«CAHO®M BMHTPOIl MHAYCTPMA»
AmBapsc-3-Jlarpar

1 pio ne na Bhepx

33565 KAPBOH-BJIAH Cedex O®paHuUMsA

Ten.: 0557303000 daxc: 0557303600

Ceprudukar anannsza /
Ceprudukar cepun

SANOFI wg

Koa B Gaze AaHHe® GMID:
laTa npou3BoACTBaA:
OonucaHue :

Tun:

PopMa BHINyCKa:

CTpaHa nponaxu:

HononHurensHaa uHpopmauma:

Cceinka Ha nocke:

Ccblnka Ha BepcHio Cep'I‘ldCl)HKa.Ta aHan1s3a:

HUCIIBITAHUSA

805224 Homep cepum

CA630

22-M1-2021 laTa McTeyeHMA CpoKa TOOHOCTM: MIOH-2024
ANPOBEJIE 300 MI' TABNETKM, NOKPHTEE NJNIEHOYHOM OBOJIOUKOA 2X14 (POCCHA)

TatneTka, MNOKDPLITAA MJEHOYHOW OCONOYKOM

Mo 14 TaGneTok B Gnucrep. [lo 2 OAMCTEpPa B KAPTOHHYKW MNadky

Poccua
PY Homep: JIN-001260

MH-00011 Bep. 6.0
25

CIIEITA®UKALIAN

PE3YJbTATBI

XAPAKTEPUCTUKN

OnucaHue

LeeT

NOONUHHOCTE
WK-cnekTpodoTomeTpua

Turana guokcun (*)

WCIIHTAHNA

- CTROMA 1:
Yawka 1

Yawxa 2

Yawxka 3

Yawxka 4

Yawka 5

Yawka 6

- CTAOMA 2:
Kaxnoe zHadeHue
CpenHee (CtanuA 1 + CranuAa 2)
- 3TAN 3:

Kaxnoe 3anaueHue

CpenHee (Ct. 1 + Cr. 2 + Cr. 3)

OnHOPOANHOCTE NO3MPOBaHMA (No Macce)

[IBCAKOBBINYKIEIE OBaNbHLEE TAONETKM, NOKPHITHE
njeHoYHOW ODONOYKOW, C TPAaBMPOBKOW B BuUIe
cepnua Ha ONHOW CTOPoHe u uucna «2873» Ha

Opyrou CTOpOHE,

Or Genoro no noutu Gesoro

CoorseTcTBYyeT

NonoXUTENEHO

CooTBeTcTEYET

Pacreopenue (Y®): MpGecapTaH, pacTBopuBuUMICA uYepes 30 muu (Q = B0 %)
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24 rat.: He MeHee 55 %
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Ceprudukar ananusa /

Ceprudukar cepun SANOFI » Y

«CAHO®M BMHTPON MHIYCTPUA»
AmBapsc-3-Jlarpasn

1 po ne na Bbepx

33565 KAPBOH-BJIAH Cedex ®paHumsa
Ten.: 0557303000 ¢daxc: 0557303600

Kon B Gase nmaHHeix GMID: 805224 Homep cepuu CR630
JlaTa nNpoM3BOACTBA: 22=-Mn=-2021 llaTa mMcTeuyeHMA Cpoka TOOHOCTM: MiOH=-2024
Ormcanme : ANPOBEJIb 300 MI' TAEJIETKM, NOKPHTHE NJIEHOYEO/ OBOJIOYKOM 2X14 (POCCHS)

Tun: TaBneTka, NOKpLITaA MNJEHOYHOW OOOJIOYKOW

dopMa BeInycka: Mo 14 rabnerok B OnucrTep. [lo 2 O6AMCTepa B KaAPTOHHYKW nadky

CrpaHa nponmaxm: Poccua

HononHuTensHaA MHOpMaUMA: PY Homep: JIN-001260

CchlKa Ha Oocke: MH-00011 Bep. 6.0

Ccellka Ha Bepcuio cepTudMkaTa aHanm3a: 25

HCIIBITAHUS  CHEU®UKAIIUA PE3YJIBTATHI

MpoOykTel pasnoxeHusa (XX): : i
SR 49498 He conee 0,

i 0'1 %
Jiwboi HecneuMPUUMPOBAHHLIA MPCAYKT Pa3J0XeHUA He oonee 0,2 % <=10,2 %
CyMMa NpONYyKTOB pa3JIoXeHUA He oconee 0,5 & 0,1 %

KONMYECTBEHHOE ONPELENEHME

WpbecapTas (HX) :285,0
95,0

i 293,4 mp/Tac

315,0 mr/Tac - -
10 G 97,8 %

10

(*) OxunaeTcA yTBepXIOEHME PeryJIATOPHEX OPPEHOB Ha YOajlieHMe B 3aBMCMMOCTM OT CTpaHkl HazHAUYEHMWA.

Mo yreepkneHdnn Aocke C yhaleHHOW MHPOPMauMER CO CTOPOHB PETY/NATCPHBIX OPTaHOB OAHHLIE WMCMNLITAHMA PAacCCMATDUBATCA KAk AONOJHUTENsHbIe

- lna POCCMACKOTO PhHKAa, NPOM3BOOMTENE NOATBEPKAAST KaYeCTBO NO NOKA3aTeNlo «MMKDPOOMONOTMUECKaa UMCTOTa» B COOTBETCTBMM C TpeGoBaHMeM
HOPMaTHBHOA INOKYMEHTaLMM.

- Mukpofuonorudyeckasa 4Y4MCTOTa MNPOBEpPAETCA MMHMMYM Ha 1 cepum B roay

HacToAuvMm A noaTBepxOak, YTO BhlleyKa3aHHad WMHPOpMauwWs ABNAETCHA BEpPHOA M TOYHOW. JaHHasa cepua npenapaTa Ob1a MBNOTOBJEHa, BKIOYas
YNaKOBKY/MapPKMPOBKY W KOHTPOJIE KayeCTBAa, Ha BLIWEYNOMAHYTHX NPOM3BOOCTBEHHBHX MNJAOWANKAX B NOJHOM COOTBETCTBMM C TpefioBaHwaAmu GMP
MECTHEIX 3aKoHOdaTeflbHbiX OPraHoB BAACTM WM B COOTBETCTBMM CO cChneurdukaumaAmMM B PerMcTpalMOHHOM YAOCTOBEPEHWM CTpaHb-uMmnoprepa. o
pe3yneTaTaM NpoBepkKM 3anMcu © NPpOM3BONCTRE, YNAKOBKE WM aHaluM3e Ccepuu COOTBETCTBOBanu TpeboBaHuAMm GMP.

Pewenne OnoBpeHo
Hara: 9-NEK-2021 11:20:59.00
¥nonnoMoueHHOe MMLO uUnu [lpefcraBMUTens. : IDIQUIN Martine

CepTudMKaAT aHanusa YTBepxXIeH B 3JeKTPOHHOM Buie
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Certificate of analysis /

Batch certificate SANOFI v Y |

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 805224 Lot number CA630
Manufacturing Date: 22-JUL-2021 Expiry Date: JUN-2024
Description: APROVEL RM 300MG TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : LP-001260

Référence dossier: MH-00011 v. 6.0

Réf. CoA version: 25
CONTROLES SPECIFICATIONS i RESULTS
CHARACTERS
. Aspect Biconvex, oval film-coated tablet COMPLIES
engraved with a heart on one side
and "2873" on the other side
Colour White to off-white b COMPLIES
IDENTIFICATIONS
IR spectrophotometry Complies COMPLIES
Titanium dioxide (*) Positive : ! POSITIVE
TESTS
Uniformity of mass Complies i COMPLIES
Dissolution (UV) : Irbesartan dissolved after 30 min. (Q=80 p.cent)
- STAGE 1 : i
Bowl 1 Not less than 85 p.cent
Bowl 2 Not less than B5 p.cent
Bowl 3 Not less than 85 p.cent
Bowl 4 Not less than 85 p.cent
Bowl 5 Not less than 85 p.cent
Bowl 6 Not less than 85 p.cent
- STAGE 2
Each value Not less than 65 p.cent
Average (S1+S2) Not less than 80 p.cent
- STAGE 3 ! _
Each value 22 tab : Not less than 65 p.cent
24 tab : Not less than 55 p.cent
Average (S1+S52+S3) Not less than 80 p.cent
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Certificate of analysis /

Batch certificate SANOFI 0

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 805224 Lot number CA630
Manufacturing Date: 22-JUL-2021 Expiry Date: JUN-2024
Description: APROVEL RM 300MG TABCO 2X14 RU

Type: Film coated tablet

Presentation: Box with 2 blisters of 14 tablets

Market Name: Russia

Additionnal inf: MA number : LP-001260

Référence dossier: MH-00011 v. 6.0

Réf. CoA version: 25
\, s : . . - i)
CONTROLES SPECIFICATIONS : RESULTS
Degradation products (LC)
SR 49498 Not more than 0.2 p.cent 3 % 0.1 P.CENT
Any unspecified degradation product Not more than 0.2 p.cent <=0.2 %
Total degradation products Not more than 0.5 p.cent 0.1 P.CENT
ASSAY
Irbesartan (LC) 285.0 315.0 mg/tab e 293.4 MG/CP

95.0 105.0 p.cent 97.8 P.CENT

(*) 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 reguest

- Microbial examination is performed at least on 1 batch per year

——
w— E—

T 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: 9-DEC-2021 11:20:59.00
Qualified person or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved
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