JEKJIAPAIIASI O COOTBETCTBHUA

JNEKJAPAHT, IPHHUMAIOIUH TEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccun”

Caedenun o pecucmpayuu opzanusayuu: Mexcpationnan uncnexyua Dedepanvroli nanozoeou cryxcbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 9. 22. Tenepon/thaxc: 8 (495) 721-14-00/ 721-14-11

B nuye. lenepanvnviii dupexmop Mounsc O.A.

Hosepennoe auyo: Cmenanoe C.C., dosepenrocms 6/ om 01.12.2017

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo. Jenaxun Xponocdepa, apanynsl ¢ nponoHuposantbim 6bic606oNcOeHUEM 5 00 me,
naxemuxu (30), nauxu xapmonnsie, PY Ne JICP-005197/08 om 03.07.2008 (0ama 3amener 12.07.2017) evioano
CAHO®H-ABEHTHC ®PAHC, cepus CM0108, napmun 15228 ynaxoeok, zoden do 31.05.2021, npouzgodcmeq
Canodu Bunmpon Hudycmpus, @Opanyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, ko0 OKIT2 21.20.10.233, ko0 TH B3J 3004900002, konmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085345015 om 27.08.2019

COOTBETCTBYET TPEBOBAHHIM

JICP-005197/08-030708 (H 42-14890-07 uzm. Ne 1-6)

JEKJIAPAITIUS IIPUHSATA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 27330 om 03.09.2019 HJT 000 HL] "OAPMOBOPOHA", ammecmam
akkpedumayuu POCC RU.0001.21®J140, Cepmupuxam POCC FR.@M08.C47431 om 04.09. 2019

e p

(15 ABVICTBUTEJLHA JO 31.05.2021

: Crenaunos C.C.
HCh O.H.O

CBEJIEHHUSA O PETUCTPALIM

OPTAH IIO CEPTHOHKAIMH, 3APETHCTPUPOBABIIHI AEKJIAPAIIMIO

RA.RU.11 ®MO08 OPTAH 110 CEPTHOHKALIMH ITPONYKLHH OBIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. I, adpec op2ana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, 0. 4, am. 5., men.:(493) 788-02-88, eeb-
catim: oyxx.pg.

JNEKJIAPAITHSI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A.35255/19
 JATA'PEFMCTPALINH 04.09.2019

J ¥ HOunenxo U.B.
opean ny. nokjc;. Pyxosonutens OC

cepmuguratiu




«CAHOOHM BMRTPON MHIOYCTPMA»
196 po mo Mapewans XKyau
45200 AMMIM, dpanuma
Ten.: + 33 2 38 28 71 00
®akc: + 33 2 38 28 74 20

Ceprudnxar anamuza /

AHanuTHYecKHit macnopr cepun S A N o F I \:ﬁﬁ

NpoU3BOACTBEHHAA NAOmankKa : AmMuiu

Omucamme npogyxrTa
Kog mpoayxra
Homep cepun
CepuA KNMeuTa

dopMa BHTIYCKA

OENAKKMH XPOHOCSEPA, 500 MI', TPAEVIH, 30 OAXETHROR {POCCHA)

AMP 182350 Kon B Ga3e maHHmx GMID s 284411
cHol08 HaTa NpoM3BOOCTBA :  1B-MGH-2019
0108 Hara MCTEUEHWA CPOXa TOOHOCTH : MAf-2021

Kaprounas nauka ¢ 30 nakerukamu

Tun TpaMyssl NPONOHIMMPOBAHHOTO BHCEOOORISHNA
CrpaHa npogasi 1 Poccua
Kon ceprudmxara avanusa AMP 1598C 1
Bepcun cepTHdHKatTa aHandza 8
|
HCIIBITAHUA CIIEHUOUKALINHA PE3YJILTATHI |
XAPBKTEPHUCTHKHN HEEC/ILIME BOCKOOEPASHHE MMKPOTPAHYIH COOTBETCTBYET ].
TOUTH- BENOT'O- WK - CNIETKA-FENTOTO -1|BETA . |
TPAHYJIN RETKO CHNYYHE, BE3 OBEPASOBAHMA
ATJIOMEPATOB .
IOUTHHHOCTE
Harpiss pamsnpoar
WK-cnexTpoMeTpUs COQOTBETCTEYET COOTBETCTBYET
B3IAX NONOXNTENERHO NONCAMTENBHO
CPERHAA MACCA (Mr) (Bech) 1440-1590 1527 mr
OOHOPOOHOCTE MACCH (mech) YOOBIETBOPUMTENLHO COOTBETCTBYET
PACTBOPEHME
(PacTeopermte — B3%X)
1 YAC (%) 23-43 38
3 YACA (%) 43-63 57
B8 UACOB (%) 63-83 74
24 YpCcA (%) HE MEHEE 80 88

-rey
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Ceprunduxar ananusa / |

Ananutuyeckuii nacnopreepun - SANQOF| s

«CAHO®Y BMHTPON MHRYCTPHA» NpousBOACTBEHHAA NNoWanka : A
186 pro mo Mapewans Xyan

45200 AaMMIM, dpanuma

Ten.: + 33 2 38 28 71 00

darkc: + 33 2 38 28 74 20

Cipicame NPORYKTA H IEOAKHE XPOHOCGEPA, 500 MD, TPAEYJH, 30 ODAKETMKOB (POCCHA)
Kon npomyxra g AMP 182390 Kom B Gase mamHux GMED : 264411
Homep cepuu g CM0108B HaTa npomssopcTea t 1B-MOH-2019
Cepua xnvenra H CM0108B laTa MCTeueHMA CPOKA IOIHOCTH : MAR-2021
dopma BHOyCKa H Kapronvan nauka ¢ 30 naxerTHxamm
THvn 5 Tpasyntl NPONCHTUMPOBAHHOTO BNCBOGOXIEHMS

CrpaHa Rpomarm :  Poccua
Kon cepruduxaTa ananusa 0 AMP 1598C 1
Bepcur cepTudukaTa aHanusa 3 8
HCIIBITAHWMA CHEIIOHKAITMI PE3YJIBTATHI
KOMMUECTBEHHOE ONPERENEHHE
HATPHA BAJIBIIPCAT (%) (B3XX) ) HE M- E5c ¥ ey e e e By “3F,9 p pa 100 ¢
I i s et sl e AL i e
Mu nonTBepxnaeM, YTO AAHHEYI NPOSYKT COOTBETCTBYST Halm crneuMprranMat.
HacToAmMM NOATESPRIAKW, YTO BCe CTAOMM NpPOMSBOLCTBA OARHMON CepHkt ITOTOBOIO NPOOYKTA NOJHOCTHR COOTBETCTBYDT TpebSOBaHMAM
GMP EC, a rakke TpeOOBAHMAM, YKaBaHHHM B PETMCTPALUMOHHOM YAOCTOBEPEHNM CTPaHH-HMopTEPa

Peitienne no xayecrsy

Craryc Bunoycxa CIOOBPEHO
daTa spmycka (UTC +1) 13-ABI'-2019 17:55:29
llogmicane YNonHOMONEHHED JMLIOM Kaponuu TUIOANOH (Caroline GRILLON) - ¥nomHOMOWeHHOEe JKUO

laHuemi ceprudMkar aHanksa NOANMCAH 3NEKTPOHHON HONMMCHK Yepes BaNMOMPOBAHHYK cucTemy LIMS
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Certificate of analysis /

SANOFI WINTHROP INDUSTRIE

Batch certificate

SANOFI %

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 S00MG 308 VT RU
Item code AMP 182390 Code GMID 264411
Batch number €M0108 Manufacturing date: 18-JUN-2019
Customer batch : CM0O108 Expiry Date MAY-2021
Presentation Box of 30 sticks
Type : Prolonged release granules
Market name ¢ Rassian Fed.
Code Col BMP 1598C 1
Version CoA 8
— - —— — = — - —

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS -]
~CARACTERES ORGANOLEPTIQUES ‘MICROEILLES CIREUSES BLENCHES A CONFORME N
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
HELEC PCSITIVE POSITIVE
MASSE MOYENNE {mg) (Balance) 1440 -~ 1590 1527 mg
AVERAGE MASS
UNIFORMITE DE MASSE (Balance} SATISFATSANT CONFORME
ONIFORMITY OF MASS SATISFACTORY
DISSOLUTION
(Dissolution - HPLC)
1 HEURE (p. 100} 23 = 43 3
1 ROUR
3 HEURES (p. 100} 43 - 63 57
3 HOURS
8 HEURES (p. 100} B3 - B3 T4
B HOURS
24 HEURES (p. 100} SUP OU EGAL A BO BE

24 HOURS

NOT LESS THAN

Vi
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Certificate of analysis /

€.
Batch certificate SANOFI % f
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 : AMP 1823950 Code GMID 264411
Batch number : CMO108 Manufacturing date: 18-JUN-2019
Customer batch : CM0108 Expiry Date : MAY-2021
Presentation : Box of 30 sticks
Type : Prolonged release granules

Market name : Russian Fed.
Code CoA : AMP 1598C 1
Version CoA : 8

CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPROATE DE SODIUM (p. 100) (HPLC) 31.4:-:34.7 32.9gp. 10D g

SODIUM VALPROATE

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) 13-AUG-2019 17:55:2%
Signed by qualified persen Caroline GRILLON - Qualified persen

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