Cepruduxkar anaausa /

AHAJIMTHYECKMH MACTIOPT CEPUHU SA N O FI Y 4

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

1 pio me Jya Beepx

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

Konm B Oazse nmaHHBIX GMID: 188186 Homep cepumn CAl0S
JlaTa nNpoM3BOINCTBA: 23-MAP-2021 JlaTa mcTedeHuUsa CpokKa IOOHOCTM: PEB-2024
Onmcanme : OENAKMH XPOHO, 300 MI', 100 TAEJIETOK NPOJIOHTMPOBAHHOT'O IEMCTBMS (POCCHMS)

Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, IOKPEITEIE OOOJIOUKOM, C PUCKOMU

dopMma BEHIIyCKa : Ilo 50 Tabmertox BO GuakoH. [lo 2 @rakoHa B KaAPTOHHY IadKy

CTpaHa npoIaxmn: Poccusa

JloNMoJIHUTENIbHas MHOOPMaLNs HoMep permcTpaluMoHHOIO yHocToBepeHms: P N013004/01

Cceilka Ha Iochbe: MC-000353 Bep. 6.0

CcrlIka Ha BEepCHUIo 5

cepTudukaTa aHaIM3a:

HUCIIBITAHUSA CIIEHU®UKALINU PE3YJIBTATHBI

XAPAKTEPVICTVKY

. OIVICAHVE MPOJIONITOBATAS IEJMMAS TABJIETKA, COOTBETCTBYET
MOKPHTAS IJIEHOYHOM OBOJIOUKOI

. 1BET TIPAKTVUECKY BEJIE COOTBETCTBYET

MOJUIMHHOCTh

. VIOH BAJIbIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET

VICTIHTAHMS

. MACCA:

CPEIHSISI MACCA 435 481 MU COOTBETCTBYET

OIHOPOIHOCTL JIO3MPOBAHMS (IO MACCE) COOTBETCTBYET COOTBETCTBYET

. VICTIHTAHVE JIVHVM PA3JIOMA COOTBETCTBYET COOTBETCTBYET

. PACTBOPEHIVE (XX) :
VIOH BAJIBIIPOATA (B BUIE HATPVA BAJIBIIPOATA)

* TIPOLUEHT MOHA BAJIBLIIPOATA, IEPENEAINEIC B

PACTBOP

UYEPE3 1 UAC: 15-40 % COOTBETCTBYET
YEPE3 3 YACA: 30-55 % COOTBETCTBYET
YEPE3 6 YACA: 55-80 % COOTBETCTBYET
KOJIMUYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAIJIBIIPOATA (B BUIE HATPUA 285,0-315,0 MI'/TAB COOTBETCTBYET

BAJIBIIPOATA)  (XX)

MrKpOOMOJIOTUYECKOE MCCJIeIOBaHMe NPOBOIOMTCS HE pexe, dYeM Ha 1 cepmm B IOQ.

Hom.’ﬁaﬁh zbﬁpmg npenapaTa Gbula
‘SPonsEoncTESH) ﬁinomanxax B TOJIHOM

cneum@mxaumg PeTUCTPaLMOHHOM
xaﬁﬁgﬂﬁa,o@mﬁm SPEepEHBl M [PMBHAHE

HacTosamrM s NOATBEPXAAK, UYTO BHUEyKas3aHHAsS MHOOPMaUys ABJAETCA NOCTOBEPHOM £,
npousBeneHa, BKJOYAsS YNAaKOBKY/MapKMPOBKY ¥ KOHTPOJIb KadeCTBa, Ha BhHIIEYIOMIHI /T
cooTBeTCTBMM C TpeboBaHMAMM GMP MECTHEIX PpPeryJIATOPHEIX OPIaHoOB, a Taxfgi

YIOOCTOBEPEHUM CTPAHE-MMIOPTEpa. 3anucu [0 NPOMU3BOLCTBY, YIAKOBKE U KOHT)
COOTBETCTByWUMMM TpeboBaHMAM GMP. He
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dopMma BEHIIyCKa : Ilo 50 Tabmertox BO GuakoH. [lo 2 @rakoHa B KaAPTOHHY IadKy

CTpaHa NpOIaxmn: Poccua

JloNMoJIHUTENIbHas MHOOPMaLNs HoMep permucTpaurMOHHOTO yIocToBepeHms: P N013004/01

Cceilka Ha Iochbe: MC-000353 Bep. 6.0

CcrlIka Ha BEepCHUIo 5

CepTVI@VIKaTa aHalmsa:

HUCIIBITAHUSA CIIEIUPUKALINN PE3YJIBTATBI

Pemenue AQ: Ilpesenrauus 35692 cepusa CA10S comepxur cepum 6Ganxk N ° CA138, CA139, CA140, CAl41, CAl42, CAl46, CAl47

Pewmenne OnoBbpeHo
Jara: 21-MAV-2021 11:47:19.00
YIIONHOMOYEHHOe JIMLO MM NpenCTaBUTeNb : WEILL Myriam

CepTI/I(bI/IKaTbI aHaJi3a 3aBEepPEeHBL SﬂeKTpOHHOﬁI IIOoAONNCEBIO
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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

VALPROATE) (LC)

Microbial examination is performed at least on 1 batch per year

Code GMID: 188186 Lot number CAl10S
Manufacturing Date: 23-MAR-2021 Expiry Date: FEB-2024
Description: DEPAKINE C300 SEC NF 100CP RU
Type: Modified release scored coated tablet
Presentation: Box with 2 tubes of 50 tablets
Market Name: Russia
Additionnal inf: MA number P N013004/01
Référence dossier: MC-000353 v. 6.0
Réf. CoA version: 5
. v
2
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG BREAKABLE FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (LC) COMPLIES COMPLIES
TESTS
MASS
AVERAGE MASS 435 481 MG COMPLIES
UNIFORMITY OF MASS COMPLIES COMPLIES
SECABILITY COMPLIES COMPLIES
DISSOLUTION (LC)
- VALPROATE ION (EXPRESSED AS SODIUM VALPROATE)
AFTER 1 HOUR 15 40 P.CENT COMPLIES
AFTER 3 HOURS 30 55 P.CENT COMPLIES
AFTER 6 HOURS 55 80 P.CENT COMPLIES
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 285.0 315.0 MG/TAB COMPLIES

manufactured,
with the GMP

I hereby certify that the above information is authentic and accurate. This_
including packaging/labelling and quality control at the abov

requirements of the local regulatory authority and with the specifications ir
importing country. The batch processing,

packaging and analysis records were‘ma
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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: 188186 Lot number CAl0S
Manufacturing Date: 23-MAR-2021 Expiry Date: FEB-2024
Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additionnal inf: MA number : P N013004/01

Référence dossier: MC-000353 v. 6.0

Réf. CoA version: 5

.
Décision AQ : Presentation 35692 batch CA10S contains batches bulk N° CA138, CA139, CA140, CAl41,
CAl42, CAl46 and CAl47

J

Decision Accepted
Date: 21-MAY-2021 11:47:19.00
Qualified person or Delegate: WEILL Myriam

.

Certificate of analyses electronically approved
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