NEKJAPAITASI O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIOIWH AEKJIAPAITHIO O COOTBETCTBHH

AC "Canogpu Poccun”

Ceedenun o pezucmpayuu opearnusayuu. Mexcpaiionnan uricnexyus Qedepanvoti Haro2060t cayxcbvr Ne 46 no
2. Mockee 01.01.2008, O'PH 1027739079940, dama npucecenun OI'PH 19.08.2002.

| Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegon/thaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuviii oupexmop Mowac O.A.

Hosepennoe nuyo: Knoxoea FO.C., dosepenrocms 6/n om 01.12.2017

SASIBISET, UTO

nexapcmeennoe cpedcmeo: Jenaxun, cupon 57.64 ma/ma 150 mn, ghnaxoner memnozo cmexaa (1) 6 xomnnexme ¢
003UPOBOHHbIM WNpUYeEM, nadku xapmonubie, PY Ne I NQ12595/01 om 07.09.2007 (0Oama 3amener 10.07.2017)
ewidano CAHODPH-ABEHTHC OPAHC, cepus 579, napmus 5680 ynaxoeox, zo0ex do 01.03.2022,
npouseodcmea KOrumep Jluxeud Marnydarxuypune, ®panyun, Unither Liquid Manufacturing, 1-3, allee de la
Neste, Z.I. d'en Sigal 31770, Colomiers, France, xod OKITJ2 21.20.10.233, xoé TH B34 3004900002,
xkonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085331765 om 26.04.2019

COOTBETCTBYET TPEEOBAHWSIM

IT NG12595/01-070907 (HI 42-3303-06 uam. Ne 1-4)

JEKJIAPAIIMS ITPUHSATA HA OCHOBAHHW

npomoxon ucnsimanuii Ne 12500 om 16.05.2019 H/T 000 HI[ "@APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2]1 ®J/T40, Cepmughruxam POCC FR.®M08.C40072 om 16.05.2019

Knokosa 10.C.

.I[l'lHCl:_ - ' $.H.O

CBEAEHUS O PETUCTPAIINN

OPTAH IIO CEPTHO®HUKAITHH, 3APETHCTPHPOBABIII AN JEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH IO CEPTHOHKAIIHY HPONYKIIHH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XKHOH LIEHTP KOHTPOJIA KAYECTBA",

aodpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, 6e6-
caiim. oykx.pg.

1151 O COOTBETCTBUH 3APEFHCTPAPOBAHA M POCC RU J|-FR.®M08.A.24107/19
i SPAITHH 16.05.2019

Junenxo U.B.
HCh PyxoBogutens OC




U.L.M.

1-3 Anne-ge-ns-3cr, 3. U. A'sn
Curans, 31770 Konombe, ¥¢pasuus

Tenm.: + 33 (0)5 34 51 42 00
daxc: + 33 (0)5 34 51 42 01

CEPTU®UKAT AHAIU3A

[IpouseogcTReHHas naowanka: KOJIOMBE

600171 IEMNAKMH, Cupon, 8,65 I'/150 MA (POCCHA)
Cepust + 0579 Npouseegero 09-MAP-201%
lloTpefSuTenbcran cepus : 579 'ongen no i MAP-2022
O6neM cepmM : 24,160
KonTponnHaa BepcHMs
DOSS-EU-2010-13658/13660/13662 4
UCTIEITARNA CIELINSNKALNN PE3YJIBTATEI

XAPAKTEPUCTHKH
ONVCAHHUE NPO3PAYHASA CHPOIIOOEPA3HAS COOTBETCTBYET

XUOKOCTE
UBET KEJTOBATEIM COOTBETCTBYET
BANAX EMIHE BB COOTBETCTBYET
NOANMHHOCTL
HATPMUA BANLIPOAT (B3XX) OOVHAKOBOE BFEMs] YIEPKXMBARHHMA |COOTBETCTRYET

TJIABHEX [IMKOB B KOHTPONEHOM M

VICNHTYEMOM PACTBOPAX
HATPUA BANBIPOAT (MK-cnexTp) NONOXUTENEHO COOTBETCTBYET
METHNNAPATHIPOKCMEEH30AT (B3XX) OIMHAKOBOE BPEMA YIEFAMBAHWA |COOTBETCTBYET

TNABHEX MHMKOB B KOHTPOJLHOM M

UCOHTYEMOM PACTBOPAX
NPONMINAPATHAPOKCHEEH30AT (B3%X) OOVMHAKOEOE BPEMA YIEPKXMBAHMS [COOTBETCTBYET

TJIABHEX [MKOB B KOHTPOJEHOM M

WUCIETYEMOM PACTBOPAX
HUCIMETAHKUA
CEPEJHMA OBBEM (MN) BOJIEIE WK PABER HOMMHANBHOMY (152 MI

Crp 1 ... s ...

/noanuce/




U.L.M. CEPTU®UKAT AHAJIU3A

1-3 Anne-pe-na-dcw, 3. U. a'sH
Curans, 31770 Konombpe, $paHuus

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

Mpoussoxncreennas naomanka: KOJIOMBE

600171 AENAKMH, Cupon, 8,65 I'/150 MI (POCCHUA)
Cepusn : 0579 Mpousseneno : 09-MAP-2019
NoTpefuTenbCras cepus : 579 Tomen go 1 MAP-2022
OGmerm cepmm s 24,160
KouTponbHan BepcHMs
DOSS-EU-2010-13658/13660/13662 4
MCIBITARUA CNEUWSHKAITAN PE3YJILETATH
pH 7.0 8,0 7.5
MAOTHOCTE Oxono 1,300 1,300
METURNAPATHIPOKCMEEHBOAT (MI'/100 MII) 0 110 a8
NPOIMNNAPATMAPOKCHMEEHBOAT (MI'/100 M) 18 22 21
Crpakmua 2 ... M5 ...

/nomnuce /




U.L.M.

1-3 Amne-ge-ns-3cr, 3. . g'=2H
Curann, 31770 Konomsa, ¢panitma

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

CEPTU®UKAT AHAITU3A

MlpousBsonCcTEEHHAR nnowagxa: KOJIOMBE

npasunamM GMP.

LOMBARD
102107

CONDOMINES
102108

600171 JAENAKMH, Cupon, 8,65 I'/150 MI (POCCHA)
Cepusn : 0579 Nipoussagenc 09-MAP-2019
lNoTpeturenscxas cepus : 579 Togen gpo : MAP-2022
OfzaM cepuu 24,160
Koxnrponsnas Bepomus
DOSS-EU-2010-13658/13660/13662 4
HMCIBTAHNUA CHELNSUKALIMN PE3YJIBTATEL
MUKPOEHMONIOTHYECKAST YMCTOTA:
- OBIEE KOJMYECTBO A3POBHEX MEHBIIE MAK PABHO 100 < 1 KOE/mn
MUKPOOPTAHM3IMOB (KOE/MI)
- OBHEE KOJIMUYECTBO [POXKEBRIX M IUIECHEBEX |MEHBUE KNM PABHO 10 < 1 KOE/un
TPMBOB (KOE/MII}
- ESCHERICHIA COLI (/M) OTCYTCTBHME COOTBETCTBYET
KOJMMYECTBEHHOE ONPEAREJIEHHE
HATPMA BARBIIPOAT (I'/100 M) 5,47 6,05 5,75

3ra napTHs GIa MBTOTOBNGHA B COOTBETCTEMM C QPGGOBaHMHMK HeHCTBYMIZere JOChe ¥ COTNACHO TEeK YU

Crpanunua 3

Ceprudurxar aramisa 5aBepeH 3JGXTPOHHONX noAnucew /noxnmchk/

Pemennmea VYOOJHOMOYaHHOTO

JMaA M npeagcrapmuTens
ACCEPTE / HAONYIUEHO K BRIIVCKY
05-ANP-2019 09:14:50

JIYHMC MOFEMPA (MOREIRA Luis)




U.L.M,

1-3 Allée de la Neste, 5.1.d'en  CERTIFICAT D'ANALYSE

8igal, 31770 Colomiers - France

Tel + 33 (0)S 34 51 42 00 CERTIFICATE OF ANALYSIS

Pax + 33 (0)5 34 51 42 01

Usine : COLOMIERS

600171 DEPAKINE 8YR 8,65G/150ML RU
Lot/batch s 0579 Fab/mfg s 95-MAR-2019
Lot ¢lient/cust. batch : 579 Per/Bxp : MAR-2022

Quantitd fabriguée
Référence doasier
DOBB-EU-2010-1365B/13660/13662

24.160

CONTROLEB/TESTS

CARACTERES / CHARACTERS

ASPECT / APPEARANCE
COULEUR / COLOUR

ODEUR / ODQUR
IDENTIFICATION

SODIUM VALPROATE (CLHP/EPLC)

SODIUM VALPROATE (IR)
METHYL PARAHYDROXYBENZOATE (CLEP/HPLUC)

PROPYL FARAHYDROXYBENZOATE (CLHP/HPLC)

ESSAI / TESTS

VOLUME MOYEN / MEAN VOLUME (ML)

Référence version
4

NORMES/SPECIFICATIONS RESULTATS/RESULTS

LIQUIDE SIRUPEUX LIMPIDE / CONFORME/COMPLIES
CLEAR AND BIRUPY LIQUID

LEGEREMENT JAUNE / CONFORME /COMPLIES
SLIGHTLY YELLOW

DE CERISE / OF CHERRY CONFOEME/COMPLIEB
TR PICS MAJORITAIRES CONFORME/COMPLIES

IDENTIQUES DANS BOLUTION

TEMOIN ET ESSAI / SAME RT OF

MAJOR PEAES IN REFERENCE

AMD TEST SOLUTION

POSITIVE CONFORME/COMPLIES
TR PICE MAJORITAIRES CORPORME/COMPLIES
IDENTIQUES DANS BOLUTION

TEMOIN ET ESSAI / SAME RT OF

MAJOR PEAKS IN REPERENCE

AND TEST SOLUTION

TR PICS MAJORITAIRES CONFORME/COMPLIRE
IDENTIQUES DANS BOLUTION

TEMOIN ET ESSAI / SAME RT OF

MAJOR PEAKS IN REFERENCE

AND TEST SOLUTION

80P OU EG NMOMINAL / 152 ML
SOP OR EQ MOMINAL

fage 1 .../...



U.L.M.

1-3 AllSe de le Nests, z.I.d'en CERTIFICAT D'ANALYSE

Bigal, 31770 Colomiexs - France

Tel + 33 (0)5 34 51 42 00 CERTIFICATE OF ANALYSIS

Fax + 33 (0)5 34 51 42 01

Usine 1 COLOMIERS

600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch s 0579 Fab/Mfg t 9-MAR-2019
lot client/cust. bateh : 579 Per/Exp 1 MAR-2022
Quantité fabrigquée 1 24.160

Référence dossier
DOSS-BU-2010-13658/13660/13662

CONTROLES/TESTS

PE
DENSITE / DENSITY

METHYL PARAHYDROXYBENZOATE (MG/100 BL)
PROPYL PARAHYDROXYBENZOATE (MG/100 ML)

Référence version
4

NORMES/SPECIFICATIONS RESULTATS/REBULTS

7.0

VOIBINME DE 1.300 /

NEAE 1.300
90
10

110
22

7.5
1.300

98
21

Page 2 .../ ...



U.L.M.

1-3 Allée de la Neste, Z.I.d'en cEnT“:chT D'ANALYSE

8igal, 31770 Colomiers - France

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 t 057% Fab/ufg t 9-MAR-2019
Lot client/cust, batch : 579 Per/Exp 1 MAR-2022
Quantité fabriquée ' 24.160

Référence dossier
DO8S8-BU-2010-136508/13660/13662

CONTROLES /TESTS

CONTAKINATION MICROBIEHNE /
MICROBIOLOGICAL QUALITY
-DENOMBREMENT DES GERMES AEROBIES
TOTAUX (UFC/ML) / TOTAL AERORIC
MICROBIAL, COUNT (CRU/ML)
-DENOMBREMENT DES MOISISSURES LEVURES
TOTALEE (UFC/ML) / TOTAL COMBINED
YELETE MOULDS COUNT (CFU/ML)
-RSCHERICHIA COLI {/ML)
DOSAGE / ASSAY

80DIUM VALPROATE (G/100 ML)

Raférence version

NORMES/SPECIFICATIONS

INF OU EG 100 /
INF OR EQ 100

INF OU EG 10 /
INF OR EQ 10

ABSENCE

4

REBULTATS/RESULTS

<1l UFC/ML

<l UFC/ML

CONFORME/COMPLIES

Ca lot a #td fabrigué selon le dossier en vigueur et en conformiti avec leg BPF / This batch has
been manufactured in reference to the dossier in force and according to the cGMP.

LOMBARD CONDOMINES
102107 102108

|
|
|
I
I

Page 3

Decision Qualified Person
or Delegate
ACCEPTE/RELEASED

5-APR-2019 09:14:50
MOREIRA Luis

Certificat d'Analyses approuvé &lectroniquement / Certificate of Analysis electronically approved



