JAEKJAPAIIVA O COOTBETCTBUUA

JEKJAPAHT, MIPHHAMATOINUI JEKJAPALIHIO O COOTBETCTBHH
AO "Canochu Poccus”

Ceedenun o pezucmpayuu opzanusayuy: Mexcpaiionnan uncnexyun Dedepanbroil Haro2060t caysxcbot Ne 46 no |
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002. |
Adpec: 125009, 2. Mocxkea, ya. Teepcxan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11
B ruye: I'enepanvruiii oupexmop Mowoic O.4.

Hoeepennoe auyo: Cmenanoe C.C., dosepennocmyv 6/n om 01.12.2017

3AABJSET, YTO
| nexapcmeennoe cpedcmeo: Jenaxun Xponocghepa, spanynst ¢ nponoHzuposartuim éviceoboscoeruem 100 mz,

naxemuxu (30), nauxu xapmonnvie, PY Ne JICP-005197/08 om 03.07.2008 (0ama 3amener 12.07.2017) emdanc
CAHO®H-ABEHTHC OPAHC, cepus AMO100, napmus 23730 ynaxoeox, 200en 0o 01.06.2020, npouzeodcmsa
Canogpu Bunmpon Hudycmpus, Opanyua, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France xod OKII[I2 21.20.10.233, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085324247 om 21.02.2019

COOTBETCTBYET TPEBOBAHHUAM

JICP-005197/08-030708 (H/T 42-14890-07 uam. Ne 1-5) -

JAEKJAPAIIHSA ITPHHATA HA OCHOBAHHUH

| npomoxon ucneimaruii Ne 5930 om 05.03.2019 HJ/T OO0 HI] "PAPMOBKOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OM08.C35336 om 05.03.2019

Crenanoe C.C.
0. 1.0

CBEAEHUS O PETUCTPAIIUA

OPTAH IIO CEPTHOHKAIINH, 3APETHCTPHPOBABII M TEKJIAPAITHIO ;
RA.RU.11OM08 OPIAH IIO CEPTHOHKAITHH NPOOVKIHH OBLUJECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmuguxayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyxr.pg.

| TEKJIAPALIMS O COOTBETCTBHH 3APET'ICTPHPOBAHA M POCC RU J-FR.®M08.4.17714/19

ey,
5 e - KemanEB.
TOAMACE 3am. pyxosomurens OC




CepTudukar ananuza /

AHAJIHTHYECKHI MACTOPT CePHH S A N O Fi Y |

«CAHO®HM BMHTPOI MHAYCTPUA» MpOM3BOACTBEHHAA MACWAaOka : AMWIIM
196 pio oo Mapewans XyaH

45200 LMWMNJIH, ®paHuusa

Ten.,: + 33 2 38 28 71 00

darc: + 33 2 38 28 74 20

Omscamme MPoOyKTa : HOEMNAKMB XPOHOCSEPA, 100 MI', I'PAHYNE, 30 MAKETHXOB (POCCHA)
Kop mpoayxra : AMF 182387 Kon s Oaze nawHuix GMID ¢ 264414
Homep cepuu : AMO100 [aTa NpoM3BOACTBA :  07-MOH-2018 .
CepuA KNMEHTa : AMDO100 HaTa ucrTedyeHus cpoka ropgHosTd 0 WOH-2020 1.
dopmMa BEINYyCKA E KapToHHaa nauka ¢ 30 nakeThkamu
Tun :  ['paHynel NPONOHTMPOBEHHOIO BEICBOGOKIESHUA

CTpana npoaaxH H PocCHA
Kon ceprupuxkara aHanuza : AMP 1598E 1
Bepcua ceprTHbuxaTa aHanusza B :]
HCIIBITAHUA CIIEIIUPUKAIINH PE3VJILTATHI
XAPAKTEPUMCTHKH HEBOJILIME BOCKOCEPA3SHHE MWKPOT'PAHYJH COQTBETCTBYET

NMOYTK BENOT'O MNKM CNETKA XEMTOr'O UBETA.
T'PAHYIIH JIETKQ CHOYYME, EBE3 OBEPA3OBRHMA

AI'NIOMEPATOB .
NQOAMHHHOCTE
HaTpua manenpoart
HK-cnexTpoMeTpuA COQOTBETCTBYET COQOTBETCTBYET
COOTBETCTBYET
B3 NTOXHATERBHD NONOXHMTENBHO
CPEOHAA MACCA {mr) (mecu) 2B8-118 02 mMr
ORHOPOOHOCTL MACCH (Becu) YOOBNETBOPHTENBHO COOTBETCTBYET
PACTBOPEHHME
{PacTBopeHue — BIXKX)
1 UacC (%) 23=43 is
3 UaCa (%) 43-63 58
8 YACOB (%) 63-83 76
24 HACA (%) HE MEHEE 80 92
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Ceprudukar ananuza /

AHAJIMTHYECKHH MacnopT cepun SA N O F I J

«CAHOGH BHMHTPOIl MHOYCTPWUA» lpoMaROACTEEHHAA RAOWAAKE : AMMKILIH
196 pio mw Mapewans XyaH

45200 AMUNNM, dpaduma

Test.: + 33 2 38 28 71 00

dakc: + 33 2 38 28 74 20

Omicarite MPOAYKTA :  JENAKHMH XPOHOC®EPA, 100 MI', I'PAHVIN, 30 OAKETHMKOB (POCCHA)
Kogm npognyxkTa :  AMP 182387 Kon 5 Oaze naHHEX GMID H 264414
HoMmep cepuu r AMOL10O JlaTa npenaBoncTeRa i 07-Mi0H-2018 p.
Cepua KJHMeHTa r AMOL0OQ JlaTa MCTedeHUA CpoKa DPOOHOCTHM i MIOH-2020 p.
Topma BHOYCKa 1 KaproHHas nauka ¢ 30 naxkeTHKamMu
Tun 1 Tpanyms NPONOHTHMPOBAHHOTO BHCBOUSOXOEHWA
Crpana npanaxH i PocouA
Kon ceprudurara avanuz2a :  AMP 1598E 1
Bepcua cepTupuKaTa aHanuza 5 8
HUCIIBITAHUSA CIIEIIM®HUKAILINHN PE3YJbTATHI

KONMMYECTBEHHOE ONPENEJNEHHE

HATPMA BAJILIIPOAT (%) (B3HX] 31,4-34,7 33,1 r/l00 r

Mel NONTBEPXKNAEM, YTO OAHHLI BPOAYKT COOTBETCTBYET HAWMM CHeuMbMKaLyaM.

HacTosuyM MOATBEPXOAKN, YTO BCE CTAAMKM NPOMIBONCTBA OAHHOM CEPMM DOTOBOIC MNPOAYKTA NONHOCThE COOTBETCTEYIOT
TpeDOBaHMAM GMP EC, a Tawkke TpefSOBAHMAM, YKAZAHHLUM B PerMCTPAUMOHHOM YOOCTOBEPEHUM CTPAaHH-MMICPTEpa

Pewenne no Kax%eCTBY

Craryc Bunycxa CHOBPEHO :
Jara pmnycxa (UTC +1) 08-9EB-2019 16:59:41
llogmM4caHo YNOJTHOMOYOHHMM NHLIOM Kapoaus TPUACH (Caroline GRILLON) — YNOMHOMOUEHHOE JIMLO

NanHent cepTuUMKAT aHaNKIa MOAMMCAH DJAEKTPOHHON MOOMMCHLI0 Yepes BANMIOMPOBAHHYK® cucTemy LIMS
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Certificate of analysis /

SANQFI WINTHROP INDUSTRIE
196, rue du Maréchal Juin
45200 BMILLY - France
Tel. + 33 2 38 28 71 00
Fax. + 33 2 38 28 74 20

Batch certificate

SANOFI .7

Site : Amilly

Item code

Batch number

Presentation
Type

Code Coa

Version CoA

Item Description

Customer batch

: DEPAKINE CHR 100MG 308 VT RU

: AMP 182387

i AMO100
: BMO10QO
Box of 30 sticks

s

+ AMP 159BE 1
8

CONTROLES / TESTS

Prolonged release granules

Code GMID

Manufacturing
Expiry Date

Market narme

e ————
S R B AR e e e ———

NORMES / SPECIFICATIONS RESULTATS / RESULTS

264414

s

date: 7-JUN-2018
1 JUN-2020

: Russia

CHARACTERS

IR

HPLC

AVERAGE MASS

24 HEURES (p.
24 HOURS

IDENTIFICATION

MASSE MOYENNE (mg)

100)

100}

100}

100)

CARACTERES ORGANOLEPTIQUES

Valproate de sodium / Sodium valproate

{Balance]

UNIFORMITE DE MASSE (Balancel
UNIFORMITY OF MASS

DISSOLUTION
{Dissolution - HPLC)
1 HEURE (p.

1 HOUR

3 HEURES (p.

3 HOURS

8 HEURES ({p.

8 HOURS

MICROBILLES CIREUSES BLANCHES A

LEGEREMENT JAUNES,

SANS FORMATION D'AGGLOMERATS.

SMALL OFF-WHITE TO SLIGHTLY YELLOW,
WAXY MICROGRANULES. THE GRANULE SHOULD
BE FREE FLOWING WITH NO CLUMPING.

CONFORME
COMPLY

POSITIVE

288 - 318

SATISFAISANT
SATISFACTORY

23 - 43

43 - 63

63 - 83

SUP OU EGAL A 80
NOT LESS THAN

S'ECOULANT LIBREMENT

CONFORME

CONFORME

POSITIVE

302 mg

CONFORME

38

=1.]

92
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Certificate of analysis /

Batch certificate S A N O F | t;)
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

Item Description : DEPAKINE CHR 100MG 30S VT RU

Item coda : AMP 182387 Code GMID T 264414
Batch number : AMO10O Manufacturing date: 7-JUN-2018
Customer batch 1 AM0O100 Expiry Date : JUN-2020
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russia
Code CoA : AMP 159BE 1
Version CoA : 8
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100} [(HPLC) 31.4 - 34.7 33.1 g p. 100 g

SODIUM VALPROATE

L

;
We certify that this product confeorms to our specifications.

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 Marketing Authorisation(s)
of the destination country/countries

|

Commentaires décision / Decision notes : ACCEPTE : lot conforme aux spécifications / ACCEPTED

—_— e ———
= ———

Quality decision
Release status
Release date (UTC +1) 8-FEB-2019 16:59:41
Signed by qualified person Carcline GRILLON - Qualified person

\

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