| JEKJIAPAIIASI O COOTBETCTBUH

JAEKJAPAHT, MPHHAMAJIOINIHI JEKJIAPAIIAIO O COOTBETCTBHH

AO “Canogpu Poccusn”

Caedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepansroii Hanozoeol cayxchot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucecenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepcxan, 0. 22. Teneghon/thaxc: 8 (495) 721-14-00/ 721-14-11

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

Hosepennoe nuyo: Cmenarnos C.C., dogeperrocms 6/1 om 01.12.2017

3AABJSET, UTO

Rexapcmeennoe cpedemeo: Jenaxun xporo, mabnemxu NPOROHZUPOSANHO20 Oeticmaus noKpuimuie 060A0YKO1
500 m2z 30 wm., @aaxonw: (1), nauxu xapmonnvie, PY Ne IT N013004/01 om 29.03.2012 , cepun 94101, napmuz
24160 ynaxosox, 200er 0o 31.01.2022, npouseodcmea Canoghu Bunmpon Hudycmpun, Ppanyus, 1 pio Oe aa
Buvepoe, Ambapec-3-Jlazpas, 33565, Kapbon-bnan Cedexc, xod OKIIJ2 21.20,10.233, koo TH B3

| 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085329447 om 05.04.2019

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

JAEKJIAPAITASA MIPHHATA HA OCHOBAHHH
npomoxon ucnutmaruti Ne 10810 om 15.04.2019 H/T OO0 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21PJI40, Cepmuguxam POCC FR. ®M08.C38264 om 15.04,.2019

JATA WMH JEKJIAPAITAH 15.04.2019
AIIHH HMCTBHTEJILHA IO 31.0420
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e
OPTAH IT0 CEPTA®HAKAIIAHA, 3APETHCTPHPOBABIIHIA JEKJIAPAITHIO
RA.RU.11®M08 OPIAH 11O CEPTHO®HKAIIHH ITPONYKIIHH OBLU[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH I[EHTP KOHTPOJIT KAYECTBA",
adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepwoea, 9. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockaa, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim. oyxx.pg.
JJ.EKJ[APAI[PIH O COOTBETCTBHAN 3APETHCTPHPOBAHA X POCC RU JJ-FR.PM08.4.21525/19

, CTPAI.IHH 15.04.2019

y TNGR

df «o MO{Z |

3 p;rmnpon? 1= J _ '%E‘ Hunenxo U.B.
K KavE OpPaN Has Anvck Pyxosopurens OC

pmu@ dipiru

Lo

A%

i w‘? S mm‘“/h‘-
"4-\(»« t![)(_ VB'




CEpPTHPHKAT aHAIH3A /

AHAIMTHYECKHHA NACNIOPT CEPHH SAN O F | Y 4

«CAHO®M BWMHTPCH MHOYCTPHA»
AMmbapac-3-Jlarpas

1 po Oe na Buepx

KAPEOH-BAAH, 33565 CEDEX, ®panuua
Ten,: 0557303000 daxc: (557303600

Koo B Oa3ae pannux GMID: 188194 Homep cepuu 9A101
llara NpoMaRencTEA: 25-¢EB-2019 HaTa ucTedenMA cpoka roAHooTH:  AHB-2022
Ormcanma : OETAKMH XPOHO, 500 MI', 30 TABJNETOK MPONOHTI'MPOBAHHOTO BRICBOEOXIEHWA

Tun: TagneTky MODWQHUUMPOEAHHOPO BHCBOOOXHUEHWA, MOKPHTHE OOONOGYKOW, & PUTKOH © GOSUX CTOPOH
dopMa BHNYCKa: o 30 radnerok Bo QnakoH. OOMH QNaKkOH B KAPTOHHYW MAUKY

Crpanra NpoOaxu: Poccua

JononHuTentHaad MHOOPMALMA : H/N

CCHUIKA Ha mockbe: MH-00005 Bep. 2.0

CopKa Ha DERCHK CEepPTHEUKaTa aHanu3a: 2

HCIIBITAHHUA CIIEIIM®HUKAIINH PE3YJIBTATDI
XAPAKTEPHCTHUKH
I. OMHUCAHHUE MPOOONT'CBATHE TABNETKM C PHCKOH, COOTBETCTBYET

NMOKPHTHE MAEHOYHOM OBCJOYKON

HBET MPAKTUYECKM BEAHMN COOTBETCTBYET

NOAMMHHOCTD

MOH BAJILIIPOATA (GmokH. HMK-cmexTp/i) COOTBETCTBYET COOTBETCTBYET
UCTIHTAHUA
. MACCA:
CPEOHAA MACCA 722-798 MI 754 MU
COHOPOOHOCTE AO3MPOBAHMA (MO MACCE) COOTBETCTBYET COOTBETCTBYET
MCIIHTAHKE OENWMMHX TAENETOK HA PA3JIOM COOTRBETCTBYET COQOTBETCTBYET
PACTBOPEHHME :

MOH BANBNPOATA (B BMOE HATPHUA BANBIPOATA) (%CL)

* [IPOLUEHT WMOHA BANBNPOATA, PACTBOPEHHOI'O YEPE3S 1 4YAC:

- 3TAN L1:
Yamwxa 1 10-30 % 21 %
Yaurka 2 10-30 % 21 %
Yawka 3 10-30 % 21 %
Yawka 4 10-30 % 20 %
Yauwka & 10-30 % 21 %
Yauwrka 6 10-30 % 21 %
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UEePTHPHUKAT AHAJIN3A /

AHa/IMTHYeCKHH macHopT cepun SANOFI » f

«CAHOOHM BHHTEON MHOYCTPUA»
AubSapsc-3-Jlarpae

1l pw One Ja Beepx

KAPBCH-BJIAH, 33565 CEDEX, ®paHuUMA
Ten,: 0557303000 daxc: 0557303600

Kon B ©ase naHHux GMID: 188194 HoMmep cepuu Sh101
JaTa npeM3BOOCTEA: 25-0EB-2019 JlaTa MCTe4YeHMA Cpoka popHOoTH: AHB-2022
Omicanme : AOENAKME XPOHO, S00 M, 30 TABAETOK NEOJOHIMPOBAHHOI' BHCBOEBOXINEHMA

Ture: Tagnerkn MOMPHUMPOBAHHOTC BHCBOOOXOSHMA, NOKPHITHE OOONOUMKCH, C PHUCKGH C O0eMXM CTOPOH
dopMa BHNYCKA: flo 30 radaerok BO dnaxon. OnvH $NaxKoH B KAPTOHHY® MNavKy

CTpaHa nponaxu: Focecua

fononHuTensHaa wHpopMalUMA: HSH

Couiika Ha noche: MH-00005 pep. 2.0

CChiKa HA BEPCHKY CepTHpMKaTa aHanM2a: 2

HCIIBITAHUA CIIEHN®HUKAILIUH PE3YJIBTATHI

- 3TAINl L2:

Kaxfaoe BHadeHMe 9-33 % HE NMPOBOOMNOCE
| CpenHee (L1 + L2} 10-30 % HE NOPOBOOWUACCH

- DTAIl L3:

Kamxpoe 3HadeHue 22 TAB. : 9-33 % HE MNPOBOOMACCH

24 TAB. : 8-36 %

CpenHee (L1+L2+L3) 10-30 % HE NMPOBOOMAOCEH

* TNPOLEHT MOHA BAJNGLIPOATA, PACTBOPEHHOID YEPE3 3 YACAH:

- 3TAI L1:
. Hawxa 1 30-50 % 41 %
Yawxa 2 30-50 % 41 %
Yawka 3 30-50 % 42 %
Yawka 4 30-50 % 41 %
Yawka 5 30-50 % 42 %
Yawka 6 30-50 % 41 %
- BTANl L2:
Kaxgoe aHaveHue 2= SERY HE MPOBOOMNOCE
CpenHee (L1 + L2} 30-50 % HE MPOBOAMNOCH
- 3TAN L3:
Kaxaoe aHadoHUE 22 TAE. : 27-55 % HE NPOBOOWUIIOCH
24 TAB. : 24-60 %
Cpeadee (L1+L2+L3) 30-50 % HE [POBOOMNOCH
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AHATMTHYECKHH MACIOPT CEPHH

«CAHOOHM BHHTPOIl MHAYCTPUI»
AmbapaCc-3-Jlarpas

1 po Oe na Beepx

KAPEOH-BAAH, 33565 CEDEX, <dpaHuma
Tem.: 0557303000 daxc: 0557303600

CepTHQPHKAT aHAIH3A /

SANOFI g

Koo B 0@3e OaHHeX GMID:

| llaTra nponsBonCTEA:
IOnucanue:

| Tun:

PopMa BRYCHKS;

CrpaHa npomaxs:
JonanHNTENLHAA MHDOPMAUMA

Cceelnka Ha Oochbe:
Cecbinka Ha Bepcho CeprudrKATa AHANNZE:

188194
25-0EB-2019 HNara ucTeuenMA Cpoka POOHOCTM:
INEMNAKMH XPOHO, S00 MI', 30 TABINETOK NPONOHI'MPOBAHHOIC BHCBOBOXIEHMS

TatneTkH MOAMPUUMPOBAHHOIG BHICEOOOKASHMA, MOKPHTHE OOCONOYKOM, C DUCKON C COEMM CTOPOH

9A101
AHB-2022

Homep cepum

flo 30 Tabneroxk BO ¢nakoH. OAMH ¢AAKOH B KAPTOHHYID NMAadky
Foccun

H/M

MH-00005 Bep. 2.0
2

' MCIIBITAHHS

CIIEIIM®UKALTIUH PE3YJIbTATHI

* JIPOUEHT HMOHA BANBLIIPOATA, PACTBOPEHHOT'O YEPE3 6 YACOB:
- 3TANl L1:
. Yamka 1 50-70 % 60 %

HYamra 2 50-70 % 59 %

Yamka 3 50-70 % 60 %

Yamxa 4 50-70 % 61 %

Yamka 5 50-70 % 60 %

HYawka 6 50=70 % 59 %
- JTAN L2
Kaxpnoe 3HadeHue 45-77 % HE MPOBOOWIOCH
Cpengnee (L1 + L2) 50-70 % HE NOPOBOOMNIOCE
- 3TAIl L3:
Kaxgoe 3HadeHue 22 TAB. 45-77 % HE MNPOBOOAMMNOCE

24 TAB. 40-84 %

CpenHee {(L1+L2+L3} 50-70 % HE NPOBQOMNCCE
KOJMMYECTBEHHOE ONPEJENEHME
VOH BANLNIPOATA (B BMAE HATPHMA 475,0 525,0 MI/TAB 493,8 MI'/TAB
VOHA BANLNPOATA (OnuxH. HK-cnexkrp/XX)
COOEPXAHUE B NPBOUEHTAX 95,0 105,0 % 98,8 %

HacToAumMM s NOOTBEPXOAK, UTO BHWEYKASaHHAA WMHPOPMAUMA ABJASTCA BEpPHOW M TOYHOM. JaHHad cepus npenapara OHIa
M3TOTOBJIEHA, BRMANYAA DTank YNAKOBKM/MAPKMPOBKM M KOHTDONA KAYUECTBA, HA BHWEYNOMAHYTHX NPOMEBONCTEEHHHX NNCWAAKAX B
NOJIHOM CCOTBETCTBMU C TpeSoBaHWMAMU GMP

MECTHHIX BAKOHONATENLHHX OPTaHOB BJACTHM, a TAaKke CO CHeUMPMKALMAMM B PerMCTPALMOHHOM YOOCTOBEPEHMM CTPAaHH-MMNOpPTEepa.
No pe3ynbTaTaM NPOBEPKM 3anNMCK O NMPOM3IBOOCTBE, YMNAaKOBKE M aHaNu3e CepuMH COQTBEeTCTBOBANM TpeGoBanusaM GMP,

Tap_coa_resultats vs
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CEPINYPHURKATL dHAJIHN3A /

AHAJIMTHYECKHH ACHIOPT cepHUu SANOFI . Y

«CAHO®M BMHTPOIN MHAYCTPHA»
AMGap2c-3-larpas

1l po Oe na Beepx

KAPBEOH-EJIAH, 33565 CEDEX, ¢paHuMa
Ten.: 0557303000 daxc: 0557303600

Kon B Gasie nawHwx GMID: 188194 HoMep cepuu SA101
[laTa nNpoM3IBOACTBA: 25-9EB-2019 [laTa MCTEUEHMA CPOKa ToOHoCTH: HAHB-2022
Omicanme: DEMNAXKMH XPOHO, 500 M, 30 TABJETOK NPOROHTHPOBAHHOTO BHCEOBOXIEHMA

Tun ; TabneTKH MOOWHPULMPOBAHHODO BLICBODOXKNSHUSA, MNOKPHTHE OBONOYMKON, C PUCKONH € OO0SMX CTOPOH
®opMa BHMYCKA : [lo 30 TadneTok Bo ¢nakoH. OOMH PNaKoH B KEPTOHHYD MAYKy

CTpana Nponaxm: PoccuA

HononuurenbHasa MHPOPMALMA : H/T

CcHIKa Hi# A0Cke: MH-00Q05 Bep. 2.0

Ccetnka HA Bepcy CepTHPUMKATA aHanMu3a: 2

| PemaHMe OnofpeHo

Bara: 25-MAP-2019 11:32:17.00

YnonHOMOUeHHOe MMUC MM NPeRCTABMTEND WEILL Myriam

CepTudmukaTH aHANMM3A BapepeHH DMEKTPOHHOHM MOANUCEI

rap_coa_resultats v5 CTpanuga 4 U3 4



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 «z

Code GMID: 188194 Lot number 943101
Manufacturing Date: 25-FEB-2019 Expiry Date: JAN-2022
Description: DEPAKINE C500 SEC NF 30CP RU
Type: Medified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Rdditionnal inf: NA
Référence dossier: MH-00005 v. 2.0
Réf. CoA version: 2
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
. COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPRCATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
HASS
RVERAGE MASS 722 - 798 MG 754 MG
UNIFORMITY OF MASS COMPLIES COMPLIES
. SUBDISVISION OF TABLETS-BREAKLINE TEST CCOMPLIES COMPLIES
. DISSOLUTION:
VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :
- STAGE L1:
Bowl 1 10 - 30 P.CENT 21 P.CENT
Bowl 2 10 - 30 P.CENT 21 P.CENT
Bowl 3 10 - 30 P.CENT 21 P.CENT
Bowl 4 10 - 30 P.CENT 20 P.CENT
« Bowl 5 10 - 30 P.CENT 21 P.CENT
Bowl © 10 - 30 P.CENT 21 P.CENT

Tap_coa_resultats v5 Fage 1 / 4



Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

bmbarés et Lagrave
1 rue de la vierge

33565 CARBON BLAMNC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI g

Code GMID: 188194 Lot number 9A101
Manufacturing Date: 25-FEB-2019 Expiry Date: JAN-2022
Dascription: DEPAKINE C500 SEC NF 30CP RU
Type: Modified release scored coated tablet
Presentaticn: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: NA
Référence dossier: MH-00005 v. 2.0
Réf. CcA version: 2
m St — —
CONTROLES SPECIFICATIONS RESULTS
~ STAGE L2:
Each value 9 =133 P.CENT NOT APPLIED
hverage {L1+L2} 10 - 30 P.CENT NOT APPLIED
- STAGE L3 :
Each value 22, TAB. 3 9 = 33 P.CENT NOT APPLIED
24 TAB i 8 - 36 P.CENT
Average (L1+L2+L3) 10 - 30 P.CENT NOT APPLIED
* PERCENTAGE OF VALPRCATE ION DISSOLVED AFTER 3 HQURS :
- STAGE Ll1:
. Bowl 1 30 - 50 P.CENT 41 P.CENT
. Bowl 2 30 - 50 P.CENT 41 P.CENT
. Bowl 3 30 - 50 P.CENT 42 P.CENT
. Bowl 4 30 - 50 P.CENT 41 P.CENT
. Bowl 5 30 - 50 P.CENT 42 P,CENT
. Bowl & 30 - 50 P.CENT 41 P.CENT
- STAGE L2:
Each value 27 - 55 P.CENT NOT APPLIED
hverage (LI+L2} 30 - 50 P.CENT NOT APPLIED
- STAGE L3 :
Each value 22 TAB : 27 - 55 P.CENT NOT APPLIED
24 TAB : 24 - 60 P.CENT
Average {(L1+L2+L3} 30 - 50 P.CENT NOT APPLIED
rap_cos_resultats v5 Page 2 / 4




Certificate of analysis /

Batch certificate SANOFI b)

SANOFI WINTHRCP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 33101

Manufacturing Date: 25-FEB-2019 Expiry Date: JBN-2022
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Mocdified release scored cocated tablet

Presentation: ax 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 L1:
Bowl 1 50 - 70 P.CENT 60 P.CENT
Bowl 2 50 - 70 P.CENT 59 P.CENT
Bowl 3 50 - 70 P.CENT 60 P.CENT
Bowl 4 50 - 70 P.CENT 61 P.CENT
Bowl 5 50 - 70 P.CENT 60 P.CENT
Bowl & 50 - 70 P.CENT $9 P_CENT
- STAGE L2
Each value 45 - 77 P.CENT NOT APPLIED
Average (L1+4L2} 50 - 70 P.CENT HOT APPLIED
- STAGE L3
Each wvalue 22 TAB : 45 - 77 P.CENT NOT APPLIED
24 TaAB : 40 - B4 P.CENT
Average (L1+L2+L3) 50 - 70 P.CENT NOT APPLIED
ASSAY
VALPROATE ION (EXPRESSED AS SQDIUM 475.0 525.0 MG/TAR 493.8 MG/CP
VALPROATE) (NIR/CL}
CONTENT in PERCENTAGE 95,0 105.0 P.CENT 98.8 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 menticned 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

rap_coa_resultats v5 Fage 3/ 4



Certificate of analysis /

Batch certificate SANOFI \j

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9a101
Manufacturing Date: 25-FEB-2019 Expiry Date: JAN=-2022
Dascription: DEPAKINE C500 SEC NF 30CP RU

Type: Modified release scored ccoated 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

Decision Accepted

Date: 25-MAR-2019 11:32:17.00
Qualified person or Dalegate: WEILL Myriam

Certificate of analyses electronically approved

rap_coa_resultats v5 Fage 4 f 4



