JAEKJTAPAIIAA O COOTBETCTBHMA

JEKJAPAHT, MIPHHAMAIOIUHA AEKJAPAIAIO O COOTBETCTBHHA

AO "Canogru Poccus"

Ceedenun 0 peaucmpayuu opzanusayuu: Mesxcpaiionnasn uncnexyusn Pedepanvroii nanoz2o6oi cayscoo Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teaechor/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepansuwiti dupexmop Mowxe O.A.

Hosepennoe auyo: Cmenanos C.C., dosepernocms 6/n om 01.12.2017

3AABJAET, YTO

Rexapemeennoe cpedcmso: Jenaxun xpono, mabremxu nPoROHZUPOSAHHO20 Oeticmeus noxpuimuvie 000104KOH
300 m2 30 wm., gaaxonw (1), nauxu xapmonnwvie, PY Ne I N013004/01 om 29.03.2012 , cepun 94243, napmus
24240 ynaxoeox, zoden oo 28.02.2022, npouseodcmea Canogu Bunmpon Hudycmpus, Opanyus, 1 pio de ra
Bvepoc, Ambapec-3-Jlazpas, 33565, Kapbon-Eran Cedexc, koo ORII2 21.20.10.233, voo TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085332954 om 10.05.2019

COOTBETCTBYET TPEGOBAHUSIM

HIT 42-4112-06 uzm. Ne 1-5

JEKITAPAITHS ITPHHATA HA OCHOBAHHH

npomoxon ucnsimaruti Ne 13440 om 17.05.2019 HIT 000 HI[ "©@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PDJI40, Cepmugpuram POCC FR, ®MO8.C40178 om 17.05.2019

Crenanos C.C.

Wa D10

CBEJEHMS O PETUCTPAIIMHN

OPTAH IIO CEPTHOMKAILIAN, 3APETHCTPHPOBABIIINH NEKJIAPAIIHATO

RA.RU. 11 DMO8 OPIAH I10 CEPTHOHKALIHH ITPONYKIHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XXHOH JEHTP KOHTPOJIA KAHECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 9. 4, sm. 5., men.:(495)788-02-88, aeb-
caum. oyxi.pe.

AEKJIAPALTHA O COOTBETCTBHHA 3APEITHCTPHPOBAHA M POCC RU J-FR.®M08.A.24297/19
}IATA PEI‘HCTPAII,E!I 17.05.2019

(DI H Hnnenxo H.B.
noanues Pyroeogurens OC




«CARHO®M BMHTPOI MHOYCTPWA»
MuBapac-3-Jlarpas

1l po me na Boepx

KAPBOH-BJIAH, 33565 CEDEX, &dpaHumMs
Ten.: 0557303000 daxc: 0557303600

CCPITHMPHKAT AHAJIMSA /
AHAJIMTHYCCKMH NACHOPT CEPUH

SANOFI .7

Kon e Oaz3e maHHex GMID:
JarTa nMpoMaBOOCTBA:
Orcarma

Tun:

dopMa BHNYCKA:

CTpaHa nNpoaanu:
JononHuTeNsHaA WHPOPMaUMA ;

CChIKa HA O0CBE:
Ceetnika Ha Bepcuo ceprupuxkara ananqdsa:

188194
27-MAP-2019
JOEOAKMH XPOHO,

Homep cepun

500 Mr,

HaTa MCTEYEHMA CPOKa POOHOCTH:
30 TABJNETOK NPOJICHTMPOBAHHOI'O BHCBOBOXINEHMA

3A243
PEB-2022

Tabnerxu MD.D.HQ)HU.HPOBBHHOI‘O BLICBOOOXOSHMA, NOKpLITHE OGANOYKONA, ¢ PUCKOH C ofemx CTODOH

flo 30 Tadnerox BO ¢naxoH. OOMH PJAEKOH B KAPTOHHYK Maukry
Poccus
/N

MH-00005 Bep. 2.0
3

HCIIBITAHMSA CIHHIEHA®HUKAIINN PE3YJILTATHI
XAPAKTEPHMCTHKH
ONMHUCAHHUE NPOOONT'OBATHE TABAETKM, NOKPHTHE COCTBETCTBYET
OBOMIOUKOA € PHUCKO® C OBEMX CTOPOH
LBET NMPAKTHYECKKM BEAHH COOTBETCTBYET
MONNMHHOCTh
. MOH BANLOPOATA (OmuxH. MK-cnekTp/XX) COOTBETCTBYET COOTBETCTBYET
KCNHTAHKA
| . MACCA:
CPEOHAA MACCA 722-798 ML 760 Mr
| ONHOPOIHOCTL AO3MPOBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
WMCTHTAHME NEMMMHX TABNETOK HA PA3ZJIOM CCOTBETCTBYET COOTBETCTBYET
. PACTBOPEHME t
MOH BANLIPOATA (B BMAE HATPWS BAJILIIPOATA) (HX)
* TIPOIEHT MOHA BAALIIPOATA, PACTBOPEHHOTO YEPE3 1 YAC:
- 3TAMN L1:
Yamka 1 10-30 % 21 %
Yauwka 2 10-30 % 21 %
Yawxa 3 10-30 % 21 %
Yawxka 4 10-30 % 21 %
Yawka 5 10-30 % 20 %
Yawxka 6 10-30 % 21 %

rap_coa_resultats v$
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Ceprinynhal andaJausa /

AHaJuTHYeCKHii MACHOPT cepun SANOFI Y 4

«CAHO®M BHHTPOIl MHOYCTPHA»
Aubapac-3-Jlarpas

1 pwo Oe na Boepx

KAPBQH-BJIAH, 33565 CEDEX, ®¢paduma
Tem.: 0557303000 daxc: 0557303600

Kom B Oa3e NanHmx GMID: 188194 Homep cepuu 9A243
HarTa MPoM3BOOCTEA: 27-MAP-2015 JaTa ucredenus Cpoka DPOOHOCTHM: OEB-2022
Oncaume : HENAKMH XPOHO, 500 MI', 30 TABJIETOK OPOMOHIMPOBAHHOTC BHCROBOXIEHMSZ
Tun: TabneTky MOOUPHLUPOBAHHGTG BHCBOOONMISHMA, NOKPHTHE OGONOMKOA, C PUCKOHR C ofeMx CTOPOH
dopMa BRINYCKE : ltlo 30 TadneTok BO ¢naxoH. OmsH ¢AKOH B KapTOHHYW Navyky
CrpaHa npoOamM: Poccua
JOMoNHUTENsEHAA WHGOPMALMS @ K/
Ccblnka Ha ODocse: MH-00005 Bep. 2.0
CCBiKka Ha BepCcuid CEepPTHOKMKATa aHaluza: 3
HCIIBITAHHUA CIIEHH®HKAINH PE3YJIBTATDBI
- 2TAIl L2:
Edxnoe 3HauveHue 9-33 % HE MPOBOOMUNOCHE
CpenaHee (L1 + L2) 10-30 % HE NPOBOOMNOCH
3TAIl L3:
Kaxnoe 3zHaueHue 228 TAETSE WO S33RY HE NPOBOIWIIOCE

24 TAB. : 8-36 %

CpenHee (L1+L2+L3) 10-30 % HE NMPOBOIMUNOCH

* TMPOLEHT MOHA BANGMPOATA, PACTBOPEHHOI'D  YEPE3 3 YACA:

= 2TAN L1:
Yawxa 1 30-50 % 41 %
YJawka 2 30-50 % 41 %
Yawka 3 30-50 % 42 %
Yalixka 4 30-50 % 41 %
. Yaurxa 5 30-50 % 41 %
. Yamxa 6 30-50 % 41 %
- DTAIl L2:
Kaxnoe 3HaueHue 27~55 % HE NPOBOOUNOCH
CpefgHee (Ll + L2) 30-50 % HE NPOBOIOMNOCH
- 3TAN L3:
Kaxnoe sHaueHue 22 TAB, : 27-55 % HE NPOBOAWNOCH
24 TAB. : 24-60 %
CpenHee (L1+L2+L3) 30-50 % HE NPOBOOWNIOCH

rap_coa_resultats v§ Crpanvua 2 u3s 4



AHAJIHTHYECKH MACHOPT CEPMH

«CAHO®M BHMHTPOII MHIOYCTPUA=»
aMbapac-3-Jlarpas

1 pw ne na Boepx

KAPBOH-BJIAH, 33565 CEDEX, dpanHuma
Tesn.: 0557303000 darc: 0557303600

CepPInPpunRKal aHa)Jinsa /

SANOFI .2

Kon B Gaze naHHuX GMID:
IaTa NPOM3IBOIOCTEA:
Orpqcanne :

Tur1:

dopMa BHNYCKA:

CTpaHa nponaxM:
HononHkTeNbHad VMHGOPMAaUMA:

CcelTka Ha OoChbe:
Ccrutka Ha BEPCHMID CepTudMkaTa aHanuaa:

9h243
PEB-2022

188194
27-MAP-201% [ara uCcTEueHMA CPOXa DOOHOCTH:
AEMAKMH XPOHO, 500 MI', 3¢ TABJETOK NPCNOHTMPOBAHHOTO BHCBOBOKIEHMA

TadneTkn MOMMPMUMPOBAHHOTO BHCBODOXIOEHWA, NOKPHTHE OBOROUKEH, C PUCKOA C O0MX CTOPOH

Homep cepumn

No 30 raGnerok 8o dnakon, OnMH GakoH B KapTOHHYK Nauyky
Poccua
/0

MH-00005 pep. 2.0
3

HCITIBITAHUA CIIEHU®UKALINU PE3YJIBTATHI
* MPOUEHT MOHA BAJILIIPOATA, PACTBOPEHHOI'C YEPE3 6 YACOB:
- 3TAIN L1:

Yawka 1 S0-70 % 60 %

Yawka 2 50-70 % 59 %

Yawka 3 50-70 % 61 %

Yamka 4 50-70 % 60 %

Yamka 5 50-70 % 60 %

Yamxa 6 50-70 % 60 %
- 3TAN L2
Kaxnoe sHaueHue 45-717 % HE MPOBOOMIOCH
Cpendee (L1 + L2) 50-70 % HE NOPOBOOMIIOCE
- 3TAI L3:
Kaxnoe aHadeHMe 22 TAB. 45=77 % HE OPOBOOMACCH

24 TAE. 40-84 %

CpenHee (L1+L2+L3} 50-70 % HE TIPOBOOWUNCCH
KONWYECTBEHHOE CHOPEAENEHWE
HMOH BANBNPOATA (B BWUAE HATPMA 475,0 525,0 MC'/TRB 491,1 MI'/TAB
WOHA BANLIPOATA (OaAMxH. MK-cnexkTp/XX)
COAEPXAHME B TPOLUEHTAX 95,0 105,0 % 98,2 %

HacToAmum A nonTeBepxOan, YTO BHWEeYKAIAHHAR MHPOpPMaUMA ABIAETCA BepHOW M TOYHOM. JlaHHAAd cepusa npenapaTa Ouna
M3POTOBJIEHA, BKINYAA ITAMK YNAKOBKM/MADKMDOBKM M KOHTRONA KAYECTBA, HA BEHUWEYNOMAHYTHX NPOMIBOLCTBEHHHY MACHAKNKAX B
NonHoM COOTBETCTBMM C TpefobBaHMAMM GMP

MECTHHX 3aKOHONATEeNbHEX OpPraHOB BJACTH,

a Tamke co cneumdurauuAM B PerMCTPALMOHHOM YOOCTOBEPEHMM CTPAHH-MMOOPTEPA .

[lo peasynerarTam NMpoBEpPKM SanMCH O NPOMIBONCTEE, YNAKOBKE U AHAJIM3E CEPUM COOTBETCTBOBANM TPeBOBaHUAM GMP.

rap_coa_resultats vS
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«CAHO®HM BUHTPON MHOYCTPHA»
AmGapac-2-flarpae
1l px ge Nna Beepx

KAPEOH-EJIRH, 33565 CEDEX, ¢paHumsa
Ten.: 0557303000 dakc: 0557303600

CEePIMYPnKdal aainsa /
AHAINTHYECKHH NACTIOPT CePHH

SANOFI .7

Kog 8 $ase naHHmx GMID:
llara npoMsBOACTBA:
Omicaume :

Tun:

$opMa BHMNYCKE:

Crpana nOponamu:
JlononauTeneHaA HMHPCPMaUnA :

CoblEKka Ha OOChEe:

CCrUIKa Ha BEPCHI0 CepTHUPMKATa aHaaula:

9A243
$EB-2022

188194 Homep cepuu

27-MAP-201% AaTa ugTevyeHuds CpoKa TCOHOCTH:
HAENAKMH XPOHO, 500 MI', 30 TAENETOK MNPONOHTMPOBAHHOTQ BHCBOBOXNEHHSA

TabneTxkn MOOMPHUKMPOBEHHONO BHCBOOUXKOEHWA, MNOKPLITHE OBONOUKOH, C DPUCKON C OOBMX CTOPOH
o 30 TalneTok BO QiiakoH. OouH QNaKoH B KAPTOHHYIO MadKy

Foccua

HS

MH-00005 Bep. 2.0
3

Pemerme

Hara:

YNONHOMONGHHOS JMIIO MM npagcTaEBmUTan. :

OnobGpeHo
18-ANP-2019 18:19:49.00
HANS Benjamin

CeprudrxaTa aHanuM’a SaBepPeHW 3JEKTPOHHOW OOANMMCHIO

rap_coa_resultate v5
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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

SANOFI \7

Tel. 0557303000 Fax.0557303600
Code GMID: 188194 Lot number 9A243
Manufacturing Date: 27-MAR-2019 Expiry Date: FEB-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
Additicnnal 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
IBENTIFICATION
VALPROATE ION (NIR/CLI COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 722 - 798 MG 760 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
+ SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
. DISSOLUTION:
VALPROATE ION (EXPRESSED AS SODIUM VALPROATE} {LC)
* PERCENTAGE OF VALPROATE ION DISSCLVED 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 & 10 - 30 P.CENT 20 P.CENT
. Bowl 6 10 - 30 P.CENT 21 P.CENT

rap_coa_resultats v5

Page

1/ 4




Certificate of analysis /

Batch certificate SANOFI \)

SANOFI WINTHROP INDUSTRIE
hmbarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A243
Manufacturing Date: 27-MAR-201% Expiry Date: FEB-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
e ———T T ———
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:
Each wvalue 9:.~133" P.CENT NOT APPLIED
Average (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 DISSOLVED AFTER 3 HODURS i

- STAGE Ll:
Bowl 1 30 - 50 P.CENT 41 P.CENT
Bowl 2 30 - 50 P.CENT 41 P.CENT
Bowl 3 30 - 50 P.CENT 42 P.CENT
Bowl 4 30 - 50 P.CENT 41 P.CENT

. Bowl 5 30 - S0 P.CENT 4] P.CENT

. Bowl & 30 - 50 P.CENT 41 P.CENT

- STAGE L2:

Each value 27 - 55 P.CENT NOT APPLIED

Average (L1+L2) 30 - 50 P.CENT NOT APPLIED

- STAGE L3 :

Each value 22 TAB .27 - 55 P.CENT NOT APPLIED

24 TAB : 24 - 60 P.CENT
Average {LI+L2+L3) 30 - 50 P.CENT NCT APPLIED

.

rap coa resultats w5 Page 2/ 4



Certificate of analysis /

Batch certificate SANOFI \j

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

i

Code GMID: 188194 Lot number 9h243
Manufacturing Date: 27-MAR-2019 Expiry Date: FEB-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

Rdditionnal inf: NA

Référence dossier: MH-00005% v. 2.0

Réf. CoA version: 3
T i e
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSCLVED AFTER 6 HOURS :

- STAGE Ll:

. Bowl 1 50 - 70 P.CENT 60 P.CENT

. Bowl 2 50 - 70 P.CENT 59 P.CENT

Bowl 3 50 - 70 P.CENT 61 P.CENT

. Bowl 4 50 - 70 P.CENT 60 P.CENT

. Bowl 5 50 - 70 P.CENT 60 P,CENT

. Bowl & 530 - 70 P.CENT 60 P.CENT

- STAGE L2

Each value 45 - 17 P.CENT NOT APPLIED
bverage {L1+L2} S0 - 70 P.CENT NOT APPLIED
- STAGE L3

Each value 22 'TAB : 45 - 77 P.CENT NOT APPLIED

24 TAB : 40 - B4 P.CENT

Average (L1+L2+L3) 50 - 70 P.CENT NOT APPLIED
ASSAY

VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 491.1 MG/CP
VALPROATE) (NIR/CL)

CONTENT in PERCENTAGE 95.0 105,00 P.CENT 98.2 P.CENT

For Russian market, manufacturer assures Quality of Microbiology purity to 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 quality 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 GMPJ

rap_coa_resultata v5 Page 3 /) 4



Certificate of analysis /

Batch certificate SANOFI bj

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 9A243
Manufacturing Date: 27-MAR-2019 Expiry Date: FEB-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: MA-00005 v. 2.0

Réf. CoA version: 3

Decision Accepted

Date: 18-APR-2019 18:19:49.00
Qualifiesd person or Delagate: HANS Benjamin

L

Certificate of analyses electronically approved
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