Ceprudmkar ananusza /

AHaJIUTHYECKHIi MACIOPT cepHM S A N O F ' » J

«CAHO®H BHMHTPOI MHOYCTPHA»
AMGapac-3-Jlarpae

1 po ne gma Boepx

KAPBOH-EJIAH, 33565 CEDEX, ®dpaHuma
Tem.: 0557303000 daxc: 0557303600

Kon B Qase naxHux GMID: 188186 HoMep cepwu 97274
laTa npoM3BOACTBAY 17-0KT=-2019 flaTa ucredyeHmsa cpoxa roaHocTu: CEHT-2022
Omtcanma: NEOAKMH XPOHO, 300 Mr', 100 TABNETOK NPCNOHIMPOBAHEOIO BHCECEBOSIOEHMS (POCCHA)

THN: TadneTku MODMPULMPOBAHHGTE BLHCBOOOKIASCHMA, MOKPHTHE OOOMOYKOH, C PUCKOM

FopMa BHRINYCKAa: o 50 raGnerox ec ¢nakoH. No 2 ¢JMakcHa B KapTOHEYK NauKy

Crpana nponamm: Poccua

HononuuTensHaa MHPoOpMaunal HoMep per4cTpauMoHHOTC yAocToBepeHns: P N0O13004/01

Ccoika Ha noche: MH-000404 eep. 4.0

Ccenka Ha BEpPCHR 5]

CEPTHPUKATA aHaNM2a:

HCIIBITAHUA CIIEHUPHKALIMU PE3VJIbTATHI

* MPOLEHT WOHA BARLIIPOATA, MEPEWEIWETO B
PACTBOP UEPE3 3 YACA:

3TAN Ll:
. Yamxka 1 30-55 % 51 %
+ Yawka 2 30-55 % 51 &

Hawka 3 30-55 % 52 %
« Hawxa 4 S0=550% 51 &
. Yawxa 5 30-55 % 51 %
« Hawka 6 30-55 % 51 %
- 3TANl L2:
Kaxnoe 3HaueHue 27-60 % HE NPOBOIOWNOCH
Cpennee (L1 + LZ} 3J0-55 % HE HPOBOOUNOCH
~ 32TAIM L3:
Kaxnoe sHaueHue 22 TAB., : 27-60 % HE [PCBOAMAOCE

24 TAB. : 24-66 &
CpenHee (L1+L2+L3) 30=-55 % HE MPOBOAMIIOCH
* MPOUEHT MOHA BANLOPOATA, NEPEWEAWErD: B
PACTBOP YEPE3 6 YACOB:
- 3TAN Ll:
. Yawka 1 55-80 % 70 %
. Yawxa 2 55-80 % 71 %
. Yawxa 3 55-80 % 72 %
. Yawka 4 55-80 % 72 &
- Yawxa 5 55-80 % 71 %
. Yawka 6 55-80 % 71 %
- 3TAN L2:
Kaxnoe 3HaueHue 50-88 % HE NPOBOIOMNOCH
Cpennee (L1 + L2} 55-80 %
- 3Tal L3:
Kaxnoe 3HaueHMe 22 TAB. i 50-88 %
24 TAB. : 44-9% %

Cpenguee {(L1+L2+L3) 55-80 %
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Cepruduxar ananusa /

Ananutnaeckuii nacnopr cepan SANOF| j

«CAHO®M BHHTPOI MHOYCTPHA»
AmBapac-3-Jlarpas

1l pw ne na Bbepx

KAPEOH-BJAH, 33565 CEDEX, PpaHUMA
Ten.: 0557303000 daxc: 0557303600

Koo B ©a3e gakhwx GMID: 188186 KoMep cepum 9n274
JaTa NpPoOM3BOOCTEA: 17-0KT-201% HaTa woredeHwa cpoka rodgdoctW: CEHT-2022
Omcame: NENAKKMH XPOHO, 300 MI’, 100 TAEJETOK NPCONOHTHMPOBAHHOIO BRCBOBORINEHWA (POCCHA)

Tun: TadAeTk MOIMPMUMPOBAHHOTO BHICBOOOKIOEHMA, [MOKPHTHE COONOUKONA, C PMCKOA

$opMa BHOYCKA ! Mo 50 TadneTok B0 ¢nakox. [0 2 $AAKOHE B KAPTOHHYK Nauxy

CTpaHa NpoOaXu: Poccna

HononHuTensHaAR MHPOPMALMA: Hodep perdcTpaurOHHOTO YROCTORepeHMA: P NOL13004/01

CCorNKA HAa OOCBE: MH=000404 Bep, 4.0

Ccrinxa Ha BepcHo 5

cepTibMKaTa aHanMaa:

HUCIIBITAHUSA CHEIIH®PHUKALIHHN PE3VYJIBTATHI
XAPAKTEPHMCTHUKH
+ OMMCAHME NPoRONTOBATAA [ENMMAA TABJETKA, COOTBETCTBYET
NOKPHTASA TNEHOYHOM OBCNOYKOA
UBET MPAKTUYECKM BEJIHHA COOTBETCTBYET
TNMORNMHHOCTD
. WOH BAJILIIPOATA (XX] COQTBETCTBYET COOTBETCTBYET
WCNHTAHWA
. MACCH:
CPEOHMAA MACCA 435 481 Mr 460 MI'
OOHOPONHOCTE OOSHMPOBAHMA (MO MACCE) COQTBETCTBYET COCTBETCTBYET
WCNHTAHUE NMUHMKM PA3NOMA COOTBETCTBYET COCTBETCTBYET
PACTBOPEHME:
MOH BANBIIPCATRE (B BHMREE HATPMA BAJBIPOATA] ¥, v. 4}

* NPOUEHT MOHA BAALOPOATA, TEPENEANETO B
PACTBOP YEPE3 1 YAC:

- 3TAN Ll1:
Yamra 1 15-40 % 27 %
. Yawxka 2 15-40 % 27 %
. Yawra 3 15-40 % 28 %
Hawka 4 15-40 % 27 %
. Yamxka 5 15-40 % 28 %
. Yawka 6 15-40 %
- 3TAN L2:
Kaxmoe 3HaueHnue 14-44 %
CpenHee (L1 + L2) 15-40 %
- 3TAN L3:
Kaxnoe 3HaueHue 22 TAB, : 14-44 %
24 TAB. : 12-48 % “
CpenHee (L1+L2+L3) 15-40 % npoﬁomnotﬁ-‘-,-g’é,*?’t‘
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Ceprudukar ananmuza /

AHa/IMTHYECKHI MACHOPT cepHH SANOFI M

«CAHOOH BHUHTPON MHOYCTPMA»
AmGapac-3-Jlarpas

1 pw me na Beepx

KAPBOH-EAAH, 33565 CEDEX, ¢paHuKAa
Ten.: 0557303000 daxc: 0557303600

Kon B Ga3e gaHHeK GMID: 188186 HoMep cepui 9A274
JaTa nNpou3BCOCTRA: 17-0KT-2019 JlaTa MCTEeMeHWA CpOKa PORHOCTWM: CEHT-2022
Omcanme LEMAKMH XEPOHO, 300 M, 100 TABJNETOK NPONOHTHMPOBAHHOI'O BECBOBORIEHMA {POCCHA)

Twurms TadneTr MoOMPMuMPCBAHHOIC BHCBOOOKOSHMA, NOKPHTHE 0O0CNCYKOR, C PUCKOR

DOPME BRINYCKA: Mo 50 Taonerox o $nakos. M0 2 PRAKOHA B KAPTUHHYR NAUKY

Crpana nponaxku: Boccua

JononHUTenbHaa uHGOpMaLia: Homep perucTpauvoHHoro yaocToBepedusa: P N0O13004/01

CCrUlka Ha nocee: MH=-000404 Bep. 4.0

CCHIIKA Ha BepCHi 5

cepTUdMKaTra aHanM3a:

UCIIBITAHUA CIIEHH®UKAILIHH PE3YJIBTATDI

KONMWYECTBEHHOE ONPEOENEHUE

WOH BAJIBIIPCATA (B BMIOE HATPHA 285,0-315,0 MI'/TAB 298.1 MI'/TAB
BAJIBIIPOATA} (XX}

COOEPKAHHWE B NMPOLUEHTAX 95,0-105,0 % 99.4 %

InA pocCHMHACKOIO PHHKA, NPOIM3BOIMTENAb OGECNeUMBAET KAUECTEBO NOKA3aTeNA «MUKPOOSHONOTMUECKAS UYMCTOTA» B CODTBETCTBUM €
TpefoBatuer HOPMaTUBHON ROKYMEHTALWM

HacTosupM s MONTBEPXAAN, 4TS BHlleyka3aHHAA MHbopMauMAs ABNAeTCA OOCTCBEPHOM M TOUHGH. JlaHHadA cepua npenapara Owna
NpOM3BeNeHa, BKJKYaA 3TaNH YNaKOBKM/MAPKUPOBKM M KOHTPOMNA KAYECTBA, HA BHIWEYNOMAHYTHX NPOM3BOOCTBEHHHX MMMCWAAKAX B
NOMHOM COOTBETCTEBMM C TPeOOBaAHMAMM GMP MECTHHX PEeTYNATOPHHAX OPTaHOB BJACTH, 4 TaKKEe CO CneuMduMKauMAMM B
PErMCTPALMOHHOM YAOCTCBEDEHMM CTPAHH-MMIOPTEPa. 3anucH A0 NPOMSBOLCTBY, YMNAKOBKE M KOHTPOJKW KAYECTBA Cepuu Ouu
OUEHEeHH Ha COOTBeTCTEMEe TpeSoBaHUAM GMP,

Pemeonme OnoBpeHo
Hara: 3-0EK-2019 11:31:27.00
YAOJHOMONGHHOS JMLO MM NPaaCTABMTAND ! Beitn Mupnam (Weill Myriam)

CepTUdMKATH aHanM3a SaBepeH:H DMeKTPOHHOH NOONMChD
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Certificate of analysis /

Batch certificate SANOFI Y 4

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 9274
Manufacturing Date: 17-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additionnal inf: MA number : P N013004/01

Référence dossier: MH-000404 v. 4.0
Réf. CoA version: 5

¢ =
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG BREAKABLE FILM-COATED TABLET COMPLIES
. COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
. VALPRCATE ION (LC} COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 435 481 MG 460 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 15 - 40 % 27 P.CENT

. Bowl 2 15 - 40 & 27 P.CENT

. Bowl 3 15 - 40 % 28 P.CENT

. Bowl 4 15 - 40 & 27 P.CENT

. Bowl 5 15 - 40 % 28 P.CENT

. Bowl 6 15 - 40 %

- STAGE L2:

Each value 14 - 44 % J

Average (L1+L2) 15 - 40 % 45 appLIED ?\*t

- STAGE L3: «Canodu Pocou» i

Each value 22 TAB : 14 - 44 % gﬁﬁﬁ?a_albsia AO -':-;."
24 TAB : 12 - 48 & '

Average (L1+L2+L3} 15 - 40 %
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Certificate of analysis /

Batch certificate SANOFI Y

SANOFTI WINTHROP INDUSTRIE

Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France

Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 98274

Manufacturing Date: 17-0CT-2019 Expiry Date: SEP-2022

Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additionnal inf; MA number : P N0O13004/01

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 5

CONTROLES SPECIFICATIONS RESULTS

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS @

- STAGE L1:
Bowl 1 30 - 55 % 31 P.CENT
Bowl 2 30 - 55 % 31 P.CENT
Bowl 3 30 - 55 % 52 P.CENT
Bowl 4 30 - 55 % 51 P.CENT
Bowl 5 30 - 55 % 51 P.CENT
Bawl & 30 - 55 % 51 P.CENT

- STAGE L2:

Each value 27 - 60 % NOT APPLIED

Average (L1+L2) 30 - 55 & NOT APPLIED

- STAGE L3:

Each wvalue

Average (L1+L2+L3)

- STAGE Ll:
Bowl

Bawl

. Bowl

]
=]
£
—
[ T N TR S

. Bowl

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

BEach wvalue

Average (L1+L2+L3)

22 TAB : 27 - 60 %
24 TAB : 24 - 66 &%
30 - 55 &

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER €& HOURS :

55 - B0 %
55 - B0 %
55 - B0 %
55 - 80 %
55 - 80 %
35 - B0 %
50 - 88 %
55 - B0 %

22 TAB : 50 - 8B %
24 TAB : 44 - 96 %
55 - B0 %

NOT APPLIED

NOT APPLIED

70 P.CENT
71 P.CENT
72 P.CENT
72 P.CENT
71 P.CENT
71 P.CENT

NOT APPLIED

NOT APPLIED
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Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

hmbarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .z

kode GMID: 188186 Lot number 9n274
Manufacturing Date: 17-0CT-2019 Expiry Date: SEP-2022
Description: DEPRKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of S50 tablets

Market Name: Russia

Additionnal inf: MA number ; P N0O13004/01

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 5
.

CONTROLES SPECIFICATIONS RESULTS
ASSAY

. VALPROATE ION (EXPRESSED AS SODIUM 285,0 -  315,0 MG/TAB 298,1 MG/CP
VALPRCATE)} (LC)

+ CONTENT in PERCENTAGE 95.0 - 105.0 % 99.4 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 Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

Decision Accepted

Data: 3-DEC-2019 11:31:27.00

Qualified person or Delaegate: WEILL Myriam

Certificate of analyses electronically approved
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