Cepruduxkar anajausa /
AHAJIUTHYCCKUH ACIIOPT
cepuu

sanofi

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

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHLus
Tejyr.: 0557303000 ®axc: 0557303600

Konm B Gasze pmauHHeEIx GMID: 805229 Homep cepumn DA334
IaTa OPOM3BOACTBA: 7-M0JI-2022 IlaTa mMCTedeHMs CpoKa JMIOH-2025
TOOHOCTM
Onmcanne : KOANPOBREJIL, 300 /25, TAEBJIETKM, [OKPHTHE I[LJIEHOYHOM OBOJIOUKOM
2X14 (POCCHA)
Twr: TabJyeTka, I[IOKPHTAas I[IJIEHOYHOMN
0BO0JIOUKOM
dopma BEHIIYyCKaA: [lo 14 TabymeTox B Ommucrep. [lo 2 OnmcTepa B KAPTOHHYW0 IHAauKy
CTpaHa NIpoOIaxu: Poccusa
IononHuTeJIbHasS MHbOOpMaLMA : PY HoMep: JICP-008754/09
CcryIKka Ha mochbe: MH-00277 v. 4.0 Ccrika Ha Bepcuo cepTudmKara aHammsza: 17

YCIJIOBMSA XPaHEHU: XpaHuTs He Bome 30°C

HUCIIBITAHUSA CIIENUDOUKALINU PE3YJIBTATHI
XAPAKTEPUCTUKN
OnmucaHue OBaJIbHEIE NBOSKOBHIIYKJIEE TabOJeTKM, COOTBETCTBYET
IOKPHEITHE IIJIEHOYHOM OBOJIOUKOM, C
TPaBMPOBKOM B BUIE cepila Ha OIHOM
CTOpPOHE M umMcJia «2788» Ha OpPyIro¥ CTOPOHE.
liBeT PO30OBHIM COOTBETCTBYET
INOIJIVHHOCTB
. XmoxocTHas xpomMarorpadms:
T'mopoxyiopoTrasun COOTBETCTBYET COOTBETCTBYET
VpbecapTaH COOTBETCTBYET COOTBETCTBYET
MK-crnexkTpopoToMeTpn :
T'mopoxyiopoTrasun COOTBETCTBYET COOTBETCTBYET
VpbecapTaH COOTBETCTBYET COOTBETCTBYET
Oxcumel xejesa (**) [IOJIOXMTEJIEHO [IOJIOXNTEJIBHO
TuTaHa IOMOKCUI (**) IIOJIOXMTEJIBHO [MOJIOXNTEJIBHO
VICIIHTAHUE

ODHOPOOHOCTBL Ho3MpoBaHMa (XX):
T'mopoxyopTrasng COOTBETCTBYET COOTBETCTBYET
VpbecapTaH COOTBETCTBYET COOTBETCTBYET
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cepum
«CAHO®Y BUHTPOII MHOYCTPUA»
AMmbapoac-9-Jjlarpas
1 po me Jya Beepx

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

Konm B Gasze pmauHHeEIx GMID: 805229 Homep cepumn DA334
IaTa OPOM3BOACTBA: 7-M0JI-2022 IlaTa mMCTedeHMs CpoKa JMIOH-2025
TOOHOCTM
Onmcanne : KOANPOBREJIL, 300 /25, TAEBJIETKM, [OKPHTHE I[LJIEHOYHOM OBOJIOUKOM
2X14 (POCCHA)
Twr: TabJyeTka, I[IOKPHTAas I[IJIEHOYHOMN
0BO0JIOUKOM
dopma BEHIIYyCKaA: [lo 14 TabymeTox B Ommucrep. [lo 2 OnmcTepa B KAPTOHHYW0 IHAauKy
CTpaHa NIpoOIaxu: Poccusa
IononHuTeJIbHasS MHbOOpMaLMA : PY HoMep: JICP-008754/09
CcryIKka Ha mochbe: MH-00277 v. 4.0 Ccrika Ha Bepcuo cepTudmKara aHammsza: 17
YCIJIOBMSA XPaHEHU: XpaHuTs He Bome 30°C

HNCIIBITAHUA CIIEHMOUKALIUN PE3YJIBTATBI

. PacrBoOpenme (XX):

I'MOpOXJIOPOTHAaBUL, PacTBOPEHHEI COOTBETCTBYET COOTBETCTBYET
uepes 30 MmuHYT (Q0=80%)

lpBecapTaH, PacCTBOPEHHEM COOTBETCTBYET COOTBETCTBYET
uepes 30 MmHyT (Q=80%)

. PomcreenHble npumecu (XKX) :

SR 49498 (*) He Gomee 0,3 % 0,1 %

SQ 8936 (*) He Gomee 0,7 % <IIKO

Jiobas HeumeHTUOMUMPOBAHHAS NPUMECh (*) He Oosee 0,2 % COOTBETCTBYET
CyMmMa BCex mpuMecein (*) He Gomee 1,2 % 0,1 %

(*) IIKO = 0.05%

KOJIMYECTBEHHOE OIPEINEJIEHVE

. I'mpgpoxsiopormasun (XX) Or 23,7 mo 26,3 mMr B 1 Tabmerke. 25,1 MI'/TAB

. UpbecapraH (XX) Or 285,0 mo 315,0 mMr B 1 TabineTke. 303,9 MI'/TAB

(**) OxmpmaeTcs yTBEpPXIEHME PeTryJIATOPHHEIX OPT'aHOB Ha yHaJleHMe MCIBITaHMsa B 3aBUCUMOCTM OT CTPaHbH Ha3HAaYEHUs.

Ilo yTBepXIeHUM LNOCbe C yINaJIeHHOM MHpOpMaLMelM CO CTOPOHH PeTryJISTOPHEIX OPIaHOB MaHHBE MCIETaHMA PacCMaTPMBAKTCA KaK OOMNOJHMTEJIbHBE
Isiss POCCHIMCKOTO PEIHKA, [IPOM3BOAOMTEJE MNOATBEPXIAeT KadeCTBO [0 NoKaszaTeln «MMKpobuosiorMdeckas YMCTOTa» B COOTBETCTBMM C TpeboBaHMEM
HOPMaTMBHOM HOOKYMEHTALWUM.

IlokazsaTens «MMKpoOOMOJIOTMYECKasa YMCTOTa» MNPOBOOUTCA NepruoIMydecKy, HO He pexe, dYeM Ui 1 cepum B TOXI

HacroammuMm s INOoOTBEpPXnakl, 4YTO BHIUIIEYKas3aHHadA VIH@OpMaLU/IH ABJIAETCA BepHOf;I ¥ TOYHOM. JaHHasa cepud IpernapaTa Obl1a M3TOTORJIEHA, BKJIOYAA
yHaKOBKy/MapKVIpOBKy M KOHTPOJIb KaudecCcTBa, Ha BBUEYIOMAHYTHEX IIPOM3BOINCTBEHHEX IJIOMlaOKax B IIOJIHOM COOTBETCTBUM C TpeGOBaHMHMVI GMP
MECTHEIX PeryJIATOPHEIX OPI'aHOB, a TaKxXe CO CneLU/I(bMKaL!MF[MVI B Pel"VICTpaLlMOHHOM YOOCTOBEPEHMM CTpaHel-MMIIOpTEpa.

Ilo pe3yJjibTaTaM I[IPOBEPKM 3alMCKM O IPpOM3BOINCTBE, YIAKOBKE M aHaliMm3e CepurM COOTBEeTCTBOBAJIM Tpe@OBaHMHM GMP.

Pemeunne OnobpeHO

q
Hara: 31-4HB-2023 10:33:49.00 %;
YHNONHOMOYEHHOe JMLO MIM NpenCTaBUTeNb : IDIQUIN Martine %O'

el O

CepTI/I@I/IKaTbI aHaJi3a 3aBEpPEeHBL SHGKTPOHHOIZ IIOAONNCEIO
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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: 805229 Batch number: DA334
Manufacturing date: 7-JUL-2022 Expiry date: JUN-2025
Description: COAPRO 300-25MG TABCO BL2X14 M36 RU
Type: Film coated tablet
Presentation: Box with 2 blisters of 14 tablets
Market Name: Russia
Additionnal inf: MA number : RU - LSR-008754/09
Method's ref: MH-00277 v. 4.0 CoA version's Ref.: 17
Storage condition: Store not above 30°C
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS

Aspect Biconvex, oval film-coated tablet COMPLIES

engraved with a heart on one side
and 2788 on the other side
Colour Pink COMPLIES

IDENTIFICATIONS

Liquid chromatography
Hydrochlorothiazide Complies COMPLIES
Irbesartan Complies COMPLIES

IR Spectrophotometry

Hydrochlorothiazide Complies COMPLIES
Irbesartan Complies COMPLIES
Iron oxide (*¥*) Positive POSITIVE
Titanium dioxide (**) Positive POSITIVE
TESTS

Content Uniformity (LC)
Hydrochlorothiazide Complies COMPLIES
Irbesartan Complies COMPLIES

2HobU Poccus» ||
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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:
Manufacturing date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Method's ref:
Storage condition:

\.

805229 Batch number: DA334
7-JUL-2022 Expiry date: JUN-2025
COAPRO 300-25MG TABCO BL2X14 M36 RU

Film coated tablet

Box with 2 blisters of 14 tablets

Russia

MA number : RU - LSR-008754/09

MH-00277 v. 4.0 CoA version's Ref.: 17

Store not above 30°C

CONTROLES SPECIFICATIONS RESULTS
Dissolution (LC)
Hydrochlorothiazide dissolved Complies COMPLIES
after 30 minutes (Q = 80 p.cent)
Irbesartan dissolved after 30 minutes Complies COMPLIES
(Q = 80 p.cent)
Related substances (LC)
SR 49498 (*) Not more th. 0.3 p.cent 0.1 P.CENT
SQ 8936 (*) Not more th. 0.7 p.cent <LOQ
Other impuritie (each) (*) Not more th. 0.2 p.cent COMPLIES
Total impurities (*) Not more th. 1.2 p.cent 0.1 P.CENT
(*) LOQ = 0,05 p.cent
ASSAY
Hydrochlorothiazide (LC) 23.7 26.3 mg/tab 25.1 MG/CP
Irbesartan (LC) 285.0 315.0 mg/tab 303.9 MG/CP

(**) 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

with the GMP

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

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

; X =
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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: 805229 Batch number: DA334
Manufacturing date: 7-JUL-2022 Expiry date: JUN-2025
Description: COAPRO 300-25MG TABCO BL2X14 M36 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : RU - LSR-008754/09

Method's ref: MH-00277 v. 4.0 CoA version's Ref.: 17
Storage condition: Store not above 30°C

Decision: Accepted

Date: 31-JAN-2023 10:33:49.00

Qualified person or Delegate: IDIQUIN Martine

\.

This Certificate of Analysis has been electronically signed from a validated system
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