JEKJIAPAIIASA O COOTBETCTBHU

JEKJIAPAHT, IPHHMMAIOIIHHN XEKJIAPAITHIO O COOTBETCTBHH

AQ "Canogu Poccun”

Csedenus o pezucmpayuu opeanwsayuu: Mescpationnan uncnexyus Pedeparsroii Rarozosoii cyxcos Ne 46 no
2. Mockee 01.01.2008, OTPH 1027739079940, dama npuceoexun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepexas, 0. 22. Tenepon/paxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvhuiti oupexmop Moxdic O.A.

JHosepennoe auyo: Knoxoea X0.C., doeepennocme 6/# om 01.12.2017

3AABIAET, YTO

nexapcmeentoe cpedcmeo. Jenaxur Xpono, mabnemxi nporoHzUpoSanKozo deticmeus noxpelmole 060NOYKGU
300 mz 50 wm., gaarons: (2), nayxu xapmonnvie, PY Ne IT N013004/01 om 29.03.2012 , cepun 94240, napmus
9695 ynaxosox, zoden do 31.07.2022, npouseoocmea Canogpu Bunmpon Hudycmpus, Ppanyus, 1 pio de na
Buveporc, Ambapec-3-Jlazpae, 33565, Kapbon-baan Cedexc, koo OKII/]2 21.20.10.233, x0d TH B3
3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085349925 om 11.10.2019

COOTBETCTBYET TPEFEOBAHHSIM
HIT 42-4112-06 uzm. Mo 1-6

JEKJIAPAITAS ITPHHATA HA OCHOBABMN
npomowon ucnstmanuii Ne 31100 om 21.10.2019 HIT OO0 HI] "©®APMOEOPOHA", ammecmam

axkpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC FR.®M08.C51704 om 21.10.2019

IlATA,Iﬁin i, ﬁ’ﬁ‘mmm 21.10.2019

AIIHH OE C%\BPITEJILHA O 31.67.2022
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CBEJEHHSI O PETUCTPAIIIH

OPTAH 10 CEPTHOHUKAITAN, 3APErTHCTPHPOBABIINHN NEKJIAPAITUIO

RA.RU.11®OM08 OPTAH 11O CEPTHOHKALMH ITPOAVKIIHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOM JEHTP KOHTPOJLY KAYECTBA",

adpec opzanwzayuu.: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyxx.pg.

Hunenxo H.B.
Pywosogurens OC




CEPTHPUKAT aHAJIH3A /

AHAJIHTHYECKHI NaCIOPT CepHH SA N O F | Y |

«CAHOOKM BMHTPOI MHOYCTPHUA»
Aubapac-3-Jlarpas

1 pw Ie na Boepx

KAPBOH-ENAH, 33565 CEDEX, ®paHUMA
Tem,: 0557303000 dParc: 0557303600

Kon B Gaze gOanHbtx GMID: 188186 Homep cepun 92240
JaTa nNpoM3BOIACTBA: 29-ARp-2019 Dara vwcTed4eHWA CpPOKA TOOHOCTH: Min-2022
Omicaume : OENAKMH XPOHO, 300 MI', 100 TAENETOK NPOJOHTMPOBAHEOT'O BHCEBOBOXIOEHMST
{POCCHA)
Tun: Tabner«y MOOMPUUMPOBAHHOTO BHCBOGOXOEHWA, MNOKPHTHE OGONOYKOH, C PUCKOM € 00eMX CTOPOH
dopsa BHMYCKA: o S0 Tadneroxk Bo fnakod. Ao 2 ¢nakoHa B XAPTOHHYK NauKy
CrpaHa NponaxM: Poceua
JlononHuTentHaa WHbOpMaUMA: H/T
CeunNKa Ha O0Che: MH-009404 pep. 4.0
Cobnka Ha Bepcul CepTHPMKaTa aHanuza: 5
HCIIBITAHHUA CIIEHU®HKAIINHA PE3YJIBTATHI
XAPAKTEPHCTHKH
ONHUCAHHE NPONONTI'OBATASA BENWMAA TABJETKA, COOTBETCTBYET
NOKPHTASL OBOACYKO#
LBET MPAKTHYECKN BENMHA COOTBETCTBYET
NOAJHMHHCGC T
. HOH BARLIPOATA (3G} COOTBETCTBYET COOTBETCTBYET
HCIIHTAHKA
MACCA:
CPEOHAA MACCA 435 481 MD 464 MFP
OOHOPOOHOCTL AO3WPOBAHMA (MO MACCE) COOTBETCTBYET COOTBETCTBYET
WCIIHTAHME OEJWMMHX TABNETQOK HA PASAOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHHME
HOH BANBMPOATA (B BMIOE HATPHA BAJIBIIPOATA) (Kx)

* NMPOLEHT MCHA BARBMNPCATA, PACTBOPEHHOTO YEPE3 1 YAC:

- 3TAN L1:
Yawka 1 15-40 % 28 %
Yawka 2 15-40 % 28 %
Yaura 3 15-40 % 28 %
Yamka 4 15-40 % 27 %
Yamka 5 15-40 % 27 %
Yamkra 6 15-40 % 28 %
- JTAN L2:
Kaxpgoe sHadYeHUe 14-44 % HE TPOBCHMAOCE
Cpennee (L1 + L2) 15-40 % HE NPOBOOUNOCE
- 2TAN L3:
Kamxnoe sHauerue 22 TAB. : 14-44 % HE HNPOBOJMNOCH
24 TAB, : 12-48 %
Cpengnee (L1+L2+L3) 15-40 % HE [OPOBOOWUNOCH

rap_coa_resultats v5 CrpaHMua 1 us 3



CEPTH(PHUKAT aHAJIH3A /

Ananntuyecknii macnopt ceppn SANQOF| Y 4

«CAHOOHM BMHTPOIl MHOYCTPHA»
Ambapac-3-Jlarpas

1 pio Oe na Bbepx

KAPBOH-BJIRH, 33565 CEDEX, ®paHuUMA
Ten.: 0557303000 dakc: 0557303600

Kon e G6a3e naHHex GMID: 188186 Homep cepun SA240
JaTa NpoW3BOOCTEA: 29-ABr-2019 [lata ucTeueHUA CpoKa DOOHOCTU:  Hion-2022
Omicanme : HEMAKHMH XPOHO, 300 MI', 100 TABNETOK NPOJNOHTMPOBAHHOI'O BRICBOBORNEHNA
{POCCHST)

Tun: TatneTkn MOAMPUUMPOBAHHODO BHICBOOOKASHWA, MOKPHTHE OBONOUKON, C PHCKOI C ODeMX CTOPOM
PopMa BRINYCKAE : Mo 50 Tabnerox BO ¢naxon. Mo 2 IaKOHA B KADTOHHYD Navky
CrpaHa Nponaxy: Pocecuna
NononHuTenbHas uHGOpMaUMA : H/n
Ccounka Ha Ooocbe: MH-000404 Bep. 4.0
Ccriika HA Bepcuio cepTMdukaTsa aHanmusa: S
HCIIBITAHUA CIIEHHOPUKALIUN PE3YJBTATDI
* MPOUEHT MOHA BANBIIPOATA, PACTBOPEHHOrC YEPE3 3 YACA:

3TAl L1:

Yawka 1 30-55 % 53 %

Yamka 2 30-55 % 53 %

Yawka 3 30-55 % 52 %
. Yawka 4 30-55 % 52 %
. Yamka 5 30-55 % 52 %

Yamka & 30-55 % 52 %
- 3TAN L2:
Kaxnoe 3HaueHue 27-60 % HE HOPOBOAMNOCEH
CpenHee (L1 + L2} 30-55 % HE NPOBOOMNOCH
- 3TAIl L3:
Kaxnoe sHaueHMue 22 TAB. : 27-60 % HE NPOBOOMNOCH

24 TAB. : 24-66 %

Cpennee {L1+L2+L3) 30-55 % HE NPOBOAWIOCH
* MPOUEHT WMOHA BAJNIBIIPOATA, PACTBOPEHHOI'G YEPE3 6 YACOB:
- 3TAIl L1:

Yawxa 1 55-80 % 74 %

Yawka 2 55-80 % 73 %

Yawwra 3 55-80 % 72 %

Hawka 4 55-80 % 72 %

Yamka 5 55-80 % 72 %
. Hamka & 55-80 % 73 %
-~ 3TAN L2:
Kaxmoe =sHautHMe 50-88 % HE OPOBOOMNOCH
Cpendee (L1 + L2) 55-80 % HE MPOBOAMIIOCH
- ITAN L3:
Kaxpoe sHausHMe 22 TAE. : S0-88 % HE MFOBOOMACCH

24 TAB. : 44-96 %

CpenHee {L1+L2+L3) 55-80 % HE NPOBOAMNOCH

rap_coa_resultats v5 Crpanuua 2 m3 3



CepTHRHUKAT aHAJINH3A /

AHanuTHYecKHi mMacnopT cepun SA N O = I Y

«CAHOOHU BHHTPOI MHOYCTPUA»
AmGapzc-3-Jlarpae
1 po Oe na Beepx

KAPEOH-BNAH, 33565 CEDEX, ®paHuus
Ten.: 0557203000 ¢axc: 0557303600

Komn B Gase naHHux GMID:
JlaTa npouaeoncTea:
Omacarma:

Tur:

dopa BRINYCKA :

Crpana nponaxm;
HNononHuTensHana undopMauma:

Cculnka Ha IOocCbe:

Ccrika Ha BEPCHMI0 CepruduKaTa aHanMsa:

188186
29-ABr-~2019 JaTa MCTeJeHMA CpOKa IOOHQCTW:

NENAKMH XPOHO, 300 M, 100 TABNETOK NPOJCHTMPOBAHHOI'O BHICBOBOXIOEHMA
{POCCHA}

Ta¢neTky MOIMOMUMDOBAHHOTO BHCBOOOKAEHMA, MOKPHTHE ODCNOYKOM, C PUCKONA ¢ OBEMX CTCPTH

92240
Man-2022

Homep cepumu

Mo S0 TafneTox BO dnaxeH. Mo 2 ¢AaxoHa B KADTOHHYKR Mauyky
Poccus
H/M

MH-000404 Bep. 4.0
5

HNCIIBITAHUA

CIIEHHPUKALIMH PE3YJIBTATHI

KONMYECTBEHHOE ONPENENEHHUE

MOH BANBNIPOATA (B BHMIE HATPHA
BANBITPOATA) (XX}

COOEPXAHME B HPOIEHTAX

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

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

HacroAuwmM A NOATBEPXKNAN, YTO BHUWEYKA3AHHAA MHQOpPMAuMA ABNAETCA BepHO#t M Tounoit. JaHuas cepud npenapara OSeua
MIPOTOBJIEHA, BKMOYAZ ITANH YNAKOBKM/MAPKUPOBKM M KOHTPONA KAueCTBA, HA BHUEYNCMAHYTHX NPOMSBONCTBEHHHX MIOMAAKAX B
NOJHOM COOTBETCTRBMM ¢ TpeGoBaHWMAMM GMP

MECTHHX 3aKOHONATENbHHX OPraHOB BJIACTH, 4 TAKAE CO CNeuMpMKALMAMM B PEIMCTPALMOHHOM YROCTOBEPEHMM CTPAHH-UMOODTEPA.
llo pesyneraTaM NpOBEPKM 34MMCH O NPOM3BOACTBE, YMAKOBKE M AHANMBE CEPMM COOTBETCTBOBANM TpeGOBaHMAM GMP,

PameHe

Hama:

YNonHOMOUSHHOE MO WK MpancTaBUTaNL ;

Onobpexo
26-CeH-2019 18:38:53.00
WEILL Myriam

CepTudukaTH aHaANM3a FABEPEHH BJEKTPOHHOR NoANMCRR

Tap_coa_resultats v5
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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 \2

- STAGE L3:

Each value

Average (L1+L2+L3}

22 TAB : 14 - 44 %
24 TAB : 12 - 4B %
15 ~ 40 &

Code GMID: 188186 Lot number 9A240

Manufacturing Date: 29-AUG-2019 Expiry Date: JUL-2022

Description: DEPAKINE €300 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

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 464 MG

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

VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (L)

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :

= STAGE Ll:
Bowl 1 15 - 40 % 28 P.CENT

« Bowl 2 15 - 40 % 28 P.CENT
Bowl 3 15 — 40 % 28 P.CENT
Bowl 4 15 - 40 % 27 P.CENT
Bowl 5 15 - 40 % 27 P.CENT
Bowl 6 15 - 40 % 28 P.CENT

- STAGE L2:

Each value 14 - 44 % NOT APPLIED

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

NOT APPLIED

NOT APPLIED

rap_coa _resultats v5
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Certificate of analysis /
Batch certificate

SANOQFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France

SANOFI g

Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 9Aa240

Manufacturing Date: 29-AUG-2019 Expiry Datei JuL-2022

Description: DEPAKINE C300 SEC NF 100CP RU

Type: Modified 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

e S [E———y —

CONTROLES SPECIFICATIONS RESULTS

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :

- STAGE L1:

. Bowl 1 30 - 55'% 53 P.CENT

. Bowl 2 30E=RS55E% 53 P.CENT
Bowl 3 30 - 55 % 52 P.CENT
Bowl 4 A0ESES5L% 52 P.CENT
Bowl 5 0 -755 % 52 P.CENT
Bowl & 30 --55.% 52 P.CENT

- STAGE L2:

Each value 27 - 60 % NOT APPLIED

Average (L1+Li2) 30 - 55 % NOT APPLIED

- STAGE L3:

Each value 22 TAB : 27 - 60 % NOT APPLIED

24 TAB : 24 - 66 %

Average (L1+L2+L3} 30 - 55 % NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :
STAGE L1:
Bowl 1 556 - BO % 74 P.CENT
Bowl 2 55. - 80'% 73 PB.CENT
Bowl 3 35 - B0 % 72 PB.CENT
Bowl 4 55 — 80 % 72 P.CENT
Bowl 5 53 - 80 % 72 P.CENT
Bowl & 53 - BO % 73 P.CENT

- STAGE L2Z:

Each value 50 - 88 % NOT APPLIED

Average [(L1+L2} 55 - BD % NOT APPLIED

- STAGE L3:

Each value 22 TAB : 50 - BB % ROT APPLIED

24 TAB : 44 - 96 %
Average (L1+L2+L3} 55 - 80 % NOT APPLIED

rap coa_resultats v5
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Certificate of analysis /

Batch certificate SANOFI \)

SANOFI WINTHRQOP INDUSTRIE
ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188186 Lot number 9a240
Manufacturing Date: 29-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

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: L
y —— e — e ———y?
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 Microbioleogy 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 quality control at the above mentioned sites in full conpliance
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

)

Decision Accepted
Date: 26-SEP-2019 18:38:53.00
Cualified person or Delegate: WEILL Myriam J

Certificate of analyses electronically approved

rap_coa_resultats v5 Page 3 / 3



