| AIATA

AEKJIAPAITAA O COOTBETCTBUHA

AEKTAPAHT, IIPUHAMAIOUI A AEKJIAPAIINIO O COOTBETCTBHN

AO "Canogu Poccus”

Ceedenun o pezucmpayuu opeanuzayuy: Meowcpationnan uncnexyus dedepansnoii nanozoeoil cayoucher Ne 46 no
e Mockse 01.01.2008, OT'PH 1027739079940, dama npucecerun QOI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, wn. Tsepexan, 0. 22, Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvrenii dupexmop Mowoic O.A.

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

3ASIBJISIET, UTO

Aexdpemeennoe cpedcmeo: Anposens, mabnemxu noxpstnste rnienounod 06onoyxosi 150 me 14 wm., ynarxosru
AuetKosvie kormypHvie (2), nauxu kapmonnsie, PY Ne JIIT-001260 om 22.11.2011 (@ama samenw 10.11.2017)
evidaro Canogru Knup 3cInCu, cepus 84395, napmus 42097 ynaxosor, 200en do 31.08.2021, npouseodcmea
Canogpu Bunmpon Hudycmpus, Opanyus, Sanofi Winthrop Industrie, 1 rue de la Vierge Ambares at Lagrave
33565 Carbon Blanc Cedex, France, xod OKIIZ2 21.20.10.148, ko0 TH B3I 3004900002, KoHmpam Ne
250/40056192/F-2 om 20.10.2010, uneosic Ne 9085310601 om 24.10.2018

COOTBETCTBYET TPEEOBAHHSM

JIT 001260-101117

JAEKJIAPAIIHA IPHHATA HA OCHOBAUHNHA

npomoxon uchuimanuit Ne 3223 0 om 01.11.2018 HIT 000 HI "PAPMOBEOPOHA" ammecmam
axkpedumayuu POCC RU.0001.2] ®Ji40, Cepmughuxam POCC FR. OM08.C26624 om 01.11.2018

NPUHATHA JEKIAPAIIAH 0/, 71.2018
9211 UCTBUTEALHA [0 31.08.2021

% Crenauor C.C.

% D0

CBEJAEHHS O PETCTPALIM

OPT'AH IO CEPTH®AKALIAN, 3APEI HCTPUPOBABIIIHI AITATO

RA.RU 11 OMO8 OPTAH ITO CEPTHOHRALIHH TPOAYKIHH OLIECTBO C OTPAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPYVKHOU LEHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxsa, yr. Macmepxosa, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzanda no

cepmugpuxayuu: 115280, POCCHA, 20poo0 Mockea, yn. Macmepxoea, 9. 4, am. 3., men.:(495)788-02-88, 6e6- -

catim: oyxx.peh.

AEKJIAPAIHA O COOTBETCTBUH SAPETHCTPHPOBAHA X POCC RU J-FR.OM08.4.06071/18

AATA PETMCYPALIAH 01.11.2018
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SANOFI

Canodu Buntpon Uaaycrpus, ®pannus
Ambares et Lagrave

1 rue de la Vierge

33565 CARBON BLANC Cedex, France

CEPTHO®UKAT AHAJIM3A

Atnposenn®, Tab1eTKH, HOKPbIThIE IIEHOYHOI 060m0uK0it 150 Mr OsacTepnr 14 — N2

Cepus: 8A395

ITpoussenen: 19/09/2018

Iozen no: 08/2021

HJI JIT 001260-101117

HOKA3ZATEJIH HOPMbI PE3YJIBTATBI

Onucanue JBOAKOBBIY K TbIE, OBANBHEIC TAONETKH, nokpeiTele | CooTBercTBYET
AEHOYHOH 060104K0MH Oenoro HiaH DogTH Genoro
IIBETa, C TPABMPOBKOI B BH/Ie CEp/IIa Ha OHON
CTOpOHE M yucna 2872 — Ha Apyroii.

IoanusnoCTs BOWX Rt (o6pasua) = Rt (crangapra) CoorBeTcTBYET

Cpennsa Macca Ot 240,5 no 279,5 mr CootBeTcrByYET

TabieTox*

Otknoserne o1 cpeaedt | 18/20 Tabrertox — He 6omee + 5 % Cootsercryer

Macchl 2/20 Tabnetox — He Gonee + 10 % CootBetctRyeT

PactBOpenne He Menee 80% (Q) upbecaprana ot 3asB)ieHHOTO CooTeeTcTBYET
Ha 3THKEeTKe depes 30 muH.

Iocroponnue npumecH SR 49498- ue Gonee 0,2% 0,1%
JlioGot nennenTndUIMPOBaHAOIH NTpUMecH - He CootBetcTryeT
bornee 0,2% 0,1%
Cymma npumeceli - e 6onee (,5%

Mukpobuonoruyeckas Kareropus 3 A. CooteeTcTBYET

YUCTOTA

KonnuecrBennoe ot 142,5 no 157,5 mr upbecaprana. 147,6

onpeseneHne Ot 95,0 no 105,0% 98.4 %

*— noxasareib BBeACH (UPMON B COOTBETCTBMM C TpeGOBAHHSMY, NPHHATEIMH B P® k

CTaHIAPTH3ALMK  JAHHOH JICKAPCTBEHHOH (QOPMBL, U HE BKIOYEH B CCPTHOHKAT AHATH32 (BHPMBL.
KayectBo npenapara mo sToMy 1okasaTemo rapaHTHpyeTest (JUPMOH.
YkasaHHas CcepUs TNPOU3BENEHA B COOTBETCTBHH  C JEHCTBYIOIUME  TpeDOBaHHAMH
PETHCTPAHOHHOTO  0ChE W TpaBHJIAMM HaJUIeKalled MPAKTHKH NPOW3BOACTBA IEKAPCTBEHHBIX
cpepcre (GMP). Kakne-1u60 3HAYUMEBIE MJIH KPHTHYECKHE OTKIOHEHHS OT pernaMeH THPOBAHHEIX
[IapaMeTPoB He 3aperHCTPHPOBAHEL

Pemenne: Brmymen 09/10/2018

Ynonnomouernoe nuno: WEILL Myriam

AQ «Canodu Poccuan
Appec: 125009, Mockea, yn. Teepckan, 22. Ten.: (495) 721-1400. Qake: 1485} 721-1411. www.sanofi.ru




Certificate of analysis /
Batch certificate S ﬁ%

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0537303000 Fax.0557303600

Code GMID: 397496 Lot number 8A385
Manufacturing Date: 19-SEP-2018 Expiry Date: AUG-2021
Description: APROVEL RM 150 TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

RAdditiennal inf: NA

Référence dossier: MH-00010 v 6.0

Réf. ColA version: 19

CONTROLES = SPECIFICATIONS

CARACTERES/CHARACTERS
Aspect/Rspect COMPLIES
Couleur/Colour .{COMPLIES

IDENTIFTCATION/IDENTIFICATION

Spectrophotométrie IR/ POSITIVE
IR spectrophotometry
Dioxyde de titane/Titanium dioxide

ESSAIL/TEST

. POSITIVE

Uniformité de masse/Uniformity of mass “COMPLIES

Dissolution/Dissolution (UV)
Irbesartan dissous aprés 30 minutes/Irbesa
0 = 80 p.cent C COMPLTES

Substances apparentées/related substance
SR 49498/8SR 49498 (*) 0.1 P.CENT

Chague autre impureté/ . COMPLIES

Each other impurity (¥}
Somme des impuretés/ 0.1 P,CENT
Total impurities (*)

(¥} LOQ = 0.05 p.cent
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Certificate of analysis /
Batch certificate

SAHOFI WINTHRO? INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 387486 Lot number 8A395
Manufacturing Date: 19-SEP-2018 Expiry Date: AUG-2021
Description: APROVEL RM 150 TABCO 2X14 RU

Type: Film ccated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MHE-00010 v €.0

Réf. CoA version: 19

\,

SPECIFICATIONS

147.6 MG/CP
98.4 P.CENT

Irbesartan/Irbesartan (LC)
Exprimé en pourcentage de la teneur
theorique/Expressed as percentage

of the labeled amount

[I hereby certify that the above informetion is authentic and sccurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites 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, prackaging and analysis records were reviewed to be in compliance with GMP

Decision Accepted
Date: 9-0CT-2018 16:32:53.00
Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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