NEKJAPAIIASI O COOTBETCTBUAM

JEKJAPAHT, IIPHHUMAIOIUI JEKJAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccun”

Caedenun o pezucmpayuu opzanusayuu: Mexcpationnas uHCneKyun tDeaepaubuou Hanozoeoil cayicbot Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxan, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvhviii dupexmop Monoe O.4.

Jlosepennoe nuyo: Cmenanoe C.C., doeepennocmy 6/u om 01.12.2017

3ASBJBIET, UTO

nexapcmeennoe cpedcmao: Jenaiun snmepux 300, mabnemxu nOKpbimyle KUMeHOPacmeopumoi 06onouxoi
300 mz 10 wm., ynaxoexu aueiixossie xonmypuvie (10), nauxu xapmounvie, PY Ne I N013995/01 om
02.04.2008 (dama nepeogpopmnenusn 08.12.2015) evidano Canogpu Bunmpon Hudycmpus, cepus R0602,
napmus 2222 ynaxoeox, 200en 0o 31.05.2022, npouséodcmea Canogu-Asenmuc C.A., Henanus, Sanafi-Aventis
SA, Ctra. C35 La Batlloria a Hostalric, km 63,09, 17404, Riells I Viabrea (Girona), Spain, koo OKIL2
21.20.10.233, xo0d TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085345277 om 29.08.2019

COOTBETCTBYET TPEEOBAHHSIM

I1 N013995/01-020408 (HIT 42-5022-06 usm. Me 1, 2 om 12.05.2011, 2 om 01.07.2011, 3-4,6-7)
NEKJIAPAITH S IPHHATA HA OCHOBAHHHA

npomoxon ucnotmanuti Ne 27640 om 06.09.2019 HJT 000 HL{ "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuram POCC ES.®MO8.C47698 om 06.09.2019
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CBEJIEHWS O PETUCTPALIMHU

OPI'AH IO CEPTH®HKAITHH, 3APET'ACTPHPOBABIIHAH JEKJIAPAITHIO

| RA.RU.11®M08 OPTAH IO CEPTHOHKALHHA ITPOYKLHH OFLECTBO C OrPAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPYKHON [JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu.: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 3., mex.:(495)788-02-88, eeb-
caiim: oyxx.pg.

,IIERJIAPAI[[*I}I O COOTBETCTBHH 3APETHCTPUPOBAHA X POCC RU J-ES.®PM08.4.35615/19
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CAYA A NANPEAANSA A AAANAJAIFLA DY

«Canopn-ABeHTc C. A.», McnaHua

llocce C-35 (Jla-BaTnnopua-OCTanspuK) KM. 63,09, Mpou3BOACTEEHHAA NACWANOKA: Phenbc
Tes.: +34 93 B64 19 00 darc: +34 93 864 19 50
17404, r. Pbenbc-m-BoabGpea {(#upoHal}, WcnaHus

IEDAKMH, 300 MU', TABNETKM, NOKPHTHE OBONOYKON, B BIMCTEPE 10x10 (POCCHMI) AM

TMosuuMA: RIE 502523 flara npoM3BOOCTBA: 17-VMOH-2019 00:00:00.00
Cepusa: R0602 flara MCTeYeHMA CPCKA DOOHOCTH: MA¥-2022
Cepusa KIMEHTA: NS Homep OF: RR04089002
CCrUIKa Ha MeTOoX: RIE-MET-000379 pep. 5.0
Bepcua ceprudurara: 3
HUCIIBITAHRA CIIEIITH®HKAIIUH PE3YJIBTATBI
XAPAKTEPMCTHKH
KPYI'IHE NBOAKOBHIIYKJHE TABIETKH,
. ONMCAHHE COOTBETCTBYET
HNCKPHTHE OBONOYKOR
. UBET BEJIHHA COOTBETCTRYET
NOANTMHHOCTE
HATFUA BAJNBIOPOAT (MK-cnekTp) COOTBETCTBYET COQCTBETCTBYET
. RATPMA BAALIPOAT (B3XX) COOTBETCTBYET COOTBEFCTBYET
UCTIHTARMA
. CPEIHAA MACCA 403 447 MI' 427 Mr
. OOHOPOIHOCTL MACCH Eep, dapm. 2.9.5 COOTBETCTBYET
PACTBOPEHUE
- PACTBOPEHHHH HATPHMA BANBIPOAT
UEPE3 120 MMH: He Gosee 10 % 0.0
{KUCIIOTHAA SA3ZA)
- PACTBOPEHHH{ HATPHMA BANLIPOAT .
YEPE3 120 MWMH: Bonee 75 % 103,86
{EYOEPHAA ¢A3A)
NMOTEPA B MACCE NPM BHCYIHMBAHNMH He Oosiee 3,0 % 1,0
OCTATOYHHA PACTBOPUTEJNL
- ALETOH HE BOJIEE 1000 u/mnAH 518
- 3TAHOJ He OGonee 4000 u/mMnH 3245
. MUKPOBUONMOI'MYECKAS YMCTOTA: COOTBETCTBYET

- Obuwee KONMUMYECTBO ABPOIOHBXK

He Gonee 10* KOE/p
MMKpoOpTraduamos [ TAMC)

- OGwee KOMMUECTBO HOPOXKEBHX M [UIECHEBHX

He Gonee 102 KOIE/r
rpuGoe (TYMC) i

- Hopmmpyemele MMKpOopTraHMs3me (E, Coli) OTCYTCTBHE/T

KEONIMMECTBEHHOE OIIPEOEJIEHME

HATPMA BANBNPOAT (B2XX) 285,0 315,0 MI/TAB 304,2

f
3ra cepua Ouna MITOTOBJEHA B COOTBETCTBMM © NeHCTBYOUMM AOOCbe M COPMAcCHO TeKyWMM [paBMnam GMP.
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UL AIVIWrYIinAL ANAJINLIIA

«CaHopu-ABeHTC C. A.», Mcnanua

liocce C-35 (Jla-BaTnnopua-0cTanspuk) kM. 63,09, IpoM3BOACTEEHHAR NACWARKA: Phessc
Ten.: +34 93 864 19 00 daxc: +34 93 864 19 50
17404, r. Peennc-u-Beabpea (XupoHa), McnaHusa

AEOAKMH, 300 MI', TAEJETKM, HOOKPHTHE OEQNOUYKQH, B BIMCTEPE 10x1i0 (POCCHA) AM

Mozuunsa: RIE 502523 fara NpoM3IBONCTBA: 17-MI0H-2019 00:00:00.00
Cepua: RO602 Jara MCTedeHMA CPoRa DOJHOCTM: Madi-2022

CepMA KIMEeHTa: N9 Homep OF: RR04089002

CCrMkA Ha MeTofg: RIE-MET-000379 Bep. 5.0

Bepcua ceprudukarTa: 3

PelleHye YNOJHOMOWOHHOI'O JIMLIA:
31-MION-2019 14:31:35.00

AnToHMO MapTuH (Antonio Martin), yNONMHOMOUEHHOE JMUD

JaHHu CepTHPMKAT aHANMBa NOZNMCAH SASKTPOHHON MONNMChLI dYepes BaluOMpoBaHHYl cHucTeMy LIMS

rap_coa_resultats v5 Crpammila 2 M3 2



CERKTIFICATE OF ANALYSIS

&
SANOFI g
SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Site: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

DEPAKINE 300MG TABEC BL10X10 RU-AM

Item: RIE 502523 Manufacturing date: 17-JUN-2019 00:00:00.00
Batch: RO602 Expiry date: MAY-2022

Customer batch: OF number: RR04089002

Method reference: RIE-MET-000379 v.5.0

Certificate wversion: 3

m

TESTS SPECIFICATIONS RESULTS
CHARACTERS
APPEARANCE ROUND, BICONVEX COATED TABLET COMPLIES
COLOUR WHITE COMPLIES
IDENTIFICATION
SODIUM VALPROATE (IR) COMPLIES COMPLIES
SODIUM VALPROATE (HPLC) COMPLIES COMPLIES
TESTS
. AVERAGE MASS 403 447 MG 427 mg
UNIFORMITY OF MASS Ph. Eur. 2.9.40 COMBLIES
DISSOLUTION
- DISSOLVED SODIUM VALPROATE AFTER 120 MIN: NMT 10 % 0.0
{ ACID PHASE)
- DISSOLVED SODIUM VALPROATE AFTER 120 MIN: MT 75 & 103.6

{ BUFFER PHASE)

LOSS ON DRYING HMT 3.00% 1.0

RESIDUAL SOLVENT

- ACETONE NMT 1000 ppm 518

- ETHANCL NMT 4000 ppm 3245
MICROBIOLOGICAL QUALITY: COMPLIES

-Total aerobic microbial count (TAMC) NMT 10°® CFU/G

-Total combined yeasts/moulds NMT 102 CFU/G

microbial count (TYMC)

-Specified micro-organisms (E.Coli) ABSENCE/G

ASSAY
SODIUM VALPROATE {HPLC} 285.0 315.0 MG/TAB 304.2

f )
This batch has been manufactured in reference to the dossier in force and according to the cGMP
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CERTIFICATE OF ANALYSIS

L
SANOFI v p
SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Site: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.50
17404 Riells i Viabrea {GIRONA) SPAIN

DEPAKINE 300MG TABEC BL10X10 RU-AM

Item: RIE 502523 Manufacturing date: 17-JUN-2019 00:00:00.00
Batch: RO602 Expiry date: MAY-2022

Customer batchi OF number: RR04089002

Method reference: RIE-MET-000379 v.5.0

Certificate version: 3

Qualified parson decision: Released

31-JUL-2019 14:31:35.00

Antonic Martin, Qualified Person

This certificate of analysis has been electronically signed from a validated LIMS
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