«CAHO®V BUVHTPOII VMHOYCTPUS»
196 pio mo Mapemanb XyaH
45200 AMUMM, dpaHuMSA

Tenm.: + 33 2 38 28 71 00

Cepruduxkar anaausa /
AHAJIUTHYECKUH MACIOPT CePUU

SANOFI .2

HpOMSBOﬂCTBeHHaH romanka: AMUMN

Onmcanme npomykTa
Kon npomykTa

Homep cepumn

YCJIOBUSA XpPaHeHUd
dopmMma BHITyCKa

Tun

Konm CepTM@MKaTa aHamsa

JOENAKMH XPOHOC®EPA, 250 MI', TPAHYJIE, 30 [NAKETMKOB (POCCHUS)
799855 JaTa NpoM3BONCTBA

FM1209 IlaTa MCTeudyeHMs CpoKa

TOOHOCTM
XpaHUTh NPy Temneparype He Beme 25 °
KaproHHas nauka ¢ 30 nakeTuxamu

T'paHyJEl IPOJIOHTVMPOBAHHOT'O BHICBOOOXIEHNS

CrpaHa HOponaxn

AMP 1598D 1

04-MAsST 2022
AlP-2024

Poccuiickasa denepaumsa
/ PY: JICP-005197/08

Bepcusa ceprudpmkara 11
aHanmmsa
HNCIIBITAHUA CIIEHUA®UKAIINN PE3YJIBTATbBI
XAPAKTEPUCTVKN HEBOJIBIIME BOCKOOEPAB3HHE MUKPOI'PAHYJIH COOTBETCTBYET
[IOUTY BEJIOT'O WM CJIETKA XEJITOT'O IIBETA.
T'PAHVYJIH JIETKO CHIIYYME, BE3 OBPA3OBAHNMA
ATJIOMEPATOB.
MONJIMHHOCTB
HaTpust panenpoar
VIK-crnexkTpoMeTpunsa COOTBETCTBYET COOTBETCTBYET
BOXX [IOJIOXUTEJIBHO HOJIOXNTEJIBHO
CPEIHSA MACCA (Mr) (Bech) 720-796 764 mp
OIHOPOIHOCTE MACCH (Beckl) YIOBJIETBOPUTEJIEHO COOTBETCTBYET
PACTBOPEHUE
(PacTBOpenme — BIXX)
1 UAC (%) 23-43 39
3 UACA (%) 43-63 60
8 YACOB (%) 63-83 76
24 YACA (%) HE MEHEE 80 88
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«CAHO®V BUVHTPOII VMHOYCTPUS»
196 pio mo Mapemanb XyaH
45200 AMUMM, dpaHuMSA

Tenm.: + 33 2 38 28 71 00

Cepruduxkar anaausa /
AHAJIUTHYECKUH MACIOPT CePUU

SANOFI .2

HpOMSBOHCTBeHHaH romanka: AMUMN

Onmcanme npomykTa
Kon npomykTa

Homep cepumn

YCJIOBUSA XpPaHeHUd
dopmMa BHIIyCKa

Tun

Konm CepTM@MKaTa aHamsa

Bepcusa ceprupuxara
aHanmsa

JIEIAKMH XPOHOC$EPA, 250 MI', T'PAHYJIH, 30 NAKETHMKOB (POCCHS)
799855 JaTa NpoM3BONCTBA

FM1209 IlaTa MCTeudyeHMs CpoKa

TOLHOCTHU
XpaHUTh NPy Temneparype He Beme 25 °
KaproHHas nauka ¢ 30 nakeTuxamu

T'paHyJEl IPOJIOHTVMPOBAHHOT'O BHICBOOOXIEHNS

CrpaHa HOponaxn

AMP 1598D 1
11

04-MAsST 2022
AlP-2024

Poccuiickasa denepaumsa
/ PY: JICP-005197/08

HNCIIBITAHUA

CNELIN®UKALIAN

PE3YJIBTATBI

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

HATPVS BAJIBIIPOAT (%) (BOXX)

31,4-34,7

32,7  Ha 100

KOHTpOHb KadvecCcTea II0 IIOoKaszaTeJl «MMKpOGMOHOPMHeCKHﬁ aHaJIM3» IIPOBOOUTCH IIpUpeJiM3e IIepUMOIUMYEeCKM B COOTBETCTBUM C

HOpMaTMBHHM OOKYMEHTAalNM.

JaHHEIM IogTeepXxnarn, 4YTO BCe CcTaiuyu IPOM3BOILCTBA IaHHOM cepur T'OTOBOT'O MNPOOYKTA BBIIOJIHEHEI B I[IOJIHOM COOTBETCTBUM C

TpebopaHuaMm GMP EC u TpeboBaHMAMM HOpMaTMBHOM HOOKYMEHTAaLMUM

3aperncTPMPOBAHHOTO B Poccuiickoi dermepaumy IO [IE€PEUYMCIIEHHHM IIOKAa3eTeJIsAM KadecTBa.

(kaKk YacTu perucTPpalMoOHHOTO IOOChe),

B HACTOAWMM MOMEHT

Pemrenue no kauecTBy

CraTyc BHIIyCKa

ODaTa Brnycka (UTC +1)

[IoAnMCaHO YIOJHOMOYEHHEIM JIMIIOM

OIOBPEHO
21-M0J1-2022 18:58:21

Aurélie LEVEQUE- YHOOJIHOMOUYEHHOE JIMLIO

JaHHB cepTudukaT aHanmM3a [OANMCAH BJIEKTPOHHOM IIONNMCHIO UYepes BalMIMPOBAHHYH cucremy LIMS
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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 250MG 30S PC RU

Item code 799855

Batch number FM1209 Manufacturing date: 4-MAY-2022

Storage condition

Expiry date

Do not store above 25°C

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 1598D 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 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) 720 - 796 764 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY
DISSOLUTION
(Dissolution - HPLC)
1 HEURE (p. 100) 23 - 43 39
1 HOUR
3 HEURES (p. 100) 43 - 63
3 HOURS
8 HEURES (p. 100) 63 - 83
8 HOURS
24 HEURES (p. 100) SUP OU EGAL A 80
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Certificate of analysis /

Batch certificate SA N O F I J

196, rue du Maréchal Juin Site : Amilly
45200 AMILLY - France
Tel. + 33 2 38 28 71 00

Item description : DEPAKINE CHR 250MG 30S PC RU
Item code : 799855
Batch number : EMI1209 Manufacturing date: 4-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 1598D 1
Version CoA 11
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4 34.7 32.7 g p. 100 g

SODIUM VALPROATE

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

the Normative Dossier.

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

(as a part of the regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 21-JUL-2022 18:58:21
Signed by qualified person Aurélie LEVEQUE - Qualified person
. v

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