IEKJIAPAITS O COOTBETCTBHH

JAEKJIAPAHT, IPHHUMAYOLIUI AEKJIAPAIIIO O COOTBETCTBHHA

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opeanuwsayuu: Mescpationnan uncnexyus Pedepanvroti Hano2080t cayxuchvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

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

B nuye: Ienepanvubiii dupexmop Monowe O.A.

Hosepennoe auyo: Knoxosa FO.C., doeepennocms 6/w om 01.12.2017

3AABIBIET, UTO
nexapcmeennoe cpedemeo. [Jenaxun, cupon 57.64 ma/mn 150 mn, hraxons: memnozo cmexna (1) 6 komnnexme c

003UpOBOYHLIM WNPUKEM, Nauku kapmonnoie, PY No 1T N012595/01 om 07.09.2007 (dama 3amenw: 10.07.2017)
evidano CAHOPH-ABEHTHC OPAHC, cepus 569, napmusn 15160 ynaxoeox, zodexn do 01.11.2021,
npouseodcmea FOnumep Jluxeuo Manygarxuypune, @panyun, Unither Liquid Manufacturing, 1-3, allee de la
Neste, Z.1. d'en Sigal 31770, Colomiers, France xod OKIT[2 21.20.10.233, ko0 TH B3] 3004900002,
rxoHmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085317105 om 13.12.2018

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

AEKJIAPATIHSA ITPUHATA HA OCHOBAHHUHA
npomoxon ucnsimanuti Ne 38150 om 09.01.2019 HIT 000 HI "OAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21D.JI140, Cepmughuxam POCC FR. OM08.C31160 om 10.01.2019

JATA IPHHSTYSEAEKJIAPATIMMY 70.01.2019
JEKJIAPAITHS JENCTBHUTEJLHA JO 01.11.2021

MIIT.
Knoxkosa 10.C,
Qeriapaiin MGL ®.U.0

CBEJEHUSI O PETUCTPAIINA

OPI'AH ITO CEPTU®HKAIIVH, SAPETHCTPAPOBABIIIAHN JEKJIAPAITHIO

RA.RU. 11 M08 OPTAH ITO CEPTH®HKALIHH ITPONYKI[HH OFIIJECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXCHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 9. 4, am. 5, nom. I, xom. I, adpec opeana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., mea. :(495)788-02-88, eeb-
caiim: oyxx.pg.

,I[EKJIAPAIII/DI O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU /{-FR.®M08.4.12081/19

Hupenro H.B.
NONTTHCH Pyxosomutens OC




U.L.M.

1-3 Anmne-ne-na-3c¢r, 3. M. g'su
Curanb, 31770 Koenomee, $paHuMs

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

CEPTUOUKAT AHAJIU3A

[ponyBoACTBEHHAS nomanxa: KOJOMBE

600171 OENAKMH, Cupon, 8,65 I'/150 MI (POCCHA)
Cepnusa 0569 Npoussegenc : 16-Hor6-2018
NorpeSuTeabCras CepHs : 568 Tomeu fo : HowG6-2021
OGseM ceprm : 15,400
KourponsHasa Bepcus
DOSS-EU-2010-13658/13660/13662 4
WUCIEITAHUA CNEUMSHUKALIMN PE3YJABTATH

XAPAKTEPUCTHKH
OIIMCAHHUE TNNPO3PAYHAA CHPOIICOEPASHAS COOTBETCTBYET

EMIKOCTE
UBET KEJITOBATEN COOTBETCTBYET
BANAX BHWITHEBHM COOTBETCTBYET
NOMIIMHHOCTE
HATPHMA BANBIPOAT (B3%X) OIWHAKOBOE BPEMY YIEPXMBAHMS |COOTBETCTEBYET

PIABHBIX [HKOB B KOHTPOIIEHOM M

HCIIHTYEMCM PACTBOPAX
HATPHMA BANBIPOAT (MK-cnexTp) NOJNIOKUTEJIBHO COOTBETCTBYET
METHINAPATHIPOKCHUEEH30AT (BIXX) OIMHAKOBOE BPEMS YIOEPXMBAHHUA |COQTBETCTBYET

PNABHBX [IMKOB B KOHTPOJIEHOM M

HCHOBTYEMOM PACTBOPAX
TNPONMUANAPATHAPOKCUEEH30AT (BIEX) OJMHAKCBOE BPEMS1 YVIEPXMBAHMA [COOTBETCTBYET

I'JIABHEIX [IHMKOB B KOHTPOJNIEHOM M

MCIETYEMOM PACTBOPAX
HMCIEITAHNA
CPEIHMI OBEEM (MII} EOJIBILE MJIM PABEH HOMMHAJIBHOMY |152 MJI

Crp 1 ... o ...

/nopnuce /




U.L.M. CEPTUPUKAT AHAINTU3A

1-3 Anne-ge-ns-ScT, 3. U. n's»n
Curanbk, 31770 Konomee, <¢paHuuUs

Ten.: + 33 (0)5 34 51 42 00
¢axc: + 33 (0)5 34 51 42 01
{lpoMYBONCTREGHHAR Inowangka: KOJIOMBE

600171 OENAKHH, Cupon, 8,65 I'/150 MI (POCCHS)
Capus : 0569 NpouspegeHo 1 1l6-Homa6-2018
NorpebuTenscras cepusa : 569 T'opger no : Hom6-2021
OmeM cepym : 15,400

Konrponbhana Bepcua
DOSS-EU-2010-13658/13660/13662 4
UCNBITAHUA COEUNS$MKALINN PE3SYJIBTATH

pH 7.0 8,0 7.7
INOTHOCTE Oxono 1,300 1,297
METHUIITAPATHIPOKCHEEH30AT (MI'/100 M) g0 110 106
NPONMINAPAIMAPOKCHEEH30AT (MI'/100 M) 18 22 21

Crpanmua 2 ... us ...

/noponuce /




U.L.M.

1-3 Anne-mge-na-3cr, 3. U. n'sH
Curans, 31770 Komomwbe, $paHums

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

CEPTU®UKAT AHANUSA

MpoussoncreeHHaAn maomagxa: KOJIOMBE

600171 OENAKMH, Cupon, 8,65 I'/150 MI (POCCHA)
Cepua ;s 0569 llpouseaneHo 16-Hoa6-2018
NMorpeturenscras CcepHUs 1 569 Togen gmo : HomG-2021
OGseM cepim : 15,400
KonrponsuHas Bepcous
DOSS-EU-2010-13658/13660/13662 4
WMCIOBTAHNA CHEUNSWKALINK PESYJIBTATH
MHKPOEMONIOTHYIECKAS YMCTOTA:
- OBINEE KOIMYECTBO A3POBHEIX MEHBIE WMII4 PABHO 100 < 1 KOE/mn
MHUKPOOPTAHMAMOB (KOE /MII}
- OBIEE KOMWYECTBO IPOXXEBHX Jf [MIECHEBHX |MEHBNE MAM PABHO 10 < 1 KOE/mn
TPHECE (KOE /M)
- ESCHERICHIA COLI (/M) OTCYTCTBHE COOTBETCTBYET
KOJMYECTBEHHOE OINPEIEREHME
HATPMA BANBIPOAT (I'/100 M) 5,47 6,05 5,66

3ra papTHMs 6ina MSUOTOBNEHA B COOTBETCTBMM C TPGGOBEHHM nei&cwaymero AoChe M COTNRACHO TeXKYIpDRM

nopapunamM GMP.

PEREZ
99995

PENELLO
959996

Crpanmua 3

CepruiuxaT aHanmba SasepeH 3NEKTPOKHOR Nonmmenw /noanmch/

PaemaHMe YyNONHOMOYaMHODO

JMUa MaM NpejcTABRUTaNns
ACCEPTE / TONVIUEHO K BHIIYCKY
4-Nex-2018 17:10:59

NOoP3T Mapm (PORET Marie)




U.L.M.

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

Fax + 33 (0)5 34 51 42 01

600171

Lot/batch : 0569
Lot client/cust. batech : 569
Quantité fabriquéde H
Rofirence dossier
DO88-EU-2010-13658/13660/13662

15.400

CONTROLES/TESTS
CARACTERES / CHARACTERS
ABPECT / APPEARANCE
COULEUR / COLOUR

ODEUR / ODOUR
IDENTIFECATION

80DIUM VALPRCATE (CLHP/HPLC)

B80DIUM VALPROATE ({(IR)
METHYL PARAHYDROXYBENZOATE (CLHP/HPLC)

PROPYL PARAEYDROXYBENZOATE (CLHP/HPLC)

ESSAI / TESTS

VOLUME MOYEN / MEAN VOLUME (ML)

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

1 Th d B =l o
ﬂ;ﬂ?%ﬁ-g E'lfﬁ_ihfffﬁ

: 8

Usine : COLOMIERS

DEPAKINE SYR 8,65G/150ML RU

Fab/Mfqg
Per/Exp

t 16-NOV-2018
: NOV-2021

roférenca version

NORMES /SPECIFICATIONS

LIQUIDE SIRUFEUI LIMPIDE /
CLEAR AND SIRUPY LIQUID
LEGEREMENT JAUNE /
SBLIGHTLY YELLOW

DE CERISE / OF CHERRY

TR PICS MAJORITAIRES
IDENTIQUES DANS SOLUTION
TEMOIN ET ESSAI / SAME RT OF
MAJOR PERKS IN REFERENCE
AND TEST SOLUTION

POSITIVE

TR PICS MAJORITAIRER
IDERTIQUES DANS BSOLUT1ION
TEMOIN ET ESSAI / SAME RT OF
MATOR PEAKE IN REFERENCE
AND TEST SOLUTION

TR PICS MAJORITAIRES
IDENTIQUEE DANS BOLUTION
TEMOIN ET ESSAI / SAME RT OF
MAJOR PEAKS IN REFERENCE
AND TEST SOLUTIONM

BUP OU EG NOMIMAL /
S0P OR EQ NOMIMAL

4

RESULTATS/RESULTS

CONFORME/COMPLIRES

CONFORME/COMPLIES

CONFORME/COMPLIES

CORFORME/COMPLIES

CONPORME/COMPLIKS
CONFORME /COMPLIES

CONFORME/COMPLIES

152 ML

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

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

UNITHER

LIQUID MANUFACTURING

Usine : COLOMIERS

4 ™
600171 DEPAKINE SYR 8,65G/150ML RU
Lot/batch 1 0569 Fab/Mfg : 16-NOV-2018
Lot clieant/cust. batch : 569 Per/Exp : NOV-2021
\VQuantité fabriquée ] 15.400

Raférance dossler
DO8S5-EU-2010-136%8/13660/13662

C

1

Riéference version

4

AN AL

[ CONTROLES/TESTS NORMES /SPECIFICATIONS RESULTATS/RESULTS
(PH Y7.0 8.0 Y 7.7
DENSITE / DEBSITY VOISINE DE 1.300 / 1.297

NEAR 1.300
METHYL PARAHYDROXYBENZOATE (MG/100 ML) 90 110 106
PROFYL PARAHYDROXYBENZOATE (MG/100 ML) ie 22 21

Page 2 .../ ...
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U.L.M.

1-3 Rllée de la Neste, Z.I.d'en
S8igal, 31770 Colomiers - France
Tel + 33 (0)5 34 51 42 00

Pax + 33 (0)S 24 51 42 01

CERTIFICAT D'ANALYSE
CERTIFICATE OF ANALYSIS

UNITHER

LraUio MANUFACTURING

Usine : COLOMIERS

4 ™\
600171 DEPAKINE SYR 8,65G/150ML RU
Lot /batch t 0569 Fab/Mfg : 16-NOV-2018
Lot cliemt/cust. batch : 569 Per/Exp : NOV-2021
\7Quancité fabriquée 3 15.400 y.
Ratérence doseier Référence version
(: DOSS-BU-2010-13658/13660/13662 jI: 4 :J
Y
(H CONTROLES/TESTS NORMES /SPECIFICATIONS RESULTATS/RESULTS
<
/ CONTAMINATION MICROBIENKE / Y Y )
MICROBIOLOGICAL QUALITY :
-DENOMBREMENT DES GERMES AEROBIES INF GU EG 100 / <l UFC/ML
TOTAUX {UFC/ML) / TOTAL AEROBIC INF OR EQ 100
MICROBIAL COUNT (CFU/ML)
-DENOMBREMENT DES MCISISSURES LEVIRES INF OU EG 10 / <1l UPC/ML
TOTALES (UFC/ML) / TOTAL COMBINED INF OR EQ 10
YEASTE MCULDES COUNT (CPU/ML)
-EECHERICHIA COLI (/ML) ABSENCE CONFORME/COMPLIES
DOSAGE / ASSAY
80DIUM VALPROATE (G/100 ML) 5.47 6.05 5.66

Ce lot a &t8 fabrigqua selon le dospi

DELFORTRIE
100453

BARLABSINA
100454

I en vigueur et en conformité avec les BPF / This batoh ha:
been manufactured in reference to t dossier in force and according to the cGMP.

Page 3

Y

Certificat d'Analysee approuvé électroniquement / Cex

lcate of Analysis electronically approved

S TEIGH AT I!‘IEH’TETEDRJ

| or Delagate

| ACCEPTE/RELEASED

| 4-DEC-2018 17:10:59
| PORET Marie




