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Cepruduxkar anaausa / q O n o f I
AHAJIMTHYECKUH NACIIOPT CePUU  ©
«CAHO®Y BUHTPOII MHOYCTPUA»

AMmbapoac-9-Jjlarpas

1 poo me Jsia Bbepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS

Tesr.: 0557303000 daxc: 0557303600

Kom B Oaszse maHHEIX GMID: 814410 Homep cepum DAOG6P
IaTa NpomM3BOICTEBA: 24-0KT-2022 IaTa MCTedeHMs CPpOKa CEH-2025
TOOHOCTM
Onmcaumne : IENAKMH XPOHO 500 MI',30 TAEBJIETOK NPOJIOHTMPOBAHHOI'O NEMCTBMS
(POCCHSI)
Twurm: TabjeTky MNPOJIOHTMPOBAHHOT'O LOEMCTBMSA, INOKPHITEE OOOJIOUKOM, C PUCKOM
dopma BERITyCKaA: IIo 30 Tabynerox BO OnakoH. OmMH (QIakOH B KAPTOHHYK [IaUKy .
CTpaHa NpOOaxmu: Poccua
IonoJyIHUTeNbHas MHPOPMaUM : Homep PY: II N013004/01
CchpIKa Ha IOChbe: MC-00005 Bep. 5.0
CcrIka Ha Bepcuo cepTudmrara 6
aHammsa:
HNCIIBITAHUA CIHEHU®UKAIINN PE3VYJIBTATBI
XAPAKTEPUCTVKN
OIIICAHVE [IPOOOJITOBATAA IEJIMMASA TABJIETKA, COOTBETCTBYET
[IOKPHTAS IIJIEHOUHOM OBOJIOUKON
IBET MIPAKTUYECKV BEJIHIA COOTBETCTBYET
NOIJIMHHOCTD
JIOH BAJIBIIPOATA (BUIK/XX) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVA
MACCA:
CPEIHSASA MACCA 722 - 798 MI' 759 MI'
OIOHOPOIHOCTE HO3VPOBAHVA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVE [OEJIVMMHX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHUE :
VIOH BAJIBIIPOATA (B BUWIE HATPVA BAJIBIIPOATA) (KX)

* MPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O YEPE3 1 UAC:

- OTAII L1:
Yamkxa 1 10-30 % 20 %
Yamka 2 10-30 % 20 %
N
Yamka 3 10-30 % e ﬂ,\o ) 20 %
";JIQ N ¢
o A - \= 5 o
Yamka 4 10-30 3 o <Canoom };Qccm_ﬁ\l: 20 3
Yamxa 5 10-30 % T‘Xé\Sanoﬂ Russia AO /s 20 %
1 o'
Yamka 6 10-30 3 ‘@{Zé A 19 &
- DTAIl L2: \
Kaxnmoe 3HaueHume 9 - 33 % HE [PVMEHUMO
Cpennee (L1 + L2) 10 - 30 % HE [OPUMEHUMO
- OTAIN L3:
Kaxmoe sHaueHMe 22 TAB.: 9 - 33 % HE I[PVMEHUMO
24 TAB.: 8 — 36 %
Cpennee (L1+L2+L3) 10 - 30 % HE [OPUMEHUMO
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AHAJIMTHYECKHUH NACTIOPT CepPUH

«CAHO®M BVHTPOIl MHIOYCTPUS»
AMmbapoac-9-Jjlarpas

1 poo me Jsia Bbepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS

Tes.: 0557303000 daxc: 0557303600

Cepruduxkar anaausa /

sanofi

Kon B ©ase maHHEIX GMID: 814410 Homep cepum DAQ6P
IaTa NpomM3BOICTEBA: 24-0KT-2022 IaTa MCTedeHMs CPpOKa CEH-2025
TONHOCTM:
Onmcaumne : IENAKMH XPOHO 500 MI',30 TAEBJIETOK NPOJIOHTMPOBAHHOI'O NEMCTBMS
(POCCHST)

Twurm: TabjeTky MNPOJIOHTMPOBAHHOT'O LOEMCTBMSA, INOKPHITEE OOOJIOUKOM, C PUCKOM
dopma BERITyCKaA: IIo 30 Tabynerox BO OnakoH. OmMH (QIakOH B KAPTOHHYK [IaUKy .
CrpaHa NOPOIaxmn: Poccua
IonoJyIHUTeNbHas MHPOPMaUM : Homep PY: II N013004/01
CchpIKa Ha IOChbe: MC-00005 Bep. 5.0
CcrIka Ha Bepcuo cepTudmrara 6
aHanmsa:
HNCIIBITAHUA CIIENUDOUKALINU PE3YJIBTATBI
* TIPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOT'O UEPE3 3 UACA:
- OTAIl Ll:

Yamka 1 30-50 % 41 %

Yamka 2 30-50 % 41 %

Yamka 3 30-50 % 40 %

Yamka 4 30-50 % 41 %

Yamka 5 30-50 % 41 %

Yamka 6 30-50 % 40 %
- OTAIl L2:
Kaxnoe 3HadeHume 27-55 % HE IIPMMEHVMO
Cpennee (L1 + L2) 30-50 % HE IIPVMEHMMO
- 3TAIl L3:
Kaxpnoe sHaueHue 22 TAB.: 27-55 % HE IIPVMEHMMO

24 TAB.: 24-60 %

Cpennee (L1+L2+L3) 30-50 % HE IIPVMEHMMO
* TIPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOT'O UEPE3 6 UYACOB:
- OTAIl Ll:

Yamka 1 50-70 % 59 %

Yamka 2 50-70 % 59 %

Yamka 3 50-70 % 58 %

Yamxa 4 50-70 % 60 %

Yamka 5 50-70 % T POCCMﬂnqu‘ 59 %

Hamxa 6 20-70 % Z\l Sanofi Russia AO )/é o8 %
- BTAN 12: o'/
Kaxpnoe sHaueHue 44-77 % HE IIPVMEHMMO
Cpennee (L1 + L2) 50-70 % HE [IPVMEHMMO
- OTAIl L3:
Kaxnoe 3HaueHume 22 TAB.: 45-77 % HE IIPMMEHVMO

24 TAB.: 40-84 %

Cpennee (L1+L2+L3) 50-70 % HE TIPVMEHMMO
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«CAHO®M BUMHTPOII MHIYCTPUA»

Cepruduxkar anaausa /
AMmbapoac-9-Jjlarpas

f.
AHAJIUTHYECKHH IACIIOPT CePpUU 0;0 n O I
1 poo me Jsia Bbepx

KAPBOH-BJIAH, 33565 CEDEX, dpaHUUS
Tes.: 0557303000 daxc: 0557303600

Kom B Oaszse maHHEIX GMID: 814410 Homep cepum DAOG6P
IaTa NpomM3BOICTEBA: 24-0KT-2022 IaTa MCTedeHMs CPpOKa CEH-2025
TOOHOCTM
Onmcaumne : IENAKMH XPOHO 500 MI',30 TAEBJIETOK NPOJIOHTMPOBAHHOI'O NEMCTBMS
(POCCHST)
Twurm: TabjeTky MNPOJIOHTMPOBAHHOT'O LOEMCTBMSA, INOKPHITEE OOOJIOUKOM, C PUCKOM

dopmMa BEITyCKa:
CTpaHa MOPOIaxXM:

JonoJIHUTEeJIbHasA MHOpMaLMA :

IIo 30 Tabynerox BO OnakoH. OmMH (QIakOH B KAPTOHHYK [IaUKy .
Poccua
Homep PY: II N013004/01

MC-00005 Bep. 5.0

CcrIka Ha Bepcuo cepTudmrara 6
aHammsa:

CcelsIKa Ha IOochke:

HNCIIBITAHUA CIIEHIUOPUKALIUN PE3YJIbTATBI

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAIJIBIIPOATA (B BUIE HATPUA
BAJIBIIPOATA) (BUIK/XX)

475,0-525,0 MI'/TAB 500,7 MI'/TAB

. COIEPXAHME B IIPOIOEHTAX 95,0-105,0 % 100,1 %

s POCCHUICKOT'O PHHKAa, IPOM3BOAMTENb OfecrneumBaeT KadeCTBO IokazsaTess «Mukpobmosiornueckas UMUCTOTa» B COOTBETCTBMU C
TpeboBaHMeM HOpMaTMBHOM HOKYMEHTaLUM
llokazaTesnb KOHTPOJMPYETCs IO MeHbllel Mepe Ha 1 cepum B T'OXI.

HacroammMm s IOOTBepXIaio, YTO BhlleykasaHHas uHOopMaumsa ABJIAeTCA BePHOM M TOYHOM. [laHHasd cepusA Ipenapara Owla
MBTOTOBJIEHA, BKJIOYAs DTalb YNaKOBKM/MAapKMPOBKM M KOHTPOJIS KadeCTBa, HAa BHIIEYNOMSAHYTHX [IPOM3BOILCTBEHHHX [IJIOWAIKax B
MIOJIHOM COOTBETCTBMM C TpebOoBaHMaAMu GMP MeCTHEIX pPeryJIATOPHEIX OPIaHOB BJACTM, a Takxe Cco crneuuduxkauuamm B
PerucTrpauMoOHHOM yHOOCTOBEPEHUM CTPaHBE-MMIOPTEepa. 3amnmcu IO NPOM3BOACTBY, YIAKOBKE U aHalIM3y cepum ObUIM NPOBEPEHH U
NPM3HAHE COOTBETCTBYyWUMMU TpeboBaHmaMm GMP.

Pewmenne OnoBbpeHo
Hara: 22-HOS-2022 14:28:36.00

YIIOJIHOMOYEHHOe JIMILO MIM MpPenCTaBUTeNb : WEILL Myriam

CepTM@MKaTH aHaJiM3a 3aBEepPEeHEBL SﬂeKTpOHHOﬁ IIOANNMCEIO
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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

Code GMID: 814410 Lot number DAOGP
Manufacturing Date: 24-0CT-2022 Expiry Date: SEP-2025
Description: DEPAKINE C500S NF 1X30TABCR RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: MA number : RU - P N013004/01
Référence dossier: MC-00005 v. 5.0
Réf. CoA version: 6
\
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 759 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 10 - 30 P.CENT R 20 P.CENT
Bowl 2 10 - 30 P.CENT ‘ : 20 P.CENT
Bowl 3 10 - 30 P.CENT 20 P.CENT
Bowl 4 10 - 30 P.CENT 20 P.CENT
Bowl 5 10 - 30 P.CENT el [P 20 P.CENT
Bowl 6 10 - 30 P.CENT 19 P.CENT
- STAGE L2:
Each value 9 - 33 P.CENT NOT APPLIED
Average (L1+L2) 10 - 30 P.CENT NOT APPLIED
- STAGE L3
Each value 22 TAB 9 - 33 P.CENT NOT APPLIED
24 TAB 8 - 36 P.CENT
Average (L1+L2+L3) 10 - 30 P.CENT NOT APPLIED
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Certificate of analysis /

Batch certificate SAOno fi

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 814410 Lot number DAO6P
Manufacturing Date: 24-0CT-2022 Expiry Date: SEP-2025
Description: DEPAKINE C500S NF 1X30TABCR RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: MA number : RU - P N013004/01

Référence dossier: MC-00005 v. 5.0

Réf. CoA version: 6
L

CONTROLES SPECIFICATIONS RESULTS

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

- STAGE L1:
Bowl 1 30 - 50 P.CENT 41 P.CENT
Bowl 2 30 - 50 P.CENT 41 P.CENT
Bowl 3 30 - 50 P.CENT 40 P.CENT
Bowl 4 30 - 50 P.CENT 41 P.CENT
Bowl 5 30 - 50 P.CENT 41 P.CENT
Bowl 6 30 - 50 P.CENT 40 P.CENT

- STAGE L2:

Each value 27 - 55 P.CENT NOT APPLIED

Average (L1+L2) 30 - 50 P.CENT NOT APPLIED

- STAGE L3

Each value 22 TAB : 27 - 55 P.CENT NOT APPLIED

24 TAB : 24 - 60 P.CENT

Average (L1+L2+L3) 30 - 50 P.CENT NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

- STAGE L1:
Bowl 1 50 - 59 P.CENT
Bowl 2 50 - 59 P.CENT
Bowl 3 50 - 58 P.CENT
Bowl 4 50 - 60 P.CENT
Bowl 5 50 - 59 P.CENT
Bowl 6 50 - 58 P.CENT

- STAGE L2

Each value 44 - NOT APPLIED

Average (L1+L2) 50 = NOT APPLIED

- STAGE L3

Each value 22 TAB : 45 - 77 P.CENT NOT APPLIED

24 TAB : 40 - 84 P.CENT
Average (L1+L2+L3) 50 - 70 P.CENT NOT APPLIED
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Certificate of analysis /
Batch certificate

sanofi

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France

Tel. 0557303000 Fax.0557303600

Code GMID: 814410 Lot number DAOG6P
Manufacturing Date: 24-0CT-2022 Expiry Date: SEP-2025
Description: DEPAKINE C500S NF 1X30TABCR RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: MA number RU - P N013004/01

Référence dossier: MC-00005 v. 5.0

Réf. CoA version: 6

F S
CONTROLES SPECIFICATIONS RESULTS
ASSAY

VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 500.7 MG/CP
VALPROATE) (NIR/LC)

CONTENT in PERCENTAGE 95.0 105.0 P.CENT 100.1 P.CENT

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

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

Decision Accepted

Date: 22-NOV-2022 14:28:36.00

Qualified person or Delegate: WEILL Myriam

\.

This Certificate of Analysis has been electronically signed from a validated system
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