CepTuduxar ananusa /

Ananutuueckuii nacnopr cepun SANOF| u

«CAHO®H BHHTPON MHIYCTPHA»
AuMGapac-2-larpas

1 pw me na Beepx

KAPBCH-BNAH, 33565 CEDEX, &®paHuus
Ten.: 0557303000 darc: 0557303600

Kon » Gaze naxHuux GMID:
Jarta npoMaBOOcCTBA:
OonMcanue

Tum:

®opMa BHIOYCKA @

CrpaHa NpoOaxm:
TonONHUTENLHAR HHEGOPMALMA S

CoBiKa Ha Docbe:
CCHIKA Ha BepCHMo ceprHduMKaTa amanusal

188194 Homep cepiu

24—0KT-201%

SAD3T

JaTa MCTeueHMS CpOKa TroAHOCTH: CEHT-2022

HAEMNAKKH XPOHO 500 MI', 30 TAEAETOK NPONOHTIMPOBAHEOT'Q BECEOEOXAEHMA (POCCHA)
TatneTxy MoIMdPMUMPCBAHHOTG BHCBOOORMEHMA, MOKPHTHE OOONOUKGR, € puUCKoh

Mo 30 raGneTox Bo QnaxoH. ODMH QMAKOH B KAPTOHHYD NAUKY.

Poccur
H/n

MH=-00005 mep. 2.0
3

HUCIIBITAHHASA CIIELIH®HKAILIUHU PE3YJILTATDBI
XAPAKTEPUCTHKH
. QIUCAHME NPORORT'CBATAA NENHMMAA TABJETKA, COOTBETCTBYET
MOKPHTASA MNEHOYHOW OBOJIOUKOR
UBET MNPAKTUYECKHM BENHHA COOTBETCTBYET
NOOANUHAOCT B
. MOH BAJNLIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
MCNHTAHUA
+ MACCA:
CPEOHAA MACCA 722 798 MI' 767 MI
QIHOPOOHOCTE OO3SHMPOBAHMA (A0 MACCE) COOTBETCTBYET CUOOTBETCTBYET
. MCMHTAHWE NENHMMHX TABJIETOK HA PA3IOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHME :
MOH BANIBNPOATA (B BMIOE HATPHMA BARBMNPOATA) (KX)
* NPOUEHT WOHA BAALIIPOATA; PACTBOPEHHOID UEPE3 1 YAC:
- 3TAN L1:
. Yamka 1 10-30 % 21 &
. Yamka 2 10-30 §% 21 %
. Yamka 3 10-30 & 21 %
. Yamxa 4 10-30 & 21 %
. Yaumxka 5 10-30 % 21 %
. Yawxa 6 10-30 % 21 %
- 3TAN L2:
Kampgoe =zHaueHMve 9-33 %
CpenHee (L1 + L2) 10-30 %

- ITAN L3:

Kaxpgoe sHadenuve

Cpenuee (L1+L2+L3)

220 TABTREs 30 =3 3%
24 TAB. : 8-36 %
10-30 %
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Cepruduxar ananuza /

AHaIMTHYECKUIi MACTIOPT cepuun S A N O F | u

«CAHO®M BHUHTPON KHHEYCTPHUA»
AMmGapac—-3-Jlarpas

1 pw ne na Bbepx

KAPBOH-BIIAH, 33565 CEDEX, ®paHuma
Ten.: 0557303000 daxc: 0557303600

Ken s Gase DaHHuX GMID: 188194 HoMmep cepuu 9AD3T
Oara NpOM3BOOCTBA! 24-DKT-2019 HDaTa MCTEYNHWA CPpOKa TONHOCTH: CEHT-2022
Onueawie ¢ BEMAKHA XPOHO 500 MT',30 TABAETOK NPOJIOHI'MPORAHEOI® BHCBOEOKAEHMA (POCCHA)
Twvn: TabneTkd MOOMPUUMPOBAHHODO BHCBABOXKOEHMA, NOKPMTHEe OBONOYXOH, pPUCKOi
PopMa BHNYCKA: Mo 30 radneTok o dnakod. ORMH GUaKoH B KAPTOHHYI NAaYKY.
CTpaHa NMpoOamu: PoCcaHA
Jononuurenbkana mHbopmaums: H/D
Ccunka Ha Aoche: MH-0000% mep. 2.0
Ccwnka Ha BEepCHi CEPTH(MXAaTa aHanu3a: 3
MCIIBITAHHUS CIIERUOPHUKALHUA PE3YJIBTATBI
* MPOLEHT WOHA BANBIIPOATA, PACTBOPEHHOI'O UYEPE3 3 YACA:
- 3Tal Ll:
. Yawka 1 30-50 % 42 %
Yawka 2 30-50 % 42 %
» Yamka 3 30-50 % 42 %
Yawka 4 30-50 % 42 %
Yawka 5 30-50 % 42 %
Jawka 6 30-50 % 42 %
- 3TAN L2:
Kaxpoe sHadeHue 27-55 & HE TPUMEHMMO
CpenHee (L1 + L2) 30-50 % HE NPHMEHWMO
- 2TAN L3:
Kaxnoe sHaueHMe 220 TAE -8 27=551% HE TNPHMEHUMO
24 TAB. : 24-60 %
CpenHee (L1+L2+L3) 30-50 % HE APMMEHWMO
* NPOLEHT WOHA BAJBIOPOATA, PACTBOPEHHOT'O YEPE3 6 UACOB:
- 3TAN L1:
Yawka 1 50-70 % 61 %
Yawka 2 50-70 % 61 &
Yawka 3 50-70 % 61 &
Yawka 4 50-70 % 61 %
Yawka 5 50-70 % 60 %
. Yawka 6 50-70 % 61 %
- 3TAN L2:
Kaxnoe sHaueHue 45-77 % HE [OPUMEHHMMO
Cpennee (L1 + L2) 50-70 % HE nmu%':_ ) ““ﬂ B,
- 9TARm L3: 7o, 8! ““’Ec N ‘ii’\%
Kaxnoe 3HadeHue 22 TAE, : 45-77 % HE HPW&: v\\giﬁ
24 TAB. : 40-Bd %
Cpemmee (L1+L2+L3) 50-70 % HE TP
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Cepruduxar anaamnza /

Anamutnuecknii macopr cepun SANOF]| & J

«CAHO®M BHMHTPOH MHHYCTPHA»
AuGapac-3-Jlarpas

1 pio ne na Buepx

KAPBOH~BJIAH, 33565 CEDEX, ¢paHuus
Tes.: 0357303000 dawrc: 0557303600

Kon B Gane maMuux GMID: 186194 Homep cepuu SR03T
JaTa NpoM3IBOACTBA: 24-0KT-2019 HlatTa MCTedYeHMA CPOKA POOHOCTM: CEHT-2022
Cmrcaims AEMAKMH XPOHQ 500 MI',30 TABJETOK NPOJIOHFMPOBAHHODIC BECBOBOANERMA (POCCHA)

THm: TadbneTKK MOIWUGMUMPOBAHHODO BHCBODOXRHOEHMA, NOKPHTHE oOONOYKOH#, C PHUCKOHN

®OpMa BHNYCKa: Mo 30 rabneroxk Bo ¢pnaxoH. OOuH QNAKOH B KAPTOHHYK MAYKY.

CrpaHa Apogami: Poccusa

JonoAHUTENbHAA WHPOPMAUMAS H/TI

Cerutka Ha gAoCke: MH-00005 Bep. 2.0

Ccunka Ha Bepcup cepTupuxara aHanMza: 3

HCIIBITAHUA CIIEIIMDPHKALIUN PE3YJBbTATHI

KOMWMYECTBEHROE CHOFENENEHME

+ WOH BANLNPOATA (B BHMIE HATPHA 475,0-525,0 MI'/TAB 498,1 MI'/TAB
BAJIBITPOATA) (XX)

COHEPXAHWE B TNPOUEHTAX 95,0-105,0 % 99,6 %

InA pOCCUACKOTO DHHKA, NPOM3BONMTENbL O0ECNeYMBAST KAYECTBD NoKazaTelNA «MUKPpOOMONOIMYecKas YMCTOTa» B COOTBETCTBUM C
TpefoBaHKueM HOpMaTMBHOW NOKYMEHTAaUWM

HacToauxu A noATBepxAamw, YTO BbUeyka3zaHHasd MHQOpMaUMA ABANETCA BePHOW M TouHOI. JlaHHaa cepuAa npenapara OwIAAa
W3TOTOBNEHA, BKAKMAA ITaNs YyNaKOBKU/MAPKMPOBKM M KOHTPONS KaYeCTBa, Ha BHUEYNOMAHYTHX NPOM3ROLCTBEHHHX MJOWANKAX B
NoAHOM COOTBETCTBHMM C TpeloBaHuAMM GMP

MECTHHX 32KOHOOATENbHLX OPTAHOB BJ&CTHM, a Takke CO CMeundpMKaurvAMM B PerncTpauMOHHOM YIOCTOBEPEHMM CTPAHE-UMIOPTEpPa.
[Io pezysabTaTaM NPOBEPKM 3aMMCH O NPOMIBOACTBEE, YNAKOBKE M aHalM3e CepuMM COOTEBETCTEOBAAM TpelboBanuam GMP.

Pamenme OnaBpeHo
Hara: 13 HOABPA 2019 15:31:24.00
YOORHOMOYOHHOS NMLUO MM OPeACTABHMTAN. : BEWJ Mmupmam (WEILL Myriam)

CepTudmkaTsl aHanM3a 3aBepPeHH 3IASKTPOHHOH NOANUCLI

rap coa_resultats vi




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 \7

Code GMID: 188194 Lot number 9R03T
Manufacturing Date: 24-0CT-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
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 767 MG
UNIFORMITY OF MASS CCMPLIES 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 L1l:
. Bowl 1 10 = 30 P.CENT 21 P.CENT
. Bowl 2 10 - 30 P.CENT 21 P.CENT
. Bowl 3 10 - 30 P.CENT 21 B.CENT
. Bowl 4 10 - 30 P.CENT 21 P.CENT
Bowl 5 10 - 30 P.CENT 21 P.CENT
Bowl & :

10 - 30 P.CENT 21 P.CE|

[, & e TN
ZepAECTRRGSY
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Certificate of analysis /

Batch certificate ~~ SANOF| « g

SANOFI WINTHROFP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A03T
Manufacturing Date: 24-0CT-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. CoR version: 3
N

CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

Each value 9 - 33 BP.CENT NOT APPLIED
Average (L1+L2) 10 - 30 P.CENT NOT APPLIED
- STAGE L3 :

Each wvalue 22 TAB ¢+ 9 - 33 P.CENT NOT APPLIED

24 TAB 1 B = 36 P.CENT
Average (LI+L2+L3} 10 - 30 P.CENT NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :

- STAGE Ll:
Bowl 1 30 = 50 P.CENT 42 P,CENT
Bowl 2 30 = 50 P.CENT 42 P.CENT
Bowl 3 30 - 50 P.CENT 42 P.CENT
Bowl 4 30 - 50 P.CENT 42 P.CENT
Bowl 5 30 - 50 P.CENT 42 P.CENT
Bowl © 30 - 50 P.CENT 42 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
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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

Code GMID: 188194 Lot number 9R03T
Manufacturing Date: 24-0CT-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: Russia

Additionnal inf: NA

Référence dossier: MH-00005 v. 2.0

Réf, CoA version: 3
- rerTETT——"
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
- STAGE L1:
. Bowl 1 50 - 70 P.CENT 61 P.CENT
. Bowl 2 50 - 70 P.CENT 61 P.CENT
. Bowl 3 50 - 70 P.CENT 61 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 61 P.CENT
- STAGE L2 :
Each value 45 - 77 P.CENT NOT APPLIED
Average (L1+LZ) 50 - 70 P.CENT NOT APPLIED
- STAGE L3 :
Each wvalue 22 TAB : 45 - 77 P.CENT NOT APPLIED
24 ThB ; 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 498.1 MG/CP
VALPROATE) (NIR/CL)
CONTENT in PERCENTAGE 95.0 105,0 P.CENT 99,6 P.CENT

For Russian market, manufacturer assures Quality of Microbiology purity to MNormatives Documents regquest

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and gquality control at the above mentioned sites in full compliance
with the GMP LIV
requirements of the local regulatory authority and with the specifications in the Marketing Authoréﬁ?»tn

o
Jiee

o

I £ R
importing country. The batch processing, packaging and analysis records were reviewed to be in c-m-m“ﬁ§§aé%§EH3QMP
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Certificate of analysis /

Batch certificate SANOFI \_)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0537303000 Fax.0557303600

Code GMID: 188194 Lot number 9A03T
Manufacturing Date: 24-0CT-2019 Expiry Date: SEP-2022
Dascription: DEPRKINE 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: 13-NOV-2019 15:31:24.00
Qualified person or Delegatea: WEILL Myriam

Certificate of analyses electronically approved
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