JAEKJIAPAHT, IPAHUMAIOIIAM JEKJIAPAIIMIO O COOTBETCTBHHA

AO "Cariogpu Poccun"

Ceedenun o pezucmpayuy opeanuzayuu: Mexcpationrnas uncnexyun Oedepansyoil Ranoz060ti cayxncbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2 Mocxea, yn. Teepcran, 9. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvruiii Oupexmop Monac O.A,

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

3AABJSIET, UTO

nexapemsennoe cpedcmso. Henaxun, cupon 57.64 mz/mn 150 ma, draxonvt memrozo cmexna (1) 6 xomnaexme ¢

Q03UPOBONHLIM npuyem, nayxu xapmounvie, PY No IT N012595/01 om 07.09.2007 (dama 3amens: 10.07.2017)

svioano CAHO®H-ABEHTHC ®PAHC, cepus 586, napmus 18181 ynaxoeox, 200en do 01.08.2022,

npousgodcmsa HOnumep Jluxeud Manygaxvypune, ©panyus, Unither Liquid Manufacturing, 1-3, allee de la

Neste, Z.1 d'en Sigal 31770, Colomiers, France, xod0 OKIT/]2 21.20.10.233, xod TH B3 3004900002,
xormpaxm Ne 250/40056192/F-2 om 20.10.2010, uneociic Ne 9085347925 om 24.09.2019

COOTBETCTBYET TPEEOBAHUSIM

11 N012595/01-070907 (HI 42-3303-06 uzm. Ne 1-4)

JEKJAPAITHS ITPHHATA HA OCHOBAHMHA

| npomoxon ucnimaruii Ne 29450 om 10.10.2019 HJT 000 HI[ "©®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJ140, Cepmugpuxam POCC FR.®M08.C50823 om 10.10.2019

O

- Knoxosa 10.C.
OIIIHCH $.H.0

oy A

CBEJEHUA O PETUCTPALIMHA

OPT'AH IIO CEPTUDHKAITAH, 3APETACTPAPOBABIIHIA TEKJIAPAITHIO

RA.RU.11®M08 OPIAH ITO CEPTHOHKAILIHH TPONYKIHH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I, xom. 1, adpec opeana no

| cepmugpuxayuu: 115280, POCCHZ, 20po0 Mocxsa, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, se6-
caim: oyxx.p.

HEKJIAPAITAA O COOTBETCTBHH 3APETHCTPUPOBAHA X POCC RU JI-FR. ®M08.4.39993/19

b Jupenxo ULB.
omfvcs poautens OC
Py




U.L.M.

1-3 Anne-pe-na-3cr, 3. U. a'sax
Curane, 31770 Konombe, ®pauuns

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

CEPTUOPUKAT AHANTN3A

lIpouspogcreenHan naowanxa: KOJIOMLE

600171 OEIAKMH, Cupon, 8,65 I'/150 M (POCCHUS)
Cepnus : 0586 llpouseegeHo : 10-ABI'-2019
NorpebuTrenscran cepus 1 586 Tomen gpo : ABI'-2022
O6peM cepim : 18,181
Kourponnuas Bepcus
DOSS-EU-2010-13658/13660/13662 4
HUCHORTAHUA CNEINSUKALIMNA PESYJIBLTATEl

XAPAKTEPHUCTHKH
OMMCAHHE NPO3PAYHAS] CHPONCOBPASHASN COOTRETCTBYET

XMIOKOCTE
UBET KEJTOBATEIA COOTBETCTBYET
BANAX BMITHEBHIA COOTBETCTBYET
NOANHHHOCTE
HATPWUS BAJIBINPOAT (B32%X) OAMHAKOBOE BPEMA VIEPKMBAHMS |COOTBETCTBYET

TPIIABHEIX NHKOB B KOHTPOJIEHOM M

WCIHTYEMOM PACTBOPAX
HATPHUS BAJNBINPOAT (MK-cnexTp) NONOXUTENEHO COOTBETCTBYET
METUINAPATHIAPOKCHBEHR0AT (B2XX) OMVMHAKCBOE BPEMA YIEPXMBAHWMA |COOTBETCTBYET

TJIABHBX [IHMKOB B KOHTPOJBHOM M

WCIIEITYEMOM PACTBOPAX
NPONUNNAPATHIPOKCHUEEHS0OAT (B3XX) OIMHAKOBOE BPEMS YIEPXMBAHMA |COOTBETCTBYET

TAABHEX MMKOBR B KOHTPOJEBHOM M

WCIIBITYEMOM PACTBOPAX
WCTINTAHUA
CPEIOHMIA OEBEM (MII) EO/IEIE WM PABEH HOMMHAJNIBHOMY |152 M

Crp 1 ... us ...

/nognuce/




U.L.M. CEPTU®UKAT AHAIU3A

1-3 Anne-ge-na-3cr, 3. M. a'su
Curane, 31770 Konomema, $parums

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

"y

5 A

MpouseoncTBeHHan nnowainxa: KOJIOMBE

600171 JENAKMH, Cupon, 8,65 I'/150 MI (POCCHS)
Cepun : 0586 Npouseegeno : 10-ABI'-2019
NoTpabtuTenscras cepus : b8eé Tomer no : ABI'-2022
OGreM cepun : 18,181
KoMTpONLHAS BepcHs
DOSS-EU-2010-13658/13660/13662 4
MCIBITAHNA CIELINSVUKALIMN PE3YJIETATH
pH 7.0 8,0 7.6
NAOTHOCTE Oxono 1,300 1,298
METHMIMAPATHIOPOKCUEEHSOAT (MI'/100 M) S0 110 99
NPONMNNAPATHAPOKCHMEEH30AT (MI'/100 MA) 18 22 21
Crpammuia 2 ... M5 ...

/nopnuce/




U.L.M.

1-3 Anne-pe-ns-3cr, 3. U. n'su
Curans, 31770 KonoMse, &panumus

Ten.: + 33 (0)5 234 51 42 00
daxc: + 33 (0)5 34 51 42 01

CEPTU®UKAT AHAINU3A

[lponssoncTRenHas nnomanxa: KOJOMBE

600171 JAEIIAKNH, Cupon, 8,65 I'/150 MI (POCCHS)
Cepus : 0586 Ilponssenero 10-ABIr-2019
NorpefurTentcras cepus : 586 Tonen gmo : ABI'-2022
OfreM cepii : 18,181
KoRTponeHan papcus
DOSS-EU-2010-13658/13660/13662 4
HUCHBTAHUA CNELH$HKALIMN PE3YJIETATH

MHUKPOBHOJIOTHYECKAA YHCTOTA:
- OBNEE KONMYECTBO A3POBHEX
MHMKPOOPTAHM3MOB (KOE/MI)

- OBIOEE KOMMYECTBO APOXKEBEIX M INIECHEBEX
TPMECE (KOE /M)

- ESCHERICHIA COLI (/M)
KONMMYECTBEHHOE ONPEJEJERME

HATPHA BAJILIOPOAT (I'/100 MN)

9ra napTHa CiNla MSTOTOBJIEHA B COOTBOTC

npapunarM GMP.

LOMBARD
104187

CONDOMINES
104188

MEHBNE HMIKM PABHO 100

MEHBIIE MM PABHO 10

OTCYTCTBHE

5,47 6,05

< 1 KOE/mMn

< 1 KOE/un

COOTBETCTBYET

5,70

TEMM C wpeﬁosaﬂum .ueﬁc-raymero AOCh& M COI'NMACHC TaNyupmM

Crpamvua 3

CopTujurar ananusa SaBepeH INEKTPOKHON NOANMCEX /ROGMMCH/

Pomenme yHnoOMHOMOWGHHOTO

JMIa MMM NpencTaABMTeNns
ACCEPTE / JONYNEHO K BRIIYCKY
10-Con-2019% 18:14:42

HOBBI Amira




U.L.M.

1-3 Allée de 1a Nagte, Z.I.d'en OEHTlFchT D'ANALYSE

Bigal, 31770 Colomiers - France

Tal + 33 (0}5 34 51 42 00 CERTIFICATE OF ANALYSIS
Fax + 33 (0)5 34 51 42 o1 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batech 1 0586 Fab/Mfg t 10-A03-201%
Lot glient/cust. batch : 586 Per/Exp i AUG-2022
Quantitd fabriguée 1 18.181
Aéférence dbasier REtérence-version
DOg8-BU-2010-13658/13660/13662 4
CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATS/RESULTS
CARACTERES / CHARACTERS
ASPRECT / APPRARAMCE LIQUIDE SIRUPEUX LIMPIDE / CONFORME/COMPLIRS
CLEAR AND SIRUPY LIQUID
COULEUR / COLOUR LEGEREMENT JAUME / CONFORME/COMPLIES
SLIGHTLY YELLOW
ODEUR / ODOUR DE CERISE / OF CHERRY CONFORME/COMPLIES
IDENTIFICATION
8S8ODPIUM VALFROATE (CLEP/HPLC) TR FPICH MAJORITAIRRS CONFORME/COMPLIES

SODIUM VALPROATE (IR)
METHYL PARAHYDROIYBENZOATE (CLHP/HPLC)

PROPYL PARAHYDROXYBENZOATE (CLEP/HELC}

RSSAI / TESTS

VOLUME MOYEN / MEAN VOLUME (ML)

IDENTIQUES DANB SOLUTION
TEMOIN ET EESAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEET SOLUTIQN

FPOBITIVE

TR PICS MAJORITAIRES
IDENTIQUES DANE SOLUTION
TEMOIN ET ESBALI / SAME RT OF
MAJOR PEAKS IN REFERENCE

AND TEST SOLUTION

TR PIC8 MAJORITAIRES
IDENTIQUES DANS SOLUTION
TRMOIN ET ESSAI / BAME RT OF
MAJOR PEAKS IN REFERENCE

AND TEST SOLUTION

8UF OU EG NOMINAL /
SUP OR EQ NOMINAL

CONFORNE/COMPLIES
CONFORME/COMPLIES

CONFORME /COMPLIES

152 ML

Page 1 .../ ...



U.L.M.

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

g8igal, 31770 Colcmiers - Prance | i | "Bl I | ®
Tel + 33 (0)5 34 51 42 0O CERTIFICATE OF ANALYSIS ' ' v

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

600171 DEPAKINE SYR 8,65G/150ML RU
[ Lot/batch 1 0586 Fab/Mfg s 10-AUG-2015
Lot client/cust. batch : 586 Per/Exp s AUG-2022
Quantité fabriquée H 18.181
Fafbrenca doasiar Refetende vergtion
DCB8-BU-2010-13658/13660/13662 4
CONTROLES/TESTS NORMES/SPECIFXCATIONS RESULTATS/RESULTS
PH (7.0 8.0 7.6
DENSITE / DENSITY VOIBINE DE 1.300 / 1.299
NEAR 1.300
METEYL PARAHYDROXYBENZOATE (MG/100 ML) 90 110 995
PROPY]L, PARAEYDROXYBENZOATE (MG/100 ML) i8 22 21

Page 2 .../ ...



U.L.N.

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

Bigal, 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 1 0586 Fab/Mfg t 10-A0G-2019
Lot client/cust. batch : 5B6 Per/Exp t AUG-2022
Quantité fabriguée 1 16.181

Référence dossier
DPO88-EU-2010-13658/13660/13662

CONTROLES/TESTS

CONTAMINATION MICROBIEMNE /
MICROBIOLOGICAL QUALITY :
-DENOMBREMENT DES GERMES AEROBIES
TOTAUX (UFC/ML) / TOTAL ARROBIC
ICROBIAL COUNT (CPU/ML)
-DENOMBREMENT DES MOISISSURES LEVURES
TOTALES (OFC/ML) / TOTAL CONBINED
YEASTS MOULDS COUNT (CFU/ML)
-ESCHERICHIA COLI (/ML)
DOBAGE / ASSAY

S0DIUM VALPROATE (G/100 ML)

Ré&férence version

NORMES/BPECIFICATIONS

INF OU EG 100 /
INF OR EQ 100

INF OU EG 10 /
IN? OR EBQ 10

AHSENCE

4

RESULTATS/RESULTS

<l UFC/ML

<1l UFC/ML

CONFORME /COMPLIES

Ce lot a &t& fabriqué sslon le dossier en vigueur et en conformité avec las BPF / This batch has
been manufactured in referemce to the domsier in forca and according to the ocGMP.

LAFFARGUE GENIS
104187 104188

Page 3

Decision Qualified Person
or Delegate
ACCEPTE/RELEASED
10-8SEP-2019 18:14:42
HOBBI Amira

Certificat d'Analyses approuvé &lectroniquement / Certificata of Analyais electronically approved




