AEKJIAPALIIMSA O COOTBETCTBUMA

JEKJIAPAHT, IPHHAMAIOUIHA JEKJIAPAIFIO O COOTBETCTBUU

AO "Canogu Poccus”

Sapeeucmpuposano . Meompauoauaﬂ uncnexyun MHC Poccuu Ne39 no 2. Mockee OF'PH 102 773907994 0 om
19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepcran, d. 22. Tenegpon:8 (495) 721-14-60

B nuye: lenepanvneii dupexmop Adaman H.B.

Hoeepennoe nuyo: Knowosa F0.C., dosepennocmy 6/n om 01.12.2017

N

3ASIBJUIET, UTO

aexapcmeennoe cpedemeo: Jenarun xpono mabnemicu NPoROHZUPOBAKHO20 OetiCMBUA NOKPbIMble 0BOROYKOT
300 m2 50 wm., pnaxonst (2), nauxu xapmonnsie, PY Ne IT NO13004/01 om 29.03.2012, cepua 8A147, napmun
8580 ynaxosox, 200ew do 01.04.2021; npouseodcmea Canogu Bunmpon Hudycmpus, Opanyus, Sanofi
Winthrop Industrie, 1, rue de la Vierge, Ambares et Lagrave 33565 Carbon Blanc Cedex, France, koo OKITI2
21.20.10.233, xoo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085291893 om 22.05.2018

COOTBETCTRBYET TPEEOBAHUAM

HT 42-4112-06 usm. Ne 1-5

AEKJAPAITAA IPHHATA HA OCHOBAHAH

npomoxon ucneimanuii Ne 1489 & om 04.06.2018 HJT OO0 HI] "®APMOEOPOHA", ammecman
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC FR.OM08.C15215 om 04.06.2018
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CBEJIEHHS O PEI'MICTPAIIIN

OPTAH I10 CEPTH®WKAITAN, 3APEIICTPHPOBABIN T JAEKJAPAIIUIO

RA.RU.11PMO8 OPTAH 110 CEPTHOHKALTHH ITPONVKITHH OBL[ECTBO C OTPAHHYEHHQH
OTBETCTBEHHOCTBIO "OKPY)KHOH IEHTP KOHTPOJISI KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yi. Macmepxosa, 8. 4, am. 3, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu.: 115280, POCCHA, eopoc) Mocwsa, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ec6-
catim. oyxK.pg.
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SANOF!

Canodu Bunrpon Munycrpus

Ambares et Lagrave

1 rue de Ja Vierge

33565 CARBON BLANC Cedex France

CEPTHOHKAT AHAJIM3A

Henaxnu®xpoHo TabaeTKH NPOJOHIHPOBAHHOIO JeiCTBHS NMOKPLITLIE 060/104K0i 300 Mr
(paraxonst noaunponuaeHossie) N100

Cepus: 8A147
Jara n3rotopaeuus: 03/04/2018
Fonen no: 04/2021
HJ 42-4112-06
TECT HOPMA PE3VYJILTATBI
Ornucanne IIpononrosatele TabneTkH, MOKpeIThie 0d0I04UKoH, | COOTBETCTBYET
NPaKTHYECKH OEJIOTo LBETa, C PHCKOH ¢ o0enx
cTOpoH. OnpeeneHie IPOBOAAT BH3YAILHO.
HonnnaHoCTE
- Bamenpoatr-uon Rt (o6pasua) = Rt (crangapra) CoorseTcTBYET
- Harpuit Tlopourok Tab1eToK AaeT kadecTBeHHYIO peakiuio | CooTBeTCTBYET
Ha HaTpuil.
- Jlmokcunx tuTana Hopomok Tabnerok naer KadecTBeHHYIO peakumio | COOTBETCTBYET
Ha JVOKCHJ THTAHA,
Cpeansist Macca Ot 435 no 481 mr 462 mr
OanoponHoCcTh 0O Macce 18/20 rabnerok — ne Gonee + 5 % CooTBeTcTRYET
2/20 tabnetok — ne Gonee + 10 % CootseTctByeT
McnpiTanpe IMHEA pa3ioMa | B cOOTBETCTBHM ¢ TPeOOBAHMIMH, CooTBeTcTBYET
Pactopenue
-3a 1 gac Ot 15 10 40 % 26 %
-3a 3 yaca O1 30 10 55 % 50 %
- 3a 6 yacos Ot 55 o 80 % 70 %
Iloctoponnue npumecn* Cymma npumeceii ve 6onee 1,0 %. CootrercTByeT
Muxpobunonoriuueckas Hamenenue Ne 3, kateropus 3 A CooTreTcTBYET
urcrora*
KonnuecTBeHHOE Or 285,0 no 315,0 Mr/Tabmn. 300,5 Mr/Tabn
OMpeNeNIEHHE BATBIIPOAT-HOHA
(B BUJIE BANIBIIPOATA HATPHUS )

*- nokazatens BBefieH no Tpebopanuio MCKJIIC. MupMa rapanTUpyeT KauecTBO NpEenapara Mo >TOMY
noKazaresmo.

YxasaHHad cepua NPOU3BEAEHA B COOTBETCTBHH ¢ JICHCTBYIOIHMHE TPeGOBAHMAMM PETHCTPALMOHHOTO J10ChE
¥ NPaBHIaMK Hagnexalei NpaxTHKH NPOH3BOACTBA IeKapCTBEHHBIX cpeacts (GMP).

Kakpe-inbo 3HauMMble WIM KPHTHYECKME OTKJIOHGHHS OT PEerNaMeHTHPOBAHHBIX NapaMeTpoB He
3aperuCTPUPOBAHBIL.

Pernenue: Beimnymen 26/04/2018 Vnonraomouengoe iuno: GUITTON Sebastien

AQ «Canogit Pocensy
Aapect 1230009, Mockia. va. Teepesas, 22, Tern: {493} 721-1400. axc: (493) 721-1411. www.sanoli.re



Certificate of analysis /

Batch certificate S A N

SANOFTI WINTHRCP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel, 0557303000 Fax.0557303600

Code GMID:

Manufacturing Date:

188186 Lot number 8A147
3-APR-2018 Expiry Date: APR-2021

Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet
Presentation: Box with 2 tubes of SC tablets

Market Name: Russia

Additicnnal inf: NA

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 4
CONTROLES
CHBRACTERS
. BSPECT CONFORME/COMPLTES
. COLOUR ONFORME/CCMPLIES
IDENTIFICATION
VALPROATE ION (LC) fo!  CONFORME/COMPLIES
TESTS
. MASS
AVERAGE MASS 462 MG
UNIFORMITY OF MASS c CONFORME /COMPT,TES
SUBDISVISION OF TABLETS-BREAKLINE TEST CONFORME/COMPLIES
DISSOLUTION
VALPROATE ION (EXPRESSED AS SODIUM VALPROR
* PERCENTAGE OF VALPROATE ION DISSOLVED AF
- STAGE Ll:
Bowl 1 15 26 P.CENT
Bowl 2 1 26 P.CENT
. Bowl 3 1 26 P.CENT
Bowl 4 26 P.CENT
Bowl 5 S 26 P.CENT
Bowl 6 1 26 P.CENT
- STAGE L2:
Each value 1 NON APPLIQUE
Average (L1+LZ) 15, NON APELIQUE
- STAGE L3:
Each value z NON APPLIQUE
2
Average {L1+L2+L3) 15. 7 NOW APPLIQUE
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBOMN BLANC Cedex France

SANOFI

Tel. 0557303000 Fax.0B857303600

rCode GMID: 188186 Lot number 8A147
Manufacturing Date: 3-APR-2018 Expiry Date: APR-2021
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:

Russia
NA

MH-000404 v. 4.0

Each wvalue
Average (L1+L2)}
- STAGE L3:

Each value

Average (L1+L2+L3)

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

Lo T L L

Bowl
- STAGE L2:
Each value
(LI+12)
- STAGE L3:

Average

Each value

Average (LI+LZ+L3)

* PERCENTAGE OF VALPROATE ION DISSOLVED A:

W o o o o mom

Réf. CoA version: 4

CONTROLES

* PERCENTAGE OF VALPROATE 10N DISSOLVED AF

- STAGE Ll:
Bowl 1 3 ‘50 P.CENT

. Bowl 2 éo 50 B.CENT
Bowl 3 30 5¢ P.CENT
Bowl 4 30 {50 P.CENT
Bowl 5 30 .50 P.CENT
Bowl & 30 'S0 PB.CENT

~ STAGE L2:

.CENT
.CENT
. CENT
.CENT
.CENT
+CENT

:NON APPLIQUE
NON APPLIQUE

NON APPLIQUE

NON APPLIQUE

NON APPLIQUE
NON APPLIQUE

NOM APPLIQUE

NON APPLIQUE
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

4

Code GMID: 188186 Lot number 8A147
Manufacturing Date: 3-APR-2018 Expiry Date: APR-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
Réf. CoA version: 4

VALPROATE ION (EXPRESSED AS S50DIUM
VALPROATE) (LC)

300.5 MG/CP

CONTENT in PERCENTAGE 100.2 P.CENT

I hereby certify that the above information is authentic and accurate. This bateh of product has been
manufactured, including packaging/labelling and gquality 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

\.

Decisgion Accepté
Date: 26-APR~2018 16:42:02.00
Qualified person or Delegate: GUITTON Sébastien

Certificate of analyses electronically approved

Yap coa_resultats vS

Page 3 / 3




