AEKJAPAIIUS O COOTBETCTBUUA

JEKJIAPAHT, TIPHHUMAIONTHI AEKJIAPAITIIO O COOTBETCTBUHA

AO "Canogpu Poccua”

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyin Qedepanvrioli Hano2oeoi cayxcbur Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teneqpon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansuviii dupexmop Monoie O.A.

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

3ASABISET, UTO

nexapcmeenroe cpedcmeo: Henaxun xpono, mabnemru npononzupoeannozo delicmeus noxkpeimole 660n0uKo
300 Mz 30 wm., chraxonw: (1), nauxu kapmonnvie, PY Ne IT N013004/01 om 29.03.2012 , cepus 94024, napmus
24120 ynaxoeox, eoden do 31.01.2022, npoussodcmea Carodu Bunmpon Hndyempun, @panyus, 1 pro de aa
Buvepoic, Ambapec-3-Jlazpas, 33565, Kapbon-Bran Cedexc xod OKIT/]2 21.20.10.233, koo TH B2
3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085325115 om 01.03.2019

COOTBETCTBYET TPEEOBAHH M

HI1 42-4112-06 usm. Ne I-5

JEKJTAPATINS ITPHHATA HA OCHOBAHHUH

npomoxon ucnvlmarnuii Mo 6350 om 07.03.2019 HJT OO0 HL] "®APMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.PM08.C35561 om 07.03.2019

)IATA HPI/IHHTPIH JEKJIAPAIIAH 07.03.2019
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P G CBEAEHII O PETHCTPAIIMM

OPTAH 110 CEPTHO®HKAITHHA, 3SAPETHCTPHPOBABHIHI JEKJAPALIVEO

RA.RU. 11 OM08 OPTAH I10 CEPTHOHKAI[HH ITPONYKIIHH OBIJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyKK.po.

,I[EKJIAPAIIHH O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU J-FR. DM08.A.18038/19

CONHIROT
HenTp K;HTDU“" A Kauan E.B.
‘?)}5 i o l{gfnﬁué,, 3am. pykosoautens OC




CepTHQHUKAT aHAIH3A /

AHaMTHYECKHH NacnopT cepHH SANOFI Y |

«CAHO®H BHMHTPOIl MHOYCTPHA»
AmGapac-2-flarpae

1 pi oe Ja Beepx

KAPBOH-EJIAH, 33565 CEDEX, ¢paHuusa
Ten.: 0557203000 daxc: 0557303600

Ko B Gaze OaHHWK GMID: 188194 Homep cepnu 9A024
Nara nponsBECICTBA: 06-0EB-2019 llaTa uocTeYyeHMA CpokKa roaHocTH: AHB-2022
Omicanme : HEMAKHMH XPORO, 500 MI', 30 TABNETOK NPONOHIMPOBAHHOT'O BRCBOEOXIEHMA
Tun: TaonerTky MoAMPMUMPOBAHHOTO BHICBOGOXKAEHWA, OOKPHTHE OOOROUKON, C PHUCKOA ¢ ofeux CTOPOH
dopMa BHOYCKa: o 30 Tabnertox BC $nakoH. 0OMH $NakoH B KAPTOHHYID Nauky
Crpada MNpooaxm: Poccua
NononHuTenbHag vubopMalma : H/D
Ccelnka Ha OOChe: MH-00005 pep. 2.0
Ccuika HA BepcMP cepTuduxaTa aHanuaa: 2
HUCIIBITAHHUA CIIEHU®UKAIINH PE3YJIbTATBI
XAPAKTEPHUCTHKH

OINMHUCAHHUE NPONONIOBATHE TABAETKH C PHUCKON, COOTBETCTBYET

HOKPHTHE IJIEHOUHON OBOJIOYKOM

. OBET NMPAKTHYECKH BENH COOTBETCTBYET
NOONUHHOCTE
. MOH BAABMNPOATA {(OmwxH. HMK-cnexTp/¥X) COOTBETCTBYET COOTBETCTBYET
WMCNHTAHMA
. MACCA:
CPEIOHAA MACCA . 722=-798 MU 758 Mr
OOHOPOOHOCTL NO3MPOBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET

MCNHTAHWUE JEMMMHAX TABAETOK HA PAZNOM CCOTBETCTBYET COOTBETCTBYET

+ PACTBOPEHHE :
MOH BANBIPOATA (B BMOAE HATPUA BANBNPOATA) {(KX)

* NPOUEHT MOHA BANBIPOATA, PACTBOPEHHOT'O YEPE3 1 YAC:

- 3TAN L1:
Yaumxa 1 10-30 % 21 %
Yaixa 2 10-30 % 21 %
Yawka 3 10-30 % 21 %
Yamka 4 10-30 % 21 %
Yawka 5 10-30 % 22 %
Yamxka 6 10-30 % 21 %
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«CAHO®HM BHHTPOIN MHOYCTPKA»
Anmbapac-3-Jlarpas
1 pio me na Beepx
KAPBOH-EJIAH,

Tem.: 0557303000 daxc: 0557303600

CepTHPHKAT aHAJIH3A /
AHaIMTHYECKHH IACIOPT cepH

33585 CEDEX, dpaHUUA

« SANOFI .7

Koa B Gaze NaHHuX GMID:
faTa NMPoM3BOOCTEA :
Omacarme:

Tun:

bopiMa BHNYCKA :

CTpaHa nponaxu:
HononHUTENbHAA MHOOPMAaUMA

188194
0&6-0EB-2019 llara MCTeuYeHHMA CPOKa POJHOCTM:
HOENAKMH XPOHO, 500 M, 30 TABJETOK NPONOHIMMPOBAHHOTQ BHCBOBOXAEHWUA

TagneTkd MOOMGUMUMPOBAKHOTO BHCRODUNOEHKA, TOKPHTHE OOOMOWKON, C PHCKOR C O0BHMH CTOpPOH

SA024
AHB-2022

Homep cepru

flo 30 TatneToxk BO $NAKCH. OOMH $NAKOH B KADTOHHYK NAYKy
PoccHA
H/N

Ceptika Ha OocChe: MH~-00005 Bep. 2.0
Cchlitka Ha BepcHio CepTudukaTa AHAMMSDE: 2
HCIILITAHHUA CIIEHUPHKAIITUHA PE3VJILTATDI
= 3JTAM L2:
Kamnoe aHadeHue 9-33 % HE MPOBOJMJIOCE
Cpepnee (L1 + L2) 10-30 % HE MPCBONMNOCH
- OTAN L3:
Kaxfoe smayeHue 22 TAB. 9-33 % HE MNPOBOAWMNOCH
24 TAE. 8-36 %

CpenHee (L1+L2+L3) 10-30 % HE MNPOBOOAUNOCE
* MMPOLEHT MOHA BANBIPOATA, PACTBOPEHHOTI'O YEPE3 3 YACAH:
- 3TAIl L1:
. Yamxa 1 30-50 % 43 %

Yaumra 2 30-50 % 42 %

Yawka 3 30-50 % 43 %

Yawka 4 30-50 % 42 %

Yawka 5 30-50 % 43 %

Yawka 6 30-50 % 42 %
- 3TAN L2:
Kaxnoe sHadeHue 27-55 % HE MNPOBOAMNOCH
CpenHee (L1 + L2) 30-50 % HE MPOBOOMNOCH
- 3TAN L3:
Kaxnoe 3HaueHue 22 TAB. 27-55 % HE MPOBOOMIICCH

24 TAB. 24-60 %

CpenHee (L1+L2+L3) 30-50 % HE TNPOBONMIIOCH

rap_coa_resultats v§
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«CAHO®M BUHTPORl WHAYCTPWA»
Amfiapac-3-Jlarpas

1 pio oe na Bobepx

KAPBOH-BNAH, 33565 CEDEX, <dpaHuus
Ten.: 0557303000 daxc: 0557303600

CepTH(@HUKAT aHAIH3A / (
AHAIMTHYEeCKUH MACIOPT CePHH

SANOFI g

Kon B 0aze OaHHblx GMID:
JaTa pPOMIBOACTBA:
OmcaHma :

Turl:

¢opMa BHMOYCKE:

CTpaHa npomaxu:
DononHUTensHaa WHGopMaUmA :

Cceka Ha Oocbe:
Ccoeika Ha Bepcuid cepTudHUkaTa aHanmM3a:

188194
06-¢EB-2019 llata NCTeYeHUA CPOKa TIOIHGETH:
HEMAKMH XPOHO, 500 MT', 30 TABRETOK NPONOHTHMPOBAHHOTO BHCBOBOKAEHMA

TabneTkn MOEMOMUMPOBAHHOTD BHCBOOOKISHWA, MOKPHITHE OOOROUKOM, ¢ PUCKOE C OOBMX CTOPOH

JA0Z4
AHB-2022

Homep cepuu

Mo 30 Tadnerex Bo ¢nakol. CoMH GNakoH B KaPTOHHYK Mauky
POCCHA
H/T

MH-00005 Bep. 2.0
2

HCIIBITAHHUA CIIENM®HKALIHNHN PE3YJbTATHI
* NMPOUEHT MOHA BANBNPOATA, PACTBOPEHROTO YEPE3 6 YACOB:
- ITAN L1:
Yawka 1 50-70 % 62 %
Yamwka 2 50-70 % 61 %
. Yawra 3 50~70 % 61 %
. Yamra 4 50-70 % 61 %
. Yamka 5 50-70 % 62 %
. Yawka 6 50-70 % 60 %
- 3TAN L2
Kaxnoe 3HadeHue 45-77 % HE NMPOBOAMNOCK
Cpennee (L1 + L2) 50-70 % HE NPOBOIMNOCE
- 3TAN L3:
Kaxnoe 3HadyeHWe 22 TAB. : 45-77 % HE TIPOBOOMNOCE
24 TAB. : 40-84 %
CpenHes {L1+L2+L3) 50-70 % HE MPOBOOMNOCH
KONWYECTBEHHOE OQIPEIENEHME
MOH BANLIPOATA (B BMAE HATPHA 475,0 525,0 MI'/TRE 457,7 MI'/TAB
WOHA BARLNPCATA {OmuaH. WK-crnerrp/#X)
COOEPKAHME B [IPOUEHTAX 95,0 105,0 % 99,5 %

HacToAuMM A NOOTBEPXNAKN, HTO BHUEYKASaHHAN MHbOOpMauMsa ABRAETCA BepHOW M TouHol. JadHHaA cepua npenapara Osena
W3COTOBJEHA, BKINYAA 3ITANH YNAKOBKM/MAPKMPOBKM M KOHTPONA KauecTrBa, HA BEWEYNOMAHYTHX MPOUIBOACTBEHHWX [JIOLAIKAaX B
AOJIHOM COCOTBETCTEBMM ¢ TpeSoBauvAmM GMP

ME@CTHHX S3KOHOMNATEALHHX OPPaHOB BMACTM, 4 Takke CcO cneuuduraumsaMy B PerMCTPauMOHHOM YIOOCTOBEREHMM CTpPAHL-MMIOPTEPA .
[lo pe3ayierTaTaM NpOBEPKM 3anMcM O NPOM3BEOACTEE, YIAKOBKEe M aHalM3e CepUM COOTBETCTBOBANM TpebOoBAHUAM GMP,

rap_coa_resultats v5
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CepTHQHKAT aHAJIH3A /

AHaMTHYeCKHi NacnopT cepuu SANOFI Y

«CAHODH BUHTPON UHAYCTPUS:
AmGapac-3-Jlarpae

1l pw ne na Beepx

KAPBEOH-EJIAH, 33565 CEDEX, ¢paHuusa
Ten.: 0557303000 dakc: 0557303600

Kon B Daze naHHeX GMID: 188194 Homep cepuu R024
laTa nNpoWsBOACTEA: 06-dEE-2019 llaTa McTe4YeHMA CpoKa romHocTH: AHB-2022
Omcarme ; JENAKHMH XPOHC, 500 MI', 30 TABJNETOK NPOJOHI'MPOBAHHOTC BHCBOBOXITEHWA

THIT: TadneTkn MOIUPKLMPOBAHHOTO BHRCBOOOKISHWA, MOKPHTHE OOOMOUKONR, C PUCKON C O0eMX CTOPOH
#opMa BHMYCK3: Mo 30 rabneTok BO duakoH. OOMH $NakoH B KAPTOHHYR Naudky

CTpaHa NpPCOXM : Poccua

HononHWTensHaa MHOOpMaLKA : H/A

CopliKka HA nocke: MH-00005 Bep. 2.0

Ccrnca Ha Bepcul CepTudrkaTa aHanuaa: 2

PeuteHta OnobpeHo

Damra: 21-¢EB-2019 17:57:00.00

YNONHOMONGHHOE MO MAKM NPefCTABHUTEND : Bengxammiu XAHC (HANS Benjamin)

CepTHOUKATE AHANM3A BaBepeMh BJIeKTPOHHOR MNOINMCho

rap_coa_resultats v5 CrpaHuua 4 u3 4



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0(557303600

SANOFI g

Code GMID: 188194 Lot number 9a024

Manufacturing Date: 6-FEB-2019 Expiry Date: JBN-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: 2

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 758 MG

UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREARKLINE TEST COMPLIES COMPLIES

. DISSOLUTION:

VALPROATE IQON (EXPRESSED AS SODIUM VALPROATE) (LC}

* PERCENTAGE OF VALPROATE ICN 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 22 P.CENT
Bowl 6 10 - 30 P.CENT 21 P.CENT

rap_coa_raesultats v5

Page 1 f 4



Certificate of analysis /

Batch certificate S A N o F | {3

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33569 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

e

Code GMID: 188194 Lot number 9A024

Manufacturing Date: 6-FEB-2019 Expiry Date: JAN-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

Ré&f. CoA version: 2

CONTROLES SPECIFICATIONS RESULTS |

- STAGE L2:

Each wvalue 9 - 33 P.CENT NOT APPLIED

Average (L1+LZ) 10 - 30 P.CENT NOT APPLIED

- STAGE L3

Each walue 22 TAB : 9 - 33 P.CENT NOT APPLIED
24 TAB : 8 - 36 P,CENT

Average {L1+L2+L3) 10 - 30 P.CENT NQT APPLIED

* PERCENTAGE OF VALPROATE ION DISSCLVED AFTER 3 HOURS :

- STAGE L1:
Bowl 1 30 - 50 P.CENT 43 P.CENT
Bowl 2 30 - S0 P.CENT 42 P.CENT
Bowl 3 30 - 50 P.CENT 43 P.CENT
Bowl 4 30 - 50 P.CENT 42 P.CENT

. Bowl 5 30 - 50 P.CENT 43 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

Each value 22 TAB : 27 - 55 P.CENT NQT APPLIED

24 TAB : 24 - 60 P.CENT

Average (L1+L2+L3) 30 - 50 P.CENT NOT APPLIED

EAp_cos_resultats v5 Page 2 f 4



Certificate of analysis /

Batch certificate SANOFI b)

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 9A024
Manufacturing Date: &-FEB-2019 Expiry Date: JAN-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: 2
\ J
| 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 6l P.CENT
. Bowl 3 50 - 70 P.CENT 61 P.CENT
Bowl 4 50 - 70 P.CENT 61 P.CENT
Bowl 5 50 - 70 P.CENT 62 P.CENT
Bowl 6 50 - 70 P.CENT 60 P.CENT
- STAGE L2 :
Each value 45 ~ 77 P.CENT NCT APPLIED
dverage (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
BASSAY
VALPROATE ION (EXPRESSED AS SODIUM 475.,0 525.0 MG/TAB 497.7 MG/CP
VALPROATE} (NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 99.5% B.CENT
1 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 regulatery 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 rasultats vS Page 3 / 4



Certificate of analysis /
Batch certificate

SANQFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI g

Code GMID:

Description:
Type:
Presentationt:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

Manufacturing Date:

Lot number
Expiry Date:

188194

6-FEB-2019

DEPAKINE C500 SEC NF 30CP RU
Modified release scored coated tablet
Box with 1 tube of 30 tablets

Russia

NA

MH-00005 v. 2.0
2

9a024
JAN-2022

.

Decision

Date:

Qualified person or Delegate:

Accepted
21-FEB-2019 17:57:00.00

HANS Benjamin

\.

Certificate of analyses electronically approved

rap_coa_resultate v5
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