JAEKJIAPAITUA O COOTBETCTBHAU

JEKJAPAHT, MIPMHUMAIOIIHA TEKJAPAITMIO O COOTBETCTBHHA

AO "Canoghu Poccur”

Cseoenun o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus @edeparsioil Hano2060t cayxcbor Ne 46 no
2. Mockee 01.01,.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxea, ya. Teepckan, 0. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvruvrii dupexmop Monxc O.A,

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01,12.2017

3AABJSIET, UTO
aexapcmeenroe cpedcmeo. [Jenaxun xpono, mabnemxu nponoHzuposanko2o0 Oelicmeus noxpoimole 0BOROYKO

300 mz 30 wm., naxonw (1), nauxu xapmonnwie, PY Ne IT N013004/01 om 29.03.2012 , cepus 94567, napmus
23240 ynaiwoeox, 2o0en 0o 30.06.2022, npouzsodcmea Canogpu Bunmpon Hudycmpus, Opanyus, 1 pro de ra
Boepac, Ambapec-3-Jlazpas, 33565, Kapbou-bran Cedexc, koo OKIT2 21,20.10.233, xod TH B30
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085343200 om 07.08.2019

COOTBETCTBYET TPEEOBAHHAM

HII 42-4112-06 uzm. Ne 1-6

JAEKJIAPAITAS ITPHHSATA HA OCHOBAHHAHA

npomoxon ucnuimaruii Ne 25390 om 13.08.2019 H/T 000 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC FR.OM08.C46069 om 13.08.2019

\Jg Crenanos C.C.

\c)ewapanm / & j Cb ®H.0

c' G H "ﬁp’
CBEJEHMS O PETUCTPALINA

OPT'AH ITO CEPTHOPHKAILINH, 3APETUCTPAPOBABII I JEKJIAPAIIHIO

RA.RU.11OM08 OPI'AH IO CEPTHO®HKALIHH ITPOJYKIIHH OFIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOM IJEHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.po.

AEKJIAPAITAA O COOTBETCTBHM 3APETHACTPAPOBAHA X POCC RU JJ-FR.OM08.A.33047/19

TA 13.08.2
IlA‘ %%PAM 08.2019

\%a

KauyaH E.B.
3am. pykoBomurens OC




CEePTH(PUKAT aHA/IH3A /

AHAIHTHYECKHH NAacHOPT cCepHMH SANOFI Y

«CAHOOM BUHTPOI MHOYCTPHUA»
ambapac-2-Jlarpas

1 po Oe na Beepx

KAPBOH-ENAH, 33565 CEDEX, ¢paHuma
Tem.: 09557303000 ¢awc: 0557302600

Kon B 0Oa3ze naHHbX GMID: 188154 Homep cepwn 9A567
llaTa nMpOU3BOACTRA: 3-MON-2019 JaTa ucrTedenuAa cpoka ronHoctu:  HMIOH-2022
Ormcamie : NEMAKME XPOHO, 500 M, 30 TABRETOK MNPONOHTMPOBAHHOTC BRICBOBOXIEHMWA

Tun: TadneTxkn MOAMPHMUMPOBAHHOTO BHCBOUOMOSGHWA, NOKPHTHE OJ0MCUYKOW, C PUMCKOR C cdeux CTODOH
PopMa BEHNYCKA : NMc 30 TaGneTok BO $naxon. QovH PNAKOH B KAPTOHHYK DAUKY

CTpaHa NpOdaxM: Poccus

JononHuTenbHas HMHOOPMAEINLMSA ; H/T

Cceyika Ha aoche: MH-00005 Bep. 2.0

Cceinka Ha bepcuo cepruduiaTa aHanm=za: 3

HCITBITAHUSA CIIEHIU®OHUKAITUHU PE3YJIBTATHI

XAPAKTEPMCTHKH

CMHCAHMUE MPOMONT'CBATHE TABJETKH, MOKPHTHE COOTBETCTBYET
OBOJIOYUKCH C PHCKOW C OBEMX CTOPOH

LEET MPAKTHYECKM EENHNA COOTBETCTBYET
NOANHHHOCTE
. MOH BARLIPOATA (Gmwkx. MK-cnexrp/iX) COOTBETCTRYET COOTBETCTBYET
HCTIHTAHKSA
. MACCA:
CPEIHAA MACCA 722-798 Ml 759 MI
ORHOPOAHOCTL NO3WPOBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
. MCTMHTAHWE [EJMMHYX TABJRETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET

+ PACTBOPEHME :
MOH BANBNPCATA (B BMAE HATPHUA BANBIIPOATA) (%)

* MPOLEHT WOHA BAJIBIIPOATA, PACTBOPEHHOT'O YEPE3 1 UYAC:

- 2TAN L1:
Yamxa 1 10-30 % 22 %
Yamxa 2 10-30 % 23 %
Yawka 3 10-30 % 23 %
Yawka 4 10-30 % 22 %
Yamka 5 10-30 % 22 %
Yawka 6 10-30 % 22 %
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CCPIupuKal anainsa /

AHAIMTHYECKHI NACTIOPT CEPHH SANOFI Y |

«CAHOOY BMHTPOI MHOYCTPUA»
AMBapac-3-larpas

1 po ne na Beepx

KAPECH-BJIAH, 33565 CEDEX, ©®paHUMA
Ten.: 0557303000 dawxc: 0557303600

Kon B Oasxe nauHex GMID: 188194 Homep cepuu 9AS567
JlaTa ppoM3BOOCTEA: 3-MN-2019 AaTa MCTRUeHMA CPOKa POaHSSTH: MIOH-2022
OrmicaHme : DEOAKHH XPOHO, 500 M, 30 TABNETOK MPOMOHIMPOBAHHOI'O BHCBOEOXITEHHMSI

Tun: TadneTky MOOMOKMUMPOBEHHODO BHCBODOKAEHWMA, MOKPHTHE OOONOYKON, € PUCKONR € OOEMX CTOPOH
dopMa BhIMycCKa: llo 30 radnerox Be ¢naxkoH. OOMH QNakoH B KApPTOHHYI Naudky

CrpaHa nponaxu: Poccua

JononHUTeNeHaA MHPOPMALMA: H/TE

CCuUIKa Ha LoChbe: MH-0Q0005 mep, 2.0

CCHUIKA HE BEDCUI CepTHPMKATA AHAMMIE: 3

HUCIIBITAHHUA CIIEHHUDPHUKAIIUU PE3YJIBTATHI

= 3TAN L2:

Kaxgoe 3HadeHue 9=-33 % HE ITPOBOOWNOCH

CpepgHee (L1l + L2) 10-30 % HE MOPOBOOWNOCH

- 2TAIl L3:

Kaxnoe 3HaueHKe 22 TAB. : 9=-33 % HE NPOBOOMIOCH

24 TAE. : 8-36 %

Cpennee (L1+L2+L3} 10-30 % HE NPOBOOMNCCH

* NPOUEHT MOHA BAJNBIPCATA, PACTBOPEHHOIC YEPE3 3 YACA:

- 3TAN L1:
. Yawka 1 30-50 % 44 %
Yawka 2 30-50 % 44 %
Yamka 3 30-50 % 45 %
Yamka 4 30-50 % 44 %
Yamka S 30-50 % 43 %
Yamka 6 30-50 % 44 %
- 3TAN L2;
Kaxnoe 3HaudeHue 27-55 % HE MPOBCOMNOCH
CpenHee (L1 + L2) 30-50 % HE TNPOBCOUNOCH
- BTAN L3:
Kaxpmoe 3HadeHMe 22 TAE. : 27-55 % HE NPOBOOWIOCH
24 TAB. : 24-60 %
Cpendee (L1+L2+L3) 30-50 % HE NPOBOOUNOCH
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«CAHO®M BHHTPOI HMHOYCTPUAs
AmbGapac-3-Jlarpas

1 pw ne na Bbhepx

KAPEOH-BMIAH, 33565 CEDEX, dpaHuma
Tes.: 0557303000 Parc: 0557303600

wepinynnal adaJansid /
AHa/INTHYECKHH NACTIOPT CEPHH

SANOFI g

Kon & Oa3e naHHex GMID:
JlaTa nponasoncTea:
Omcana :

Tun:

$0pMa BRIMYCKE :

CrpaHa nponaxH:
TononHuTeneraa vHbOpMaLME ;

Ccelnka Ha [0Cbe:
Ccuinka Ha Bepcuio ceprudMxaTa aHanu3a:

188194
3-Hion-2019 llaTa MCTedeHMa CpOoka DOOHOCTH:
OENAKHH XPOHO, 500 MI', 30 TAEJNETOK MPONOHTHPOBAHHOTO BHCBOEBOXOEHMA

TaOnerTkyt MOOMPULUMPOBAHHOTO BLICBOOOKAEHUS, NOKPHTHE OOONQYKOH, C PUCKON € 0BEeMX CTOpPOH

9A567
WMIOH=-2022

Homep cepun

Mo 30 radneTok BO QNakoH. OmouH GJAKCH B KAPTOHHYR Ma4Ky
Poccua
H/N

MH-00005 Bep. 2.0
3

HCIIBITAHUSA CIIEIITHOUKALIUH PE3YJBTATDBI
* [POLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOTO YEPE3 6 YACOB:
- 3TAI L1:

Yamra 1 50-70 % 63 %

Yamka 2 50-70 % 64 %

Yawka 3 50-70 % 64 %

Yawka 4 50-70 % 63 %

Yawka 5 50-70 % 63 %

Yawka 6 50-70 % 63 %
- 3TAN L2
Kaxnoe 3HayeHue 45-77 % HE MPOBOOMIIOCH
Cpennee (L1 + L2) 50-70 % HE NPOBOOWJIOCH
- JTAN L3:
Kaxnooe 3HaueHue 22 TAB. 45-77 % HE MPOBOIMNIOCH

24 TAE. 40-84 %

CpenHee {L1+L2+L3) 50-70 % HE MPOBOOMADCE
KOMMYECTBEHHOE OMPEJENEHUE
HCH BANBIPOATA (B BMIOE HATPMA 475,0 525,0 MI'/TAE 501,2 MI'/TAB
WCOHA BANBIPOATA {OnuxH. HMK-cnexTp/iX)
CCIEPXAHUE B MNPOUEHTAX 95,0 105,0 % 100,2 %

HacToAupM A MoATBepxAam, UTO BHUEYKAZAHHAA WHQODMALUMA ABJAETCA BEPHOM UM TOUHONM. JlaHHad Cepua Npenapara Guna
M3POTOBMEHA, BXINUAA STAaNL YNAKOBKM/MAPKMPOBKM M KOHTDOJA KAYECTBA, HA BHEUEYNOMAHYTHX NPOM3BOACTEEHHHX MICWALKAX B
MOJSHOM COOTBETCTBMM € TpeGOBaHMAMM GMP

MECTHBIX 3IAKOHOOATENbHHX OPraHOB BJIACTH, a4 TAKKe CO0 chneuMpuraumasmis B PerMcTPaUMOHHOM YIOCTOBEDEHUM CTRAHB-MMNOPTEPA.
[lo pe3yneTaTaM NPOBEPKM 3aNMCHM O NPOMBBOINCTEE, YNAKOBKE M AHAAW3E€ CEPUM COOTBETCTBOBANM TpelSoBaHMAM GMP.
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CCPIHPHURKAT AHAJINUSA /

AHAINTHYECKHH ACTOPT CEPHH SANOFI Y

«CAHOOHM BHMHTPOIN MHAOYCTPHA»
Ambapac-3-farpas

1l po e na Boepx

KAPEOH-EJIAH, 33565 CEDEX, ®paHuus
Ten.: 0557303000 darc: 0557303600

Koo s Gase naHHWX GMID: 188194 Homep cepun 9h567
Eara NpoM3BOACTBa: 3-MKI-201¢9 HBaTa MCTE@YEHMA CPOKa POOHCCTHM: HKH-2022
Omicanite : IOETAKME XPOHO, 500 MI', 30 TABJIETOX MNPONOHTMPOBAHEOTI'O BHCBOBOXIEHRMA

THn: TaGneTku MOOMPUUMPOBAHHOTO BHCECOOKOSHMA, MOKDPHTHE OOOAOUKOR, C PUCKON C ODeMX CTOPOH
dopea BHIOYCKA: Mo 30 rTadGnerck 80 ¢nawcH. OnvH ¢aKOH B KAPTOHHYIO MAuKy

CrpaHa NPoLaxu: Poccua

IononHuTensHaa mHbopMauna: H/N

Ccuika Ha 0ocbe: ME-G0Q0S5 pep. 2.0

Ccuka HAa BEpCHX CeprTHMKaTa aHanM3a: i

PeumaHne CoobpeHo

HJaTa: 24-MKJI-2019 17:14:54.00

YNonHOMONEHHOe NMIIO MM npancTaABMTENE ; WEILL Myriam

CepTudHrkaTH aAHANMAA SABEPEHH BJSKTPOHHONR RNOINMCLID.
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Certilicate ot 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 9AS567
Manufacturing Date: 4-JUL-2019 Expiry Date: JUN-2022
Description: DEPAKINE C500 SEC NF 3QCP RU
Type: Modified release scored coated tablet
Presentation; Box with 1 tube of 30 tablets
Market Name: Russia
Additicnnal inf: NA
Héférence dossier: MH-00005 v. 2.0
Réf. Col 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 759 MG
UNIFCRMITY 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 L1:
Bowl 1 10 - 30 P.CENT 22 P.CENT
. Bowl 2 10 - 30 P.CENT 23 P.CENT
Bowl 3 10 - 30 P.CENT 23 P.CENT
Bowl 4 10 - 30 P.CENT 22 P.CENT
. Bowl 5 10 - 30 P.CENT 22 P.CENT
Bowl & 10 - 30 P.CENT 22 P.CENT

rap_coa_resultats v§ Page 1 / 4



Certiticate 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 98567

Manufacturing Date: 4-JUL-2019 Expiry Date: JUN-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
I = peereey)
CONTROLES SPECIFICATIONS RESULTS

- STAGE L2:

Each value 9-- 33 P.CENT NOT APPLIED

Average (L1+L2} 100 - 30 P.CENT NOT APPLIED

- STAGE L3

Each wvalue 22 TRB.: 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 HOURS

- STAGE L1:
Bowl 1 30 - 50 P.CENT 44 P.CENT
Bowl 2 30 - 50 P.CENT 44 P.CENT

. Bowl 3 30 - 50 P.CENT 45 P,CENT
Bowl 4 30 - 50 P.CENT 44 P.CENT
Bowl 5 30 - 50 P.CENT 43 P.CENT

. Bowl 6 30 - 50 P.CENT 44 P,.CENT

- STAGE L2:

Each wvalue 27 - 55 P.CENT NOT APPLIED

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

- STAGE L3

Each walue 22 TAB ; 27 - 55 P.CENT WOT APPLIED

24 TAB : 24 ~ 60 P.CENT
Average (L1+LZ2+L3) 30 - 50 P.CENT NOT APPLIED
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Certificate of analysis /

Batch certificate SANOFI bj

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.d557303600

Code GMID: 188194 Lot number 2A567
Manufacturing Date: 4-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 versiont 3

- =%

CONTROLES SPECIFICATIONS RESULTS

* PERCENTAGE OF VALPROATE ICN DISSOLVED AFTER 6 HOURS

- STAGE Ll:
Bowl 1 50 - 70 P.CENT 63 P.CENT
Bowl 2 50 - 70 P.CENT 64 P.CENT
Bowl 3 50 - 70 P.CENT 64 P.CENT
Bowl 4 50 - 70 P.CENT 63 P.CENT
Bowl 5 50 - 70 P.CENT 63 P.CENT
Bowl © 50 - 70 P.CENT 63 P.CENT

- STAGE L2 :

Each value 45 - 77 P.CENT NOT APPLIED

Average {L1+L2} 50 - 70 P.CENT WOT 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

BSSAY

VALPROATE ION (EXPRESSED AS SODIUM 475. 0 525.0 MG/TAB 501.2 MG/CP

VALPROATE} (NIR/CL)

CONTENT in PERCENTAGE 95.0 105.0 P.CENT 100.2 P.CENT

For Russian market, manufacturer assures Quality of Micreobioclogy 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 autherity 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
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Certificate of analysis /

Batch certificate

SANOFI WINTHROFP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI vp

Code GMID:

Manufacturing Date:

Dascription:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

188194 Lot number
4-JUL-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
3

Expiry Date:

9A567
JoN-2022

h

Decision

Date:

Qualified person or Delegate:

Accepted
24-JUL-2019 17:14:54.00

WEILL Myriam

Certificate of analyses electronically approved
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