Ceprudmkar ananusa /

AHATHTHYECKHI MACIIOPT CepUHU SANOFI Y |

«CAHO®HM BHHTPON WHOYCTPHA»
AmGapac-3-Jlarpas

1 po ne na Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHuu=s
Tes.: 0557303000 oaxc: 0557303600

Kon B (a3se OaHHHX GMID: 188186 Homep cepun 9287
[aTa npousSBOINCTEA: 24-0KT-2019 farTa ncTeyeHna cpoxa ronHocTu: CEHT-2022
Ormcanme ! JEOAKMH XPOHO, 300 M, 100 TAEJNETOK NPOJIOHTHPOBAHHOT'O BHCBOEOSIEHHMA (POCCHA)

Tun: TadneTKH MOOMEPHUKPOBAHHODD BHICBOSOXOESHWA, MNOKDHTHE OOONOUKOR, € PHCKON

dopMa BHRIMYCKA: llo 50 TadBnerok Bo dnaxkoH. [lo 2 $nakoHa B KAPTOHHY MAUKY

Crpada nponaxs: Poccua

HononHuTeneHaA MHPOPMALMAL HoMmep perMcTpaUMOHHOTO YOOCTOBepeHusa: P NO13004/01

Cceika Ha Accbke! MH-000404 Bep. 4.0

CCHIIKa Ha BEpPCHK 5

cepTHUdMKaTa aHanuaa:

UCHBITAHUS CIIEHUP®HUKAIINH PE3VYJIbTATHI

XARPAKTEPHTTHKH

. ONUCAHUE MPONOATOBATAA JAENMMAS TAEBJETKA, COOTBETCTBYET
{IOKPHTAS IJIEHOUHON OBOJOUKON

LBET TIPAKTMYECKM BEJHI COOTBETCTBYET
TIOMIMHHCCTh

MOH BANLNPOATA {¥X) COOTBETCTBYET COOTBETCTBYET
KHCNHTAHHMA

MACCA:
CPEOHAA MACCA 435 481 MI 466 Mr
OOHOPOIHOCTb NOSMPOBAHMA (I MACCE] COOTBETCTBYET COOTBETCTBYET
. WCIHTAHUE NWMHMM PASZNOMA COOTBETCTBYET COOTBETCTBYET
. PACTBOPEHME:

WOH BANBIPOATA (B BMAE HATPHA BANBIPOATA] {RX}

* MPOUEHT HMOHA BAJILIPOATA, NEPEUEIWETO B
PACTBOP YEPE3 1 YAC:

- 3TAN Ll1:

« Hawka 1 15-40 % 27 %

. Yamka 2 15-40 & 26 %

. Yawxka 3 15-40 % 27 %

. Yawxa 4 15-40 % 27 %

« Yamka 5 15-490 % 28 %

. Yamka 6 15-40 % 27 %
| - 3TAN L2: s

Kaxnoe s3HayeHue 14-44 % HE HEOBQgﬁ%OéL
Cpennee (L1 + L2} 15-40 % HE HPGBOHHHOQPP

- 3TAD L3: |G .”-. a
Kaxnoe sHaueHue 22 TAB. : 14-44 % HE ngpﬁﬂ%&ﬂdCb b

24 TAB. ; 12-48 % b, a

Cpentee (L1+L2+L3) 15-40 % HE nposogﬁﬁééﬁrnﬁ'
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Cepruduxar ananusa /
AHANUTHYECKHH NACTIOPT cepHuU

SANOFI .2

«CAHO®HM BHMHTPOR WHIOYCTPUA»
AmGapsc-3-Jlarpas
1 pw ne na Boepx

KAPEOH-BNAH, 33565 CEDEX, ¢®paHumusa
Ten.: 0557303000 daxkc: 0557303600
Kon B Ga3e gmaHHux GMID: 188186 Howmep cepuu 9A287
JaTa Npou3BCIACTEAE ! 24-0KT-2019 JaTa MCTedeHuA cpoka ropHocTM: CEHT-2022
Omicanme: HOENAKMH XPOHO, 300 M, 100 TABNETOK NPOACHI'MPOBAHHOIG BHCBOBOXAEHUA (POCCHA)
Tun: TatneTsr MOAKPHMUKMPOBAHHOID BHCBCOONMAEHMA, OOKPHTHE OO00AQUKON, ¢ puckoi
POPMA  BEITYCKA : No 50 radneTox B8O $nawkoH. [0 2 $AAKOHA B KAPTOHHYO Nadky
Crpada npomaxii: Poccua
JONORHMTENEHAA KHPODHMAaLMA HoMep perdcTpauMOHHODG YROCcTOEepenua: P NO13004/01
Ccuinka Ha Oocke: ME-000404 sep. 4.0
Ceoeutka Ha BEPCNK 5
cepTudmkaTa aHanusa:
HCIIBITAHUA CHEIITHOUKAITNA PE3YJIBTATHI
* MPOLUEAT WOHA BANLIPOATA, MNEPEWEJUETD B
PACTBOP YEPE3 3 UACA:
3TANl Ll:
Yawka 1 30-55 % 50 %
Yawka 2 30-55 % 51 %
Yawka 3 30-55 % 50 %
Yawra 4 30-55 % 5l &
Yaweka 5 30-55 & 51 %
Yawka © 30-~55 % 51 %
- 3TAMN L2:
Kaxgoe 3HaueHue 27-60 % HE TPOBOOHNOCH
Cpepnee (L1 + L2} 30-55 % HE [POBOIOMNOCH
- 3TAN L3:
Kaxnoe 3HavYeHUe 22 TAB. 27=60 % HE TIPOBOOMJIOCH
24 TAE. 24-66 %
Cpennee (L1+L2+L3) 30-55 % HE MPOBONMIIOCE
* NPOUEHT HMOHA BAALNOPOATA, TEPEWEIWUETO B
PACTBOP YEPE3 6 YACOB:
- 3TAN Ll:
. Yawka 1 55-80 % 69 %
. Yawxka 2 55-80 % 70 %
. Yawka 3 55-80 % 70 %
. Hawka 4 55-80 % 70 %
. Hawka 5 55-80 % 70 %
. Yawka 6 55-80 % 70 %
- JTAN L2:
Kaxnoe 3HaueHue 50-88 % HE MPOBOOMMOCEH : i
: 7
CpenHee {Ll + L2) 55-80 % HE MPO HHHQShECTBA
- S9TAN L3: < W
| & 000 .
Kaxnoe 3HadeHue 22 TAB. : 50-88 % HE nPoBﬂEHHOC&@? ép?“ 1
O D |+ [
24 TAB, : 44-96 & R e i
5 '(&5
Cpenxee {L1+L2+L3) 55-80 % HE NPOBOHMAGCL 7
i, -

e O

e
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Ceprudukar ananusa /

AHaNIMTHYECKHH MACOPT CepHH S A N O F I J

«CAHO®W BMHTPON HHOYCTPHA»

ArBapac-3-Jlarpas
1 po ne na Beepx

KAPBOH-BNAH, 33565 CEDEX,

dpaxHunAa

Ten.: 0557303000 daxc: 0557303600

Kon &8 0Oa3e gaHHHX GMID:
flaTa npon3BOOCTEA:
Omicaume:

Tun:

dopma BuHnyckat

Crpaga nponasMi

JononHuTeneHAA MHPOPMAUUSA:

Cecblnka Ha nocke:

CCHUIKa Ha BepcHio
cepTudMKaTa aHanuza:

188186
24-QKT-201%
HENAKMH XPOHO, 300 MI', 100 TABNETOK NPOJNOHTMPOBAHHCOT'C BHCBOBOXNEHMSI (POCCHA)
TadtneTkH MOIUOMUMPOBAHHOTO BHCBOOOKISHWA, NOKPHTHE OSONOUKDH, € PUCKOHR

Mo 50 rTadneTok BO dnakcoH. NOo 2 ¢naKkoHa B KAPTOHHYK Nauky

Poccus

Homep cepum

Homep perucTpauMoOHHODO YNOCTOBepeHMA: P NO13004/01

MH-000404 mep. 4.0

=]

Hara mucreueHUA CpPOoKa DPOOHOCTH:

9287
CERT-2022

HCIIBITAHHUSA

CIIEITUPHKAIIUA PE3YJIBTATHI

KONMYECTBEHHOE COIIPEINEJIEHKE

HMOH BANBIPOATA (B BMOE HATPMA

BANBLIPOATA) (XX)

CONEPXAHVME B MPOLEHTAX

285,0-315,0 MI'/TAB 302,0 MI'/TAB

95,0-105,0 % 100,7 %

OnA poCCHMACKOTO PHHKA, NPOW3BOIHUTEN: ODECNEUUBAET KAYRCTRO NOKA3aTeNd «MUKpoSHONOTUUECKas YMCTOTa» B COOTEETCTBUM o
rpeboBaHner HOpMAaTMBHOM IOKYMEHT LMK

HacToaunm R NoOTBEpPXAakn, YTC BHWEeYKAaB3aHHAA MHOOPMALMA ABINACTCA AGCTOBEDHON M TOYHOM. [aHHasa cepusa npenapaTta Ouia
NpOM3BeAeHa, BKIKNYAA STaMH YNAaKOBKM/MapKUPOBKM M KOHTDOJA KAUECTEA, HA BHWEYIOMAHYTHX MPOMBBONCTBEHHHX MAOUANKAX B
NONHOM COOTBETCTBHM C TpPeOOBaHMAMM GMP MECTHHX DPETyAATOPHHX OPPAaHOB BJIACTH, a TaKke CO CrneurduMKauMAMM B

PermcrpauMCHHOM YOOCTOBEPEHMK CTPAHN-UMNOPTEPA . 3anMcu no npou3BoOCTBY,

OLEHEHH Ha COOTBETCTBMe TpeboBaHuam GMP.

YNaKkOBKE M KOHTDPONK KAYeCcTBa CEpUM BBUTH

PameHnea

Jara:

YNIONHOMOWEHHOE JIMUC MIM NPeNCTABMTANL !

OnoBpeHo
21-HOA-2019 22:20:11.00

Belin Mupuam (Weill Myriam)

CepTudHKATH aHaNIM3a BaBEpPeHs 2NEKTPOHHOH MOONMChLID
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Certificate of analysis /

&
Batch certificate S A N O F l u
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 9A287
Manufacturing Date: 24-0CT-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:
Additionnal inf:

Référence dossier:
Réf, CoA version:

Russia
MA number : P N013004/01

MH-000404 v. 4.0
5

m

- STAGE L3:

Each wvalue

Average (L1+L2+L3)

CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG BREAKABLE FILM-COATED TABLET CCMPLIES
. COLOUR PRACTICALLY WHITE CCMPLIES
IDENTIFICATION
VALPROATE ION (LC) COMPLIES CCMPLIES
TESTS
. MASS :
AVERAGE MASS 435 481 MG 466 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
. DISSQLUTION :
VALPRCATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :
- STAGE L1l:
. Bowl 1 15 - 40 % 27 P.CENT
. Bowl 2 i = o) b 26 P.CENT
. Bowl 3 1SR A0 RY 27 P.CENT
. Bowl 4 15 - 40 % 27 P.CENT
. Bowl 5 15 - 40 % 28 P.CENT
. Bowl 6 15 - 40 % 27 P.CENT
- STAGE L2:
Each wvalue 14 - 44 % MCOT APPLIED
Average (L1+L2) 15 - 40 % NOT APPLIED

22 TAB : 14 - 44 %
24 TAB * 12 - 48 %
15408

NOT APPLIED,

.
NOT APPLIED i B
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Certificate of analysis /

Batch certificate SANOFI J

SANOFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 9A287
Manufacturing Date: 24-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE €300 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
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :
- STAGE L1t
. Bowl 1 30 - 55 % 50 P.CENT
. Bowl 2 30 - 55 % 51 P.CENT
. Bowl 3 30 - 55 % 30 P.CENT
. Bowl 4 30 - 55 % 51 P.CENT
. Bowl 5 30 - 55 % 51 P.CENT
. Bowl & 30 - 55 % 51 P.CENT
- STAGE L2
Each value 27T - 60 % MOT APPLIED
hverage (Ll+L2) 30028 550% NOT APPLIED
- STAGE L3:
Each value 22 TAB : 27 - 60 % NOT APPLIED
24 TAB : 24 - 66 %
Average (L1+L2+L3} 30 - 55 & NOT APPLIED
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :
- STAGE Ll:
Bowl 1 85 - B0 @ 69 P.CENT
Bowl 2 55 - 80 % 70 P.CENT
Bowl 3 55 - 80 % 70 P.CENT
Bowl 4 55 - 80 % 70 P.CENT
Bowl 5 55 - 80 % 70 P.CENT
Bowl & 55 - 80 % 70 P.CENT
- STAGE L2:
Each wvalue 50 - 88 % NOT APPLIED
Average (L1+L2) 55 - B0 @ NOT APPLIED
- STAGE L3: -
Each value 22 TAB : 50 - 88 & NOT APPLIED < =
24 TAB : 44 - 96 & & S
Average (L1+L2+L3) 55 - 80 % NOT APPLIEQL-" 5«' 3
alh
- 5O ..:“c.’-{g\*_a
0%

rap coa resultats v5 Page 2 /3



Certificate of analysis /

Batch certificate SANOFI 0

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 9AZ287
Manufacturing Date: 24-0CT-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
p== R ——— EETEES—————
CONTROLES SPECIFICATIONS RESULTS
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 2855 D= 315,0 MG/TAB 302.0 MG/CP
VALPROATE) (LC)
. CONTENT in PERCENTAGE 95.0 S 105000 % 100.7 P.CENT

For Russian market, manufacturer assures Quality of Microbiology purity to Normatives Documents request

1 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
Date: 21-NOV-2019 22:20:11.00
Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved

WAYE
&
e ;
Gaaod)“ p‘o
afi RS °
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