JAEKJIAPAIIAA O COOTBETCTBHM

JEKJAPAHT, IPUHAMAIOIWH JEKJAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenus o pezucmpayuu opeanusayuu: Mexcpaiionnasn urcnexyus @edepanvrol Harozoeoi cayxcbor Ne 46 no
2. Mocxrse 01.01.2008, OFPH 1027739079940, dama npuceocenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvrotii Oupexmop Monxe O.4.

Hosepennoe puyo: Cmenanog C.C., dogepennocme 6/n om (01,12.2017

3ASBJSAET, YTO

nexapcmeentoe cpedemso: Jenaxun Xponocepa, 2parynv ¢ npononzupoéanHbiv eviceobooicoeruem 100 me,
narxemuxu (30), nauxu xapmonnsie, PY Ne JICP-005197/08 om 03.07.2008 (0ama 3amener 12.07.2017) smoaro
CAHO®H-ABEHTHC ®PAHC, cepun CM0084, napmun 44496 ynaxoeox, 200en do 30.04.2021, npouseoocmea
Carogpu Bunmpon Hudycmpusn, Opanyun, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, ko0 OKII[2 21.20.10.233, ko0 TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085338681 om 01.07.2019

COOTBETCTBYET TPEFOBAHHSIM

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

JEKJIAPAITAA NIPHHATA HA OCHOBAHHHA

npomoxon ucnvtmaruti Ne 20950 om 09.07.2019 HJ/T 000 HI] "PAPMOBKOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJI40, Cepmugpuxam POCC FR.®M08.C43776 om 10.07.2019

JIATA HPYHSITAS EKAPATIVH 10.07.2019
mmr AICTBATENBLHA JO 30.04.2021

Crenaunos C.C.

\E t\r)e\:umrp HHO
T CBEJEHHMA O PETUCTPALINH

OPTAH ITO CEPTHOHKAITHH, SAPETHCTPHPOBABIIHI JEKJIAPAITHIO

RA.RU.11 M08 OPTAH 110 CEPTH®HKALIHH TPONVKIHH OBI{ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH [[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu; 115280, 2. Mockea, yn. Macmeprosa, 9. 4, sm. 5, nom. I, kom. 1, adpec opaana no
cepmugurayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pgh.

AEKJAPAITASA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU [I-FR.DM08.4.29599/19
JATA PEFHCTPAIII]II 10.07.2019

@J{ Hunenxo H.b.

neaHcs Pyxosopurens OC




CepTudukar ananusza /

AHAJTHTHYECKMIl HACOPT CepHH S A N O F | J

«CAHOMM BUHTPOI WHOYCTPHA» HPOHBBOHCTBQHHES{ anomagka @ AMURIM
196 pio oo Mapewmans Xyan

45200 AMMANM, dpaHumsa

Tenm.: + 33 2 38 28 71 00

Pakc: + 33 2 38 28 74 20

Omtcanme rpogyxTa :  JNENAKMH XPOHOCSERA, 100 MI, TPAMVAN, 30 OAKETHKOE (POCCHS)
Kon npoaykta :  AMP 182387 Koo B Sase maHubx GMID : 264414
HoMep cepuyu :  CMDOB4 laTa nposseoacTBa H 14-MA-2019
Cepusa KnueHra ;. CMO084 laTa ucTedyeHMA cpoka roOHoSTM @00 ANP-2021
POpMa BHIMYCKA : KapTonwas nayxka € 30 nakerTukauu
Tun i T'PaHynet npOnoOHArMpaipaHHODC BHCBOGOXKISHMA

CTpaHa npoaaxu - Pocoua
Koo ceprupnkarTa aHansza :  AMP 159BE 1
BepcuA cepTudmkaTa asanuza : 8
HCIIBITAHUA CIIEHHU®PHUKAIIUH PE3YJIBTATBI
XAPAKTEPHUCTUKHK HEBOJILIIHE BOCKOCEPASHHE MWKPOFPAHYJH COOTBETCTBYET

NMOYTHA BEJNOI'C MM CIETKA XEJATOI'O LUBETA.
T'PAHYAH JIETKO CHIOYYME, BE3 OBPABOBRAHMUA

ATJICMEPATORB .
NOOAYHHOCTE
HaTpusa Banenpoar
HK-cnexrpoMeTpus COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET
B TNOJIOKMTENBHO MONCKUTENBHO
CPEJIHAA MACCA (Mr) (BecH) 288-318 308 Mp
OOHOPOOHOCTL MACCH (Bech) YIOBAETBOPMTENELHO COCTBETCTBYET
PACTBOPEHHE
(PacTBOpeHue — BIXX)
1 YAC (%) 23-43 39
3 4YACA (%) 43-63 58
8 YACOB (%)} 63-83 T4
24 JYACH (%) HE MEHEE 80 86
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Ceprudukar anainsa /

Asaarwseosui macnopr ceps SANOF | 9

«CAHOOM BHHTPON MHIOYCTPHA» [IpoWasogcTEEHHAA nIowWagka : AMMINM
196 pio oo Mapewans XyaH

45200 AMWARM, ®paHumusa

Tem.: + 33 2 38 28 71 00

dakc: + 33 2 38 28 74 20

Ommacaié NmpogykTa :  JOEODAKHH XPOHOC®EPA, 100 MI', I'PAHYIEH, 30 NAKETHMKOE {POCCHA)
Kom npogyxra :  AMP 182387 Koo B Oa3e maHeEX GMID 1 264414
Homep cepwui ¢+ CMOO84 laTa npoM3BOACTBA 1 14-MAA-2019
Cepua KAMEHTA t CMOO84 JaTa uoTedeHms Cpoka DoOHOCTM 100 AP-2021
dopMa BHNYCKA ¢ KapToHHaa nauka c 30 nakeTwkamu
Tt ¢ Fpanynsl NpofOHTMPOBAHHOTO BLICBOOMKIE HMM

CrpaHa npooaxy :  Pooccua
Koo ceprupuraTa aHanus3a : AMP 159BE 1
Bepcua cepTuduicaTa aHanmza i B

==

HCIIBITAHUA CIIEIITH®UKAIIUHA PE3YJIBTATHI

KOJMYECTBEHHOE ONPENENEHME

HATPUA BAJNBIPOAT (%) (BIXX) 31,4-34,7 32,6 r/100

My noATBepxAaeM, YHTO OAHHENM NPOOYKT COOTBETCTBYET HAaWMM CnemmdmKaliaM.

HacToAumM nOOTBERRKOAK, YTC BCEe CTAagWKM NPOM3BOACTBA HAAHHON CepMM TOTOBOTO NPOAYKTA [OJHOCThI COOTEETCTEYOT
TpeboeanuaM GMP EC, a Taxxe Tpe$OBaHMAM, YKasaHHHM B PerMcTpalMOHHOM YOOCTOBEDPEHUM CTRAHB-MMNOpTEpPAa

Pellienne no KauecTBy

Craryc BMOYCKaA OHOOBPEHO
Dara Bunycka (UTC +1) 11-MOH-2019 18:17:16
lloognMcaHo YNOJHOMOM@HHEIM JIMLIOM Kaponuu TPMAQH (Caroline GRILLON) — YrROJHOMOYEHHOE JIMLO

JaHHelt CepTHdMKAT aHAMMBa NONNMCAH SAEKTPOHHOH NOINMCLI UYepes BAAMOMPOBAHHYW cHcTeMy LIMS
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Certificate of analysis /
Batch certificate

SANOFI «p

SANQFI 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 308 VT RU
Item code AMP 182387 Code GMID i 264414
Batch number CM0084 Manufacturing date: 14-MAY-2019
Customer batch CcM0084 Expiry Date 1 APR-2021
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 OQRGANOLEPTIQUES MICRCBILLES 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 NO CLUMPING.
IDENTIFICATION
Valproate de sodium / Sodium valproate
IE CONFORME CONFQRME
COMPLY
HPLC POSITIVE POSITIVE
MASSE MCYENNE img] (Balance) 288 - 318 308 mg
AVERAGE MASS
UNIFORMITE DE MASSE {Balance) SATISFAISANT CONFORME
UNIFCRMITY OF MASS SATISFACTORY
DISSOLUTION
(Dissolution - HPLC)
1 HEURE (p. 1001 23 = 43 s
1 HOUR
3 HEURES (p. 100) 43 - 63 58
3 HOURS
8 HEURES {p. 100) 63 - B3 74
8 HOURS
24 HEURES (p. 100} SUP OU EGAL A 80 BE
24 HOURS NOT LESS THAN
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Certificate of analysis /

Batch certificate SA NOFI 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 308 VT RU
Item code : AMP 182387 Code GMID . 264414
Batch number : CM0D084 Manufacturing date: 14-MAY-2019
Customer batch : CM0084 Expiry Date ¢ APR-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules

Market name : Russian Fed.
Code ColA : AMP 1598E 1
Version CoA : B

e —————————————!

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

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

50DIUM VALPROATE

i 3
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

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 11-JUN-2019 18:17:16
Signed by qualified person Caroline GRILLON - Qualified person
.

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