Cepruduxar anaausa / <SSONO ':i

AHAIUTHYECKUI MACIOPT CEPUH

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

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHLus
Tejyr.: 0557303000 ®axc: 0557303600

Konm B Oase nmaHHBIX GMID: 188194 Homep cepumn DA622
JlaTa NpPOM3BONCTBA: 19-MIOH-2022 JlaTa mcTedeHUs CpoKa I'OOHOCTM: MA-2025
Onmcaumne : JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOI'O JIEﬁCTBMH (POCCHSI)
Twum: TabJsieTkM MNPOJIOHTMPOBAHHOTO HEMCTBMSA, IOKPEITEIE OOOJIOUKOM, C PUCKOM
dopMa BHIIYCKA: Mo 30 rabneroxk BO OdyaxoH. OmMH QJIAKOH B KapTOHHYI MadKy.
CTpaHa NpoIaxmu: Poccusa
JlonoJIHMUTEeNbHasAs MHOOPMAaLM Homep PY: II N013004/01
CchrlJIKa Ha mOochbe: MC-00005 Bep. 4.0
Ccrulka Ha Bepcuio cepTudmkaTa aHaamsa: 4
NCIIBITAHUA CIHEHUA®UKAIINN PE3YJIBTATBI
XAPAKTEPUCTUKN
OIIMCAHUE IIPOOOJITOBATAA IEJIMMAA TABJIETKA, COOTBETCTBYET
[IOKPHTAS IJIEHOYHOM OBOJIOYKOM
UBET MIPAKTUYECKI/ BEJIEIA COOTBETCTBYET
INOIJIHHOCTB
VIOH BAJIBIIPOATA (BUK/XX) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHUA
MACCA:
CPEIHAA MACCA 722 - 798 MI' 760 MI'
OIOHOPOOHOCTL HO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVE [OEJIVMMBEX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHUE :
VIOH BAJIBIIPOATA (B BUIE HATPV BAJIBIIPOATA) (XX)

* TIPOLUEHT MOHA BAJIBLIIPOATA, PACTBOPEHHOT'O YEPE3 1 UAC:

- OTAIl L1:
Yamxa 1 10-30 % 21 %
Yamka 2 10-30 % 20 %
Yamka 3 10-30 % 20 %
Yamka 4 10-30 % 20 %
Yamka 5 10-30 % 20 %
Yamka 6 10-30 % 20 %
- 3TAIl L2:
Kaxnoe sHaueHme 9 - 33 % HE [PVMEHNMO
Cpennee (L1 + L2) 10 - 30 % [IPVMEHVMO
- OTAIl L3:
Kaxnoe 3HaueHume 22 TAB.: 9 - 33 [IPYMEHMMO
24 TAB.: 8 — 36
Cpennee (L1+L2+L3) 10 - 30 % [IPVMEHVMO
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«CAHO®M BVHTPOIl MHIOYCTPUS»
AMmbapoac-9-Jjlarpas

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHLus
Tejyr.: 0557303000 ®axc: 0557303600

Cepruduxar anaausa /
AHAIUTHYECKUI MACIOPT CEPUH

sanofi

Konm B Base maHHBIX GMID:
JaTa NPOM3BOICTBA:
Onmucanme :

Twum:

dopMa BHIIYCKA:

CTpaHa NpPOIaxn:

IononunrenbHasa MHOOPMaLMA :

Ccrllka Ha IOochke:

Cchulka Ha Bepcuo ceprudukara aHammsa:

188194
19-MIOH-2022

Homep cepuu DA622

IlaTa ncTedueHMs cCpoka T'OOHOCTM: MA-2025

IEINAKMH XPOHO 500 MT',30 TAEJIETOK [POJIOHTMPOBAHHOTO IEWMCTBMSI (POCCHS)

TabJjleTKM NPOJIOHTMPOBAHHOTO IeMCTBUA,

Ilo 30 TabieTox BO (QJIAKOH.

Poccusa

Homep PY: II N013004/01

MC-00005 Bep. 4.

4

0

TOKPHITEIE OBOJIOUKOM, C PUCKOM

OmmH (JIaKOH B KapPTOHHYIO MNadkKy.

NCIIBITAHUA CIHIENUDOUKALINU PE3YJIBTATBI
* MPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O UEPE3 3 UACA:
- OTAIl L1:

Yamxa 1 30-50 % 42 %

Yamka 2 30-50 % 42 %

Yamka 3 30-50 % 42 %

Yamka 4 30-50 % 42 %

Yamka 5 30-50 % 41 %

Yamka 6 30-50 % 41 %
- 3TAIl L2:
Kaxnoe sHaueHme 27-55 % HE [PVMEHNMO
Cpennee (L1 + L2) 30-50 % HE [IPVMMEHMMO
- 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 % 61 %

Yamka 2 50-70 % 60 %

Yamka 3 50-70 % 60 %

Yamka 4 50-70 % 60 %

Yamka 5 50-70 % 60 %

Yamka 6 50-70 % 60 %
- OTAIl L2:
Kaxpoe 3HaueHUne 45-77 % HE M[PVMEHNMO
Cpennee (L1 + L2) 50-70 % HE IIPVMEHMMO
- 3TAIl L3:
Kaxpnoe sHaueHue 22 TAB.: 45-77 % HE IIPVMEHMMO

24 TAB.: 40-84 %

Cpennee (L1+L2+L3) 50-70 % [IPVMEHVMO
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Cepruduxar anaausa / <SSONO ':i

AHAIUTHYECKUI MACIOPT CEPUH

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

1 pio me Jsa Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHLus
Tejyr.: 0557303000 ®axc: 0557303600

Konm B Oase nmaHHBIX GMID: 188194 Homep cepumn DA622
JlaTa NpPOM3BONCTBA: 19-MIOH-2022 IlaTa ncTedueHMs cCpoka T'OOHOCTM: MA-2025
Onmcaumne : JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOI'O JIEﬁCTBMH (POCCHSI)

Twm : TabjleTKM NPOJIOHTMPOBAHHOTO IEMCTBUA, IOKPHTHE OOOJIOUKOM, C PMCKOM

dopMa BHIIYCKA: o 30 Tabyerok BO QuakoH. OmmH (JIaKOH B KapPTOHHYI MNadKy.

CTpaHa NpoIaxmu: Poccusa

JlonoJIHMUTEeNbHasAs MHOOPMAaLM Homep PY: II N013004/01

CchrlJIKa Ha mOochbe: MC-00005 Bep. 4.0

Ccrulka Ha Bepcuio cepTudmkaTa aHaamsa: 4

HNCIIBITAHUA CIIEHUOPUKALIUN PE3YJIBTATBI

KOJIMYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAJIBIIPOATA (B BUIE HATPUA 475,0-525,0 MI'/TAB 493,3 MI'/TAB
BAJIBIIPOATA) (BUIK/XX)

. COIEPXAHME B TPOLEHTAX 95,0-105,0 % 98,7 %

s POCCHUMCKOT'O PEIHKA, I[IPOM3BOIMTENL oOOecnedMBaeT KadueCTBO IokaszaTessa «MUMKPpOOMOJIOTMUEeCKAas YMCTOTa» B COOTBETCTBMMU C
TpeboBaHMeM HOPMAaTMBHOM IOKYMEHTaLMU
llokazaTesnb KOHTPOJMPYETCs IO MeHbllell Mepe Ha 1 cepum B TOXI.

HacToAammM A [OOOTBEPXIanw, YTO BhHlleyKasaHHasa MHOoOpMauMa ABJIAeTCA BEepHOM M TOuHOM. JaHHasa cepua I[OpenapaTa ObJla
M3TOTOBJIEHA, BKJIOYAs STalbl yINaKOBKM/MapPKMPOBKM M KOHTPOJIS KaueCTBa, HAa BHIEYNOMSIHYTHX [IPOM3BOLCTBEHHEIX I[LJIOWLANKaX B
[IOJIHOM COOTBETCTBMM C TpeboBaHuAMM GMP MECTHEHX pPeIryJIATOPHEIX OPIaHOB BJIACTM, a Takke Cco cHeuudmxkaumusaMmm B
PerncTpalMOHHOM yYIOCTOBEPEHMM CTPaHB-MMIOPTEpa. 3anucu 0O MNPOM3BONCTBY, YIHIaKOBKE M aHalM3y Ccepuyr ObUIM NPOBEPEHE U
[IPM3HAHE COOTBETCTByMUMMM TpebOoBaHMAM GMP.

Pewenne OnoBbpeHo
Hara: 20-1oi1-2022 11:33:20.00
YNOJIHOMOYEHHOE JIMIO MM NPenCTaBUTEN. : WEILL Myriam

CepTI/I@I/IKaTbI aHaJiM3a 3aBEepPEeHBL SHGKTPOHHOIZ 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: 188194 Lot number DA622
Manufacturing Date: 19-JUN-2022 Expiry Date: MAY-2025
Description: DEPAKINE C500 SEC NF 30CP 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. 4.0
Réf. CoA version: 4
.
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
. MASS
AVERAGE MASS 722 - 798 MG 760 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 21 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 20 P.CENT
Bowl 6 10 - 30 P.CENT 20 P.CENT
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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

Each value
Average (L1+L2)
- STAGE L3

Each value

Average (L1+L2+L3)

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

o O w N

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

Each value

Average (L1+L2+L3)

9 - 33 P.CENT
10 - 30 P.CENT
22 TAB 9 - 33 P.CENT
24 TAB 8 - 36 P.CENT

10 - 30 P.CENT

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT

27 - 55 P.CENT
30 - 50 P.CENT
22 TAB 27 - 55 P.CENT
24 TAB 24 - 60 P.CENT

30 - 50 P.CENT

Code GMID: 188194 Lot number DA622
Manufacturing Date: 19-JUN-2022 Expiry Date: MAY-2025
Description: DEPAKINE C500 SEC NF 30CP 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. 4.0

Réf. CoA version: 4

CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

42 P.CENT
42 P.CENT
42 P.CENT
42 P.CENT
41 P.CENT
41 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

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: 188194 Lot number DA622
Manufacturing Date: 19-JUN-2022 Expiry Date: MAY-2025
Description: DEPAKINE C500 SEC NF 30CP 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. 4.0

Réf. CoA version: 4
L
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
- STAGE L1:
Bowl 1 50 - 70 P.CENT 61 P.CENT
Bowl 2 50 - 70 P.CENT 60 P.CENT
Bowl 3 50 - 70 P.CENT 60 P.CENT
Bowl 4 50 - 70 P.CENT 60 P.CENT
Bowl 5 50 - 70 P.CENT 60 P.CENT
Bowl 6 50 - 70 P.CENT 60 P.CENT
- STAGE L2
Each value 45 - 77 P.CENT NOT APPLIED
Average (L1+L2) 50 - 70 P.CENT 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
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 493.3 MG/CP
VALPROATE) (NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 98.7 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
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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:

Manufacturing Date:

Description:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

188194 Lot number

19-JUN-2022
DEPAKINE C500 SEC NF 30CP RU
Modified release scored coated tablet

Box with 1 tube of 30 tablets

Expiry Date:

Russia
MA number : RU - P N013004/01

MC-00005 v. 4.0
4

DA622
MAY-2025

\.

Decision

Date:

Qualified person or Delegate:

Accepted
20-JUL-2022 11:33:20.00

WEILL Myriam

\.

This Certificate of Analysis has been

electronically signed from a validated system
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