IEKJIAPAIIISI O COOTBETCTBUHA

JEKJIAPAHT, IIPAHMMAIOIINWH JEKJAPAIIIO O COOTBETCTBHH

AO "Canogpu Poccus”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyua Oedepanvroti nanozoeou cayoche: Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuwviii oupexmop Monoc O.A.

Hoeepennoe nuyo: Cmenanoe C.C., doeepennocmo 6/n om 01.12.2017

3AABJUIET, YTO
nexapemeennoe cpedcmso. Jenaxun xpono, mabremxu nponor2upoearntozo Oelicmeus noxpuimete 0601040t

300 m2 50 wm., gnavons (2), nauxu kapmonnwvie, PY Ne IT N013004/01 om 29.03.2012, cepun 94197, napmun
9718 ynarosox, zo0en do 31.05.2022, npouseodcmea Canogu Bunmpon Hudycmpus, @panyus, 1 pio e na
Buvepoe, Ambapec-3-Jlazpas, 33565, Kapbon-bnan Cedexe, xoo OKII[2 21.20.10.233, xoo TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085342173 om 30.07.2019

COOTBETCTBYET TPEFOBAHHUAM

HJT 42-4112-06 uzm. No 1-5

JEKJIAPATINA ITPUHATA HA OCHOBAHHH

npomoxon ucneimanuii Ne 24570 om 06.08.2019 H/I OO0 HI] "PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 DJ140, Cepmughuxam POCC FR.PM08.C45562 om 06.08.2019

M}a‘fiﬂ’ ‘_ A NEKJAPAITAH 06.08.2019
: RIIAPAITA A ,HE CTBATEJBHA J10 31.05.2022
T ,» PO Cust
SRR
?& Crenanos C.C, -
f}emgpaﬂm , .10

—erry n-.—:mw

CBEJIEHWS O PEI‘I/ICTPAIII/]I/I

OPTAH IIO CEPTH®HKAINH, 3APETTACTPHPOBABII MIA JTEKJIAPAITMIO
RA.RU.119M08 OPTAH I10 CEPTH®HKALIHH ITPONYKLHY OFL[ECTBO C OI'PAHHYEHHON

OTBETCTBEHHOCTHIO "OKPVKHOH LIEHTP KOHTPOJIT KAYECTBA",
adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoeaa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-

caim: oykK.pg.

Kauau E.B.
— 3am. pyxopomutena OC




CEPTHPHKAT aHAIHN3A /

AHATMTHYeCKHH MACIOPT CEPUH S A N OFI Y 4

«CAHO®HM BMHTPON MHAYCTPUA»
Ambapac-3-Jlarpas

1 pio ne sa Bebepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHums
Tesi.: 0557303000 daxc: 0557303600

Kon B 03se maHuelx GMID: 188186 Houep cepuu 9ALST
llaTa npov3BeacTea: 25-HioH-2019 laTa wCcTedYeHKA cpoka rogHocTw: Mai-2022
Omicamme: HEDAKMH XPOHO, 300 M, 100 TABNETOK NPONOHTWMPOBAHHOIY BRCBOEORINEHMA
{POCCHA)

Twur: TabnmerTki MOAMGHMUMPOBAHKOTO BHCBGUGOKISGHKA, [OKPLHITHE OOONOYKON, C PMCKOA © ofielx CTOPOH
dopMa BHNYCKE : ilo 50 TabneToxk BO jnakoH. o 2 ¢nakoHa B KAPTOHHYK Naudky
Crpana npopaxm: PoccuA
JONORHUTENbHAA MHDPOPMALIA : H/N
Ccelnka Ha Oocke: MH-000404 Bep. 4.0
CChUIKa HA Bepcu® ceprudurKaTa aHanuza: 5
HUCIIBITAHHUA CIIEIH®OUKAIIUHA PE3YJIBTATHI
XAPAKTEPUCTHKH

OMNUCAHME NPCAOAT'OBATAA AEAMMAA TABJETKA, COCTBETCTBYET

MIOKPHTAS OBOJIOYKON

OBET NPAKTHYECKH BEJHM COCTBETCTBYET
NOoAHHHOCTE
. MOH BANBIPOATA (%X} COOTBETCTBYET COOTBETCTBYET
HCTIHTRAHHA
. MACCA:
CPEOHAA MACCA 435 481 MO 460 MI'
OOHOPOAQHCCTE OO3MPOBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
. UCIIHTAHKE JEMMMHY TABFNETOK HA PAZJIOM COOTBETCTBYET COOTBETCTBYET

PACTBOPEHUE

KOH BAMBIPOATA (B BMOE HATPHMA BANLIPOATA) (P.9.9]
* MNPOLEHT MOHA BANBIIPOATA, PACTBOPEHHOT'Q HEPE3 1 YAC:

- 3TANl L1:
Yamka 1 15-40 % 27 %
Yamka 2 15-40 % 26 ¥
Yamwa 3 15-40 % 26 %
Yamka 4 15-40 % 27 %
Yawka S 15-40 % 26 %
Yauwka 6 15-40 % 27 %
- 3TANl L2:
Kaxpgoe sHaueHue 14-44 % HE NPOBOOUNIOCH
CpegHee (L1 + L2} 15-40 % HE NPOBOOMAOCH
- 3TAN L3:
Kawxnoe sHauveHue 22 TAB. : 14-44 % HE NPOBOJHMIIOCH
24 TAE. : 12-48 %
CpenHee (L1+L2+L3) 15-40 % HE NPOBOAMIOCEH

rap _coa_resultats v5 CTpaHuua 1 wu3 3



CEepTHPHKAT aHAJIH3a /

AHAIUTHYECKHH NACHOPT CEPUH SA NOFI Y

«CAHO®M BMHTPOIl MHOYCTPMA»
AuGapac-3-Jlarpas

1 pio n& na Boepxk

KAPBOH-ENAH, 33565 CEDEX, ¢paHumsa
Tes.: 0357303000 $axc: 0557303600

Kon B 0ase panHmx GMID: 1688186 HoMmep cepuu 9A197
JaTa NpoOUSBONCTEA: 25-HioH- 2019 laTa MCTedeHWA Cpoka DofHocTH: Mafi-2022
Cnvcanme: JENAKMH XPOHO, 300 M, 100 TAEBNETOK NPONOHTUPOBAHHOIQ BHCBOBOXNEHWA
{POCCHA}

T TadneTky MOOMPMUMPOBAHHOIO BLICBOOOKASHMA, MOKPHTHE OOONOUKOM, C PUCKOR ¢ ofenx CTOPOH
$0pMa BHIOYCKA: o 50 Tadnerok BO ¢AaxkoH. [lo 2 ¢pnakoHa B KAPTOHHYR MAuKy
Crpana npooaxy: Poccua
JononHuTensHaA MHGOPMaums H/N
CcoblNnka Ha OQChbe: MH-000404 Bep. 4.0
CchUIKa Ha BepCHi CepTHdMKaTa aHanM3a: 5
HCIIBITAHHUA CIIEIIN®PUKAIIUN PE3YJBTATHI
* [POLUEHT WOHA BAJILIIPOATA, PACTBOPEHHOI'D | YEPEZ2 3 YACA:
- 3TAIN Li:

Yawka 1 30-55 % 51 %

Yawxa 2 30-55 % 50 %

Yamka 3 30-55 % 50 %

Yawxa 4 30-55 % 52 %

Yawxa 5 30-55 % 50 %

Yauwra 6 30=-55 % 51 %
- 3TAIl L2:
Kaxgoe sHaueHwWe 27-60 % HE IIPOBOOMNIOCH
Cpepghee (L1l + Lz} 30-55 % HE NPOBOAMNIOCE
- 3TAT L3:
Kaxpnoe 3HaueHue 22 TaAB. : 27-60 % HE TPOBOIMIOCE

24 TAB. : 24-66 %

CpenoHee (L1+L2+L3) 30-55 % HE NMPOBCAMIOCH
* [POLUEHT MOHA BANEBENPOATA, PACTBOPEHHOI'O HYEPES 6 YACOB:
- 3TAN Ll1:

Hamxa 1 55-80 % 72 %

Yamea 2 55-80 % 69 %

Hawmwka 3 55-80 % 71 %

Hamka 4 55-80 % 73 %
. Hamka 5 55-80 % 70 %
. Hamka 6 55-80 % 71 %
- BTAN L2:
Kaxgoe aHadeHMe 50-88 % HE MNPOBOOMNOCH
Cpentee (L1 + L2) 55-80 % HE NPOBOOHIOCH
- 3TAN L3:
Kaxpnoe 3HayeHune 22 TAB. : 50-88 % HE MPOBCAMNOCH

24 TAB. : 44-96 %

Cpenuee (L1+L2+L3) 55-80 % HE NPOBOOMAOCH

rap_coa_resultats v5 Crpanuua 2 u3s 3



CECPTHPHKAT aHAJIHN3A /

AHAINTHYECKHH NMACIIOPT CEPHH S A N O F | _’

«CAHOOM BMHTPOI MHOYCTPHUA»
AmBapac-3-flarpas

1 pio Oe na Boepx

KAPECH-BJIAH, 33565 CEDEX, %paHuMAa
Ten.: 0557303000 ®akc: 0557303600

1881846
25 -Mow-2019

9A197
Maf-2022

Kon p Oase OaHHWX GMID: Homep cepuu

JlaTa npoHM3aBONCTRA: llaTa wcoTeweHus CPOKa DOOHOCTH !

Orscanme: OENAKME XPOHO, 300 Mr, 100 TABJIETOK DNPONOHTHPOBAHHOTO BHCBOBOXOEHMS
(POCCHA)
Tun: Tabnerkr MOAMGKUMPOBAHHOIC BLICBCOOKASHUA, NOKPHTHE OGOMOYKOM, C PUCKOA C O0euX CTOpoH

POpMa BHINYCKa:
CTpana nponaks:
JononHUTensHaA MHbOPMatin

Coelnka Ha OoChe:

Ceoplnka Ha BepcH CepTudrkaTa aHanMiaa:

Mo 50 radneTok BO ¢nakoH. Mo 2 $NaKoOHa B KAPTOHHYW MAYKY
Poccua
H/TE

MH-000404 Bep., 4.0

3

HCIIBITAHHUSA

PE3YJBbTATHI

CIIEHHPHKALNIA

KONMMYECTBEHHOE ONPEAEAEHHE

MOH BARLIPOATA (B BMOE HATPHA
BAJILIPOATA) (%X)

285,0-315,0 MI'/TAB 300,7 MI'/TAB

COOEPKXAHUE B NPOUEHTAX 95,0-105,0 % 100,2 %

HacToAuMM A MOATBEPARAKX, HTO BHWEYKASAHHAA MHQOpMALMA ABNASTCA BEPHOM M TOWYHOM. JaHHAaA cepuA npenapara Omula
MSTOTOBNEHA, BKIOUAA 3TaNE YNAKOBKW/MADKWPOBKM M KOHTPONA KAueCTBa, HA BEWEYNOMAHYTHX NPOMIBOACTBEHHHX NACWAMKAX B
NOJHOM COOTBETCTBMM C TPeSoBaHUAMU GMP

MECTHLX 3aKOHOLATENbLHLX OPTaHOB BIACTM, 3 TaKKe CO CNEeLMPMKAUMAMK B PerMCTRAUMOHHOM YAOCTOBEPEHMM CTPAHH-UMNOODTEDE .
Mo pesyneTaTaM NpoBepPKM 3anuUCH O NPOM3BONCTEE, YMAaKOBKE M AHANMSEE Cepuy COOTBETCTBOBANAM TpeboBaHMAM GMP.

Pemenne OnodpeHo

Oara: 11-MI0N-2019% 23:23:23.00

YMOJHOMONEHHOS JIMUO MAM MPelNCTAaABMTGNS : IDIQUIN Martine

CepTvdMKaTH AHAMM3A BaBEPEHH SJIEKTPOHHOH NOONMCHD

rap_coa_resultats vs CrpaHMua 3 m3 3



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

hmbareés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI «g

Code GMID:

Description:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

Manufacturing Date:

188186 Lot number
25-JUN-2019 Expiry Date:
DEPAKINE C300 SEC NF 100CP RU

Modified release scored coated tablet

Box with 2 tubes of 50 tablets

Russia

NA

MH-000404 v. 4.0
5

m

9A197
MAY-2022

- STAGE L3:

Each walue

Average {(L1+L2+L3)

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 460 MG

UNIFORMITY OF MASS COMPLIES 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 Ll:

. Bowl 1 15°="40 % 27 P.CENT

. Bowl 2 15824050 % 26 P.CENT

+ Bowl 3 15 - 40% 26 P.CENT

. Bowl 4 15 - 40 % 27 P.CENT

. Bowl 5§ 158 =%40K% 26 P.CENT

. Bowl 6 15 - 40 % 27 PB.CENT

- STAGE L2:

Each value TAN-R4 48 % NOT APPLIED

Average (L1+L2] 158400 % NOT APPLIED

22 TAB : 14 - 44 %
24 TAB : 12 - 48 %
153 -R40Fk

NOT APPLIED

NOT APPLIED

rap_coa_resultats v$

Page 1 f 3



Certificate of analysis /

Batch certificate SANOFI \)

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

IS

Code GMID: 188186 Lot number 94197
Manufacturing Date: 25-JUN-2019 Expiry Date: MAY-2022
Dascription: 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 wversion: 5
—— L Ty ——— = e p——
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :
- STAGE L1:
Bowl 1 30 = 55 % 51 P.CENT
Bowl 2 305 =25548% 50 P.CENT
+ Bowl 3 JOESES S5E% 50 P.CENT
Bowl 4 el = EE 52 P.CENT
Bowl 5 30d=2558% 50 P.CENT
. Bowl 6 30 - 55.% 51 P.CENT
- STAGE L2:
Each wvalue 27:-.60'% NOT APPLIED
Average (L1+LZ) S0S=S558% NOT APPLIED
- STAGE L3:
Each value 228 TARZ=IN2 TR 60 5% NOT APPLIED
24 TAB : 24 - 66 %
Rverage {L1+L2+L3) JO0E_-ESS5TY NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :

- STAGE Ll1:
Bowl 1 55 - B0 % 72 P.CENT
Bowl 2 SSE=RB0E% 69 P.CENT
Bowl 3 55./- B0 % 71 P.CENT
Bowl 4 55 = B0 % 73 P.CENT

. Bowl 5 55 - B0 % 70 P.CENT

. Bowl © S5.-:80 % 71 P.CENT

- STAGE L2:

Each value 50 - 88 % NOT APPLIED

Average (L1+L2) 55 - BO % NOT APPLIED

- STAGE L3:

Each value 22 TAB : 50 - 88 % NOT APPLIED

24 TAB : 44 - 96 %
Average (L1+LZ2+L3) 55 - B0 % NOT APPLIED

rap_coa_resultats v$ Fage 2 f 3



Certificate of analysis /

Batch certificate SANOFI 0

SANQOFI WINTHROF INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBOM BLANC Cedex France
Tel. 0557303000 Fax.0557303600

rEode GMID: 188186 Lot number 9A197
Manufacturing Date: 25-JUN-2019 Expiry Date: MAY-2022
Description: DEPAKINE C200 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

Ré&f. CoA version: 5
B — R PO —_mmm———— ﬁ
CONTROLES SPECIFICATIONS RESULTS
ASSAY
. VALPROATE ION (EXPRESSED AS S0ODIUM 285,00 - 315, 0 MG/TAB 300.7 MG/CP
VALPROATE} (LC}
CONTENT in PERCENTAGE 95.0 a1 057 0%% 100.2 P.CENT

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

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 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

Dacision Accepted
Date: 11-JUL-2019 23:23:23.00
Qualified person or Delegate: IDIQUIN Martine

N

Certificate of analyses electronically approved
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