TEKJAPALIAS O COOTBETCTBHA

JEKJIAPAHT, IPHHUMAKOIIAN JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccun”

Caedenua o pezucmpayuu opeanusayuu; Mesxcpasionnan uncnexyua @edepanvroii nanozoeod caysicbut Ne 46 no
2. Mockse 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 3. 22, Tenegon/tparc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvhviii dupexmop Monow O.A.

Hoeepennoe nuyo: Knoxosa 10.C., dosepennocmn 6/m om 01.12.2017

SAABJSET, YTO
nexapcmeennoe cpedcmeo: Jenaxun xpono, mabiemxu NpoROKZUPO8arH020 delicmeus noxpoimuie 0bonoyxod

300 mz 50 wm., gnaxonw: (2), nauxu kapmonnwre, PY Ne IT N013004/01 om 29.03.2012 , cepus 94241, napmusn
9780 ynaxoeox, zodex do 31.07.2022, npouseodcmea Canogu Bunmpon Hrdycmpus, Opanyus, 1 pio de aa
Buepoic, AMbapec-3-Jlazpas, 33565, Kapbon-bnan Cedexc, koo OKITJ2 21.20.10.233, koo TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneosic Ne 9085349925 om 11.10.2019

COOTBETCTBYET TPEBOBAHHAM

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

JEKJIAPAITASA IPUHATA HA OCHOBAHHHA

npomoxon ucnsimanuii N 31110 om 21.10.2019 HJT 000 HI| "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU,0001.21®0J140, Cepmugpuxam POCC FR.®M08.C51705 om 21.10.2019
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CBEJAEHUA O PETHCTPAIINA

OPTAH IO CEPTHOHUKAIUMU, 3SAPETACTPAPOBABIINII NEKJIAPAIIAIO

RA.RU.11®M08 OPTAH 10 CEPTHOHKALIHH ITPONYKIHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXHOH L[EHTP KOHTPOJIA KAYECTBA”,

adpec opzanuzayuu: 115280, z. Mockea, ya. Macmepxoga, 0. 4, am. 3, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, am. 3., men.:(493)788-02-88, eeb-
caiim: oyrx.pg.

JEKJAPAITAA O COOTBETCTBHHA 3APETHCTPHPOBAHA M POCC RU /I-FR.OM08.A.41157/19
JATA PEI‘H{:’I‘PAIIHH 21.10.2019
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AHATUTHYECKHH ACHOPT CePHH S A N O F | Y 4

«CAHODH BHMHTPOI MHAYCTPUA»
AmGapac-3-Jlarpab

1 pw pme na Beepx

KAPBOH-BAAH, 33565 CEDEX, ®$paHuMsa
Tem.: 0557303000 daxc: 0557303600

CePTHPHKAT aHAJHN3A /

Koo B Oa3e naHHex GMID:
lara nponIBOOCTEA:
Ormicamg :

Tun:
dopMa BENYCKA:

CTpaHa nponak4:

JononHuTeéntHan vyHbopMauura:

CerUTKA HA [OCLE:
Ccoinca Ha Bepcuo cepTuduxaTa aHanmma3a:

188188 Homep cepun SRZd1
30-ABp-2019 IaTa McTeueHuA Cpoka TOOHCCTW: $lon-2022
HOENAKMH XPOHO, 300 MI', 100 TAENETOK [OPOJOHTMPOBAHHOT'O BHCBOEOXIEHWA

{POCCHA)

TatneTkd MOAMPUUMDOBAHHOIO BHCAOUOKNEHUA, MOKPHTHE OO0ONOYKON, C PHCKCH C OO0EUX CTOpPOH
Mo 50 TadmerTox BO ¢nakcoH. [0 2 $NAKCHA B XKADTOHHYR MAuKy
Poccua

B/

MH-000404 Bep. 4.0
L]

HUCIIBITAHUA CIIEIH®PHKAIIUH PE3YJIBTATHI
XAPAKTEPHCTHUKH
ONMUCAHHE NPONONrOBATAR NEAVMMAA TAEBIETKA, COCTBETCTBYET
MOKPHTAA OBONOUYKOH
HUBET MPAKTHYECKH BEJHNA COCTBETCTBYET
NOANMHHOCTD
. VIOH BANBIIPOATA (XX} COOTBETCTBYET COOTBETCTBYET
MCOHTAHKMA
. MACCA:
CPENRAA MACCA 435 481 Mr 460 MI'
OOHCOPOOHOCTE AOSMPOBAHMA (N0 MACCE) COOTBETCTBYET COOTBETCTBYET
UCTIHTAHME JEJHMMHX TABAETOK HA PASIOM COCTBETCTBYET COOTBETCTBYET
PACTBOPEHHE
HOH BANRLMNPOATA (B BWAE HATPHS BANLIIPOATA) (XX)
* MPOUEHT MOHA BANBIPOATA, PACTBOPEHHOID YEPE3 1 YAC:
- 3TAN L1:
Yawka 1 15-40 % 26 %
Yamka 2 15-40 % 26 %
Yamka 3 15-40 % 26 %
YJamxa 4 15-40 % 26 %
Yamxa S 15-40 % 26 %
Yamira 6 15-40 % 26 %
- ITAIl L2:
Kaxnoe =HaueHue 14-44 % HE NPOBOAWUNOCH
CpemHee (L1 + L2) 15-40 % HE MPOBOAMAOCEH
- 3TAI L3:
Kaxpoe 3HaueHMe 22 TAB. 14-44 % HE NPOBCOMNOCH
24 TAEBE. 12-48 %
CpenHee (L1+L2+L3)} 15-40 % HE MNPOBOOMIIOCH
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CepTHQPHKAT aHAJIH3A /

AHATHTHYECKHII MACIOPT CePHHU SA NOFI Y |

«CAHOOM BHHTPON MHIOYCTPHA»
AmbGapac-3-Jlarpae

1l pwo Oe na Beepx

KAPEOH-ENIAH, 33565 CEDEX, &paHuusa
Ten.: 0557203000 dakc: 0557303600

Kor B Oase DaHHux GMID: 188186 HoMmep cepun 2A241
DNaTa npoW3BOOCTBA: 30-ABr-2019 llaTa ucTe4eHMA CpOKa POAHOCTH: Hion-2022
Omcanma: HENAKMH XPOHO, 300 MT', 100 TAENETOK NPONOHTMPOBAHHOI'C BRCBOEBOXIEHMSI
{POCCHA)
Tun: TagneTku MOAMPUUWMDOBAHHOTO BHCBOOOXKOESHMS, NOKPHTHE OCOMOUKOA, € PUCKONR ¢ OGEUX CTOPOH
#opMa BHIIYCKA: flo 50 rabnerox BG dnaxkod, Mo 2 PnakoHa B KAPTOHHY NMAVUKY
CrpaHa npooaxd: Focecua
FononHurenbHaa MHboOpMaLMA : H/R
Ccmnka Wa nocbe: MH-000404 BEp. 4.0
CCrTké Ha BepCU CepPTHMOMKATA aHanm3a: 5
HUCIIBITAHUA CIIEHHU®UKAIIUH PE3YJBTATHI
* MPOLUEHT HMOHBA BAALIFOATA, PACTBOPEHHOT'C UYEPE3 3 YACA:
3TAN L1:
Yawmka 1 30-55 % 50 %
Yawka 2 30-55 % 49 %
Yawka 3 30-55 ¥ 49 %
Yawka 4 30-55 % 50 %
Yawxa 5 30-55 % 49 %
YJawka 6 30-55 % 50 %
- 3ITAIl L2:
| Kaxgoe 3HayenHe 27-60 % HE NPOBOOUNOCH
Cpemnee (L1 + L2) 30-55 % HE NPOBOOMIOCH
- 3TAN L3:
Kaxpoe 3HauyeHue 22 TAE, : 27-60 % HE MNPOBOAUIOCE
24 TAB, : 24-66 %
CpenHee {(L1+L2+L3) 30-55 % HE NPOBOOMAOCH
* TNPOLUEHT WOMA BANLOPOATA, PACTBOPEHHOI'O UYEPES 6 YACOB:
- 3TAINl Ll1:
Yawka 1 55-80 % 69 %
Yawka 2 55-80 % 69 %
. Yamka 3 55-80 % 69 %
. Hawka 4 55-80 % 70 %
Yawka 5 55-80 % 69 %
Hawka 6 55-80 ¥ 70 %
- 3TAN L2:
Kaxnoe sHadeHMHe 50-88 % HE MPOBOOMAOCH
Cpennee (L1 + L2} 55-80 % HE MPOBOOMNOCE
- 3TAN L3:
Kaxnoe sHayeHue 22 TAE. : 50-88 % HE NPOBOOWMIIOCE
24 TAB. : 44-96 %
Cpennee (L1+L2+L3) 55-80 % HE MNPOBOAWMNCCH

rap_coa_resultats v5 Crpanmua 2 m3 3



CepTHPHKAT aHAJIH3A /

AHaIUTHYECKHH NACIIOPT CEPHH SA N O B l Y 4

«CAHO®HM BHMHTPOI MHAYCTPWA»
AmGapac-3-Jflarpas
1l po ne na Boepx

KAPBOH-EBJIAH, 33565 CEDEX, ®paHuus
Ten.: 0557303000 dakc: 0557303600

Kon s Oaze NaHHHX GMID:
JlaTa npou3aeoncrea:
Ormcareé:

Tun:

dopMa BhINYCKE :

CrpaHa npoaaxM:
BononHuTensHaA WHPODMAUMA :

Ccritka Ha OoCbe:

Ccrlka Ha BepCH cepTuduKaTa aHanM3a:

9A241
Ion-2022

188186 Homep cepuun
30-ABr-201% lata KuCTEUeHWA CPOKa [POOHOCTH:

HOEUAKMH XPOHO, 300 MI', 100 TABMETOK NPONOHTHMPOBAHHOI'O BHCBOBOXOEHII
(POCCHA)

TadneTky MODMGMUMPOBAHHOIC BHICBOOOKISHUA, MOKPHTHE OOOROYKOH, C PUCKOM C oBeux CTOPOH
Mo 50 raSnaeTok 80 dnakon., Mo 2 ¢nakoHa B KapTOHHYID Nauxy

Poccun

H/T

MH-000404 pep. 4.0
5

HCIIBITAHHUSA

CIIEIHIHOPUKAITNHA PE3YJIBTATBI

HONMYECTBEHHOE ONPEINENEHHE

. MOH BANBNPOATA (B BMAE HATPHMA
BAJNILIIPOATA) (¥X)

. COOEPXAHHME B NPOLEHTAX

285,0-315,0 MI'/TAB 301,7 MI'/TAB

95,0-105,0 % 100,6 %

Hacroampw A NOATBEpXNaw, UYTO BHWeYKa3aHHAA MHPOPMAUMA ABAASTCA BepHOM M TOWHOM. [JaHHaA cepus npenapara Guna
M3TOTOBJIEHA, BKAOYAA 3Tane yNAKOBKM/MAPKUPOBKM M KOHTPONA KAYECTBA, HAa BHUEYNOMAHYTHX NPOMSBOACTBOHHHX NNOWAOKAX E
OOJIHOM COOTBETCTEUM C TpeboBaHMAMM GMP

MECTHBX 38KOHONATENbHEX OPPAHOB BJIACTH, & Takke CO cneunpmrauusAMm B PerMCTPAUMOHHOM YAOCTOBEPEeHHM CTPAHH-UMIOPTEPa.
llo pesyneTaTaM NPOBEPKM SAMMCH ¢ NPUMIBOACTBE, YMAaKCEKE WM AHAJM3IE CepUM COOTBETCTBOBAaNM TpeGaBaHMAM GMP.

PameHue

Hara:

YNOoMHOMOYeHHOG JIMIC MM npagcTaPpHTONb

OnoGpeHo
26-CeH-2019 18:27:33.00
WEILL Myriam

CepTuduKraTh AHANMIA IABEPEHH BAGKTPOHHON OOOAMCLIC

rap coa_repultats v§
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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

SANOFI \7

Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

—
Code GMID: 188186 Lot number SAZ241
Manufacturing Date: 30-AUG-2019 Expiry Date: JUL~2022
Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Russia
NA

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 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 S0ODIUM VALPROATE} (LC)

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :

= STAGE L1l:
Bowl 1 15 - 40 % 26 P.CENT
Bowl 2 15 - 40 % 26 P.CENT
Bowl 3 15 - 40 & 26 P.CENT
Bowl 4 15 - 40 % 26 P.CEMNT
Bowl 5 15 - 40 % 26 P.CENT
Bowl 6 15 - 40 % 26 P.CENT

- STAGE L2:

Each value 14 - 44 % NOT APPLIED

Average (L1+L2} 155-2405% NOT APPLIED

22 TAB : 14 — 44 %
24 TAB : 12 - 48 i
15 - 40 &

NOT APPLIED

NOT APPLIED

rap_coa_resultats vh
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Certificate of analysis /

Batch certificate S A N O F I \;

SANQFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 9Aa241
Manufacturing Date: 30-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 50 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 5
I —— ] G —= E—
CONTROLES SPECIFICATIONS RESULTS
ASSAY
+ VALPROATE ION (EXPRESSED AS SODIUM 285, 0 - 315,0 MG/TAB 301.7 MG/CP
VALPROATE} (LC)
CONTENT in PERCENTAGE 95.0 -~ 105.0 % 100.6 P.CENT

For Russian market, manufacturer assures Quality of Microcbiology purity to Normatives Documents regquest

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

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

i Ty
Decisgion Accepted

Date: 26-5EP-2019 18:27:33.00

Qualified person or Delegate: WEILL Myriam

Certificate of analyses electronically approved

rap coa resultats vS Page 3/ 3



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

SANOFI \p

Code GMID:

Descriptiocn:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

Manufacturing Date:

188186 Lot number
30-AUG-2019 Expiry Date:
DEPAKINE C300 SEC NF 100CP RU

Modified release scored coated tablet

Box with 2 tubes of 50 tablets

Russia

NA

MH-C000404 v. 4.0
5

9A241
JUL-2022

m

= STAGE L3:

Each value

Average {L1+L2+L3)

22 TAB 1 14 - 44 %
24 TAB : 12 - 48 %
15 - 40 %

CONTROLES SPECIFICATIONS RESULTS

CHARACTERS

. ASPECT OBLONG BREAKABLE FILM-COATED TABLET COMPLIES

. COLOUR PRACTICALLY WHITE COMPLIES

IDENTIFICATION
VALPROATE ION (LCI) COMPLIES COMPLIES

TESTS

. MASS

AVERAGE MASS 435 181 MG 460 MG

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

VALPROATE ION (EXPRESSED AS SCDIUM VALPROATE) (LC}

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :

- STAGE L1:
Bowl 1 15 - 40 % 26 P.CENT
Bowl 2 15 - 40 % 26 P.CENT
Bowl 3 15 - 40 % 26 P.CENT
Bowl 4 15 - 40 % 26 P.CENT
Bowl 5 15 - 40 % 26 P.CENT
Bowl 6 15 - 40 & 26 P.CENT
STAGE L2:

Each value 14 - 44 % NOT APPLIED

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

NOT APPLIED

NOT APPLIED

rap con_resultats v5
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Certificate of analysis /

Batch certificate SANOFI bj

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 9”241
Manufacturing Date: 30-AUG-2019 Expiry Date: JUuL-2022
Description: DEPAKINE C300 SEC NF 100CP RU

Type: Medified release scored ccated 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
i ——— 3
CONTROLES SPECIFICATIONS RESULTS
ASSAY
VALPROATE ION (EXPRESSED AS SCDIUM 285,0 - 315,0 MG/TAB 301.7 MG/CP
VALPROATE)} {LC)
CONTENT in PERCENTAGE 95.0 - 105.0 % 100.6 P.CENT

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

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

Decisgicn Accepted
Date: 26-SEP-2019 18:27:33.00
Qualified person or Delesgate: WEILL Myriam

Certificate of analyses electronically approved
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