Ceprudukar aHau3a u COOTBETCTBUS

Delpharm

6, Boulevard de L’Europe
21800 QUETIGNY-France
Temn: 03 80 48 30 30

daxc: 03 80 46 36 17

Onucanue npoaykra : COJIMAH 400MI" 30CP. VT PY

Kox mpoaykra 144170 Kopn 3aka3umnka 1592281
Howmep cepuu - J0634 Howmep cepun 1 J0634

3aKa3z4ynKa
CpOK TOAHOCTH : Amipenb 2023 Jlata mpousBoactea 11 Mas 2020
Iloxa3aTean Hopma PesyabsTart
OIIUCAHUE

[IpononroBarsie ABOSKOBBITYKIIBIC
Oelbie TaOJIETKH, TOKPHITHIC TUICHOYHOK
o6ooukoii, ¢ rpaBupoBkoir AMI 400 u
JIMHUEH pa3jioMa Ha OJTHOW CTOPOHE
mexay AMI u 400

MOJJIMHHOCTD

[oummuHOCTH amucynbnpuga / TCX [TonoxxuTenbHbIA pe3yabTaT
[ommuHOCTH amucynbnpuia / YO [TonoxxuTenbHbIA pe3yabTaT
HNCIIBITAHUSA

O011Iee KOJIMIECTBO adPOOHBIX <=1000 KOE/r
MHUKpPOOPTaHI3MOB

O011Iee KOJIMYECTBO JPOAOKEBBIX U <= 100 KOE/r

[UICCHEBBIX T'PHOOB

E. Coli : orcytctBUE B 1 T CootBeTcTBYyET

Cpennsis macca cogepkumoro (aa 20 674 — 746 mMr

Ta0ieTKax)

OTKJIOHEHHUE OT cpeiHer Macchl +/- 5% <=2

(1a 20 TabneTKax)

OTKII0HEHKE OT cpenneii maccsl +/- 10 % 0

Bpewms pacnianaemocTa <= 15 mun

TECT PACTBOPEHUE

PacTBopenue : He MeHee % >=80%
aMucysbpuaa aepes 30 MuH

KOJNYECTBEHHOE

OINPEJEJEHUE

Conepxanue amucynbnpuaa / YO 380 — 420 mr/Tab

CepTudukart cCOOTBETCTBUSA

Jannas cepust Conmman 400 mr otBeuaeT TpeboBanusm HopmaTusHoi JlokyMeHTauu (Kak 9acTu
PerucTpanioHHOTO J0ChE), HA HACTOSIIUN MOMEHT 3aperucTpupoBaHHOTO B Poccuiickoit depeparuu mo
MEepPEeUUCICHHBIM [TOKa3aTesIM KauecTBa.

Homep PV: 1T N015518/02

AxTtuBHBINA HHrpeauenT : HasBanue : AMucynsmupu — [Ipoussoaurens : Canodu [lumu, 45 Chemin de la
meteline BP 15, 04201 SISTERON CEDEX, FRANCE

Vnakoska : 10 tabnerox B [IBX/amomunuessiii 6auctep. I1o 3 6aucTtepa ¢ MHCTpyKIMEH 0 IPUMEHEHHUIO B
KapTOHHYIO MMAaYKy. i,
Mapxuposka : B coorserctBuu ¢ H/I.
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Delpharm

6, Boulevard de I'Europe
21800 QUETIGNY - France
Tel: 03 80483030

Fax : 03 8046 36 17

Certificate of Analysis
and Conformance

Mean mass of content (on 20 tab)

Means mass +/- 5% (on 20 tab)

674 to 746 mg

( Description SOLIAN 400MG 30CP. VT RU \
Code 44170 Customer code 592821
Batch number J0634 Customer Batch n° J0634
Expiry date April 2023 Manufacturing date : 11 May 2020
\_ J
TESTS SPECIFICATIONS RESULTS
CHARACTERIZATION
Organoleptic Characters Oblong biconvex white film-coated tablets, Complies
engraved with AMI 400 with a score line on
one side between AMI and 400
IDENTIFICATION
Identification Amisulpride / TLC Positive Positive
Identification Amisulpride / UV Positive Positive
TESTS
Total aerobic germs <=1000 CFU/g <10 CFU/g
Count of moulds and yeasts <=100 CFU/g <10 CFU/g
E. Coli search : Absence for 1g Complies




( Description : SOLIAN 400MG 30CP. VT RU
Code : 44170 Customer code 592821
Batch number . J0634 Customer Batch n° J0634
Expiry date : April 2023 Manufacturing date : 11 May 2020
g
Means mass +/- 10% (on 20 tab) 0 0
Disintegration time <=15 min 6 min
DISSOLUTION TEST
Disso : % mini Amisulpride after 30 min >=80 % 97 %
ASSAY
Amisulpride Content / UV 380 to 420 mg/tab 398 mg/tab
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(" Description : SOLIAN 400MG 30CP. VT RU N

Code 1 44170 Customer code © 592821
Batch number . J0634 Customer Batch n® J0634
Expiry date : April 2023 Manufacturing date : 11 May 2020

Certificate of conformance

T

Current batch of Solian 400mg meets the requirements of the Normative Document (as a part of Regulatory dossier) currently
registered in Russian Federation on the listed quality parameters.

Manufacturing authorization number: P N015518/02

Active ingredient : Name : Amisulpride — Manufacturing site : Sanofi Chimie, 45 chemin de la meteline, BP 15, 04201
SISTERON CEDEX, FRANCE

Packaging : 10 tablets in a PVC/Alu. blister. 3 blisters with patient leaflet in a carton pack.

Labelling : In accordance with the ND.

Decision

7

Decision : A - Accepted

Decision comment AP batch number : 2000892
Date 03 June 2020 - 3:23 PM
Name Raissa DJIENTCHEU Qualified person

\_ J

This certificate of analysis has been electronically signed from a validated LIMS

«CaHodu pOCCMH--\Il .
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Sanofi Russia A'D / ‘
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