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UCIIBITAHUA CIEINSUKATINN PESVYIJIBTATEH
XAPAKTEPUCTUKN
OIIMCAHUE IIPO3PAYHASI CHUPOIIOOEPABHAS COOTBETCTBYET
XNOKOCTB
IIBET XEJITOBATEM COOTBETCTBYET
3AMAX BMIIHEBE COOTBETCTBYET
IIOAJIMHHOCTB
HATPUS BAJIBIIPOAT (B3XX) OIMHAKOBOE BPEMA YIEPXMBAHMA (COOTBETCTBYET
TJIABHBIX [IMKOB B KOHTPOJIELHOM U
WUCIBETYEMOM PACTBOPAX
HATPUA BAJIBIIPOAT (MK-cnexTp) TNOJIOXUTEJIBHO COOTBETCTBYET
METMIINAPATUIPOKCUBEH30AT (B3XX) OIMHAKOBOE BPEMA YIEPXMBAHMA (COOTBETCTBYET
TJIABHBX [IMKOB B KOHTPOJIELHOM U
WUCIBETYEMOM PACTBOPAX
INIPONMUMIINAPATUIPOKCUEEH30AT (B3XX) OIMHAKOBOE BPEMA YIEPXMBAHUA COOTBETCTBYET

WCIEITAHUA

CPEIHUMA OBBEM (MJI)

TJIABHBIX IIMKOB B KOHTPOJIEHOM U
MUCIEITYEMOM PACTBOPAX

EOJIBIE MM PABEH HOMMHAJIBHOMY

151 Mn

/nonnuck /
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600171 IOEMNAKMH, Cupon, 8,65 I'/150 MI (POCCHUS)
Cepust - 0630 NpousBeneHo : 17-moH-2021
IloTpeburenkckasl cepus : 630 TomeH &mo I MAK-2023
O6seM cepum - 22.380
Jocee: KoHTpoNBbHasT BepcHUs
DOSS-EU-2010-13658/13660/13662 4
UCIIBITAHUA CIEINSUKATINNU PE3VYIJIBTATEH
pH 7,0 8,0 7,6
IJIOTHOCTHB Okoso 1,300 1,298
METWINAPATUIOPOKCUBEH30AT (MI'/100 MII) 90 110 101
NPONMIINAPATUIOPOKCUEEH30AT (MI'/100 M) 18 22 20




U.L.M.

1-3 Anne-ge mnsi-Bcr, 3. U. g'sH
Curans, 31770 Konomee, $panHumus

Tem.: + 33 (0)5 34 51 42 00
®axc: + 33 (0)5 34 51 42 01

CEPTUD®UKAT AHATIU3A

I[lpouseBOoncTEeHHast maowmanka: KOJIOMBE

600171 IOEMNAKMH, Cupon, 8,65 I'/150 MI (POCCHUS)
Cepust - 0630 NpousBeneHo : 17-moH-2021
IloTpeburenkckasl cepus : 630 TomeH &mo I MAK-2023
O6seM cepum - 22.380
Jocee: KoHTpoNBbHasT BepcHUs
DOSS-EU-2010-13658/13660/13662 4
UCIIBITAHUA CIEINSUKATINN PESVYIJIBTATEH
MMKPOBMOJIOTUYECKAS YMCTOTA:
— OBIIEE KOJIMYECTBO A3POBHBIX MEHBIIE MJIX PABHO 100 <l KOE/mn
MUKPOOPT'AHM3BMOB (KOE/MII)
- OBIEE KOJIMYECTBO IOPOXXEBBIX M IIJIECHEBBIX |MEHBIIE MJIM PABHO 10 <1 KOE/mn
TPUEOB (KOE/MII)
- ESCHERICHIA COLI (/M) OTCYTCTBUE COOTBETCTBYET
KOJIMYECTBEHHOE OIPEJIEJIEHUE
HATPUS BAJIBIIPOAT (I'/100 MII) 5,47 6,05 5,87

Sra napTus 6mJIa MSTOTOBJIEHA B COOTBETC

npasunamMm GMP.

BENAVENTE
112987

GENIS
112988

TBUM C TPeBOBaHMSIMM [ENCTBYHIETO LOChE M COIJIACHO TeKYIyM

fégykiﬁua 3
Ol Ty

CepTudukaT aHanuza BaBepPeH SJIEKTPOHHOM HNomgmuchio /nomnmucs/

HOBBI Amira
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DEPAKINE

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

UNITHER

Usine

: COLOMIERS

SYR 8,65G/150ML RU

| 600171
|
Lot/batch : 0630 Fab/Mfg : 17-JUN-2021
‘ Lot client/cust. batch : 630 Per/Exp : MAY-2023
. Quantité fabriquée : 22,380 ]
( Référence dossier Référence version N
, DOSS-EU-2010-13658/13660/13662 4
e o R - A _4‘
. CONTROLES/TESTS NORMES /SPECIFICATIONS RESULTATS/RESULTS '
(CARACTERES / CHARACTERS Y
ASPECT / APPEARANCE LIQUIDE SIRUPEUX LIMPIDE / CONFORME/COMPLIES
CLEAR AND SIRUPY LIQUID
:COULEUR / COLOUR LEGEREMENT JAUNE / CONFORME/COMPLIES
SLIGHTLY YELLOW
ODEUR / ODOUR DE CERISE / OF CHERRY CONFORME/COMPLIES
|IDENTIFICATION
SODIUM VALPROATE (CLHP/HPLC) TR PICS MAJORITAIRES CONFORME/COMPLIES
IDENTIQUES DANS SOLUTION
TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEST SOLUTION |
SODIUM VALPROATE (IR) POSITIVE CONFORME /COMPLIES |
METHYL PARAHYDROXYBENZOATE (CLHP/HPLC) TR PICS MAJORITAIRES CONFORME /COMPLIES
IDENTIQUES DANS SOLUTION
TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE )
AND TEST SOLUTION
PROPYL PARAHYDROXYBENZOATE (CLHP/HPLC) TR PICS MAJORITAIRES CONFORME/COMPLIES
| IDENTIQUES DANS SOLUTION
I TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEST SOLUTION
rESSAI / TESTS
| VOLUME MOYEN / MEAN VOLUME (ML) SUP OU EG NOMINAL / 151 ML

SUP OR EQ NOMINAL




U.L.M.

1-3 Allée de la Neste, Z.I.d'en CERTIFICAT D'ANALYSE
Sigal, 31770 Colomiers - France UNITHER
Tel + 33 (0)5 34 51 42 00 CERTIFICATE OF ANALYSIS '
Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G/150ML RU

Lot/batch 0630 Fab/Mfg : 17-JUN-2021

Lot client/cust. batch : 630 Per/EXp : MAY-2023
\Quantité fabriquée 22.380
f Référence dossier N Référence version
| DOSS-EU-2010-13658/13660/13662 i\ 4 “]
A J
[ CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATS/RESULTS ]
PH V7.0 8.0 Y 1.6
DENSITE / DENSITY VOISINE DE 1.300 / 1.298

NEAR 1.300

METHYL PARAHYDROXYBENZOATE (MG/100 ML) 90 110 101
PROPYL PARAHYDROXYBENZOATE (MG/100 ML) 18 22 20
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1-3 Allée de la Neste, Z.I.d'en
Sigal, 31770 Colomiers - France
Tel + 33 (0)5 34 51 42 00

Fax + 33 (0)5 34 51 42 01

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

600171

Lot/batch :+ 0630

‘ Lot client/cust. batch : 630

Quantlte fabriquée H
Référence dossier
DOSS-EU-2010-13658/13660/13662

22.380

UNITHER

Usine : COLOMIERS

DEPAKINE SYR 8,65G/150ML RU

/

CONTROLES/TESTS
(CONTAMINATION MICROBIENNE /
MICROBIOLOGICAL QUALITY :

-DENOMBREMENT DES GERMES AEROBIES
TOTAUX (UFC/ML) / TOTAL AEROBIC

MICROBIAL COUNT (CFU/ML)
-DENOMBREMENT DES MOISISSURES LEVURES
TOTALES (UFC/ML) / TOTAL COMBINED

YEASTS MOULDS COUNT (CFU/ML)
-ESCHERICHIA COLI (/ML)

DOSAGE / ASSAY

SODIUM VALPROATE (G/100 ML)

VALETTE GENIS
112987 112988

been manufactured in reference to the

Fab/Mfg : 17-JUN-2021
Per/Exp : MAY-2023
I Référence version '
s |
/.f
NORMES/SPECIFICATIONS RESULTATS/RESULTS J
N
INF OU EG 100 / <1l UFC/ML
INF OR EQ 100
INF OU EG 10 / <1 UFC/ML
INF OR EQ 10
ABSENCE CONFORME/COMPLIES
5.47 6.05 5.87

Ce lot a été fabriqué selon le dossier en vigueur et en conformité avec les BPF / This batch has
dossier in force and according to the cGMP.
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Certificat d'Analyses approuvé électroniquement / Certificate of Analysis elec;x/nlc

| Decision Qualified Persom
| or Delegate
| ACCEPTE/RELF I8,
| 12-JUL-25%94C )
| HOBBI 5ﬁér§§
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