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Cepruduxkar anaausa /
AHAJIUTHYECKUH MACIOPT CePUU

SANOFI .2

HpOMBBOHCTBeHHaH omwanka : AMUILIIN

OmmcaHme NpomyKTa

Kon mpomyxTa

Homep cepun
Cepusa KIMEHTa
dopmMa BHIIYyCKa

Tun

Kon ceprudmxaTa aHammsa

OEINAKMH XPOHOC®EPA, 100 MI', I'PAHVYIJIE, 30 IIAKETMKOB (POCCHS)

Kon B ©aszse maHHBIX GMID

AMP_182387
EM0116 Jlara npomusBoOCTBa
EMO116 JlaTa mcTedeHMsa CpokKa IOOHOCTM

KapTonHas nauka c 30 nakeTmukamm
TpaHyJiEl MPOJIOHTMPOBAHHOTO BHICBOOOXIEHMS

CrpaHa npomaxn

AMP 1598E 1

264414

17-M0H-2021

MAI-2023

Poccuiickasa demepauns
/ Py: JIPC-005197/08

Bepcua ceprTuomkara aHammsa 11
HUCIIBITAHUSA CIHEHIU®OUKALINHN PE3YJIBTATBI
XAPAKTEPVUCTUKN HEBOJIBIIME BOCKOOBPAS3HHE MVKPOI'PAHYJIH COOTBETCTBYET
IIOYTM BEJIOT'O WM CJIETKA XEJITOI'O LIBETA.
TPAHYJIH JIETKO CHIIYUME, BE3 OBPA30BAHNA
ATJIOMEPATOB.
IIONJIMHHOCTb
HaTpust Banenpoar
VK-crnexTpoMeTpus COOTBETCTBYET COOTBETCTBYET
BOXX IIOJIOXNUTEJIBHO IIOJIOXNTEJIBHO
CPEIHSA MACCA (Mr) (Bech) 288-318 305 Mr
OIOHOPOIOHOCTEL MACCH (Bech) YIOBJIETBOPUTEJIEHO COOTBETCTBYET
PACTBOPEHNE
(PacTBOpeHMe — BIXX)
1 JAC (%) 23-43 36
3 YACA (%) 43-63 55
8 UACOB (%) 63-83 72
24 YACA (%) HE MEHEE 80 86
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«CAHO®Y BUHTPOII MHOYCTPUA»
196 pio mo Mapemanb Xyal
45200 AMWILIM, ®paHLUS
Tenm.: + 33 2 38 28 71 00
daxc: + 33 2 38 28 74 20

Cepruduxkar anaausa /

AHAJIUTHYECKUH MACIOPT CePUU

SANOFI .2

HpOMBBOHCTBeHHaH omwanka : AMUILIIN

OmmcaHme NpomyKTa

Kon mpomyxTa

Homep cepun
Cepusa KIMEHTa
dopmMa BHIIYyCKa

Tun

Kon ceprudmxaTa aHammsa

Bepcusa cepTudukaTa aHaamza

OEINAKMH XPOHOC®EPA, 100 MI', I'PAHVYIJIE, 30 IIAKETMKOB (POCCHS)

AMP_182387

EMO116
EMO116

KapTonHas nauka c 30 nakeTmukamm

FpaHynm INIPOJIOHTVPOBAHHOT'O BEICBOOOXIEHMS

AMP 1598E 1

11

Kon B ©aszse maHHBIX GMID

Jlara npomusBoOCTBa

llaTa ncredueHusa Cpoka T'OOHOCTU

CrpaHa npomaxn

264414

17-M0H-2021

MAI-2023

Poccuiickasa demepauns
/ Py: JIPC-005197/08

HNCIIBITAHUSA

CNEIM®UKALIAN

PE3YJIBTATBI

KOJIMYECTBEHHOE OINPEIEJIEHUE

HATPVS BAJIBIIPOAT (%) (BOXX)

31,4-34,7

32,7 r/100 r

KOHTpOHb KadvecCcTea II0 IIOoKas3aTeJl «MMKpOGMOHOPMHeCKMﬁ AHaJIM3» IIPOBOOUTCH IIpUpesiM3e IIepUMOIUMYeCKM B COOTBETCTBUM C

HOpMaTMBHHM OOKYMEHTalu.

JaHHEIM IogTeepxnarn, 4YTO BCe CcTaiguu IIPOM3BOICTBA IaHHOM cepur T'OTOBOT'O MNPOOYKTA BBIIOJIHEHEI B I[IOJIHOM COOTBETCTBUM C

TpeboBanmaMu GMP EC m TpeBoBaHMAMM HOpPMaTMBHOM IOKYyMEHTAaLMU

(kaKk YacTM PerucTPaLMOHHOTO IOOChe),

3apEeTrmMCTPMPOBaHHOTI'O B Poccuiickon @enepaumm 10 TIEPEeUMCJIEHHEBEIM I[IOKa3eTeJIAM KadecCTBa.

B HACTOSAWMY MOMEHT

Pemienue mo KavyeCTBY

CraTyc BHIOyCKa

HOaTa Bmnycka (UTC +1)

llognmcaHo YIIOJIHOMOYEHHEIM JIMIIOM

OIOBPEHO

24-CEH-2021 15:21:56

IxynpeT MAPBYVM - YHNOJHOMOYEHHOE JIMLIO

HNaHHEM cepTud®MKAT aHaIM3a NOONMCAH 2JIEKTPOHHOM MONMNMCHI Yepes BalMAMPOBAHHYI0D cucTeMmy LIMS
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

196,

45200 AMILLY - France
+ 33 2 38 28 71 00

Tel.

rue du Maréchal Juin

SANOFI .2

Site Amilly

Item Description

Item code

Batch number

Customer batch

DEPAKINE CHR 100MG 30S VT RU
AMP 182387

EMO116
EMO116

Code GMID

Manufacturing date:

Expiry Date

264414

17-JUN-2021
MAY-2023

24 HOURS

NOT LESS THAN

Presentation Box of 30 sticks
Type Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA AMP 1598E 1
Version CoA 11
- v
N
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFORME
CHARACTERS LEGEREMENT JAUNES, S'ECOULANT LIBREMENT
SANS FORMATION D'AGGLOMERATS.
SMALL OFF-WHITE TO SLIGHTLY YELLOW,
WAXY MICROGRANULES. THE GRANULE SHOULD
BE FREE FLOWING WITH NO CLUMPING.
IDENTIFICATION
Valproate de sodium / Sodium valproate
IR CONFORME CONFORME
COMPLY
HPLC POSITIVE POSITIVE
MASSE MOYENNE (mg) (Balance) 288 - 318 305 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY
DISSOLUTION
(Dissolution - HPLC)
1 HEURE (p. 100) 23 - 43 36
1 HOUR
3 HEURES (p. 100) 43 - 63 55
3 HOURS
8 HEURES (p. 100) 63 - 83 72 N
aacCUAT W
8 HOURS P0CCW \
24 HEURES (p. 100) SUP OU EGAL A 80 86
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
196, rue du Maréchal Juin

45200 AMILLY - France

Tel. + 33 2 38 28 71 00

SANOFI .2

Site : Amilly

Item Description

Item code

Batch number

Customer batch

DEPAKINE CHR 100MG 30S VT RU
AMP 182387

EMO116
EMO116

Code GMID

Manufacturing date:

Expiry Date

264414

17-JUN-2021
MAY-2023

Presentation Box of 30 sticks
Type Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA AMP 1598E 1
Version CoA : 11
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS ]

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC)

SODIUM VALPROATE

31.4 - 34.7

32.7 g p. 100 g

the Normative Dossier.

(as a part of the regulatory dossier)

Quality control for parameter "Microbiological analysis" is tested at release periodically in accordance with

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Normative Dossier
currently registered in Russian Federation on the listed quality parameters.

Quality decision

Release status

Release date (UTC +1)

Signed by qualified person

.

ACCEPTE / ACCEPTED
24-SEP-2021 15:21:56

Juliette CHARBUIS - Qualified person

This certificate of analysis has been electronically signed from a validated LIMS
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