TEKJIAPAITASI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOIHN JEKJIAPAITAIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenus o pesucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepanvroil nanozoeo caysicbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Teaepon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanonutii dupexmop Monoic O.A.

Hoeepernoe nuyo: Cmenanoe C.C., dogepenrocmy 0/n om 01.12.2017

3AABJSIET, UTO

nexapcmeennoe cpedcmeo: Jenaxur XxpoHo, mabremxu NpOAOH2ZUPOBARH020 OelicmEUa ROKpLImble 000104KOT
300 m2 50 wim., gnaxonnt (2), nauxu xapmonnvte, PY Ne IT N013004/01 om 29.03.2012 , cepusn 84277, napmus
9660 ynaxoeox, 200en 0o 31.10.2021, npousesocmsa Canogu Bunmpon Hudycmpun, @panyus, ! pro de na
Bvepoc, Ambapec-3-Jlazpas, 33565, Kapbon-Enan Cedexc koo OKITI[2 21.20.10.233, xoo TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085319469 om 10.01,.2019

COOTBETCTBYET TPEBOBAHMIM

HI[ 42-4112-06 uam. Ne 1-5

JTEKJAPAIIVS ITIPHHATA HA OCHOBAHHH

npomoxon ucnuimanuti No 140 om 14.01.2019 HJT OO0 HI] "OAPMOLOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmughuxam POCC FR.OM08.C31336 om 14.01.2019

Crenanwo C.C.
©.HN.0

CBEJAEHMUS O PETUCTPAIIUA

OPTAH IO CEPTHOHKAITAH, 3APETHCTPHPOBABII WA XEKJIAPAIIHIO

RA.RU. 11 DMO8 OPTAH ITO CEPTHOHKALHH ITPOOYKIIHH OFLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH LIEHTP KOHTPOJIT KAYECTBA",

aopec opeanusayuu. 115280, 2. Mocksa, yn. Macmepwrosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu.: 115280, POCCHA, 2opoo Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: OYKr.pgh.

JAEKJIAPAITAA O COOTBETCTBHUH 3APETHCTPHPOBAHA M POCC RU J-FR.DM(8.A.12391/19
JATA PETHCTPALIMHA 14.01.2019

o ~ JNupeno ULB.
Pykosomurens OC




Cepruduxar anaausza /
AHAJIUTHYECKHHA MACHIOPT CEPHHA

SANOFI g

«CAHOGH BHHTPON HMHAYCTPHA»
AMGapac-3-Jflarpas
1l p» ne na Beepx
KAPBOH-BJIAH, 33565 CEDEX, <®paHuua
Ten.: 0557303000 dawre: 0557303600
Kon B Ga3ie naHHex GMID: 188185 Eouep cepum 8A277
JarTa npoMsBOOCTEA: 14 HOAB 2018 p. Dara ucTeuyeHsa Cpoka romodocTH: OKT 2021 r.
Cnucanme: OENAKHME XPOHO, 300 M, 100 TAEAETOK NPOJNIOHTHPOBAHHOI'O BHCBOEOXIEHNMSI
(POCCHA)
Tun: TatneTkn MCOMPMUMPORAHHOPO BRICBOOCXIESHWA, NOKPHTHE OGONOMYKGH, ¢ pHckoli ¢ ofeMk CTOROH
<¢OpMa BBIMYCKA : No 50 ratneToxk Eo fuakoH. flo 2 drakoHa B KADTCHHYK Nayuky
CrpaHa MNponaxu: Pocewua
JononunTeneHaA neEbOpMauMA: H/n
Ccunka Ha nockbed MH-000404 Bep. 4.0
Ccwinka Ha mepcuie cepTHdMkaTa aHanusa: 4

HCIIBITAHHUSA CIIEIITH®PHKAIINHN PE3VJIbTATHBI
XAPAKTEPMCTHEN
. OIHCAHHUE NPOQONI"CBATAA IENMMAS TABJIETKA, COOTBETCTBYET
NOKPHTAS [EHOYHO! OBONOYKOR

UBET NPAKTMYECKM BEJHA COOTBETCTBYET
NOANMHHOCTE

OH BAJNIBNPOATA [XX) COOTBETCTBYET COOTBETCTBYET
HMCIHTAHNA
. MACCA:
CPEIHAA MACCH 435 481 MI 450 MU'
OJHOPOJHOCTE NO3MPOBAHMA (MO MACCE) COOTBETCTBYET COOTBETCTBYET
. MCOHTAHHME JENWMHX TAENETOK HA PA3NOM COOTBETCTBYET COOTBETCTBYET

PACTBOPEHHE
WOH BARABIPCATA (B BHMOE HATPHA BAJILIIPOATA) ()
* NMPOUEHT HMOHA BANBLOPOATA, PACTBCOPEHHODD YEPE3 1 YAC:
= 3TAIl L1:

Yamwka 1 15-40 % 28 %

Yawka 2 15-40 % 28 %
. Yawka 3 15-40 % 28 %
. Yamka 4 15-40 % 28 %
. Yamka S 15-40 % 28 %
. Hamxa 6 15-40 % 28 %
- 3TAN L2:
Kaxnoe aHaueHue 14-44 % HE TMPOBOIWIIOCE
Cpendee (L1 + L2) 15-40 % HE NMPOBCOMNOCE
- 3TAIl L3:
Kamnoe sdHadenue 22 TAB. 14-44 % HE NPOBOOMNOCH

24 TAE. 12-48 %

CpenHee (L1+L2+L3) 15-40 % HE NPOBCOMAOCH

rap_cuoa_resultats vs

CTpaHHua 1 3 3




Ceprndmnkar ananuza /

AHATUTHYECKHH MACTIOPT CEPUH S A N OFI Y 4

«CAHO®HM BUHRTPONI MHOYCTPHA»
AmBapac-3-Jlarpas

1l po ge na Boepx

KAPEOH-BIIAR, 33565 CEDEX, ¢panuma
Ten.: 0557303000 daxc: 0557303600

Koo B Gase nNaHHux GMID: 188186 Homep cepuu 8A277
llaTa npoM3BONCTEA: 14 HOAB 2018 r. lara mcTevyeHuAa cpoka PoBHOCTH: OKT 2021 r.
Ormcanme : OENAKMH XPOHO, 300 M, 100 TABRETOK NPOJNOHI'MPORAHHOIY BHCBOBOXNEHMS
{POCCHA)

Tun: TaoneTky MOOUPMUMPOBAHHOIG BHCBODOXMEHWA, [OKPHITHE ODOMOYKON, C PUCKOA C obDeuX CTOPOH
dopMa BEINYCKS: Mo 50 TabneTok BO dnakoH. No 2 ¢nakoHA B KADTOHHYK Mauky
CTpaHa nponaxu: Poccua
JOnNOMHATENERER UHPODMAUMA : H/T
Ccelfika Ha OOChbe: MH-000404 Bep. 4.0
Cculika Ha Bepcuw CepTudmkATa AHANMAEA: 4
HCITBITAHUSA CIIEHU®HUKAIIUH PE3YJbTATDBI
* NPOUEHT MOHA BANBIMPOATA, PACTBOPEHHOTO YEPE3 3 YACA:
- 3TAN L1:

Yamxa 1 30-55 §% 52 %

Yawka 2 30-55 % 52 %

Yawka 3 30-55 % 52 %

Yawka 4 30-55 % 52 %

Yauwka 5 30-55 & 52 %

Yawka 6 30-55 % 53 %
- 3TAND L2:
Kaxpnoe sHadeHMe 27-60 % HE MPOBOOMNIOCE
Cpennee (L1 + L2) 30-55 % HE MPOBCOWNOCH
- 3TAN L3:
Kaxnoe sSHadyeHHe 22 TAB. : 27-60 % HE TPOBOHOHMIIOCH

24 TAB. : 24-66 %

Cpenree (L1+L2+L3) 30-55 % HE TNPOBOAMINICCH
* MPOLUEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'C UYEPE3 6 YACOB:
- 3TAN Li:

Yamwxa 1 55~-80 % 73 %

Yawka 2 55-80 % 72 %

Yawxa 3 55-80 % 72 %

Yawka 4 55-80 % 73 %
. Yamka 5 55-80 % 72 %
. Yamka 6 55~80 % 73 %
- 3TAMN L2Z:
Kaxpoe 3aHaueHue 50-88 % HE MPOBOOHUAOCE
Cpendee (L1 + L2) 55-80 % HE MPOBOAMNOCH
-~ BTAM L3:
Kampoe @HadeHWe 22 TAB. : 50-88 % HE MPOBOOUNOCH

24 TAE. : 44-96 %

Cpennee (L1+L2+L3) S5-80 % HE NPOBOOWNOCH

rap_coa_regultats vs Crpanmua 2 us 3



Cepruduxar ananmsa / _

Auaﬂﬂ'mqequﬁ MacmopT cepuu SA NOFI Y 4

«CAHOOHM BMHTPON MHOYCTPHA»
AMGapac-3-Jlarpas
1 po ne na Boepx

KAPBEOH-BJAH, 33565 CEDEX, <dpaHums
Ten.: 0557303000 daxc: 0557303600

Kon B 6a3e nadHetx GMID:
IlaTa npoK=2BOACTBA1
Omcanme :

Ty :

bopMa BHIOYCKA:

CrpaHa npoaoaxu:
IfenonHuTensHas MHbOpMauKA:

Corika HA OOCEE:

Cceilka Ha BePCH0 CEPTHPUKATA SHAMMIA:

188186
14 HOAE 2018 p, fara KcTeYyeHMA CpokKa TPOAHOCTIM:

HENAKHMH XPOHO, 300 MI', 100 TABAETOK OPOAOHTMPOBAHHOTC BHCBOBOXIEHMA
(POCCHA)

TabneTkn MOOMPHUMPOBAHHOTC BHICEOOONOSHMA, NOKDHTHE ODONQYKOH, C PUMCKOA € O0eHX CTOPOH
[lo 50 Tadbrnerok 80 ¢maxoH. Mo 2 dyakoHa B KAaPTOHHYKR NadKy

Poccuna

H/D

HoMep cepum BA277

OKT 2021 r,

MH-000404 Bep. 4.0
]

HUCIIBITAHUA

CIIEDHOUKAITMH PE3YJIBTATHI

KONMYECTBEHHOE OINPEAENEHKE

. WOH BAJNBNPOATA (B BHMIOE HATPHA
BANBAPCATA) (%X}

COOEPAAHWE B NMPOUEHTAX

285,0-315,0 MI'/TAB 301,4 MI'/TAB

95,0-105,0 % 100.5 %

HacToAuMM A MONTEBEPXIOAW, YTO BHWEeYKA3AHHAA MHOOPMaUWA RABNAESTCA BEPHOR M TOUHOM. JanHasa cepusa npenaparta ObUla
H3TOTOBJEHA, BKINYAA STAaNM YNAKOBKM/MAapKMPOBKM M KOHTPOJNA KAUECTEA, HA BHWEYNOMAHYTHX NPOM3BOACTEEHHHX MIOHAaOKaX B
NMONHOM COOTBETCTBUKM C TpefoBaHvAMM GMP

MECTHHX BAKOHONATENLHHX OPraHOB BAACTH, a TaKXe CO CMeUMPUMKAUMAMM B PETMCTDAUMOHHOM YAOCTOBEPEHMM CTRaHH=-MMIODTEpPA.
Mo peayneTaTam MPOBEPKHM 3alKCHU O NPOM3BOACTBE, YNAKOBKE M AHANM3€ CEPMM COOTBETCTBOBANM TpeGoBaHMAM GMP.

PemeHne

OaTa:

YIONHOMOYEHOS MO MM NPOXCTABMTENL @

OnoGpeHo
12 BEK 2018 15:55:58.00

BEWIA Mupuam (WEILL Myriam)

CeprudMKATH aHanNM3a BaBEPeHH INCKTPOHHOM NOINMCHI

rap_coa_resgultats v5

Crpanuua 3 u3z 3




Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI g

Code GMID:

Description:
Type:
Presentation:
Market Name:
Additionnal inf:

Référence dossier:
Réf. CoA version:

Manufacturing Date:

188186 Lot number
14-NOV-2018 Expiry Date:
DEPAKINE C300 SEC NF 100CP RU

Modified release scored coated tablet

Box with 2 tubes of 50 tablets

Russia

NA

MH-000404 v. 4.0
4

8n277
OCT-2021

v —— St beee————————————————— e
e e

- STAGE L3:

Each value

hAverage (L1+L2+L3)

22 TAB : 14 - 44 %
24 TAB : 12 - 48 %
15 - 40 %

CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG BREAKABLE FILM-COATED TABLET COMPLIES
+ COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATICN
. VALPROATE ION (LC) COMPLIES COMPLIES
TESTS
MASS :
AVERAGE MASS 435 481 MG 460 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
» DISSOLUTION
VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) ({LC)
* PERCENTAGE COF VALPROATE ICN DISSOLVED AFTER 1 HOUR :
- STAGE Ll:
. Bowl 1 15 - 40 % 28 P.CENT
. Bowl 2 15 - 40 % 28 P.CENT
. Bowl 3 15 - 40 % 28 P.CENT
. Bowl 4 15 - 40 % 28 P.CENT
. Bowl 5 15 - 40 % 28 P.CENT
. Bowl 6 15 - 40 % 28 P.CENT
- STAGE L2:
Each value 14 - 44 % NOT APPLIED
Average (L1+L2} 15 - 40 % NOT APPLIED

NOT APPLIED

NOT APPLIED

tap_coa_resultats v5

Page 1 / 3



Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI 7

-

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS :

- STAGE Ll:

. Bowl 1 55 - 80 %

. Bowl 2 55 - 80 %

. Bawl 3 55 - 80 %

. Bowl 4 S5E=180,%

. Bowl 5 55 - 80 %

. Bowl 6 55 - 80 %

- STAGE L2:

Each value 50 - 88 %

Average (L1+L2} 55 - 80 %

- STAGE L3:

Each value 22 TAB : 50 - 88 %
24 TAB : 44 - 96 %

Average (L1+L2+L3} 55 - B0 %

Code GMID: 188186 Lot number BAZ2TT
Manufacturing Date: 14-NOV-2018 Expiry Date: OCT-2021
Description: DEPAKINE C300 SEC NF 100CP RU
Type: Modified release scored coated tablet
Presentation: Box with 2 tubes of 50 tablets
Market Name: Russia
Additionnal inf: NA
Référence dossier: MH-000404 v, 4.0
Réf. CoA version: 4
.. g
( CONTROLES SPECIFICATIONS RESULTS )
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS :
- STAGE Ll:
. Bowl 1 30 - 55 % 52 P.CENT
. Bowl 2 30 - 55 % 52 P.CENT
. Bowl 3 30 - 55 % 52 P.CENT
. Bowl 4 30 - 55 % 52 P.CENT
. Bowl 5 30 - 55 % 52 P.CENT
. Bowl 6 30 - 55 % 53 P.CENT
- STAGE L2:
Each value 27 - 60 % NOT APPLIED
Average (L1+L2) 30 - 55 % NOT APPLIED
- STAGE L3:
Each value 22 TAB : 27 - 60 % NOT APPLIED
24 TAB : 24 - 66 %
Average [L1+L2+L3) 30 -~ 55 % NOT APPLIED

73 P.CENT
72 P.CENT
72 P.CENT
73 P.CENT
72 P.CENT
73 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

rap coa rasultats vS

Page 2 f 3



Certificate of analysis /

Batch certificate S A N O F | \;,)

SANOFI WINTHROP INDUSTRIE
hmbareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

7

Code GMID: 188186 Lot number 8A277
Manufacturing Date: 14-NQV-2018 Expiry Date: 0CcT-2021
Dascription: DEPAKINE C300 SEC NF 100CP RU

Type: Modified release scored coated tablet

Presentation: Box with 2 tubes of 50 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-000404 v. 4.0

Réf. CoA version: 4
[ CONTROLES SPECIFICATIONS RESULTS
r
ASSAY
. VALPROATE ICON (EXPRESSED AS SODIUM 285,0 -  315,0 MG/TAB 301.4 MG/CP
VALPROATE) {LC}
. CONTENT in PERCENTAGE 95.0 - 105.0 % 100.5 P.CENT

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full compliance
with the GMP

requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

Decision Accepted

Date: 12-DEC-2018 15:55:58.00

Qualified person or Delegate: WEILL Myriam

, »

Certificate of analyses electronically approved

rap_coa_resultats v5 Page 3 / 3



