AEKJAPAIIUSA O COOTBETCTBHUHA

JEKJAPART, IPHHHMAIOIIHN AEKJIAPAIIMIO O COOTBETCTBHHU

AO "Canogpu Poccus™

Ceedenua o pezucmpayuu opzanusayuu: Mesxpaiionnan uncnexyus Pedepanvroi Hano2080t cayoicbor Ne 46 no
2. Mocxkee 01.01.2008, OI'PH 1027739079940, dama npucevenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Terepon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepansnuii dupexmop Monoc O.A.

Hoeepennoe nuyo: Cmenarnos C.C., dogepernocms 6/n om 01.12,2017

3AABJSET, UTO
nexapemeennoe cpedemeo. enaxun xporo, mabnemru NPOIOHZUPOBARHO20 Oeticmeus noKpolnivie 0B0N0UKOT

300 mz 50 wm., graxonn: (2), nauxu kapmonnete, PY Ne I N013004/01 om 29.03.2012 , cepun 84278, napmun
9656 ynaxoeox, zoden do 31.10.2021, npouseodcmea Canoghu Bunmpon Hudycmpun, @panyus, ! pio oe aa
Buwepow, Ambapec-3-Jlazpas, 33565, Kapbou-Enan Cedexc koo OKII[2 21.20.10.233, koo TH B3
3004900002, kowmparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085319469 om 10.01.2019

COOTBETCTBYET TPEBOBAHHUAIM
HIT 42-4112-06 uzn. Ne 1-5

JAEKJIAPAIINA NPHHATA HA OCHOBAHHH
npomoron ucnvimanuti Ne 150 om 14.01.2019 HJI OO0 HI] "OPAPMOBEOPOHA", ammecmam axkpedumayiu

POCC RU.0001.21®J140, Cepmugpuxam POCC FR. OM08.C31338 om 14.01.2019

EKJIAPAITHH /4.01.2019
IEETBUTEABHA JIO 31.10.202]

Crenanos C.C,

CBEJEHUS O PETHCTPALIA

OPI'AH IO CEPTHOHKANNY, 3BAPETHCTPHPOBABHINI JEKJAPAIHIO 5
RA.RU.11OMO8 OPTAH IO CEPTHOHKALIHY ITPOYKIHH OBIJECTBO C OT'PAHHYEHHOH

OTBETCTBEHHOCTEFO "OKPVIKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, z. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmepxoeaq, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oykx.pg.

JEKJIAPAITAA O COOTBETCTBUH 3APEI'MCTPUPOBAHA Ne POCC RU I-FR.@M08.4.12392/19
JATA PETUCTPAIIAH 14.01.2019

) ? Juaenxo U.B.

NIOATIHED | Pyxoromutens OC




Ceprugpuxart anajmsa /
AHAIMTHYECKHH NACHOPT cepHHU

«CAHCOU BUHTPOI MHEYCTPUS»
Imbapsc-3-Jlarpas

1 pe ne na Beepx

KAPBCOH-BJAH, 33565 CEDEX, JpaHuusa
Ten.: 0557303600 ¢axc: 0557303600

Kon e Sase gadHHe GMID: 188186 iomen cepuu BA278

CO0TBA: 23 HORE 2018 1. Lara uoTededwa cpoxa ropxocori: GKT 2021 .
OENAKMH XPOHO, 300 MI', 100 TABIETOK NPONOHIMPOBAHHOTO BHCBOBOKEERUA
(POCCHA)

Tafiners

5¢ T

FHLMPORANHITO

¥ B0 frnaxon. [

e L

ORHMTENEHAER MHISH

MH-000404 =epL. 4.0
4

HCIIBITAHHASA CIIEHM®UKALINH | ~ PE3YJIBTATHI

¥APAKTEPUCTHEH

ONMCAHKE [PONIONTOBATAA NERMMAA TABJIETKA, COOTBETCTRYET
[IOKPHTAA TUIEHOYHOM OBONOUYKON

LBET [TPAKTHYECKY EENHA COOTBETCTBYET

ICERMHEOCTD

. JIOH BANBNPOATAE (XX} COOTBETCTRYET COOTBETCTBYET

UCTIHT AHIA

. MACCA:

CPEIHAA MACCA 435 481 MI' 459 MT

CIHHOPOAHOCTL AO3MPOBAHMSA (MO MALCE) COOTBETCTBYET COOTBETCTBYET
VCOHTABME [RJMMEY TABAETOK HA PASIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHKE

MIOH BAARIIPOATA {B BWJAE HATPHMA BANBIIPOATA) (A}
* [MPOLEHT MCHA BALBIPCATA, PACTBOPEHHOI'O YEPEZ 1 YAC:

- 9TAII Ll:
Yamka 1 15-40 % 27 %
Hamka 2 15-40 % 26 %
. Yammka 3 15-40 % 26 %
Yamkra 4 15-40 % 27 %
. Hamka 5 15-449 % 27 %
Yamka 6 15-40 % 25 %
- 3TAN L2:
Kaxnoe s3HadexHue 14-44 % HE APOBOAMIIOCH
CpegHee (L1 + L2) 15-40 % HE HPOBOIMJIOCH
- ATAI L3:
Kaxpoe 3HaueHUe 22 TAB. : 14-44 % HE HPOBOIMNOCH
: 24 TAB. : 12-48 &
?Cpegaee {L1+L2+L3) i5-40 % HE [POBCAMAOCE
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Ceprugurkar ananuia /
AHAIUTHYECKHI NACHOPT cCepuu

«CAHOPM BHHTPOI MHOYVCTPHA»
Aubapsc-3-Jlarpas

1 po He na Boepx

KAPBOH-BJIAH, 33565 CEDEX, 9paHUMA
Ten.: 0537303000 daxc: 0557303600C

Hop B o0aze aanduny GMIND: 188186 Howep cepus BA27R

£aTa DPCM3BCACTEE! 23 HOAE 2018 . IaTa noTeYSHRWUA CDOKE TOIHD T 202
Omcanme : JENAKMH XPOHO, 300 M, 100 TABJNETOK NOPOJOHTHPOBAHHOT'O BHCBOBOXIEHNMA
{POCCHA)

OoCEe: MH-000404 =2p. 4.0
4

BELIUD cepT;:ﬁ,;maTa 2H3

HCIILITAHUS CIIEIIHOHUKAHUHU PE3YJIBTATHI
* [IPOUEHT ¥OHA BANBLIIPOATA, PACTBOPEHHOI'O UEPESR 3 UYACA:
- 3TAII L1:

Yamxa 1 30-55 % 50 %

Yamxa 2 30~-55 % 5¢ %

Yawra 3 30~-55 % 50 %

Uamka 4 36~55 % 50 %

Yamxa 5 30-55 % 50 %

Yamka & 30-55 % 49 %
-~ DTAIT L2:
Kaxpgoe 3HaueHue 27-60 % HE MMPOBOIMICCE
Cpeasee {L1 + L2) 30-55 % HE MPOBOOWACCH
-~ DTAIl L3:
Kaxioe s3HadeHue 22 TAB. : 27-60 % HE TMPOBOOMINCCE

24 TAB. : 24-66 %

Cpeanee {L1+L2+4L3) 30-55 % HE NPOBOJMACCH
+* IPOUEHT MOHA BARBIAPOATA, PACTBOPEHHOTO UEFES & UYACOB:
- BTAN Li:

Uamka 1 55~80 % 70 %

Yawra 2 55-80 % 69 %

Uawka 3 55-80 % 69 %

Yawka 4 55-80 % 69 %

Yawka 5 55-80 % 70 %

Yauwka 6 55-80 % 69 %
- 3TAI L2:
Kaxzaoe sHadeHHe 50-88 % HE MPOBOBMIOCH
Cpegiee {L1 + L2} 55-80 % HE TIPOBOEMICCE
- BTAN L3:
Kaxgoe 3HadeHue 22 TAB. : 50-88 % HE MPOBOAUNIOCH

24 TAB. : 44-96 %

CpegHee {(L1+L2+L3) 55-80 % HE IPOBORWUNOCH

rap_coa_resultats vs Crpanuua 2 u3 3



Cepruduxar anannsa /
AHAIHTHYECKMH NACOPT cepun

«CAHOSM BHMHTPON HHEYCTPHA»
AmBapac-3-jlarpas

1 po fe 5na Boepx

KAPBOH-BJIAH, 33565 CEDEX, ¢paHums
Ten.: 0557303000 daxc: 0557303600

188186 oMen Cepyn 8R278

23 HOHE 2018 . Bara MOTeUeHMR OpSRE DOoIHN OKT 2821
Omacamme ; OEOAKMH XPOHC, 300 MP, 100 TABAETOK NPOROHTHMPOBAHHOTO BHCBOBOXKHNEHMA

{POCCHA)

o,

ChUiKE HE LOCbe: MH-000404 s2p. 4.0

9]
[
]
b
o
1
Qi
W

ELOMD CORTHEMKETS SHAMHMEE: 4

HCIIBITAHUSI CHEIIHPUKALIMH PE3YJbBTATDBI

KORMYECTBEHHOE OIPENEAEHMUE

MOH BANBIPOATA (B BHMIE HATEMA 285,0-315,0 MI'/TAB 295,7 MI/TAB
BARLIIPOARTA} (XX)

COAEPXAHME B TNPOUEHTAX 95,0-105,0 % 99,9 %

HacToAmuM A NOATBEPXREAK, YUTO BHHEYKAZAHHAA BHQOPMAUMA ABJAETCH BePHO! M TOUYHOI, Jadkas cepus npenapara Owpna
M3POTOBAGHA, BRIOYAR BTalbl YNAKOBKM/MAPKMPOBKM I KOHTPONA KaueCoTBa, Ha BHUEYNOMAHYTHX NMPOMIBOMACTBEHHHX NIOHANKAX B
f10AHOM COOTBETCTRUUM € TpeboBanuaMu GMP

MECTHRIX BaKOHOINATENbLHHY OPIAHOB BJACTH, & TAKKe CO CIeuMeMKaUNAMKM B PeriCTPaUMOHHOM YROCTOBEPEHUM CTRAHB-MMICDTEpa.
o pesyneTarTam [PpOBEPKM ZANMCH O OPOM3BOOCTBE, YIAKOBKE M AHANMEE CEPUM COOTBETCTBOBANM TpeBoBaHuSM GMP.

Pemermme Opodpexo
HJaraz 14 JEK 2018 18:12:09.00
YIIOMHOMOYSHHOS AMUIC WM OpeilcTaBrTent: BEMAN Mupuam (WEILL Myriam)

Cepmu@mxa@a AHAaJM34a 3anepeHk SﬂeKTpOﬂHOﬁ HOnMMCBE
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Certificate of analysis /
Batch certificate

SANOFT WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI

p

Code GMID: 188186 Lot number BAZ2T8B
Manufacturing Date: 23-NOV-2018 Expiry Date: oCT-2021
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: NA
Référence dossier: MH-000404 v. 4.0
R&f. CoA version: 4
{ CONTROLES SPECIFICATIONS RESULTS
.
CHARACTERS
ASPECT CBLONG BREAKABLE FILM-COATED TABLET COMPLIES
. COLCUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPRCATE TON (LC) COMPLIES COMPLIES
TESTS
MASE :
AVERAGE MASS 435 481 MG 459 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
DISSOLUTION
VALPROATE ION (EXPRESSED AS SODIUM VBALPROATE) (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :
- STAGE L1:
Bowl 1 15 - 40 % 27 P.CENT
Bowl 2 15 - 40 % 26 P.CENT
Bowl 3 15 - 40 % 26 P.CENT
Bowl 4 15 - 40 % 27 P.CENT
Bowl 5 i5 - 40 % 27 P.CENT
Bowl © i3 ~ 40 % 25 P.CENT
- STAGE L2Z:
EBach value 14 - 44 % NOT APPLIED
Average (Li+L2) 5 -~ 40 % NOT APPLIED
- STAGE L3:
Bach value 22 TAB : 14 - 44 % NOT APPLIED
24 TAB : 12 ~ 48 %
Average (L1+L2+L3) 15 ~ 40 % NOT APPLIED

rap_coa_resultats v§
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Certificate of analysis /

Batch certificate

SANOFI WINTHROFP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI

#

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :

- STAGE Lil:
Bowl 1 55 - B0 %
Bowl 2 55 -~ BO %
. Bowl 3 55 - 80 %
Bowl 4 55 - BO %
. Bowl § 535 -~ B0 %
Bowl 6 55 - 80 %
- STAGE L2:
Each value 50 - 88 %
Average {L1+L2) 535 - BO %
- STAGE L3:
Each value 22 TRB : 50 - 88 %
24 TAB : 44 - 96 %
Average {(L1+L2+L3) 55 - BO %

Code GMID: 188186 Lot number BAZTE

Manufacturing Date: 23-NOV-2018 Expiry Date: CcCT~2021

Description: DEBAKINE C300 SEC NF 100CF RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-000404 v. 4.0

R&f. CoA version: 4

y J

CONTROLES SPECIFICATIONS RESULTS }

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

- STAGE L1:
Bowl 1 30 - 55 % 50 P.CENT
Bowl 2 30 ~ 55 % 50 P.CENT
Bowl 3 30 - 55 3% 50 P.CENT
Bowl 4 36 - 55 % 50 P.CENT
Bowl 5 3¢ ~ 55 % 50 P.CENT
Bowl 6 306 - 55 % 49 P.CENT

- STAGE LZ2:

Each wvalue 27 - 60 % NOT APPLIED

bverage (Li+L2) 30 - 55 % NOT APPLIED

~ STAGE L3:

Fach value 22 TAB : 27 - 60 % NOT APPLIED

24 TAB : 24 - 66 %
Average {Li+L2+L3) 30 - 55 3 NOT APPLIED

0 PLCENT
69 P.CENT
69 F.CENT
69 P.CENT
70 P.CENT
69 P.CENT

NOT APPLIED
NCT APPLIED

NOT APPLIED

NOT APPLIED

rap coa_resultats v5
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Certificate of analysis /

Batch certificate SA N O ol

SANCFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

-

Code GMID: 188186 Lot number 8278
Manufacturing Date: 23-NOV-2018 Expiry Date: oCT-2021
Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored ccated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additicnnal inf: NA

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 4
CONTROLES SPECIFICATIONS RESULTS
ASSAY

VALPROATE ION {EXPRESSED AS SCDIUM 285,0 -~ 315,90 MG/TAB 289.7 MG/CP

VALFPROATE) (LC)
CONTENT in PERCENTAGE 95.0 - 105.0 % 99.9 P.CENT

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 menticned sites in full compliance
with the GMP

reguirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and apalysis records were reviewed to be in compliance with GMP

Dacision Accepted
Date: 14-DEC-2018 18:12:09.00
Qualified person or Delegate: WEILL Myriam

..

Certificate of analyses electronically approved
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