JAEKJIAPAIINASA O COOTBETCTBUHA

JEKJIAPAHT, IPAHAMAIOI AN NEKJIAPAITHIO O COOTBETCTBHA

AO "Canoghu Poccua”

Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnan uricnexyus Pedepanvroil nano2oeou cayxctv Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, a. Mocksa, yn. Teepcxas, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuutii dupexmop Moo O.A.

Hosepennoe nuyo: Knoxoea ¥0.C., dosepennocms 6/n om 01.12.2017

3AABJAET, YTO

nexapcmeennoe cpedcmso: Henaxurn Xponocghepa, zpanynv: ¢ npononzuposannoim eviceoboxcdenuem 250 me,
naxemuxu (30), nauxu xapmounrvie, PY Ne JICP-005197/08 om 03.07.2008 (dama samenwt 12.07.2017) suidaro
CAHOOH-ABEHTHC ®PAHC, cepua CM0137, napmus 31104 ynaxoeox, 20den 0o 31.07.2021, npouseoocmea
Canoghu Bunmpon Hudycmpus, ®panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, koo OKIIJ2 21.20.10.233, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om

20.10.2010, uneoiic Ne 9085350136 om 14.10.2019

COOTBETCTBYET TPEEOBAHHAM

JICP-005197/08-030708 (HL 42-14890-07 uam. Ne 1-6)

| JEKJIAPAITMA ITPHHSITA HA OCHOBAHMH

npomoxon ucnuimanuii Ne 31530 om 24.10.2019 HJT OO0 HI] "®@APMOBOPOHA", ammecmam
axkpeoumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC FR.OM08.C52052 om 24.10.2019
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CBEAEHWS O PETHCTPAIIMA

OPTAH ITO CEPTH®UKAITAH, 3APETHCTPHPOBABINIH JEKJIAPAITAIO
RA.RU.110M08 OPTAH 10 CEPTHOHKALIHH IIPOJYKIHH OFLECTBO C OT'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XKHOH I[EHTP KOHTPOJIA KAYECTBA",
adpec opzanwsayuu; 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(493)788-02-88, geb-

caiim: oyxx.pg.
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JTATA PERHER Aﬂgnzz: 10.2019
A7
& «Oxpymaoin 2:'“'
; 3\ MHTp kontpons }f :
b2\ KaueCTRay /g,i?-_:: ] Jugenxo H.B.
L,g’/" 2aH flo L '
e NONAHCE Pyioroaurens OC

cepﬁu?ﬁifrlﬁ?@rﬂ o




Cepruduxar ananuza /
AHa/IMTHYECCKHH macnopTt

«CAHO®H BHHTPOI MHAYCTPHMA=,
196 Po w0 Mapewans XyaH

45200 AMHUIM, ¢panumsa

Tem.: 33 2 38 28 71 00
®akc: + 33 2 38 28 74 20

cepum

SANOFI «p

NpoM3BOOCTEEHHAA MIMUIATKA
Anaating

Omicanme tpogyxTa

HENAKHMH XPOHOCHEPA, 250 MI', TPAHYNEH, 30 MAKETHUKOB

(POCCHA)
Kom npoayxra AMP 18238% Kon B aze mauHex MID 2644049
Homep cepun CMO137 Jara npoM3aBQnCTREA 28-ABT-201%
Cepua xmmeHTa I CM0137 Hata necTeuyeHMA Cpoka HIOT-2021
ToOHOCTH
dopua BHNYCKA t Kapronenan nayxa ¢ 30 naxkeTHRamM
Tun ; TpaHynk! NpofoHTHPOBAHHOTG
BHICBOOOXOEHUA
Crpada nponaxu Pocowa

Kon ceprmpukara aHanmMsa AMP 1598D 1
Bepcua C¢epTudrKaTa aHanmsa 8
HUCIIBITAHHUA CIIEHUOUKAIIUHN PE3YJIBTATBI
AAPAKTEPHCTHKH HEEBOJIBEIME BOCKOOEPAZHHE MMKPOT'PAHYJIH COOTBETCTBYET

NOYTH BEAOTC UMM CHETKA XENTOTO

UBETA. FPRHYJAH NETKO CHIYYME, BE3

OBPA30BAHMA ATJIOMEPATOR.
NOOANMNHECCTD
HaTpus sannnpoar
HK-chnekTpoMmeTpusa COOTBETCTRYET COOTBETCTBYET
BI¥X NONOXHUTENBHO NONCAMTENBHO
CPEAHAA MACCA (Mr} (mecw) 720-796 T64 Mr
OOHOPOIOHOCTE MACCH (Becwu)} YROBIETBOPUTEINEBHO COOTBETCTBYET
PACTBOPEHME
(PacTBopenne — BIEX)
1 HAC (%) 23-43 a8
3 YACA (%) 43-613 57
8 YACOB (%) 63-83 75
24 YACA (%) HE MEHEE 80 85
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Ceprudukart ananusa /

Anasmrnuecknii macnopr - SANOF| Y

cepun

«CAHOOH BHHTPOI WMHOVCTEMAR, NpoM3BOICTBEHHAA NOACUALKA

196 Pp mo Mapewass Xyau Arrin

45200 AMMIAM, OpaHuMsa

Ten.: 33 2 38 28 71 o0

FaKc: + 33 2 38 28 74 20
Ormcame NpogyKTAa E BEMAKUH XPOHOCSEPA, 250 MI', TPAHYNE, 30 DNAKETMKOB

(POCCHA)
Kon npogmyxTa : AMP 182389 Kon B Oaze maHHux GMID : 264409
Homep <epuu H CMO137 HaTa npouMseoncTBa ; 28-ABI'-2019
Cepua KRUEHTH 5 cMO137 [aTa ucCTeuyeHMA Cpoka 5 Win-2021
FOOHOCTH
PopMa BHOYCKE B KapToHHaa nauka ¢ 30 nakeTHKamM
Turn H FpaHyns NPOROHTUPOBAHHODG
BHCECOOXKICHMA
CrpaHa npoaaxud 5 PocoMa

Koo ceprupmkaTa ananvza B AMP 1598D 1
Bepcua ceprudMKaTa aHanMsa ] 8
HUCIIBITAHNA CHEIUOHUKAIINHU PE3YJIBTATHI
KONMMMECTBEHHOE OOPEXRENEHHE
HATPHUA BANBLIPCOAT (%) (B3XX) 31,4 34,7 32,5 r/100 1

Mel nopTeepxpaeM, 4UTO DAHHLIE NPOOYKT COOTBETCTBYET HallMM CReLMbMEALIMAM.

HacrosuuM NOATBEPAAAK, YTC BCE CTAOMM NPOM3IBOACTEA AAHHON CEPMM TOTOBOrC NPOAYKTA NOMHOCTLI COOTBETCTBYIT
TpebopaHnAaM GMP EC, a Tawke TpeSOBAHMAM, YKAB3aHHHM B PeIrMCTpaUMOHHOM YOOCTOBEPeHUM CTPAHHE-UMNCPTepa

Pelltenne no KavecTBy

Craryc BHOycra OIOOBPEHO
Hdara Bunycrxa (UTC +1) 03-0Oxr-2019 16:39:42
Nognucalo YNOJHOMOYGHHMM JIMLIOM Kaponus TJIMANIOH {Caroline GRILLON)— YNONHOMOUE&HHOSE JIMLO

HaHHEEd cepTHMOMKAT aHammMaa noanMcaH JJNEKTPOHHOM MNOONMCEID uepes BaNUIMPOBAHHYIO
cucrteMy LIMS
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Certificate of analysis /

Batch certificate S A N O F | \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 250MG 308 VT RU

Item code : AMP 182389 Code GMID : 264409
Batch number : CM0O137 Manufacturing date: 28-AUG-2019
Customer batch : CM0137 Expiry Date : JUL-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed.

Code CoA + AMP 1598D 1
Version CoA HE
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFORME
CHARACTERS LEGEREMENT JAUNES, S'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) 720 - 796 764 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFCORME
UNIFORMITY QF MASS SATISFACTORY
DISSOLUTION
{Dissolution - HPLC)
1 HEURE (p. 100) 23 =743 38
1 HOUR
3 HEURES {p. 100} 43 - B3 27
3 HOURS
8 HEURES (p. 100) 63 - B3 75
8 HOURS
24 HEURES (p. 100} SUP OU EGAL A 80 a9
24 HOURS HOT LESS THAN
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Certiticate of analysis /

Batch certificate S A N O F | O
SANQOFI 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 250MG 308 VT RU
Item code : AMP 182389 Code GMID 1 264409
Batch number : CMO137 Manufacturing date: 28-AUG-2019
Customer batch : CM0137 Expiry Date : JUL-2021
Presentation t Box of 30 sticks
Type : Prolonged release granules
Market name : Russian Fed.
Code Col 1 BAMP 1598D 1
Version CoA : B
e ——— T e o ST —r—
CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4 4.7 32.5 g p. 100 g

50DIUM VALPROATE

r
We certify that this product conforms to our specifications.

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 Marketing Authorisation(s)

of the destination country/countries

Quality decision
Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 3-0CT-2019 16:39:42
Signed by qualified person Caroline GRILLON - Qualified person

X

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

rap_coa_resultats v5 Page 2 / 2



