Ceprudukar aHaau3a / Q O n o f i

AHaJIUTHYECKU HacInopT CCpuHU
«CAHO®M BVHTPOII MHIOYCTPVSI»
AMmbapoac-9-Jlarpas
1 po me Jya Bbepx
KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tesn.: 0557303000 ®axc: 0557303600

Konm B ©asze manHBIX GMID: 814406 Homep cepumn EAS3756
JaTa NMpoM3BOINCTEBA: 10-MI0JI1-2023 JaTa mMcCTeueHMA Cpoka TomgHocTM: MIOH-2026
Onmcanme : IENAKMH XPOHO300 199.8-87MI' TAEJIETKM IIPOJIOHTMPOBAHHOT'O HNEACTBMS
2X50 (POCCHs)
Ty : TabyjeTKM NPOJIOHTMPOBAHHOT'O HNEeMCTBMUSA, IOKPEITEHE OBOOJIOUKOM, C PUCKOM
dopMa BHITyCKa: IIo 50 Tabyseroxk BO OinakoH. [lo 2 djrakoHa B KAPTOHHY IauKy
CTpaHa HOpOonaxmn: Poccua
JomoJyiHUTeIbHass MHQOPMaLM : Homep PY: II N013004/01
Ccriika Ha Jochbe: MC-000353 Bep. 8.0 Ccriika Ha Bepcuio cepTudmxara 7
aHanmsa:
YCJoBUA XpaHeHUA XpauuTb He Bbme 25°C
HUCHBITAHUSA CIHEIU®OUKALINHN PE3YJIbTATHBI
XAPAKTEPUCTUKN
OIMCAHVE IIPOOOJITOBATAA IEJIMMAA TABJIETKA, COOTBETCTBYET
[IOKPHTAS IJIEHOUYHOM OBOJIOYKOM
IBET MIPAKTVYECKM BEJIEM COOTBETCTBYET
IIOOJIMHHOCTDB
JIOH BAJIBIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VIOH BAJIBIIPOATA (I'X) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVA
MACCA:
CPEJIHAA MACCA 435 481 MI' COOTBETCTBYET
OJOHOPOIHOCTE JO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICIIHTAHVE IOEJIVIMEX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET

PACTBOPEHME (XX) :
VIOH BAJIBIIPOATA (B BUIE HATPVA BAJIBIIPOATA)

YEPE3 1 UYAC: 15 40 % COOTBETCTBYET
YEPE3 3 YACA: 30 55 % COOTBETCTBYET
YEPE3 6 YACOB: 59 80 % COOTBETCTBYET

KOJIMYECTBEHHOE OHNPEIEJIEHUE

JIOH BAJIBIIPOATA (B BUIE HATPNA 285,0 315,0 MI'/TAB
BAJIBIIPOATA) (XX)

llokazaTenb «MMKpoOMoJsiOTrMYecKasd UYMCTOTa» KOHTPOJMPYETCs IO MeHblleld Mepe Ha 1 cepum B TOI.
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«CAHO®V BMHTPOII MHIOYCTPUA»

AMmbapoac-9-Jlarpas
1 po me Jya Bbepx
KAPBOH-BJIAH,
Tes.: 0557303000 daxc:

Cepruduxar ananausa /
AHAIUTHYECKHHA MACTIOPT CEPUH

sanofi

33565 CEDEX, ®paHuMsa
0557303600

Konm B ©aszse maHHEIX GMID:
JaTa NpomM3BOLCTBA:

Onmcaumne :

Twr:
dopmMa BEHITyCKa:
CTpaHa Npomaxm:

JonoJIHMUTeJIbHaa MHOOPpMaLUMA :

Cceulka Ha »OocChbe:

YCJIOBUA XpPaHeHUd

814406 Homep cepum EAS3756
10-1M0J1-2023 IaTa mMCTedyeHMs Cpoka romHocTm: MIOH-2026
IEINAKMH XPOHO300 199.8-87MI' TAEJIETKM [POJIOHTMPOBAHHOTO HNEMCTBUS

2X50 (POCCHA)

TabyjeTKM NPOJIOHTMPOBAHHOT'O HNEeMCTBMUSA, IOKPEITEHE OBOOJIOUKOM, C PUCKOM

IIo 50 Tabyseroxk BO OinakoH. [lo 2 djrakoHa B KAPTOHHY IauKy

Poccusa

Homep PY: II N013004/01

MC-000353 Bep. 8.0 Ccriika Ha Bepcuio cepTudmxara 7

aHaJinsa:

XpaHuTs He Bbuie 25°C

HacTrosammMm A noaTeepxnamn,
M3TOTOBJIEHA,
IIOJIHOM COOTBETCTBMU C

BKJIOYAS STalH yIaKOBKM/MapKMPOBKM M KOHTPOJS Kad4eCTBa,
TpeboBaHusaMM GMP MeCTHHIX
PerncrpaluMOHHOM yOOCTOBEPEHMM CTpPaHH-MMIOPTEepa.
NPM3HAHEL COOTBETCTByLUMMMY TpeboBaHuaM GMP.

ABJIIETCS BEPHOM M TOuYHOM. JaHHas cepus IpernapaTra ObUla
Ha BBIIESYIOMAHYTEIX IMIPOM3BOINCTBEHHEIX IIJIOMaIKax B
OpraHOB BJIACTM, a Takxe CO cHeuupmxaumsaMmu B
YIakKoBKe I aHamMs3y cepuy OBJIM [IPOBEPEHH U

YTO BHIIEyKa3aHHas MHOOpMaLMs

PETYIIATOPHEIX
3anmucu 1o IIpoOoM3BOLCTBY ,

Pemenye AQ: Ilpesenrauus 814406 cepus EAS3756 comepxur cepum Gank N: EA2773,

EA2776 n EA3642

EA2774, EA2775,

Pemeune

Hara:

YIIOJIHOMOUEHHOe JMLO MIM [PpelCTaBUTEeNb :

OnobpeHO
20-CEH-2023 14:59:08.00

WEILL Myriam

CepTudmkKaTH aHaM3a BaBEPEHH BJIEKTPOHHOM

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: 814406 Batch number: EAS3756
Manufacturing date: 10-JUL-2023 Expiry date: JUN-2026
Description: DEPAK CHRO300 199.8-87MG TABCR 2TB50 RU
Type: Modified release scored coated tablet
Presentation: Box with 2 tubes of 50 tablets
Market Name: Russia
Additionnal inf: MA number : RU - P N013004/01
Method's ref: MC-000353 v. 8.0 CoA version's Ref.: 7
Storage condition: Store not above 25°C
. v
3
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG BREAKABLE FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATIONS
VALPROATE ION (LC) COMPLIES COMPLIES
VALPROATE ION (GC) COMPLIES COMPLIES
TESTS
MASS
AVERAGE MASS 435 481 MG COMPLIES
UNIFORMITY OF MASS COMPLIES COMPLIES
SECABILITY COMPLIES COMPLIES
DISSOLUTION (LC)
- VALPROATE ION (EXPRESSED AS SODIUM VALPROATE)
AFTER 1 HOUR 15 40 P.CENT COMPLIES
AFTER 3 HOURS 30 55 P.CENT COMPLIES
AFTER 6 HOURS 55 80 P.CENT COMPLIES
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 285.0 315.0 MG/TAB COMPLIES

VALPROATE) (LC)

Microbial examination is performed at least on 1 batch per year

manufactured,
with the GMP

I hereby certify that the above information is authentic and accurate.
including packaging/labelling and quality control at the above mentioned

requirements of the local regulatory authority and with the specifications in the Market my kh{%éf §a%ﬁ' dEthe
importing country. The batch processing, packaging and analysis records were reviewed tqfea\ng@bmmeﬁaqyaﬁﬁ;a

"{»\>7
This batch of prodgx

©n full Cofhpjs\ Sce

GMP

rap_coa_resultats v5



I0398200
АО


Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave

1 rue de la vierge
33565 CARBON BLANC Cedex France

sanofi

Tel. 0557303000 Fax.0557303600
Code GMID: 814406 Batch number: EAS3756
Manufacturing date: 10-JUL-2023 Expiry date: JUN-2026
Description: DEPAK CHRO300 199.8-87MG TABCR 2TB50 RU
Type: Modified release scored coated tablet
Presentation: Box with 2 tubes of 50 tablets
Market Name: Russia
Additionnal inf: MA number RU - P N013004/01
CoA version's Ref.: 7

\.

Method's ref:

Storage condition:

MC-000353 v. 8.0
Store not above 25°C

J

«CaHodu Poccman\

o

SR OHEP

Peroe
SN

Décision AQ Presentation 814406 batch EAS3756 contains batches bulk N° EA2773, EA2774, EA2775,
EA2776 and EA3642
<
Decision: Accepted
Date: 20-SEP-2023 14:59:08.00
Qualified person or Delegate: WEILL Myriam
This Certificate of Analysis has been electronically signed from a validated system
PPCOEUEEs Cr
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PEAEFAALHAA (

AVAHBATIO HAASOPY

B CPEPE SAPABOOXFAHEHMA

«CBefeHnAa o BBoAE B rpaxgaHckunimm odopoT B Poccmmnckonm degepaunn nekapCTBEHHbIX CPeacTB Mo COCTOAHUIO Ha 27.10.2023
11:22»

¢paxoHsl (2), MauKy KapTOHHBIE/ ~

Hupyctpus

Hupyctpus, @panuust

N013004/01-180122; W3m. Ne3 x ITN013004/01-180122

IIpon3BoauTenn Oprannsanusi, Howmep, nara
Jlara Baecennst B AUC . CaejieHHsI 0 CTAHIAX Howmep cepumn,
Toprosoe HanmMeHOBaHHE (BBITY CKAIOIHH Crpana HopmaTHBHasT OKyMeHTAIHsI BBINTyCTHBIIASI B pa3perieHHst
Poc3gpaBHanzopa NMPOH3BOICTBA . NapTHH
KOHTPOJIb) rpakJaHCKHH 000poT Ha HJIII
JenaxH® XpOHO; TaOIETKH IIPOJIOHTHPOBAHHOTO Canodput Bunrpon Canodu Buntpon ITNO013004/01-180122; H3m. Nel x IT
13.10.2023 JeHcTBUsI, HOKpBITHE 06010ukoit 300 mr 50 mT., P DpaHuus P NO013004/01-180122; H3m. Ne2 k IT AO "Canodu Poccust" EAS3756 -
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