«CAHO®M BHMHTPOII MHOYCTPUA»
AmGapac-3-Jlarpas

1l po ne na Bbepx
KAPBOH-BJIAH, 33565 CEDEX,

Ten.: 0557303000 ®axc: 0557303600

AHAJMTHYECKHH MACNOPT cepHH

Ceprudukar ananusa /

sanofi

Kon B Gase paHHumx GMID:
JllaTa NpPOM3BONCTEA:
Onucanue :

Tun:
dopMa BHIIYCKa:
CTpaHa npomaxu:

JonosHuTensHaa MHOOpMaLMA:

Ccrnka Ha Jochbe:

Ycnoeua XpaHeHMs

814410 Homep cepmm EAS2318
15-AnpP-2023 Jara mcredeHma cpoka romHocTm: MAP-2026

JEMNAKWMH XPOHO 500 333-145MT',30 TAEJIETOK [POJIOHTMPOBAHHOT'O
OEACTBMS (POCCHSI)

TabyieTKM NPOJIOHTMPOBAHHOTO NeMCTBMA, MNOKPHTHE OOOJIOYKOH, C PUCKOM
Mo 30 rabneTok BO (naxkoH. OmMH QIAKOH B KAPTOHHYD MNaiKy.

Poccus

Homep PY¥: II N013004/01

MC-00005 Bep. 5.0 Cchika Ha Bepcuo cepTudMkaTa 4

aHamm3a:
XpaHUTE NpM TemnepaType He Beme 25 ° C

HCIIBITAHUSA CIHEHU®UKAITUHA PE3YJIbTATHI
KAPAKTEPUCTHKHA
. OMNMCAHME MPONOAT'OBATAS [ENMMAA TABJETKA, COOTBETCTBYET
MOKPHTASA TUIEHOYHON OBONOYKOM!
LBET NMPAKTMUYECKM BEJIHI COOTBETCTRYET
TIOOJIMHHOCTE
MOH BAJILIIPOATA (BMK/XX) COOTBETCTBYET COOTBETCTBYET
MCITHTAHMA
. MACCA:
CPEJIHAS MACCA 722 - 798 MD COOTBETCTBYET
ONHOPOOHOCTh MO3MPOBAHMA (IO MACCE) COOTBETCTBYET COOTBETCTBYET
. WUCTIHTAHME JIEJVMMHX TABJIETOK HA PA3JIOM COOTBETCTBYET COOTBETCTBYET
PACTBOPEHME (¥X) :
MOH BANEIIPOATA (B BMIAE HATPMA BAJILIIPOATA)
YEPEZ 1 YAC: 10 30 % COOTBETCTBYET
YEPE3 3 YACA: 30 50 % COOTBETCTBYET
YEPE3 6 YACOB: 50 70 % COOTBETCTBYET
KONIMYECTBEHHOE OIIPEOEJIEHUE
. MOH BAJIBIIPOATA (B BMIOE HATPHUSA 475,0-525,0 MI'/TAB COOTBETCTBYET

BAJNILIIPOATA) (BMK/%X)

(95,0-105,0 %)

7 o¥ IR

lNokasarenes «MmkpobMoNOrMYECKaAd YMCTOTA» KOHTPOIMPYETCH M0 Menégga Qlepe Ha lrbégg}ia TOom.
¥

rap_coa_resultats v5

Crpanmua 1 mu3 2




Ceprudukar ananusa / q a n o fi

AHAJTHTHYECKHI NaCOPT cepUH
«CAHO®M BMHTPOIl MHIOYCTPUA»
AMbapac-3-Jlarpar
1 po ne sna Beepx
KAPBOH-BIIAH, 33565 CEDEX, ®paHums
Ten.: 0557303000 ¢axc: 0557303600

Kon B Gase nmaHHEx GMID: 814410 Homep cepumm EAS2318
JlaTa NpOM3BOOCTBA: 15-anpP-2023 HaTa MCTeyeHMs CpoKa TOOHOCTM: MAP-2026
Omucanne : II.EJ.}I\KHH XPOHO 500 333-145Mr',30 TAEJNETOK IPOJIOHTMPOBAHHOI'O
OEWUCTBUA (POCCHSA)
Tumn: TabneTky NPOJIOHTMPOBAHHOTO OENCTBMSA, NOKPHTHE OBOJCUKON, C PUCKON
dopMa BHIIYCKA: [lo 30 rabneTox BO QnakoH. ODMH QNAKOH B KAPTOHHYK MNAYKy.
CTpaHa npopmaxM: Poccus
HononHuTeNbHas MHOOpMaLMS: Homep PY: IT N013004/01
CchUlka Ha HOOChe: MC-00005 Bep. 5.0 Ccrka Ha Bepcuo cepTupurara 4
aHam3a:
YcrnoBus xXpaHeHWMA XpaHMTs NpM TemnepaType He Bmme 25 ° C

HacrosmpM A noATBepxmap, YTO BHWEYKasaHHads WHOOPMalMs ABJIAETCA BEpHOM U TO4HOM. JlaHHAS cepus npenapara Owna
M3TOTOBJIEHA, BKJNYasA STaNH YNAaKOBKM/MAPKMPOBKM M KOHTDONS KAYECTBAa, HAa BHIEYTOMSHYTEX [IPOM3BOJNCTEEHHLX [UJIOWAOKAX B
NOJIHOM COOTBETCTBMM C TpebGoBaHusaMM GMP

MECTHEIX DPEryJATOPHEX OPTAHOB BNACTH, & Takke CO chneuMduKauMsaMy B PeruCTPaUMOHHOM YNOCTOBEPEHMM CTPaHE-MMIOPTEpd .
3ammcy No NpoM3BONCTBY, YNAKOBKE M aHAalIM3y CepuM ObUIM NPOBEPEHH U NpM3HaHE COOTBETCTBYOIMMM TpebopaHmam GMP.

Pemene AQ: Npesenraums 814410 cepua EAS2318 comepmmur cepum Gamx N: EA1260, EA1262, EA1264, EA1265 u EAL266

Pemexnne OnoBpeHo
HOara: 15-MAA-2023 16:50:44.00
YnonuoMoveHHOEe MO MIM NPeNCTABMTEJND : WEILL Myriam

CepTnduxaT aHaiM3a SaBEPEeHH 3JEKTPOHHON MONNMCHI
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Certificate of analysis / =
Batch certificate sanofi

SANOFI WINTHROP INDUSTRIE
Ambareés et Lagrave

1 rue de la vierge

33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600

Code GMID: 814410 Batch number: EAS2318
Manufacturing date: 15-APR-2023 Expiry date: MAR-2026
Description: DEPAK CHRO500 333-145MG TABCR TB30 RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: MA number : RU - P N013004/01
Method's ref: MC-00005 v. 5.0 CoA version's Ref.: 4
Storage condition: Store not above 25°C
CONTROLES SPECIFICATIONS RESULTS
CHARACTERS
ASPECT OBLONG SCORED FILM-COATED TABLET COMPLIES
COLOUR PRACTICALLY WHITE COMPLIES
IDENTIFICATION
VALPROATE ION (NIR/LC) COMPLIES COMPLIES

TESTS
. MASS
AVERAGE MASS 722 - 798 MG : COMPLIES
UNIFORMITY OF MASS COMPLIES COMPLIES
SUBDISVISION OF TABLETS-BREAKLINE TEST COMPLIES COMPLIES
. DISSOLUTION :
- VALPROATE ION (EXPRESSED AS SODIUM VALPROATE) (LC)
AFTER 1 HOUR 10 =30 P.CENT COMPLIES
AFTER 3 HOURS 30 - 50 P.CENT COMPLIES
. AFTER 6 HOURS 50 -~ 70 P.CENT COMPLIES
ASSAY
VALPROATE ION (EXPRESSED AS SODIUM 475.0 - 525.0 MG/TAB COMPLIES
VALPROATE) (NIR/LC) (95.0 = 105.0 P.CENT)

Microbial examination is performed at least on 1 batch per year

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
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Certificate of analysis /

@
Batch certificate SAOnNno Fi
SANOFI WINTHROP INDUSTRIE
Ambarés et Lagrave
1 rue de la vierge
33565 CARBON BLANC Cedex France
Tel. 0557303000 Fax.0557303600
Code GMID: 814410 Batch number: EAS2318 |
Manufacturing date: 15-APR-2023 Expiry date: MAR-2026
Description: DEPAK CHRO500 333-145MG TABCR TB30 RU
Type: Modified release scored coated tablet
Presentation: Box with 1 tube of 30 tablets
Market Name: Russia
Additionnal inf: MA number : RU - P N013004/01
MC-00005 v. 5.0 CoA version's Ref.: 4

Method's ref:
Storage condition:

Store not above 25°C

\.

EA1265 and EAl266

Décision AQ : Presentation 814410 batch EAS2318 contains batches bulk N° EA1260, EAl262, EAl264 ,

e R R R R R R R R R R R R R R R R R R R R R ——————
ey

Decision: Accepted
Date: 15-MAY-2023 14:50:44.00
Qualified person or Delegate: WEILL Myriam

This Certificate of Analysis has been electronically signed from a validated system
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