Ceprudukart ananusa /

AHAJTMTHYECKHH MACTIOPT CEPUHU SANOFI . Y 4

«CAHO®V BVHTPOII VMHOYCTPUSA»
AMmbBapsc-9-JjlarpaB

1 pio me Jya Beepx

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

Kon B Gasze nmanHeix GMID: 188194 Homep cepun DAO57
JlaTa NPOM3BOINCTBA: 26-0EB-2022 IlaTa ucreuveHus cpoka romHocTu: SHB-2025
Onmcaume - JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOT'O JIEﬁCTBMﬂ (POCCHS)
Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, IOKPEITEIE OOOJIOUKOM, C PUCKOMU
dopMma BEHIIyCKa : Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW IadYKy.
CTpaHa npoIaxmu: Poccusa
JonosHuTeNbHad MHOOPMAaLNA : Homep PY: I1 N013004/01
CchljIka Ha IOOCbe: MC-00005 Bep. 4.0
Cchylka Ha Bepcuio cepTmdmuxarTa aHaImsa: 4
XAPAKTEPUCTUKN
OIIMCAHUE IIPOOOJITOBATAA IEJIMMAA TABJIETKA, COOTBETCTBYET
MIOKPHTAS IIJIEHOUHOM OBOJIOUKON
IUBET MIPAKTUUECKI BEJIHN COOTBETCTBYET
NOIJIMHHOCTB
VIOH BAIJIBIIPOATA (BMK/XX) COOTBETCTBYET COOTBETCTBYET
VICIIBITAHNA
MACCA:
CPEJIHSST MACCA 722 - 798 MU' 755 M
OIOHOPOIOHOCTE HO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVE [OEJIVMMHX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHIUE:
VIOH BAJIBIIPOATA (B BUIE HATPVS BAJIBIIPOATA) (XX)

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

- OTAIl L1:
Yamka 1 10-30 % 20 %
Jamka 2 10-30 % 20 %
Yamka 3 10-30 % 20 %
YJamxa 4 10-30 % 20 %
Yamka 5 10-30 % 20 %
YJamka 6 10-30 % 20 %
- 3TAIl L2:
Kaxmoe 3HaueHUE 9 -33% HE NPUMEHMMO
Cpemuee (L1 + L2) 10 — 30 % HE [OPVMEHMMO
- OTAIl L3:
Kaxmoe 3HaueHue 22 TAB.: 9 — 33 % HE MPVMEHMMO
24 TAB.: 8 — 36 %
Cpennee (L1+L2+L3) 10 — 30 % HE IPVMEHMMO
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«CAHO®M BUHTPOII MHIOYCTPUA»
AMmbBapsc-9-JjlarpaB
1 pio me Jya Beepx

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

Ceprudukart ananusa /
AHAIUTHYECKUI MACIOPT CEPUH

SANOFI 7

Kon B Gasze nmanHeix GMID: 188194 Homep cepun DAO57
JlaTa NPOM3BOINCTBA: 26-0EB-2022 IlaTa ucreuveHus cpoka romHocTu: SHB-2025
Onmcaume - JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOT'O HEﬁCTBMﬁ (POCCHS)
Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, IOKPEITEIE OOOJIOUKOM, C PUCKOMU
dopMma BEHIIyCKa : Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW IadYKy.
CTpaHa npoIaxmu: Poccusa
JonosHuTeNbHad MHOOPMAaLNA : Homep PY: I1 N013004/01
CchljIka Ha IOOCbe: MC-00005 Bep. 4.0
CcHUIKa Ha BEpCuo ceprudukara aHammsa: 4
HUCIIBITAHUSA CIHEHIU®OUKALINHN PE3YJIbTATHBI
* TIPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O UYEPE3 3 YACA:
- OTAIl L1:

Yamka 1 30-50 % 41 %

Yamka 2 30-50 % 41 %

Yamka 3 30-50 % 41 %

Yamka 4 30-50 % 40 %

Yamka 5 30-50 % 41 %

Yamka 6 30-50 % 41 %
- OTAIN L2:
Kaxmoe 3HaueHMe 27-55 % HE MPVMEHVMO
Cpemuee (L1 + L2) 30-50 % HE [OPVMEHUMO
- OTAIl L3:
Kaxmoe 3HadeHue 27 TAB.: 27-55 % HE IPVIMEHMMO

30 TAB.: 24-60 %

Cpenuee (L1+L2+L3) 30-50 % HE IIPMMEHVMO
* TIPOLUEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O YEPE3 6 YACOB:
- OTAIl L1:

Yamka 1 50-70 % 59 %

Yamka 2 50-70 % 60 %

Yamka 3 50-70 % 60 %

Yamka 4 50-70 % 59 %

Yamka 5 50-70 % 60 %

Yamka 6 50-70 % 59 %
- OTAIN L2:
Kaxpmoe 3HaueHue 4577 % [IPYIMEHVMO
Cpemuee (L1 + L2) 50-70 % [IPVIMEHMMO
- OTAN L3:
Kaxnoe 3HadeHume 22 TAB.: [IPYMEHMMO

24 TAB.:

Cpennee (L1+L2+L3) 50-70 % [IPVIMEHMMO
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Ceprudukart ananusa /

AHAJIMTHYECKHUI MACIIOPT CEPUM SA N O F | J

«CAHO®M BUHTPOII MHIOYCTPUA»

AMmbBapsc-9-JjlarpaB
1 pio me Jya Beepx
KAPBOH-BIJIAH,

33565 CEDEX, &panums

Tesr.: 0557303000 daxc: 0557303600

Kon B Gasze nmanHeix GMID: 188194 Homep cepun DAO57
JlaTa NPOM3BOINCTBA: 26-0EB-2022 IlaTa ucreuveHus cpoka romHocTu: SHB-2025
Onmcaume - JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOT'O JIEﬁCTBMﬂ (POCCHS)

Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, IOKPEITEIE OOOJIOUKOM, C PUCKOMU

dopMma BEHIIyCKa : Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW IadYKy.

CTpaHa npoIaxmu: Poccusa

JonosHuTeNbHad MHOOPMAaLNA : Homep PY: I1 N013004/01

CchljIka Ha IOOCbe: MC-00005 Bep. 4.0

Cchylka Ha Bepcuo cepTmdmuxarTa aHaamsa: 4

HNCIIBITAHUSA CIIEIIUPUKALINN PE3YJIBTATBI

KOJIMYECTBEHHOE OIIPEIEJIEHVE

. VOH BAJIBIIPOATA 494 ,2 Mr/TAB

BAJIBIIPOATA)

(B BUIE HATPUA
(BUK/XX)

475,0-525,0 MI'/TAB

. COIEPXAHME B IIPOIOEHTAX 95,0-105,0 % 98,8 %

1 POCCHMIICKOT'O PHHKA, IPOM3BOIOMTEJb OOeCHeurBaeT KadeCTBO IOKa3aTesis
TpeBoBaHMeM HOPMAaTMBHOM HOKYMEHTAaLMM
[lokaszaTesb KOHTPOJMPYETCs IO MeHbllell Mepe Ha 1 cepmm B IOL.

<<MVIKpOGVIOJ’IOI‘VIHeCKaH uycToTa» B COOTBeETCTBUM C

HacroammMm s IOOTBepXIai, YTO BhlleykasaHHas uHOopMauMsa ABJIAeTCA BePHOM M TOYHOM. J[laHHasd cepusA Ipenapara Owla
MBTOTOBJIEHA, BKJIOYAS DTAlb YIAKOBKM/MapPKMPOBKM M KOHTPOJIS KA4eCTBA, HA BHIIEYIOMSHYTEHX [IPOM3BOILCTBEHHHX I[IJIOWALKAX B
MIOJIHOM COOTBETCTBMM C TpebOoBaHMaAMu GMP MeCTHEIX PpPeryJIATOPHEIX OPIaHOB BJACTM, a Takxe Cco crneuuduxkauuamMm B

PerucTpaluMOHHOM YOOCTOBEPEHMM CTPaHE-MMIOPTEpa .
NPM3HAHE COOTBETCTBYyKUMMKU TpeboBaHmaMm GMP.

3anmucu Imo IIPOM3BOLNCTBY, VYIIAKOBKE M aHaJMUsy Ccepum OBV IIPOBEPEHEI U

Pewenne OnoBbpeHo
31-MAP-2022 15:23:18.00

WEILL Myriam

Hara:

YIIONMHOMOYEHHOe JIMLIO MM npencTaBUTeNb

CepTudmkaTH aHaIM3a BaBEePEeHHE 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

. DISSOLUTION:

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

o s W N

Bowl

Code GMID: 188194 Lot number DAQ57
Manufacturing Date: 26-FEB-2022 Expiry Date: JAN-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 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 755 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES

VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :

10 - 30 P.CENT .CENT
10 - 30 P.CENT .CENT
10 - 30 P.CENT .CENT
10 - 30 P.CENT .CENT
10 - 30 P.CENT .CENT
10 - 30 P.CENT .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 .2

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)

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

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

41 P.CENT
41 P.CENT
41 P.CENT
40 P.CENT
41 P.CENT
41 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

Code GMID: 188194 Lot number DA0S57
Manufacturing Date: 26-FEB-2022 Expiry Date: JAN-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 P N013004/01

Référence dossier: MC-00005 v. 4.0

Réf. CoA version: 4

\ S
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:
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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

SANOFI .2

Tel. 0557303000 Fax.0557303600
~
Code GMID: 188194 Lot number DA0S57
Manufacturing Date: 26-FEB-2022 Expiry Date: JAN-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 P N013004/01
Référence dossier: MC-00005 v. 4.0
Réf. CoA version: 4
: S
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
- STAGE L1:
Bowl 1 50 - 70 P.CENT 59 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 59 P.CENT
Bowl 5 50 - 70 P.CENT 60 P.CENT
Bowl 6 50 - 70 P.CENT 59 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 494 .2 MG/CP
VALPROATE) (NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 98.8 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 .2

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

188194 Lot number

26-FEB-2022

DEPAKINE C500 SEC NF 30CP RU
Modified release scored coated tablet
Box with 1 tube of 30 tablets

Russia

MA number P N013004/01
MC-00005 v. 4.0

4

Expiry Date:

DAQ57
JAN-2025

.

Decision

Date:

Qualified person or Delegate:

Accepted
31-MAR-2022 15:23:18.00

WEILL Myriam

.

Certificate of analyses electronically approved
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