Cepruduxkar anaausa /

AHAJIMTHYECKUH ACTIOPT CepPUM

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

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

SANOFI .7

Kom B Oaszse manuHelx GMID:

JaTa IIpoM3BOILOCTRBA :

Omnmcaunune :

Twr: TabrneTka,

dopmMa BEITyCKa:
CTpaHa MOPOIaXM:

JonoJIHUTEeJIbHasA MHoOpMaLMA :

CcpUika Ha IOOChbe:

805226

Poccua

14-0KT-2021

KOANPOBEJL, 150/12,5 MI', TAEJIETKM, NOKPHTHE OBOJIOYKOM 2X14 (POCCHS)

[IOKPHITAsA IJIEHOYHOM OOOJIOUKOM

llo 14 Tabnerok B O6ymcrTep. [lo 2 OiamucTepa B KAPTOHHYK NadKy

Homep PY: JII-001027

MC-00142 Bep. 5.0

Homep cepuu CA618

IlaTa MCTedyeHMs CpoKa CEH-2024

I'OOHOCTM:

Ccrlka Ha Bepcuio cepTudmxara 21
aHanmmsa:
HNCIIBITAHUA CIIENUDOUKALINU PE3YJIBTATBI
XAPAKTEPUCTUVKIU
OnmcaHue OBaJIbHEIE NBOSKOBHIIYKJIEE Tab®JeTKM, COOTBETCTBYET
IIOKPEITEIE IIJIEHOYWHOM OOOJIOUKOM, C
TPaBMPOBKOM B BUIE Ccepila Ha OIHOMU
CTOpOHE M umciia «2875» Ha IPyIro¥ CTOPOHE.
lieT [IepCUKOBEIM (PO30BO—OpPaHXEBHIN) COOTBETCTRBYET
INOIJIMHHOCTB
KmpokocTHas xpomMarTtorpadums:
I'mopoxjopoTuasmus COOTBETCTBYET COOTBETCTBYET
VpbecapTaH COOTBETCTBYET COOTBETCTBYET
VK-cnexrTpoboToMeTpuUs :

I'mopoxsopoTuasus COOTBETCTBYET COOTBETCTBYET
VpbecapTaH COOTBETCTBYET COOTBETCTBYET
Oxcumel xejesa (*) TOJIOXUTEJILHO TTOJIOXUTEJIBHO
TuTaHa ouokcum (*) TOJIOXUTEJILHO TTOJIOXUTEJIBHO

VICIIHTAHUE
ODHOPOOHOCTH IO3MPOBaHMSA (IIO Macce) CooTBeTCTBYET COOTBETCTBYET

PacTBopeHue (BOXX) :

I'MOpoxJiopoTrasul, PpacTBOPeHHHN udepes 30
MUHYT

pGecapTaH, pPacTBOPeHHEN uyepes3 30 MuHYT

POOCTBEHHEE [IPUMECH
SR 49498
SQ 8936

(BOXX) :
(KO = 0,1 %)
(KO = 0,2 %)
[lpoume emmHMuHBIE npuMecu (IIKO = 0,1 %)

OBmee conepxaHue NpUMeceM

He meHee 80 %

He menHee 80 %

o°

He Gomee 0,3

He Gomyee 0,7

o°

o°

He Gomee 0,2

o°

He Gojyee 1,2
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Cepruduxkar anaausa /

AHAJIMTHYECKHIi NACIIOPT CEPUH SANOFI Y 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

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

Kom B 0Oase maHHEIX GMID: 805226 Homep cepumn CA618

IlaTa NpPOMB3BOLACTBA: 14-0KT-2021 IlaTa MCTedyeHMs CpoKa CEH-2024
TOOHOCTM:

Onmcaume : KOANPOBEJIb, 150/12,5 MI', TAEJETKM, [OKPHTHE OBOJIOUKOM 2X14 (POCCHS)

Twr: TabyerTka, MNOKPHTAas I[JIEHOWHOM OOOJIOUKOM

dopMa BEIIYyCKa : llo 14 Tabnerok B O6ymcrTep. [lo 2 OiamucTepa B KAPTOHHYK NadKy

CTpaHa NpOOaxmu: Poccua

IonoJyiIHUTeNbHas MHPOPMaUM : Homep PY: JII-001027

CceIKa Ha IOChbe: MC-00142 Bep. 5.0

Ccrlka Ha Bepcuio cepTudmxara 21

aHanmsa:

HNCIIBITAHUSA CIIEHUPUKALIUN PE3YJIbTATBI

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

. I'mpgpoxsiopormasun (BIXX) 11,9-13,1 mr/Tab6 12,5 MI'/TAB

. Upbecapran (B3XX) 142,5-157,5 Mmr/Tab 147,6 MI'/TAB

(*) Oxmpmaercsa yTBEpXIeHME PeryJIATOPHEIX OPTaHOB Ha yHaJleHMe B 3aBMCHMMOCTM OT CTpPaHhH Ha3HadeHMA.

[lo yTBepxOeHMUM HOCbe C yIaJIeHHOM MHbOpMaluel CO CTOPOHE PEeIyJIATOPHEIX OPT'aHOB IaHHBIE MCIEITAHMA pacCMaTpMBalTCA Kak
IOTIOJIHUTEJIb HEIE .

- Ina pelHKa Poccum npomsBoAMTEeN b OOecrneuupaeT KadeCTBO MO MoKasaTesn MMKpoOMOJIOTMUeCcKas uMCTOTa B COOTBETCTBUM C
3anpocoM no HopMaTMBHOM IOOKYMEHTaLMK

- MuxpoOmosiorMueckKas UYMCTOTa NPOBEepsAeTCs MMUHMMYM Ha 1 cepum B TOny

- OOHOPOIHOCTE NO3MPOBAHMA MNPOBEPAETCA MUHMMYM Ha 1 cepm B Tomy

HacroamwmMm s MNOOTBEpXIai, 4YTO BHUleyKa3aHHasd MHOoOpMaumsa ABJIAETCA BEPHOM UM TOUHOM. [laHHadA cepua npenaparta Obula
MBTOTOBJIEHA, BKJNOYAS BTAlH YINaKOBKM/MAaPKMPOBKM M KOHTPOJISI KadeCTBa, Ha BBUEYNOMSHYTHX [IPOM3BOLCTBEHHBIX IJIOMANKAX B
[IOJIHOM COOTBETCTBMU C TpeboBaHuAMu GMP

MECTHEIX 3aKOHOHATEeJIbHEIX OPTaHOB BJIACTM, a Takxe CO crneuuduxkauuaMy B PerMCTPaUMOHHOM yIOCTOBEPEeHMU CTpaHb-MMIopTepa. o
pesyjbTaTaM NPOBEPKM 3alucCu O MNPOM3BOACTBE, yHNaKOBKE U aHalM3e CepuM COOTBETCTBOBaM TpeboBaHmaAM GMP.

Pewmenne OnmoBpeHOo

HOarTa: 27-0EK-2021 08:09:01.00

YIIOJIHOMOYEHHOEe JIMLIO WMJIM NPpelCTaBUTENb : IDIQUIN Martine

CepTudmkaTH aHalM3a 3aBEPEeHbl BJIEKTPOHHOM MONNMCHIO <
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Certificate of analysis /

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France

Batch certificate

SANOFI .2

Tel. 0557303000 Fax.0557303600
Code GMID: 805226 Lot number CA618
Manufacturing Date: 14-0CT-2021 Expiry Date: SEP-2024
Description: COAPROVEL RM150/12,5 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: MC-00142 v. 5.0
Réf. CoA version: 21
-
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
Aspect Biconvex, oval film-coated COMPLIES
tablet engraved with a heart on one side
and 2875 on the other side.
Colour Peach (pink orange) COMPLIES
IDENTIFICATION
Liquid chromatography
Hydrochlorothiazide Complies COMPLIES
Irbesartan Complies COMPLIES
IR Spectrophotometry
Hydrochlorothiazide Complies COMPLIES
Irbesartan Complies COMPLIES
Iron oxides (*) Positive POSITIVE
Titanium dioxide (*) Positive POSITIVE
TEST
Uniformity of mass Complies COMPLIES
Dissolution (HPLC) £
Hydrochlorothiazide dissolved Not less th. 80 p.cent COMPLIES [ n
after 30 minutes
Irbesartan dissolved after 30 minutes Not less th. 80 p.cent COMPLIES
Related substances (HPLC)
SR 49498 (LOQ = 0.1%) Not more th. 0.3 p.cent <LOQ
SQ 8936 (LOQ = 0.2%) Not more th. 0.7 p.cent <LOQ
Each other impurity (LOQ = 0.1%) Not more th. 0.2 p.cent COMPLIES
Total impurities Not more th. 1.2 p.cent NON-QUANTIFIE/NOT-QUANTIFIED
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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: 805226 Lot number CA618
Manufacturing Date: 14-0CT-2021 Expiry Date: SEP-2024
Description: COAPROVEL RM150/12,5 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: MC-00142 v. 5.0
Réf. CoA version: 21
F S
CONTROLES SPECIFICATIONS RESULTS
ASSAY
Hydrochlorothiazide (HPLC) 11.9 13.1 mg/tab 12.5 MG/CP
Irbesartan (HPLC) 142.5 157.5 mg/tab 147.6 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

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

Decision Accepted

Date: 27-DEC-2021 08:09:01.00

Qualified person or Delegate: IDIQUIN Martine

.

Certificate of analyses electronically approved

rap_coa_resultats v5






