Cepruduxkar anaausa /

Anamurnyecknii nmacopr cepun - SAN O F| Y,

«CAHO®M BUMHTPOII MHIOYCTPUA» IIpoM3BONCTBEHHAA IJIOWAanKa: AMMUIK
196 pio mo Mapemanb XyaH

45200 AMUMM, dpaHuMSA

Tesm.: + 33 2 38 28 71 00

Onmcanme npomykTa : JEINAKMH XPOHOC®EPA, 500 MI', T'PAHYIJIH, 30 INIAKETMKOB (POCCHA)
Konm mpomyxTa : 264411
Homep cepuu : EM5199 IlaTa OpomM3BOACTBA H 3-HOA-2021
JlaTa MCTedyeHMUs Cpoka TI'OIOHOCTU : OKT-2023
YcroBusa XpaHeHUs : XpaHMUTL NpM Temrneparype He Beme 25 ° C
dopmMa BEIIYyCKa H KapronHas mnauka c 30 naxkeTmxamm
Tun : I'paHyJibl NPOJIOHTVMPOBAHHOTO BHICBOOOXIOSHUSA
CrpaHa HnpoIaxu H Poccurckas
denmepaums/
PY: JICP-005197/08
Kon ceprupmkrara aHammsa : AMP 1598C 1
Bepcusa cepTudmkaTa aHaImMsa : 11
HUCHIBITAHUSA CIEIIU®OUKALINN PE3YJIBTATBI
XAPAKTEPUCTUKN HEBOJIBIIME BOCKOOBPA3HHE MMKPOI'PAHYJIH COOTBETCTBYET

[IOUTNM BEJIOT'O WMJIM CJIETKA XEJITOI'O IBETA.
T'PAHYJIH JIETKO CHIIYUME, BE3 OBPASOBAHIMA

ATJIOMEPATOB.
MONJIMHHOCTB
HaTpust panenpoar
VIK-crnekTpoMeTpunsa COOTBETCTBYET COOTBETCTBYET
B3OXX TIOJIOXUTEJIBEHO TIIOJIOXNTEJIBHO
CPEIOHSSA MACCA (Mr) (BEch) 1440-1590 1518 wmr
OIOHOPOIOHOCTEL MACCH (Bech) YIOOBJIETBOPUTEJIEHO COOTBETCTBYET
PACTBOPEHUE
(PacTBOpenme — BIXX)
1 9AC (%) 23-43 36
3 UACA (%) 43-63 55
8 UACOB (%) 63-83 72
24 UACA (%) HE MEHEE 80 85
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«CAHO®V BVHTPOII VMHOYCTPUS»
196 pio mo Mapemanb XyaH
45200 AMUMM, dpaHuMSA

Tenm.: + 33 2 38 28 71 00

Cepruduxkar anaausa /

AHAJIUTHYECKUH MACIOPT CePUHU

SANOFI 7

HpOMSBOHCTBeHHaH romanka: AMUMN

Onmcanme npomykTa
Kom nmpomyxTa

Homep cepun

YcioBusa XpaHeHMs
dopmMa BEIIYyCKa

Twun

Kog CepTM@MKaTa aHalmsa

Bepcus cepTupmkaTa aHammsa

TENAKMH XPOHOC®EPA, 500 MI', TPAHYJIE, 30 IAKETHMKOB (POCCHA)

264411

EM5199

XpaHUTL NPy TeMnepaType He Bome 25 ° C
KapronHas mnauka c 30 naxkeTmxamm

I'paHyJIEl OPOJIOHTMPOBAHHOTO BEICBOOOXIEHMUA

AMP 1598C 1

11

JaTa nNpomMsBOOCTBA

JaTa nucredeHuUsa CpoOoKa T'OOHOCTM

CrpaHa npomaxu

3-HOA-2021

OKT-2023

Poccwutickasa
denepauns/
Py: JICP-005197/08

HNCIIBITAHUSA

CNELIN®UKALIAN

PE3YJIbTATBI

KOJIMUYECTBEHHOE OIIPEIEJIEHVE
HATPVS BAJIBIIPOAT (%) (BOXX)

KOHTpOHb KaduecCcTBa II0 IapaMeTpy «MMKpOGMOHOPMHeCKMﬁ aHaJIM3» INIepruoIudueCKlM IpOoBEepAeTCA IIPM BHIITYCKE B COOTBETCTBUM C

HOPMATUBHOM HOKYyMEeHTalMel.

HacTosumM NOAOTBEpPXIAl, YTO BCE STallbl NPOM3BONCTBA B3TOM NapTUM I'OTOBOTO MNPOIYyKTa OBUIM BEIIOJIHEHEl B IIOJIHOM COOTBETCTBUM C
TpeboBaHuaMy GMP EC M B COOTBETCTBUM C TpeOyeMeMM IOKa3aTeJIAMU,

31,4-34,7

32.8 r Ha 100

IIEPEeYMCIJIEHHEIMM B HOpMaTMBHOﬁ IOOKYMEHTaumnum (kax YacTb

PETMCTPALMOHHOTO IOChE), KOTOPOE B HACTOsLEe BPeMs 3apelMCTPMPOBAaHO B Poccuiickoit demepalun.

Pemrenne mo KavyeCTBY

CraTyc BHIOyCKa

HOaTa Brnycka (UTC +1)

llognmcaHo YIIOJIHOMOYEHHEIM JIMIIOM

OIOBPEHO

1-JEK-2021 11:21:40

Juliette CHARBUIS

YIIOJIHOMOUEHHOE JIMLIO

JaHHB cepTuOMkaT aHanmM3a [OANMCAH BJIEKTPOHHOM IONNMCHIO UYepes BalMIMPOBAHHYH cucremy LIMS

YN BOLT o
WEF
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Certificate of analysis /
Batch certificate

SANOFI .2

SANOFI WINTHROP INDUSTRIE
rue du Maréchal Juin

196, Site : Amilly
45200 AMILLY - France
Tel. + 33 2 38 28 71 00
Item description DEPAKINE CHR 500MG 30S VT RU
Item code 264411
Batch number EM5199 Manufacturing date: 3-NOV-2021
Expiry date OCT-2023
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 1598C 1
Version CoA : 11
- v
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) 1440 - 1590 1518 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
8 HOURS
24 HEURES (p. 100) SUP OU EGAL A 80 85
24 HOURS NOT LESS THAN
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Certificate of analysis /

SANOFI WINTHROP INDUSTRIE

Batch certificate

SANOFI .2

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

~
Item description DEPAKINE CHR 500MG 30S VT RU
Item code 264411
Batch number EM5199 Manufacturing date: 3-NOV-2021

Storage condition

Expiry date

Do not store above 25°C

OCT-2023

SODIUM VALPROATE

Presentation Box of 30 sticks
Type Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA AMP 1598C 1
Version CoA : 11
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4 - 34.7 32.8 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
1-DEC-2021 11:21:40

Juliette CHARBUIS - Qualified person

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