«CAHO®M BVHTPOIl MHIOYCTPUS»
AMmbapoac-9-Jjlarpas

1 pio me Jsa Beepx

33565 CEDEX,
Temn.: 0557303000 daxc:

KAPBOH-BIJIAH,

AHAJIMTHYECKUN MACIIOPT

Cepruduxkar anajausa /

cepun

sanofi

Konm B ©asze pmaHHBEIX GMID:

JlaTa OpomM3BONCTEBA:

Onmucanue :

Twurm:

dopMa BHITyCKa:
CTpaHa MNpomaxmn:

IomoJIHUTEeJIbHAasA MHOOPMAaLMA:

Ccrulka Ha Oochbe:

805228 Homep cepun

20-MJI-2022 IaTa McTeueHMS CpPOKa

TOOHOCTM:

KOAINPOBEJIL, 300/12,5 MI', TAEJIETKM, IIOKPHTHE OEOJIOYKOM 2X14
(POCCHST)

TabjeTka, [NOKPEITas MNJIEHOYHOMU
0B0JIOUKOM

[Io 14 TabiyeTok B OnmcTep. [lo 2 Oamcrepa B KaAapPTOHHYD [IadyKy
Poccusa

PY noMmep: JIII-001027

MH-00337 Bep. 3.0

DA555
MIOH-2025

Ccrlka Ha Bepcuio ceprubpmkaTa 29
aHaJim3a:
HNCIIBITAHUA CIIENUDOUKALINUU PE3YJIBTATBI
XAPAKTEPUCTVKN
Onucanue OBaJIbHEIE OBOSKOBBIIYKJIEIE TabJleTKM, COOTBETCTBYET
IIOKPHITHE IIJIEHOYHOM OBOJIOUKOM, C
TPaBMPOBKOM B BUIEe Cepila Ha ONHOMU
CTOpOHE M dYmciia «2876» Ha OPYyIT'OM CTOPOHE.
IeeT [IepCUKOBEIT (OpaHXeBO-PO30BhI1) COOTBETCTBYET
INOIJIHHOCTB
XmoxocTHasa xpomaTtorpadms:
T'mopoxyiopoTrasun [TOJIOXMNTEJIEHO IIOJIOXNTEJIBHO
VpbecapTaH IIOJIOXMTEJIBHO [MOJIOXNTEJIBHO
VK-cnexrTpoboToMeTpuUs :
I'mopoxjopoTuasmun I[IoJIOXMUTEJIEHO NOJIOXUTEJIBHO
VipbecapTaH I[ToJIOXMUTEJIEHO NOJIOXUTEJIBHO
OxcCuOel xejesa I[IoJIOXMUTEJIEHO NOJIOXUTEJIBHO
TuTaHa IMOKCUL I[IoJIOXMUTEJIEHO [NOJIOXUTEJIBHO
VICTIHTAHUE
ODHOPOOHOCTL HO3MPOBaHMUA (IO Macce) CooTBeTCTByET COOTBETCTBYET
PacTeOopeHMe
I'MOPOXJIOPOTMABNL, PaCTBOPEHHEIM He menHee 80 % COOTBETCTBYET
yepes 30 MMHYT
VpBecapTaH, pPacTBOPEHHEM He menHee 80 % COOTBETCTBYET

yepes 30 MMHYT
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I0513931
New Stamp


O
Cepruduxkar anajausa / q 0 n o f I
AHAJIUTHYCCKUH ACIIOPT °
cepum
«CAHO®Y BUHTPOII MHOYCTPUA»
AMmbapoac-9-Jjlarpas
1 po me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tes.: 0557303000 daxc: 0557303600

Konm B Gase mauHbeix GMID: 805228 Homep cepun DA555
IlaTa MOPOM3BOICTEBA: 20-MJI-2022 IaTa McTeueHMS CpPOKa VIOH-2025
TOOHOCTM
Omnmcanme : KOANPOBEJIb, 300/12,5 MI', TABJIETKM, [OKPEHTEE OBOJIOUKOM 2X14
(POCCHST)
Twr: TabJyeTKa, IOKPHTAaA [IJIEHOUYHOM
0B0JIOUKOM
dopMa BBIIyCKa : [lo 14 TabneTok B OmucTep. I[lo 2 OIMCTepa B KaApPTOHHYW IauKy
CTpaHa NOpOHOaxXMn: Poccua
IononHuTenbHas MHbOopMaLMs : PY noMmep: JIII-001027
CcrIIKa Ha IOChbe: MH-00337 Bep. 3.0
Ccrlka Ha Bepcuio ceprubpmkaTa 29
aHaIM3a:
HNCIIBITAHUA CIHIEHUU®UKAIINN PE3YJIBTATBI
PorncrseHHEe npuMmecy (BOXX) :
SR 49498 (IIKO = 0,1 %) He 6Gomee 0,3 % <IIKO
SQ 8936 (IIKO = 0,4 %) He 6Gomee 0,7 % <IIKO
[lpoume emmHMuHBE npmuMecu (IIKO = 0,1 %) He Oosee 0,2 % COOTBETCTBYET
OBmee comepxXaHME IIpPUMecCel He Oosee 1,2 % HE OIIPEIEJIEHO

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

TmnpoxyopoTnasun (BOXX) 11,9 - 13,1 mr/Tab 12,5 MI'/TAB
NpbBecapran (BOXX) 285,0 - 315,0 mr/Tab 297,9 MI'/TAB

(*) OxmpmaeTrcsa yTBEPXIEHME PEeryJISTOPHEIX OPTaHOB Ha yHaJIeHME MUCIHTAaHMSA B 3aBMCMMOCTM OT CTPAaHH Ha3HAYEHMS.

[Io yTBEPXOEHUM HOCbe C yHaJIEeHHOM MHPOpMalLMelM CO CTOPOHE PETYJIATOPHEIX OPI'aHOB HOaHHEE MCIETAHMS PacCMaTPMBAKRTCH Kak
IOTOJIHUTEJIb HEI

(*) Ina PocCMMCKOTO PHHKA [NPOM3BOAUTENb [apaHTUMPyeT KadeCTBO IO Iokaszareso «Mukpobuosiormyeckas UMCTOTa» 3alpocy
HopMaTUBHOM HOKYMEHTaUUM

(*) Mumxpobuojormuyeckas 4YMCTOTa NPOBEpSAeTCS MUHMMYM Ha 1 cepum B I'OL

(*) ODHOPOZHOCTL IO3MPOBAHMUSA NPOBEpPSeTCS MMUHMMYM Ha 1 Cepum B T'OX

HacrosammuM s nonTBepxnal, 4YTO BHIleykas3aHHas MHOopMaums SBJISETCS BEPHOM M TOUHOM. JlaHHasa cepusa npernapaTa Obuia
M3TOTOBJIEHA, BKJINYAS yNAKOBKY/MAapKMUPOBKY UM KOHTPOJIb KaueCTBa, HA BBUEYIOMSHYTHX OPOM3BOLCTBEHHEIX IJIOWANKAX B IOJIHOM
cooTBeTCTBUU C TpeboBaHuaMmy GMP PP ecico o
MECTHBEIX PeTryJIATOPHBIX OPTaHOB, a TakKxe CO crneumpmraumaMy B PermcTpaumggﬁﬁﬁiﬁgggqpagﬁgHmm CTPaHB-MMIIOPTEPA .
A o N }»
[Io pesysbTaraM NPOBEPKM 3amMCM O NPOM3BONCTBE, YIAKOBKE M aHaIM3e @ }?Tf@maemg&ﬁoa&ﬁg TpeboBaHmaM GMP.
[AX e Py N L)
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I0513931
New Stamp


O
Ceprudukar anaansa / q 0 n o f I
AHAJIUTHYCCKUH ACIIOPT °

cepuu
«CAHO®Y BUHTPOII MHOYCTPUA»
AMmbapoac-9-Jjlarpas
1 pio me Jsa Beepx
KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tejyr.: 0557303000 ®axc: 0557303600
Konm B Gase manHBIX GMID: 805228 Homep cepum DA555
IlaTa MOPOM3BOICTEBA: 20-MJI-2022 IaTa McTeueHMS CpPOKa VIOH-2025
TOOHOCTM
Omnmcanme : KOANPOBEJIb, 300/12,5 MI', TABJIETKM, [OKPEHTEE OBOJIOUKOM 2X14
(POCCHST)
Twr: TabJyeTKa, IOKPHTAaA [IJIEHOUYHOM
0B0JIOUKOM
dopMa BBIIyCKa : [lo 14 TabneTok B OmucTep. I[lo 2 OIMCTepa B KaApPTOHHYW IauKy
CTpaHa NOpOHOaxXMn: Poccua
IononHuTenbHas MHbOopMaLMs : PY noMmep: JIII-001027
CcrIIKa Ha IOChbe: MH-00337 Bep. 3.0
Ccrlka Ha Bepcuio ceprubpmkaTa 29
aHammsa:
Pemenne OmoBpeHo
HOaTa: 4-0KT-2022 17:40:01.00
YHNONHOMOYEHHOe JMLO MIM NpenCTaBUTeNb : IDIQUIN Martine

CepTI/I@I/IKaTbI aHaJl3a 3aBEpPEeHEBL SHGKTPOHHOIZ IIOANNCEIO
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I0513931
New Stamp


Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

sanofi

Code GMID: 805228 Lot number DA555
Manufacturing Date: 20-JUL-2022 Expiry Date: JUN-2025
Description: COAPROVEL RM300/12,5 2X14CP RU
Type: Film coated tablet
Presentation: Box with 2 blisters of 14 tablets
Market Name: Russia
Additionnal inf: MA number : RU - LP-001027
Référence dossier: MH-00337 v. 3.0
Réf. CoA version: 29
L
CONTROLES SPECIFICATIONS RESULTS
CARACTERES/CHARACTERS
Aspect/Aspect Comprimé pelliculé ovale,biconvexe avec COMPLIES
un coeur gravé sur une face et 2876 sur
1'autre face/Biconvex, oval film-coated
tablet engraved with a heart on one side
and 2876 on the other side
Couleur/Colour Péche (rose orangé)/Peach (orange-pink) COMPLIES
IDENTIFICATION/IDENTIFICATION
Chromatographie liquide/Liquid chromatography
Hydrochlorothiazide/Hydrochlorothiazide 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 apres Sup ou ég. a 80 p.cent/ COMPLIES
30 minutes/Hydrochlorothiazide Not less th. 80 p.cent
dissolved 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.
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I0513931
New Stamp


Certificate of analysis /

Batch certificate SAOno fi

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 805228 Lot number DA555
Manufacturing Date: 20-JUL-2022 Expiry Date: JUN-2025
Description: COAPROVEL RM300/12,5 2X14CP RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : RU - LP-001027

Référence dossier: MH-00337 v. 3.0

Réf. CoA version: 29
L
CONTROLES SPECIFICATIONS RESULTS
Substances apparentées/related substances (HPLC)
SR 49498/SR 49498 (LOQ = 0.1 %) Inf ou ég. a 0.3 p.cent/ <LOQ
Not more th. 0.3 p.cent
SQ 8936/SQ 8936 (LOQ = 0.4 %) Inf ou ég. a 0.7 p.cent/ <LOQ
Not more th. 0.7 p.cent
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. a 1.2 p.cent/ NON-QUANTIFIE/NOT-QUANTIFIED
Total impurities Not more th. 1.2 p.cent
DOSAGE/ASSAY
Hydrochlorothiazide/ 11.9 13.1 mg/cp/tab 12.5 MG/CP
Hydrochlorothiazide (HPLC)
Irbesartan/Irbesartan (HPLC) 285.0 315.0 mg/cp/tab 297.9 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 approuvé /
Pending regulatory approval for deletion depending on destination countries.
These tests are considered as additional tests when the regulatory dossier for deletion was approved
For Russian market, manufacturer assures Quality of Microbiology purity to Normatives Documents request
Microbial examination is performed at least on 1 batch per year

Uniformity of dosage form is performed at least on 1 batch per year

I hereby certify that the above information 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

s

- - 'f
Russia ™ !
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

sanofi

Code GMID: 805228 Lot number DA555
Manufacturing Date: 20-JUL-2022 Expiry Date: JUN-2025
Description: COAPROVEL RM300/12,5 2X14CP RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : RU - LP-001027

Référence dossier: MH-00337 v. 3.0

Réf. CoA version: 29

Decision Accepted

Date: 4-0CT-2022 17:40:01.00

Qualified person or Delegate:

IDIQUIN Martine

\.

This Certificate of Analysis has been

electronically signed from a validated system
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