AEKJAPAITINSA O COOTBETCTBHAA

MEKJIAPAHT, MIPUHUMAIOII AN JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccus"

Csedenun o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus @edepanvroii Hanozoeot cayxcbvi Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

| Adpec: 125009, 2. Mockea, ya. Teepexas, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuorti dupexmop Monic O.A.

Hoeepennoe nuyo: Cmenanog C.C., dosepenrocms 6/n om 01.12.2017

3AABJSIET, UTO
nexapemeennoe cpedcmeo: Jenaxun, cupon 57.64 me/mn 150 mn, graxoner memrozo cmexaa (1) e xomnaexme c

O03UpoBOHHbIM WinpUYEM, nauky kapmonnvie, PY Ne IT N012595/01 om 07.09.2007 (dama 3amenw 10.07.2017)
svidano CAHOPH-ABEHTHC ®PAHC, cepus 576, napmus 19920 ynaxoeox, 2oden do 01.02.2022,
npouseodcmea NOnumep Jluxeud Manyarxyypunz, @panyus, Unither Liquid Manufacturing, 1-3, allee de la

i Neste, Z.I d'en Sigal 31770, Colomiers, France, xod OKIIJ2 21.20.10.233, xod TH B3] 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneosic Ne 9085326374 om 12.03.2019

COOTBETCTBYET TPEBOBAHVISTM
IT N0I12595/01-070907 (HI 42-3303-06 usm. Ne I-4)

- AEKJIAPAITA A ITPUHATA HA OCHOBAHNH
npomoxon ucnemanuii Ne 8420 om 27.03.2019 HJ1 000 HI] "PAPMOBFOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21®PJI40, Cepmughurxam POCC FR.®OM08.C37007 om 27.03.2019

Crenanos C.C.
o.H.0

CBEIEHUS O PETUCTPAIIAA

OPI'AH IO CEPTHOUKAIIAH, 3APETHCTPHPOBABII A JEKJIAPAIIHIO

RA.RU. 11 ®M0O8 OPIAH IO CEPTHOHKAIIHH ITIPONVKIMH OFL[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH JEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, 3m. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pgh.

J.'[EKJIAPAI[KH O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU JJ-FR.®M08.4.19914/19

ACTPALIAH 27.03.2019
@}}{ Hunenxo H.B.

MOANKCH Pyxosoaurens OC




U.L.M. CEPTUOUKAT AHANTU3A

1-3 Anne-pe-ns-3cr, 3. M. a'2H
Cupane, 31770 Konombe, ¢pamums

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

MpousponcTBeHHAA naowmanxa: KOJOMBE

600171 OENAKMH, Cupon, 8,65 I'/150 MI (POCCHSA)
Cepusa : 0576 Npon¥BageHo : 13-¢dam-2019
NorpefuTenscras cepmus : 576 Togen mo : dem-2022
O6neM cepyuu : 19,920
KoHTponrHas Bepcus
DOSS-EU-2010-13658/13660/13662 4
WCIIBITAHUA COELIMSHKALINNA PE3YNBLTATEH

XAPAKTEPUCTHKH
ONUCAHHUE NPO3PAUYHAA CHMPONMOOEPASHAA COOTBETCTBYET

KUAKOCTE
LUBET XEJITOBATEI COOTBETCTBYET
BANAX BHWIEHE BEIA COOTRBETCTBYET
NOANMMHHOCTE
HATPHMA BANBIPOAT (B3XX) OOWHAKOBOE BPEMA YAEPXMBAHWA |COOTBETCTBYET

TJIABHBIX NIMKOB B KOHTPONBEHOM M

HUCMHTYEMOM PACTBOPAX
HATPHA BAIBMNPOAT (MK-cnextp) NONOXUTENLHO COOTBETCTBYET
METHMNMAPATHIPOKCMEEHSOAT (B3KX) OOMHAKOBOE BPEMA YIEPXMBAHHS COOTBETCTRBYET

T'NMABHEIX NMHWKOB B KOHTPOJIEHOM M

HUCIIKTYEMOM PACTBOPAX
NPONWUINAPATHAPOKCHUEEH30AT (BIXX) ONMHAKOBOE BPEMA YIEPAKMBAHMA |COOTBETCTBYET

T'JIABHEIX [MHKOB B KOHTPOJIEHOM U

UCIEITYEMOM PACTBOPAX
HUCIIEITAHMST
CPEQHHIA OELEM (MII) ECJIEUE WM PABEH HOMMHANIBHOMY 152 MI

Crp 1 ... s18 ...

/nonnuce /




U.L.M. CEPTUD®UKAT AHAJNIUSA

i
1-3 Anne-ge-ns-3cT, 3. M. A'su i%i
Curane, 31770 Konomne, <¢paHims i

Ten.: + 33 (0)5 34 51 42 00
¢axc: + 33 (0)5 34 51 42 01
[lpoussoncTEGHHaAR naowanka: KOJIOMBE

600171 AEMAKWH, Cupon, 8,65 I'/150 MNI (POCCHUSI)
Cepust : 0576 Mpouseegeno : 13-®eB-2019
NoTpefuTanncras cepus : 576 T'onen mo : dem-2022
OBzeM cepumn 1 19,920
KouTponuuaa mepcus
DOSS-BU-2010-13658/13660/13662 4
WUCIETAHUA CIELNM$MKALIVNA PE3YJILTATEH
pH 7,0 8,0 7.5
NNOTHOCTE Oxono 1,300 1,298
METHUINAPATMAPOKCHEEH30AT (MT'/100 MN) 90 110 99
NPONMNIIAPATHIPOKCHMEEH3O0AT (MI'/100 M) 18 22 22
Crpamyua 2 ... u3 ...

/noanucs /




U.L.M.

1-3 Amne-me-na-2cr, 3. M. n'su
Curams, 31770 Konompe, $paHuMs

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

CEPTUOUKAT AHATIU3A

NMpouspomCcTEGHHAR mowanxa: KOJIOMBE

npasunam GMP.

LAFFARGUE
101593

BARLASSINA
101594

600171 AENAKMH, Cupon, 8,65 I'/150 MI (POCCHUA)
Cepna ;1 0576 NponyBeneno : 13-%eB-2019
NorpaturTanncras CepMs : 576 Tomen go : $en-2022
OGeM cepu : 19,920
KonTponeHana maepcua
DOSS-EU-2010-13658/13660/13662 4
HUCIIEITAHNUA CIEINSHUKAIINNA PE3VYIBTATEH
MMKPOBHMONOTMYECKAS YMCTOTA:
- OBNEE KOIMYECTBO ASPOBHBEX MEHBUE MMM PABHO 100 < 1 KOE/mn
MUKPOOPTAHMAMOB (KOE /M)
- OBIEE KONWYECTBO JPOXXEBEX M MAECHEBHX |MEHBIEE MII4 PABHO 10 < 1 KOE/mn
TPUEOB (KOE /M)
- ESCHERICHIA COLI (/M) OTCYTCTBHE COOTBETCTRBYET
KONMHMYECTBEHHOE ONPEIENEHHME
HATPMS BANBNPOAT (/100 M) 5,47 6,05 5,66

3ra napruUa S3a MSTOTOBNEHA B COOTBOTCTBMM C TPGGOBQHHW .qaﬁcwaymero gOoCchk& M COIVIACHO TaRyUpiM

Crparmua 3

Ceprupurar ananuba SaBepeH INEKTPOHHOR NOANMCHEY /nognuck/

Pelrenme YIOMHOMOYMGHHODO

A MAKM NPeRcTaABMTaNS
ACCEPTE / JONYEEHO K BHOYCKY
28-%eB-2019 13:27:25

MapTur Komc Opemm (MATRIN
COMES Aurelie)




g.L.M.

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

Fax + 33 (0)5 34 51 42 01

600171

Lot/batch t 0376

Lot client/cust. batch 1 576

Cuentité fabriquée H
Référence—dogsier
DOSE-BU-2010-13658/13660/13662

19.820

CONTROLEB/TESTS
CARACTERES / CHARACTERS
ASPECT / AvPEARANCE
COULEUR / COLOUR
ODEUR / ODOUR

IDENTIFICATION

- — -

80DIUM VALPROATE (CLHP/HPLC)

EODIUM VALPROATE ({(IR)
METEYL PARAHYDROXYBENZOATE (CLHP/RPLC)

PROPYL: PARAHYDRQIYBENZOATE (CLHB/HPLC)

ESBAI / TESTS

VOLUME MOYEN / MEAN VOLUME (ML)

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

Usine : COLOMIERS

DEPAKINE SYR 8,65G/150ML RU

Fab/Mtg
Par/Bxp

1 13-FEB-2019%
t+ FEE-2022

r&aférence version

RORMES/SPECIFICATIONS

LIQUIDE SIRUPEUX LIMPIDE /
CLEAR AND 8IRUPY LIQUID
LEGEREMENT JAUNE /
SLYGHTLY YELLOW

DE CERISE / OF CHERRY

'I;Il PICS MAJORITAIRES

IDENTIQUES DAMS SOLUTION

TEMOIN ET ESSAI / SAME RT OF
OR PEAKS IN REFERENCR

AI.N’D TEST BOLUTION

POSITIVE

TR PIC8 MAJORITAIRES

IDENTIQUES DANS SOLUTION

EMOIN BT ESSAI / SAME RT OF
JOR PERKS IN REPERENCE

h|.N'D TEET SOLUTION

TR PICS MAJORITAIRES

IDENTIQUES DANS SOLUTION

EMOIM ET ESSAI / SAME RT OF

MAJOR PEAKS IN REFERENCE

AND TEBT BOLUTION

s'ur OU EG NOMINAL /
SUP OR EQ NOMINAL

4

RESULTATS /RESULTS

CONFORME/COMPLIES

CONFORME/CONPLIRS

CONFORME/COMPLIES

CONFORME/COMPLIEE

CONFORME /COMPLIES
CONFORME/CONPLIES

CONFORME /COMPLIES

152 ML

Page 1 .../...



TJ.L.M.

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

Sigal, 31770 Colomiers - France

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

Fax + 33 (0)5 34 51 42 01

. W 1 - g
B B x B LS

Usine : COLOMIERS

600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch t 0576 Pab/MEg t 13-PEB-2019
Lot client/oust, batch : 576 Per/Bxp : FEB-2022
Quantité fabriquée s 19.920

REéférence dossler
DOS8-BEU-2010-13658/13660/13662

CONTROLES/TESTS

PR
DENSITE / DENSITY

THEYL PARAHYDROXYBENZOATE (M3/100 ML)
PROPYL PARAHYDROXYBENZOATE (MG/100 ML)

Référence version
4

NORMES/BPECIFICATIONS RESULTATS/RESULTS

7.0 8.0 7.5
OISINE DE 1.300 / 1.29%8
ﬂEAR 1.300

90 110 99

8 22 22

Page 2 ...S ...



U.L.M.

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

8igal, 31770 Coulomiers - France

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

Fax + 33 (0)5 34 51 42 01

o B k

Usine 1 COLOMIERS

600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch : 0576 Fab/Mfg 1 13-FEB-201%
ot cliesnt/cust. batch : 576 Per/®xp t FEB-2022
Quantité fabriguée t 19.920

Référence dopgler
DO88-BU-2010-136568/13660/13662

CONTROLES/TESTS

cpmmm'r:l:on MICROBYIENNE /
MICROBIOLOGICAL QUALITY i
-DENOMBREMENT DES GERMRS AERROBIES
TOTAUX (UFC/ML) / TOTAL ABROBIC
ngcnoa:u. COUNT (CFD/ML)
-DENOMBREMENT DES MOISISSURES LEVURES
rron:.ns (OFC/ML) / TOTAL COMBINED
YEABTS MOULDS COUNT (CFU/ML)
-ESCRERICHIA COLI (/ML)

DOSAGE / ABSBAY

S0DIUM VALPROATE (@/100 ML)

Référence version
4

NORMES/BPECIFICATIONS RESULTATS/RESULTS

%HF 0U EG 100 /
INF OR EQ 100

JNF QU EG 10 /
INF OR EQ 10

ABSENCE

<l UPC/ML

<l UFC/ML

CONFORME/COMPLIES

Ce lot a &té fabriqud selon le dossier en vigueur et en conformitd avec les BPF / This batch has
baen manufactured in reference to the doesier in force and according to tha cGMP.

LAFFARGUR BARLASSINA
101593 101594

Page 3

| Decision Qualified Pexson
or Delagate

| ACCEPTE/RELEABED

| 28-FPEB-2019 13:27:25

| MARTIN COMBS Aurélie

|

Certificat d'Analyses approuvé élactroniquement / Certificate of Analysip electronically approvead

R



