TMEKJIAPAIIASI O COOTBETCTBHA

JEKJIAPAHT, IPHHUMAIONHN JEKJIAPAITMIO O COOTBETCTBHA

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opzanusayuy: Mexcpationnan uncnexyus Pedepanbroii nanoz060i cayichvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoernun OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxsa, ya. Teepckas, 0. 22. Tenegpor/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvviii dupexmop Monsie O.A.

Hosepennoe auyo.: Knoxoea I0.C., dosepenriocme 6/n om 01.12,2017

3AABJBIET, YTO

Rexapcmeennoe cpedcmeo. Jenaxun Xponocgepa, 2panynbl ¢ nporoHZUposaniuiM aviceobodicderuem 100 me,
naxemuxy (30), nauxu kapmonnwte, PY Ne JICP-005197/08 om 03.07.2008 (0ama s3amenvr 12.07.2017) emdano
CAHODH-ABEHTHC ®PAHC, cepus CM0012, napmua 79272 ynarosok, 2oden 9o 31.12,2020, npouzsodcmsa
Canogpu Bunmpon Hudycmpun, @panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, ko0 OKITL2 21.20.10.233, koo TH B3/ 3004900002, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085331023 om 19.04.2019

COOTBETCTBYET TPEEOBAHUAM

JICP-005197/08-030708 (HI 42-14890-07 usm. Ne 1-5)

JAEKJIAPAITHAA ITPHHATA HA OCHOBAHHHA

npomoxon ucnstmanuit No 11800 om 30.04.2019 HJT OO0 HI[ "®APMOBFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmuguxam POCC FR. ®M08.C39319 om 30.04.2019

[EKJIAPAIINH (6.05.2019
ETBUTEJIbHA O 31.12.2020

% Kioxoza 10.C,
//n;uucb O.H.0

CBEJIEHUSI O PETUCTPAIINA

OPTAH I1O CEPTUOHKAIIAH, 3APEFHCTPHPOBABIITAM JEKJIAPAITHIO

RA.RU.11®OMO8 OPIAH 11O CEPTHOHKAI[HH ITPOIYKIHH OFLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxsa, yn. Macmeproea, 9. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mockea, yn. Macmepxoea, 9. 4, sm. 5., men.:(495)788-02-88, aeb-
cavm: oyxx.pg.
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CepTuduxar ananusa /

AHATHTHYECKH i MACTIOPT CEPHH S A N O F | J

«CAHO®Y BHMHTPOI MHAYCTPHA» NpOM3BOACTEEHHAR NACWARKA : AMWINHM
196 pio mo Mapewmans Xyad

45200 AMHNAH, <pasuma

Ten.: + 33 2 38 28 71 00

dakc: + 33 2 38 28 74 20

[MOYTH BEJIOI'O MNWM CJIETKA XEATOTI'O LBETA.
TPAHYSJIH NETKC CHIOYYME, BE3 OBPABOBAHWA

ATJIOMEPATOB.
NOOJMHHCCTE
HaTpua Banenpoart
HK-cnexTpoMmeTpua COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET
BIHX NONOKHUTENBHO TMONOXHTENBLHO
CPENHAA MACCA {Mr) {pecwu) 288-318 303 mr
OOHOPOJHOCTbL MACCH {BeECH) YOOBJIETBOPUTEJNELHO COOTBETCTBYET
PACTBOPEHME
(PacTBOpeHue — BIXXK}
1 4YAC (%) 23-43 8
3 YACA (%) 43-63 56
8 YACOB (%) 63-83 73
24 YACA (%) HE MEHEE 80 B9

Omicanne MPOAYKTA t  JAENAKHMH XPOROCSEPA, 100 MI', IPAHYNE, 30 MAKETHMKOB {POCCHA)
Kog npoayxTa : AMP 182387 Koo B Saze aaumuux GMID i AE4414
Homep cepuu r CHM0012 JaTa npouseoeacTsa . 22-AHB-2019
CepuA KAMeHTa 1 CM0012 BaTa wuCcTeueHra cpoka roaHocTM @ JEK-2020
$opMa BhINyCKa 1 KapToHHas nayka c 30 nakeTukamu
Tun 1 TpaHyasl NpoACHTYPUBAHHOTO BHCBOGOKIEHUA

CrpaHa nponaxu : FoccHA
Koo ceprTudmkaTa aHanusa :  AMP 1598E 1
Bepcuna cepTudmkara ananuza : 8
UCIIBITAHUA CIHEHU®HKALINHA PE3YJIbTATHI
XAPAKTEPHCTHKH HEECNLIME BOCKOOEPAZHHE MHKPOT'PAHYIIH COOTBETCTBYET
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Ceprudukar anaausza /

Ananntagecknii nacnopr cepun SAN OF| Y |

«CAHOOU BHUHTPONT HHIAYCTPHA» NMpOM3BOOCTBEHHAA NNowWagka : AMMIIM
196 pio 00 Mapemans XyaH

45200 AMMIIIIM, dpaBuMa

Teq.: + 33 2 38 28 71 00

darc: + 33 2 38 28 74 20

Omicanmé npoayxTa ¢ OEIAKMH XPOHOC®EPA, 100 MI', TPANYIEH, 30 MAKETHMKOR (POCCHA)
Kog nmpoaykTa :  AMP 182387 Kon B Gase naHHEX GMID : 264414
Homep cepun i CM0012 EaTa npow3BoOCTBa r 22-AHB-2019
CepHA KIMEeHTa i CMOO12 faTa ucTedeHMs CpoKa POODHOCTHM 100 [OEK-2020
#Opua BHOYCKa ;i KaprowHaa nauka c 30 nakeTuxcans
Tun :  TpaHynel NpONOHTUPOBAHHOTCG BHCBOOOKAEHMA

CTpaHa nponaxu 1 Poccun
Kon cepTudmnkara aHanvsa :  AMP 159BE 1
Bepcua ceprudrikaTa aHanMaa H -]

=S

HCIIBITAHNA CIIEHUOPHKAIIUH PE3VYJbTATbBI

KOJMYECTBEHHOE ONPENENEHWE

HATPHUA BANBLIPOAT (%) (B3%X) 31,4-34,7 32,6 r/100 r

Mu noaTeBepxnaeM, UTO NAHHENT MPOAYKT COOTBETCTBYET HaumMM CrneumdprraumaM.
HacToAwMM MOATBEDRAAK, YTO BCe CTAAMM NPOM3IBONCTBA HAHHON CepHM TNOTOBOIC NPOLYKTA NOJHOCTBK COOTBETCTEYKT
TpeSoBanmuaM GMP EC, a Takke TpeOOBaHMAM, YKABAHHEM B PerMCTPAUMOHHOM YIOCTOBSPEHMM CTPAHB - UMAODTEPa

Pemenne no KauecTBy

Craryc BHOyCKa OHOBPEHO
Hara emnycxa (UTC +1) 11-ANP-2019 17:44:49
NMonmMcaHo YNOMHOMOYWEHHNM JMLIOM Kaponuu TPHMACH (Caroline GRILLON) — YNOJNHOMOWEHHOE gULO

HaHHHF CepTMOMKAT aHalM3a MNOAMMCAH IISKTPOHHON MOANMCHI Uepe3s BAAMAOMPOBAHHYO CHUCTeMy LIMS

rap_coa_resultats v5 CTpaHnua 2 43 2



Certificate of analysis /

&
Batch certificate S A N O F | “ _’
SANOFI WINTHROP IMDUSTRIE

196, rue du Maréchal Jduin Site : Amilly
45200 BMILLY - France

Tel. + 33 2 38 28 71 QO

Fax. + 33 2 38 28 74 20

r

Item Description : DEPAKINE CHR 100MG 30S VT RU
Item code : AMP 182387 Code GMID : 264414
Batch number : CM0012 Manufacturing date: 22-JAN-2019
Customer batch 1 CMO012 Expiry Date i DEC-2020
Presentation : Box of 30 sticks
Type : Prolonged release granules

Market name : Russian Fed.
Code CoA : AMP 1598E 1
Version CoA : 8
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANQLEPTIQUES 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 WO CLUMPING.

IDENTIFICATION

Valproate de sodium / Sodium valproate

IR CONFORME CONFORME
COMPLY

HPLC POSITIVE POSITIVE

MASSE MOYENNE (mg} (Balance) 288 - 318 303 mg

AVERAGE MASS

UNIFORMITE DE MASSE (Balance] SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY

PISSOLUTION

(Dissolution - HPLC)

1 HEURE (p. 100} 23 = 43 38
1 HOUR

3 HEURES (p. 100} 43 - B3 56
3 HOURS

8 HEURES {p. 100} 63 = B3 T3
8 HOURS

24 HEURES (p. 100) SUP OU EGAL A 8Q B3
24 HOURS NOT LESS THAN

rap_coa_resultats vh Page 1/ 2



Certificate of analysis /

Batch certificate SANOFI \j

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 code : AMP 182387 Code GMID 1 2644114
Batch number : CMO012 Manufacturing date: 22-JAN-2019
Customer batch 1 CMO012 Expiry Date : DEC-2020
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed.
Code CoA : AMP 1598E 1
Version ColA 1 8
e —— e ————— *]
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE S50DIUM (p. 100} (HPLC) 31.4 - 34.7 32.6 g p. 100 g

S0DIUM VALPROATE

We certify that this product conforms 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 Authorisationis!

of the destination country/countries

Quality decision
Releasa status ACCEPTE / ACCEPTED
Release date (UTC +1) 11-APR-2019 17:44:49
Signed by qualified person Caroline GRILLON - Qualified person

N 4

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