«CAHO®M BUHTPOII MHIOYCTPU»

AmbBapsc-3-JlarpaB
1 pio me Jya Beepx

Cepruduxkar anaausa /
AHAIUTHYECKUH MACIOPT CEPUH

SANOFI .2

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS

Tesr.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 188186 Homep cepumn CAl5S
JlaTa nNpoM3BOINCTBA: 21-UMIOH-2021 JlaTa mcTedeHuUsa CpokKa IOOHOCTM: MAVI-2024

Onmcanne :
Twr:
dopmMa BEIIYCKa:

CTpaHa npoIaxmn:

JonosHuTeNbHas MHOOPMaLNs :

Cceulka Ha IocChbe:

Ccrllka Ha BepCHio
CepTM@MKaTa aHalmsa:

JIENAKMH XPOHO, 300 MI', 100 TAEBJIETOK IIPOJIOHTMPOBAHHOI'O HEﬁCTBMﬁ (POCCHS)
TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM
Ilo 50 Tabmertox BO GuakoH. [lo 2 @rakoHa B KaAPTOHHY IadKy

Poccua

HoMep permcTpaurMoHHOTO yInocToBepeHms: P N013004/01

MC-000353 Bep. 6.0
5

XAPAKTEPUCTVKA
. OIVICAHUE [NPOLIOJNITOBATAA IOEJIMMAA TABJIETKA, COOTBETCTBYET
MIOKPHTASA [IJIEHOUHOM OBOJIOUKOM
. LIBET [IPAKTUYECKM BEJIHA COOTBETCTBYET
NNOIJIMHHOCTb
. VIOH BAJIBIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VCIIHTAHRNA
. MACCA:
CPEIHASA MACCA 435 481 MI' COOTBETCTBYET
OIHOPOIOHOCTE IO3VMPOBAHMA (IIO MACCE) COOTBETCTBYET
. VICIIHTAHUE JIVHUV PA3JIOMA COOTBETCTBYET
. PACTBOPEHME (XX) :
VIOH BAJIBIIPOATA (B BUIE HATPVA BAJIBIIPOATA)
* IPOUEHT VMOHA BAJIBIIPOATA, IMEPENEIIETO B
PACTBOP
YEPE3 1 UAC: 15-40 %
YEPE3 3 UACA: 30-55 % COOTBETCTBYET
YEPE3 6 UACA: 55-80 % COOTBETCTBYET
KOJIMUYECTBEHHOE OIIPEIEJIEHVE
. VIOH BAIJIBIIPOATA (B BUIE HATPUA 285,0-315,0 MI'/TAB COOTBETCTBYET
BAJIBIIPOATA)  (XX)
MuxkpoBmnosiorudeckoe McCcjeAoBaHMe MNPOBOOUTCA He pexe 1 mapTum B T'OXI.
HacToammM £ NOATBepXZaild, YTO BhHIleyKasaHHasd MHOopMaLusa fABJISeTCA NOCTOBEPHOM M TOYHOM. [laHHad cepud npernapara ObJia
npousBeneHa, BKJKOYAs YyNakKOBKY/MapKMPOBKY M KOHTPOJb KadeCTBa, Ha BHUEYNOMSHYTHX IPOM3BOILCTBEHHHX IJIOWANKAX B I1OJIHOM
COOTBETCTBMU C TpebopaHMAMM GMP MECTHBIX PEeryJIATOPHEIX OPT'aHOB BJIACTM, a TaKXe CO cHeumdmxaumaMy B PerucTpalMOHHOM
YIOOCTOBEPEeHMM CTPAaHEI-MMIOPTEpa. 3amnmucu No NPOM3BOICTBY, YHNAaKOBKE M KOHTPOJIO KadeCTBa cepum ObBIM OLEHEHH Ha
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Cepruduxkar anaausa /

AHAJIMTHYECKHUI MACIIOPT CEPUM SA N O F | J

«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 CAl5S
JlaTa nNpoM3BOINCTBA: 21-UMIOH-2021 JlaTa mcTedeHuUsa CpokKa IOOHOCTM: MAVI-2024
Onmcanme : OENAKMH XPOHO, 300 MI', 100 TAEJIETOK NPOJIOHTMPOBAHHOT'O IEMCTBMS (POCCHMS)

Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM

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

CTpaHa NpPOIaxn: Poccua

JlonoJIHUTENbHasd 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: Ilpesentauusa 35692 cepusa CAL5S comepxur cepum 6Ganxk N ° CA185, CA186, CA187 m CA188

Pewmenne OnoBbpeHo
Hara: 26-M0J1-2021 12:09:45.00
YNOJNHOMOYEHHOE JIMIO MM NPeInCTaBUATEND : WEILL Myriam

CepTudmkaTH aHaIM3a BaBEePEeHH SJIEKTPOHHOM IIOINMUCHIO
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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 CAl15S
Manufacturing Date: 21-JUN-2021 Expiry Date: MAY-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
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

papagvl -’ o

PNy

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: 188186 Lot number CAl5S
Manufacturing Date: 21-JUN-2021 Expiry Date: MAY-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 CA15S contains batches bulk N° CA185, CAl86, CA187 and CA188

J

Decision Accepted
Date: 26-JUL-2021 12:09:45.00
Qualified person or Delegate: WEILL Myriam

.

Certificate of analyses electronically approved
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