT

theorical content per tablet

I hereby certify that all the manufacturing stages of this batch of finished preduct have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation ($)
of the destination country/countries

Decision Accepted
Date: 31-0CT-2018%8 10:55:17.00
Qualified person or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved

rap_coa_resultats vs Page 2 / 2



