«CAHOOH BHMHTPOIl MHAYCTPHA»
196 pio O Mapewanb XyaH
45200 AMUAM, dpaHumsa

Ten.: + 33 2 38 28 71 00
darc: + 33 2 38 28 74 20

CepTuduxar ananusa /
Ananntuiecknii macnoprceppr SANQOF| Y,

Mpou3BOOCTBEHHAA MIomanka § Awsuiin

Omdcane MpPOAYKRTAa
Koo nmpoayekra
Houep cepuu
Cepua KnueHTa
dopMa BRIMYCKA

Tun

DEIAKMH XPOHOCSEPA, 500 MI', I'PAHVIH, 30 OAKETMKOB (POCCHI)

AMP 1823590

cM0192

cM0192

KapToHHaA nauka ¢ 30 naxeTukamd

T'paHyJsil NPONOHTUPIBAHHOTO BHCBOOIKISHUA

Kon B 0aze HaHHex GMID 264411

DaTa NpPOM3IBOOCTBa 1 28-0KT-2019
NaTa MCTeYeHWA CPOKa T'OBHOCTH :  CEHT-2021
CTpaHa npolamd = Poccuiickan

denepaunn. /PY:
JICP-005197/08

Kon ceprupukarTa aHanmsa AMP_1598C_1
Bepcua ceprudmraTa aHanMsa 8
HUCIIBITAHUA CIIEHUPHUKALIUH PE3VJbTATHI
XAPRKTEPHCTHKH HEBOHRBIME BOCKOOBPABHHE MHMKPOI'PAHYJIH COOTBETCTBYET
fIOYTH BEJAOT'O WM CHETKA XEJNTOT'O LBETA.
TPAHYSH JIETKO CHIIYYME, BE3 OBPASOBAHMA
ATJIOMEPATOB .
NOMMHHHEOCTD
HaTpMa BanbLnpoaT
HK-cnexTpoMaeTpKa COOTBETCTBYET COOTBETCTBYET
B NONOXHTENBHO NOROKUTENLHO
CPEJIHAA MACCA (mp) (Becu} 1440-1590 1535 mr
OOHOPOAHOCTL MACCH (mech)} YOOBJIETBOPUTENBHO COOTBETCTBYET
PACTBOPERUE
(PacTeopenna — BIKX)
1 YAC (%) 23-43 37
3 unca (%) 43-83 57
B YACOB (%) 63-83
24 UYACA (%) HE MEHEE 80
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Cepruduxar ananuza /

AHATUTHYECKHH MACNOPT cepuH S A N O = Y |

«CAHOOH BHMHTPON MHOYCTPHA» MpoUM3BORACTBEHHAA NAoWANKa : Amuiin
196 pio mo Mapewans Xyau

45200 AMMIHM, ®panuma

Ten,: + 33 2 38 28 71 00

®axc: + 33 2 38 28 74 20

OmicamMe NpoRYKRTa B JAENAKHMH XPOHOC®EPA, 500 MI', T'PAHYIE, 30 NAKETHMKOB (POCCHA)
Kon mpomywxra : AMEF 1B23%0 Koo & Caze paduwx GMID t 264411
Homep copyM : CM0192 laTa npou3BOACTBEE t 28-0KT-2019
CeplA KIMeHTA 1 CM0192 laTa ucTeueHuAa cpoka romHocTk @ CEHT-2021
PopMa BRNYCKA ] Kapronnaa nauka c 30 nakerukamu
nn H CpaHyne NPOAOHTHMPOBAHEODC BHCBOGOKOSHUSA
Crpana npoRaxi :  Pocculickas
denepauns. /PY3
JICP-005197/08
Koo cepTudHikaTa adannaa H AMP_1598C_1
Bepoua ceprudvkaTa aHanu=a H 8
KOJIMYECTBEHHOE ONPENENEHME
HATPWUA BANLIOPOAT (%) (B3XX) 31,4-34,7 32,6 r Ha 100
KOHTpOJIE KawecTBa MO NapaMeTpy «MUKpOOUONOTHMUECKMit aHAMM3» NEepUOAUYECKH NpoBepAeTCA NPM BHOYCKE B COOTBETCTBHM C
HOPMaTHUBHOM JOKyMeHTaLMel.
HacToAupmy NOATBEPXNAN, HTO BCE BTan OPOUMIBLACTBA B3TOH NAPTUM TOTOBOTG OpoRyKTa OuwaM BRNOJHEHH B NGINHOM COOTBeTCTBMU
c TpeboBaHuaMy GMP EC M B COOTBETCTBHMM ¢ TpelyemMunt NoKasSaTeJAMH, nepevucnernsiy B HOpMaTMBHOW HOOKYMeéHTAaumu (kak
YaCTh PETUCTPALMCHHOTQ INOCBE), KOTOPOe B HacTofdllee BPeMA SapeTMCTPUPOBAHO B PoccMitcKoit denspaunn.

Pemienne no kavecTRy

CrarTyc BHIOyCcKa OHOEPEHO
Bara Bunycka (UTC +1) 29-HOA-2019 15:54:00
MIOANMCAHO YMOMHOMOYSHHNM JIHMLIOM Kaponuu TPWIJIOH (Caroline GRILLON) - YOOJIHOMOYWEHHOE JMUO

HJaHHHi CepTUPMKAT aKaNIMBa MOAMMCAH BNEKTPOHHONR MNOANMCHE Yepes BAJMAMPOBAHHYK CHCTeMy LIMS
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Certificate of analysis /

Batch certificate SANOFI J

196, rue du Maréchal Juin Site : Amilly
45200 BMILLY = France

Tel. + 33 2 38 28 71 00

Fax., + 33 2 38 28 74 20

Item Description : DEPAKINE CHR S500MG 308 VT RU
Iten ceode : AMP 182390 Code GMID 1 264411
Batch number ;. CMO192 Manufacturing date: 28-0CT-2019
Customer batch 1 CMOl92 Expiry Date 1 SEP-2021
Presentation 1 Box of 30 sticks
Type : Prolonged release granules
Market name t Russian Fed./MA:LSR-005197/08
Code CoA : AMP 1598C 1
Version CoA HE

— — ——— 4

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFORME
CHARBCTERS LEGEREMENT JAUNES, §'ECOULANT LIBREMENT

SANS FORMATION D'AGGLOMERATS.

SMALL OFF-WHITE TO SLIGHTLY YELLOW,
WAXY MICROGRANULES. THE GRANULE SHOULD
BE FREE FLOWING WITH NO CLUMPING.

IDENTIFICATION

Valproate de sodium / Sodium valproate

IR CONFORME CONFORME
COMPLY

HPLC POSITIVE POSITIVE

MASSE MOYENNE (mg) (Balance) 1440 - 1590 1535 mg

BVERAGE MASS

UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME
UNIFORMITY OF MASS SATISFACTORY

DISSOLUTION

(Disgsolution - HPLC)

1 HEURE (p. 100} 230=543 L
1 HOUR

3 HEURES (p. 100) 43 - 63 57
3 BOURS

8 HEURES (p. 100) 63 - 83 74
8 HOURS

24 HEURES (p. 100) SUP OU EGAL A BO 50
24 HOURS NOT LESS THAN
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Certificate of analysis /

Batch certificate SANOFI bj

196, rue du Maréchal Juin Site : Amilly
45200 AMILLY - France

Tel, + 33 2 38 28 71 0C

Fax, + 33 2 38 28 74 20

Item Description : DEPAKINE CHR 500MG 30S VT RU ]
Item code : AMP 182350 Caode GMID i 264411
Batch number 1 CMO192 Manufacturing date: 28-0CT-2019
Customer batch : CMO192 Expiry Date 1 SEP-2021
Presentation : Box of 30 sticks
Type : Prolconaged release granules
Market name : Russian Fed./MA:LSR-005197/08

Code Coh : AMP 1598C 1
Version CodA HE

s m
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) {(HPLC) J1.4 = 34.7 32.6 g p. 100 g

SODIUM VALPROATE

Quality control for parameter "Microbiological analysis" is tested at release periedically in accordance with

the Mormative Dossier.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried ocut in full
compliance with the GMP requirements of the EU and with the requirements cof the Normative Dossier

{as a part of the regulatory dossier) currently registered in Russian Federation on the listed guality parameters.

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 29-NOV-2019 15:54:00
Signed by qualified person Caroline GRILLON Qualified person

This certificate of analysis has been electronically signed from a validated LIMS
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