Cepruduxar ananuza /

AHAJIMTHYECKHH NACIOPT CEPHH SA N O F | Y |

«CAHOPU BUHTPOIl HHAYCTPUA»
Ambapsc-2-flarpas

1 pow pe na Beepx

KAPBOH-BJNIAH, 33565 CEDEX, ®parumsa
Ten.: 0557303000 dawxc: 0557303600

Kon B Ga3e NaHHEX GMID: 188194 Homep cepuu 9204X
JaTa NpoM3IBOLCTBA: 30-CKT-201%9 laTa ucreweHnA cpoka rooHocTu: CREHT-2022
Omecarie OEOAKMH XPOHO 500 MI, 30 TABNETOK NPONCHTMPOBAHHOI'O BHCEOBORIUEHWMA (POCCHA)
Tun: TatneTkH MOOMPHMUMPOBAHHOTO BHCBOSOXOSHWA, MNOKPHTHE O0OMOuKGH, C PUCKOH
dopMa BHNYCKa: o 30 Tatnerck Bo $NakoH. OavH (NakoH B KAPTOHHYR Nayky.
Crpada npooaxut Poccuna
JononHuTensHan MHQOpMauMA: Homep PY: 0 NO13004/01
Ccuika Ha AOChe: MH-0000S Bep. 2.0
Cerika Ha BEpPCHUId CEPTU(MKaTa aHanu3a! 3
HUCIIBITAHUA CIIELHTHPUKALINHA PE3YJIBTATHI
XAPAKTEPUCTHUKH
+ ONMHUCAHME NMPOOONT'OBATASA [EJWMAA TABJETKA, COOTBETCTBYET
NOKPHTASA IIEHOYHONM OBONCUKON

IBET NMPAKTHYECKHA BERHH COOTBETCTBYET
NOONUHHOCTE

HCH BAMBIIPCATR {dX{) COCTBETCTBYET COOTBETCTBYET
HCTIHTAHHA

MACCA:
CPEOHAA MACCA 122 798 MI 757 Mr
OINHOPOHHOCTE OOSHMPOBAHMA (IO MACCE)} COOTBETCTBYET COOTBETCTBYET
+ WCIOHTAHME IOEIUMHX TABNETOK HA PABJIOM COOTBETCTRYET COOTBETCTBYET

+ PACTBOPEHME :
UOH BAJILIIPOATA (B BMIOE HATPHA BAJIBIIPOATA] {KX)
* MPOIEHT MCHA BAJNBIPOATA, PACTBOPEHHOT(D YEPE3 1 4YAC:

- 9TAIl Ll:
Yamwka 1 10-30 % 21 %
Yawka 2 10-30 % 22 %
Yawka 3 10-30 % 21 %
Yauxa 4 10-30 % 21 %
Yawka 5 10-30 % 22 %
Yawxa 6 10-30 % 21 %
- BTAN L2:
Kaxgoe 3HaueHue 9=33°4% HE NPHMEHMMO
Cpeguee (L1 + L2) 10-30 % m_i .
e =Rl R,
- 3TAN L3: A ) X
o X
Kaxnoe suauenne 22 TAB. 1 9-33 % ﬂ@ﬂr% '\
! « Pocowua» it
24 TAB. 3 8-36 % jafl«Canodu -
4xll 5anofi Russia AO Il
Cpemiee (L1+L2+L3) 10-30 % LA

'
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AHAJIHTHYECKHH NACOPT cepHH S A N O F | J

«CAHOOM BHHTPOI] MHAYCTPHUA»
AmGapsc-3-Jlarpae

1l po me na Beepwm

KAPBOH-B/IAH, 33565 CEDEX, ®paHuMsa
Ten.: (557303000 daxc: 0557303600

Ceprudukar anannsza /

Kon B Gase padHwx GMID: 188194 Homep cepun JA04X
Iara npouzeoncTha: 30-0KT-2019 laTa ucTeueHuAa cpoka rogHocTH: CEHT-2022
Omcanme : OEOAKMH XPOHO 500 ML, 30 TAEJNETOK OPOJOHATMPOBAHHOTO BHCBOBORXOEAMS (POCCHA)
Tun: TaGJeTkt MOAMPUUMPOBAHHODD BRICRBOGOKOEHMA, NOKPHTHE OOONCUXCH, C PHUCKOR
POpMa BHNYCKA: fto 30 Tatnerck B¢ ¢nakoH. OOMH (UIAKOH B KapTOHHYI Nauky.
CTpaHa npofakM: Poccua
[ononHuTensHaa MHYOPMaUMA : Homep PY: IF NO13004/01
Ccelnxa Ha Ooche: MH~-00005 Bep. 2.0
Ccriltka HA BEPCUY CEpPTHUOMKATA aHANMIA! 3
HCIIBITAHUSA CIIEHU®OUKALINH PE3YJBTATBI
* NPOUEHT MOHA BAJNIBIIPOATA, PACTBOPEHHOI'®C UYEPE3 3 4ACA:
- 2TAN L1:

Yawwra 1 30-50 % 42 %

Hawka 2 30-50 % 43 %

Yawka 3 30-50 % 42 %
. Yamxa 4 30-50 % 42 &
. Yamka 5 30-50 % 43 %
. Yamxa 6 30-50 % 43 &
= 3TAN L2:
Kaxgoe 3HaueHue 27-55 % HE [PHMMEHMMO
Cpennee (L1 + L2) 30-50 % HE [PMMEHMMOQ
- 3TAN L3:
Kaxnoe s3HaueHue 22 TAB, 27=55% HE TPMMEHHUMO

24 TAB. 24-60 %

Cpapnee (L1+L2+L3) 30-50 % HE NMPHMEHMMO
* NPOUEHT MOHA BAJILIIPOATA, PACTBOPEHHOTI'CG YEPE3 6 YACOB:
- 2TAI Ll1:

Yaitka 1 50-70 % 61 %
. Yawka 2 50-70 % 62 %

Yawxka 3 50-70 % 61 %
. Yamka 4 50-70 % 6l %

Yawka 5 50-70 % 62 %

Yawka 6 50-70 % 61 %
- 3TAN L2;
Kaxnoe 3HadeHue 45=77 & HE MPMMEHYMO
Cpennee (L1 + L2) 50-70 & HE NPMMEHUMO
- 9TAN L3:
Kaxnoe sHaveHHe 22 TAB. 45-77 %

24 TAB. 40-84 %

CpegHee (L1+L2+L3) 50-70 %
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Ceprudukar ananmsa /

AHAIMTHYECKHIl macnopT cepuu S A N O F | xJ

«CAHOOHM BHMHTPON MHOYCTPHA»
AmOapac-3-Jlarpas

1 po ne na Bmepx

KAPBOH-BJIAH, 33565 CEDEYX, ¢paHuusa
Ten.: 0557303000 ®axc: 0557303600

Kom p Oase maHHuX GMID: 188194 Homep cepuu SR04X
HaTa NpoM3BCOCTEA: 30-0KT~2019 JaTa MCTeueHMS CpoKa IogHoCTH: CEHT-2022
Omcanmea ; IENAKMH XPORO 500 MI',30 TABJETOK NPOAQHIMPOBAHHOTO BRICBOBOXNEHMA (POCCHA)

THrt: TadneTku MoAMPULMPOBAHHODG BHCROGOXKOSHUS, MOKPHTHE OO0ONOUKOR, C© PUEKDH

bopma BHOYCKAL Mo 30 TabneTox BO (nakoH. OAKMH QAAKOH B KAPTOHHYD nauky.

CTpaHa npomaxm: Poccua

BONOAHUTENbHAA MHOOPMALIMA Homep P¥Y: I NO13004/01

Cceinka Ha nochbe: MH-00005 pep. 2.0

Ccetnxa Ha Bepcuio ceprudMKaTa aHaausar 3

HCIIBITAHUA CIIEHU®HUKAIIUH PE3YJIbTATBI

KONMWYECTBEHHOE ONPEINENEHHME

WOH BANBIPOATA (B BHMAE HATPMA 475,0-525,0 MI'/TAB 504,7 MI'/TAB
BANLIPOATA) (BMK/AX)

COLEPXAHHE B ITIPOLEHTAX 95,0-105,0 % 100,9 %

Ansa pOCCUACKOTO PHHKA, NPOM3BOOMTENbL OOeCNeuMBAET KAYECTBO MOKA3IATENA «MUKPOOHONOTMYECKAA YUCTOTA» B COOTBETCTBMM C
TpefoBanueM HOpMaTHBHONM ROKyMEeHTaUMMK

HacroAuMM s AOATBEPANAN, WTO BHMEYKa3aHHAR MHOOPMauUMA ABJIAETCH BEpPHO! M TOUHOH. fanHas cepua npenapara Ouna
MSTOTOBAEHA, BKIKYAA ITaNH YNAKOBKM/MADKMPOBKM M KOHTDONA KaYeCTBA, HA BHUEYNOMAHYTHX NpPOM3BONCTBEHHMY MIOMAIKAX B
NONHOM COOTBETCTBHM ¢ TpelOBaHMAMM GMP

MeCTHHX 32KOHONATENbHHX OPrAHOB BNACTH, a Takke CO CHEUHOUKALKAMY B PETMCTDAUMOHHOM YNOCTOBEPEHMM CTPAHE-MMNGPTEpa .
flc pesyneTaTaM npOBEPKM 3anMCH O NPOMIBOLCTEE, YNAKOBKe M aHANMBE CEpMM COOTBETCTEOBANM TpeboBaHKuAM GMP.

PeltaH1a OnoBpeHo
Jara: 22 HOABPA 2019 17:54:01.00
VAONHOMOUGHHOS MU0 MAM [IPOACTABMTENL HmsikyuH MapTHH

CepTudukaTH aHANMMBa SABEPeHH 2NSKTPOHHON NOAMUCEL

EAY \
i/ “Canopu Poccu, |

Bzl Sanon flo
Rol\ | Fussiaao)
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Certificate of analysis /

LN
Batch certificate S A N O F | \_’
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 9n04X
Manufacturing Date: 30-0CT-2019 Expiry Date: SEP-2022
Dascription: DEPAKINE C500 SEC NF 30CP RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets

Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

Russia
MA number : P ND13004/01

MH-00005 v. 2.0
3

m’

CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT COBLONG SCORED FILM-COATED TABLET COMPLIES
. COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
. VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 722 - 798 MG 757 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 L1:
. Bowl 1 10 - 30 P.CENT 21 P.CENT
. Bowl 2 10 = 30 P.CENT 22 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 & 10 - 30 P.CENT 21 P.CENT
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Certificate of analysis /

(=N
Batch certificate SA N O F | » J
SANQFI WINTHROP INDUSTRIE
hmbarés et Lagrave
1 rue de la viergs
33565 CARBON BLANC Cedex France
Tel, 0557303000 Fax.0557303600
Code GMID: 188194 Lot number 9A04X
Manufacturing Date: 30-0CT-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
Additicnnal inf: MA number P N013004/01
Référence dossier: MH-00005 v. 2.0
Réf. CoA version: 3
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

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

Each value

Average {L1+L2+L3}

- STAGE L1l:
Bowl
. Bowl
Bowl
Bowl
Baowl
Bowl
- STAGE L2:

(=1 S B VR B

Each value
Average (L1+L2)
- STAGE L3 3

Each wvalue

Average {(L1+L2+L3}

RN 3 SEPTCENT,
10 - 30 P.CENT

22 TAB :+ 9 - 33 P.CENT
24 TAB 3 8 - 36 P.CENT
10 - 30 P.CENT

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :

30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT

27 - 55 P.CENT
30 50 P,CENT

22 TAB 3 27 - 55 B.CENT
24 TAB : 24 - 60 P.CENT
30 - 50 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

42 P.CENT
43 P.CENT
42 P.CENT
42 P.CENT
43 P.CENT
43 P.CEKT

NOT APPLIED
NOT APPLIED

NWOT APPLIED

NOT APPLIED
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Certificate of analysis /

Batch certificate SA N O F | bj

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 SA04X
Manufacturing Date: 30-0CT-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: MA number : P N0O13004/01

Référence dossier: MH-00005 v. 2.0

Ré&f. CoA version: 3
4 R R
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :
- STAGE Ll:
Bowl 1 50 - 70 P.CENT 61 P.CENT
Bowl 2 50 - 70 P.CENT 62 P.CENT
Bowl 3 50 - 70 P.CENT 61 P.CENT
Bowl 4 50 - 70 P.CENT 62 P.CENT
Bowl 5 50 - 70 P.CENT 62 P.CENT
Bowl 6 50 -~ 70 P.CENT 61 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 NCT APPLIED
24 TAB : 40 - B4 P.CENT
Average (L1+L2+L3) 50 - 70 P.CENT NCT APPLIED
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 504.7 MG/CP
VALPROATE) (NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 100.9 P.CENT

For Russian market, manufacturer assures Quality of Microbiology 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 authority and with the specifications in the Marketj
importing country. The batch processing, packaging and analysis records were reviewed £¢

iprisation of the
.bé_in_gggpl;ance with GMP
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Certificate of analysis /

Batch certificate SANOFI J

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

3356% CARBOM BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A04X
Manufacturing Date: 30-0CT-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: MA number : P N013004/01

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3

Decision Accepted

Date: 22-NOV-2019 17:54:01.00
Qualified perscon or Delegate: IDIQUIN Martine

Certificate of analyses electronically approved

Page 4 /7 4

rap_coa_resultats v5



