Cepruduxkar anaausa /

AHAJIMTHYECKMH NMACTIOPT 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 CA291
JlaTa nNpoM3BOINCTBA: 14-5HB-2022 IlaTa mcredueHms cpoka romHocTm: JEK 2024
Onmcanme : OENAKMH XPOHO, 300 MI', 100 TAEJIETOK NPOJIOHTMPOBAHHOT'O IEMCTBMS (POCCHMS)

Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM

dopMma BEHIIyCKa : IIo 50 Tabmerox BO GuakoH. [lo 2 @rakoHa B KAPTOHHYW IadYkKy

CTpaHa NpPOIaxn: Poccua

JlonoJIHUTENbHasd MHOOPMaLNs HoMep permucTpaurOoHHOTO ynocToBepeHms: II N013004/01

Cceilka Ha Iochbe: MC-000353 Bep. 6.0

Cchylka Ha BEPCHUI0 6

CepTVI@MKaTa aHalmsa:

HUCIIBITAHUSA CIIEHU®UKALINU PE3YJIBTATHBI
XAPAKTEPVICTVKY
OTIVICAHVE MPOJIONITOBATAS IEJMMAS TABJIETKA, COOTBETCTBYET
MOKPHTAS IJIEHOYHOM OBOJIOUKOI
BET TIPAKTVUYECKY BEJIE COOTBETCTBYET
MOJUIMHHOCTh
VIOH BAJILIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHMS
MACCA:
CPEIHSISI MACCA 435 481 MU 461 MU
OIHOPOIHOCTL JIO3MPOBAHMS (IO MACCE) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVE JIHVV PA3JIOMA COOTBETCTBYET COOTBETCTBYET
PACTBOPEHIE :
VIOH BAJIbIIPOATA (B BUIE HATPUs BAJIbIPOATA)  (XX)

* TIPOLUEHT MOHA BAJIBLIIPOATA, IEPENEAINEIC B
PACTBOP UEPE3 1 YAC:

- OTAIl Ll:
Yamka 1 15-40 % 25 %
Yamka 2 15-40 % 25 %
Yamka 3 15-40 % 25 %
Yamka 4 15-40 % 25 %
Yamka 5 15-40 % 25 %
Yamka 6 15-40 % 25 %
- OTAIl L2:
Kaxnmoe sHaueHue 14-44 % ITPOBOIMIIOCH
Cpenuee (L1 + L2) 15-40 % IIPOBOOMIIOCH
- 3TAIl L3:
Kaxmoe 3HaueHUe 22 TAB.: ITPOBOIMJIOCH
24 TAB.:
Cpemuee (L1+L2+L3) 15-40 % [IPOBOONIIOCH
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Cepruduxkar anaausa /
AHAIUTHYECKUI MACIOPT CEPUH

«CAHO®M BUHTPOII MHIOYCTPU»

AmbBapsc-3-JlarpaB
1 pio me Jya Beepx

SANOFI .2

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS

Tesr.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 188186 Homep cepumn CA291
JlaTa nNpoM3BOINCTBA: 14-5HB-2022 IlaTa mcredueHms cpoka romHocTm: JEK 2024

Onmcanne :
Twr:
dopmMa BEIIYCKa:

CTpaHa NpPOIaxn:

JonosHuTeNnbHas MHOOPMaLNs :

JIENAKMH XPOHO, 300 MI', 100 TAEBJIETOK IIPOJIOHTMPOBAHHOI'O HEﬁCTBMﬁ (POCCHS)
TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM
IIo 50 Tabmerox BO GuakoH. [lo 2 @rakoHa B KAPTOHHYW IadYkKy

Poccua

HoMep permucTpaurOoHHOTO ynocToBepeHms: II N013004/01

Cceilka Ha Iochbe: MC-000353 Bep. 6.0

Ccrulka Ha BEPCUIO 6
ceprudpukara aHaImsza:

HUCIIBITAHUSA CIHEITU®OUKALINHN PE3YJIbTATHI
* MPOLEHT MOHA BAJIBIIPOATA, IMNEPENEINEIOC B
PACTBOP UEPE3 3 UACA:
- OTAIl Ll:

Yamka 1 30-55 % 48 %

Yamka 2 30-55 % 48 %

Yamka 3 30-55 % 48 %

Yamxa 4 30-55 % 48 %

Yamka 5 30-55 % 48 %

Yamka 6 30-55 % 48 %
- OTAIl L2:
Kaxmoe 3HaueHue 27-60 % HE IIPOBOIUIIOCH
Cpennee (L1 + L2) 30-55 % HE IIPOBOIMNIIOCH
- 3TAIl L3:
Kaxnmoe 3HaueHUe 22 TAB.: 27-60 % HE [ITPOBOIMIIOCH

24 TAB.: 24-66 %

Cpennee (L1+L2+L3) 30-55 % HE IIPOBOIMIIOCH
* MPOLEHT MOHA BAJIBIIPOATA, IMEPEINEINEIOC B
PACTBOP UEPE3 6 UACOB:
- OTAIl Ll:

Yamka 1 55-80 % 68 %

Yamka 2 55-80 % 68 %

Yamka 3 55-80 % 68 %

Yamka 4 55-80 % 67 %

Yamka 5 55-80 % 68 3%

Yamka 6 55-80 % 68 %
- OTAIl L2:
Kaxmoe 3HaueHue 50-88 % IIPOBOINJIOCH
Cpennee (L1 + L2) 55-80 % [IPOBOONIIOCH
- 3TAIl L3:
Kaxmoe sHaueHue 22 TAB.: 50-88 % IPOBOINJIOCH

24 TAB.: 44-96 %

Cpenuee (L1+L2+L3) 55-80 % [IPOBOONIIOCH
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Cepruduxkar anaausa /

AHAJIMTHYECKMH NMACTIOPT 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 CA291
JlaTa nNpoM3BOINCTBA: 14-5HB-2022 IlaTa mcredueHms cpoka romHocTm: JEK 2024
Onmcanme : OENAKMH XPOHO, 300 MI', 100 TAEJIETOK NPOJIOHTMPOBAHHOT'O IEMCTBMS (POCCHMS)

Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM

dopMma BEHIIyCKa : IIo 50 Tabmerox BO GuakoH. [lo 2 @rakoHa B KAPTOHHYW IadYkKy

CTpaHa npoIaxmu: Poccusa

JlonoJIHUTENbHasd MHOOPMaLNs HoMep permucTpaurMOHHOTO ynocToBepeHms: II N013004/01

Cceilka Ha Iochbe: MC-000353 Bep. 6.0

Cchylka Ha BEPCHUI0 6

CepTVI@VIKaTa aHalmsa:

HUCIIBITAHUSA CIIEIUPUKALINN PE3YJIBTATBI

KOJIMYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAJIBIIPOATA (B BUIE HATPUA 285,0-315,0 MI'/TAB 299,0 MI'/TAB
BAJIBIIPOATA)  (XX)

. COIEPXAHME B IIPOOEHTAX 95,0-105,0 % 99,7 %

IJi8 POCCMMCKOTO PHHKA, NPOM3BOOMTENIL OOecClHeuMBaeT KadeCTBO IIoKaszaTess «MMKpOoOMOJIOTMYecKas UYMCTOTa» B COOTBETCTBMU C
TpeBoBaHMeM HOPMAaTMBHOM HOKYMEHTAaLVM

HacToAammM s HOATBepXHald, YTO BHIleyKas3aHHad MHOOpMalMa ABJIAETCA HOCTOBEPHOM M TOYHOM. [JlaHHad cepusa IpenapaTa Obslia
npomMs3BeneHa, BKJOYAS YNAaKOBKY/MapKMPOBKY M KOHTPOJIb KAueCTBAa, HA BHUEYIOMSHYTHX NPOM3BOLCTBEHHHX I[JIOLALKAX B IIOJIHOM
COOTBETCTBMM C TpebOoBaHMAMU GMP MECTHHIX PETryJIATOPHHIX OPIAaHOB BJIACTM, a TakxXe CO chneuudmkaumMaMy B PeTMCTPalMOHHOM
YyOOCTOBEPEHMM CTPaHE-MMIOPTepa. 3anMcu IO INPOM3BONCTBY, YIaKOBKe M KOHTPOJIO KauecTBa Cepumr OBUIM OLeHEHH Ha
coorBeTCcTBMEe TpeboBaHuaM GMP.

Pewenne OnoBbpeHo
Hara: 25-MAP-2022 14:09:02.00
YNOJNIHOMOYEHHOE JIMIO MM NPenCTaBUTENb : WEILL Myriam

CepTI/I(bI/IKaTbI aHaJiM3a 3aBEepPEeHBL SﬂeKTpOHHOﬁI IIOANNVICEIO
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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

Code GMID: 188186 Lot number CA291
Manufacturing Date: 14-JAN-2022 Expiry Date: DEC-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: 6
.
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 461 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
DISSOLUTION
VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :
- STAGE L1:
Bowl 1 15 - 40 % 25 P.CENT
Bowl 2 15 - 40 % 25 P.CENT
Bowl 3 15 - 40 % 25 P.CENT
Bowl 4 15 - 40 % 25 P.CENT
Bowl 5 15 - 40 % 25 P.CENT
Bowl 6 15 - 40 % 25 P.CENT
- STAGE L2:
Each value 14 - 44 % NOT APPLIED
Average (L1+L2) 15 - 40 NOT APPLIED
- STAGE L3:
Each value 22 TAB NOT APPLIED
24 TAB .;%
Average (L1+L2+L3) 15 - 40 ,'«f&¥ﬂ APPLIED
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Certificate of analysis /

Batch certificate SANOFI Y

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

.

188186 Lot number CA291
14-JAN-2022 Expiry Date: DEC-2024
DEPAKINE C300 SEC NF 100CP RU

Modified release scored coated tablet

Box with 2 tubes of 50 tablets

Russia

MA number : P N013004/01

MC-000353 v. 6.0
6

CONTROLES

SPECIFICATIONS RESULTS

J

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

o s W N

Bowl
- STAGE L2:
Each value
Average (L1+L2)
- STAGE L3:

Each value

Average (L1+L2+L3)

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

o s W N

Bowl
- STAGE L2:
Each value
Average (L1+L2)
- STAGE L3:

Each value

Average (L1+L2+L3)

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

30 - 55 & 48 P.CENT
30 - 55 & 48 P.CENT
30 - 55 % 48 P.CENT
30 - 55 % 48 P.CENT
30 - 55 % 48 P.CENT
30 - 55 % 48 P.CENT
27 - 60 % NOT APPLIED
30 - 55 % NOT APPLIED
22 TAB : 27 - 60 % NOT APPLIED
24 TAB : 24 - 66 %

30 - 55 % NOT APPLIED
55 - 80 % 68 P.CENT
55 - 80 % 68 P.CENT
55 - 80 % 68 P.CENT
55 - 80 % 67 P.CENT
55 - 80 % 68 P.CENT
55 - 80 % 68 P.CENT
50 - 88 % NOT APPLIED
55 - 80 % NOT APPLIED
22 TAB NOT APPLIED
24 TAB

55 - 80 NOT APPLIED
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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)
CONTENT in PERCENTAGE 95.0 - 105.0 %

Microbial examination is performed at least on 1 batch per year

Code GMID: 188186 Lot number CA291
Manufacturing Date: 14-JAN-2022 Expiry Date: DEC-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: 6
. v
2
CONTROLES SPECIFICATIONS RESULTS
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 285,0 - 315,0 MG/TAB 299.0 MG/CP

99.7 P.CENT

For Russian market, manufacturer assures Quality of Microbiology purity to Normatives Documents request

I hereby certify that the above information is authentic and accurate.

with the GMP

This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full compliance

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: 25-MAR-2022 14:09:02.00

Qualified person or Delegate: WEILL Myriam

.

Certificate of analyses electronically approved
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