TEKJIAPAITMS O COOTBETCTBUHA

JAEKJAPAHT, IPHHHMAIOIIAN AEKJAPAIIAIO O COOTBETCTBHM
AO "Catotpu Poccus"

Csedenys p pezucmpayuu opzanusayuu: Mexcpationran uncnexyus dedepansroti Hanoz060i cayocber Ne 46 no |
2. Mocxse )1.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenedhon/paxc: 8 (495) 721-14-00/721-14-11

B muye: [l'@nepanensiti dupexmop Monxc O.A.
Josepelnge J‘HL[O.‘ Knoroea FO.C., dosepennocmb 6/u om 01,12,2017
AR f T, UTO

nexapc e HHOE cpedcmeo: denakun XpoHo, mabremKu npoRORZUPOBARHOZ0 deticmeus noxpotmbie 0BonouKoll
500 mz 0 wm., pnaxonet (1), nauxu kapmonnvie, PY Ne IT N013004/01 om 29.03.2012, cepun 94938, napmun
24120 ynaxoeok, 200en do 30.09.2022, npouseodcmea Caroghu Bunmpon Hndycmpus, @panyus, 1 pio de na
Boepoic,| Ambapec-3-Jlazpas, 33565, Kapbou-Bran Cedexe, kod OKIT[2 21.20.10.233, koo TH B3
3004900002, xosmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085352605 om 05.11.2019

COOTBETCTBYET TPEEOBAHHUSIM

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

HEKJIAPAITHSA ITPUHSATA HA OCHOBAHHUHU

npomokrpr ucneimanuii Ne 34510 om 15.11.2019 HJI 000 HL] "PAPMOEOPOHA", ammecmam
axxpedumpyuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.OM08.C54613 om 15.11.2019

4 JEKJIAPATIMH 15.11.2019
BUTEJIBHA O 30.09.2022
% Knokosa 10.C.
%o,unﬂcs ®.H1.0

CBEJAEHWS O PETUCTPALIUHA

OPTAH|IIO CEPTU®HKALINH, 3SAPEFTHCTPUPOBABIINHH JEKJIAPAITHIO

RA.RU. 1] PM0O8 OPTAH ITO CEPTHOHUKALIHH ITPOJVKI[HH OFLECTBO C OTPAHHYEHHOH
OTBET( T EHHOCTbIO "OKPY)XHOU LIEHTP KOHTPOJI KAYECTBA",

adpec opeanusayuu: 115280, z. Mockea, yr. Macmepxosa, 9. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpyxdyuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men, :(495)788-02-88, ee6-
catim: ouKK.pg.

JAEKJI/ A'Iﬂlﬂ 0 COOTBETCTBUH 3APETUCTPHPOBAHA N POCC RU J-FR.DM08.4.45044/19
JATA P PATTM M 15.11.2019
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CEePTHPHKAT aHaJIHu3ia /

AHAJIMTHYECKHH NACHOPT CEPHH SANOFI Y J

«CAHO®M BHHTPON WHOYCTPHUA=
AMGapac-2-Jlarpae

1 pw ne na Boepx

KAPEOH-ENAH, 33565 CEDEX, ®¢paHuUMA
Ten.: 0557303000 daxc: 0557303600

Kon B Case maHHWx GMID: 188194 Homep cepuu 9A938
JlaTa nNpoOMIBOOCTEA: 3-OKT-2019 llara ucreueHuA cpoxa roadocTh: CEH-2022
Omicarnma: OEMAKMH XPOHO, 500 M, 30 TABNETOK MPOJNOHI'MPOBAHHOT'Q BHCBOBONMIEHMA
Turn: TaOneTkM MOOMPUUMPOBAHHOIND BLHICBOBOXKOSHUA, NOKPHITHE O0CNOYKOHA, C PMCKOR C OOEMX CTOPOH
PopMa BREINyCKa: Mo 30 TadbneTox BO ¢nakoH. OOMH PNakOH B KAPTOHHYI NaUYKY
CrpaHa nponaxw: Poccua
lonenHuTeneHaa wH$opMats: H/N
Cchinka Ha mocbe: MH-00005 Bep. 2.0
Ccunka Ha BEpCHM CepTHPMKATa aHaMM3a: 3
HUCIIBITAHHUA CIIEHIHOUKAIIUHA PE3YJBTATBI
XAPAKTEPUCTHUKH
+ OMNMCAHVWE HAPOAONTOBATHE TABNETKM, [NOKPHTHE COOTBETCTBYET
OBONIOYKOM C PUCKOA C OBEMX CTOPOH
. UBET HPAKTHYECKHM EENHIA COOTBETCTBYET
NOANMHHOCTB
MOH BARBLMNPOATA (OGmmxH. WK-cnerTp/¥X) COOTBETCTBYET COOTBETCTBYET
HCIHTAHUA
. MACCA:
CPEOHAA MACCA 722-798 MI’ 756 MI
OOHOPOOHOCTL OO3MPOBAHMA (MO MACCE) COOTBETCTBYET COOTBETCTBYET
HCIOHTAHHME AEMMMHX TABJAETOK HA PA3NOM COOTBETCTBYET COOTBETCTBYET
. PACTBOPEHHUE:

HMOH BANBLNPOATA (B BMIOE HATPHMA BAMBIIPOATA) (¥X)

* MPOUEHT MOHA BAJEINPOATA, PACTBOPEHHOI'Q YEPE3 1 HYAC:

- 3TAIN L1:
Yawka 1 10-30 % 22 %
Yawka 2 10-30 % 22 %
Yamxa 3 10-30 % 22 %
Yamka 4 10-30 % 21 %
Yamkxa 5 10-30 % 22 %
. Yamka 6 10-30 % 22 %
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CECPIAPHUKAT aHAJNM3A /

AHanuTHUecKHi MacnopT cepuu SANOFI Y |

«CAHOOW BMHTPOI HHOYCTPHA»
AMGapac-3-flarpas

1 po ge na Boepx

KAPEOH-BJIAH, 33565 CEDEX, ¢paHuua
Ten.: 0557303000 daxc: 0557303600

Kon B 0a3e maHHeiX GMID: 188194 HoMmep cepuH 9A938
llaTa npowaeoncTea: 3-0KT-201% HaTa McTewenusa Cpoxa roaxocTH: CEH-2022
Ormcanie : AENAKMH XPOHO, 500 MI', 3¢ TABJNETOK NPONOHIMPOBAHEOIO BHCBOBOXIEHMA

Tun: TaoneTkn MOOMPMUNMPOBAHHOTO BHCBOOOKIEHWA, NOKPMTHE OGOJOYKAN, C PUCKOA ¢ O0¢Mx CTOPOH
dopMa BHINYCKA : flo 30 Tadnerox BO (QnakoH. OAvH GNAKCH B KAPTOHHYD Mayky

CTpaHa NpooaxM: Foccua

DononHuTensHan MHYOPMALWA H/N

Cchltka Ha ROChE: MH-00005 Bep. 2.0

Ccruika Ha BepcHi CeprudMKaTa aHanMza: 3

HCIILITAHHA CIIEIIH®PUKANIVH PE3YJBTATHI

- 3TAIl L2:

Kaxnoe 3HaueHue 9-33 % HE MPOBCAMNOCH

CpenHee (L1 + L2} 10-30 % HE MNPOBOOMAOCE

- 3TAIl L3:

Kaxnoe 3HauveHue 22 TAB., : 9-33 % HE NPOBOAWMIOCH

24 TAB. : 8-36 %

Cpeaunee (L1+L2+L3}) 10-30 % HE NPOBOOMACCH

* [TPOUEHT MOHA BANBIPOATA, PACTBOPEHHOIO YEPE3 3 YACA:

- 3TAN L1:
Yamra 1 30-50 % 43 %
Yamka 2 30-50 % 43 %
Yamkxa 3 30-50 % 43 %
Yamxa 4 30-50 % 43 %
Yawmka 5 30-50 % 43 %
Yawka 6 30-50 % 44 %
- 3TARD L2:
Kamnoe 3HayeHMUe 27-55 % HE HOPOBOOMAOCE
CpeaHee (L1 + L2) 30-50 % HE MNPOBOOHMIOCHE
- 3TAIl L3:
Haxnoe 3HAYeHMUE 22 TAB. : 27-55 % HE NPOBOOWUNOCH
24 TAB. : 24-60 %
Cpennee (L1+L24L3) 30-50 % HE TNPOBOAMNIOCH

rap_coa resultats vs CrpaHuua 2 U3 4



«CAHO®H BMHTPOI MHAYCTPUA»
AMmGapac-3-Jlarpas

1l pw me na Beopx

KAPECH-BJIAH, 33565 CEDEX, ¢paHuuA
Ten.: 0557303000 ¢axc: 0557303600

CEPIHQUKAT AHAJIN3A /
AHa/IMTHYECKNH NacnopT cepHH

SANOFI g

Koo B Ga’e maHHeX GMID:
[aTa nNpOWIBOINCTBA:
Omacanma:
! Tun:

dopMa BHIMYCKa:

CrpaHa nponaxm:
JoNOAHUTENLHAA WMHDODPMALMA

Ccrnka Ha gocbe:
Cecriika Ha Bepcui cepTuduicatTa anwanuvaa:

188154
3-0OKT-2019 AaTa UCTeYEeHMA CPOKA TOAHOCTH:
NEOAKHH XPOHO, 500 MI', 30 TABNETOK NPONOHTHPOBAHHOT'O PHCBOBOXAEHII

TadneTkl MOAMPUUMPOBAHHOTO BHCBOCOXOGHMA, MOKPHTHE OBONOYKONA, € PUCKOR C OOEMX CTOpPoH

9A938
CEH-2022

Homep cepuu

o 30 Tabnerox B¢ ¢naxkoH. OQoMH (NakoH B KAPTOHHYIO Nayky
Poccua
H/0

MH-00005 Bep. 2.0
3

HCIIBITAHHA CIIEHU®HUKAIITMHA PE3YJIBTATHI
* OPOUEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O YEPE3 6 YACOB:
- 3TAN L1:

Yamka 1 50-70 % 63 %
. Hawmka 2 50=-70 % 63 %
. HYawka 3 50-70 % 63 %

Yamka 4 50-70 % 62 %

Yawka 5 50-70 % 63 %

Yawka 6 50-70 % 63 %
- 3TAN L2
Kaxpnoe aHauaHue 45-77 % HE [OPOBOOMNOCE
CpenHee (L1 + L2} 50-70 % HE MPOBOOMNOCKH
- 3TADIl L3:
Kamnoe sHaveHue 22 TAB. 45-77 % HE NPOBOIMNIOCH

24 TAB, 40-84 %

CpesgHee {L1+L2+L3) 50-70 % HE HOPCBOOWNOCH
KONMMYECTBEHHOE ONPEJEREHKME
MOH BANLIPOATA (B BHIOE HATPMA 475,0 525,0 MI'/TAB 493,0 MI'/TAB
VIOHA BANBIPOATA (GaumH. HMK-cnexkTp/XX}
COOEPX¥AHWE B NPOUEHTAX 95,0 105,0 % 98,6 %

HacroamuM £ NOATBEpANAK, YTO BHUEYKA33HHAA MHpOPMaLMA ABAAETCA BepHOlt W TOuHOW. JlaHHaa cepua npenapata Guma
M3rOTOBNEHA, BRAKYAA 3TANH YNAKOBKW/MADKMPOBKM M KOHTDOJNA KAYECTBA, HA BHWEYNOMARYTHX NPOMIBONCTBEHHHX NIOWALKAX B
NOJIHOM COOTBETCTBMM C TpeloBaHUAMM GMP

MECTHEIX 3AKOHONATENBHELX OPIAHOB BJIACTH, a TaKXe CO CcreuMiMkaumamy B PEerMCTPaUMOHHOM yIOOCTOBEPEHMM CTPaHH-MMIODTepa,
o pesynbTaTaMm NpPOBePKH 3aMMCH O NPOM3IBOACTEE, YNAaKOBKE M AHANM3E CepHM COOTBETCTBOBANM TpefoBaHuAM GMP.

rap_coa_regultats v§
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LOPINPpMRal aHAJNNSA /

AHaINTHYeCKHil macmopT cepuu SANOFI Y |

«CAHOPM BHMHTPON MHEYCTPHUA»
AmGapac-5-Jlarpas

1 pwo pOe na Beepx

KAPBEOH-BJIAH, 33565 CEDEX, ¢panuus
Ten.: 0557303000 daxc: 0557303600

Kon B 0ase nanuux GMID: 188194 Homep cepuu 54938
llaTa NpoM3BOOCTBa: 3-QKT=-2019 BaTa ucTeueHus cCpoka romdHocTH: CEH-2022
OmicaHme : HEOAKHMH XPOHOC, 500 MI', 30 TAENETOK NPONCHIMPOBAHHOFO BHCBOBORNEHMA

Tun: TabneTky MEOMPMUMPOBAHHOPO BHCBOGOKNSHMA, MOKPHTHE OBCJOYKONH, © PUCKCH ¢ ofenx cTopod
dopmMa BRIYCKA: Mo 30 radneTok BC GnaxoH. Omun $NakKOH B KADTOHHYI Nauky

CTpaHa npoOaku: Poccua

HononuuTensHan WHGOPMALNA : H/M

Ccopinka Ha nocse: MH-00005 Bep. 2.0

CcuinKka Ha BepCHI CePTUPMKATA AHAMU3A; 3

Pamwesie OnobpeHo

Hama: 17-OKT-201% 18:35:03.00

YOoOnHOMOUGHHOe MO MMM NPeRCTaABMTaNbL : DELASA Isabelle

CepTUMMKATH aHANK3A BAaBepeHH SNeKTPOHHONW NONNUCHID.
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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 g

Code GMID: 188194 Lot number 98938
Manufacturing Date: 3-0CT-2019 Expiry Date: SEP-2022
Description: 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
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG SCORED FILM-CCATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 122 - 798 MG 756 MG
UNIFORMITY CF 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 10 -~ 30 P.CENT 21 P.CENT
Bowl 5 10 - 30 P.CENT 22 P.CENT
Bowl & 10 ~ 30 P.CENT 22 P.CENT

rap_cos_tesultats v5 Page
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Certificate of analysis /

Batch certificate SA N O F I \)

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 9Aa938

Manufacturing Date: 3-0CT-2019 Expiry Date: SEP-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

R&f. CoA version: 3
s s =,
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:
Each value 9 - 33 P.CENT NOT APPLIED
Average (L1+L2}) 10 - 30 P.CENT WOT APPLIED
- STAGE L3 :
Each value 22 TAB ¢ 9 - 33 P.CENT NOT APPLIED
24"TAB : "B - 36 P.CENT
Average (L1+L2+L3) 10 - 30 P.CENT NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSCOLVED AFTER 3 HOURS :

- STAGE L1:

. Bowl 1 30 - S0 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 43 P.CENT
Bowl 5 30 - 50 P.CENT 43 P.CENT
Bowl 6 30 - 30 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 (L1+L2+L3) 30 - 50 P.CENT NOT APPLIED

rap_coa resultats v§ Page 2 / 4



Certificate of analysis /

Batch certificate SANOFI \)

SANQFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A938
Manufacturing Date: 3-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Mecdified 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 e =—a kS — =
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
STAGE L1:
Bowl 1 50 - 70 P.CENT 63 P.CENT
Bowl 2 50 - 70 P.CENT 63 P.CENT
. Bowl 3 50 - 70 P.CENT 63 P.CENT
. Bowl 4 30 - 70 P.CENT 62 P.CENT
Bowl 5 530 - 70 P.CENT 63 P.CENT
Bowl © 50 - 70 P.CENT 63 P.CENT
- STAGE L2
EBEach value 43 - 77 P.CENT NOT APPLIED
Average ({(L1+L2) 50 - 70 P.CENT NQT APPLIED
- STAGE L3
Each value 22 TAB 1 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. ¢ 525.0 MG/TAB 493.0 MG/CP
VALPROATE) {NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 98.6 P.CENT

For Russian market, manufacturer assures Quality of Microbioclogy 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

requlrements 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_resultata v§ Fage 3 / 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

%ode GMID: 1868194 Lot number 9A938
Manufacturing Date: 3-0CT-2019 Expiry Date: SEP=-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

Decision Accepted

Date: 17-0CT-2019 18:35:03.00
Qualified person or Delegate: DELASA Isabelle

Certificate of analyses electronically approved
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