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UNITHER

LIQUID MANUFACTURING

llpousesogcTeeHHasa naowazka: KOJIOMBE

600171 IENAKUH, Cupon, 8,65 I'/150 M (POCCHS)
Cepus : 0631 NpouseeneHo : 25-Asr-2021
Norpeburentcxasl cepus : 631 TopmeH 1o 1 Mion-2023
O6seM cepum : 61,752
Jocne: KonTponnHast BepcuUs
DOSS-EU-2010-13658/13660/13662 4
MUCIIBITAHUA CIELNSNKALIMN PE3YIJIBTATH
XAPAKTEPUCTHUKHA
ONMCAHUE NPO3SPAYHAA CHUPONOOEPA3BHAA COOTBETCTBYET
XUOKOCTB
LUBET XEJITOBATEI COOTBETCTBYET
3AMAX BUIIHEBEI COOTBETCTBYET
NOONMMHHOCTBL
HATPUSA BAJILIIPOAT (B3%X) OIOMHAKOBOE BPEMA YIEPXMBAHHNA COOTBETCTBYET

TJIABHEIX NMKOB B KOHTPOJIBHOM M
WUCNETYEMOM PACTBOPAX

HATPUA BAJIBEIIPOAT (MK-cnexTp) TNOJIOXNTEJIEHO COOTBETCTBYET

METUINAPATMOPOKCUEEH30AT (B3XX) OIMHAKOBOE BPEMA YIEPXMBAHMNA |COOTBETCTBYET
TJIABHEIX IIMKOB B KOHTPOJIEHOM M
WCIBITYEMOM PACTBOPAX

NPOMUINAPATHIPOKCHMEEH30AT (B3X%XX) OOMHAKOBOE BPEMA YIEPKMBAHWA |COOTBETCTBYET
TJIABHEIX [MMKOB B KOHTPOJIBHOM M
MCIBITYEMOM PACTBOPAX

WCIIBITAHWUA

CPEJIHUI OEBEM (M) EOJNBLUE MM PABEH HOMMHAJNIEHOMY |151 MI

Crp 1 ... us

/nonnuce /




U.L.M. CEPTUO®UKAT AHAJIU3A

1-3 Anne-me na-3c¢cr, 3. U. n'sn
Curans, 31770 Konombe, $paHuMs

Ten.: + 33 (0)5 34 51 42 00
$¢axc: + 33 (0)5 34 51 42 01

UNITHER

LIGQUID MANUFACTURING

IpouseomcTeeHHan naowanxa: KOJOMBE

600171 OENAKUH, Cupon, 8,65 T'/150 MJI (POCCHS)
Cepus : 0631 llpoussepneHo : 25-Asr-2021
loTpetuTensCKas Cepus : 631 TogeH pno : Viom-2023
O6meM cepum : 61.752
Jocre : KoHTpOnLHas Bepcus
DOSS-EU-2010-13658/13660/13662 4
MUCIIBITAHUA CIELM$UKALINN PE3YJIBETATH
PH 7,0 8,0 7,7
IJIOTHOCTB Oxono 1,300 1,298
METHUINAPATMIPOKCMEEH30AT (MI'/100 MI) 90 110 96
NPONMINAPATUIPOKCUMEEH30AT (MI'/100 MI) 18 22 20
Crpanuua 2 ... us

/nonnucs /




U.L.M. . CEPTU®UKAT AHAJTIU3A

1-3 Anne-ge nsi-3c¢cT, 3. U. g's
Curans, 31770 Konomee, $paHUMA

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

UNITHER

LIGQUID MANUFACTURING
NpoussoacTeeHHas nnomanka: KOJOMBE

600171 IOEIAKMH, Cupon, 8,65 I'/150 MI (POCCHUSA)
Cepus : 0631 Npoussenexo : 25-ABr-2021
NoTpeburentcras cepus : 631 Tomen mo : Mion-2023
O6seM cepum : 61.752
Hocee: KourTponmHass Bepcus
DOSS-EU-2010-13658/13660/13662 4
MNCIIBITAHNA CIHEIN$NKALINN PE3VIBTATEH
MMKPOEMOJIOTHYECKASA YUCTOTA:
- OEWNEE KOJMUYECTBO A3POEBHBIX MEHBIUE MM PABHO 100 <1 KOE/mn

MMKPOOPTAHM3MOB (KOE/MI)

- OBIEE KOJMUECTBO IPOXKEBEX M IJIECHEBEX |MEHBIIE WMJIM PABHO 10 <1 KOE/mMn
TPUEOB (KOE/MI)

- ESCHERICHIA COLI (/MIN) OTCYTCTBME COOTBETCTBYET
KOJIMYECTBEHHOE OINPENEJIEHUE

HATPHUs BAJIBIIPOAT (T'/100 MI) 5,47 6,05 5,87

3ra naprus 6mna MSTOTOBNEHA B COOTBETCTBMM C TPEBSOBAHMSAMM HEMCTBYWUEIO AOCLE M COIJIACHO TEeKyMM
npasunaM GMP.

BENAVENTE GENIS
112987 112988

Crpanuua 3

At R LT

of PH '02""

% pemmaal Dy
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CepTuiukaT aHanMsa SaBepeH BJEKTPOHHOM nognuceyo /nognucs/




U.L.M.

1-3 Allée de la Neste, Z.I.d'en
Sigal, 31770 Colomiers - France
Tel + 33 (0)5 34 51 42 00

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

‘U

LIGUID MANU

NITHER

FACTURING

Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS

6/‘

| 600171 DEPAKINE SYR 8,65G/150ML RU

1

| Lot/batch : 0631 Fab/Mfg { 25-AUG-2021
Lot client/cust, batch : 631 Per/Exp 1 JUL-2023

! Quantité fabriquée H 61.752

/ Référence doesier

I

Référence version

{
N

!

\ DOSS-EU-2010-13658/13660/13662 4
{ CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATS/RESULTS ‘]
{ CARACTERES / CHARACTERS (7 R 3
| 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
TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEST SOLUTION
ESSAI / TESTS
VOLUME MOYEN / MEAN VOLUME (ML) SUP OU EG NOMINAL / 151 ML
SUP OR EQ NOMINAL
Page 1 .../...
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1-3 Allée de la Meste, Z.I.d'en CERTIFICAT D'ANALYSE \

Sigal, 31770 Colomiers - France . UN'THER
Tel + 33 (0)5 34 51 42 00 cEﬂTlFchTE OF ANALYSIS ) LIOUID MANUFACTURING

Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS

e

600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch : 0631 Fab/Mfg : 25-AUG-2021
Lot client/cust. batch : 631 Per/Exp : JUL-2023
L\Quantité fabriquée : 61.752
Fd Réference dossier Réfeérence version
{ DOSS-EU-2010-13658/13660/13662 4 j
',‘ CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATS/RESULTS J
\
‘PR Y7.0 8.0 Y 7.7 N
DENSITE / DENSITY VOISINE DE 1.300 / 1,298
NEAR 1.300
METHYL PARAHYDROXYBENZOATE (MG/100 ML) 90 110 96
PROPYL PARAHYDROXYBENZOATE (MG/100 ML) 18 22 20
Page 2 .../...
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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 ' LIQUID MANUFACTURING

Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS

-

; 600171 DEPAKINE SYR 8,65G/150ML RU

[ Lot/batch : 0631 Fab/Mfg : 25-AUG-2021
Lot client/cust. batch : 631 Per/Exp : JUL-2023

61.752

. Quantité fabriguée

~

Raefarence dossier Référence version

i DOSS-EU-2010-13658/13660/13662 :I; 4 j
e
{ CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATS/RESULTS j
{CONTAMINATION MICROBIENNE / k"4 Y 3
| MICROBIOLOGICAL QUALITY :
| -DENOMBREMENT DES GERMES AEROBIES INF OU EG 100 / <1 UFC/ML
| TOTAUX (UFC/ML) / TOTAL AEROBIC INF OR EQ 100

MICROBIAL COUNT (CFU/ML)

-DENOMBREMENT DES MOISISSURES LEVURES INF OU EG 10 / <1 UFC/ML

TOTALES (UFC/ML) / TOTAL COMBINED INF OR EQ 10

YEASTS MOULDS COUNT (CFU/ML)

-ESCHERICHIA COLI (/ML) ABSENCE CONFORME/COMPLIES

DOSAGE / ASSBAY

SODIUM VALPROATE (G/100 ML) 5.47 6.05 5.87

Ce lot a été fabriqué selon le dossi
been manufactured in reference to th

r en vigueur et en conformit

dossier in force and according to the cGMP.

avec les BPF / This batch ha

PANIS BORDONADQ
113729 113730
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