«CaHodpu—-ABenTuc C. A.», Vcna:Husa

locce C-35

(JJa-Barmnnopusa—-OCTalbPUK) KM.

CEPTU®UKAT AHAJIU3A

63,09,

Ten.: +34 93 864 19 00 ®daxc: +34 93 864 19 50

HpOMBBOHCTBeHHaH Jjiomanka :

SANOFI 7

PreJibC

17404, r. Prenbc-u-Brabpea (XupoHa), McnaHus
IOEINAKMH SHTEPUK, 300 MI', TABJIETKM, IIOKPHTEHE OBOHOHKOﬁ, B BJIMCTEPE 10x10 (POCCHsI) AM
Hosuums : RIE 502523 JlaTa NpOM3BONCTBA: 7-HO0s-2019 00:00:00.00
Cepus: 9R3L3 JaTa MCTEeYeHMUs CPOKa TOOHOCTN: OKT-2022
Cepusa KJIMEHTa: Homep OF': RR04089004
Cchlka Ha MeTOX: RIE-MET-000379 Bep. 5.0
Bepcus ceprudukara: 3
HCIIBITAHUA CIHEHUA®UKAIINN PE3YJIBTATDBI
XAPAKTEPUCTUKN
KPYTJIHE IBOSKOBHIIYKJIHE TABJIETKU,
OIIMCAHVE . COOTBETCTBYET
TIOKPHTHE OBOJIOUKON
IBET BEJIEI COOTBETCTBYET
IIOIJIMHHOCTH
HATPVS BAJIBIIPOAT (MK-cnexTp) COOTBETCTBYET COOTBETCTBYET
HATPVS BAJIBIIPOAT (BOXX) COOTBETCTBYET COOTBETCTBYET
MCIHTAHUA
CPEIIHAA MACCA 403 447 MI' 428 wmr
OIOHOPOIHOCTL MACCH Eep. dapm. 2.9.40 COOTBETCTBYET
PACTBOPEHUE
- PACTBOPEHHHM HATPUS BAJIBIIPOAT
UEPE3 120 MUH: He 6Gosee 10 % 0,0
(KMCJIOTHAA ©A3A)
- PACTBOPEHHHM HATPMS BAJIBIIPOAT
YEPE3 120 MMH: Bojee 75 % 100,7
(BYOEPHAA ®A3A)
IIOTEPA B MACCE IIPU BHCYIVBAHUN He 6Gomee 3,0 % 0,5
OCTATOUHHM PACTBOPUTEJIb
- AIETOH HE BOJIEE 1000 u/muH 778
- BTAHOJ He 6Gosee 4000 u/mmH 3783
MUKPOBUOJIOITMUECKASA UWCTOTA:Z COOTBETCTBYET

- Ofuee KOJMUYECTBO adPOOHBIX

MUKpOOpTaHm3MoB (TAMC)

- Obuee KOJIMYECTBO OPOXXEBEIX U IIJIECHEBEIX

rpudos (TYMC)

- Hopmupyewmele Mukpoopraums3Mmue (E. Coli)

KOJIMUYECTBEHHOE OIIPEIEJIEHVE

HATPVS BAJIBIIPOAT (B3XX)

He 6Gosiee 103 KOE/r

He Bosee 102 KOE/r

OTCYTCTBUE/T

285,0 315,0 MI'/TAB
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CEPTU®UKAT AHAJIU3A

«CaHodpu—-ABenTuc C. A.», Vcna:Husa

llocce C-35 (Jla-Barmnopmusa-Ocranbpuk) kM. 63,09, [IpoM3BOOCTBEHHAA IJIomanka: PbeJsyibc
Tem.: +34 93 864 19 00 daxc: +34 93 864 19 50
17404, r. Prenbc-u-Brabpea (XupoHa), McnaHus

IENAKMH SHTEPMK, 300 MI', TAEJIETKM, NOKPHTHE OBEOJIOYKO}#, B EBJMCTEPE 10x10 (POCCHSI) AM

Hosuums : RIE 502523 JlaTa NpOM3BONCTBA: 7-HO0s-2019 00:00:00.00
Cepus: 9R3L3 JaTa MCTEeYeHMUs CPOKa TOOHOCTN: OKT-2022

Cepusa KJIMEHTa: Homep OF': RR04089004

Cchlka Ha MeTOX: RIE-MET-000379 Bep. 5.0

Bepcus ceprupuxara: 3

PelleHMe yNOJHOMOYEHHOI'O JMIA: BHITyIEHO

2-IEK-2019 16:48:54.00

AHTOHMO MapTuH (Antonio Martin), yHDOJIHOMOUEHHOE JIMLIO

HNaHHEM cepTud®MKAT aHaIM3a [NOONMCAH SJIEKTPOHHOM MONMNMCHI Yepes BalMAMPOBAHHYI0D cucTeMmy LIMS
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SANOFI

MPUNTOXXEHUE K CEPTUDOUKATY AHAJIU3A

HaumenoBanue npojykra:
Howmep cepuu:

GMID:

JaTa npou3BoaCTBa:
Tl'onen no:

Howmep PV, 3apeructpuposannoro B Poccun:

A®U (nazBanue cyOCcTaHIMY, HA3BAHUE U aAPEC

MPOU3BOIUTEINSI CyOCTAHIIVN):

BAJIBIIPOAT HATPUA

Canodu Iumu-MypeHKC miommaaka

Iemnone 64, Asenro nro Jlax
64150 MypeHkc
OPAHIIA

JEITAKWH SHTEPUK
9R3L3

502523

07-HOA1-2019
OKT-2022

IT N013995/01

S noaTBeprkato, 4TO JaHHas cepys MPOTECTUPOBaHA 110 BCEM IOKa3aTeNsM KauecTBa, EPEUHUCICHHBIM B
cnerukuiikainuy kK HopmatusHo# JlokyMeHTalny, 3aperucTUPOBaHHON Ha TEKyIIUH MOMEHT B Poccuiickoit

®denepanuu.

Hacrosmunm noaTeepkaaeTcs, YTO MapTHsi COOTBETCTBYET TPEOOBaHMSAM pa3AesioB « YIaKOBKa» U
«MapxkupoBka» HopmaTuBHOM TOKyMEHTAINH, 3apETUCTPUPOBAHHON B HacTosmIee Bpemst B Poccuiickoit

®denepanuu.

Puenc u Baiibpea, 1-¢ Anpens 2020
/moanucs/

Momnunka ®opuecTpynn

DNI 38113817B

Menemxkep o KauecTBy 3aBoja
Canogu-Asentuc, C.A.

sanofi-aventis, S.A, Oficinas Centrales: Josep
Delegacion Madnd: Martinez Villergas, 52

Reg Merc de Barcelona, T

oo 10

Pla, 2 - 08019 BARCELONA - Tel.: 93 4859400 - Fax: 93 48595 =
Tel.: 91 7245700 - Fax: 91 7245680 .

28027 MADRID

L==N
Y 4

SANOFi

Direccién Técnica-Calic =
sanofi-aventis, S.A
Planta de Riells i Viah:«
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SANOFI AVENTIS S.A Spain
Ctra. C-35
Tel. 93.864.19.00

17404 Riells i Viabrea

Fax.

(La Batlloria-Hostalric)
93.864.19.50
(GIRONA)

CERTIFICATE OF ANALYSIS

Km. 63,09

SPAIN

SANOFI .2

Site: RIELLS

DEPAKINE 300MG TABEC BL10X10 RU-AM

Item: RIE 502523 Manufacturing date: 7-NOV-2019 00:00:00.00
Batch: 9R3L3 Expiry date: OCT-2022
Customer batch: OF number: RR04089004
Method reference: RIE-MET-000379 v.5.0
Certificate version: 3
.
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 428 mg
UNIFORMITY OF MASS Ph. Eur. 2.9.40 COMPLIES
DISSOLUTION
- DISSOLVED SODIUM VALPROATE AFTER 120 MIN: NMT 10 % 0.0
( ACID PHASE)
- DISSOLVED SODIUM VALPROATE AFTER 120 MIN: MT 75 % 100.7
( BUFFER PHASE)
LOSS ON DRYING NMT 3.0 & 0.5
RESIDUAL SOLVENT
- ACETONE NMT 1000 ppm 778
- ETHANOL NMT 4000 ppm 3783
MICROBIOLOGICAL QUALITY: COMPLIES
-Total aerobic microbial count (TAMC) NMT 1032 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 297.1

=
This batch has been manufactured in reference to the dossier in force and according to tIE?
il

SR, Ty

)
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CERTIFICATE OF ANALYSIS

. SANOFI 2

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: 7-NOV-2019 00:00:00.00
Batch: 9R3L3 Expiry date: OCT-2022

Customer batch: OF number: RR04089004

Method reference: RIE-MET-000379 v.5.0

Certificate version: 3

Qualified person decision: Released

2-DEC-2019 16:48:54.00

Antonio Martin, Qualified Person

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

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: DEPAKINE
Batch Number: 9R3L3

GMID: 502523
Manufacturing Date: 07-NOV-2019
Expiry Date: 0OCT-2022
Reference number to MA registered in Russia: P N013995/01

API (name of API, name and address of manufacturing site):

SODIUM VALPROATE
Sanofi Chimie-Mourenx Site
Chem’Pole 64, Av du Lac
64150 Mourenx

FRANCE

| hereby certify that this batch is tested for all quality tests indicated in the Normative Document

specification currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the
Normative Document specification currently registered in Russian Federation.

Riells i Viabrea, 01th April 2020

r e .
La\-’%-'-:r’ "f!f/ o
/.

. Y
Monica FornésTrull SANOFI
DNI 38113817B Direccidon Técnica-Calic .
Directora Calidad -Site Quality Manager sanofi-aventis, S.A.
sanofi-aventis, S.A. Planta de Riells i Viah:e:=

] '.:..,.-l::"‘;":" T S,
sanofi-aventis, S.A. Oficinas Centrales: Josep Pla, 2 - 08019 BARCELONA - Tel.: 93 4859400 - Fax ':._—’5 4559'{’3‘:}“_‘-_;__' "
Delegacion Madrid: Martinez Villergas, 52 - 28027 MADRID - Tel.: 91 7245700 - Fax: 91 7241-_"@55{,'.

B3R
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