CepTuduxkar anaausa /

AHAIMTHYECKHH NACIIOPT CEPHH S A N O F | Y |

«CAHO®M BHHTPON HHIOYCTPHA»
AMmBapac-3-Jlarpas

1 po ge na Beepx

KAPBOH-BAAH, 33565 CEDEX, ¢panuusa
Ten.: 0557303000 ®axc: 0557303600

Kon p Oaze paHHux GMID: 188194 HoMep cepun 9A04U
HaTa npovaeoncTeBa: 30-0KT-2019 JlaTa WCTEUYEHWA CpoKa CEHT-2022
IrOOHOCTH !
Qmscawsia: IOENAKME XPOHO 500 MI', 30 TABNETOK NPOJNOHI'MPOBAHEOIC BHEICBOEOKOEHWMA
{POCCHT)
Tun: TadneTeu MOAMPUUKPOEBAHHOIG BHCBODOKAEHMA, MOXPHTHE OOONOYKON, ¢ PHCKOA
$OopMa BRINYCKAE: Mo 30 Tatnerok BO dnakoi. OOMH $NAKOH B KAPTOHHYID NauURy.
CTpaxHa nponast Paccusa
IononHuTensHaa HHpopmauua: Homep PY: O NO13004/01
Cceinka Ha O0Cbe: MH=00005 epep. 2.0

Ccrmnka Ha BepCHX ceprTHdKKaTa aHanusa: 3

HUCITBITAHUSA CIHIEHH®HKAIINH PE3YJIbTATbBI
XAPAKTEPUCTHKHU
. OTMCAHME NPOJONIOBATAS NENMMAA TAEJNETKA, COOTBETCTBYET

HOKPHTAA [NEHOYHON OBOJIQUKON
. UBET OPAKTHYECKKM BENHNR COOTBETCTBYET

NOONMUMHHEOCTB

MOH BAJIBIIPOATA (XX} COOTBETCTBYET COCTBETCTBYET
WCOHTAHNKA

MACCA:
CPEJHAA MACCA 722 798 Mr 759 MIr
OAQHOPOOHOCTE AO3HMPOUBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
+ WCIOHTAHWME AEJUMHX TABJETCOK HA PA3JOM COOTBETCTBYET COOTBETCTBYET
. FACTBQPEHME

HOH BANBIOPOATA (B BMHE HATPHA BAJIBNPOATA]  {XX)
* [APOUEHT MOHA BAMLIPOATA, PACTBOPEHHOID YEPE3 1 YAC:

- 3TAH L1:
« Yamka 1 10-30 % 22 %
Yawka 2 10-30 % 22 %
. Yauwrka 3 10-30 % 21 &
Hawka 4 10-30 % 22 %
. Hamka 5 10-30 % 22 %
Yamka 6 10-30 % 22 %
~ 3TAN L2:
Kaxnoe sHaueHHe Q=33 B%
CpenHee (L1 + L2} 10-30 %
- 3TAN L3:
Kaxfnoe sHaueHHe 22 TAB.; i 9=33 %
24 TAB. : 8-36 & i
Cpennee (L1+L2+L3) 10-30 %
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Ceprudukar ananuza /

AHAJIMTHYECKHH NACIOPT CEPHHU S A N O F | Y

«CAHOO®M BHHTPOIN MHOYCTPHA»
AMGapzc-3-Jlarpas

1 po me na Bbepx

KAPBQOH-BAIAH, 33565 CEDEX, ¢paHuMs
Ten.: 0557303000 daxc: 0557303600

Koa 3 Case maHsHex GMID: 188194 Homep cepun 9A04U
Hara npou3dBoOcTEA 30-0KT-2019 Hara vMCcTeueHus CpOoKa CEHT-2022
POOHOCTH !
Omucama: IOEOAKMH XPOHO SO0 MI', 30 TABAETOK NPONOHIMPOBAHHOIQO BHCBOBOXIEHMA
{POCCHA)
Tumn: TatneTri MCAWPUUMPOBAHHOTO BLICBOOCKOSHWA, MOKPHTHE OOCROMKON, C PHCKGH
DOpMa BHNYCKA: fllo 30 Tatnetox BO GAAKOH. OOWMH QIAKOH B KaADTOHHYKO Ma4Ky.
CrpaHa npodaxM: Poccua
HononsnTensHaa MHbopMaLma: Homep P¥: 11 NO13004/01
CORLIKA Ha OOChE: MH-00005 Bep. 2.0

Cchilka Ha BepCHMK cepTuduicarta awanmsa: 3

HCIIBITAHUA CIIEIITM®UKALINHN PE3YJIbLTATBI
* MPOUEHT MOHA BAMBMIPOATA, PACTBOPEHHOI'O UEPE3 3 YACA:
- 3TAlNl Ll:

HYamxa 1 30-50 % 43 %

Yamka 2 30-50 % 43 %
. Yawxa 3 30-50 % 43 &

Yawka 4 30-50 % 43 %

Yawka 5 30-50 % 43 %

Hawka & 30-50 % 43 %
- 3TAN L2:
Kaxaooe sHaueHUe 27-55 % HE TPMMEHMMO
CpegHee (L1 + L2) 30-50 % HE TPUMEHWMO
- 3TAN L3:
Kaxnoe 3HaveHue 22 TABE. ! 27-55 % HE MPUMEHMMO

24 TABE., : 24-60 &%

CpenHee (L1+L2+L3) 30-50 % HE [TPHMEHHMO
* NMPOUEHT MOHA BAJNIBLIIPOATA, PACTBOPEHHOI'O UYEPES 6 YACOR:
- 3TAM Ll:

Yawka 1 50-70 % 62 %

Yamwka 2 50-70 % 62 %

Yamra 3 50-70 % 62 %

Yamxa 4 50-70 % 62 %
. Yamka 5 50-70 % 62 %

Yamxa 6 50-70 % 62 %
- BTAN L2:
Kaxpoe sHaueHHe 45-77 & HE i
Cpennee {L1 + L2) 50-70 % HE “:;_. st
- 3TAN L3: A A
Kaxgoe suaveHne 22 TAB. : 45-77 % ,ﬂfﬁMPH

24 TAB. : 40-84 % IEI"“C’a o
aﬂ

Cpennee (L1+L2+L3) 50-70 % :-is*;}%_
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AHAJIHMTHYECKHH NACHOPT CepHUH S A N O F |

«CAHCOM BHMHTPOII UHIOYCTPHA»
AuBapac-3-Jlarpas

1 po ne na Beepx
KAPEOH-BNIAH, 33565 CEDEX,
Ten.: 0557303000 dakc:

dpaHLMA
0557303600

Cepruduxar ananusza / -

g

Kon B ¢asze nalHHWx GMID: 188194 Homep cepuu 9A04U
JllaTa npoM3aBOOCTBA: 30-0KT-2019 JaTa UCTeueHUA CpuKa CEHT-2022
TOOHTCTU
Omicanma ! JETAKMH XPOHC 500 MI', 30 TABAETOK OPONOHTMPOBAHHOIO BHCBOBOXIEHMA
(POCCHA)
Tun: TadneTxy MOIMGHLWMPOBAHHODO BLICBOOOXAEHMA, [IOKPHTHE OGOAOYMKON, © DHOKCH
dopMa BHNYCKA: o 30 Tadnerok Bo $NAKOH. OOMH NAaKOH B KapTOHHYI Mauky.
CTpaHa npoaaxm: Poccua
HonoaHrTensHaa uHdopMaumra: Homep PY: 1 NO13004/01
Ccmnka Ha nocee! MH-00005 mBep. 2.0
Ccunka Ha eepcuw ceprubpurara axanuza: 3
HCIIBITAHUA CINEQUO®HKALIUA PE3YJILTATBI

KOMMUECTBEHHOE ONPEOENEHHE

MOH BANBENPOATA (B BHMIE HATPMA
BAJIBIIPOATA! {BHUK/¥X)

CONEPXAHME B TNPOUEHTAX

475,0 - 525,0 MU/TAB 502.8 MI'/TAB

95,0 105,0 % 100.6 %

Ina poccuickOrse peHKa, NPoMB3BOIMTENb ODECNeuUMBAET KAYECTBO [OKA3ATENA «MUEPODUOTOrMUYECKAA YMCTOTA» B COOTBETCTBMM
c TpeboBaHMeM HopumaTuBHON NOKYMeHTALMMN

HacToAamiM A NONTBEpRIAKN, YTC BHWeYKA3aHHAA WHOOPMALMA ABNAETCA BEepHOM M TouHoM. Mauuas cepua npenaparta Owua
V3ITOTOBJIeHA, BKIKYAR 3TANH YNAKOBKM/MADKMPOBKM M KOHTPOJIA KAYECTBA, HA BHWEYNOMAHYTHX NPOMIBOAOCTBEHHEY N[JOWAOKAaX B
NefloM COOTBETCTBHH C TpefoBaHuaMmu GMP

MECTHHX PeryJATOPHHX OPT'AHOB BAACTH, a Takxe CO CneuMduiankaMy B PerMcTPAUMOHHOM YOOCTOBEPEHMM CTDAHH-MMNOpTepa.
Mo peszyncTaraM NpoBepkM ZamMCKH O NPOUMSBOACTEE, YNAKOBKE M aHamgMse Cepun CCOTBETCTBOEANH TpeboBaumMam GMP.

Pemenme

OaTa:

YTIONHOMOYGRHNOE JIEIO MIM npancTabpMTeONs

OnofpeHo
20-HOA-2019 21:54:25.00
BEMJIT Mupmam

CepTudMKATH aHaNM3a SABEPeHH BDJIeKTPOHHOH NOONMCHIO
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Certificate of analysis /

Batch certificate

SANOEI WINTHRCP INDUSTRIE

mmbarés et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI «p

e =

Code GMID: 188194 Lot number 9a040
Manufacturing Date: 30-0CT-2019 Expiry Date: SEP-2022
Description: DEPAKINE C500 SEC NF 30CP RU

Type: Mocdified release scored coated tablet

Presentation: Box with 1 tube of 30 tablets

Market Name: Russia

Additionnal inf: MA number : P N0O13004/01

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3

CONTROLES SPECIFICATIONS RESULTS
CHARACTERS

. ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
. COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION

+ VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS

. MASSE :

AVERAGE MASS 722 - 798 MG 759 MG
UNIFORMITY OF MASS COCMPLIES COMPLIES
. SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
. DISSOLUTION:

VALPROATE ION (EXPRESSED AS SODIUM VALPROATE} {(LC)

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 1 HOUR :

- STAGE Ll:

. Bowl 1 10 - 30 P.CENT 22 P.CENT
. Bowl 2 10 - 30 P.CENT 22 P.CENT
. Bowl 3 10 - 30 P.CENT 21 P.CENT
. Bowl 4 10 - 30 P.CENT 22 P.CENT
. Bowl 5 10 - 30 P.CENT 22 P.CENT
. Bowl 6 10 - 30 P.CENT 22 P.CENT
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Certificate of analysis /

Batch certificate SANOFI J

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A04U
Manufacturing Date: 30-0CT-2019 Expiry Date: SEP-2022
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: MA number : P N0O13004/01

Reéférence dossier: MH-00005 v. 2.0

Réf. CoA version: 3
- = — = v

CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

Each value 9 - 33 P.CENT NOT APPLIED
Average (Li+L2) 10 - 30 P.CENT NOT APPLIED
- STAGE L3 :

Each value 22 TAB 3 9 - 33 P.CENT NOT APPLIED

24 TAB : B - 36 P.CENT
Average [(L1+L2+L3) 10 - 30 P.CENT NOT APPLIED

* PERCENTAGE OF VALPROATE ION DISSCLVED AFTER 3 HOURS :

- STAGE Ll:
. Bowl 1 30 - 50 P.CENT 43 P.CENT
. Bowl 2 30 - 50 P.CENT 43 P.CENT
. Bowl 3 30 - 50 P.CENT 43 P.CENT
. Bowl 4 30 - 50 P.CENT 43 P,CENT
. Bowl 5 30 - 50 P.CENT 43 P.CENT
. Bowl 6 30 - 50 P.CENT 43 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 NOT APPLIED
24 TAB : 24 - 60 P,.CENT
Average (L1+L2+L3} 30 - 50 P.CENT NOT APPLIED
AR
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Certificate of analysis /

Batch certificate SANOFI O

SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 188194 Lot number 9A040
Manufacturing Date: 30-QCT-2019 Expiry Date: SEP-2022
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: MA number : P N013004/01

Référence dossier: MH-00005 v. 2.0

Réf. CoA version: 3
s _mel e e e e _:
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS

- STAGE Ll:

. Bowl 1 50 - 70 P.CENT 62 P.CENT

. Bowl 2 50 - 70 P.CENT 62 P.CENT

. Bowl 3 50 - 70 P.CENT 62 P_CENT

. Bowl 4 50 - 70 P.CENT 62 P_CENT

. Bowl 5 50 - 70 P.CENT 62 P_CENT

. Bowl 6 50 - 70 P.CENT 62 P.CENT

- STAGE L2 :

Each value 45 - 77 P.CENT NOT APPLIED
Average (L1+L2) 50 - 70 P.CENT NOT APPLIED

STAGE L3 3
Each value 22 TAB : 45 - 77 P.CENT NOT APPLIED
24 TAB : 40 - B4 P.CENT

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

VALPROATE ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 502.8 MG/CP
VALPROATE) (NIR/CL}

CONTEMT in PERCENTAGE 95,0 10%.0 P.CENT 100.6 P.CENT

For Russian market, manufacturer assures Quality of Micrebiology purity to Normatives Documents request

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

i f «Canodu Poccnn-w;_"
Sanofi Russia AO || f]
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Certificate of analysis /

Batch certificate SA N O F I \)

SANOFI WINTHROP INDUSTRIE
hmbaréds et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax,0557303600

Code GMID: 188194 Lot number 9A04U0
Manufacturing Date: 30-0CT-2019 Expiry Date: SEP-2022
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: MA number : P N013004/01

Référence dossier: MH-00005 v, 2.0

Réf. CoA version: 3

Dacision Accepted

Date: 20-NOV=-2019 21:54:25.00
Qualified perscn or Delegate: WEILL Myriam

Certificate of analyses electronically approved
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