AEKJIAPAIIAS O COOTBETCTBUHA

JAEKJAPAHT, IPHHAMAJIOII HI{ JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogu Poccus”
Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Pedepanvroii Raroz06o0i cayocbor Ne 46 no

2 Mafxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.
Adpec 125009, 2. Mocxea, yn. Teepckan, 0. 22. Tenegpon/pawc: 8 (495) 721-14-00/ 721- 14-11

B uu[e Tenepanvuviii oupexmop Mownac O.A.
Hoeepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3A$IBJIS]ET YyTO
pcmeernoe cpedcmeo. Jenaxur xpono, mabremxu npononzupoeannozo delicmeus noxpsimote 06on0yKoi

a
6{(() Me 30 wm., gnaxonvt (1), nauxu kapmonnsie, PY Ne IT N013004/01 om 29.03.2012, cepus 94657, napmus
60 ynaxoeox, zodex 0o 30.06.2022, npouseodcmea Canogu Bunmpon Hudycmpus, @panyusn, 1 pro de na
B p;wc Ambapec-3-Jlazpas, 33563, Kapbon-bnan Cedexc, xod OKIT[2 21.20.10.233, kod TH B3]
3004900002, xonmpaan Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085344196 om 20.08.2019

COOTBETCTBYET TPEBOBAHHSAM
T 42-4112-06 uzse. M 1-6

,I[EKJ’APAI[HH ITPUHATA HA OCHOBAHHUH
npomoxon ucnvimarui Ne 26770 om 28.08.2019 HI/T 000 HI] "®APMOEOPOHA", ammecmam

axipedumayuu POCC RU.0001.21 DJI40, Cepmughurxam POCC FR.®OMO08.C47059 om 28.08.2019

I[AT:’IL EZTP AEKJTAPAITAH 28.08.2019
A s EUCTBUTENBLHA 0 30.06.2022
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OPI'AH IO CEPTU®UKAITAA, 3APETICTPHPOBABIIHI JEKJIAPAIIIO

RA.RU 11®M08 OPIAH ITO CEPTHOHKALIHH ITPONVKIJHH OBIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxaa, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmug%mxauuu 115280, POCCHA, 20poo Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-

| QUK. P
ALTHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-FR. ®M08.A.34657/19

JIA A PEI"KCTPAI.II/III 28.08.2019

Fas Hunenxo H.B.

HW Pyxoeomurens OC




Ceprudukar anaauza/

AHAINTHYECKHH NacnopT cCepuH SANOFI Y |

«CAHO®OM BMHTPON WHAYCTPUA»
Aubapac-3-Jlarpas

1 pw ne na Boepx

KAPEOH-BJIAH, 33565 CEDEX, ¢padHuma
Tes.: 0557303000 dakc: 0557303600

Koo B 0aze OaHHHX GMID: 188194 Homep cepuu A6S57
llaTa NpOY3IBOOCTBa: 1S-MQM-2019 flaTa uCTeHeHMA CPOKA DOOHOCTH: HWIOH-2022
Ormcame : OEMNAKMH XPOHO, 500 MI', 30 TABIETOK IPONOHI'MPOBAHHOIQ BHCEOBOKAEHUA
Tun: TabneTk MOOUPHMUMPOBAHHOPG BHCBOGGKATHUA, MOKPHTHE COCNOYKGH, & puckofi C OGEMX CTOPOH
dopmMa BEOYCKA: Mo 30 TaGneTok Bo ¢dnakoH. OOMH PNAakoH B KADPTOMHYR MNAYKY
Crpari OpOonaxd: Poccus
lononaxkrentHas MHpopMaLNE H/T
CCcrka Ha OOCbe: MH-00005 Bep. 2.0
Ccrka HA sepcvi cepTUdUKaTa aHanuaa: 3
HCIIBITAHUSA CIIEHUOPUKATHUN PE3YJIBTATbBI
XAPAKTEPHCTHKH
OHNCAHME MPONOJNTOBATHE TABJETKHM, [OKPHTHE COOTBETCTBYET
OBOJIOYKOH C PUCKOM C OBEMX CTOPOH
LBET NPAKTHYECKM BEIHI COOTBETCTBYET
NOONUHHOCTE
. WUOH BANBMPOATA (OnuiH. MK-cnexTp/XX) COOTBETCTBYET COCTBETCTBYET
HCIIRTAHKMA
. MACCH:
CPEIOHAA MACCA 722-798 MD 763 MTI
OQHOPOINHOCTE OO3MPOBAHMA (MO MACCE} CCOTBETCTBYET COOTBETCTBYET
. MCNHTAHHE OEAHMHX TABJETOK HA PASJIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHHE :

MOH BAJILTIPCATA (B BWOE HATPHA BANBIIPOATA) (KX )

* TIPOLUEHT WMOHA BANBLIOPOATA, PACTBOPEHHOI'O YEPE3 1 YAC:

- 3TaN L1:
Yamka 1 10-30 % 22 %
Yamka 2 10-30 % 22 %
Yawka 3 10-30 % 22 %
Yawxa 4 10-30 % 22 %
Yawka 5 10-30 % 22 %
Yawka 6 10-30 % 22 %

rap_coa_resultats v5 Crpannua 1 m3 4



CepTHQHKAT aHAIH3A /

AHAJINTHYECKHH NMACHOPT CepHH SANOFI Y

«CAHOOH BHMHTPOII WHIOYCTPUA»
Ambapac-3-flarpas

1 pio ne na Beepx

KAPBOH-BJIAH, 33565 CEDEX, ¢paHuMAa
Ten.: 0557303000 daxc: 0557303600

Kon B Gaze nanHumX GMID: 188194 HoMmep cepuu SA657
llaTa Npovs3BOOCTBA: 15-ManN-2019 JaTa McTedeHHA CpoKa raaHooTH: HMIOH-2022
Omcane : DENAKHME XPOHO, 500 MI', 30 TABJETOK RPONOHI'MPOBAHHOIC BHCBOBOXIEHMA

Tun: TaGneTkn MOOUPUUUPOBAHHOPO BEICBODOKASHMA, MOKDHTHE GOMIOYKOR, C PUCKOR © ofeux CTopoH
DOpMa  BEIMYCKA : [lo 30 ratnerox Bc QNaKkoH. OOMH §MaKoH B KAPTOHHYD NAUKY

CTpaHa nNpoassn: Pocoua

IONOHHTENEHAA HHbOPMALMA ; H/N

Ccrtnia Ha gocke: MH-03005 pep. 2.0

Ccunka Ha BERCHI0 CePTUDMKATA AHANMIE: 3

'UCNIBITAHUS CIIEHUPHKAIIUH PE3YJBTATHI
= 3ITAN L2:

Kaxnoe 3HadyeHHe 9-33 % HE NPCBOAUNOCH
CpenHee (L1 + L2} 10-30 % HE NPOBOAMNOCH

- 3TAN L3:

Kaxnoe sHadeHue 228 TABTIENO =23 8% HE NPOBOAKMIOCHE

24 TAE. : 8-36 %

Cpennee (L1+L2+L3) 10-30 % HE NPOBCHOMAOCH

* NPOLEHT MOHA BAJIBMNPOATA, PACTBOPEHHOTO  YEPE3 3 YACA:

- 3TAN L1:
Yawmka 1 30-50 % 43 %
Yawka 2 30-50 % 43 %
Yawka 3 30-50 % 43 %
Yamra 4 30-50 % 44 %
Yamra S 30-50 % 43 %
Yamxa 6 30-50 % 44 %
- OTAN L2:
Kaxnmoe 3HauenHue 27-55 % HE NPOBOOMACCH
Cpepguee (L1 + L2) 30-50 % HE NPOBOOMNOCH
- 3TAI L3:
Kaxnoe 3nadeHue 22 TAB. : 27-55 % HE TIPOBOOMNOCH
24 TABE. : 24-60 %
CpenHee (L1+L2+L3) 30-50 % HE HNPOBOOWNOCH

rap_coa_resultacs v5 Crpanmua 2 u3 4



«CAHO®H BMHTPOI HHOYCTPUA»
AMOapsc-3-Jlarpas

1 po ne na Behepx

KAPEOH-EJIAH, 33565 CEDEX, ¢paHuuA
Tem.: 0557303000 ®axc: 0557303600

CepPTHPHKAT AHAIN3A /
AHanuTH4YeCKHH NacHoOpPT CepHH

SANOFI .7

Kon s 6ase paHHex GMID:
IlaTa npou3BOOCTBA:
Omcanmea:

Tun:

POpMA BHIIYCKA :

CrpaHa npogaxu:
HononHUTENbHAA MHbOpPMaUMA:

CcHika Ha nocCwke:
Ccetika Ha Bepcup cepTHdHKATa aHanMaa:

188154
15-HQA-2019 HaTa MCcTeyeHMS CpoKa IoOOHOCTM:
INENAKMH XPOHO, 500 MI', 30 TABJNETOK NPONOHIMPOBAHHOT'O BHCBOBOXNEHMA

TabneTkn MOAMOMUMPDOBAHHOTO BRCBOGOXKIOSHWA,

FA657
VIOH-2022

Homep cepun

NOXPHITHIG QOONQUKOH, C PUCKOH C ofeMxX CTOpOH
Mo 30 TatneTok BO ¢nakow. OOuH $NAKOH B KAaPTOHHYIO DAuKy

Poccua

H/D

MH-00005 Bep. 2.0
3

HUCIIBITAHHUA CIIEHUOPHKAIINH PE3YJIbTATBI
* [POLEHT MOHA BANBLIOPOATA, PACTBOPEHHOI'O HYEPE3 6 YACOB:
- 3TAI Ll:

Yawra 1 50-70 % 62 %

Yawka 2 50-70 % 62 %

Yamxa 3 50-70 % 62 %

Yawka 4 50=-70 % 63 %

Yawka 5 50-70 % 62 %

Yawxa 6 50=-70 % 62 %
- 3TAN L2
Kaxnoe =aHadeHHe 45-77 % HE MPOBOOUIOCH
CpemoHee (L1 + L2) 50-70 % HE MNPCBOOMNOCH
- 3TAI L3:
Kaxgoe 3HaueHHe 22 TAE. 45-77 % HE NPOBORWUNOCH

24 TAE. 40-84 %

CpenHee (L1+L2+L3) 50-70 % HE NPOBOAHMNOCH
KOAMYECTBEHHOE ONPEJEINEHWE
WOH BARLIIPOATA (B BMAE HATPMA 475, 0 525,0 MI'/TAB 497,2 MI'/TAB
WOHA BANLIPOATA (Smxd. HK-cnekTp/¥X)
COOEPXAHHE B HPOLEHTAX 95,0 105,0 % 99,4 %

Hacroauwm A nogTBepRAOAaN, YTC BHUEeYKA3aHHAA MHbOpMALMA ABRNAETCA Bepnoﬁ U TOUHOW. RaHHARA cepuA npenaparta OSwula
HMErOTOBNEHA, BKJIKYAA 3TAane ynaxoaxu/uapxupoaxw M KOHTPOMA KaveCTRa, HA BhWEYNOMAHYTHX MPOUIBOIACTBEHHEX MMICUANKAX B
NOJMHOM COOTBETCTBUM ¢ TpaboBamMAmi GMP

MECTHHX BaKOHOJaTelNIbHHX OPPaHOB BJIACTH,
flo pe3ynbTaTaM NpPOBEPKM FanucHM O NPOUMBBOICTEE,

a Takke CO cneumpuraumMAMM B PerMCcTpPauMOHHOM YIOOCTOBERPEHHMHW CTpaHbI-HUMIOPTEpRa.
YIIaKOBKE M adHANKM3€ CepMM COOTBETCTBOBAJIM TpEOOBaHMEM GMP .,

rap_coa_resultats v5
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CECPTHYPYHKATY dHAJIN3A /

AHAJIMTHYECKHH NMACHOPT CepUH SANOFI . Y 4

«CAHOGH BMHTPOIN MHOYCTPUA»
AMGapac-3-Jlarpas

1 po ne na Beepx

KAPBOH-ENAH, 33565 CEDEX, <dpaHuus
Ten.: 0557303000 Qarc: 0557303600

Koo B Oaze paHHeX GMID: 188194 Homep cepuu 9A657
IaTa NPOM3BOOCTEA: 15-HU1-2019 faTa UCTeueHWA CPpoKa romdHoctu: MWIOH-2022
Omcarmo ; JETAKMH XPORO, 500 MI', 30 TAEBNETOK HOPONCHTHMPOBRAHHOTO BHCBOBOXOEHHUA

T™H: TagaeTkk MOAMPMUMPOIEAKHOTO BRHCBOOOXEGHMA, MOKPHTEHE OODONQYKON, C PUCKOR C OOeMx CTOPOH
LopMa BHNYCKA: o 30 raSfaeTok BO ¢nakoH. OIuH $NAKOH B KAaPTOHHYI0 Nadky

CTpaHa npodaxu: PoccuA

JononHUTENnEHaA MHPOPMALIKA : H/N

CoulnKka Ha aoche: MH-00095 Bep. 2.0

Cerutica Ha Bepcowo cepruduxaTa aHanwsa: 3

Pemtenue CooBpeHo

Dara: 31-MION-2019 14:54:39.00

YHONHOMOWSGHHOE JIMIIO MAM [IPefCTaBMTeNk : IDIQUIN Martine

CepTHdMKaTH aHANMM3A BaBEPEeHH JNEKTPOHHOH NOOMUCHI.
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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 \7

Code GMID: 188194 Lot number 98657
Manufacturing Date: 15-JUL-2019 Expiry Date: JUN-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
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 763 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 DISSOLVED AFTER 1 HOUR :
= STAGE Ll:
Bowl 1 10 - 30 P.CENT 22 P.CENT
Bowl 2 10 - 30 P.CENT 22 P.CENT
Bowl 3 10 - 30 P.CENT 22 P.CENT
Bowl 4 100 - 30 P,.CENT 22 P.CENT
. Bowl 5 10 - 30 P.CENT 22 P.CENT
. Bowl 6 100 - 30 P.CENT 22 P.CENT

Tap_coa_resultats v5
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Certificate of analysis /

Batch certificate =~~~ SANOF| g

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 9A657

Manufacturing Date: 15-JUL-2019% Expiry Date: JUN-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. Cod version: 3
v —— i
CONTROLES SPECIFICATIONS RESULTS
- STAGE LZ:
Each value 9F-"330P.CENT NOT APPLIED
Average (L1+L2) 10 - 30 P.CENT NOT APPLIED
~ STAGE L3 :
Each value 22ETABK =% O F~533%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 L1l:
Bowl 1 30 - 50 P.CENT 43 P.CENT
Bowl 2 30 - 50 P.CENT 43 P.CENT
Bowl 3 30 - 50 P.CENT 43 P.CENT
Bowl 4 30 - 50 P.CENT 44 P.CENT
Bowl 5 30 - 50 P.CENT 43 P.CENT
Bowl & 30 - 50 P.CENT 44 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 (Li1+L2+L3) 30 - 50 P.CENT NOT APPLIED

rap_coa_rasultats v5 Page 2 J 4



Certificate of analysis /

Batch certificate SA NOFI bj

SANOFI WINTHROP INDUSTRIE
ambarés et Lagrave

1 rue de la viexge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A657
Manufacturing Date: 15-JUL-2019 Expiry Date: JUN-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 e T i R i i
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
- STAGE L1l:
Bowl 1 50 - 70 P.CENT 62 P.CENT
Bowl 2 50 - 70 P.CENT 62 P.CENT
Bowl 3 50 - 70 P.CENT 62 P.CENT
Bowl 4 50 - 70 P.CENT 63 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+L2Z} 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 497.2 MG/CP
VALPROATE) {(NIR/CL}
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 99.4 P.CENT

For Russian market, manufacturer assures Quality of Microbioclogy purity to Normatives Documents request

I hereby certify that the abaove information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality contrel 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 Page 3 / 4



Certificate of analysis /
Batch certificate

SANQFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI «p

-

Code GMID:

Description:
Type:
Presentation:
Market Name:
Additionnal inf:

R&f. ColA version:

Manufacturing Date:

Référence dossier:

Lot number
Expiry Date:

188194

15-JUL-201%

DEPAKINE CS500 SEC NF 30CP RU
Modified release scored coated tablet
Box with 1 tube of 30 tablets

Russia

NA

MH-00005 v. 2.0
3

9A657
JUN-2022

-

Decision

Date:

Qualified person or Delagate:

Accepted
31-J0L-2019 14:54:39.00

IDIQUIN Martine

Certificate of analyses electronically approved
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