Cepruduxkar anaausa /

AHAJIMTHYECKMH NMACTIOPT CEPUHU SA N O FI Y 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tesr.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 188194 Homep cepuun AR654
IaTa NpPOM3BOICTBA: 05-M0H-2020 llaTa ucTeueHus cpoka romHocTm: MAN-2023
Onmncaumne : JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOI'O JIEﬁCTBMH (POCCHST)
Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, MOKPEITEIE OOOJIOUKOM, C PUCKOMU
dopMma BEHIIyCKa : Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW0 IadKy.
CTpaHa npoIaxmu: Poccusa
JloNnoJIHUTENbHas MHOOpMAaLMS : Homep PY: II N013004/01
Cceilka Ha Iochbe: MH-00005 Bep. 4.0
Cchlka Ha BepcHuio cepTudmkaTa aHalImsa: 4
XAPAKTEPUCTUKN
OIIMCAHUE IIPOOOJITOBATAA IEJIMMAA TABJIETKA, COOTBETCTBYET
MIOKPHTAS IIJIEHOUHOM OBOJIOUKON
IUBET MIPAKTUUECKV BEJIHN COOTBETCTBYET
NOIJIMHHOCTB
VIOH BAJIBIIPOATA (XX) COOTBETCTBYET COOTBETCTBYET
VICIIBITAHNA
MACCA:
CPEIHSASA MACCA 722 798 MI' 757 MI'
OIOHOPOIOHOCTE HO3MPOBAHMA (IIO MACCE) COOTBETCTBYET COOTBETCTBYET
VICTIHTAHVE [OEJIVMMHX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET

PACTBOPEHME
VIOH BAJIBIIPOATA (B BUIE HATPVA BAJIBIIPOATA) (KX)

* TIPOLUEHT MOHA BAIJIBIIPOATA, PACTBOPEHHOT'O YEPE3 1 UAC:

- OTAIl L1: 0 g
Yamka 1 10-30 % 21 Nge
Yamka 2 10-30 % 21
Yamka 3 10-30 % 22
Yamka 4 10-30 % 22
Yamka 5 10-30 % 21
Yamka 6 10-30 % 21 %

- 3TAIl L2:

Kaxnoe sHaueHme 9-33 % HE [PVMEHNMO

Cpennee (L1 + L2) 10-30 % HE [IPVMMEHMMO

- OTAIl L3:

Kaxnoe 3HaueHume 22 TAB. : 9-33 % HE IIPMMEHVMO

24 TAB. : 8-36 %
Cpennee (L1+L2+L3) 10-30 % HE TIPVMEHMMO

rap _coa resultats v5 Crpanmua 1 mn3 3



Cepruduxkar anaausa /

AHAJIMTHYECKMH NMACTIOPT CEPUHU SA N O FI Y 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tesr.: 0557303000 daxc: 0557303600

Konm B Basze mauHbeIX GMID:
IaTa NpoM3BOOCTBA:
Onmcanme :

Twr:

dopmMa BEIIYCKa:

CTpaHa NpPOIaxn:

JononHuTenbHas MHOOPMaLN :

Cceulka Ha IocChbe:

Ccrllka Ha BepCHio CepTM@MKaTa aHanmsa:

188194 Homep cepuun AR654
05-M0H-2020 llaTa ucTeueHus cpoka romHocTm: MAN-2023
JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOI'O HEﬁCTBMH (POCCHST)

TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, MOKPEITEIE OOOJIOUKOM, C PUCKOMU

Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW0 IadKy.

Poccua

Homep PY: IT N013004/01

MH-00005 Bep. 4.0
4

HNCIIBITAHUSA

CIIEIUOUKALIUN PE3YJIBTATHI

* TIPOLEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O UYEPE3 3 YACA:

- OTAIl Ll1:
Yamka 1
Yamka
Yamka
Yamka

Yamka

o s W N

Yamka
- 3TAIl L2:
Kaxmoe 3HaueHue
Cpennee (L1 + L2)
- OTAI L3:

Kaxnoe 3HaueHue

Cpennee (L1+L2+L3)

* TIPOLUEHT MOHA BAJIBIIPOATA, PACTBOPEHHOI'O YEPE3 6 YACOB:

- OTAIl Ll1:
Yamka 1
Yamka
Yamka
Yamka

Yamka

o s W N

Yamka
- 3TAIl L2:
Kaxmoe 3HaueHue
Cpennee (L1 + L2)
- OTAIl L3:

Kaxnoe 3HaueHue

Cpennee (L1+L2+L3)

30-50 % 42 %
30-50 % 42 %
30-50 % 42 %
30-50 % 42 %
30-50 % 42 %
30-50 % 41 %
27-55 % HE IIPVMEHMMO
30-50 % HE IIPVMMEHMO

22 TAB. : 27-55

o°

HE IPVMEHMMO
24 TAB. : 24-60 %

o

30-50

o°

HE IPVMEHMMO

50-70 %
50-70 %
50-70 %
50-70 % ‘
50-70 % A 704
50-70 % 60 PmMockeh g5
s
45-77 % HE IIPVMEHMMO
50-70 % HE TPVMMEHMMO
22 TAB. : 45-77 % HE TPVMMEHMMO
24 TAB. : 40-84 3
50-70 % HE TIPVMEHMMO
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Cepruduxkar anaausa /

AHAJIMTHYECKMH NMACTIOPT CEPUHU SA N O FI Y 4

«CAHO®V BUVHTPOII VMHOYCTPUS»
AmbBapsc-3-JlarpaB

1 pio me Jya Beepx

KAPBOH-BJIAH, 33565 CEDEX, ®paHUUS
Tesr.: 0557303000 daxc: 0557303600

Konm B Oazse nmaHHBIX GMID: 188194 Homep cepuun AR654
IaTa NpPOM3BOICTBA: 05-M0H-2020 llaTa ucTeueHus cpoka romHocTm: MAN-2023
Onmncaumne : JENAKMH XPOHO 500 MI',30 TABJIETOK IIPOJIOHTMPOBAHHOI'O JIEﬁCTBMH (POCCHST)

Ty : TabJyieTKM MNPOJIOHTUMPOBAHHOTO HEMCTBMA, MOKPEITEIE OOOJIOUKOM, C PUCKOMU

dopMma BEHIIyCKa : Ilo 30 Tabmerox BO QuakoH. OOMH (QJIaKOH B KAPTOHHYW0 IadKy.

CTpaHa npoIaxmu: Poccusa

JloNnoJIHUTENbHas MHOOpMAaLMS : Homep PY: II N013004/01

Ccrulka Ha Hochbe: MH-00005 Bep. 4.0

Cchlka Ha BepcHuio cepTudmkaTa aHalImsa: 4

HNCIIBITAHUSA CIIEIIUPUKALINN PE3YJIBTATBI

KOJIMYECTBEHHOE OIIPEIEJIEHVE

. VIOH BAJIBIIPOATA (B BUIE HATPUA 475,0-525,0 MI'/TAB 493,1 MI'/TAB
BAJIBIIPOATA) (BUK/XX)

. COIEPXAHME B IIPOIOEHTAX 95,0-105,0 % 98,6 %

Iia Poccuiickoro PBEIHKA, I[IPOM3BOIOMTEJIb obecrnieuyBaeT KadeCTBO [OKa3aTeld <<MI/IKp06VIOJ’IOI‘I/IHeCKaH UycToTa» B COOTBETCTBUMUM C
TpeGOBaHI/IeM HOpMaTI/IBHOIZ IoxkyMeHTauum. IlokasaTesib KOHTpOJIMpyeTCcAa I10 MeHblIEeN Mepe Ha 1 cepmun B I'OnO.

HacTosmmM S MOATBEPXOAld, YUTO BhHIlEyKasaHHAs MHboOpMaLMs SBJISETCS BEPHOM M TOYHONM. JlaHHAs cepus Npernapara Oblla
M3TOTOBJIEHA, BKJIOYAS 3Talbl yIAaKOBKM/MAPKMPOBKM M KOHTPOJIS KAYECTBA, HA BHIEYIOMSHYTHX IPOM3BOICTBEHHEX I[JIOWALKAX B
[IOJIHOM COOTBETCTBMM C TpeboBaHMsaMM GMP MECTHHX PEeTryJISTOPHHX OPTaHOB BJIACTM, a TaKXe CcO crneumdmxalmsaMs B
PernMcTpalyoOHHOM yINOCTOBEPEHMM CTPaHH-MMIOPTepa. [lo pesysbTarTaM [NPOBEPKM Balucu O IPOM3BOLCTBE, YIaKOBKEe M aHaymse
cepuM NPU3HAHE COOTBETCTBYOUMMM TpeboBaHMsaM GMP.

Pewenne OnoBpeHo
Jara: 20-MIOH-2020 09:57:47.00
YIIOJIHOMOYEHHOEe JMLIO MM NPeNCTaBUATEND: DELASA Isabelle

CepTudmkaTH aHaIM3a BaBEePEeHHE SJIEKTPOHHOM IIOINMUCHIO

rap_coa_resultats v5 Crpanmua 3 mn3 3



€
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SANOFI

NMPUNTOXEHUE K CEPTU®UKATY AHAJIU3A

HanmenoBanue mpoykra: Henaxun xpono 500 mr, 30 TabneTok
MPOJIOHTHPOBaHHOTO neticTust (Poccus)

Howmep cepun: AA654

GMID: 188194

Jlata mpou3BOJACTBA: 05/06/2020

l'onmen no: 05/2023

Howmep PV, 3apeructpupoBanuoro B Poccun: IIN013004/01

A®U (ma3BaHue CyOCTaHITNH, Ha3BAaHUE U aJIpeC e Bansnpoesas kucnora (Canodu [umu,

MTPOU3BOIUTENS CYOCTAHITUH ): Mypenkc, @paniust)

e Harpus Bagsnpoar (Canodu Hlnvu,
Mypenkc, Opanuus)

HacrosmmmM moxreepxaaercs, 4yro jgadHas cepus Jlenmakun XpoHo®, TaGJETKH IPOJOHTMPOBAHHOTO
JeHCTBUS, TOKPBITBIE 000I0UKOH, ¢ puckoi, 500 Mr orBeuaeT TpeboBanusiM HopmarusHo# JlokymenTanun
(kak wactu PermcrpallMOHHOTO [0ChE), 3apeTMCTPHUPOBAHHOM B Hacrosmiee BpeMs B Poccuiickoit
Denepanyy, 1o NepeyrcICHHbIM 10Ka3aTeNsIM KauecTBa.

HaCTOHH_II/IM MOATBCPIKAACTCA, UTO AaHHASA CCPUSA COOTBCTCTBYCT Tpe6OBaHI/I}IM pasaciion «YTIaKoBKa» u

«MapkupoBka» HopMaTHBHOI TOKyMEHTAlMM, 3apErHCTPUPOBAHHON B HacTosllee Bpems B Poccuiickoit
denepanuu.

IToanuce/mata: 20/06/2020 (moanuck)
Nwmsa: DELASA

HomxHocts: [IpoBusop

,;w/ \‘\'f
Foll achis P \
{5 Carodu Pocoun.
s%t |  cein Ar

: »\-\1 Sanofi Russia

Sanofi Winthrop Industrie - 1 rue de la Vierge Ambarés, 33565 Carbon Blanc cedex - Tél +33 (0)5 57 30 30 00 - Siret: 775 662 257 00101 - APE 2120 Z
Sidge social : 20, avenue Raymand Aron, 92180 Antony, France - SA. au capitsl de 266 084 864 € - 775 662 257 R.C.S. Nanteme - Coda APE 7010 Z - M* intracommunazulaire : FR 45 775 662 257 - www sancfi.com



Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .2

Code GMID: 188194 Lot number AA654
Manufacturing Date: 5-JUN-2020 Expiry Date: MAY-2023
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: MC-00005 v. 4.0
Réf. CoA version: 4
.
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
. ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
. VALPROATE ION (NIR/CL) COMPLIES COMPLIES
TESTS
. MASS
AVERAGE MASS 722 - 798 MG 757 MG
UNIFORMITY OF MASS COMPLIES 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 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 22 P.CENT
Bowl 4 10 - 30 P.CENT 22 P.CENT
Bowl 5 10 - 30 P.CENT 21 P.CENT
Bowl 6 10 - 30 P.CENT 21 P.CENT
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI .2

Each value
Average (L1+L2)
- STAGE L3

Each value

Average (L1+L2+L3)

- STAGE L1:
Bowl
Bowl
Bowl
Bowl
Bowl

o s W N

Bowl
- STAGE L2:
Each value
Average (L1+L2)
- STAGE L3

Each value

Average (L1+L2+L3)

9 - 33 P.CENT
10 - 30 P.CENT
22 TAB 9 - 33 P.CENT
8 - 36 P.CENT
10 - 30 P.CENT

24 TAB

* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 3 HOURS

30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT
30 - 50 P.CENT

27 - 55 P.CENT
30 - 50 P.CENT
22 TAB 27 - 55 P.CENT
24 - 60 P.CENT
30 - 50 P.CENT

24 TAB

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

42 P.CENT
42 P.CENT
42 P.CENT
42 P.CENT
42 P.CENT
41 P.CENT

NOT APPLIED
NOT APPLIED

NOT APPLIED

NOT APPLIED

Code GMID: 188194 Lot number ARA654
Manufacturing Date: 5-JUN-2020 Expiry Date: MAY-2023
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: MC-00005 v. 4.0

Réf. CoA version: 4

\ S
CONTROLES SPECIFICATIONS RESULTS
- STAGE L2:

rap_coa_resultats v5




Certificate of analysis /

Batch certificate

SANOFI WINTHROP INDUSTRIE
Ambares et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France

SANOFI .2

Tel. 0557303000 Fax.0557303600
~
Code GMID: 188194 Lot number ARA654
Manufacturing Date: 5-JUN-2020 Expiry Date: MAY-2023
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: MC-00005 v. 4.0
Réf. CoA version: 4
F S
CONTROLES SPECIFICATIONS RESULTS
* PERCENTAGE OF VALPROATE ION DISSOLVED AFTER 6 HOURS
- STAGE L1:
Bowl 1 50 - 70 P.CENT 61 P.CENT
Bowl 2 50 - 70 P.CENT 60 P.CENT
Bowl 3 50 - 70 P.CENT 61 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 60 P.CENT
- STAGE L2
Each value 45 - 77 P.CENT NOT APPLIED
Average (L1+L2) 50 - 70 P.CENT NOT 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 ION (EXPRESSED AS SODIUM 475.0 525.0 MG/TAB 493.1 MG/CP
VALPROATE) (NIR/CL)
CONTENT in PERCENTAGE 95.0 105.0 P.CENT 98.6 P.CENT

For Russian market,

Microbial examination is performed at least on 1 batch per year

manufacturer assures Quality of Microbiology purity to Normatives Documents request

I hereby certify that the above information is authentic and accurate.
manufactured,
with the GMP

importing country. The batch processing, packaging

«CaHobu Poccwﬂn\ i

This batch of product has been

including packaging/labelling and quality control at the above mentioned sites in full compliance

requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of the
and analysis recorgs

reviewed to be in compliance with GMP

Sanofi Russia AO /5

~

rap_coa_resultats v5
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

Ambares et Lagrave
1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

SANOFI 7

Code GMID:
Manufacturing Date:
Description:

Type:

Presentation:
Market Name:
Additionnal inf:

Référence dossier:

Réf. CoA version:

188194 Lot number

5-JUN-2020
DEPAKINE C500 SEC NF 30CP RU
Modified release scored coated tablet

Box with 1 tube of 30 tablets

Expiry Date:

Russia

MA number P N013004/01
MC-00005 v. 4.0

4

AAG654
MAY-2023

.

Decision

Date:

.

Qualified person or Delegate:

Accepted
20-JUN-2020 09:57:47.00

DELASA Isabelle

Certificate of analyses electronically approved

rap_coa_resultats v5
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SANOFI

APPENDIX TO CERTIFICATE OF ANALYSIS

Product Name: DEPAKINE C500 SEC NF 30CP RU
Batch Number: AAG54

GMID: 188194

Manufacturing Date: 05/06/2020

Expiry Date: 05/2023

Reference number to MA registered in Russia: P N013004/01
API (name of API, name and address of manufacturing site):
« Valproic acid (Sanofi Chimie, Mourenx, France)

¢ Sodium valproate (Sanofi Chimie, Mourenx, France)

It is confirmed that current batch of Depakine Chrono® 500 mg, film-coated scored modified-release tablets meets the
requirements of the Normative Document (as a part of Regulatory dossier) currently registered in Russian Federation on the

listed quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently

registered in Russian Federation.

ro& ¢ Lole”
Signature/Date: 1o

Printed Name: DELASA

Title: Pharmacist

Sanofi Winthrop Industrie - 1 rue de la Vierge Ambarés, 33565 Carbon Blanc cedex - Tél +33 (0)5 57 30 30 00 - Siret : 775 662 257 00101 - APE 2120 Z
Sidge social : 20, avenue Raymond Aron, 92160 Antony, France - S.A. au capital de 266 084 864 € - 775 662 257 R.C.S. Nanleme - Code APE 7010 Z - N° inlracommunautaire : FR 45 775 662 257 - www.sanofi com
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