Cepruduxkar anaausa /

AHAJIMTHYECKUH ACTIOPT CepPUM

«CAHO®M BUHTPOII MHIOYCTPUA»
AmbBapsc-3-JlarpaB

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHLus

Tes.: 0557303000 daxc: 0557303600

SANOFI .7

Konm B Gasze mauHbeIXx GMID: 805226
IaTa NpoM3BOOCTBA:

Onmcaumne :

Twrm: TabyeTka,

dopmMa BEIIYCKa:
CTpaHa npoIaxmu: Poccusa

JlonoJIHMUTEeNbHasA MHOOPMaLMs :

Ccrllka Ha IOoChe:

15-1M0m-2021

IOKPEITAasA IJIEHOWHOM OBOJIOUKOM

Homep PY: JII-001027

MC-0042 Bep. 4.0

Homep cepuun CA572

IlaTa mcredeHus cpoka romHocTm: MIOH-2024

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

o 14 rabjerox B OmmucTep. [lo 2 6aucTepa B KAPTOHHYKW HAaYKy

Cceulka Ha Bepcuo cepTudmkaTa aHammsa: 20
HNCIIBITAHUA CIIENUDOUKALINU PE3YJIBTATBI
XAPAKTEPUCTVKN
. Onmcaxue OBaJIbHEIE OBOSKOBBIIYKJIEIE TabJIeTKM, COOTBETCTBYET
IIOKPEITEIE IIJIEHOYWHOM OOOJIOUKOM, C
IPaBMPOBKOM B BUIE Ceprla Ha OIHOM
CTOpOoHEe M Ymcia «2875» Ha OPyToM CTOPOHE.
. IBeT [IepCUKOBEIM (PO30BO—OpPaHXEBHIN) COOTBETCTRBYET
[IOIJIVIHHOCTB
. XunoxocTHas xpoMaTorpadms:
I'mopoxjopoTuasmun COOTBETCTBYET COOTBETCTBYET
VipbecapTaH COOTBETCTBYET COOTBETCTBYET
. UK-cnexkTpodoTromMeTpms :
I'mopoxjopoTuasmun COOTBETCTBYET COOTBETCTBYET
VipbecapTaH COOTBETCTBYET COOTBETCTBYET
. Okxcumel xejesa (*) TOJIOXUTEJILHO TTOJIOXUTEJIBHO
. TuraHa nguokcun (*) TTOJIOXUTEJIEHO TTOJIOXUTEJIBHO
VICIIHTAHUE
. ODHOPOOHOCTBL HO3MPOBaHMA (IO Macce) CooTBeTCTByET COOTBETCTBYET
. PacrBopenue (BOXX) :
I'MOPOXJIOPOTMAaBNL, PACTBOPEHHENM uepes 30 He menHee 80 % COOTBETCTBYET
MMUHYT
VpBecapTaH, pacTBOpeHHEW uepe3s 30 MUHYT He menHee 80 % COOTBETCTBYE

. PomcrBeHHble npumMmecu (BOXX) :
SR 49498

SQ 8936

(IIKO = 0,1 %)
(IKO = 0,2 %)
(IIKO =

[lpoune enMHWYHEE NPUMECU 0,1 %)

Obuwee comepxaHMue IpuUMeceN

He 6ojee
He 6ojee
He 6ojee

He 6ojee

<IIKO
<IIKO
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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

Kon B 6asze paHHEIX GMID: 805226 Homep cepuun CA572

IaTa NpOoM3BOICTBA: 15-1M0m-2021 IaTa mMcTedeHMA CpokKa romHocTm: MOH-2024

Onmcanme : KOANPOBEJIb, 150/12,5 MI', TABJIETKM, [OKPHTEHE OBOJIOYKOM 2X14 (POCCHST)
Ty : TabneTka, INOKPHTAA IJIEHOWHOM OOOJIOUKOM

dopma BBITYyCKa : o 14 rabjerox B OmmucTep. [lo 2 6aucTepa B KAPTOHHYKW HAaYKy

CTpaHa NpPOIaxn:

JlonoJIHMUTEeNbHasA MHOOPMaLMs :

Ccrllka Ha IOoChe:

Cchulka Ha Bepcuo ceprudukara aHammsa:

Poccusa

Homep PY: JII-001027

MC-0042 Bep. 4.0

20

HNCIIBITAHUA CIIEHUDPUKALIUN PE3YJIBTATBI

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

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

. Vpbecapran (BIXX) 142,5-157,5 mr/Tab 149,3 MI'/TAB

(*) OxmpmaeTcsa yTBepXIeHME PeryJIATOPHEIX OPTaHOB Ha yHalleHMe B 3aBMCHMMOCTM OT CTPaHb Ha3HadeHMHd.

[lo yTBepxOeHMUM HOCbe C yIaJIeHHOM MHboOpMaluel CO CTOPOHHE PEeIyJIATOPHEIX OPT'aHOB IaHHBIE MCIEITAHMA pacCMaTpMBalTCA Kak
IOIOJIHUTEJIbHEIE .

- Ina pelHKa Poccuy npomsBoAMTENb OOecrneuMpaeT KadeCTBO IO IoKasaTeso Mmkpobuojiormiyeckas UMCTOTa B COOTBETCTBUM C
3anpocoM no HopMaTMBHOM IOOKYMEHTaLWK

- MumxpofBuosiormyeckas 4YMCTOTa IPOBEPAETCA MMHMMYM Ha 1 cepum B IOIYy

- OODHOPOIHOCTE HNO3MPOBAHMA MNPOBEPAeTCA MMHMMYM Ha 1 cepm B Tomy

HacToAammM s HOATBepXHald, YTO BHIleyKas3aHHad MHOOpMalusa fABJIAETCA BEPHOM M TOUHOM. JJaHHasa cepus NpenapaTa Oblia
M3TOTOBJIEHA, BKJIOYAS 3Talbl yIaKOBKM/MAPKMPOBKM UM KOHTPOJIS KAYeCTBA, HA BHIEYIOMSHYTHX IPOM3BOICTBEHHHX I[JIOLALKAX B
[IOJIHOM COOTBETCTBUM C TpeboBaHusaMu GMP

MECTHEIX 3aKOHOIATEJIbHEIX OPTaHOB BJIACTM, a TakKXe CcO cHeuuduKauuaMu B PerucTpaluMOHHOM YyHOCTOBEPEHMM CTPaHH-MMIOpTepa. Ilo
pesyJibTaTaM INPOBEPKU 3amlncCu O INPOM3BOACTBE, YIAaKOBKe M aHajlM3e Cepumu COOTBETCTBOBaM TpeboBaHmAM GMP.

Pemenne OnmoBbpeHOo

Oara: 1-CEHT-2021 17:47:33.00

YIIOJIHOMOUYEHHOE JIMLIO WMJIM [NPeICTaBUTENb : IDIQUIN Martine
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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 CA572
Manufacturing Date: 15-JUL-2021 Expiry Date: JUN-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. 4.0
Réf. CoA version: 20
L
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) S
Hydrochlorothiazide dissolved Not less th. 80 p.cent COMPLIES k.f
after 30 minutes J //© )
Irbesartan dissolved after 30 minutes Not less th. 80 p.cent COMPLIES%;//ZAQRHG@E’/A - —He
Related substances (HPLC) &'Ei”f"/’ a AV
SR 49498 (LOQ = 0.1%) Not more th. 0.3 p.cent
SQ 8936 (LOQ = 0.2%) Not more th. 0.7 p.cent
Each other impurity (LOQ = 0.1%) Not more th. 0.2 p.cent
Total impurities Not more th. 1.2 p.cent
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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 CA572
Manufacturing Date: 15-JUL-2021 Expiry Date: JUN-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. 4.0
Réf. CoA version: 20
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 149.3 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: 1-SEP-2021 17:47:33.00

Qualified person or Delegate: IDIQUIN Martine

.

Certificate of analyses electronically approved
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