JEKJIAPAITIASL O COOTBETCTBHUH

JEKJAPAHT, MPHHUMAIOIIHI JEKJAPAITMIO O COOTBETCTBHH

AO "Canoghu Poccua”

Caedenus o pezucmpayuu opzaruzayuw: Mexcpaiionnan uncnexyus Pedepanvroli Hano2060i cayxcber Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, z. Mockea, ya. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuviit oupexmop Mowac O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocmv 6/u om 01.12.2017

3ASAABJSIET, UTO

Aexapcmeentoe cpedcmeo. [Jenaxun Xporocepa, 2panyavt ¢ npononzuposantvv evicgobodicdernuem 1000 me,
naxemuxu (30), nauxu xapmonnwie, PY Ne JICP-005197/08 om 03.07.2008 (0ama samenwt 12.07.2017) suioano
CAHO®H-ABEHTHC ®PAHC, cepus CM0040, napmus 600 ynaxosok, 200ex 0o 28.02.2021, npouseoocmsa
Carogu Bunmpon Hrdycmpus, @panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, ko0 OKIIJ2 21.20.10.233, 00 TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085331765 om 26.04.2019

COOTBETCTBYET TPEBOBAHHSIM

JICP-005197/08-030708 (H[ 42-14890-07 uzm. MNe 1-5)

JEKJAPAIIAA IIPHHATA HA OCHOBAHHUH

npomoxon ucnsimaruti Ne 12340 om 07.05.2019 HIT OO0 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC FR.®OM08.C39586 om 08.05.2019
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CBEJEHUS O PETUCTPALIMHA

OPIAH ITO CEPTH®UKAIMH, 3APEFTHCTPUPOBABIIUI JEKIAPAITUIO

RA.RU. 11 ®M08 OPTAH 110 CEPTUOHKALIHH ITPOAVKIHH OBII[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJ/IA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. I, adpec opzana no
cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., mex. :(495)788-02-88, eeb-
caim: oyxx.peg.

JEKJIAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®@M08.A.23452/19
JATA PETHCTPALIMH 08.05.2019

Kauan E.B.
3am. pyxosoautens OC




Cepruduxkar anauza /

Aunannruyecknii nacnopreepun SANOF| ,,[

«CRHOOM BMHTPON MHOYCTPHA» NpoWaBonCTBEHHAA NACMALKA
196 pio mo Mapeman: Xyau

45200 AMWIM, dpanuma

Ten.: + 33 2 38 28 71 00

darc: + 33 2 38 28 74 20

Omecamie mpomyrTa 4 BENAKME XPOHOUSEPA, 1000 MI', T'PAHVIH, 30 IAKETMKOB (POCCHA)
Kon npomywxra t AMP 182392 Kon B Game DaHHux GMID : 264413
Homep cepum d CHM0040 HaTa npoMIBCACTES B 05=-MAP=-2019
CepHA KiMeHTa H CMOC40 BaTa MCTeueHWA CPOK2 IONHOCTH © PEB-2021
PopMa BRINYCKA H Kapronnar nawka c 30 nakeruxamm
Tun H TpaHynsy NpoNOHTMPORAHHOTO BHCBOOOXDEHUR

CrpaHa npogasxu H Poccuna
Kon ceprudMrarTa ananmza x AMP 139BA 1
Bepcua CePTHPMKAaTa aHammda H 8
VCIIHTAHMA £ CHELMOMKAITY T PE3YNLTATH

XAPAKTEPUCTHKM BEEBOJLUME  BOCKOOEPASHHE MUKPOTPAHYJIH COOTBETCTBYET |
T OITHTBENOIG WM CETKA REITOrC 1BETA. = |
TPAHVAH JIETKO CHIIVYME, EBE3 OEPAS0BAHUA !

ATJICMEPATOB.
OCINMHROCTE
Harpus samsmnpoar
HK-cnekTpome rpuA COOTBETCTBYET COCTBETCTBYET

CCOTBETCTBYET

1

BI3XX® TONOAMTEILHO TIONOXUTENBHO |
CPEIHAA MACCA (ur) (Becw) 2880-3180 3035 mr
OOHOPOOHOCTEL MACCH (Becu) YIOBNETBOPUTENBHO COOTBETCTBYET

YHIOBNIETBOPHUTENLHO
PACTBOPEHUE
{Pacreopexrme — BIXX)
1 YAC (%) 23-43 36
3 YACA (%) 43-63 56
B8 YACOB (%) 63-83 T4
24 UACA (%) HE MEHEE B0 g9

rap_coa resultats v5




Cepruduxar anannsa /

Anamrwsecxuit racnopr cepun - SANOF | 5

«CAHOOW BHHTPON MHIOYCTPHA» flpousBOACTREHNAA NACMANKA : Auiin
1926 pw o Mapemans Xyas

45200 AMWIDM, panuma

Tem.: + 33 2 38 28 71 00

dakc: + 33 2 38 28 74 20

QOricamte nNpoayKTa H OECAKMH XPOHOCSEPA, 1000 M, T'PAHVIH, 30 DAKETHKOB (POCCHSA)
Kona npoayxra 5 AMP 182392 Kon B Case RadHux GMID e 264413
Homep cepuM 8 CM040 Jara npouMsBOICTERA 5 05-MAP-2019
Cepus KaMeHTa H CcMo040 JlaTa HCTeueHMA CpOKa DODHOCTH ! PEB-2021
POpMa BHTIYCKA H Kapronnan navka ¢ 30 naxkeTuxamm
Twn H TpaHyit NpONoHTMPOBAHHOTO BHCBOGOEISHHA

Crpana npoaaxu H Poccna
Kon ceprvdpmxara amanusa g AMP 15088R 1
Bepcun cepTHdMKaTa aHaIMaa B ) 8
HCIILITAHIAA CIIEIIR OUKAITAN PE3YJIbTATHI
KOIMYEECTEEHHOE .QIPERENEHHE = = e e e T | e SENHG S —
HATPHA BAJIBIHPOAT (%) (B3XX) 31,4-34,7 32,3 rnBa 100

Mul nonTEEpXOasM, YTO TaHHMK ApPOOYKT COOTBETCTBYET HallMM chewdpuranmm.

HacTodAmiM noATeepxmam, UTO BCE CTalMk NPOUSBOACTEA NAHHO/ CEpUM TOTOROTO NPONYKTa NONHOCTHD COOTBETCTBYNT TPEGOBAHMAM
GMP EC, a Tawse TPeUOBAHMAM, YKASAHHMM B Per#CTDALMOHHOM YNOCTOREDEHMM CTDAHH-MMNOPTEDA

Pemenne ne kagectsy

Craryc Bunycka OOOBPEHO
Dara Bmnycxa (UTC +1} 11-ANP-2019 17:52:44
NonmscaHo YNONHOMOWSHHED JIMIIOM Kaponun TJDBANOH {Caroline GRILLON} — YRONMOMOUEHHOE IMLO

fannelt cepTHPMKAT AHaNMSa NOANMCAH SAEKTPOHHON NOAMMCHD Wepes BalMIMPOBAHHYR CHCTeMy LIMS
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Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

SANOFI

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 1000M& 308 VT RU
Item code AMP 182392 Code GMID 264413
Batch number : CMOO040 Manufacturing date: 5-MAR-2019
Customer batch + CMO040 Expiry Date FEB-2021
Presentation Box of 30 sticks
Type : Prolonged release granules
Market name Russian Fed.
Code CoB ¢ AMF 1598a 1
Version CoA HE -
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
-CARACTERES ORGANOLEPTIQUES MICROBILLES: CTREUSES-BELANCHES A CONFORME TE—
CHARACTERS LEGEREMENT JAUNES, 5'ECOULANT LIBREMENT
SANS FORMATION D'AGGLOMERATS.
SMALL OFF-WHITE TO SLIGHTLY YELLOW, WAMY
MICROGRANULES. THE GRANULES SHOULD BE
FREE FLOWING WITH NO CLUMPING.
IDENTIFICATION
Valproate de sodium / Sodium valproate
IR CONFORME CONFORME
COMPLY
HPLC POSITIVE POSITIVE
MASSE MOYENNE (mg) (Balance) 2880 -~ 3180 3035 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance} SATISFAISANT CONFORME
UNIFCRMITY OF MASS SATISFACTORY
DISSOLUTION
(bissolution- HPLC)
1 HEURE (p. 100} 23 =43 36
1 HOUR
3 HEURES (p. 100} 43 - 63 3%
3 HOURS
8 HEURES (p. 100) 63 = B3 EE|
B HOURS
24 HEURES (p. 100) SUP O0 EGAL A BO - : B9

24 HOURS

NOT LESS THAEN

rap_con_resultats v5




Certificate of analysis /

G,
Batch certificate SANOFI v fF
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 1000MG 308 VT RU
Item code : AMP 182392 Code GMID : 264413
Batch number : CMO0040 Manufacturing date: 5~MAR-2019
Customer batch : CM0040 Expiry Date : FEB-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules

Market name + Russian Fed.
Code CoA : AMP 15983 1
Version Coi : 8

=d

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

BOSHGE 7 ASEAY = - feld a1 AR, . e S—— o
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4 - 34.7 32.3gp. 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 Authorisation(s)
of the destination country/countries

Quelity decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 11-APR-2019 17:52:44
Signed by qualified person Caroline GRILLON - Qualified person

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

Tap eca_rasultats w5




