JTEKJAPAIIUA O COOTBETCTBHM

HEKJIAPAHT, IPHHUMAIOIIAMN JEKJIAPAIIIO O COOTBETCTBAHA

AO "Canoghu Poccun”

Cesedenun o pezucmpayuu opzanusayuu.: Medxcpaiionnan uncnexyus Pedeparvrol nanozoeoii cayxcovr N 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvruiii dupexmop Monxe O.A.

Hoeepennoe auyo: Knoxoea 10.C., dosepennocms 6/n om 01.12.2017

SASABJSAET, UYTO
nexapcmeennoe cpedcmeo: [lenaxun xpono, mabremxy NPOROHZUPOSAHRO20 OelicmeuA noxpyrimble 060R0NKOU

500 mz 30 wm., Pnavonw (1), nauxu xapmonnwie, PY Ne I1 NO13004/01 om 29.03.2012 , cepun 94766, napmusn
24352 ynaxosox, 200ex do 31.07.2022, npouseodcmea Carodu Bunmpon Hndycmpun, ®panyus, 1 pio Oe na
Buepoic, Ambapec-3-Jlazpas, 33565, Kapbon-Bbnan Cedexc, xod OKII2 21.20.10.233, xod TH BI/]
3004900002, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085349113 om 04.10.2019

COOTBETCTBYET TPEBOBAHHMAM
HIT 42-4112-06 uzm. Me 1-6

JEKJIAPAIINS ITIPERHATA HA OCHOBAHHHA
npomoxon ticnvimanuit Ne 30360 om 11.10.2019 H/T 000 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.®M08.C50916 om 11.10.2019

Knoxosa 10.C.
0.0

CBEJAEHUSI O PETUCTPAIINN

OPTAH IIO CEPTHOUKAIIUH, 3APETHCTPHPOBABIIHI AEKJIAPAIIAIO

RA.RU.11OM08 OPIAH ITO CEPTHOHKAIIHHW TPOOVKLHH OFI[ECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH IEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoéa, 0. 4, sm. 3, nom. I, xom. 1, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-

catiim: oyxx.pg.

« 0 pr}KH 0 ﬂ
UewIprKonTpons
Kauectean /& Jlunenxo U.B.

Pyxosoaurens OC




CECPTHPHKAT aHAJIHA3A /

AHAINTHYECKHH NACTIOPT cepUH SAN O o Y

«CAHO®M BHMHTPOIN MHOVCTPHA»
Ambapac-3-Jlarpas

1 pw Oe Jsa Beepx

KAPEOH-BNAH, 33565 CEDEX, ¢paHuMA
Ten.: 0557303000 darc: 0557303600

Kon B Oa3e ERaHuux GMID: 188194 Homep cepum 9AT66
JaTa NMpoOU3BCACTBEA : 12-AB[-2019 Havra mCcTeYeHMA CPOKa [OOHOCTW: MQNM-2022
Oricauva : HENAKME XPOHO, 500 M, 30 TABIETOK MNPONOHTHUPOBAHEOTC BRICEBOBOXAEHMA
Tun: TabneTky MOZMPUUKPOBAHHOTC BHCBOOOXKINEHKA, NOKXPHTHE OOGOMCHUKON, € PHMCKON C ofeux CTODOH
PopMa BLINYCKE @ flo 30 Tabnerok BO QNakow. OmvH ¢NAKOH B KApPTOHHYID NAuKy
CrpaHa nNponaxu: Foccuna
HonoAHUTeNeHaA MHpOPpMaLma : H/N
Ccelnka Ha Doche: MH-00005 Bep. 2.0
Ccrnka Ha BEPCHMIO CepTUOHMKATA AHANMSBA: 3
HCIIBITAHHA CIIEHU®UKAILIMH PE3YIJIBTATAI
XAPAKTEPHCTUKH

QOIMHACAHHUE NPOOONT'OBATHE TABAETKH, NOKPHTHE COOTBETCTBYET

OBOJIOYKONA C PHMCKOM C OBEMX CTOPOH

IBET NPAKTUYECKY BENHHA COCTBETCTBYET
NOONMHHOCTE

MOH BANBIIPOATA (OGmmxH. HMK-cnektp/#X) COOTBETCTBYET COOTBETCTBYET
UCTIHTAHUA
. MACCA:
CPEOHAA MACCA T22-798 M 757 MI'
OOHOPOOHOCTE AO3MPOBAHMA ([0 MACCE) COCTBETCTBYET COOTBETCTBYET
. MCOHTAHME NEJMMHX TABJETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET
. PACTBOPEHME :

MOH BAJILHPOATA (B BMOE HATPMA BANBIPOATA) (X))

* MPOLEHT WOHA BAJNBIIPOATA, PACTBOPEHHOIO YEPE3 1 4AC:

- 3TAN L1:
Yamka 1 10-30 % 20 %
Yamka 2 10-30 % 21 %
Yamka 3 10-30 % 20 %
. Yamxa 4 10-30 % 21 %
Yawka 5 10-30 % 21 %
. Yamka 6 10-30 % 20 %

rap_coa_resultats v§ CrpaHMua 1 u3 4



CEePTUQEUKAT aHAJIH3A /

AHaIATHYECKHI NACNOPT cepum SANOFI . Y |

«CAHO®HM BUHTPOI MHAYCTPHA»
AMGapac-3-flarpas

1 po ne na Bwoepx

KAPBOH-EJIAH, 33565 CEDEX, ¢paHums
Ten.: 0557303000 darc: 0557303600

Kon B 0ase fnanHey GMID: 188194 Homep cepun 9A766
JlaTa NPOM3IBOACTEA: 12-ABI-2019 DaTa ucTeueHMA CPOKa POOHOCTM: MION-2022
OmscaHMe : BEMNAKMH XPOHO, 500 M, 30 TABNETOK NPOMOHTMPOBAHHOIC BHCBOBOXIEHMS
Ter: Tabnetkn MOAUPUULUPOBAHHONO BHICBOOOKASHKA, TIOKPHITHE OO0ONOMKOW, C DHUCKOR C O00eMX CTOPOH
dopMa BRNYCKE : No 30 radnerox Be ¢naxwoH. OOMH QNakoH B KAPTOHHYO MNayky
CTpaHa NpoOakH: Foccua
[ononHyTensHaA HHPOPMALMS : H/T
Cceika Ha nocke:! MH-00005 Bep. 2.0
Cchiika Ha BepcuMK cepTuduxaTa aHanusIa: 3
3TAN L2:
Kaxnoe 3HaudgHHe 9-33 % HE MNPOBCOMNOCH
Cpenuee (L1 + L2) 10-30 % HE NPOBOOMNOCH
- 3TAMN L3:
Kaxnoe 3HaueHue 22 TAE. : 9-33 % HE NPOBOOMNOCH

24 TAB, : B-36 %

CpenHee (L1+L2+L3} 10-30 % HE TPOBOOMIIOCH

* [POLEHT MOHA BANBIIPOATA, PACTBOPEHHOI'G  YEPE3 3 YACA:

= 3ITAIl L1:
. Yawka 1 30-50 % 41 %
. Yawka 2 30-50 % 41 %
Yawka 3 30-50 % 41 %
Yamwxa 4 30-50 % 41 %
Yawka 5 30-50 % 41 %
Yailika 6 30-50 & 41 %
- 3TAN L2:
Kaxfaoe sHaueHHe 27-55 % HE NPOBOOMIOCH
Cpenxee (L1 + L2} 30-50 % HE NPOBOIMIIOCE
- 3TAN L3:
Kaxmoe aHaueHUe 22 TABE. : 27-55 % HE NPOBOAMMOCH
24 TAB. : 24-60 %
Cpenuee (L1+L2+L3) 30-50 % HE MNPOBOOUNOCE

rap_coa_resultats vs Crpasuua 2 M3 4



AHAIMTHYECKHH MACHOPT cepUH

«CAHODH BHMHTPCIT MHOYCTPHA»
AMOapac-3-Jlarpas

1l po ne na Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®dpaHums
Tem.: 0557303000 daxc: 0557303600

UEPTHPHKAT AaHAJIM3A /

SANOFI g

Kon B Gaze maHHwx GMID:
JaTa npouM3BOOCTEA:
Cipicanme :

Tun:

dopma BeNYCKa:

CTpana npomaxM:
HononHuTenbHaa WMHOpMaUNA:

Ccelika Ha Oocke:
Ceoeka Ha BepCul CepTUPMKATa aHanKza:

188194
12-ABl-2019 JlaTa ncTevyerUAa CPoKa POOHOCTEH:
OENAKHME XPOHO, 500 M, 30 TABNETOK NPONCHIMPOBAHHOTO BHCROBOXIEHMA

TabneTKHd MOOWUPUUMPOBAHHODO BHCRQOOXIEHUA,

9AT66
Hin-2022

Homep cepun

MOKpPBITEIE OOONOYKON, C PUCKOM C O0EMX CTOPOH
Mo 30 ratnetok BO $NakoH. OOMH QNAKOH B KAPTOHHYI MauKy
Poccun

H/0

MH-00005 pep. 2.0
3

HUCIIBITAHHUA CIIEIHOUKALIUU PE3YJIBTATBI
* MPOUEHT WOHA BANBNPOATA, PACTBOPEHHOID YEPE3 6 YACOR:
- 3TAIl L1:

Yawxa 1 50-70 % 61 %

Yamxa 2 50-70 % 60 %

Yawka 3 50-70 % 59 %

Yawka 4 50-70 % 61 %

Yawxa 5 50-70 % 60 %

Yawka 6 50-70 % 60 %
- 3TAN L2
Kaxgoe 3HaueHue 45~77 % HE NPCBOOMMOCEH
CpenHee (L1 + L2} 50-70 % HE MPOBOOMNOCH
- 3TAIl L3:
Kaxgoe SHaudeHue 22 TAE. 45-77 % HE MPOBOIMNOCH

24 TAB. 40-84 %

CpenHee (L1+L2+L3) 50-70 % HE MNMPOBOIOMNOCE
KOJHYECTBEHHOE OIIPEJENEHHE
WOH BANBNPOATA (B BMIAE HATPMA 475, 0 525,0 MI'/TAB 500,5 MI'/TAB
MOHA BANLHOPOATA (OauxH. MK-cnekTp/XX)
COOEPXAHHME B MPOLEHTAX 95,0 105,0 % 100,1 %

HacToaumy A NOATBepPEAAK, HYTO BHWEYKAZAHHAA WHPOPMALMA ABAAETCA BepHOW M TOUHOH. JlaHHAA CePMA Mpenapata Omula
W3IOTOBMEHA, BKAKNUAA ITANH YNAKOBKH/MAPKHUPOBKM M KOHTPONA KAYECTBA, HA BHWEYNOMAHYTHX NPOM3BOLACTBEHHHX MIOWANKEX B
[IONMIHOM COOTBETCTEBMM C TpeboBaHusammu GMP

MECTHLEX 3AKOHOLATEJBHHX OPTaHOB BMACTH, 4 TaKke CO coeunduMxaumMaMM B PerMCTPAUMOHHOM YNOCTOBEPEHMM CTPAHH-HMMICPTEPA .
llo pesyneraraM NpoBepKM 3anmMCH O NPOHIBOOCTEE, YNAKOBKE M aHaNMM2e CePUM COOTBETCTBOBANM TpeGoBaHMAM GMP.

rap_coa_resultats v5
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AHATHTHYCCKHH MACIOPT CEPHHA

«CARHOOM BHUHTPOI HMHOYCTPHUA»
AmGapac-D-Nlarpas

1 pw me na Bbepx

KAPECOH-BAAH, 33565 CEDEX, ®dpanuusa
Ten.: 0557303000 9axc: 0557303600

CepTH(PHKAT aHAJIH3A /

SANOFI .7

Kon B Oa3e maHHblx GMID:
[aTa rnpoM3aoncTea:
Omcamme:

Tumn:

dopMa BRIMYCKa ¢

CrpaHa nponaxd:
HonoaHUTEensHAA MHOOPMAUNA ;

Cenlrka Ha Qocke:
Ccoliika Ha Bepcuio cepTudhxara aHAMKSA:

9A766
MT-2022

Homep cepun

12-ABI'-2019 IaTa MCTeUEHMA CPOKa DORHOCTM:
HENAKMH XPOHO, 500 MT', 30 TABJIETOK NPOJICHIMPOBAHHOI'O BHCBOEOXIEHIMA

TatneTk MOIMOMUMPOBAHHOTO BHCBOOOXKNESHMA, NCKPHWTHE OUOMOYKOM, C PMCKCH C 00eKX CTOPOH

188194

Mo 30 TabneTok BO QpakoH. OOuH (QAKOH B KAPTOHHYID NAauxKy
Poccun

H/N

MH-00005 Bep. 2.0
3

PeweHKe

Hara:

YNOMHOMOYGHHOS JIMUO MITM npasgCcTaeEmToN. :

OpnoBpeHo
11-CEH-2019% 08:42:33.00

WEILL Myriam

CeprndMraTH AHANMIA SABEpEeHH 3JeKTPOHHOR ROONUCEID,

rap_coa_resultats v5
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Certificate of analysis /

Batch certificate SANOFI 0

SANOFI WINTHRCP INDUSTRIE
ambarés et Lagrave

1 rue de la viexge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A766
Manufacturing Date: 12-AUG-2019 ExXpiry Date: JUL-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

. MAES :

AVERAGE MASS 722 - 798 MG 757 MG
UNIFORMITY QF MASS COMPLIES COMPLIES
- SUBDISVISION OF TABLETS-BREAKLINE TEST COMELIES COMPLIES
. DISSOLUTION:

VALPROATE ION (EXPRESSED AS $SODIUM VALPROATE) (LC}
* PERCENTAGE OF VALPRCATE ION DISSOLVED AFTER 1 HOUR :

STAGE Ll:
. Bowl 1 10 - 30 P.CENT 20 P.CENT
. Bowl 2 10 - 30 P.CENT 21 P.CENT
. Bowl 3 10 - 30 P.CENT 20 P.CENT
. Bowl 4 10 - 30 P.CENT 21 P.CENT
Bowl 5 10 - 30 P.CENT 21 P.CENT
+ Bowl 6 i0. - 30 P.CENT 20 P.CENT

rap_coa_resultats v5 Fage 1 7 4



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambareés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI v g

Each value
Average {Ll1+L2)
- STAGE L3

Each value

Average (L1+L2+L3)

- STAGE Ll:
. Bowl
+ Bowl
. Bowl
- Bowl
. Bowl

Bowl
- STAGE L2:

L= B ¥ L B - PV e

Each wvalue
Average (L1+L2)
- STAGE L3 :

Each value

Average (L1+L2+L3)

9 - 33 P.CENT
10 - 30 P.CENT

22 THB

24 TAB :

9 - 33 P.CENT
8 - 36 P.CENT

10 - 30 P.CENT

300 =150
30 - 50
30 - 50
30 - 50
30 - 50
30 - 50
275-%55
30 - 50
22 TAB :
24 TAB :
30 - 50

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :

P.CENT
P.CENT
P.CENT
P.CENT
P.CENT
P.CENT

P.CENT
P.CENT

27 - 55 P.CENT
24 - 60 P.CENT
P.CENT

Code GMID: 188194 Lot number 9A766
Manufacturing Date: 12-AUG-2019 Expiry Date: JUL-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-QO005 v, 2.0

Réf. CoA version: 3

i = ———— PO S ST
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

41 P.CENT
41 P.CENT
41 P.CENT
41 P.CENT
41 P.CENT
41 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

rap _coa resultats v5
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Certiticate 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 g

For Russian market, manufacturer assures Qual

Code GMID: 188194 Lot number 9A766
Manufacturing Date: 12-AUG-2019 Expiry Date: JUL-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. Col version: 3
e ————— —rr— ——— —— e ——— ————
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

- STAGE L1:

. Bowl 1 50 - 70 P.CENT 61 P.CENT

. Bowl 2 500 - 70 P.CENT 60 P.CENT

. Bowl 3 50 - 70 P.CENT 59 P.CENT

. Bowl 4 50 =~ 70 P.CENT 61 P.CENT

Bowl 5 50 - 70 P.CENT 60 P.CENT
Bowl 6 50 - 70 P.CENT 60 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 500.5 MG/CP
VALPROATE) (NIR/CL]

CONTENT in PERCENTAGE 95.0 105.0 P.CENT 100.1 P.CENT

ity of Microbiology purity to Normatives Documents request

I hereby certify that the above information i
manufactured, including packaging/labelling a
with the GMP

requirements of the local regulatory authorit
importing country. The batch processing, pack

s authentic and accurate. This batch of product has been
nd quality control at the above mentioned sites in full compliance

y and with the specifications in the Marketing Autheorisation of the
aging and analysis records were reviewed to be in compliance with GMP

rap_coa_resultats 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
Tel. 0557303000 Fax.0557303600

SANOFI «p

Code GMID:
Manufacturing Date:
Dascription:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

188194 Lot number
12-A0G=-2019 Expiry Date:
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

9A766
JUL-2022

Ref. CoA version: &)

i

Decision Accepted

bate: 11-3EP-2019 08:42:33.00
Qualified person or Dalegate: WEILL Myriam

Certificate of analyses electronically approved
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