Ceprudukar ananusa /

AHANTHTHYECKHH NACMIOPT CEPHH SANOFI b)

«CAHOOH BUHTPOI MHEOYCTPUs» NpOM3IBOACTBEHHAA [IOWAHKA  AMMNIK
196 pr oo Mapewans Xyan

45200 AMWIINM, ¢paHums

Ten.: + 33 2 38 28 71 00

daxc: + 33 2 38 28 74 20

QmMCaNMe NMPpORYyKTAa 1 DENAKMH XPOROC®EPA, 100 MI', T'PAHYNIH, 30 MAKETHMKOB (POCCHA)
Kon mpogyxTa 1 AMP 182387 Koo & Sase nanHex GMID H 264414
Homep cepun :  CMD184 JaTa npon3asodcTBa ¢ 20-0Okr-2019
Cepua wkNMeHTa :  (CMD1B4 Dara ucTeuyeHda C¢pOKa ronHocTH ¢ CeH-2021
topMa BHINYCKa H KaprouHaa nauka ¢ 30 pDaxeTukauu
THn H CpaHyns NPOMOHTHRPABAHHOTO BHCBOOOXOSHKA

Crpana npoOaks H PocaHR
Koo cepruduxaTa aHanusza t AMP 1598E 1

Bepcua ceprTupukaTa aHanm3a

B8

HUCTIBITAHHS CIIEHHPHKALITUHA PE3YJIbTATDI

XAPAKTEPUCTHUKH HEBONBIHME BOCKOQOEPAZHHE MWKPOI'PAHYJIH COOTBETCTBYET
[OYTH BEJOI'QO MMM CNETKA XENTOT'C LUBETA.
TPAHYJNH JIETKO CHIYYHME, BE3 OBPA30BAHWA

ATJIOMEPATOB .
OOANMHHOCTE
Harpus samenpoarT
HK-cnexrpoMepus COQOTBETCTBYET COOTBETCTBYET
BIKX NONOAHUTENLHO TONIONHUTENBHO
CPEOHAA MACCA (Mr) (EBecH] 288-318 304 Mo
OfHOPOOHOCTL MACCH (Bechl) YIOBJETBOPUTENLHD COOTBETCTBYET
PACTBOPEHVE
{PacTBopeHue — B3IXX)
1 4aC (%) 23-43 38
3 4YACH (%) 43-63 58
B YACOB (%) 63-83 76
d2if canodu poccuﬂ"ﬁ;ﬂ
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«CAHO®H BHHTPON HHAYCTPHA»
196 po me Mapewanes XyaH
45200 AMWIIHM, ¢paHunA
Ten.: + 33 2 38 28 71 00
dakc: + 33 2 38 28 74 20

Cepruduxart ananusa /
AHAIMTHYECKHH NACHIOPT CepPHH

SANOFI .7

NMPOMSBOACTREHHAA NNICHMANKA | AMAIIN

OmicanKe MPOGYKTA

Kon mpoaywrra

OENAKHMH XPOHOC®EPA, 100 MI', TPAHVIE, 30 NAKETMKOB (POCCHI)

AMP 182387 Koo 8 Gase nadHHszt GMID

Houmep cepun CMi184 NaTa NpOM3SBOOCTBAE 20~0rT=-201%
Cepna KAMEHTA CMO1E4 llara ncTedyeHuMA CPOKa TOOHOCTH Cen-2021
dopMa BRIMYCKA KapToHHaa nadka c 30 nakeTnxauu
Tun Cpasyns nPORIHCHMPUBAHHITE BHCBACGOKISHMA

Crpana nponasxy FoccHs
Koo ceprTueMKaTa aHanusa t AMP 1598E 1
Bepcua cepTudmkarTa aHanMsa 8
HCIIBITAHUA CHEHHH®HUKAIIHUH PE3YJABTATBI
KOIMYECTBEHHOE ONPELENEHHE
HATPWMA BAMLIPOAT (%) (B3¥) 31,4-34,7 32,6 r/100

B CoOTBeTCTBHM
NMPOBOAUTCA MEPHUOIHMUECKH,

¢ PeTMCTPAUMOHHEM AOCHE KOHTPOJNbE KAYECTBA N0 NOKASATENK «MMEpPOSHONMOrMYeCcKAaA YMCTOTA» B XOOE BHOYCKA

HacroAumnM nofresepxfan, 4YTO BCEe CTAAUM OPpOMIBOACTBA JAHHOH CeplM TPOTOBONC NPOAYKTA NONHOCTBN COOTBETCTBYHT
TpebopaHuAaM GMP EC, a rawxe TpebSoBaHMAM, YKAZaHHEM B PermMcTpauMOHHCOM YIOCTOBEPEHMM [(KAK YacTH PEIMCTPALMOHHODG
OOChe), BaperMCTPUPOBAHHOTO

B Poccuiickolf ®emepaumMM B HACTOANEEe EBpEeMd, N0 NePHUMCJI#HHEM NapaMeTpaM Kauy#cTBa.

Peluenue no KadyecTey

CraTyc BHIyCKa

Dara emnycxa (UTC +1)

NomgmcaHo YNOMHOMOWOHHLM JIMLIOM

ONOBPEHO
3-[EK-2019 18:38:05

Kaponuu TIMAAOH (Caroline GRILLON)-YnonHoMoueHHOe AMUOC
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Certificate of analysis /

SANOFI WINTHROP INDUSTRIE

196,

rue du Maréchal Juin

Batch certificate

SANOFI .2

Site : Amilly
45200 AMILLY - France
Tel. + 33 2 38 28 71 00
Fax. + 33 2 38 28 74 20
[Item Dascription DEPAKINE CHR 100MG 308 VT RU
Item code AMP 182387 Code GMID 1 264414
Batch number : CMO184 Manufacturing date: 20-0CT-2019
Customer batch CMOi84 Expiry bate SEP-2021

Presentation Box of 30 sticks
Type Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA AMP 1598E 1
Version CoA : B
L 4

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFCORME
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
Valproata de sodium / Sodium valproate
IR CONFORME CONFORME

COMPLY
HPLC POSITIVE POSITIVE
MASSE MOYENNE (mg) (Balance} 288 - 318 304 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance! SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY
DISSOLUTION
{Digsolution - HPLC)
1 HEURE (p. 100} 23 43 in
1 HOUR
3 HEURES (p. 100} 43 - 63 58
3 HOURS
8 HEURES (p. 100] 63 - 83
8 HOURS
24 HEURES (p. 100} SUP OU EGAL A 80
24 HOURS NOT LESS THAN
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Certificate of analysis /

Batch certificate S A N O F | J
SANOFI WINTHROP INDUSTRIE

196, rue du Maréchal Juin Site : Amilly
45200 AMILLY - France

Tel. + 33 2 38 28 71 00

Fax. + 33 2 38 28 74 20

r-Ittam Description : DEPAKINE CHR 100MG 308 VT RU
Item code : AMP 182387 Code GMID 1 264414
Batch number : CM0184 Manufacturing date: 20-0CT-2019
Customer batch : CMO018B4 Expiry Date 1 SEP-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed./MA:LSR-005157/08
Code CoA : AMP 1598E 1
Version CoA : 8
L
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) ({(HPLC) 31.4 - 34.7 32.6 g p. 100 g

SQDIUM 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 gquality parameters.

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 3-DEC-2019 18:38:05

Signed by qualified person Caroline GRILLON - Qualified persan

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