Cepruduxkar anaausa /
AHAIUTHYECKUI MACIOPT CEPUH

SANOFI 7

«CAHO®M BUHTPOII MHIOYCTPU»

AMmbBapsc-9-JjlarpaB
1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS

Tesr.: 0557303000 daxc: 0557303600

Kon B Gasze nmanHeix GMID: 188186 Homep cepun AA166
JlaTa NPOM3BOINCTBA: 10-1m0HA-2020 llaTa ucTeueHus cpoka romHocTu: MAN-2023

Omnmcanme JENAKMH XPOHO, 300 MI', 100 TABJIETOK MPOJIOHTMPOBAHHOI'O EEﬁCTBMﬁ (POCCHsI)
Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM
dopMma BEHIIyCKa : IIo 50 Tabmerox BO GuakoH. [lo 2 @rakoHa B KAPTOHHYW IadYkKy
CTpaHa npoIaxmu: Poccusa
JonosnHuTenbHad MHOOPMaLMA : HoMmep permcTpaumoHHOTO ynocToeepenus: P N013004/01
Cceulka Ha IOChbe: MH-000353 Bep. 6.0
Cchlka Ha BEpCUo 6
cepTudrkaTa aHammsa:
XAPAKTEPUCTUKN
OIMCAHNE [IPOIOJITOBATASA [OEJIMMAS TABJIETKA, COOTBETCTBYET
MIOKPHTAS IIJIEHOUHOM OBOJIOUKON
IBET MIPAKTUUYECKV BEJIHN COOTBETCTBYET
[IOIJIVIHHOCTB
VIOH BAJIBIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VICIIHTAHNA
MACCA:
CPEJIHSST MACCA 435 481 MI' 459 Mr
OIOHOPOOHOCTL HO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICIIHTAHVE JIVMHVM PA3JIOMA COOTBETCTBYET COOTBETCTBYET
PACTBOPEHNE :
VIOH BAJIBIIPOATA (B BUIE HATPV BAJIBIIPOATA) (XX)
* MPOLEHT MOHA BAJIBIIPOATA, MNEPEINEINEIOC B
PACTBOP UEPE3 1 UAC:
- OTAIl Ll:
Yamka 1 15-40 %
Yamka 2 15-40 %
Yamka 3 15-40 %
Yamka 4 15-40 %
Yamka 5 15-40 %
Yamka 6 15-40 %
- OTAIl L2:
Kaxmoe 3HaueHue 14-44 %
Cpenuee (L1 + L2) 15-40 %
- 3TAIl L3:
Kaxpmoe 3HaueHue 22 TAB. 14-44 %
24 TAB. : 12-48 % 2 L»[y'
oo MOC (5 C
Cpemuee (L1+L2+L3) 15-40 % HE NIPOBOLIITO Nc’:zf‘-’”‘é/
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Cepruduxkar anaausa /

AHAJTMTHYECKHH MACTIOPT CEPUHU SANOFI . Y 4

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

1 pio me Jya Beepx

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

Kon B Gasze nmanHeix GMID: 188186 Homep cepun AA166
JlaTa NPOM3BOINCTBA: 10-1m0HA-2020 llaTa ucTeueHus cpoka romHocTu: MAN-2023
Onmcanue : IEINAKMH XPOHO, 300 MI', 100 TABJETOK [IPOJIOHTMPOBAHHOT'O IENCTBMS (POCCHS)

Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM

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

CTpaHa NpPOIaxn: Poccua

JonosnHuTenbHad MHOOPMaLMA : HoMep perucTpaumoHHOTO ynocrosepenus: P N013004/01

Cceulka Ha IOChbe: MH-000353 Bep. 6.0

Ccrulka Ha BEPCUIO 6

CepTM@MKaTa aHalmsa:

HUCIIBITAHUSA CIIEIIUOUKALIUN PE3YJIBTATHI

* TIPOLUEHT MOHA BAJIBLIIPOATA, IEPEINEAINEIOC B
PACTBOP UEPE3 3 UYACA:

- OTAIl Ll:
Yamka 1 30-55 % 50 %
Yamka 2 30-55 % 50 %
Yamka 3 30-55 % 50 %
Yamka 4 30-55 % 51 %
Yamka 5 30-55 % 50 %
Yamka 6 30-55 % 50 %
- OTAIl L2:
Kaxpoe sHadeHUe 27-60 % HE [POBOIMIIOCH
Cpemuee (L1 + L2) 30-55 % HE IIPOBOIMJIOCH
- 3TAIl L3:
Kaxmoe 3HaueHMe 22 TAB. : 27-60 % HE MPOBOIMIIOCH
24 TAB. : 24-66 %
Cpennee (L1+L2+L3) 30-55 % HE IIPOBOIMIIOCH

* TIPOLUEHT MOHA BAJIBLIIPOATA, IEPEINEAINEIOC B
PACTBOP UEPE3 6 YACOB:

- OTAIl Ll:
YJamka 1 55-80 % 69 %
Yamka 2 55-80 % 69 %
Yamka 3 55-80 % 69 %
Yamka 4 55-80 % 70 %
Yamka 5 55-80 % 69 %
Yamka 6 55-80 %

- OTAIl L2:

Kaxpoe 3HaueHue 50-88 %

Cpenuee (L1 + L2) 55-80 %

- 3TAIl L3:

Kaxmoe 3HadeHne 22 TAB. : 50-88 %

24 TAB. : 44-96 %
CpemHee (L1+L2+L3) 55-80 %
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Cepruduxkar anaausa /

AHAJIMTHYECKHUI MACIIOPT CEPUM SA N O F | J

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

1 pio me Jya Beepx

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

Kon B Gasze nmanHeix GMID: 188186 Homep cepun AA166
JlaTa NPOM3BOINCTBA: 10-1m0HA-2020 llaTa ucTeueHus cpoka romHocTu: MAN-2023
Onmcanue : IEINAKMH XPOHO, 300 MI', 100 TABJETOK [IPOJIOHTMPOBAHHOT'O IENCTBMS (POCCHS)

Ty : TabyeTky MOAMOMUUPOBAHHOTO BEICBOOOXIEHMA, IOKPEITEIE OOOJIOUKOM, C PUCKOM

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

CTpaHa NpPOIaxn: Poccua

JonosnHuTenbHad MHOOPMaLMA : HoMmep permcTpaumoHHOTO ynocToeepenusa: P N013004/01

Cceulka Ha IOChbe: MH-000353 Bep. 6.0

Ccrulka Ha BEPCUIO 6

CepTVI@MKaTa aHalmsa:

HUCIIBITAHUSA CIIEIUPUKALINN PE3YJIBTATBI

KOJIMYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAJIBIIPOATA (B BUIE HATPUA 285,0-315,0 MI'/TAB 297.1 MI'/TAB
BAJIBIIPOATA)  (XX)

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

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

HacToAammM s HOATBepXHal, YTO BHIleyKas3aHHad MHOOpMalMsa ABJIAETCA HOCTOBEPHOM M TOUHOM. [JlaHHad cepusa IpenapaTa Obslia
NnpoMs3BeneHa, BKJOYAS STANE YNAaKOBKM/MAPKMPOBKMU M KOHTPOJIS KAUECTBA, HA BHUEYNOMSAHYTHX NPOM3BOLCTBEHHHX [UJIOLANKAX B
[IOJIHOM COOTBETCTBUM C TpeboBaHMAMM GMP MeCTHEIX PeryJIATOPHEIX OPI'aHOB BJIACTM, a TakKxXe CO chneuupmxaumaMu B
PerucTpallOHHOM yHOOCTOBEPEHMM CTPaHE-MMIOPTepa. 3anMcu IO INPOM3BONCTBY, YIaKOBKe I KOHTPOJIO KauecTBa Cepum ObUIU
OlLlIEHEeHBl Ha COOTBEeTCTBMEe TpeboBaHuMAM GMP.

Pewenne OnoBbpeHo
Hara: 20-ABT-2020 18:02:30.00
YNONHOMOYEHHOE INLO MM NPefCTaBUTENb : Beinn Mupuam (Weill Myriam)

CepTI/I@I/IKaTbI aHaJiM3a 3aBEepPEeHBL SHGKTPOHHOIZ 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 AAl66
Manufacturing Date: 10-JUN-2020 Expiry Date: MAY-2023
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 459 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 % 26
Bowl 2 15 - 40 % 26
Bowl 3 15 - 40 % 26
Bowl 4 15 - 40 % 27
Bowl 5 15 - 40 % 26
Bowl 6 15 - 40 % 26 P.
- STAGE 12: ooy
Each value 14 - 44 % NQ4;f)".“
Average (L1+L2) 15 - 40 % gﬁ%;
- STAGE L3: _['1 f aHODU Poceusi
Each value 22 TAB 14 - 44 % c EFYIQ?L;;‘*EE
24 TAB 12 - 48 %
Average (L1+L2+L3) 15 - 40 %
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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: 188186 Lot number AAl66
Manufacturing Date: 10-JUN-2020 Expiry Date: MAY-2023
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
> 3
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS
- STAGE L1:
Bowl 1 30 - 55 % 50 P.CENT
Bowl 2 30 - 55 % 50 P.CENT
Bowl 3 30 - 55 % 50 P.CENT
Bowl 4 30 - 55 % 51 P.CENT
Bowl 5 30 - 55 % 50 P.CENT
Bowl 6 30 - 55 % 50 P.CENT
- STAGE L2:
Each value 27 - 60 % NOT APPLIED
Average (L1+L2) 30 - 55 % NOT APPLIED
- STAGE L3:
Each value 22 TAB : 27 - 60 % NOT APPLIED
24 TAB : 24 - 66 %
Average (L1+L2+L3) 30 - 55 % NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

- STAGE L1:
Bowl 1 55 - 80 % 69 P.CENT
Bowl 2 55 - 80 % 69 P.CENT
Bowl 3 55 - 80 % 69 P.CENT
Bowl 4 55 - 80 % 70 P.CENT
Bowl 5 55 - 80 % 69 P.CENT
Bowl 6 55 - 80 % 69 P.CENT

- STAGE L2:

Each value 50 - 88 %

Average (L1+L2) 55 - 80 %

- STAGE L3:

Each value 22 TAB : 50 - 88 % f'

24 TAB : 44 - 96 % i?{muiw/‘
Average (L1+L2+L3) 55 - 80 % f,@s\\g\cmlﬁ
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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 AAl66
Manufacturing Date: 10-JUN-2020 Expiry Date: MAY-2023
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 297.9 MG/CP

VALPROATE) (LC)

CONTENT in PERCENTAGE 95.0 - 105.0 % 99.3 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: 20-AUG-2020 18:02:30.00

Qualified person or Delegate: PICHON Marc

.

Certificate of analyses electronically approved

rap_coa_resultats v5 Page 3/ 3




	188186_AA166_Depak chr 300_CoA_ру
	188186_AA166_Depak chr 300_CoA

