CEPTU®UKAT AHAJIU3A

SANOFI .2

«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-Boabpea (XupoHa), McnaHus
IOEINAKMH, 300 MI', TAEJIETKM, IIOKPHTEHE OBOHOHKOﬁ, B BJIMCTEPE 10x10 (POCCUsI) AM
No3uumse : RIE 502523 IlaTa NpPOMB3BOACTBA: 5-MAM-2021 00:00:00.00
Cepusa: 1R601 IlaTa MCTedYeHMUs CpoKa TOOHOCTMU: AllP-2024
Cepus KJIMEHTA: Homep OF: RR04081004
CceIKa Ha MeTOX: RIE-MET-000379 Bep. 5.0
Bepcus ceprudmxara: 4
HUCIIBITAHUSA CIHEHUA®UKAIINN PE3YJIBTATHI
XAPAKTEPUCTUKN
KPYTJIHE IBOAKOBHIIYKJIHE TABJIETKU,
OIIMCAHUE . COOTBETCTBYET
TIOKPHTHE OBOJIOUKON
IIBET BEJIEIL COOTBETCTBYET
INOIJIVHHOCTB
HATPVS BAJIBIIPOAT (MK-cnexTp) COOTBETCTBYET COOTBETCTBYET
HATPVS BAJIBIIPOAT (BOXX) COOTBETCTBYET COOTBETCTBYET
VICIIBITAHNA
CPEIHAA MACCA 403 447 MI' 428 MU
OIOHOPOJHOCTL MACCH EBp. dapm. 2.9.40 COOTBETCTBYET
PACTBOPEHNE
- PACTBOPEHHHM HATPVS BAJIbIIPOAT
YEPE3 120 MMH: He Oojyiee 10 % 0,0
(KMCJIOTHAA ®A3A)
- PACTBOPEHHHM HATPVS BAJIBIIPOAT
YEPE3 120 MMH: Gojee 75 % 101,8
(BYOEPHAS ®A3A)
I[IOTEPSA B MACCE I[PV BHCYIVBAHUN He Gomee 3,0 % 0,6
OCTATOUHHI PACTBOPUTEJIb
- AIETOH HE BOJIEE 1000 u/muH 722
- DTAHOJ He Gomee 4000 u/muH 2933
MUKPOBMOJIOTMUYECKAA YNMCTOTA: COOTBETCTBYET
- Ofuee KOJMUYECTBO adPOOHBIX
He Gosee 103 KOE/m
MUKpOOpTaHm3MoB (TAMC)
- Ofumee KOJMUECTBO HOPOXXEBEIX U I[1IJIECHEBHIX
He Bosee 102 KOE/r
rpudos (TYMC)
- Hopmupyewmele Mukpooprauma3Mmue (E. Coli) OTCYTCTBUE/T
KOJIMYECTBEHHOE OIPEINEJIEHVE
HATPVS BAJIBIIPOAT (BOXX) 285,0 315,0 MI'/TAB 305,0

OTa cepusa ObIa M3STOTOBJIEHA B COOTBETCTBUM C HEMCTBYKIMM HOChE M COIJIACHO TeKymMM OpasmiaaMm GMP.
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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-Boabpea (XupoHa), McnaHus

IENAKMH, 300 MI', TAEJIETKM, [OKPHTHE OEOJIOUKOM, B EJIMCTEPE 10x10 (POCCHSI) AM

No3uumse : RIE 502523 IlaTa NpPOMB3BOACTBA: 5-MAM-2021 00:00:00.00
Cepusa: 1R601 IlaTa MCTedYeHMUs CpoKa TOOHOCTMU: AllP-2024

Cepus KJIMEHTA: Homep OF: RR04081004

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

Bepcus ceprudmxara: 4

Pemlenne yNnoOJIHOMOYEHHOI'O JMLA: BrmmymeHo

14-MIOH-2021 17:19:16.00

Monica Fornés

JaHHB cepTuOukaT aHanmM3a [ONNMCAH BJIEKTPOHHOM INONNMCHIO UYepes BalMIMPOBAaHHYH cucremy LIMS
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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: 5-MAY-2021 00:00:00.00
Batch: 1R601 Expiry date: APR-2024
Customer batch: OF number: RR04081004
Method reference: RIE-MET-000379 v.5.0
Certificate version: 4
.
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 % 101.8
( BUFFER PHASE)
LOSS ON DRYING NMT 3.0 % 0.6
RESIDUAL SOLVENT
- ACETONE NMT 1000 ppm 722
- ETHANOL NMT 4000 ppm 2933
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 305.0

This batch has been manufactured in reference to the dossier in force

and according to the cGMP
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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 7

Site: RIELLS

DEPAKINE 300MG TABEC BL10X10 RU-AM

Item:
Batch:

Customer batch:

1R601

Method reference:

Certificate version: 4

RIE 502523

Manufacturing date:
Expiry date:
OF number:

RIE-MET-000379 v.5.0

5-MAY-2021 00:00:00.00
APR-2024
RR04081004

Qualified person decision:

Released

14-JUN-2021 17:19:16.00

Monica Fornés

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