Cepruduxkar anaausa /

AHAJIUTHYECKUH MACIOPT CePUU

«CAHO®V BUVHTPOII VMHOYCTPUS»
AMmbBapsc-3-JjlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS
Tesr.: 0557303000 daxc: 0557303600

SANOFI .7

Homep cepumn CA571

IaTa mMcTedeHMUsa CpoKa

ABI'-2024

TOOHOCTN :

Kom B Gase maHHEX GMID: 805228

JlaTa OpomM3BOLNCTEBA: 28-CEH-2021

Onmcaumne: KOANPOBEJIb, 300/12,5 MI', TAEJIETKM, [OKPHTHE [IJIEHOYHOM
OBOJIOYKOM 2X14 (POCCHS)

Twr: TabJyeTka, [IOKPHTAas I[JIEHOYHOMU

0DOJIOUKOM

dopMa BHITyCKa:

CTpaHa NPOmaxn: Poccus

IonoysHuTesbHass MHPopMaums :

Ccruika Ha Oochbe:

Cchulka Ha Bepcun ceprtubmrara 29
aHanmusa:

PY Homep: JII-001027

MH-00337 Bep. 3.0

IIo 14 rabneTok B OyucTep. o 2 OimMcTepa B KAPTOHHYW [IauKy

HNCIIBITAHUA CIIENUDOUKALINU PE3YJIBTATBI
XAPAKTEPUCTVKN
Onucanue OBaJIbHEIE OBOSKOBBIIYKJIEIE TabJleTKM, COOTBETCTBYET
IIOKPEITEIE IIJIEHOYWHOM OOOJIOUKOM, C
TPaBMPOBKOM B BUIE Cepila Ha OIHOMU
CTOpOHE M YmcJia «2876» Ha OPYyTOM CTOPOHE.
IeeT [IepCUKOBEIT (OpaHXeBO-PO30BhI1) COOTBETCTBYET
INOIJIMHHOCTB
KmpokocTHas xpomMarTtorpadums:
I'mopoxsopoTuasus I[IoJIOXMUTEJIEHO [NOJIOXUTEJIBHO
VipbecapTaH I[ToJIOXMUTEJIEHO NOJIOXUTEJIBHO
VK-cnexTpoboToMeTpuUs :
I'mopoxjopoTuasmun I[ToJIOXMUTEJIEHO NOJIOXUTEJIBHO
VipbecapTaH I[IoJIOXMUTEJIEHO NOJIOXUTEJIBHO
Oxcumel xejesa (*) TOJIOXUTEJILHO TTOJIOXUTEJIBHO
TuTaHa ouokcum (*) TOJIOXUTEJILHO TTOJIOXUTEJIBHO
VICIIHTAHUE
OIHOPOOHOCTHL IO3MPOBaHMA (IO Macce) CooTBeTCcTBYET

PacreopeHMe (BIXX) :
T'MOPOXIJIOPOTMABKL, PaCTBOPEHHEI
yepes 30 MMHYT
VipbecapTaH, PaCTBOPEHHLI

yepes 30 MMHYT

o

He menHee 80 %

o

He menHee 80 %
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Cepruduxkar anaausa /

Anamurnaeckuii nacnopr cepun - SANOF| J

«CAHO®V BUVHTPOII VMHOYCTPUS»
AMmbBapsc-3-JjlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS
Tesr.: 0557303000 daxc: 0557303600

Konm B 6Gase maHHEIX GMID: 805228 Homep cepum CA571
JaTa NPOM3BOACTBA: 28-CEH-2021 IaTa mucTedeHus Cpoka ABT-2024
TOIHOCTH
Onmcanme: KOAINPOBEJIL, 300/12,5 MI', TAEJIETKM, IIOKPEITHE [JIEHOYHON
OBOJIOUKOM 2X14 (POCCHSI)
Twr: TabJyeTka, [IOKPHTAas I[JIEHOYHOMU
0B0JIOUKOM
dopMa BHITYCKaA : o 14 rabyeTok B OBaucTep. o 2 6iaucCTepa B KAPTOHHYK [MauKy
CTpaHa MNpOomaxmn: Poccus
JonosHUTEeN b HAS MHPOPMALINSA ¢ PY uomep: JII-001027
Ccruika Ha IocChe: MH-00337 Bep. 3.0
Cchulka Ha Bepcun ceprtubmrara 29
ananmsa:
HUCIIBITAHUSA CIEHUA®UKAIINN PE3YJIBTATHBI
PorncrseHHEe npuMmecu (BOXX) :
SR 49498 (IIKO = 0,1 %) He Gosee 0,3 % <IIKO
SQ 8936 (IIKO = 0,4 %) He Oomee 0,7 % <IIKO
[lpoume emmHMuHBe npmMecu (IIKO = 0,1 %) He Oosee 0,2 % COOTBETCTBYET
OBlee comepxaHMe IpUMeCeln He Gomee 1,2 % HE OIIPEJEJIEHO

KOJIMYECTBEHHOE OIIPEIEJIEHVE
Tunpoxjyioporrasun (B3XX) 11,9 — 13,1 mr/Tab 12,4 MI'/TAB
NpbBecapran (BOXX) 285,0 — 315,0 mr/Tab 298,8 MI'/TAB

(*) Ommnaech YTBEPXIEHME PETYJIATOPHEIX OPI'aHOB Ha YyHaJlIeHMe MCIBITaHMA B 3aBMCHMMOCTM OT CTPAHBl Ha3HAUEHUA.

[lo yTBepxOeHMUM HOCbe C yIaJIeHHOM MHboOpMaluel CO CTOPOHHE PeIryJIATOPHEIX OPT'aHOB IaHHBIE MCIEITAHMA pacCMaTpMBalTCa Kak
OIIOJIHMTEJIb HEIE

a P E0I 50 "ciro

(*) Ina PoccuitcKOTO PHHKA NPOUBBOAUTENH TAapPaHTUPYET KAUueCTBO [0 NoKazaresn «MuxpobuosorndecKad qmgggga»aQan [ee
HopMaTMBHOM OOKYMEHTALUM
(*) Muxpobuosiornyeckas uYMCTOTA NPOBEPSETCS MUHMMYM Ha 1 cepum B TOX

(*) OmHOpoZHOCTH HOBUPOBAHUA NPOBEPAETCS MUHMMYM Ha 1 cepum B TOX

Hacroamwmm s IIoOTBEPXIIaln, UYTO BHUEYKA3aHHaA MH@OpMauMH ABJIAETCA BepHOﬁ ¥ TOYHOM. JlaHHad cepuda me
M3TOTOBJIEHA, BKJIUAA yHaKOBKy/MapKMpOBKy ” KOHTPOJIb KadeCTBa, Ha BBIUEYIIOMAHYTBIX HpOMSBOHCTBeH}IX

sia ﬁ*J H= ;
n@mﬁn aBYES HOHHOM;%

cooTBeTCTBMM C TpeBoBaHMAMM GMP ?13\
MECTHHX PeryJIATOPHEX OPTaHOB, a Takxe CO CHeuuduKauuamy B PeruCTPalMOHHOM yIOCTOBEpeHUM CTpaHH—tmﬁ
o pesyJneTaTaM NPOBEPKM 3aMMCK O NMPOMSBONCTBE, YNAKOBKE ¥ AHAIM3E CePVM COOTBETCTBOBAIM TPeGOBAHKAM
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Cepruduxkar anaausa /

AHAJIMTHYECKHUI MACIOPT CepPUHU S A N O F | J

«CAHO®V BUVHTPOII VMHOYCTPUS»
AMmbBapsc-3-JjlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS
Tesr.: 0557303000 daxc: 0557303600

Konm B 6Gase maHHEIX GMID: 805228 Homep cepum CA571
JaTa NPOM3BOACTBA: 28-CEH-2021 IaTa mucTedeHus Cpoka ABT-2024
TOOHOCTN
Onmcanme: KOAINPOBEJIL, 300/12,5 MI', TAEJIETKM, IIOKPEITHE [JIEHOYHOM
OBOJIOUKOM 2X14 (POCCHSI)
T : Tabyerka, NOKPHTAas [JIEHOYHOM
0B0JIOUKOM
dopma BHIIYyCKaA: llo 14 rabmeTok B Onucrep. o 2 GiaucrTepa B KAPTOHHYD [IAUKY
CTpaHa MNPOIaxn: Poccus
JonosHUTEeN b HAS MHPOPMALINSA ¢ PY uomep: JII-001027
Ccruika Ha IocChe: MH-00337 Bep. 3.0
Cchulka Ha Bepcun ceprtubmrara 29
aHammsa:
Pewmenne OnmoBpeHo
Oara: 8-H0A-2021 18:03:46.00
YIIOJIHOMOUEHHOE JIMLIO MM [IPenCTaBUTEJNb : VIVKYVH MapTuH

CeprudmraTe aHaM3a 3aBEPEeHH 3JIEKTPOHHOM IMOINMCHIO
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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 .2

Code GMID: 805228 Lot number CA571
Manufacturing Date: 28-SEP-2021 Expiry Date: AUG-2024
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 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/
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/
Irbesartan dissolved after 30 minutes Not less th. 80 p.cent
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Certificate of analysis /

Batch certificate SA N O F I

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Y

Code GMID: 805228 Lot number CA571
Manufacturing Date: 28-SEP-2021 Expiry Date: AUG-2024
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 : LP-001027

Référence dossier: MH-00337 v. 3.0

(*) 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

Réf. CoA version: 29
¢ o
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 12.4 MG/CP
Hydrochlorothiazide (HPLC)
Irbesartan/Irbesartan (HPLC) 285.0 315.0 mg/cp/tab 298.8 MG/CP

;EELH

I hereby certify that the above information is authentic and accurate.
“Ces in fdlb

manufactured, including packaging/labelling and quality control at the above menti *T liance

with the GMP {ii b

requirements of the local regulatory authority and with the specifications in thej keting %uxﬁarm@aéﬁon of the

importing country. The batch processing, packaging and analysis records were rev13§é ‘?6HE g,gemp }avue with GMP
5 &‘ Q\“‘x')“‘ ©
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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 .2

Code GMID:

Manufacturing Date:

Description:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

805228 Lot number
28-SEP-2021

COAPROVEL RM300/12,5 2X14CP RU
Film coated tablet

Box with 2 blisters of 14 tablets
Russia

MA number LP-001027
MH-00337 v. 3.0

29

Expiry Date:

CA571
AUG-2024

.

Decision

Date:

Qualified person or Delegate:

Accepted
8-NOV-2021 18:03:46.00

IDIQUIN Martine

.

Certificate of analyses electronically approved
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