JEKJIAPAIIUA O COOTBETCTBHHA

JEKJIAPAHT, IPUHUMAIOIIHUHA JEKJAPAIIHIO O COOTBETCTBUH

AQ "Canogu Poccus”
Ceedenus o pezucmpayuu opearnuzayuu: Meacpaiionnan uncnexyun Pedepanvroi nanozoeot caysichor Ne 46 no

2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxan, 0. 22. Tenegpon/axc: 8 (495) 721-14-00/ 721-14-11
B nuye: Ienepanvhbiti oupexmop Momnc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., ooseepernrocms 6/n om 01.12.2017

| SAABJSIET, YTO
Rexapcmeenroe cpedcmeo: Jenaxun Xponocdepa, 2panyivl ¢ NPONOHIUPOSAHHbIM biceoboxcoernuem 1000 me,

naxemuru (30), nauxu xapmonnwvie, PY Ne JICP-005197/08 om 03.07.2008 (dama 3amenvi 12.07.2017) evioano
CAHO®H-ABEHTHC ®PAHC, cepus CM0070, napmun 7920 ynaxoeox, 200en 0o 31.03.2021, npoussoocmsa
Canogu Bunmpon Hrdycmpus, ®@panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, koo OKIIJ2 21.20.10.233, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085333059 om 13.05.2019

COOTBETCTBYET TPEBOBAHHSIM

JICP-005197/08-030708 (HIT 42-14890-07 uzm. M 1-6)

JEKJIAPALIUSA ITIPUHSATA HA OCHOBAHUH

npomoxon ucnuimanuii Ne 14290 om 22.05.2019 HJT 000 H1] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpucam POCC FR.OM08.C40541 om 23.05.2019

JATA IIPHHATHSA AEKJIAPALIMH 23.05.2019
JAEKAAPAIUA AEACTBUTEILHA JIO 31.03,202]
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S CBEAEHMS O PETHCTPAIIMH

OPTAH I10 CEPTU®HKALIMY, 3APETHCTPHPOBABIINI AEKJIAPAIIMIO

RA.RU. 11 ®M08 OPTAH ITO CEPTHO®HKALIMH ITPONYKIHH OBIJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH IJEHTP KOHTPOJLA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 3., mex. :(495)788-02-88, 6eb-
caiim: oyxx.pg.

JNEKJAPAIIUA O COOTBETCTBHUH 3APETHCTPUPOBAHA M POCC RU A-FR. DOM08.A.24843/19
| IATA PETHCTPALIUM 23.05.2019
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Ceprudukar ananuza /

Anamurnuecknii nacnopreepmn SANQOF| » ﬁ

[ipoMSBOACTREHHAA IUIOMAOKA :

«CAHO®HM BMHTPON MHIYCTPMA»
196 po 1w Mapemans XKyau
45200 AMMIM, dpanuua

Ten.: + 33 2 38 28 71 00
daxc: + 33 2 38 28 74 20

Ormcanme NpoRyRTA H IEOAKIEH XPOBOCSEPA, 1000 MT, TPAHYJH, 30 NAKETHROB (POCCHR)
Kon nponywra g AMP 182392 Kon 8 Gase naHHux GMID 264413
Homep cepun t CMO0070 dlaTa NpoMsBOICTEA 5-ATIP-2019
Cepua wnMeHTa t CMO070 JlaTa UCTEeYeHMA CpOKa DOAHOCTH MAP-2021
dopMa BEHMIYCKa KaprouHaa navka ¢ 30 nakeTHxkamm
Tun TPaly/H NPOACHTHPOBAHHOTY BECBOOORIEHMA
Crpana npomaxu Poccua
Koo ceprhdueara amannsa AMP 1598A 1
BepcuAa cepTupMxkaTa axamMsa 8
e e — S — e m— ——— : ---—l
UCMHTAHUA . CHEIMSWKAIN PESYILTATH |
| XAPAKTEPUCTHEKH _HEBOHLEME BOCKOOBFASHHE MMKPOIEAHMEH__., - COOTBETCTRYET,
TI0uTH BEJNOTO YU CnEIKA FENTOTO 1 UBETA.
TPAHYIIH ' TETKQ CHHYHHE BES OEPASOBAHMA
APHOMEPATOBH
OOIONMAMHBOCTE
Harpusa mansnpoat |
MK-CcnexTponeTpHA |COCTEBETCTBYET COOTBETCTBYET
COOTBETCTBYET
BI%X ‘TIONCHTENLHO ' ONOKHTENLHO
CPERHAA MACCA (Mr} (mecu) 12B80-3180 3025 par
ONHOPOOHOCTE MACCH (Bech) YEOBNETBOFHTEILHO COOTBETCTBYET
¥ BOBJIETBOPHTEILHO
PACTBOPEHME
{PacTeCcpanue — B5XX) | i
1 YaC (%) {23=43 i 1]
3 YACA (%) 43-63 ; 57
8 UACOB (%) '63-83 73
24 YACA (%) 'HE MEHEE 80 BE
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Cepruduxar anannsa / @
AnanuTryeckuii nacnoprcepun S A NOFI % f
Rnotiin

«CAHO®M BMHTPON MHJYCTPHA» NpoMaBOOCTEEHHAA NAGUANKAE :
196 pro mo Mapemans XyaH

45200 AMMIM, Opanums

Ten.: + 33 2 38 28 71 00

®akc: + 33 2 38 28 74 20

Omicamize npoxyxTa B IEOARKE XPOHOCEEPR, 1000 MT, TPAHVIE, 30 DAXETHEOB (POCCHS)

Kogn npoayxra 5 AMP 182392 Kon B Gase manHmx GMID : 264413

Homep cepuu i 0070 BaTa npouseoncTsa H 5-ANP-2019

Cepua wnuenra ¥ CMO070 IaTa NCTEMEHMA CPOKE POXMOCTH MAP-2021

topa  BEMYCKa H Kaprouxan nawka ¢ 30 naxeTuxass !
Tun H TpaHyIH NPONORTMPOBAHHOTY BHCBOGORNSHMA

Crpana nponasu : Poccua

Kon ceprupuxara ananssa g AMP 1598A 1

Bepcua ceprupuxata axamssa : 8

P——ee e = e s —- ——— — —r
HCIIBITAHRA CIEII @ 51| PE3YJILTATBI
- KOIMYECTREHHOE OOPENENERHE ———— e - o e N L U it

HATPHA BAIBNPOAT (%)} (B3AX) 31,4-34,7 . : 32,5 r Ha 100 r

Mu nomTBepEAaeM, WTO NAHHHIE NMPOAYKT COOTBETCTBYET HANMM CreUM@Mraiyad.

Hacrommpid nogrBepxmaw, WTo BCe CTAMM NPOMSBOLCTEA RAHMOA CEPMM TOTOBROTO NPOMYKTA NOJNHOCTEL COOTBETCTBYKNT TpeloBaumam
GMP EC, a Takxe TpeGORaNMAM, YKASAHHEM B PerucTpaulMoHHOM YAOCTOBEpEHIM CTPaHH-MMIIOpTepa

T“E‘%ﬂ“’@ : Pewenue o kavecTy _:
Craryc sunycxa OLOCEPEHO
Jdara Bunycra (UTC +1) 30-ANIP-2019 11:33:31
llognmMoaro YyNOMHOMOYEHIIM JDMIOM Kapoms TIMUIOH (Caroline GRILLON} — YnonHOMOYeHHOe JIMLO

HaHHEDT cepTHPUKAT aHamMIa NONAMCAH BNeKTPOHHON NOAMMCHED Hepes BaMAMPOBAHHYN CHCTeMy LIMS
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Certificate of analysis /

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

Batch certificate

SANOFI vz

Site : RBmilly

Item DPescription : DEPAKINE CHR 1000MG 308 VT RU

Valproate de scodium / Sodium valproate
IR

HFLC

MASSE MOYENWNE (mg) (Balance)
AVERAGE MASS

UNIFORMITE DE MASSE (Balance)
UNIFORMITY OF MASS

DISSOLUTION

(Dissolution- HPLC)
1 HEURE (p. 100}

1 HOUR

3 HEURES (p. 100)
3 HOURS

8 HEURES (p. 100)
8 HOURS

24 HEURES (p. 100)
24 HOURS

.CONFORME
COMPLY

POSITIVE

28B0 - 31BO

{SATISFAISANT
| SATISFACTORY

23 -143
3= 63

;53-33

'SUP OU EGAL A .80

‘NOT-LESS THAN

" BE

Item code : AMP_ 182392 Code GMID 264413
Batch number : CM0OO70 Manufacturing date: 5-APR-2019
Customer batch ¢ CMOO70 Expiry bDate MAR-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name Russian Fed.

Code Coa : AMP 1598A 1
Version CoA : B
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
“CARACTERES ORGANOLEPTIQUES MICRUBILLES CIREUSES BLANCHES & CONFORME —~— = —— "~
CHARACTERS LEGEREMENT JAUNES, S)ECOULANT LIBREMENT

SANS FORMATION D'AGGLOMERATS.

'SMALL OFF-WHITE TO SLIGHTLY YELLOW, WAXY

MICROGRANULES. THE GRANULES SKOULD BE

FREE FLOWING WITH NO CLOMPING.
IDENTIFICATION

CONFORME

POSITIVE

3025 mg

CONFORME

8

57

73
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Certificate of analysis /

@
Batch certificate SANOFI Y
SANCFI WINTHROP INDUSTRIE

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

Tel. + 33 2 38 28 71 00

Fax. + 33 2 38 28 74 20

Item Dascription : DEPAKINE CHR 1000MG 308 VT RU

Item code ¢ AMP 182392 Code GMID i 264413
Batch number : CMO070 Manufacturing date: 5-APR-2019
Customer batch : CM0O070 Expiry Date : MAR-2021
Presentation ¢ Box of 30 sticks
Type : Prolonged release granules

Market name : Russian Fed.
Code CoA i AMP 1598A 1
Version CoA : 8

CONTROLES / TESTS NORMES / SPECIFICATIONS ~ RESULTATS / RESULTS

———— T = L7 o T T T T s b e e ———— - e —— |

DOSAGE / ASSA!
VALPROATE DE SCDIUM (p. 100) [HPLC) 31.4 =34.7 32.5¢gp. 100 g

SODIUM 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

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 30-APR-2019 11:33:31
Signed by qualified person Caroline GRILLON - Qualified person

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