AEKJIAPAIIUSI O COOTBETCTBUH

JEKJIAPAHT, IPUHUMAIOIIUI JEKJAPAIIAIO O COOTBETCTBUH

AO "Canogu Poccus"

3apezucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, o. Mockea, yn. Teepcrasn, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepanvueiii oupexmop Adaman H.B.

Hosepennoe nuyo: Knokosa 0.C., dosepennocmo 6/1 om 01.12.2017

3ASBJISIET, UTO

aexapcmeennoe cpedcmeso: Jenaxun Xponocgepa epanyivt ¢ nporoneuposanivin eviceotoxcoenuem 100 me,
narxemuku (30), nauxu xapmounvie, PY Ne JICP-005197/08 om 03.07.2008 (dama zamenwr 12.07.2017) evidano
CAHODH-ABEHTHC ®PAHC, cepua AM0056, napmus 24840 ynaxoeox, 200en 0o 01.03.2020, npouzeodcmsa
Canogpu Bunmpon Hudycmpus, @panyus, Sanofi Winthrop Industrie, 196, rue du Marechal Juin-45200
AMILLY, France, koo OKIIJ2 21.20.10.233, koo TH B3/] 3004900002, koumpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085297633 om 06.07.2018

COOTBETCTBYET TPEBOBAHUSIM
JICP-005197/08-030708 (HZ 42-14890-07 uzm. Ne 1-5)

AEKJIAPALIM S ITPUHSITA HA OCHOBAHUH
npomokon ucheimanuu Ne 1995 0 om 17.07.2018 HIT 000 HI] ”@APMOEOPOHA " ammecmam
arkxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.®@M08.C18509 om 17.07.2018
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CBEJIEHUS O PETUCTPAIIHA

OPTAH 110 CEPTU®UKALUH, BAPETUCTPUPOBABIIHI TEKJIAPALIUIO

RA.RU.11®MO8 OPI'AH 11O CEPTHOHKALIHH ITPONYKITHH OFLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIS KAYECTBA",

aopec opaanusayuu.: 115280, 2. Mocksa, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. I, adpec opaanda no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men. [(495)788-02-88, eet-
caim: oykk.pe.
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SANOFI
Canodu Buntpon Uunycrpus, ®panums
196, Rue du Marshal Juin
45200 AMILLY-France
CEPTU®UKAT AHAJIM3A

Henmaxuu® Xpouocdepa, rpanyas ¢ npoJoHTrHpoeanHbIM Bhicsoboxaennem 100 mr N 30

Cepusn: AMO0056
MJara wzrotosnenns: 12/03/2018
I'onen no: 03/2020
HJ1 JICP-005197/08-030708
TECT HOPMA PE3YJIBTATHI
Onucanne Jlerko cpimyune Ges o6pasosanus arJIoMeparosB CootBercTByeT
BOCKOOOpasHEIe MHKPOIPARYIIE IOYTH 671070 HIIH
CJIErKa >KEITOBATOrO ITRETA.
[TonnuaHOCTE Rt (o6pasna) = Rt(cranaapra). CootsetcTByeT
Cpennss macca conepsxumoro | 303 mMr+ 15 M (303 Mr + 5%). 306 mr
TIaKETHKOB M OTKJIOHEHHE OT | 18/20 oTKIIOHEHHUE OT cpennedt Maccrl + 7,5%; CootBeTrcTByeET
CpellHeH Macchl 2/20 oTKI0HEHHE OT cpenHeii Macchl +15%. CootsercTByeT
PactBopenne Yepes 1 9 - ot 23% 10 43%; 38%
4epe3 3 4 - oT 43% 1o 63%; 59 %
gepe3 8 4 - oT 63% 1o 83%; 77 %
gepes 24 4 - He meHee 80 %. 94 %
IlocToponnue npumecn* I'enranona-4 - we Gonee 0,2%:; CoorsercTByeT
mob0ii HenIeHTHHIUPOBAHHOH IPHMECH - He CoorsercTByeT
bonee 0,2%;
CymMMa nprMecet - e Gonee 0,5%. CooTBeTcTByeT
Mukpobuonornueckas M3menenne Ne 3, Kareropus 3 A. CootBeTcTBYET
yucToTa*
Komuuectsennoe Ot 31,4% no 34,7% (M/m) Bamsnpoata HaTpus B 32,9
oIpeneneHye npernapare.

* - Tlokasatenn BBeZeHBI cormacHo TpeGosammsm WCKJIC, ®upMa rapaHTHpyeT Ka4ecTBO II0
JaHHBIM TI0Ka3aTeIsM.

Hacrosmum ceprudmkarom, uto nammas HH(OPMAIKA COOTBETCTBYET JeHCTBHTEIBHOCTH. JTa
CepHs Oblia NMpOH3BeJieHa H yNaKoBAHA B IOJHOM COOTBETCTBHE ¢ TpeboBanmsiMu GMP m MecTHBIX
KOHTPOHPYIOIHX OPraHoB. [JaHHBIH IIpenapaT COOTBETCTRYET TOPIOBOi MapKe 3aperuCTpHpPOBaHHOI B
HUMropTHpyemoi crpare. Cepus IpoH3Be/ieHa, YIaKoBaHa, IPOaHANTH3HPOBAHA U 3aPETHCTPHPOBAHA B
cootBeTcTBHH ¢ GMP.

Pemenwne: Bemymen 22/06/2018 Ynomomouernoe mumo: Caroline GRILLON
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Certificate of analysis /

@
Batch certificate S A N o F l w £

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 100MG 308 VT RU
Item code : AMP 1B2387 Code GMID 264414
Batch number : AM0056 Manufacturing date: 12-MAR-2018
Customer batch : AMO056 Expiry Date : MAR-2020
Presentation : Box of 30 sticks
Type : Prolonged release granules

Market name : Russia

Code CoA : AMP 1598E 1
Version CoA I

e et ———
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CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS ]
CARACTERES ORGANOLEPTIQUES MICROBILLES CIREUSES BLANCHES A CONFORME
CHARACTERS LEGEREMENT JAUNES, S'ECQOULANT 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 i

IR CONFORME CONFORME
COMPLY

HPLC POSITIVE POSITIVE

MASSE MOYENNE (mg) (Balance) 288 - 318 ! 306 mg

AVERAGE MASS

UNIFORMITE DE MASSE (Balance) SATISFAISANT CONFORME

UNIFORMITY OF MASS SATISFACTORY :

DISSOLUTION

(Dissolution - HPLC)

1 HEURE (p. 100) 23 - 43 38

1 HOUR

3 HEURES (p. 100) 437=563 59

3 HOURS

8 HEURES (p. 100) 63 - 83 77

8 HOURS

24 HEURES (p. 100) SUP OU EGAL A BO G4 =
7

24 HOURS NOT LESS THAN 4
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7
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Certificate of analysis /

Batch certificate SA N O F l
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

r-Item Description : DEPAKINE CHR 100MG 30S VT RU
Item code : AMP 1B2387 Code GMID 1 264414
Batch number : AMO0056 Manufacturing date: 12-MAR-2018
Customer batch : AM0OOS56 Expiry Date ¢ MAR-2020
Presentation : Box of 30 sticks
Type ¢ Prolonged release granules
Market name : Russia
Code CoA : AMP 1598E 1
Version CoA : 7
r CONTROLES / TESTS NORMES / SPECIFICATIONS RESULTATS / RESULTS

DOSAGES / ASSAYS
VALPRORTE DE SODIUM (p. 100) (HPLC) 31.4 - 34.7 32.9 g p. 100 g

SODIUM VALPROATE

4-HEPTANONE (%) (CPG / GC) INF OU EGAL A 0.1 0.0 %
NOT MORE THAN

IMPURETE SIMPLE (%) (CPG) INF QU EGAL A& 0.1 0.0 %
SINGLE IMPURITY {GC) NOT MORE THAN

IMPURETES TOTALES (%) (CPG) INF OU EGAL A D.3 0.0 %
TOTAL IMPURITIES (GC) NOT MORE THAN

- GERMES AEROBIES VIABLES TOTAUX (UFC/g) INF OU EGAL A 1000 <100 ufc/g
TOTAL VIABLE AEROBIC COUNT (CFU/g) NOT MORE THAN

=~ LEVURES ET MOISISSURES TOTALES (UFC/g) INF OU EGAL 2 100 <100 ufc/g
TOTAL YEASTS AND MOULDS (CFU/q) NOT MORE THAN

= ESCHERICHIA COLI AESENCE ABSENCE

ESCHERICHIA COLI

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
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Certificate of analysis /
Batch certificate SA N O FI %
SANOFI WINTHROP INDUSTRIE

186, 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 100MG 308 VT RU

Item code : AMP 182387 Code GMID T 264414
Batch number : AMOO0S5e Manufacturing date: 12-MAR-2018
Customer batch : AM005e Expiry Date : MAR-2020
Presentation ¢ Box of 30 sticks

Type ¢ Prolonged release granules

Market name : Russia

Code Coa : AMP 1598E 1

Version CoA i 7
L Quality decision

Release status ACCEPTE / ACCEPTED

Release date (UTC +1) 22-JUN-2018 17:05:45

Signed by qualified person Caroline GRILLON - Qualified person

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