AHAIUTHYECKUI MACIOPT CEPUH

«CAHO®M BUHTPOII MHIOYCTPUA»
AMmbBapsc-9-JjlarpaB
1 pio me Jya Beepx
KAPBOH-EBIJIAH,

Tes.: 0557303000 daxc:

Cepruduxkar anaausa /

SANOFI \7

33565 CEDEX, &panums
0557303600

Konm B ©asze panHBIX GMID: 188194 HomMep cepumn CA76S

JaTa NPOM3BOINCTBA: 08-CEHT-2021 IaTa ucTedeHus cpoka romHocTu: ABI'-2024

Onmcanne : IENAKMH XPOHO 500 MI',30 TAEJIETOK IPOJIOHTMPOBAHHOT'O IEMCTBMSA (POCCHA)

Twm : TabjleTKM NPOJIOHTMPOBAHHOTO IEMCTBMUA, IOKPHTHE OOOJIOUKOM, C PMCKOM

dopMma BEBIIyCKa: Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW0 IadKy.

CrpaHa NPOIaxM: Poccus

JonosnHuTeNnbHad MHOOPMaLMA : Homep PY: I1 N013004/01

CchIJIKa Ha Iochbe: Mc-00005 Bep. 4.0

Cchlka Ha Bepcuo cepTmdmuxarTa aHaamsa: 3

XAPAKTEPUCTVKN

. OIIMCAHME IIPOIOJITOBATAA IOEJIMMAS TABJIETKA, COOTBETCTBYET
MIOKPHTAS IIJIEHOUHOM OBOJIOUKON

. IUBET MIPAKTUUYECKV BEJIHN COOTBETCTBYET

INOIJIMHHOCTB

. VIOH BAIJIBIIPOATA (BMK/XX) COOTBETCTBYET COOTBETCTBYET

VICIIBITAHMA

. MACCA:

CPEJIHSST MACCA 722 - 798 MU' COOTBETCTBYET

OIOHOPOIOHOCTE HO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET

. VICIIHTAHME [OEJIVMMHX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET

. PACTBOPEHHUE:

VIOH BAJIBIIPOATA (B BUIE HATPVS BAJIBIIPOATA) (XX)

UEPE3 1 UAC: 10-30 % COOTBETCTBYET

YEPE3 3 UACA: 30-50 % COOTBETCTBYET

UEPE3 6 UACOB: 50-70 % COOTBETCTBYET

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAJIBIIPOATA
BAJIBLIIPOATA)

(B BUIE HATPUSI
(BUK/XX)

llokazaTens «MukpobMoOJIOTMYECKasa UYMCTOTa» KOHTPOJMPYEeTCs IO MeHbllel Mepe Ha 1 cepuu B

475,0-525,0 MI'/TAB
(95,0-105,0 %)
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HacTrosammmMm s IIoOTBEPXIOAlo, uTo
M3T'OTOBJIEHA,
TIOJIHOM COOTBETCTBUN C

BKJIOUAs DTalbl yHNakOBKM/MapKMPOBKM M KOHTPOJIS KadyecTBa,
TpeBbOoBaHUAMN
PerMcTpaluMOHHOM YIHOCTOBEPEHMM CTPaHB-MMIIOPTEPa .

BHIIEYKa3aHHAaA ABJIAETCHA

2 Paw ‘i *;21____________—

BEPHOM M TOYHOM. J[JlaHHAg é%gjé npenapara Ovia
Ha BHUIEYNOMAHYTHX [IPOM3BOACTBEHHEIX I[LJIOManKax B
PETyJIATOPHEIX OPT'aHOB BJAacTMU, a Takxe co crneuudpuxaumaMu B

3anmcu M0 NIPOM3BONCTBY, YIAKOBKE M aHalM3y cepumu ObBUIM [IPOBEPEHH U

nHOopMaLMa

GMP MeCTHBIX

NPM3HAHE COOTBETCTBYyWUMMU TpeboBaHmaMm GMP.
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AHAIUTHYECKUI MACIOPT CEPUH

«CAHO®V BUVHTPOII VMHOYCTPUS»
AMmbBapsc-9-JjlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ¢panuusa

Tes.: 0557303000 daxc: 0557303600

Cepruduxkar anaausa /

SANOFI

Konm B Basze mauHbeIX GMID:
IaTa NpoM3BOOCTBA:
Onmncaune -

Twumn:

dopmMa BEIIYCKA:

CrpaHa NPOIaxM:

JonosnHuTeNnbHas MHOOPMaLNs :

CceIKka Ha Jocbe:

Ccrllka Ha BepCHrio CepTM@MKaTa aHanmsa:

188194
08-CEHT-2021
OEINAKMH XPOHO 500 MT',30 TABJIETOK [POJIOHI'MPOBAHHOT'O HEMCTBMS (POCCHS)

Homep cepum

TabjleTKM NPOJIOHTMPOBAHHOTO IEMCTBMUA, IOKPHTHE OOOJIOUKOM, C PMCKOM

Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW0 IadKy.
Poccusa

Homep PY: I1 N013004/01

Mc-00005 Bep. 4.0
3

llaTa ncreueHysa Cpoka TOOHOCTM:

CA76S
ABI-2024

Pemenue AQ: Ilpesenrauus 35723 cepusa CA76S comepxur cepum Gank N CA996, CA997, CAO01lA, CAOLC

Pewenne

Hara:

YIIONMHOMOYEHHOe JIMLIO MM npencTaBUTeNb

OnoBbpeHo
24-CEH-2021 15:59:49.00
GUILLAUME Quentin

CepTudmkaTH aHaM3a BaBEePEHHE SJIEKTPOHHOM

IIOONNCHBEIO
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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

DISSOLUTION

AFTER 1 HOUR
AFTER 3 HOURS
AFTER 6 HOURS

VALPROATE) (NIR/LC)

- VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)

10 - 30 P.CENT
30 - 50 P.CENT
50 - 70 P.CENT

VALPROATE ION (EXPRESSED AS SODIUM 475.0 - 525.0 MG/TAB

(95.0 - 105.0 P.CENT)

Microbial examination is performed at least on 1 batch per year

Code GMID: 188194 Lot number CA76S
Manufacturing Date: 8-SEP-2021 Expiry Date: AUG-2024
Description: DEPAKINE C500 SEC NF 30CP RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: MA number P N013004/01
Référence dossier: MC-00005 v. 4.0
Réf. CoA version: 3
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (NIR/LC) COMPLIES COMPLIES
TESTS
. MASS
AVERAGE MASS 722 - 798 MG COMPLIES
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES

with the GMP

I hereby certify that the above information is authentic and accurate.
manufactured, including packaging/labelling and quality control at the above mentioned sites in full compliance

importing country. The batch processing,

This batch of product has been

requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
packaging and analysis records were reviewed to be in compliance with GMP
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Certificate of analysis /

Batch certificate S A N O F | %J

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number CAT6S
Manufacturing Date: 8-SEP-2021 Expiry Date: AUG-2024
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: MA number : P N013004/01

Référence dossier: MC-00005 v. 4.0

Réf. CoA version: 3

.

Décision AQ : Presentation 35723 batch CA76S contains batches bulk N° : CA996, CAS997, CAOlA, CAOQOlC.

J

Decision Accepted
Date: 24-SEP-2021 15:59:49.00
Qualified person or Delegate: GUILLAUME Quentin

.

Certificate of analyses electronically approved
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