«CAHOGM BUHTPFON HHAYCTPHA»
196 pw oo Mapewans XyaH
45200 BMMIHM, Cpaxuma

Ten.: + 33 2 38 28 71 0O
daxc: + 33 2 38 28 74 20

CeprHdukar ananmsa /

AHAJIUTHYECKHI MACHOPT cepHU

SANOFI .

MlpoU3BOACTBEHHAA NIOWaAka : Amualin

Omicanve npogyxTa

HETAKMH XPOHOCSEPA, 500 MT', TPAHYJNH, 30 MAKETHMKOB {POCCHSI)

Kog mpopgykTa AMP 182390 Kon B Oaze maHsux GMID 264411
Homep cepun CcM0193 HaTa NpoU3IBOOCTBA 28-Qxr-2019
CepvAa KIWEHT& cM0193 laTa MCTEUEHNA CPOKA POOHOCTH Cen-2021
dopua BHOYCKa KapronHaa nauka ¢ 30 naxkeTukaws
Tun TpanyNit NPONOHPUPOBAHHODO BECBOGONKAE HUA
CrpaHa npogaxi Poccwuitckan
denepaunna/py: JICP-
005197/08

Koo cepruduraTa aHanuza AMP 1598C 1
Bepcua ceprudmkarta aHammsa 8
UCIIBITAHUA CINIEHHOHKALIUH PE3YJIBTATHI
XLPAKTEPHCTHKH HEBOALIIME BOCKOOBPA3HHE MHMKPOT'PAHYIIH COOTBETCTBYET

MOYUTH BEACTO WM CJIETKA XERTOI'D 1IBETA.

TPAHYJNH JET'KO CHOYYHWE, EE3 OEPASOBAHMA

AT'JIOMEPATCE .
OOANHHHOCTE
HaTpus BanLOpoOAT
UK-cnerTpoMeTpus COOTBETCTBYET COCTBETCTBYET
BIKX MONOXHUTEILHO [NONOKUTEJIBHO
CPENHAA MACCA (mMmr) (Beck) 1440-1590 1534 wmr
QOOROPOONHOCTE MACCH (Bech) YACBAETBOPUTENBHO COOTBETCTBYET
PACTBOPEHHME
{PacTeopeme — BIKX)
1 4YAC (%} 23-43 38
3 YACA (%) 43-63 57
8 YACOB (%) 63-83
24 YACA (%) HE MEHEE 80 off canodu POCCU

Sanofi Russia AO
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Cepruduxar ananusza /

Anamuruyecknii macnoprcepun - SANOF| . J

«CAHOOM BMHTPON MHOYCTEUA» Mpou3BOACTBEHHAA NaomWanka i AMuiK
196 pro oo Mapewans XyaH

45200 AMMHM, ®panums

Ten.: + 33 2 38 28 71 00

darkc: + 33 2 38 28 T4 20

OmicanMe NpoayKTa B AEMAKMH XPOHOC®EPA, 500 MI', TPAHYJH, 30 TMAKETHMKOB (POCCHS)
Kon mpogmyxra 3 AMP 182390 Kon B Gaze naHHmx GMID 1 264411
Homep cepuy H CM193 fJarTa npon3BOACTEA 1 28-0OxT-2019
CepuA KIVEHTa : cM0193 HaTa MCTEeYESHMA CPOKa DPARHGCTH 1 Cen-2021
PopMa BHITYCKE H KapToHHag nauka ¢ 30 nakeTukamMu
Tun o TpaHysel NPOOHIMPOBAHHOIG BRICBODOKASHIA
CTpaHa nponaki :  Poccuiickas
denepauuA/PYt NICP-
005197/08
Kon cepruduxara aHanu3a : AMP 1598C 1
BepcuA ceprudrikaTa aHanmsa H g
HUCIIBITAHHUSA CIIELHIU®PUKALIUHA PE3YJIBTATDBI
KONMMYECTBEHHOE ONPENEJIEHHE
HATPHMA BANBIIPOAT (%! (B3I} 31,4-34,7 32,8 r »a 100 r

L
KOHTPOJIE KaueCTBa MO NapaMeTpy «MukpoOMOJMOTHMYECKas YMCTOTa» NPOBEPAETCA MPH PesM3e MNepPHOOMYECKM OrjacHo HOpMaTHBHOM
HOKYMEeHTALUMH .

JaHHEM [OOTBEPANAKN, YTO BCE CTAaOUM NPOMABONCTBA AAHHOH CepMM TOTOBOIS NpPOAYKTA OLUIM BHIONMHEHH B COOTBETCTBHMM ¢ GMP
TpeboBaHuAMM EC M TpeOoBaHumy HOPMATHBHOM NOKYMEHTALMM (KaK YacTH PerMCTPALMOHHOIG AO0CHE), B3aperuCTPHPOBAHHOTC B
POCCURACKONR depepalumy NC MepeuMCleHHEM NapaMeTpaM.

—

PerueHiie Mo Ka4yecTBy

CraTyc BHOYCKa OINOBPEHO
Lara Bunycka (UTC +1) 22-Hoat-2019 18:08:25
Noxnscano YNONHOMOYEHHLM JIMIIOM Kaponmuy TIMANOH (Caroline GRILLON) - YRONHOMOUEHHOE JMLO

Jauxelt cepTudMraT aHANM3a NOANMCAH BAEKPPOHHON [MNOZAMCHLID Yepas BANMOMPOBAHHYK cUcTeMmy LIMS

{.Canodw Poccuar
uCanody FOCET7s

anofi Russia AO
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SANOFI

ITpunoxenue k cepTuguKkaTy aHaIu3a

HaumenoBanue nponykra:

GMID:
Ccrlnka Ha HoMmep PY:

264411
JICP-005197/08

Henaxun xponocdepa 500 mr, ['panysis NPONOHrHPOBAHHOTO
BBEICBOODOXKIEHUA

Howmep cepun I'T1 Mara npoussoacTea: I'oneH no:
CMO193 28.10.2019 30.09.2021
AU
Banenpoar HaTpus CAHO®H ITUMH / YEMIIOJIE 64 —
ABEHIO 11O JIAK 64150 MYPHUHEKC ©P
Banbnpoesas kucnora CAHO®H LIUMH / YEMITOJIE 64 -
ABEHIO 1O JIAK 64150 MYPUHEKC ®P
YnakoBka
Bucra (Ha3BaHue) Tpebosanue PesyneTat
744785 - NPI 180X504 DEPAKINE RU-J B cooTeercTBHH C CoorsetcTRyeT
HJl
740799 - CPX L545 DEPAKINE 500 RU-F | B cooTBeTCTBHE C CoorBeTcTByET
U=RL HJI
740800 - ET 30S DEPAKINE 500 RU-G B cootBeTcTBHM € CoorBeTcTBYET
HI

IlonTeepixaaio, uTo NaHHAR CEPHA COOTBETCTRYET TPEOOBAHHAM HOPMATHBHOI
AOKYMEHTALMH, KaK YaCTH PErMCTPALIMOHHOTO 10ChE, 3aPETHCTPHPOBAHHOTO B POCCHIACKOH
Mesrepalvy 0 NEPEYHCIEHHBIM NOKA3ATENAM.

MapkupoBKa HOJHOCTBIO COOTBETCTBYET MOCHEAHNM YTBEPKAECHHBIM BEPCHAM MAKETOB
ynakoBku # UMII. Ynakoska cooTBeTcTBYeT creidukauuy HopMaTHBHOM JOKYMEHTALMH H
nepemMeHHas HHPopMalUs HaHeCeHa B COOTBETCTBYIOIHE MO,

Jlara: Hms

JIoMmKHOCTE
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Certificate of analysis /

Batch certificate SANOFI J
SANOFI WINTHROP INDUSTRIE

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

Tel. + 33 2 38 28 71 00

Fax. + 33 2 38 28 74 20

Item Description : DEPAKINE CHR 500MG 308 VT RU
Item code i1 AMP 1823890 Code GMID : 264411
Batch number ;7 CM0193 Manufacturing date: 28-0CT-201%
Customer batch 1 CM0193 Expiry Date : SEP-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed./MA:LSR-005197/08
Code CoA : AMP 159BC 1
Version CoA : 8
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFORME
CHARACTERS LEGEREMENT JAUNES, 5'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 valproatae

IR CONFORME CONFORME
COMPLY

HPLC POSITIVE POSITIVE

MASSE MOYENNE (mg) (Balance) 1440 - 1590 1534 mg

AVERAGE MASS

UNIFQRMITE DE MASSE {Balance) SATISFAISANT CONFORME
UNIFORMITY QF MASS SATISFACTORY

DISSOLUTION

(Dissolution - HPLC)

1 HEURE (p. 100} 23 - 43 38
1 HOUR

3 HEURES (p. 100} 43 - 62 57
3 HOURS

8 HEURES (p. 100} 63 - B3 74
8 HOURS

24 HEURES (p. 100) SUP OU EGAL A 80 89
24 HOURS NOT LESS THAN

rap_coa_resultats vb




SANOFI WINTHROP INDUSTRIE
196, rue du Maréchal Juin
45200 AMILLY - France
Tel. + 33 2 38 28 71 00
Fax. + 33 2 38 28 74 20

Certificate of analysis /
Batch certificate

SANOFI «g

Site : Amilly

SODIUM VALPROATE

Item Description : DEPAKINE CHR 500MG 308 VT RU
Item code ¢ AMP 182390 Code GMID 264411
Batch number 1 CMOL93 Manufacturing date; 28-0CT-2019
Customer batch : CM0193 Expiry Date SEP-2021
Presentation : Box of 30 sticks
Type i Prolonged release granules
Market name Russian Fed./MA:LSR-005197/08
Code CoA : AMP 1598C 1
Version Cof : 8
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
DOSAGES / ASSAYS
VALPROATE DE SODIUM {p. 100} {HPLC} 31.4 - 34.7 32.8 g p. 100 g

the Normative Dossier.

Quality control for parameter "Microbioclogical analysis™ is tested at release periodically in accordance with

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Normative Dossier
{as a part of the regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

Quality decision

Release status

Releasea date (UTC +1)

Signed by qualified person

b

ACCEPTE / ACCEPTED
22-NOV-2019 18:08:25

Carocline GRILLON - Qualified parson

This certificate of amalysis has been electronically signed from a validated LIMS
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SANOFi Appendix to certificate of analysis

Product name : DEPAKINE CHRONOSPHERE 500MG, SUSTAINED RELEASE GRANULE
GMID: 264411

Reference number to MA registered in Russia:  LSR-005197/08

[Batch number (Finish good) Manuf. date Expiry date
[cmo193 28/10/2019 sept-2021
Name ' Supplier / Address

SODIUM VALPROATE SANOFI CHIMIE / CHEM'POLE 64 - AVENUE DU LAC 64150 MOURENX FR

VALPROIC ACID SANOFI CHIMIE / CHEM'POLE 64 - AVENUE DU LAC 64150 MOURENX FR

T L IPACKAGING T

Vista - Name Requirement

744785 - NPI 180X504 DEPAKINE RU-) In accordance with ND Comply
740739 - CPX L545 DEPAKINE 500 RU-F U=RL In accordance with ND Comply
740800 - ET 305 DEPAKINE 500 RU-G In accordance with ND Comply

It is confirmed that current batch meets the requirements of the Normative Document, as part of Requlatory Dossier, currently registered
in Russian Federation on the listed quality parameters.

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging is in full compliance with the
Normative Document specification and variable information is located in corresponding fields.

Date : Name
10/12/2019 F. LE BIHAN




