Cepruduxkar anaausa /
AHAIUTHYECKUH MACIOPT CEPUH

SANOFI .2

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

1 pio me Jya Beepx

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

Konm B Basze mauHbeIX GMID:

JaTa npom3BOOCTBA:

188186
15-0KT-2021

Homep cepum

JaTra mucredyeHuUs CpOKa TI'OOHOCTM:

Onmcaumne :

IENAKMH XPOHO, 300 MI', 100 TAEJIETOK IPOJIOHTMPOBAHHOTO IEMCTBMS (POCCHS)

CA23s
CEH-2024

Twm : TabyieTky MOIOMOUUMPOBAHHOTO BEICBOOOXIEHMSA, MNOKPHTHE OOOJIOUWKOM, C PUCKOM
dopMa BHITYCKA: Ilo 50 Tabmeroxk BO duakoH. [lo 2 @uakoHa B KAPTOHHY IauykKy
CrpaHa npomaxmu: Poccusa
IononunTenbHasa MHOOPMaLMA: HoMep perMcTpauMoHHOTO ymocToBepeHms: P N013004/01
MC-000353 Bep. 6.0

Ccrlylka Ha BepPCUD 5
cepTudmkaTa aHaImMsa:

Cchllka Ha IOoChe:

HUCIIBITAHUS CIIEHUA®UKAIINN PE3YJIBTATBI
XAPAKTEPUCTUKA
. OINCAHUE [IPOIOJITOBATAS IEJIMMAS TABJIETKA, COOTBETCTBYET
MIOKPHTASA MJIEHOUHOM OBOJIOUKOM

. LBET NIPAKTUUECKY BEJIHN COOTBETCTBYET
MIOIJIMHHOCTh
. VOH BAJIBIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VCIIHTAHUS
. MACCA:
CPEJIHAS MACCA 435 481 MI' COOTBETCTBYET
OIHOPOJIHOCTB [IO3MPOBAHMSA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
. VCIHTAHUE JIMHUM PABJIOMA COOTBETCTBYET COOTBETCTBYET
. PACTBOPEHME (XX) :
JIOH BAJILIIPOATA (B BUIE HATPUS BAJILIIPOATA) &
* T[POIEHT MOHA BAJIbIIPOATA, NEPENEINEIO B f:u
PACTBOP q20

Hoaff«b
YEPE3 1 UAC: 15-40 % i‘;\

A0
UEPE3 3 UACA: 30-55 % D%

L5

UEPE3 6 UACA: %

55-80 ¢ N
KOJIMYECTBEHHOE OINPEIEJIEHNE v

COOTBETCTBYET

. VIOH BAJIBIIPOATA (B BUIE HATPUA
BAJIBIIPOATA)  (XX)

285,0-315,0 MI'/TAB

MI/IKpO@I/IOHOI‘I/IT{eCKOe VCCJlegOBaHMe IIPOBOIOMTCA HE pexe 1 napTmmM B I'On.

HacTosmmM s HOATBEPXIald, YTO BHIIEyKas3aHHAS MHOOpMAlMs SBJISETCS OOCTOBEPHOM M TOUHOM. [laHHasd cepus IpernapaTa Oblia
npomMsBeneHa, BKJOUYAS YNAaKOBKY/MapKMPOBKY M KOHTPOJIb KAueCTBAa, HA BHUEYIOMSHYTHX NPOM3BONCTBEHHHX I[JIOLALKAX B IIOJIHOM
COOTBETCTBMU C TpeboBaHMAMU GMP MeCTHHIX PEeTyJIATOPHEIX OPT'aHOB BJIACTM, a Takxe CcO chneumduxaumaMy B PeTrMCTPalMOHHOM
YyOOCTOBEPEHMM CTPaHE-MMIOPTepa. 3anMcu IO INPOM3BONCTBY, YIaKOBKe M KOHTPOJIO KauecTBa Cepumr OBUIM OLeHEHH Ha
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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

Kon B Gase maHHEIX GMID: 188186 Homep cepum CA23s
JlaTa NpPOM3BONCTBA: 15-0KT-2021 IlaTa ncTeueHMs Cpoka T'OOHOCTM: CEH-2024
Onmcaumne : JIENAKMH XPOHO, 300 MI', 100 TAEBJIETOK IIPOJIOHTMPOBAHHOI'O HEﬁCTBMﬂ (POCCHS)

Twm : TabyieTky MOIOMOUUMPOBAHHOTO BEICBOOOXIEHMSA, MNOKPHTHE OOOJIOUWKOM, C PUCKOM

dopMa BHITYCKA: Ilo 50 Tabmeroxk BO duakoH. [lo 2 @uakoHa B KAPTOHHY IauykKy

CrpaHa NIPOIaxXm: Poccus

IononunTenbHasa MHOOPMaLMA: HoMep permucTpaumMOHHOTO ymoCTOBepeHms: P N013004/01

CchlJIKa Ha Oochbe: MC-000353 Bep. 6.0

Ccrlylka Ha BepPCUD 5

cepTudmkaTa aHaImMsa:

HNCIIBITAHUSA CIIEHMOPUKALIUN PE3YJIBTATBI

Pemenne AQ: Ilpezsenraumsa 35692 cepmsa CA23S comepxuT cepuu 6anx N ° CA185, CA248, CA249 m CA250

Pewenne OnoBbpeHo
Hara: 9-IEK-2021 17:35:27.00
YNOJNIHOMOYEHHOE JIMIO MM NPenCTaBUTEN. : WEILL Myriam

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

rap_coa_resultats v5 Crpannua 2 mns 2



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France

SANOFI .2

Tel. 0557303000 Fax.0557303600
Code GMID: 188186 Lot number CA23S
Manufacturing Date: 15-0CT-2021 Expiry Date: SEP-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
~
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
VALPROATE) (LC)
Microbial examination 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

rap_coa_resultats v5

Page 1 / 2



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 CA23S
Manufacturing Date: 15-0CT-2021 Expiry Date: SEP-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 CA23S contains batches bulk N° CA248, CA249 and CA250

J

Decision Accepted
Date: 9-DEC-2021 17:35:27.00
Qualified person or Delegate: WEILL Myriam

.

Certificate of analyses electronically approved
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