AEKJIAPAIIMS O COOTBETCTBHI

AEKJIAPAHT, IIPTHHHMATOINWH JEKTAPAIIMIO O COOTBETCTBAA

AQ "Canoghu Poccun”

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2 Mockee OF'PH 1027739079940 om
19.08.2002

| Adpec: 125009, 2. Mocksa, ya. Teepckan, 0. 22. Tenepou:8 (495) 721-14-00

| B nuye: Ienepansusiii dupexmop Adamsn H.B.

Hosepennoe nuyo: Knorosa F0.C., dosepennocmpy 6/n om 01.12.2017

| 3ASIBJISIET, UTO

.| rexapcmeennoe cpeocmeo: Jenaxun Xponocgepa, epanynst c npononzuposanisim eviceoboncoeruem 750 mz,

| naxenucu (30), nauxu xapmonnvie, PY Ne JICP-005197/08 om 03.07.2008 (dama samenst 12.07.2017) sordano
CAHODH-ABEHTHC PPAHC, cepus AMUI15, napmun 5160 ynaxoeox, 200en do 01.06.2020, npouseodcmea
Canogu Bunmpon Hudycmpus, @panyun, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200

| AMILLY, France, xod OKII/]2 21.20.10.233, kod TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om

| 20.10.2010, unsoiic Ne 9085305550 om 11.09.2018

COOTBETCTBYET TPESOBAHMSIM

JICP-003197/08-030708 (HI] 42-14890-07 uzm. Me 1-5)

JAEKJIAPAIINA ITPHHATA HA OCHOBAHIU

rpomowon ucnvimanuti No 2709 & om 20.09.2018 H/I 000 HU "@APMOBOPQOHA", ammecmam
axxpedumayuu POCC RU.0001.21DPJI40, Cepmugpuxam POCC FR.OMO8.C23184 om 20.09.2018

g IF“:‘C'\HQ(%’“ Pococuny
A2\

S'\nOEJR“ sia AO.‘ N

/ / Kroxosa 10.C,
%o.nnucr. ®.1.0

CBEJEHRMS O PETUCTPALIINA

OPTAH IIO CEPTHO®UKAIINH, 3SAPETMCTPHPOBABIIAN JEKJIAPAITUIO

RA.RU. 11PMO8 OPTAH 110 CEPTH®HKALHH JIPOJVKIHH OBIIECTBO C OT'PAHHYEHHON
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJIT KAYECTRA™

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, sm. 5, nas. I, xom. 1, adpec opzana no
cepmuqbuxat;uu 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pg.

Kayau E.B.
3am. pykoeomuTeis OC




SANOF|

Canodu Bunrpon Unaycrpus, Gpaunms

196, Rue du Marshal Juin

45200 AMILLY-France

CEPTHPHUKAT AHAJIM3A

Henaxua® Xponocdepa, rpaHybl ¢ HPOJOHTHPOBAHHLIM BbIcBOGOK1eHHeM 750 Mr N 30

Cepus:

AMO115

Hara usrorosnenus: 29/06/2018

Foaen no:

06/2020

H JICP-005197/08-030708

TECT HOPMA PE3YJIBTATHI

Onucanue Jlerko cuimyune Ge3 ofpasoanuns arnomeparos CooteeTcTBYET
BOCKOOOPa3Hble MEKPOTpaHyJibl NoYTH Genoro WK
CJIErKa XKeNTOBATOIO LBeTa.

TMoanuuzCCT Rt (obpa3ua) = Rt(cTanaapra). CoorBercTBYET

Cpennas mMacca 2273 mr+ 113 mr (2273 mr + 5%). 2258 mr

COASPKHMOro 18/20 nakeTUKOB OTKIOHEHHE OT cpeaHeii Macchl + 7,5%; | CooTrercTayer

NIAKETHKOB ¥ OTKJIOHEHHE | 2/20 nakeTHKOB OTKIOHEHHE OT cpenei Macenl + 15%. CootBeTcTBYET

OT cpefiHeli Macch

PacrBopeHue Yepes 1 4 - o1 23% a0 43%; 35 %
yepes 3 9 - oT 43% 10 63%:; 53%
yepes 8 u - ot 63% 1o 33%,; 71 %
uepes 24 4 - ve mexee 80 %, 87 %

INocTopounue I'entanona-4 — ne 6onee 0,2%; CoorBercTyer

npuMecn® mobGoil BenaeHTHGMUMPOBAHHOI NpHMecH - He Gonee CoorsercTByeT
0,2%,; CoorBeTcTBYET
cymMMa nipumeceii - He bonee 0,5%.

Miikpobuonoruueckas Hsmenenue Ne 3, kateropus 3 A. CoorBeTcTBYET

uucrora*

KonuuecTReHHOE Ot 31,4% no 34,7% (m/m) 32,5

onpeaeneHre BAJILNIPOATA HATPH4 B npernapare.

* - lokazatenu pseaensl cornacHo TpeGosannam UCKIIC. dupma rapaHTHpyeT KA4ecTBO MO JAaHHLIM

NoxKasarTeinsam.

Hacrosmpum ceprudukarom, uro aaHHas HHYOPMALMS COOTBETCTBYET AeHCTBHTENLHOCTH. OTa cepus
Obla ApOM3BEACHA H YNAKOBaHA B TOJHOM COOTBETCTBMH ¢ TpeGosanmsmi GMP ¥ MecTHBIX
KOHTPOHPYIOIIMX OpraHoB. JlaHHblf npenapar cOOTBETCTBYET TOProBoi Mapke 3aperMCTPHPOBAHHON B
uMioptupyemoli crpare. Cepus NpousBe/ieHa, YNaKOBaHa, IPOAHANM3UPOBAHA W 3aPETMCTPHPOBAHA B

cooreeTcTEHA ¢ GMP.

Pemenue: Briymen 30/08/2018

AQ «Cairodm Poccnar

VYnonaomoueHHoe nuno; Caroline GRILLON

Anpec: 125009, Mocwsa. ya. Teeperkag, 22, Teas (495) 721- 1400, drakc: (495) 721-141 ], www sanofi.ru




Certificate of analysis /
Batch certificate § ﬁ% N F E
SAHQOF1 WINTHROP INDUSTRIE

186, rue du Maréchal Juin gite : Amilly
45200 AMILLY - France

Tel. + 33 2 38 28 71 00

Fax. + 33 2 38 28 74 20

ITtem Description : DEPAKINE CHR 750MG 308 VT RU
Ttem code : AMP 182391 Code GMID : 264415
Batch number 1 AMQ115 Manufacturing date: 23%-JUN-2018
Customer batch t AMO115 Expiry Date o JUN-2020
Presentation i Box of 30 sticks
Type : Prolonged release granules

Market name : Russia
Code CoA : AMP 1598B 1
Versicn CoA : B

3/ TEST RESULTS

CARACTEREE ORGANOLEPTIQUES
CHARACTERS

IDENTIFICATION

Valproate de sodium / Sodium valproate

IR CONFORME

BPLC POSITIVE

MASSE MOYENNE (mg) {Balance) i2258 mg

AVERAGE MASS

UNIFORMITE DE MASSE (Balance)
UNIFORMITY OF MASS

CONFORME

DISSOLUTICON
{Dissclution - HPLC)

1 HEURE (p. 100) 23 35
1 HOUR

3 HEURES (p. 100) 43 63 - 53
3 HOURS

8 HEURES (p. 100} 6 71
8 HOURS

24 HEURES (p. 100)
24 HOURS NOT, LESS THA

87
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Certificate of analysis /

Batch certificate S ﬁ% % @ ? E
SAHOFI WINTHROP INDUSTRIE

196, rue du Maréchal Juin Site
45200 AMILLY - France

Tel. + 33 2 38 28 71 Q0

Fax. + 33 2 38 28 74 20

r Amilly

Item Description : DEPAKINE CHR 750MG 3038 VT RU ]
Item code : AMP 182391 Code GMID 264415
Batch number : AMQ115 Manufacturing date: 29-JUN-2018
Customer batch : AMO11S EXpiry Date : JUN-2020
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russia
Code CoA : AMP 1598B 1
Version CcA H

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC)

S0DTUM VALPROATE

[ Ces .
We certify that this product conforms to our specifications.
I hereby certify that all the manufacturing stages of this batch of finished preduct 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

Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 30-AUG~-2018 16:34:26
Signed by qualified person Caroline GRILLON - Qualified person

. J

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