JAEKJIAPAIIMSA O COOTBETCTBHHA

JEKJIAPAHT, MPHHUMAIOWIHMIA AEKJIAPALIMIO O COOTBETCTBUM
AOQ "Canoghu Poccun"

2. Mocxee 01.01.2008, OFPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcrasn, 0. 22. Tenepon/paxc: 8 (495) 721-14-00 / 721-14-11
B muye: Nenepanvrotti dupexmop Mowac O.A.

Hosepennoe auyo: Cimenanoe C.C., dosepenrocme 6/w om 01.12.2017

3ASIBJISIET, UTO

hexapcmeennoe cpedcmao. lenakun xpono, mabaemiu RPOAOHZUPOSGHHO20 deticmeusn noxpeimote oboaouxoti
500 me 30 wim., daaxonss (1), nawku xapmonneie, PY Ne IT N013004/01 om 29.03.2012 , cepusn 94930, napmus
23880 ynaxosox, 200en do 30.09.2022, npousaodcmea Canodhu Bunmpon Hudycmpus, @panyus, 1 pro de aa
Boepoic, Ambapec-I-Jlazpas, 33565, Kapbou-Bnan Cedexc, kod OKIIH2 21.20.10.233, koo TH B3]
3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085352110 om 30.10.2019

COOTBETCTBYET TPEBOBAHHSIM

HI 42-4112-06 usm. Ne 1-6

i | AEKJIAPALIM A ITPUHSITA HA OCHOBAHYH

i | npomoron ucneimanuti No 34610 om 13.11.2019 HIT OO0 HI[ "®PAPMOBEOPOHA", ammecmam

| | axkpedumayuu POCC RU.0001.21DJ140, Cepmugpuram POCC FR.®dM08.C54654 om 16.11.2019
| 1

Crenanos C.C.
G.H.O

Ceedenus o peaucmpayuu opeanuzayuu. Mexcpationnas uncnexyus Pedepanvhoii Harozosol cyxcivt Ne 46 no

CBEJAEHHUA O PETUCTPAIINMHA

| | OPTAH MO CEPTUH®UKAIHHA, SAPETHCTPHPOBABIIHH JEKJIAPAITHIO

| | RA.RU.11 M08 OPTAH ITO CEPT. HOUKALIMH TPOOYKLHY OBHECTBO C OTPAHUYEHHOH

] | OTBETCTBEHHOCTAIO "OKPYKHOH L{EHTP KOHTPOJIA KAYECTBA”,

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepiosa, 0. 4, 3m. 5., men.:(495)788-02-88, ge6-
caiim: oyxx.pep.

AEKIIAPAITU A O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU A-FR.OM08.A.45097/19
| AATA PETUCTPALIHMM /8.11.2019

M1 _
| @1% Aunenxo U.B.

-'bpea:u no nomgHeb Pyxosoautens OC
Mﬁflguqbz:ka:fz::.r




CCPITHPUKAT aHaJIhu3a /

AHATMTHYECKH NaCOPT cepun SANOFI Y 4

«CAHOIM BMHTPOIT MHAYCTPUA»
AmGapac-3-Jlarpas

1l pw me na Bbepx

KAPBOH-BIIAH, 33565 CEDEX, ¢paHumsa
Ten.: 0857303000 darc: 0557303600

Kon B Gase OgaHMex GMID: 188194 Homep cepuu 9A930
laTa nNpoM3BOICTBA: 2-0KT-2019 lara ucTedeHMA Cpoka roOHOCTH: CEH-2022
Omcanme ; AENAKMH XPOHO, 500 MI', 30 TABNETOK NPONOHI'MPOBAHHOIO BHCBOSOXKIERUA
Tun: TabneTkit MOAMPUUMPOBAKHOTO BRCBOGOKNEHUA, MNOKPHTHE OOONOUYKON, C PKCKON C ofeux CTODOH
dopMa BHNYCKA: Mo 30 radnerox eo GnaKoH. OODWMH NAKOH B KAPTOHHYI Na4Ky
CTpaHa MPOaaxu: Poccusa
DononuurentHas wHbopMauma: H/T
CCHNKA HA jJocbe: MH-00005 Bep. 2.0
Cchnika Ha Bepcwk ceprudyraTa aHanm3za: 3
HCIIBITAHUA CNNEHUDPHKAIIMH PE3YJIBTATHI
XAPAKTEPHUCTHUKH

CMHUCAHHE NMPOOONT'OBATHE TAENETKN, NOKPHTHE COOTBETCTBYET

OBOJIOUKOA C PMCKO}# C OBEMX CTOPOH

HUBET NPAKTHYECKIM EBEJHHR COOTBETCTBYET
NOOJIMHHOCTE

MOH BANBOPOATA (OmmxH. HK-cnekTp/XX) COCTBETCTBYET COOTBETCTBYET
WCTIHTAHMA
. MACCA:
CPEAHAA MACCA 722-798 MI 761 MI
OOHOPOAHOCTE AO3HMPOBAHMA (MO MACCE) COOTBETCTBYET COOTBETCTBYET
. MCNMHTAHHME OENMMHX TABNETOK HA PABJIOM COOTBETCTBYET COOTBETCTRYET

. PACTBOPEHME:
MOH BANBIOPCOATA (B BMAE HATPMA BAJIBIIPCATA) KX}

* NMPOLUEHT MOHA BAJIBIPOATA, PACTBOPEHHOIOD YEPE3 1 YAC:

- B3TAN Ll:
Yawka 1 10-30 % 21 %
. Yamka 2 10-30 % 21 %
. Hamka 3 10-30 % 21 %
Hauixa 4 10-30 % 21 %
+ Yawxa 5 10-30 % 21 %
Hawka 6 10-30 % 21 %

rap_coa_resultats vS§ Crpanmua 1 us 4



«CAHOOM BHHTPOIl MHOYVCTPUA=
Ambapac-3-Jlarpas

1 pw ne sna Bebepx

KAPBOH-EIJIAH, 33565 CEDEX, ®paHuua

CCPIUPUKAT AHAIH3A /
AHAIHTHYECKHH NACTIOPT CEPHUH

SANOFI . g

Ten.: 0557303000 daxc: 0557303600
Kon B Oaze naHHeX GMID: 188194 Homep cepnu SA930
llaTa NpeH3BOOCTEA: 2=-0KT-2019 [laTa MCTEe4YEeHWA CPOKa roaMocTM: CEH-2022

CrTMCaNHS :

Twm:

dopMa BEINYCKE :

CrpaHa NpoOaxu:
DNononHUTeNsHAA BHGORERLES :

Ccelnra Ha Oocbe:
CCENKA Ha BepcHid CcepTudmMKaTa aHaNM3a:

AENAKMH XPOHO, 500 MI', 30 TABNETOK NPOJIOHTMPOBAHHOI'Q BHCBOBOXIEHWA

TabneTky MOIMPMUMPOBAHHODO BHCBOOUXOSHMA, NOKPHTHE OOCNOMKON, C PUCKO#A ¢ o0eux CTOPOH
o 30 TabneToxk BO ¢nakoH, OOKH GAAKOH B KAapTOHHYK NayKy

Poccua

H/n

MH-00Q05 Bep. 2.0
3

HUCIIBITAHUA CIIEIIMPUKAIIHHA PE3YJBTATBI
- ITAN L2:
Kaxpoe 3HaueHue 9-33 % HE MPOBCAMAOCE
CpenHee (L1 + L2) 10-30 % HE IPOBOAMNOCH
- 3TAI L3:
Kaxnoe sHaueHue 22 ThE. 9-33 % HE NPOBOOMNOCH
24 TAB. 8-36 %

CpenHee (L1+L2+L3) 10-30 % HE MPOBOOMIOCE
* [OPOUEHT MOHA BANBIPOATA, PACTBOPEHHOTO YEPE3 3 YACA:
- 3TAN L1:
. Yawka 1 30-50 % 42 %

Yamwka 2 30-50 % 42 %

Yawka 3 30-50 % 42 %

Yawka 4 30-50 % 42 %

Yamka 5 30-50 % 42 %

Yamxa 6 30-50 % 42 %
- 3TAI L2:
Kaxgoe 3HaueHUe 27-55 § HE NPOBOOWIOCH
Cpennee (L1 + L2) 30-50 % HE NPOBOOMNCCH
- ITAND L3
Kaxnoe amHaueHne 22 TAB. 27-55 % HE NOPOBOOWUNOCEH

24 TAB. 24-60 %

CpenHee (L1+L24L3) 30-50 % HE NPOBOOMAOCH

rap_coa_resultats v§
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CEPITMPHKAT AHAJIMZA /

AnanuTH4yecknii macnopT cepuu SANOFI Y |

«CAHOOHM BMHTPOI WMHOYCTPHUA»
AMBapac-3-Jlarpae

1 pw Oe na Boepx

KAPEOH-ENIAH, 33565 CEDEX, ¢panuusa
Temn.: 0557303000 dakc: 0557303600

Kon B 0Oaze naHHuX GMID:
BaTa MpOM3BOACTEA:
OmdcanMe :

Tun:

dopMa BRINYCKA:

CTpaHa Npooaxu:
AonosHWTenLHaA MHbOPMaUMA :

Ccetnka Ha Nochbe:
Coenka Ha pepcu cepTubKkKaTa aHanusa:

188194
2-0KT-2019 JaTa MCTeuYeHMA CpOKa MOOHOCTM!:
HEMAKHMH XPOHO, 500 MI', 30 TABAETOK RPONOHI'MPORAHHOI'C BHCBOEOXINEHWMA

TaOneTkn MOLUMPUUMPOBAHHODPO BLHCBOOCKISHMA, NOKPHTHE OGOACYKON, C PMCKOA ¢ Q0&MX CTOpPOH

9A930
CEH-2022

HomMep cepun

llo 30 TaGnerox BO dnaxos. OOMH dnakoH B KAPTOHHYID Nauxy
Poccua
H/D

MH-00005 BEp. 2.0
3

HCIIBITAHHUA CHELTH®HKAIIUH PE3YJILTATHI
* NMPOLUEHT MOHA BANBIPOATA, PACTBOPEHHOPO YEPE3 6 YACOB:
- 3TAMN L1:

Yawka 1 50-70 % 62 %

Yawka 2 50-70 % 63 %

Yawka 3 50-70 % 62 %

Yamka 4 50-70 % 62 %

Hamma 5 50-70 % 62 %

Yawka 6 50-70 % 62 %
- 3TAN L2
Kaxnoe 3HaueHue 45-77 % HE TNMPOBCAMNIOCH
Cpennee (L1 + L2) 50-70 % HE TNMPOBOOWAOCH
- 3TAN L3:
Kaxnoe sHaueHue 22 TAB. : 45-77 % HE MPOBOOMNOCH

24 TAB. 40-84 %

Cpenee (L1+L2+L3) 50-70 % HE NMPOBOAUMNOCE
KIJIWUECTBEHHOE ONPEAENEHHME
HOH BANBLNMPOATA (B BMOE HATPHA 475, 0 525,0 Mr/TaB 495,1 MI'/TRB
MOHA BAJNBLIOPOATA (6mmH. MK-crnexTp/¥X)
COREPXAHME B MPOUEHTAX 95,0 105,0 % 99,0 %

HacTosmpM A NOATREPXAAlL, HTO BHUEYKAa3AHHAA MHOOpMaLMA HABASeTCA BEDHO%E M POYHOM. JlamHaA cepMa npenaparta Gwia
M3TOTOBJIGHA, BKJIOYAA STANH YNAKOBKM/MADKUPOEKM M KOMTDONA KadesTBa, Ha BHIIEYTIOMAHY THX [MPOM3BONCTEEHHHEX MNJMOWAAKAX B
NoNHOM COOTBETCTEBMHM ¢ TpebGoBaHMAMY GMP

MECTHEIX BAKOHONATENbHHX OPraHOB BIACTH, a TaKKe CO CNeUMOMKAUMAMK B PerucTpaLyocHHOM YAOCTOBEPEHUM CTRAHB-UMIOPTEPA .
Mo pes3ynbTaTaM NPOBEPKM BafMCH O NPOMABOACTBE, YNAKOBKE W AHAIMZE CEPMKH COOTBETCTBOBAMKM TpeGoBaHMAM GMP.

rap_coa_resultats v5
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CECPINPUKAT aHaJln3a /

AHa/INTHYEeCKHIi MACTIOPT cepuM SANOFI Y 4

«CAHO®M BWMHTPCI MHIOYCTPHA»
AmBapac-3-Jlarpas

1 pw ne na Beepx

KAPEOH-EJIAH, 33565 CEDEX, dpauumna
Ten.: 0557303000 daxc: 0557303600

Komn B Oaz3e OmaHHBIX GMID: 188194 Homep cepuu 9A930
HBara npowasomncTRA: 2-0KT-2019 Hara ucTeveumMa cpoka IPoOHoCTM: CEH-2022
Omcanie : HENAKME XPOHO, 500 MP', 30 TAENETOK OPONOHTMPOBAHHOIO BHCBOEOKNEHMS

Turm: TabneTrn MOAMPHUMPOBAHHOPO BHCBOOOKLEHVA, MOKPHTHE OOONOYKOH, C PUCKON C O0eux CTORGH
dopya BhiNyCKa: o 30 raftnerok BO dnaxkoH. ONME GNAKOH B KAPTOHHYI MAuKY

Crpada Nponaxa: Poccua

HononHUTeNbHAA MHbGOPMaLASA H/D

Ccuinka Ha Aochke: MH-00005 Bep. 2.0

CCcunka Ha Bepcuio ceprrpurkaTa ananmza: 3

PeweHie OnoBpeHo

Jara: 17-OKT-2019 15:43:48.00

YNonHOMOWEGHHOS NMMUC MM NPejCTABHTEND ! DELASA Isabelle

CepTUMKATH aHaNM3a BABEPEHH BIIEKTPOHHON MONNMCHI.
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI gz

Code GMID: 188194 Lot number SAS30
Manufacturing Date: 2-0CT-2019 Expiry Date: SEP-2022
Dascription: DEPAKINE C500 SEC NF 30CP RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name; Russia
Additionnal inf: NA
Référence dossier: MH-00005 v. 2.0
Réf. CoA version: 3
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION {(NIR/CL] COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 722 ~ 798 MG 761 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMBLIES COMPLIES
. DISSOLUTION:
VALPROATE ION (EXPRESSED AS SQDIUM VALPROATE)] (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :
- STAGE L1:
Bowl 1 10 - 30 P.CENT 21 P.CENT
+ Bowl 2 10 - 30 P.CENT 21 P.CENT
. Bowl 3 10 - 30 P.CENT 21 P.CENT
- Bowl 4 10 - 30 P.CENT 21 P.CENT
Bowl 5 10 - 30 P.CENT 21 P.CENT
Bowl 6 10 - 30 P.CENT 21 P.CENT

rap_coa_resultats v5
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Certificate of analysis /

Batch certificate SANOFI \3

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A930
Manufacturing Date: 2-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3
A — re= =n e o, — = i
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:
Each value 9:-"33% P, CENT NOT APPLIED
bverage (L1+L2) 10 - 30 P.CENT NOT APPLIED
- STAGE L3 :
Each value 22 TAB : 9 '-:33 P.CENT NOT APPLIED
24 TAB : 8 - 36 P.CENT
Average (L1+L2+L3) 10 - 30 P.CENT NOT APPLIED
* PERCENTAGE OF VALPROATE ION DISSCLVED AFTER 3 HOURS :
- STAGE Ll1:
Bowl 1 30 - 50 P.CENT 42 P.CENT
Bowl 2 30 - 50 P.CENT 42 P.CENT
Bowl 3 30 - 50 P.CENT 42 P.CENT
+ Bowl 4 30 - 50 P.CENT 42 P.CENT
- Bowl 5 30 - 50 P.CENT 42 P.CENT
Bowl 6 30 ~ 50 P.CENT 42 P.CENT
- STAGE L2:
Each value 27 - 55 P.CENT NOT APPLIED
Average (L1+L2) 30 - 50 P.CENT NOT APPLIED
- STAGE L3 i
Each value 22 TAB : 27 -~ 55 P.CENT NOT APPLIED
24 TAB : 24 - 60 P.CENT
Average (L1+L2+L3) 30 - 50 P.CENT ROT APPLIED

rap_coa_resultats vE Page 2 / 4



Certificate of analysis /

Batch certificate SANOFI \_7

SANOFI WINTHRQP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

%ode GMID: 188194 Lot number 9A930 =
Manufacturing Date: 2-0CT-2019 Expiry Date: SEP-2022

Dascription: DEPAKINE CS500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3
T — s == e S E=EE
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
~ STAGE Ll:
Bowl 1 50 - 70 P.CENT 62 P.CENT
Bowl 2 50 - 70 P.CENT 63 P.CENT
Bowl 3 50 - 70 P.CENT &2 P.CENT
Bowl 4 50 - 70 P.CENT 62 P.CENT
Bowl 5 50 - 70 P.CENT 62 P.CENT
Bowl & 50 - 70 P.CENT 62 P.CENT
- STAGE L2
Each value 45 - 77 P.CENT NOT APPLIED
Average {L1+L2] 50 - 70 P.CENT NOT APPLIED
- STAGE L3
Each value 22 TAB : 45 - 77 P.CENT NOT APPLIED
24 TAB : 40 - 84 P.CENT
Average (L1+L2+L3) 50 - 70 P.CENT NOT APPLIED
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 495.1 MG/CP
VALPROATE} {(NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 99.0 P.CENT

For Russian market, manufacturer assures Quality of Microbiology purity toc Normatives Documents request

-

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and guality control at the above mentioned sites in full compliance
with the GMP

requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

rap_coa_resultats v5 Fage 3 f 4



Certificate of analysis /

Batch certificate SANOFI \)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A%30
Manufacturing Date: 2-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: N&

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3

Decision Accepted

Date: 17-0CT-2019 15:43:48.00
Qualified person or Delegate: DELASA Isabelle

Certificate of analyses electronically approved
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