JEKJIAPAIIASL O COOTBETCTBHHA

JEKJAPAHT, MIPAHUMAIOI AN NEKJIAPAITMIO O COOTBETCTBHHA

| AO "Canogpu Poccur”

Ceedenus o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus @edepansioi nanoz06o1 cayscbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepcxan, d. 22, Tenegpon/thaxc: 8 (493) 721-14-00/ 721-14-11

B nuye: lenepanvuwiii oupexmop Monoic O.4.

Hosepennoe nuyo: Knoxoaa 10.C., dosepennocms 6/u om 01,12.2017

3AABJIAET, UTO
nexapcmeenHoe cpedcmeo: Jenaxux xporo, mabremxy nporOHZUPOBARHOZ0 Oelicmsun noxpsimbie 060A04YKOH

300 Mz 50 wm., raxonw: (2), nauxu kapmonnwie, PY Ne IT1 N013004/01 om 29.03.2012 , cepus 94236, napmus
9777 ynaxosox, 20den 0o 31.07.2022, npoussodcmea Canogpu Bunmpon Hudycmpus, Oparyusn, 1 pio 0e aa
Bveporc, Ambapec-3-Jlazpas, 33565, Kapbon-BEnan Cedexc, xod OKII[[2 21.20.10.233, koo TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085349925 om 11.10.2019

COOTBETCTBYET TPEFOBAHMSIM

HI 42-4112-06 uzm. Ne 1-6

AEKJAPAIIUSA ITPHHATA HA OCHOBAHHH
npomoxon ucneimanuti Ne 31060 om 21.10.2019 HJT 000 HI] "OAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 DJ140, Cepmugpuxam POCC FR.OM08.C51700 om 21.10.2019

. THSA JEKTIAPATIAM 21.10.2019
PATIMSE ABACTBATENBHA JO 31.07.2022

C'MMrﬂ- Poccy %
Sanofi Rus . KJ'[OKDB& IO.C.

oex. fmpm.rm ;. l'lO.lIl'lHCB ©.HN.0

el CBEJIEHHSI O PETHICTPALIAY

OPTAH IT0 CEPTHOHKAITHH, 3APETHCTPHPOBABIIUH JEKJIAPAIIATO

RA.RU. 11 DMO8 OPIAH HO CEPTHOHKAL[HH ITPONVKI[HH OFL[ECTBO C O PAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYV)XHOHA HEHTP KOHTPOJI KAUECTBA",

adpec opzanwsayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sam. 5, nom. 1, xom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyxx.pg.

JAEKJIAPAITAS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-FR.®M08.4.41152/19
AATA PEERECTRAY 21.10.2019
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CCPINPUKAal aHAINNSA /

AHaIUTHYECKHH MACOPT CEPHH SA N O F | Y |

«CAHOPM BMHTPOI MHOYCTPMA»
AmbGapac-3-Jlarpas

1 pio Oe na Beoepx

KAPEOH-EMAH, 33565 CEDEX, $paHuMa
Ten.: 0557303000 darc: 0557303600

Koo s 0ase nadHmx GMID: 188186 Homep cepum SA236
llaTa nbouaaoncmaa: 28-ABr-2019 HaTa MCTe4eHWA CpOKa [OOHOCTH: Won-2022
OrmmcaHme : JEDAKMH XPOHO, 300 MI', 100 TAENETOK NPOJIOHTMPOBAHHOI'O BHCBOBOXIEHMST
{POCCH)

Tun: TadneTkn MONMGUUMPORAHHOrO BHCBOCOXOSHMA, MOKPHTHE OOCMOYKOR, © PHUCKOR ¢ 00&uX CTOPOH
$opMa BRINYCHKE : llo 50 Tadmerox e dnaxod. Mo 2 ¢naxkoHa B KAPTOHHYR NaYKy
CrpaHa nNponaxu: Poccua
HononHuTentHar uHbCPMaUMA H/N
Ccuika Ha mocke: MH-000404 pep. 4.0
CCrutka HA RepPCHI0 CepTUdMKATa aHanmu3a: s
HUCIIBITAHHAA CIIEITU®PUKAITHH PE3YJIBTATHI
XAPAKTEPHUCTHKH

OMHCAHHE IPORONTOBATAA NENMMASA TABINETKA, COCTBETCTBYET

NMOKPHTAA OBONOYKOH

LBET NPAKTHYECKM EEJHHN COOTBETCTBYET
TNOANMHHOCTD

MOH BANBMOPOATA (A) COOTBETCTBYET COOTBETCTBYET
WCITHTAHHA

MACCA:
CPEOHAA MACCA 435 481 MI 457 MI'
OOHOPONHOCTL AO3MPOBAHMA (IO MACCE) COOTBETCTBYET COQTBETCTBYET
. MCOHTAHWE NEAMMHX TABAETOK HA PA3IOM COOTBETCTBYET COOTBETCTBYET

PACTBOFEHHE

HOH BANBLIPOATA (B BMHE HATPMA BANBIOPOATA) (X))
* MPOLUEHT WOHA BAABLIPOATA, PACTBOPEHHOID YEPE3Z 1 YAC:

= 3TAIl L1:
Yamwka 1 15-40 % 27 %
Hamka 2 15-40 % 27 %
Yamxa 3 15-40 % 27 %
. Yamka 4 15-40 % 27 %
. Hamka 5 15-40 % 27 %
Yawka & 15-40 % 27 %
- 3TAN L2:
Kaxnoe 3HadeHue 14-44 % HE NMPOBOIMNOCH
Cpendee (L1 + L2) 15-40 % HE MPOBOAMNOCH
- 2TAIl L3:
Kaxpnoe sHadeHue 22 TAB. : 14-44 % HE NPOBOOUNOCH
24 TAB. : 12-48 %
CpenHee (L1+L2+L3) 15-40 % HE HPOBOOMNOCH
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CCPINPMKAL AHAANSA /

AHaTHTHYECKHH NACHOPT cepHu S A N O E I Y 4

«CAHO®M BMHTPOI MHOYCTPHA»
Ambapac-3-Jlarpar

1 pio Oe na Bebepx

KAPBCH-EJIAH, 33565 CEDEX, ¢paHuua
Ten.: 0557303000 daxkc: 0557303600

Koa s 0ase maHuwx GMID: 18818¢ Homep cepuu 9A236
BaTa npoM3BcLCTBA: 28-ABpr-2019 Hara MCTEYEHMA CpokKa TOOHOCTM: Mon-2022
Omcanme : HEMNAKMH XPOHO, 300 MC, 100 TABNETOK TPONOHI'MPOBAHHOI'CO BHCBOBOXIEHNS
{POCCHA)

T TabneTkl MOOMPUUMPOBAHHOTO BLICEOOCKIEHUA, MOKPHTHE OOONOYKON, C PUCKOR C obemx CTORCH
$opMa BRNYCKA1 o 50 radnerok so dnaxoH. [0 2 pnakoHa B KAPTOHHYD Nauky
CrTpaHa nNpomaxu: Poccun
NonoaHuTensHaa WHpopMauma: H/N
Comlnka #a noCke: MH-000404 Bep. 4.0
Cceiika Ha Bepcuio cepTHdMKaTa aHanuaa: 5
HCIIBITAHHUSA CIIETNOUKAIIMH PE3VJILTATHBI
* MPOUEHT MOHA BANLBIMPOATA, PACTBOPEHHOI'O UEPEZ 3 YACA:
- 3TAI Ll:
. Yamka 1 30-855 % 51 %
. Yawka 2 30-55 % 51 %
. Yawka 3 30-55 % 51 %

Yawka 4 30-55 % 51 %

Yamra 5 30-55 % 51 %

Yawka 6 30-55 % 52 %
- 3TAN L2:
Kaxaoe aHaueuue 27-60 % HE TNPOBOOMAOCH
CpenHee (L1 + L2} 30-55 % HE TPOBOOUNOCH
- ITAN L3:
Kaxnoe sHaueHMe 22 TAB. : 27-60 % HE NPOBOOUNOCE

24 TAB. : 24-66 %

Cpeakee (L1+L2+L3) 30-55 % HE NPOBOAMAOCH

* NPOUEHT MOHA BAJILIPOATA, PACTBOPEHHOI'O 4YEPE3 6 UACOB:

- 3TAN L1:
. Yawka 1 55-80 % 70 %
Yamxa 2 55-80 % 70 %
Yamxa 3 55-80 % 71 %
Yawka 4 55-80 % 71 %
Yampka 5 55-80 % 71 %
. Hamka 6 55-80 % 73 %
- 3TAN L2:
Kaxgoe sHaueHue 50-88 % HE MPOBOOMNOCH
CpepHee (L1 + L2) S5-80 % HE OPOBOOMIIOCE
- 3TAN L3:
Kaxnoe sHadeHne 22 TAB., : 50-88 % HE NMPOBOOMAOCH
24 TAB, : 44-96 %
CpegHee (L1+L24+L3) 55-80 % HE NPOBOOWMIIOCH
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CEPITNPUKAT AHAIMSR /

Ananurngeckuii nacnopr cepur SANQOF] Y

«CAHOPM BHMHTPON HHAYCTPHA»
AMBapac-3-Jlarpas

1l pw ne na Boepx

KAPBOH-BNAH, 33565 CEDEX, JdpaHuwd
Ten.: 0557303000 daxc: 0557303600

Kon B 0ase nadHHex GHID: 188186 Homep cepun 9A236
llaTa npov3BOOCTBA: 28-ABr-2019 daTa UCTedYeHUS CPpOKA TOOHOCTM: lMion-2022
Omcamma : AENAKMH XPOHO, 300 MI', 100 TABNETOK NPONOHMMPOBAHHOTO BHCBOBOXIEHMA
[POCCHA)
Tun: TagneTkH MOOHPNUMPOBAHHOPO BLHCROGOXASHWA, MNOKPHTHE OOCJOYKON, ¢ PMCKON C OOeMX CTOPOH
¢opMa BhIYCKa: Mo 50 Tabnetok BC ¢nakoH. [0 2 NakoHa B KADTOHHYD RAYKY
CrpaHa nponax: Poccus
BonoaHUTeNs HAA MHPOPMALIMA : H/n
CchUrka Ha Oocke: MH-000404 Bep, 4.0
Ccriika Ha Bepcho cepTHdMKaTa aHaIM3a: 5
HUCIILITAHHUA CIIEIMPUKAIINHN PE3YJIBTATHBI

HONMYECTBEHHOE ONPEIENERHE

. MCH BANBIPOATA (B BMAE HATPHUA 285,0-315,0 MI'/TAB 299,8 MI'/TAB
BARBIPOATA) (¥X)

COOEPXAHME B MPOHEHTAX 95,0-105,0 % 99,9 %

HacroAaumm A nomTeepxAan, YT BelleYxazaHHAA WHOOPMALMA ABINAETCA BepHoil M TOuHolt. JaHHad cepus npenapara Ouna
M3TOTOBNEHA, BKIAKYAA 3TaN YNAKOBKM/MAPKUPOBKM M KOHTPONIA KAUECTBA, HA BHWeYNCMAHYTHX NPOU3BOACTBEHHEX naowankax B
MOJIHCM COOTBETCTBMM C TpeboBanmAmm GMP

ME@CTHRIX IAKOHOLATEJILHEIX OPT'AHOB BNACTM, & TAKKe CO cneuM{uKAUMAMM B PeruCTPaUMOHHOM YUOCTOBEPEHWM CTPaHH-MMIOpTEpa.
flo pe3yAeTaTaM MPOBEPKM JAMMCH O NPOMIBOICTBE, YNAKOBKE M AHAJIM3E CEDHUM COOTBETCTBOBAMM TpeboBaHuaM GMP.

PemeHve QoofpeHo
Hara: 25-Cen-2019 17:25:41.00
YIOMHOMONAHHOS JIMUC MM IPenCTABMTENL ! WEILL Myriam

CepTrduxaTh aHANM3Ia 3aBEepPEeHH JIEKTPOHHON NOIONMCHK
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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 \7

Code GMID:

188186 Lot number 9A2306

Manufacturing Date: 28-AUG-2019 Expiry Date: JUL-2022

Dascription: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 530 tablets

Market Name: Russia

Additionnal inf: NA

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
VALPROATE ION (LC) COMPLIES COMPLIES

TESTS

- MASS

AVERAGE MASS 435 481 MG 457 MG

UNIFCRMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
DISSOLUTION :

VALPRCATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)

* PERCENTAGE GF VALPROATE ION DISSOLVED AFTER 1 HOUR :
STAGE L1:

. Bowl 1 15 - 40 % 27 B.CENT

. Bowl 2 15 - 40 % 27 P,.CENT

- Bowl 3 15 - 40 % 27 P.CENT
Bowl 4 15 - 40 % 27 P.CENT
Bowl 5 15 - 40 % 27 P.CENT
Bowl & 155-—%400% 27 P.CENT

- STAGE L2:

Each value 14 ~ 44 % NOT APPLIED

Average (L1+L2) 15 - 40 % NOT APPLIED

- STAGE L3:

Each value 22 TAB i 14 -~ 44 % HOT APPLIED

24 TAB ;112 - 48 W
Average {LI+L2+L3) 15 - 40 % NOT APPLIED

rap_coa_rasultats v5 Page 1 7 3



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

bmbarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI \7

Code GMID:

- SBTAGE L3:

Each value

Avarage (L1+L2+L3}

- STAGE L1:

Bowl
. Bowl
. Bowl
. Bowl
. Bowl
. Bowl
- STAGE L2:

o N B W N e

Each value
Average (L1+L2})
= STAGE L3:

Each value

Average (L1+L2+L3)

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

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

55 - BO %
55 - BO %
55 - B0 %
55 - 80 %
55 - 80 %
55 - 80 %
50 - 88 %
55 - 80 %

22 TAB : 50 - 88 %
24 TAB : 44 - 96 %
55 - 80 %

188186 Lot number 9A236
Manufacturing Date: 28-AUG-2019 Expiry Date: JUL-2022
Description: DEPAKINE C300 SEC NF 100CP RU
Type: Modified release scored cecated 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: 5
m — R P—— T PR P —— T
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE QF VALPROATE ION DISSOLVED APTER 3 HOURS :
- STAGE Ll:
Bowl 1 30 - 55 & 51 P.CENT
Bowl 2 30 - 55 % 51 P.CENT
Bowl 3 30 =55 % 51 P.CENT
Bowl 4 30 - 55 % 51 P.CENT
Bowl 5 30 - 55 % 51 P.CENT
. Bowl & 30 - 55 % 52 P.CENT
- STAGE L2:
Each value 27 - 60 ® NOT APPLIED
hverage (L1+L2] 304=25500 NOT APPLIED

NOT APPLIED

NOT APPLIED

70 P.CENT
70 P.CENT
71 P.CENT
71 P.CENT
71 P.CENT
73 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

rap_coa_resultats v§
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Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1l rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI g

i

Code GMID: 188186
Manufacturing Date: 28-AUG-2019

Lot number

Expiry Date:

9A236
JUL-2022

Référence dossier:

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

MH-000404 v. 4.

Réf. CoA version: 5
— e —— e L e r—
CONTROLES SPECIFICATIONS RESULTS
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 285,0 - 315,0 MG/TAB 299.8 MG/CP
VALPROATE) (LC)
. CONTENT in PERCENTAGE 95,0 -~ 105.0 % 99.9 P.CENT

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

with the GMP

I hereby certify that the above information is authentiec and accurate. This batch of product has been
manufactured, including packaging/labelling and gquality centrol at the above mentioned sites in full compliance

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
Date:

Qualified person or Delegate:

Accepted
25-SEP-2019 17:25:41.00

WEILL Myriam

Certificate of analyses electronically

approved
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Fage 3/ 3



