JAEKJAPAIINA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAFOUIHI JEKJAPAIIUIO O COOTBETCTBHH
AQ "Canoghu Poccus"

Caedenus o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyun Pedepanbroli Hanozoeou cayxcbul Ne 46 no
2, Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoerus OI'PH 19.08.2002.
Adpec: 125009, 2. Mocxea, yn. Teepckaa, 0. 22. Tenechon/parc: 8 (495) 721-14-00/721-14-11

| Canogpu Bunmpon Hudycmpus, ®panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200

B nuye: lenepanvuuiti oupexmop Monoic O.A.

| | Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/v om 01.12.2017

3AABJISIET, UTO

AexapcmeenHoe cpedcmeo. [Jenaxun Xporocdepa, zpanynvi ¢ nporonzuposanvim eviceoboxcoenuem 100 me,
naxemuxu (30), nauxu xapmonweie, PY Ne JICP-005197/08 om 03.07.2008 (dama 3amenwr 12.07.2017) evidano
CAHODH-ABEHTHC DPAHC, cepus CM0155, napmua 75700 ynaxoeox, 200ew 0o 31.08.2021, npouszeodcmaa

AMILLY, France, ko0 OKITH2 21.20.10.233, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085352973 om 07.11.2019

COOTBETCTBYET TPEBOBAHUAM
JICP-005197/08-030708 (H/ 42-14890-07 uzm. Mo 1-6)

JEKJIAPAIIMS ITPUHATA HA OCHOBAHHHU
npomoxon ucnsimanuii Ne 35110 om 19.11.2019 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OMO8.C55078 om 19.11.2019

IlATAHPmlﬂTHH JTEKJIAPALIMM 19.11.2019
'ﬂEﬁCTBHTEJ[LHA JO 31.08.2021
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“="" CBEJEHHS O PETUCTPALIIA

OPTAH ITO CEPTU®HKALIUH, 3APETICTPHPOBABUINHI JEKJIAPALIMIO

RA.RU.11®MO08 OPTAH I10 CEPTHOHKALIHH IIPONYKLHH OBILECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. I, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, zopod Mocxkea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, 8eb-
catim: oyxkx.pep.

JNEKJIAPALTUSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A4.45569/19

JATA PETHCTPAIIMMA /9.11.2019
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«CRHO®M BHHTPOIN MHIOYCTPHA»
196 po mo Mapewane Xyan
45200 AMMINHM, dpaHuMs
Ten.: + 33 2 38 28 71 00
dakc: + 33 2 38 28 74 20

Ceprudukar ananusa /

AHaIMTHYeCKUId 11acnopr cepuu SA N o F i ‘;ﬁ

[pon3BONCTEEHHAS MNOMANKA : RMAMNIM

OmucaHne npoayxra

Kog npogyxra

Homep cepun
Cepua kruenra
®opMa BuMyCka

Tun

Kon ceprupuxara aHanusa

Bepcua cepruduxara axHanmza

JENAKMH XPOHOCOEPA, 100 MI, TPREYNH, 30 IAKETHROS (POCCHA)}

AMP 182387 Kon B Gasze naHHwWx GMID 264414
CM0155 JaTa npomssoncTea 19-CEH-2019
CM0155 fatTa neTeueHHA cpoxa ToOmHOCTHM :  ABP-2021
Kapronnaa nauka ¢ 30 nakeruxamm
TpaHyns NpoNOHIMPOBAHHOTG BRICBODOXIEHUA

Crpana npogasi Poccua

AMP 1598E 1

EAp_coa_ resultats v

HCTIBITAHI CIIETM OUKALIIH PE3VIILTATHI
XAPAKTEPUCTHKH HEBO/IBIME ' BOCKOOBPASHHE MUKPOT PAHYIIH COOTBETCTBYET
- TOYTH BENOTO MIH CNETKA XENTOPO UBETA.
TPARYJIH JNETKO CHIIYUME, EE3 OBPABOBAHMA
ATJOMEPATOR.
IORIMHHOCTE
Harpusa Banenpoar
HK-cnexrTpome Tpus COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET
BIXX [IOROXHMTENLHO TIONOXUTENLHO
CPEOHAA MACCA (Mr) (pBecu) 288-318 309 mr
OMHOPONHOCTL MACCH (Becu) YAOBIETBOPHTENLHO COOTBETCTBYET
PACTBOPEHME
{PacTeOpeHMe — BIHX)
1 YaC (%) 23-43 38
3 YaACA (%) 43-63 57
8 YACOB (%) £3-83 T4
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Ceprudukar ananusza /

AHaNNTHYECKHH nacnopr cepun SA NO Fl ﬁ

«CAHO®M BHUHTPOI MHIOYCTPUA» NpoM2EOACTEEHH&S MUIOWANKa | AMHWIIN

196 pw mo Mapewans Xyaw
45200 AMWNNNA, dpaHuma

Ten.: 4+ 33 2 38 28 71 00
®akc: + 33 2 38 28 74 20

Omucare npoayxTa : IEDAKMH XPOHOC®EPA, 100 MT, TPAEYJH, 30 DAKETHXOB (POCCHS)
Kon mpoayxra i AMP 182387 Kon B Gaze maHHex GMID T 264414
Homep cepuu t Cidl5ss JaTa npoussoOcTBa ¢ 19-CEH-2019
Cepua knuenra + CHO155 JfiaTa McreueHuAa cpoka romsocTM i ABF-2021
SOpMA BHINYCKA ¢ KupToHHam nauka ¢ 30 paxerTuxamm
Tun H l"pa;lynu NPONOHIMPOBAHROTC PRCBOGOXISHUA

CTpana npanas ¢ Poccws
Kon ceprudukaTa aHanusa ! AMP 15%98E 1
Bepcua ceprupurara aHanMea i 8
HCIIBITAHHSA CIIEMUOUKAIINH PE3VJIBTAThI

KOMMYECTBEHHOE ONPENENEHME

HATPHMA BANBINPOAT (%) (B3%X) 31 4-34,7 32,6 ©/100 ¢

MH nonTsepwpaeM, WTO HAHHHA NPORYKT COOTBETCTBYET Hamum cneuMduKaLsaM,

HacToamum nonTeepxhan, 4To BCe cramuy HPOM3BEOACTBA NAHHOM CEDMM POTOEOTO NPONYKTA MONHOCTR COOTB&TCTBYIOT
TpeGoBaHuAM GMP EC, a Taixe TpeLOBAHMAM, YKABAHHEM B PErMCTDaUMOHHOM YROCTOBEPEHM] CTPAHH-MMnopTepa

Pewenne no kavecrey

Craryc BHIOyoxa OIOOBPEHO
Jdara ernycka (UTC +1) 16-0Okr-2019 1B:32:35
llognucano YyNOMHOMOWEHHINM mLioM Caroline GRILLON— YnomHoMoueHHOe JIALLE

JNaHHeli cepTMOMKAT aHaMM3a NOMNMCAH SIEKTPOMHOA MOTMNUCHD Wepes BANMIMPOBAHHYK CHCTehMy LIMS

TONE Dz,
PN

rap_coa_resultats v5




Certificate of analysis /

G
Batch certificate SANOF | Y
SANOFI WINTHROP INDUSTRIE

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

Tel. + 33 2 3B 28 71 00

Fax. + 33 2 38 28 74 20

Item Description : DEPAKINE CHR 100MG 30S VT RU
Item code : AMP 182387 Code GMID T 264414
Batch number : CMOL155 Manufacturing date: 19%-SEP-2019
Customer bhatch : CMOLS5S Expiry Date : AUG-2021
Presentation : Box of 30 sticks
Type ¢ Prolonged release granules
Market name : Russian Fed.
Code Coa ¢ AMP 1598E 1
Version Coa HE
m"‘_'_'ﬂ e ——— _— T ——— w
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS 1
CARATTERES ORGANOLEPTIQUES MICROBILLES CIREDSES BLANCKES A . CONFORME ) :
CHARACTERS LEGEREMENT JAURES, 'S!ECOULANT LIBREMENT

SANE FORMATION D'AGGLOMERATS.

SMALL OFF-WHITE TO SLIGHTLY YELLOW,
WAXY MICROGRANULES. THE GRANULE SHOGLD
BE FREE FLOWING WITH NO CLOMPING,

IDENTIFICATICN

Valproate de sodium / Sodium valproate

IR CONFORME CONFORME
COMPLY

HELC POSITIVE POSITIVE

MASSE MOYENNE (mg} (Balance! 2B8 - 318 309 mg

AVERAGE MASS

UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME
UNIFCRMITY OF MASS SATISFACTORY

DISSOLUTION

{(Dissoclution - HPLC)

1 HEURE (p. 100) 23 - 43 38
1 HOUR

3 HEURES (p. 100} 43 = 83 57
3 HOURS

8 HEURES [p. 100) 83 - B3 74
8 HOURS

24 HEURES (p. 100) SUP OU EGAL A BD BA
24 HOURS NOT LESS THAN

rap_cos_rasultats v5




Certificate of analysis /

Batch certificate SANOF ] t:__[

Site : Amilly

SANOFI WINTHROP INDUSTRIE
196, rue du Maréchal Juin
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 T 264414
Batch number :+ CMO155 Manufacturing date: 19-SEP-2019
Customer batch 1 CMD155 Expiry Date : AUG-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed.
Code Coa : AMP 1598E 1
Version CoA : B
#
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC} 31.4 - 34.7 32.6gp. 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) 16-0CT-2019 18:32:35
Signed by gqualified person Caroline GRILLON - Qualified person

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