JEKJTAPAIIA O COOTBETCTBUU

JEKJIAPAHT, TIPUHUMAIOIHA JEKJIAPAIIIO O COOTBETCTBHI

AQ "Canogu Poccua"

Ceedenus o0 pezucmpayuu opeanuzayuu,; Mesicpationnas uncnexyus Qedepanvrol Haroz080%u cayxcbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, oama npucecenus OI'PH 19.08.2002.

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

B nuye: I'enepanvuwiii oupexmop Mownowe O.A.

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

3AABJAET, YTO
nexapemesennoe cpedcmeo. Henaxun xpono, mabnemyu nPoAOH2UPOBAHHO20 DEliCMBUA NOKPbIMble 060ROHKOT

500 sz 30 wm., raxonwr (1), navxu kapmonnvie, PV Ne IT N013004/01 om 29.03.2012 , cepun 8A10U, napmus
24240 ynaxosox, 200ex 0o 30.11.2021, npouzeodcmea Canogpu Bunmpon Huoycmpun, Ppanyus, 1 pro de na
Boepore, Ambapec-3-Jlazpas, 33565, Kapbon-bran Cedexc xoo OKIII2 21.20.10.233, koo TH B3/
3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085321003 om 24.01.2019

COOTBETCTBYET TPEBOBAHUSIM

HIT 42-4112-06 uzm. No 1-5

JEKJIAPAIIASA ITPHHATA HA OCHOBAHHM

npomoxon uchsimarnui Ne 2490 om 30.01.2019 HJI OO0 HI] "®APMOBLOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmuchuxam POCC FR.PM08.C32713 om 30.01.2019

Cremanos C.C,
Ch LRSS

CBEJEHUA O PETUCTPAIITUA

OPTAH 110 CEPTU®HKAITIH, SAPETUCTPUPOBABINVI TEKJIAPAIIAIO
RA.RU.11 M08 OPIAH 110 CEPTH®HKAIIHH TPONVKI[HH OFIJECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTHIO "OKPYXXHOH IIEHTP KOHTPOJIT KAYECTRA",

aopec opeanuzayuu.: 115280, 2. Mocxkea, yn. Macmeproga, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugurayuu. 115280, POCCHA, 2opod Mockea, yn. Macmeproesa, 0. 4, am. 5., men.: (495)788-02-88, eeb-
caiim: OYKK.pgh.

AEKJAPAITHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU []-FR.@M08.A4.14251/19
I[ATA PEFI/ICT PAL{HI/I 30.01.2019

i})ﬁ}j Hupenxo U.B.
oAIHCh Pykoeomurens OC




CCePIHPpuKaAt aHajaunia /
AHanuTHYeCKHH NMACIOPT cepHuH

«CARHCOM BHHTPOI MHLYCTPUA»
AmBapac-3-Harpas

1 pro He na Beepx

KAPEOH-EJIAH, 33565 CEDEX, ¢panumnsa
TeJsi.: 0557303000 dawrc: 0557303600

188184 8A10U
12-H0EK-2018 . aTa MCOTEUSHMA CpoWa IOSROCTH:  HORE 2021 ©.

JENAKMH XPORC, 500 M, 30 TAEFETOK OPOROHTUPOBAHHOI'O BHCBOBOXAEHMA

TatneTr

30 valners

1

WA

MH-0C005 zop. 2.0

HCIIBITAHHAA CIIEHHOUKALTMH PE3YJbTATHI

XAPAKTEPHCTHEN

OIICAHME MPONONTOBATHE TABNETKM C PHCKOM, COOTBETCTBYET

[OKPHTHE [TAEHOUHON OBOROUKOM

UBET NPAKTHYECKY BEJHA COOTBETCTRYET
NOIHHEOCTE

MOH BANBIPOATA (Oauxd. HK-chexep/XX) COOTBETCTBYET COOTBETCTBYET
MCTIHTAHNS
. MACCA:
CPEQHAS MACCA 722-748 M 764 MU
ONHOPOJBOCTL LOSMPOBAHMA (A0 MACCE) COOTBETCTBYET COOTBETCTBYET
. MCHHTAHWE NEJVMEX TABAETOK HA PABJOM COOTBETCTBYET COGTBETCTBYET
. PACTROPEHVME :

VICH BARNLIPOATA (B BMIE HATPMA BANBLIPOATA) (3%}

* NPCUEHT YOHR BANBIPCATAR, PACTBOPERHOTC YEPEZ 1 YAC:

- BOTANl Ll:
Yamwka 1 10-30 % 21 %
Yamwka 2 10-30 % 21 %
Yamka 3 10-30 % 21 %
Yawmxa 4 10-30 % 21 %
Yamxa S 10-30 % 21 %

Ysmra 6 10-30 % 21 %

rap_coa_resultats vs Crpakmnua 1 u3s 4



CCPINypnRal adajansa /
AHAJIHTHYECKHI NACTIOPT CEPHH

«CAHOTH BMHTPOID HHAYCTPHA»
AmMBapac-I-Jlarpan

1 pio ne na Bbepx

KAPBOH-BRAH, 33565 CEDEX, <$paunuus
Ten.: 0557303000 daxc: 0557303600

188194

BALDU
12-05K-2018 . 3 MOTeUSHNA CROKE ToanaoTi: HOEE 2021 .
AENAKMHE XPOHO, 50¢ MT', 30 TABIETOK HNPONOHTHMPCOBAHHOI'O BHCBOBOXIEHMSE
MPCESHECDD BRICBOOORIRHMA, ROKDHE crcl o ofeuy STOROH
MH-00005 sap. 2.0
2
HCIIBITAHUA CIEHUOUKAIINHN PE3YJBLTATbHI
- 3TAall L2:
Kaxpoe 3HausHue 9-33 % HE [NPOBOOMNOCE
Cpennee (L1 + L2) 10-30 % HE [OPOBOHMIIOCH
- 3TAN L3:
Kaxpce 3HadgHue 22 TAE. : 9-33 % HE HPOBORUALCE
24 TAB., : 8-36 %
Cpexnee {L1+L2+L3) 10-30 % HE IPOBOLUNOCH

* [POUERT MOHA BANLIPOATA, PACTBOPEHHOIO YEPE3 3 YACA:

- JTAIl Ll:

Jamra 1 30-50 % 42 %

Yamka 2 30-50 % 4z %

Yamka 3 30-50 % 42 %

Hawka 4 30-50 % 42 %

Hauxa 5 30~50 % 42 %

Yamxa 6 30~50 % 42 %
«~ ITAI L2:
Kaxloe 3HageHnue 27-55 % HE [IPOBOOMIACCH
Cpephee (L1 + L2) 30-50 % HE [POBOIMIOCH
- 3TAI L3:
Kaknoe sHaueHue 22 TAB. : 27-55 % HE DPCBOIMNCCH

24 TAB. : 24~60 %

Cpendee (L1+L2+L3) 30-50 % HE HIPOBCOMIOCH

rap_coa_resultats vs CrpaHuila 2 us 4



CePpIMPMRal adaJinmsa /
AHAJIMTHYECKMH NACHOPT CepPHH

«CAHOOK BHHTPON HHEYCTPHA»
AmBapac-3-Jlarpas

1l pio ge na Beepx

KAPBOH-EBAAH, 33565 CEDEX, odpaHums
Ten.: 0557303000 $arc: (4557303600

188184

12-3EK-2018 r. £
HENAKMH XPOHO, 500 M, 30 TABJETOK OPOJOHIMPOBAHHOT'O BHICBOBOXHEHMA

Homep cepuy

SOTOWEHNR

8A10U
HOAE 2821 .

TaGnersi soneduim noEpETEIe CRCROUKOR, O CTeny OTORCH
RAKOH B 3:5pr{:H:~1y}& DaEHERyY
MH-Q0005 sep. 2.0
2
HCINIBITAHHUSA CIIEIINOUKAILINNA PE3YJbLTATHBI
s fIPOHEHT HMOHA BANBIIPOATA, PACTBOPEHHOFb HEPES 6 QACOB: )
- BTAII Ll:
Yamka 1 50-70 % 61 %
Hamra 2 50-70 % 60 %
Hamka 3 50-70 % 61 %
Yanka 4 50-70 % 61 %
Hamka 5 50-70 % 61l %
Yamka 6 50~70 % 61 %
- BTAl L2
Kaxpce aHadelue 4577 % HE MPOBOOMIICOCH
Cpenuee {L1 + L2) 50-70 % HE NPOBOAMIICCE
- 3TAN L3:
Kaxpoe 3Hauenune 22 TAB. 45-77 % HE NPOBOOMIICCH
24 TAB. 40-84 %
Cpeguee (L1+L2+L3} 50-70 % HE [HPOBOIMIIOCE
KOJMYECTBEHHOE ONPEAEJEHUE
WOH BAABIIPOATA (B BMIOE HATPHMA 475,0 525,0 MI'/TRAB 493,2 MT'/TAB
VOHA BANBNPOATA (Hmuxn. MK-cnerTp/XX)
COLNEPKAHME B [POUEHTAX 85,0 105,90 % 98,6 %

HacToaumM # NOZTBEPXAAK0, UYTO BHUEYKABAHHAA HMHGOPMALUA ABRAETCA BepPHOW u TouHoll. HaHHas cepud openapaTa Bmna

M3TCTORNICHA, BKIICHAHA 3Tallel ynaxosm{/uap:mposkw M KOHTPOJsX KAYEeCTRa, HA BHEEYIOMAHYIHX HDPOMIBOANCTBeHHHX LJICHAIKaX B

OCAHOM COOTRETCTRUM ¢ TpefobBanuArst GMP
MECTHHX BAKOHOZATENLHHY OPI'aHOB BNACTH,

a TAKKEe CO CheluduraliAMi B PerncTpauMOHHOM YIOOCTOBEREHUM CTDAHH-MMICDTERA.
o pesyibraraM (POBEPXKM 3ANMCH O NPCHM3BOACTEE, YNAKOBKE M AaHANM3IEe CepuM COOTRETCTBORBANM TpeboBanmAm GMP.

rap coa_resultats v5
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CEPINYnnal anaJansa/
AHaINTHYECKNH MACIOPT CEpHH

«CAHO®M BUHTPON MHIVCTPUS»
AmbBapac-3-Jlarpas

1l po pne na Boepx

KAPBOH-BJAH, 33565 CEDEX, ¢paHums
Ten.: 05573030006 ¢axc: 0557303600

188194
12-FZEK-2018 7. Hara no

TatasTrl MO CTO BREICBO LEeHUR, DOKpETHEE o0

MH-QG0G05 mep. 2.0

TEYSKHA OROKEE oI

HEMAKMH XPOHC, 500 MP, 30 TARRETOK BPOAOHTUMPOBAHHOTO BRICBOBORIEHWMS

T OQHMOROE ¢ ofeld OTSpOoH

2
Paemwenyua OnobpeHo
Hara: 08-5HB-2019 09:34:54.00
YIORHOMOYSHHOE IMUC UNM NPEeACTABUTEN: : Wzadenna IEJANSA (DELASA Isabelle)

CepTM@MK&Tﬁ aMaiisa aasepenHu SHEKTPOHHOQ jatelifstliied N s]

rap_coa_resultats vs

Crpamua 4 13 4




Certiricate ot analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI

'

Code GMID: 188194 Lot number 82100
Manufacturing Date: 12-DEC-2018 Expiry Date: NOV-2021
Description: DEPAKINE C500 SEC NF 30CP RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: NA
Référence dossier: MH~00005 v. 2.0
Ré&f. CoA version: 2
L.
{ CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLOKG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
. MASS :
AVERAGE MASS 722 - 798 MG 764 MG
UOMIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
DISSOLUTION:
VALPROATE IOW (EXPRESSED AS SODIUM VALPROATE) (LC)}
* PERCENTAGE OF VALPROATE ICH DISSOLVED AFTER 1 HOUR :
- STAGE L1:
Bowl 1 16 -~ 30 P.CENT 21 P.CENT
Bowl 2 10 - 30 P.CENT 21 P.CENT
Bowl 3 16 - 30 P.CENT 23 P.CENT
Bowl 4 10 - 30 P.CENT 21 P.CENT
Bowl 5 10 - 30 P.CENT 21 P.CENT
Bowl & 10 - 30 P.CENT 231 P.CENT

rap coa_resultats v5
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Certificate ot analysis /

Batch certificate S A N O F E

SANOFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

-

Code GMID: 188194 Lot number 8A100
Manufacturing Date: 12-DEC-2018 Expiry Date: Nov-2021
Description: DEPAKINE €500 SEC NF 30CP RU

Type: Modified release sceored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MHE~-00005 w. 2.0

Réf. CoA version: 2

{ CONTROLES SPECIFICATIONS RESULTS
- STAGE L2: )
Each value 9 « 33 P.CENT NOT APPLIED
Average (L1+1L2) 10 - 30 P.CENT NOT APPLIED
- STAGE L3
Each value 22 TAB : 9 - 33 P.CENT NOT APPLIED

24 TAB ; 8 ~ 36 P.CENT
Average (L1+L2+L3} 10 - 30 P.CENT NOT APPLIED

* PRRCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

- STARGE L1:
Bowl 1 30 - 50 P.CENT 42 P.CENT
Bowl 2 30 - 50 P.CENT 42 P.CENT
Bowl 3 30 - 50 P.CENT 42 P.CENT
Bowl 4 30 - 50 P.CENT 42 P.CENT
Bowl & 30 - 50 P.CENT 42 P.CEKRT
Bowl 6 30 - 5C P.CENT 42 P.CENT

- STAGE L2:

Each value 27 - 55 P.CENT NOT APPLIED

Average (L1+L2} 30 ~ 50 P.CENT NOT APPLIED

- STAGE L3

Each value 22 TAB : 27 - 55 P.CENT HOT APPLIED

24 TAB : 24 - 60 P.CENT
Average (LI1+L2+L3} 30 - 50 P.CENT NOT APPLIED

rap coa_resuliats v5 Page 2/ 4



Certilicate ot analysis /

Batch certificate S A N O F l

SANOFI WINTHROP INDUSTRIE
Amparés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 8A10U

Manufacturing Date: 1Z2-DEC-2018 Explry Date: NOV-2021

Description: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: NA

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 2

CONTROLES SPECIFICATIONS RESULTS }

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOQURS

- STAGE Li:
Bowl 1 50 - 70 P.CENT 61 P.CENT
Bowl 2 50 - 70 P.CENT &0 P,CENT
Bowl 3 50 - 70 B.CERT 6l P.CENT
Bowl 4 50 - 70 P,CENT 61 P.CENT
Bowl 5 50 - 70 P.CENT 61 P.CENT
Bowl 6 50 - 70 P.CENT 61 P.CENT

- STAGE L2

Each value 45 - 77 P.CENT NOT APPLIED

average (LI1+L2) 50 - 70 P.CENT NGT APPLIED

- STAGE L3

Each value 22 TAB : 45 - 77 P.CENT NOT APPLIED

24 TAB : 40 - 84 P.CENT

Average {L1+L2+L3) 50 - 70 P.CENT NOT APPLIED

ASSAY

VALPROATE IOH (EXPRESSED AS SODIUM 475,90 525.0 MG/TAB 493.2 MG/CP

VALPROATE} {NIR/CL}

CONTENT in PERCENTAGE $5.0 105.0 P.CENT 98.6 P.CENT

b,

’
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 Authorisaticn of the
importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with GMP

rap_coa_resultats vS Page 3 / 4



Certificate of analysis /

Batch certificate S A N O F !

SANQFI WINTHROP TNDUSTRIE
Ambarés et Lagrave

I rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303800 Fax.0557303600

Code GMID: 188194 Lot number 8ALO0U
Manufacturing Date: 12-DEC-2018 Expiry Date: NOV-2021
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored coated tablet

Presentation: Box with 1 fube of 30 tablets

Market Name: Russia

Additlionnal inf: NA

Référence dossier: MH-0Q005 v. 2.0

Réf. Col version: 2

Decision Accepted

Date: 8-JAN-2019 09:34:56.00
Qualified person or Delegate: DELASA Isabelle

W,

Certificate of analyses electronically approved
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