IEKJIAPAITASI O COOTBETCTBHM

JTEKJAPAHT, MPUHIMAIOHIAH JEKJAPAIIHIO O COOTBETCTBUU

AQ "Carnou Poccun"

Ceedenun o pezucmpayuy opeanwsayuu: Mexcpationnan uncnexyun Qedepanvroli Hanozoeol cayachvr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125008, 2. Mockea, yn. Teepcran, 8. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnnil dupexmop Monxe O.A.

Losepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

3AJIBJBIET, UTO

rexapemeennoe cpeocmso: Jenaxun, cupon 57.64 me/mn 150 mn, raronst memrozo cmexaa (1) 8 komnaexme ¢
003UPOBOYHBIM WNpUYer, Rauxy kapmonnvie, PV No IT N012595/01 om (07.09.2007 (0ama samenv: 10.07.2017)
swidane CAHOPH-ABEHTHC ®PAHC, cepua 568, napmus 8040 ynarosox, zooen oo 01.10.2021,
npouzsodcmea FOnumep Jluxeud Manyderuypunez, Ppanyua, Unither Liquid Manufacturing, 1-3, allee de la
Neste, Z.I. d'en Sigal 31770, Colomiers, France, koo OKIT[2 21.20.10.233, xo0 TH B3] 3004900002,
kormparm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085313346 om 14.11.2018

COOTBETCTBYET TPEBOBAHHWAM
IT N012595/01-070907 (HIT 42-3303-06 uzm. No 1-4)

JEKJIAPAITIAA TIPHHSITA HA OCHOBAHUM
npomoxon ucnwimanuti No 34760 om 27.11.2018 HJT OO0 HI "®APMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21BJI40, Cepmugpuram POCC FR. OMO8.C28586 om 28.11.2018

JIATA TIPUHSTTHS EKNAPALN 28.11.2018
JEK JIAPA]II/ISI J_IEECTBHTEHLHA JO 01.10.2021

Crenanor C.C,

W O.10

CBEJEHUA O PETUCTPAIINA

OPTAH I10 CEPTU®HKAIHH, 3APETHCTPUPOBABINUI NEKJIAPAIHIO

RA.RU.1IOMO8 OPTAH ITO CEPTH®HKALIHH ITPOOVKI[HH OBL[ECTBO C OT' PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYIKHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayun: 115280, 2. Mockea, yn. Macmepwoea, 0. 4, am. 3, nom. I, kom. I, adpec opzana no
cepmugurayuu. 115280, POCCHA, zopod Mockea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
catim: oyrK.pg.

JTEKJAPAITHASA O COOTBETCTBHH 3APETNCTPIPOBAHA M POCC RU /I-FR.DMO8.A.08504/18
JATA PETRCTPAIIVIHA 28.11.2018

£ Tnnenxo U.B.
r@@'ﬁ 's b Pykosomutens OC
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U.L.M. CEPTUDUKAT AHAJITU3A

1-3 Anne-pe-ns-3cr, 3. M. n'=H
Curane, 31770 KonoMmee, $paHumMs

Ten.: + 33 {0)5 34 51 42 00
¢akc: + 33 (0)5 34 51 42 01

nponssoncmseuﬁaz nnowankra: KOIOMBE

600171 OENAKMH, Cmpon, 8,65 I'/150 MI (POCCHA)
:Cepmst : 0568 lpousBenens : 8 oxr 2018 1.
ToTpebturenncran cepus : 568 Tonen mo : Oxradpe 2021 r.
Ofzem cepm : 8,040
: KOHTPONBLHaN EepCHH
DOSS-EU-2010-13658/13660/13662 4
; WUCIIEITAHNA CNELINSHMKALTAN PEBYNLTATH
XAPAKTE PUCTHUKH
OI‘MCAH?IE HPOSPAUHAS CHPOHCOEPASHAS COOTBETCTBYET
: RHIOKOCTE
.I.IBET KEJITOBATEIA COOTBETCTBYET
3AAX BHIFHE BHM COOTBETCTBYET
MNOONMEHOCTE
‘HATPHS BANIBIPOAT (B3XEX) ONWHEAKORBOE BPEMA YIEPKMBAHMA |COOTBETCTBYET

I'JABHEX [HMKOB B KOHTPOJBHOM M
HCHRITYEMOM PACTBOPAX

HATPUS BAJBIFPOAT (MK-cnexTp) HOJIOXUTEJNEHO COOTBETCTBYET
METHINAPATUIPOKCHEEH3OAT (B3XX) OOMHAKOBOE RBPEMA YIEPKMBAHMA |COOTBETCTBYET
TABHEX [IMKOB B KCHTPOJIBHOM H
UCITHRITYEMOM PACTBOPAX

NPOMHANIAPATMIPOKCHUEEH30AT (BIXX) OIMHAKCBOE BPEMA YIEPKMBAHMS |COOTBETCTBYET

TRABHEX MHMKOB B KOHTPOJIBRHOM M
HCIINTYEMOM PACTBOPAX

ECPEHHHI';I OFEEM (M) EONRUE WKW PABEH HOMMHAJIBHOMY (151 MI

Crp 1 ... us




u.L.M. CEPTUOUKAT AHAITU3A
1-3 Anne-ge-as—-3cT, 3. M. n'sn
Curans, 31770 KonoMee, ¢&paHUMA

Tenx.: + 33 (0)5 34 51 42 00 b
¢arc: + 33 (0)5 34 51 42 01 ’

HPOMSBOACTBEHﬁas nnowagra: KOIOMEE

600171 DENAKMH, Cupon, 8,65 I'/150 MI (POCCHA)
Cepust . 0568 [ipousBeneHo : B oxr 2018 1.
[loTpefuTenbCKan Cepus : 568 T'ogen go ! Oxradpes 2021 r.
O6seM cepuyu + 8,040

KonwponsHas Bepcus
DOSS-EU-2010-13658/13660/13662 4
MCIOEITAHUA CIEIMSHKAILIA PE3YJIBLTATEH

PH 7,0 8,0 7,7
INIOTHOCTB Oxoxo 1,300 1,288
‘METHIAPATHIPOKCHMEEHB0AT (MI'/100 M) 90 110 94

‘IPOMMINAPATHIPOKCHEEHSBOAT (MI'/100 M) 18 22 20

Crpammita 2 ... M8 ...




U.L.M. CEPTU®UKAT AHANN3A

1-3 Anne-ge-as~-3cr, 3. U. n'su
Curans, 31770 Konomse, $paHims
Ter.: 4+ 33 (0)5 34 51 42 00
#axc: + 33 (0)5 34 51 42 01 ' o G
HpouseoncTeertas momaaxa: KOJIOMBE

600171 IENAKNMH, Cupon, 8,65 I'/150 MI (POCCHSI)
.Cepuﬂ : 0568 llponsepenexo : B oxwe 2018 r.
NoTpetuTenbECKan Cepus : 568 Tonen no : Omrsbpe 2021 r,
OGzeM cepum : 8,040
KourponrHasas Bepcus
DOSS-EU-2010-13658/13660/13662 4
HUCIEITAHNA CIHEUNSHKAITNN PE3YILTATH
MHUKPOBHONOTMYECKASN YHMCTOTA:
- OBIIEE KONMYECTBC ADPOEHBIX MEHBEE WMIIM PABHO 100 < 1 KOQE/mn
MHMKPOOPT'AHMSMOB ({KOE /MII)
i— OBIEE KOIWYECTBO IOPOXKEBEX M IUIECHEBHX |MERBIE WM PABRHO 10 < 1 KOE/mn
:I'PMBOB (KOE/MJI)
%- ESCHERICHIA COLI (/Mm) OTCYTCTBYE COOTBETCTBYET

éKOﬂMQECTBEHHOE ONPEREJEHNL

'HATPMS BANBIIPOAT (I'/100 M) 5,47 6,05 5,67

37a naprHMa Ba MSTOTOBJGHA B COOTBETCOTBMM C TpebOoBaHMAMM NeMCTBRYRIETO JOCEe M CONMACHO PerRyupmM
npaBuaar GMP.

PEREZ PENELLO
99995 99996

Crpasmna 3

Pewenue YHONMHOMOHYEHHOI'G

JMla UMAKM NpeRcTABMTRNS
ACCEPTE / ROHYIEHO X BEIIYCKY
25 OKTABPA 2018 08:23:42
NOP3T Mapn (PORET Marie)

CeprudmurarT aHanMSa HaARepeH SNEKTPOHHOW NOAIMCLE




U.L.M,

1-3 Allée de 1la Neste, Z.I.d'en CERTIFICAT D'ANALYSE

Sigal, 31770 Colomierg - France

Tal + 33 (0)5 34 S1 42 Q0 CERTIFICATE OF ANALYSIS
Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch t 0568 ¥#ab/Mfg H B—OCT*ZUIS‘
Lot client/cust. batch : 568 Por/Exp : OCT-2021 |
" Quantité fabriguée : 8.040 yi
TTTTTTgéférence dossier T TTTT "M'§T T "Référence version = X

DOSE-EU-2010-13656/13660/13662 | 4 ;

CONTROLES/TESTS

S—— A

NORMES /SPECIFICATIONS RESULTATS /RESULTS E
i

L

‘CARACTERES / CHARACTERS

| ASPECT / APPEARANCE LIQUYIDE SIRUPEUX LIMPIDE / CONFORME /COMPLIES
! CLEAR AND SIRUPY LIQUID

. COULEUR / COLOUR LEGEREMENT JAUNE / CONFORME,/ COMPLIES
E SLIGHTLY YELLOW

| ODEUR / ODOUR DE CERISE / OF CHERRY CONFORME /COMPLIES
. IDENTIFICATION

. SODIUM VALEROATE (CLHE/HPLC) TR PICS MAJORITAIRES CONFORME/COMPLIES

IDENRTIQUES DANS SOLUTION
TEMOIN ET ESSAI / BAME RT OF
MAJOR PEAKS IN REFERKNCE

: AND TEST SOLUTION

. SODIUM VALPROATE (IR) POSITIVE CONFORME/CONPLIES
'METHYL PARAHYDROXYBENZOATE (CLHP/HPLC) TR PICS MAJORITAIRES CONFORME/COMPLIES
IDENTIQUES DANS SOLUTION
'TEMOIN BT ESBAI / SAME RT OF
MATOR PEAKS IN REFERENCE
AND TEST SOLUTION

PROFYL PARAHYDROXYBERNZOATE (CLEP/HPLC) TR PICS MAJORITAIRES CONFORME/COMPLIRS
IDENTIQUES DANS SOLUTION
TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEST SOLUTION

ESSAX / TEBTS

VOLUME MOYEN / MEAN VOLUME (ML) SUP OU EG NOMINAL / 151 ML
: SUP OR EQ NOMINAL

H

Page 1 .../...




U.L.M,

1-3 allée de la Neste, Z.I.d'en
8igal, 31770 Colomiers - France
Tel + 33 (0)5 34 51 42 00

Fax + 33 (0)5 34 51 42 01

600171

Lot/batch 1 0568
Lot client/cust. batch : 568
Quantité fabriguée :
T Référence dossier

DOSS-EU-2010-13658/13660/13662

CONTROLES /TESTS

CERTIFICAYT D'ARALYSE
CERTIFICATE OF ARALYSIS e i

: COLOMIERS

8.040

Usine

DEPAKINE SYR 8,65G/150ML RU

Fab/Mfg

e
i 4

RORMES /SPECIFICATIONS RESULTATS/RESULTS

ou
DENSITE / DENBITY

| METHYL PARAHYDROXYBENZOATE (MG/100 ML)
;PROPYL PARAHYDROXYRENZOATE (MG/100 ML)

1.0 8.0

/VOISINE DE 1,300 / 1.298
NEAR 1.300
20 110 94

18 22 20

Page 2 .../...

8-0CT-2018
Per/Exp 1 OCT-2021




U.L.M.

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

CERTIFICAT D'ANALYSE
CERTIFICATE OF ARALYSIS

Fax + 33 (0)5 34 51 42 01 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G/150ML RU
Lot /batch : 0568 Fab/Mfg : 8-00T-2018
Lot client/cust. batch : 568 Pex/EXp 3 0CT-2021 :
- Quantité fabriquée : 8.040
ST REEéYence dessier T e - -i - T"Référence version
DOSS-E0U-2010-13656/13660,/13662 ] 4 i
e e
CONTROLES /TESTS NORMES /SPECIFICATIONS RESULTATS/RESULTS f
i
'CONTAMINATION MICROBIESNNE / o S - o
MICRCBIOLOGICAL QUALITY :
-DENOMBREMENT DES GEEMES AEROBIES INF OU EG 100 / <1 UFC/ML
: TOTAUX (OFC/ML) / TOTAL AEROBIC {INF OR EQ 100
 MICROBIAL COUNT (CFU/ML) j
| -DENOMBREMENT DES MOISISSURES LEVURES INF OU EG 10 / <l OFC/ML
TOTALES (UFC/ML) / TOTAL COMBINED INF OR EQ 10
' YEASTS MOULDS COUNT (CFU/ML)
| -ESCHERICHIA COLI (/ML) ABSENCE CONFORME/COMPLIES
| DOSAGE / ASSAY
* SODIDM VALPROATE (G/100 ML) 5.47 6.05 5.67

Ce lot a &té fabriqué selon le dossic
been manufactured in reference tc thé
BOUZIANI
§9956

ESCAFFIT_G
99995

r en vigueur et en conformité
dogsier in force and accordi

;/ /
i
s

5

Certificat d'Analyses approuvé &lectroniguement / Ce:tiféi;te of Analys

ng to the cGMP.

2
Rt

=
|
E
I
I

avec¢ les BPF / This batch haé

Page 3

i
i
K

Decision Qualified Person -
or Delegate
ACCEPTE/RELRBASED
25-0CT-2018 08:53:42

PORET Marie

l

ig electronically approved




