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Onucnu : OJ’IVI

Kop, : 705627
Homep cepuu : NO215

| Cpok rogHocTm : OKkTABpb 2025
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Escherichia coli: Otcyteremes 1r

CpeaHAan macca cogepumoro
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KnneHTckas cepua No :NO215
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Jarta npouasoacTea : 24 Horbpna 2022
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 Onucanne o COMUAH 200 M 30 wr. VT Poccus

i Ko, : 705627 ' Koa wnvenTa : 592844
H Homep cepuu :N0O215 KnueHTckan cepua Ne : NO215

Cpok rogHocTn : OkTABpL 2025 AaTta npousBoacTea : 24 Hoabpn 2022

CpegHaA macca + 10%
{Ha 20 Tabnetkax)

PacteopeHue uepes 30 muH

KonnyecteeHHoe onpepeneHne

l [laHHaA cepua npenapata Conuad 200 mr cooteeTcTByer Tpe6oBaHWAM HOPMAaTUBHON LOKYMEeHTaLMM, KaK

Jl YacT¥ perucTpaLmoHHOro A0Cbe, 3aperucTpupoBaHHoOi B Poccuiickoii ®epepaumnu B HactonLee Bpemsa o
nepeynucneHHbIM NOKas3aTenam KatecTsa, :
Homep PeructpauuaoHHoro Yaoctoeepenus: 11 NO15518/01

' CyberaHuna: HaumeHosaHWe: AMKcynsnpua- Npoussoaurent: CaHodu LLnmu, 45, Chemin De Meteline BP 15,

04201 Sisteron Cedex, France

Wl Ynakoeka: 10 tabnetok 8 NBX/AmomuHnesom 6Gnmctepe. Mo 3 6nuctepa Bmecte ¢ uHCTpyKumedt no |

NPUMEHEHUIO B KAPTOHHOA Nayxe.

MapkupoeKa: B cooteetcTeuy ¢ HA.
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Homep cepum AGU: 2203246

16 ®espana 2023 - 5:02 PM
Mathilde HUMBERT, ynonHomouenHoe anuo
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Delpharm
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2,8;;5‘{JanggNY“f‘;ﬂ°m Certificate of Analysis
Tl : 03 80 48 30 30 and Conformance

Fax:03 8046 36 17

(Description : SOLIAN 200MG 30C VTRU ‘\

Code : 705627 Customer code 592844

Batch number : N0215 Customer Batchn® NO215

Expiry date : October 2025 Manufacturing date : 24 November 2022

o J/
|

TESTS SPECIFICATIONS RESULTS
CHARACTERIZATION

Organoleptic Characters Round plain white or off-white tablets witha  Complies

score line on one side and engraved with
"AMI 200" on the other side, ~

IDENTIFICATION

Identification Amisulpride / TLC Posit_fve Positive B
Identification Amisulpride / UV Positive Positive i

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 Complies

Mean mass of content (an 20 tab) 456 to 504 mg 478 mg

Mean mass +/- 5% (on 20 tab) <=2

{{=Canodu Potcus»

Sanofi Russia AD

172




( Description : SOLIAN 200MG 30C VT RU )

Code 1 705627 Customer code : 592844
Batch ;mmber : NO215 Customer Batchn® :  N0215
Expiry date ¢ October 2025 Manufacturing date : 24 November 2022
. v,
Mean mass +/- 10% (on 20 tab) 0’ o : ' 0
Dissolution after 30 min >=80% ) 9%
ASSAY |

Amisulpride Cantent / Uv 190 to 210 mg/tab ’ 70T 198 mg/tab

Certificate of conformance \
Current batch of Solian 200mg meets the requirements of the Normative Document (as a part of Regulatory dossier) currently 1

registered in Russian Federation on the listed quality parameters.

Manufacturing authorization number: P N015518/01

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.
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Decision
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Decision : A - Accepted |

Decision comment API batch number : 2203246
Date 16 February 2023 - 5:02 PM
Name Mathilde HUMBERT Qualified person

.

This certificate of analysis has been electronically signed from a validated LIMS
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«CBefleHnA 0 BBOAE B rpaxfaHckuit 06opoT B Poccuinckoin deaepalun NekapcTBEHHBIX CPEACTB N0 COCTOAHMIO Ha 04.11.2023
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