AEKJIAPAIIASA O COOTBETCTBHHA

JEKJIAPAHT, ITIPUHAMAIOIIHAN JEKJIAPAITAIO O COOTBETCTBUA

AO "Canoghu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyun Pedepansroii hanozoeodi cayxcbu Ne 46 no
2. Mocxae 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22, Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvhviii dupexmop Monxc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01,.12.2017

3AABJHAET, UTO

nexapcmsennoe cpedcmso: Koanpoeens, mabremxu noxpuimsie nneroynoii obonouxoii 12,5 mz+150 mz 14 wm.,
ynaxogxu aNelixossie konmypubsie (2), navku kapmonnsie, PY Ne JITT-001027 om 18.10.2011 (dama samens:
19.09.2018) ewdario Canogu Knup 3c3uCu , cepun 94405, napmus 13176 ynaxosox, 20den do 31.01.2022,
npouseodcmea Canogpu Bunmpon Hudycmpus, ®panyus, Sanofi Winthrop Industrie, 1, rue de la Vierge,
Ambares et Lagrave, 33565 Carbon Blanc Cedex, France, xo0 OKIT2 21.20.10.148, xod TH B3
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085327129 om 18.03.2019

COOTBETCTBYET TPEEOBAHUSM

JIT 001027-190918

AEKJTAPAITHAS IIPHHATA HA OCHOBAHHHA

npomoxon uchsimanuii Ne 8660 om 26.03.2019 HJT 000 HI[ "OAPMOEOPOHA", ammecmam axkxkpeoumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.®dM08.C36983 om 27.03.2019

JAEKJIAPAITUM 27.03,2019
MTAAIARACTBATENBHA O 31.01.2022
Crenanoe C.C.
i .10
CBEJEHMS O PETUCTPALIAM

OPTAH IO CEPTHO®UKAIIAH, 3APETHCTPPOBABINHN TEK/IAPAIIAIO

RA.RU 11PM08 OPIAH 11O CEPTH@HKALIHH MTPOIYKIHH OFLECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, . 4, sm. 5., men. : (495)788-02-88, geb-
caiim: oyxx.pg.
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Ceprudukar ananusza /
AHAIMTHYECKHH NACTIOPT CEPHH

«CAHO®M BMHTPOIl MHOYCTPUAs
Ambapsc-I-Jlarpas

1 po ge na Boepx

KAPBEOH-BJIAH, 33565 CEDEX, ®paHuma
Teq.: 0557303000 daxc: 0557303600

SANOFI g

Eon B 0ase AaHHex GMID:
laTa NpoMEBOOCTBAI

OrmdcaHme :

337509
07-PERB-201%

Homep cephm

THn: TadneTka, MNOKPHTEA NNEHCUHOR COONOHKENH

¢opMa BRINYCKa:
CTpaHa npoaaxu:

JononHuTeneHAA HMHPODMAUMA H/N

CchlnKka Ha Noche:

Poccua

Mo 14 Tadnerok B SAMCTep. M0 2 OAMCTEPa B XAPTOHHYIO NauyKy

MH-Q01%3 pop. 4.0

JaTa ncreuenua CpPOKa I'OOHOCTH:

KOATNPOBENL, 150/12,5 MT', TAENETKHM, NOKPHTHE OBOAOYKOH 2X14 (POCCHA)

9A405
AHB-2022

Ccorlnka Ha BEpCHMI CepTUdMKaTa aHAIM=A: 18
HUCIIBITAHWUS CIIEIH®PHKALIMA PE3YJIBTATHI
XAPAKTEPUCTHUKH
onucaHue ORaNlbHEE OBOAKOBHIYKIBE TAaGJIETKH, COCTBETCTBYET
AOKPHTHE [IEHOYHONW oBonouroil, C
TPABMPOBKON B BMAE CepRUA Ha OOHON
CTOpOHEe M 4MCHa «2875» Ha OpYroit CTOpoHe.
lleeT lMepcHKOBLIT (POBOBO-OPaHXe BhIA) COOTBETCTBYET
NOANMHHOCTE
. XMokocTHaA XpoMaTorpadua:
TuapoXNopOTHA3UI [onoxTeTeHD NONOXHUTENBHO
HpSecapran NonoenTeneHO MONOAMTESILHO
. MK-cnexrpodporomerpua:
T'MOpOoXNCpoTHA3UE NonoxnTensHo RONOXHUTENEBHO
UpGecapraH NonoxMTenbHD NONOXHUTEJIBHO
Oxcunu xenesza (*) NonoxMTEeNbHE NONOKHUTENBHO
Turana guokcup {*) NoRoxRMTeNbHD MTONOKHUTENBHO
MCIHTAHHE
- OFZHOPOOHOCTbL NO3UPCBAHMA (N0 Macce) CooTReTCTBYET CCOTBETCTBYET
PacTeopenue (B3HX) :
I'napoXnopoTHA3MI, PacTBOpPEHHHt uepes 30 He MmeHee 80 % COOTBETCTBYET
MMHYT
HpGecapraH, pacTBopeHHHt dYepes 30 MMHYT He MeHee B0 % COCTBETCTBYET
PoncrTeeHHue MpuMecH (BIXX) :
SR 49498 (OKO = 0,1 %) He Gonee 0,3 % 0.1%
5Q 8936 (HKO = 0,2 %) He Gonee 0,7 % = OKC
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CepTuduxar aHaausza /

AHATATHYECKHIl TACTIOPT cepun SANOFI . Y

«CAHOO®HU BHHTPOIN MHIOYCTPHA»
Ambapac-3-Jlarpas

1 pr Oe na Beepx

KAPBOH-EJIAH, 33565 CEDEX, ¢paHuusa
Ten.: 0557303000 $akc: 0557303600

Koo B Gase jaHHux GMID: 397509 Homep cepuu 9A405
flaT4 NpoOM3BONOCTBA1 07-0ER-201% Bara ucTeyeHuA cCpiKa IOOHOCTM: HAHB-2022
Ormicanme : KOATPOBENL, 150/12,5 MI', TAENETKHM, NOKPFNTHE OBONOYKOMA 2X14 {POCCHA)

Tun: TagneTka, NOKPHTAA (NEHOYHOR QOOMOYKOLL

¢opMa BHIMYCHKE: flo 14 radneTox B GaAucTep. 1o 2 OAMCTEpPa B KADTOHHYKD NauKy

CrpaHa nponasu: Poccua

[ononHUTEeNeHAA UHPOPMaUKH : H/T

Ccuutka Ha OoChe: MH-0019%3 Bep. 4.0

CCHINKA Ha BepCH® CepTHdMkaTa aHanMSa: 18

Npoune enmHuuuue npuMecu (KO = 0,1 %) He GOonee 0,2 % COOTBETCTBYET

Qfmee cofmepxaHue npumMecedt He Oosee 1,2 % 0.1%

KOJMMYECTBEHHOE ONPEAENEHHE

I'mapoxnopoTnasun (BIXX) 11,9-13,1 mr/Tad 12,6 MI'/TAB

Hpbecapran (BIKX) 142,5-157,5% mr/rab 150,4 MI'/TAB

(*) Oxupaercs yTBepxAeHMe DETYJATOPHWX OPTaHOB HAa YRANEHWE B BSABMCUMOCTHM OT CTDAaHH HABHAYEHMA.
llo yPRepxmeHuy AOCke C yHaNEHHOR unpopMaumelt cO CTOPOHH PETYNATOPHHX OPraHOB OAHHHE HMCMWTAHMA PACCMATDMBAKTCA KAk
AONONHUTEb HHEe

HacToAuum 5 NOATBEePANAW, HYTO BHWEYKABAHHAA WHOOPMALMA ABJAETCA BEpHOM M TouHOM. [lanHas cepua npenapara fela
M3TOTOBNEHA, BKIKYAA 3Tans YNAKOBKM/MAPKMPOBKM WM KOHTPOJA KAYSCTBA, HA BHIICYNOMAHYTHX NPOUIBOICTEEHHE NMIoWagKax B
NOMHOM COOTBETCTBMM C TpeOoBaHMAMM GMP

MECTHBIX 3AKOHONATENBHBX OPPAHCB BJACTHM, a TaKKe OO0 CNneuupMrauMAMM B PelMCTPaUMOHHOM YHOCTOBEPEHWM CTpAaHH-MMropTepa. Mo
pPe3yJib TATAM NPOBEPKM 3ANMMCH O MNPOUIBOACTEE, YNAKOBKE M AHAJMM3E CEpMM COOTBETCTBOBANM TpeGoBaHMAM GMP.,

Peaweune OnobpeHo
Hara: 07-MAP-2019 17:32:30.00
YIONHOMOYEHHCE NHMLIO MIM NPeICTABMTEND ! DELASAE Isabelle

CepTUKATEH AHAMM3IA FABEPEHH BNEKTPOHHON NOANUCHD
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Certificate of analysis /

Batch certificate SA N OFI \)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 397509 Lot number 9A405
Manufacturing Date: 7-FEB-2019 Expiry Date: JAN-2022
Description: CO APROVEL RM150 TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00193 v. 4.0
Réf. CoA version: 18

CONTROLES SPECIFICATIONS RESULTS
CARACTERES/CHARACTERS
. Aspect/aAspect Comprimé pelliculé ovale, biconvexe avec COMPLIES

un coeur gravé sur une face et 2875 sur
1l'autre face /Biconvex, oval film-coated
tablet engraved with a heart on one side
and 2875 on the other side.

Couleur/Colour Péche (rose orangé)/peach (pink orange] COMPLIES

IDENTIFICATION/IDENTIFICATION

Chromatographie liquide/Liquid chromatography :
Hydrochlorothiazide/Hydrochlerothiazide Positive/Positive POSITIVE
Irbesartan/Irbesartan Positive/Positive POSITIVE
+ Spectrophotométrie IR/IR Spectrophotometry :

Hydrochlorothiazide/Hydrochlorothiazide Positive/Positive POSITIVE
Irbesartan/Irbesartan Positive/Positive POSITIVE
Oxyde de fer/Iron oxides (*) Positive/Positive POSITIVE
Dioxyde de titane/Titanium dioxide (*} Positive/Positive POSITIVE
ESSAI/TEST
Uniformité de masse/Uniformity of mass Conforme/Complies COMPLIES

Dissolution/Dissolution (HPLC)
Hydrochlorothiazide dissous aprés Sup ou ég. a B0 p.cent/ COMPLIES
30 minutes/Hydrechlorothiazide dissclved Not less th. 80 p.cent
after 30 minutes
Irbesartan dissous aprés 30 minutes/ Sup ou ég. a 80 p.cent/ COMPLIES
Irbesartan dissolved after 30 minutes Not less th. 80 p.cent

Substances apparentées/related substances (HPLC)

ZR 49498/SR 49498 (L0Q = 0.1%) Inf ou ég. & 0.3 p.cent/ 0.1 P.CENT
Not more th. ¢.3 p.cent
50 8936/5Q 8936 (LOQ = 0.2%) Inf ou ég. & 0.7 p.cent/ <LOQ

Not more th., 0.7 p.cent
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Certificate of analysis /

Batch certificate SANOFI \3

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

3356% CARBON BLANC Cedex France
Tel. 05357303000 Fax.0557303600

Code GMID; 397509 Lot number 9A405
Manufacturing Date: 7-FEB-2019 Expiry Date: JAN-2022
Dascription: CO APROVEL RM150 TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH=00193 v. 4.0

Réf. CoA version: 18
e s e — S ﬁ
CONTROLES SPECIFICATIONS RESULTS
Chaque autre impureté/ Inf ou ég. a 0.2 p.cent/ COMPLIES
Each other impurity (LOQ = 0.1%) Not more th. 0.2 p.cent
Somme des impuretés/ Inf ou ég. &4 1.2 p.cent/ r.1 P.CENT
Total impurities Not more th. 1.2 p.cent
DOSAGE/ASSAY

Hydrochlorothiazide/ 11.9 13.1 mg/cp/tab 12.6 MG/CP
Hydrochlorothiazide ([HPLC)

Irbesartan/Irbesartan (HPLC) 142.5 157.5 mg/cp/tab 150.4 MG/CP

(*) En attente d'approbation réglementaire pour suppression en fonction des pays destinataires.

Ces tests sont considérés comme tests additionnels quand le dossier réglementaire a été approuve /
Pending regulatory approval for deletion depending on destinatieon countries.

These tests are considered as additional tests when the regulatory dossier for deletion was approved

I hereby certify that the above infermation is authentic and accurate. 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, packaging and analysis records were reviewed to be in compliance with GMP

Decision Accepted
Date: T-MAR-2019 17:32:30.00
Qualified person or Delaegate: DELASA Isabelle J

Certificate of analyses electronically approved
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