«CAHO®V BUVHTPOII VMHOYCTPUSA»
196 pwo mo Mapemanb Xyal
45200 AMUIM, dpaHLMA

Tem.: + 33 2 38 28 71 00

Cepruduxkar anaausa /

AHAJMTHYECKUN MACIIOPT CePpUM S A N O F | J

HpOMSBOHCTBeHHaH IJomanka :

Ammnn

OnmucaHMe NPOAYKTa

Kon B 6az3e maHHBIX GMID
Homep cepumn

YcioBuSa XpaHeHUd
dopmMa BEHITyCKa

Tun

Kom ceprmdpmkara aHammsa

Bepcus ceprudpnkara

OENAKMH XPOHOC®EPA, 750 MI', I'PAHYJIE, 30 MAKETHMKOB

(POCCHST)
799857
FM1274

IaTa NpomM3BOICTBA

IaTa mMcTeueHuUsa
CpOkKa I'OOHOCTU

XpaHuTh NpU Temreparype He Beue 25°C

KapronHas nauka ¢ 30 nakeTmkamu

TpaHyJBl IPOJIOHTMPOBAHHOTO

BBICBOOOXIOEHMUSA

AMP 1598B 1
11

CrpaHa HOponaxnu

9-MAS-2022
AlP-2024

Poccuiickas denepauns/PY:
JICP-005197/08

aHanmmsa
HNCIIBITAHUA CIHEHUA®UKAIINA PE3VYJIBTATBI
XAPAKTEPUCTUKN HEBOJIBIIVME BOCKOOEPAB3HHE MUKPOI'PAHYJIH COOTBETCTBYET
[IOUTY BEJIOT'O WM CJIETKA XEJITOT'O LBETA.
TPAHVJIH JIETKO CHIIYUVE, BE3 OBPA3OBAHUA
ATJIOMEPATOB.
[IOJIVHHOCTB
HaTpusa BajbIpoaT
VIK-crnexkTpoMeTpunsa COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET
BI%XX [IOJIOXVTEJIBHO [IOJIOXVTEJIBHO
CPEIOHSSA MACCA (Mr) (BEcw) 2160-2386 2277 mr
OIHOPOIHOCTEL MACCH (Bech) YIOOBJIETBOPUTEJILHO COOTBETCTBYET
PACTBOPEHVE
(PacTBOpeHue — BIOXX)
1 YAC (%) 23-43 40
3 UACA (%) 43-63 60
8 UACOB (%) 63-83 76
24 YACA (%) HE MEHEE 80 87
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Cepruduxkar anaausa /
AHAJIUTHYECKHI NACIOPT CEPpUH S A N O FI Y
«CAHO®M BUHTPOII MHIOYCTPUA»

196 pwo mo Mapemanb Xyal [I[poM3BOANCTBEHHAA MJoWanka: AMUMNM
45200 AMUIM, dpaHLMA
Tesm.: + 33 2 38 28 71 00

Onmcanme npomykTa :  JEINAKMH XPOHOC$EPA, 750 MI', TPAHYJIE, 30 INAKETUKOB
(POCCHSI)
Kom B 0Oase maHHEIX GMID : 799857
Homep cepum : FM1274 IJaTa npoms3BOICTBA 9-MASA-2022
IlaTa MCTedYeHud : AlIP-2024
CpokKa T'OOHOCTM
YcioBuSa XpaHeHUd XpaHMUTL NPV TeMmnepaType He Bome 25°C
dopMa BHIIyCKa :  KaprorHas nauka ¢ 30 nakeTmkamu
Twun :  T'paHyJIEl NPOJIOHTMPOBAHHOT'O
BEICBOOOXOEHMSA
CrpaHa HOponaxnu : Poccuiickas denepauns/PY:
JICP-005197/08
Kon ceprudmxarTa aHammsa : AMP 1598B 1
Bepcus ceprudpmkara : 11
aHanmmsa

HNCIIBITAHUSA CIIEIUPUKALINN PE3YJIBTATBI

KOJIMYECTBEHHOE ONPEJEJIEHUE

HATPVS BAJIBIIPOAT (%) (BOXX) 31,4-34,7 32,5 r wa 100 o

KonTposne mnapamerpa «MuxpobmoJiormueckas UYMCTOTa» I[IPOBOAUTCHS IIPM BHIIYCKE I[IE€PMOIOMYECKM B COOTBETCTBUM C HOpMaTMBHOM
IOKYMEHTAalMEen

HacrosaumM s nonTBepxnal, UYTO BCe CTaouM [IPOM3BOIACTBA MHOAHHOM CepuM TOTOBOI'O IIPOINYyKTa BEHITOJIHEHE B I[IOJIHOM COOTBETCTBUM
c TpeboBaHuaMm GMP EC, a Takxe TpeOoBaHMAM, yKas3aHHEIM B HOPMAaTMBHOM IHOKyMeHTauuyM (kak dYacTU PeruMcTpauMOHHOT'O »Ooche),
3apPeTrnUCTPUPOBAHHON B Poccmuyckoi denmepaluM B HaCTOslNEe BPeMs, [0 [ePeuMCJIEHHEIM IIOKa3aTessAM KadecTBa.

Pemenue no kauecTBy

CraTyC BHIIyCKa OIOEPEHO
IaTa BeIycka (UTC +1) 21-10J1-2022 07:32:31
[loonucaHoO YIOJIHOMOUYEHHBIM JIMIIOM Léa EL CHAOUI - YINOJIHOMOUEHHOE JIMIIO

HNaHHEM cepTud®MKAT aHaIM3a NOONMCAH 2JIEKTPOHHOM MONNMCHI Yepes BalMAMPOBAHHYI0D cucTeMmy LIMS

A
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

rue du Maréchal Juin

SANOFI .2

196, Site Amilly
45200 AMILLY - France

Tel. + 33 2 38 28 71 00

Item description DEPAKINE CHR 750MG 30S PC RU

Item code 799857

Batch number FM1274 Manufacturing date: 9-MAY-2022

Storage condition

Do not store above 25°C

Expiry date

APR-2024

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 1598B 1
Version CoA 11
.
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 GRANULES SHOULD
BE FREE FLOWING WITH NO CLUMPING.
IDENTIFICATION
Valproate de sodium / Sodium valproate
IR CONFORME CONFORME
COMPLY
HPLC POSITIVE POSITIVE
MASSE MOYENNE (mg) (Balance) 2160 - 2386 2277 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY
DISSOLUTION
(Dissolution - HPLC)
1 HEURE (p. 100) 23 - 43 40
1 HOUR
3 HEURES (p. 100) 43 - 63 60
3 HOURS
8 HEURES (p. 100) 63 - 83 76
8 HOURS
24 HEURES (p. 100) SUP OU EGAL A 87
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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 : DEPAKINE CHR 750MG 30S PC RU
Item code : 799857
Batch number : FM1274 Manufacturing date: 9-MAY-2022
Expiry date APR-2024
Storage condition : Do not store above 25°C
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA : AMP 1598B 1
Version CoA : 11
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS ]

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4 - 34.7

SODIUM VALPROATE

32.5 g p. 100 g

Quality control for parameter "Microbiological analysis" is tested at release per
the Normative Dossier.

I hereby certify that all the manufacturing stages of this batch of finished prod
compliance with the GMP requirements of the EU and with the requirements of the N
(as a part of the regulatory dossier) currently registered in Russian Federation

iodically in accordance with

uct have been carried out in full
ormative Dossier
on the listed quality parameters.

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 21-JUL-2022 07:32:31
Signed by qualified person Léa EL CHAOUI - Qualified person

.

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