AEKJIAPAIIUSL O COOTBETCTBUUA

JAEKJAPAHT, IPUHUMAIOUW M JIEKJIAPALIMIO O COOTBETCTBUH
AQ "Canoghu Poccua”

3apezucmpupocaro : Mesxcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OT'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, ya. Teepexasn, 0. 22. Tenepon:8 (495) 721-14-00
B auye: enepanvnuviii oupermop Adavwan H.B.
Hosepennoe nuyo: Cmenanos C.C., doeepennocmo 6/n om 01.12.2017

3AABIAET, UTO

aekapemeennoe cpedcmeo: Jenaxun, cupon 57.64 ma/va 150 mn, praxonsr memnozo cmexna (1) & komnnexme ¢
OOIUPOEOUHBIM WHPUIjeM, nauky kapmownnsie, PY Ne IT NO12595/01 om 07.09,2007 (0ama 3amenwst 10.07.2017)
svidano CAHODQH-ABEHTHC ©PAHC, cepus 563, napmus 24559 ynarosox, zoden do 01.06.2021,
npouseoocmea Fonumep Jluxeuo Manydaxuypune, Opanyus, Unither Liquid Manufacturing, 1-3, allee de la
Neste, Z.1. d'en Sigal 31770, Colomiers, France, oo OKIIN2 21.20.10.233, koo TH BDJ/] 3004900002,
kowmparxm Ne 250/40056192/F-2 om 20.10.2010, uneosic Ne 9085300362 om 26.07.2018

COOTBETCTBYET TPEBOBAHUSIM
I NO12595/01-070907 (HI 42-3303-06 uzm. No [-4)

AEKJIAPAHMS ITPUHSITA HA OCHOBAHIH
npomoxon ucheimanut Ne 2224 o om 03.08.2018 HJI 000 HI] "®APMOLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21QJ140, Cepmucpuxam POCC FR.OMO8.C19901 om 03.08.2018

%7/ Crenanos C.C.

%ﬂ{cb ®.1.0

CBEJAEHUA O PETUCTPALINN

OPT'AH 110 CEPTHO®HKALINH, 3SAPETUCTPHPOBABII M JEKJIAPALIMIO

RA.RU1IOMO8 OPTAH IIO CEPTHOHKALIMH MPOAVKI[HH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECT. BA”,

aopec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, om. 5, nom. I xom. 1, adpec op2and no
cepmucpurayuu: 115280, POCCHA, 20poo Mockea, yr. Macmepxosa, 0. 4, sm. 5., men. (495)788-02-88, geb-
caim: oyxkK.pg.

,IIEI{.JIAPAI_{I/ISI O COOTBETCTBMH 3APETHCTPUPOBAHA N POCC FR.DM08. 09162
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Onwvren JTuxpun Many@axaypunr, @panmus.
1-3,annes ne nst Heerw 3. M. 1men Curans,
31770,Konombe, Ppanmms.

CEPTHO®HKAT AHAJIM3A

Aemaxkuu®, cupon 57,64 mr/mn (praxous: Témuoro crexna) 150 ma

Cepus: 563
Mata marorornenus: 21.06.2018
Togen no: 06.2021

HANO012595/01-070907

TECT CITEHUOHUKALIMSE PE3YJILTATDHI**
Onucanne 1Ipospaunas cuponoo6pasHas KHIKOCTS CootBercTByer
CBETNIO-KENTOTO HBETA C 3aTIAX0OM
BHIITHEBOH KOCTOYKH.
HopnunuoCTE
- BaJIBIIPOAT HATPHS Rt (o6pasna) = Rt (cranznapra). CoorBercTayer
~ METHIIAParuApOKCH- BeHz3oar Rt (o6pasua) = Rt (cranmapra). CoorBercrryer
~ IPONMIIIAParuAPOKCH- OEH30aT Rt (obpasna) = Rt (cramuapra). Coo1sercrayer
HomunansHeti 06nem Cpesnuit o6pem ne Menee 150 Mo, 153 M.
pH Ot 7,0 10 8.0. 7,8
IlnorsocTs Oxomno 1,300, 1,300

MuxkpoGHosiornyeckas uicrora* Kareropus 3 A

- o0mee uncio adpoOHBIX

OaxTepui (KOD/m)
ob1mee wuco rpubos (KOD/mn)
Escherichia coli (8 1 M)

- He 6osee 100

Menee 1 KOB/Mn

Konnyecrrennoe QnpencineHue
- BadbIPOAT HATPUA

~ METHJINAParHAPOKCH- GeH30aT

- IpONKIIApar uApocH- BeHsoar

- He 60Hee 10 Menee 1 KO3/
- OTCYTCTBYET COOTBETCTBYET
Ot 5,47 10 6,05 r/100 Mo, 5,67
Ot %0 1o 110 Mr/100 Mo 106

Ot 18 10 22 Mr/100 M. 21

1) HOPMBI B CREUn(UKALHY NPUBCACHL Ha KOHELl CPOKA TOXHOCTH H MOIYT OTAHYETLCA OT HOPM B CEPTH(HKATE aHamusz

TIPOH3BOANTEN FIPH €r0 BLITYCKE

2) B coeuudukalMiO HE BKIOYEHO TIOATBEPHICHHE TOANMHHOCTE BaflLIIPOATR HATPHS MeTonoM MK CTEKTPOCKOTHHY,

TIPHCYTCTBYKOUICE B CEPTHRHKATE aHAANE (POH3BOAMTENS.

3)  Ccpuikd ma T® Xl npuBeneHs: B cOOTBETCTREH © TpeboRanuIMY, TPUHATEIME B PO, Ha TIPEIPHUATHY X

KaHCCTBA OCYMECCTBIRCTCA B COOTBETCTRUM ¢ TPebOBaHHAMY Erp.®apu. uam &.CHIA.
4) B cepmdurate ananuza HPOHIBOAHTENS 3alaX XAPAKTEPHIYETCH KaK «BHIIHERbIIH

YKazanHas cepHs DOpOM3BEHEHa B COOTRETCTEHH ¢
PETHCTPAIIMOHHOrO JIOCBE M IIPABHIAMH HaIUIeKarme NIPAKTHKH TIPOM3BOACTE
cpencts (GMP).

AQ «Canop Poccnmy
Aanes 17500 Marwkus

NEHCTBYIOIIHME
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SANOFI

IOnuTen Jluxsug Manydsxayprur,Opanmms.
1-3,annes ne ng Hecru 3.1 npen Curane,
31 770,Konomse, Ppannus.

CEPTUDHKAT AHAJIU3A
Jenaxua®, eupon 57,64 mr/ima (baaxons! TémHOrO cTer1a) 150 MA

Cepasn: 563
Hara usrotosnenus: 21.06.2018
lNogen no: 06.2021

HIIN012595/01-070907
TECT CUEIMNOUKALMA PE3YJIBTATBI**
Kakue-nu6o 3HauHMble AIM KPHTHYECKHE OTKIIONEHHS OT PErIaMEHTHPOBAHHEIX NAPAMETPOB He

3apPETHCTPHPOBAHEL.

Pemenue: Briymer 06/07/2018 Ynonaomouennoe mumno: MOREIRA Luis

AQ «Canodim Poccuss ey Tl B
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U.L.M.
1-3 Allée de la MNeste, Z.I.d'en
Bigal. 31770 Ceolomiers - Franoe

CERTIFICAT D'ANALYSE

Tel + 33 (0}5 34 51 42 00 CERTIFICATE OF ANALYSIS LIGOI0 MANUFPRST 5o 1t g
Fax + 33 (D)5 34 51 42 01 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G@G/150ML RU
Lot/batch ¢ 0583 Fab/MEg ¢ 21-JUN-2018
Lot client/cumt. bateh : 563 Per/Exp t JUN-2021

Quantité fabriquée r 24,560
Refei‘”enae doEsier ' RetTerence veTELER
( DOBE-EU-2010-13658/13660/13662 j 4
b

( CONTROLES/TESTS

NORMES/BPECIFICATIONS

CARACTERES / CHARACTERS
ASPECT / APPEARANCE
COULEYR / COLOUR

PDEUR / ODOUR
IDENTIFICATION

BODIUM VALPEOATE (CLHP/EPL()

E:nnm VALPROATE (IR)
THYL PARABYDROXYBENZOATE (CLHP/HPLC)

PROPYL PARAHYDROXYBENZOATE (CLHP/HPLC)

BESSAI / TESTS

VOLUME MOYEN / MEAN VOLUME (ML}

LIQUIDE SIRUPEUX LIMPIDE /
CLEAR AND SIRUPY LIQUID
LEGEREMENT JAUNE /
LIGHTLY YELLOW

DE CERISE / OF CHERRY

TR PICS MAJORITAIRES

LDENTIQURS DANS SOLUTION

FEMOIN ET E9SAT / SANE RT OF
OR PBAKS IN REFERENCE

TEST SOLUTION

OBITIVE

IE PICS MAJORITAIRES

TDENTIQUES DANE BOLUTION

TEMOIN ET ESSAT / SAME KT OF

MAJOR PEAKS IN REFERENCE

AND TEST BOLUTION

TR FICS MAJORITAIRES

IDENTIQUES DANS SOLUTION

FEMOIN ET ESSAI / SaME RT OF

MAJOR PEAKS IN REFERENCE

AND TEST SCLUTION

BUP OU EG NOMINAL /
SUP OR EQ NOMINAL

CORFORME/COMPLIES

CONFORNE/COMFLIES

CONFORME/COMPLIES

CONFORME /COMPLIES

CONFORME/COMPLIES
CONFORME/COMPLIES

CONPORME /COMPLIRE

153 ML
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U.L.M.

1-3 Allée de la Neste, Z.I.d'en
Sigal, 31770 Colomiers - France

Tel + 33 (0)5 34 51 42 00
Fax + 33 (0)5 34 51 42 01

CERTIFICAT D'ARALYSE
CERTIFICATE OF ANALYSIS

LIDWID KAKUFACTURING

Usine : COLOMIERS

600171 DEPAKINE SYR 8,65G@/150ML RU
Lot /batch t 0563 Fabh/Mfqg : 21-JON-2D18
Lot c¢client/cust. batch : 563 Per/Bxp s JUN-2021
Quantité fabriquée 3 24.560
heterepnce dossgier KeTeTerce vereion
(i DCSS~EU-2010-13658/13660/13662 :}f 4 JJ
N
( CONTROLES/TESTS NORMES/SPECIFICATIONS RESULTATE/RESULTS -j
2 7.0 8.0 Y 7.8 ™
ENEITE / DERSITY OISINE DE 1.300 / 1.300
1.300
THYL PARAHYDROXYBENZOATE (MG/1060 ML} [ 110 106
ROPYL PARAHYDROXYBENZOATE (MG/100 ML) 18 22 21
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U.L.M.
1-3 Allée de la Reste, z.I.d'en CERTIFICAT D'ANALYSE

Sigal, 31770 Colomiers - France

Tel + 33 (0)5 34 51 42 00 CERTIFICATE OF ARALYSIS
Fax + 33 {0)3 34 51 42 01 Usine : COLOMIERS
600171 DEPAKINE SYR 8,65G/150ML RU
Lot /batch t 05863 Fab/Mfg : 21-JUN-2018
Lot client/cust. batch : 563 Per/Exp  JUN-2021
Quantité fabriguée 1 24,560

DOSS-EU-2010-~13658/13660/13662 4

(1 KeTerence d8sETeY :1: KeIEYence Version

A PANE

CONTROLES/TESTS NORMES/SPRECIFICATICNS RESULTATS/RESULTS
ONTAMINATION MICROBIENNE / N N
MICROBIOLOGICAL QUALITY :
-DENOMBREMENT DES GERMES AEROBIES INF OU EC 100 / <1 UFC/ML
TOTAUX (OFC/KL) / TOTAL AEROBIC LNF OR EQ 100
TCROBIAL COUNT (CFU/HL)
DENOMBREMERT DES MOISISSURES LEVURES INF OU EG 10 / <1 UFC/ML
TOTALEE (UFC/ML) / TOTAL COMBEINED TP OF EQ 10
EASTS MOULDS COUNT {CFU/ML)
-EECHERICEIA COLI {/¥L} pBSEN’CE COXFORME /COMPLIES

OSAGE / ASSAY

ODIUM VALPROATE (G/100 ML) 5 .47 §.05 5.67

Ce lot a &té fabrigué selon le dossier en vigueur et en conformitéjevec les BPF / This batch has
been manufactured in refsreance to the dossier in force and according to the cGME.

PEREZ PENELLOD
58341 98342
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| 6-JUL-2018 14:10:17
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Cexrtificat d'Anglyses approuva &lectroniquement / Certificate of Analysis eleg




