JEKJIAPAITMSI O COOTBETCTBUM

AEKJIAPAHT, IPUHUMATOIIHIA ,I[EI{JIAPAIIHIO O COOTBETCTBHHU

AO "Carnogu Poccua"”

Ceedenun o pezucmpayuu opeanusayuu: Mesxcpaiionnan uncnexyus Qedepansioti Hano206ot cayxcvr Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739079940, dama npuceoernus OF'PH 19.08.2002.

Aopec: 125009, 2. Mocxkea, yn. Teepcraa, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonolii dupexmop Mouoic O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASIBJIAET, UTO

nexapcmeenioe cpeocmeo: Henawun Xponocepa, zpanynvi ¢ nporonzupoeansim aeiceobocoeruem 250 mz,
naxemuiu (30), nauxu xapmonnsie, PY Ne JICP-005197/08 om 03.07.2008 (dama 3amenw 12.07.2017) emdano
CAHO®H-ABEHTHC ®PAHC, cepus AMO153, napmua 27216 ynaxosox, 20den do 31.08.2020, npoussoocmea
Canogu Bunmpon Hudycmpus, ©panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, koo OKIIJ2 21.20.10.233, koo TH B3] 3004900002 Kowmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085315132 om 28.11.2018

COOTBETCTBYET TPEEOBAHUSIM
JICP-005197/08-030708 (HIT 42-14890-07 uzm. Mo 1-5)

AEKJIAPATIHUA ITPHHATA HA OCHOBAHHAH
npomoxon ucnetmanu Ne 36100 om 04.12.2018 HJI 000 HI] "®APMOEOPOHA", ammecmam
axkxkpedumayuu POCC RU.0001.21 ®JI140, Cepmugpuxam POCC FR, OM08.C29053 om 04.12.2018

HATA IIPI{H-IHTI/IH AEKJIAPAIIMMYE 04.12.2018

Crenanos C.C.
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i CBEJIEHMS O PETECTPAIIUN

OPT'AH J10 CEPTUOHUKANNH, 3APETHCTPHPOBABIITHIL AEKJIAPAIIMIO 5
RA.RU.11@M08 OPTAH 110 CEPTHOHKAITHH ITPOIYKI[HH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOM UEHTP KOHTPOJISI KAYECTBA",

aopec opzanusayuu. 115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec op2ana no
cepmugpuxayuy. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oykx.pg.

AEKJIAPAIIAA O COOTBETCTBHHU 3APETHCTPAPOBAHA A POCC RU J-FR. ®M08.A.09067/18
,IIATA PEI‘I/ICTPAIH/]H 04.12.2018
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Ceprudpuxkar anaaunsa / -
AHAIHTHYECKHH NACHOPT CEPHH g A N ? E

CAHODY BMHTPOI MHIYCTPHUS», IPCMIBOLCTEEHEAA OJIOMANKA @ AMUIM
96 Pro Or Mapewans XyaH

5200 AMMIY, OpaHUmA

eji.: 33 2 38 28 71 00

‘arc: + 33 2 38 28 74 20

TMCaMe DPOOYHTA H AEOAKYH XPOHRCC®EPA, 250 MI', TPAHYJE, 30 [AKETHKOB (PCGCCHSI)
o NPOLYKTA : AMP 182389 Kog B Dase pasrux GMID : 264408
OMEeD CepMM H AMO153 HaTa DpOWEROLOTES H 24 cedTAtps 2018
QDM KJMEHTA : AMOIG3 Jarz ucTeyeHMA CpoOKa TOZHOCTH : asryer 2020 r.
OPM3E BENYCKA : KapToHHaa nauka ¢ 30 nakeruxamm
M : TpaHydsl DPONOHTHMPOREHHOTG BHCECOOXISHMA
CrpaHa mpoaait H Focoua
on cepTHdiKaTa 2HARWMRA : AMP 1598D 1
ePCHMR CeRTHOMKATA AHANWSA : B
‘APAKTEPHCTHKHU OOTBETCTBYET
OONMHHOCTE

‘ATPUS BANLITPOAT

K-CHeKTPOME TRUA COTBETCTBYET

VIRX NOANCHMTEJEBHS

‘PEOHAA MACCRZ (Mr) {(BecwH) 773 mr

JJHOPOLHOCTS MACCH (Becw)

COOTBETCTRYET

‘ACTBOPEHME
PacTeopesue — BIAX)

HAC (%) 36
YACA (%) 54
YACOB (%) 71
4 YACA (%) 85

rap_coa_resultats vh Crpanuua 1 us 3



Cepruduxkar ananusa /
AnaanTnueckuii macnopr cepun S A RN

CAHOOM BUHTPOI MHOVCTPUA», NpOM3BOACTEEHHAA NIOWAaNKa : AMMHK
96 Po mw Mapemwans Xyad

5200 AMMIAK, Cparuus

‘er.: 33 2 38 28 71 00

arc: + 33 2 38 28 74 2C

THMCAIMEe NPORYKTa H IOENAKMH XPOHOC®EPA, 250 MI', TPARVIE, 30 TAKETHMKOB (POCCHS)
O OPOIOYRTA : AMP 1B2389 Kon a 0ase nawkex GMID : 264409
QUED CREUN : AMO153 Jara npoMaBoncTER : 24 cenrstips 2018
eprsi KNUMeHTa : AMO153 Lara woTederKus CpoKa DOOHOCTH : aBTycT 2020 ©,
OpaE BRINYCKS H Kaprodnana nayxa ¢ 30 nakeTmkatad
A H IpaRy e NpPORCHTHMPOEEHECTS BHCBOOMIEHMA
CTpaMa nNponaxk : PoCoUA
00 CepTURMKaTa arRaAHMSA H AMP 1598D 1

ADCVIA CERTHMIMEATA AHARMSEA : g

‘ONAYECTBEHHOE OIOPEIENEHENME
ATPUA BANBIIPORT (%) (BIXX)

32,6 /100 o

o noprsepxnaeM, YTO LAHHEN APOOYVKT COOTBETCTBYET HAWMM CREIMOMKALIIAM.
ACTOAIMM NOATBEPRIAK, UYTO BCE CTANWMM NPOMBECACTBA HAHHON CepMM TOTOBOINO IpoayXTa NONHOCTHN COOTBeTCTBYHT TPeOOBAHMAM
MP EC, a rarxe TpeBoBaHKMAM, YKABAHHHM B PeTMCTDAUMOHHOM YHCCTOBEPEHNM CTPAHE-MMIOpTERAa

TaTyC BROYCKAa OIOBPEHC

lara mrnycrxa (UTC +1) 15 HOABPSA 2018 15:33:52
logmMcaHe YNONHOMOWEHHBIM JILIOM Kapormuu TPUMOH {Carcline GRILLON) — YOOIHOMOYEHHOS JULO

JAHHEF cepTuduKaT aHanMaa NOONMCAH BJIeKTPOHHON NOONMCHK Qepes BaMMIMPOBAHHYID CcucTemy LIMS

rap coa_resultats vh CTpanuua 2 Wi 3



CRHO®Y BURTPOI MHOYCTPHAR,
96 P mxo Mapemane Xyad
5200 EMMAM, dpanums

'‘e;.: 33 2 38 28 71 00
\akc: + 33 2 38 28 74 20

Ceprudgukar ananuza /
AHANTUTHYECKM i NACOPT cepuu g ﬁ% E%

[IpOM3BONCTEEHHAA ONCHANKA ! AMidld

[MCaHMa HPONYKRTA

Ol TpOonyKLA :

OMER Cepiil :
SEMA KIWMEHTA :
©pMA BHNYCKA

wn

on cepTMiMKaTra SHATMEA

epCur cepTuiMKaTa aHANIM=2a

NENAKMH XPOHOC®EPA, 250 MT', TPAHYIH, 30 INAKETHKOB {POCCHS)

AMP 18238% Kon B Gase ganuex GMID : 264409
AMO1R3 JNlaTs NpocKHSBOLOTEE : 24 ceuradpa 2018
EMO153 JaTa MCTeueHMA CPOKa POOROCTH : apmycT 2020 .

Kapronras naurs ¢ 20 maxeTHKamu
TpaHynel DRONOHTUPOBAKEHOTG BHCBOOOKNEHNA

CTpaHa Opogaky H Poccun
AMP 15880 1

g
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Certificate of analysis /

Batch certificate SANOFI

SANOFI WINTHROP IWDUSTRIE

196, rue du Maréchal Juin Site Amilly
45200 AMILLY - France
Tel. + 332 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 264408
Batch number : AMO153 Manufacturing date: 24-SEP-2018
Customer batch : AMO153 Expiry Date ¢ AUG~2020
Presentation : Box of 30 sticks
Type : Prolonged release granules
Market name ¢ Russian Fed.
Code CoA : AMP 1598D 1
Version Col .
CONTROLES / TESTS ° NORMES / SPECIFICATIONS = RESULTATS /RESULTS
CARACTERES ORGANOLEPTIQUES ICROBILLES CIREUSES BLANCHES A | CONFORME
CHARACTERS
IDENTIFICATION
Valproate de sodium / Sodium valproate
IR CONFORME
HPLC POSITIVE
MASSE MOYENNE (mg) {Balance) 773 mg
AVERAGE MASS
UNIFORMITE DE MASSE (RBalance} CONFORME
UNIFORMITY OF MASS
DISSOLUTION
{Dissclution = HPLC)
1 HEURE (p. 100) 3%
1 HOUR
3 HEURES (p. 100} - 54
3 HBOURS
8 HEURES {p. 100) 71
8 HOURS
24 HEURES (p. 100) - 85
24 KoURS Ko Lmss TAN
rap_coa_resultats v5 Page 1 / 2



Certificate of analysis /

Batch certificate g ﬁg ?&E @ ? E '
SENOFI WINTHROP INDUSTRIE

196, rue du Maréchal Juin Site : Emilly
45200 AMILLY - France )
Tel. + 33 2 38 28 71 Q0

Fax., + 33 2 38 28 74 20

Item Description : DEPAKINE CHR 250MG 20S VT RU
Item code : AMP 182389 Code GMID 264409
Batch number 1 AMO153 Manufacturing date: Z4-SEP-2018
Customer batch T AMOLS3 Expiry Date : RAUG-2020
Presentation : Box of 30 sticks
Type : Prolenged release granules

Market name : Russian Fed.
Code Coh ¢ AMP 1598D 1
Version CoA : 8

. b

DOSAGES / ASSAYS

VALPROATE DE SODIUM (p. 100) (HPLC) 32.6 g p. 100 g

SOPIUM 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/ccuntries

Release status ACCEPTE / ACCEPTED
Release date (UTC +1) 15-NOV-2018 15:33:52
Signed by qualified person Careline GRILLON ~ Qualified person

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

rap_coa_resultats v5 Page 2 / 2



