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Onuncanune Connan NF 200 mr 30
wT, VT RU
|
Koa 705627 Koa knuneHTa 592844
Homep cepun M2208 KnueHTtcKan cepua Ne M2208
CpoK roaHocTH CeHTAGOpL 2025 fata npoussogcTea 12 Oxrabpna 2022
t
‘UCNbITAHUE < CNEUNDHUKALIUA PE3Y/IbTAT
XAPAKTEPUCTUKA

OpraBonenTuyeckan
XapaKTepuCcTUKa

NOA/IMHHOCTD

Amucynsnpug (TCX)

Amucynbnpug, (YO)

WUCNBITAHKUE

Obuwee 4ucno aspobHbIx
MUKPOORFaHM3MOB

Obuwee YUCIO NAECHEBbIX U
APOXOKeabrx rpubos

Escherichia coli: Orcytcreme s lr

CpeaHnan macca coaepumoro Ot 456 po 504 mr '

(Ha 20 TabneTkax)

CpegHan macca £ 5 % (Ha 20
TabneTKax)




OnucaHue Conmnan NF 200 mr 30

wT, VT RU
Kog, 705627 Kop knueHTa 592844
Homep cepun - M2208 KaneHTtckan cepua Ne M2208
Cpok rogHocTH CeHTabpb 2025 Jarta npouseogcrsa 12 Oxkra6pna 2022

CpegHasa macca+10%
{Ha 20 TabneTkax)

PactBopenue yepes 30 mMuH

Konuvectaennoe onpegenequne

Conepwanie ammcynanpupa (V) [ 07 190 a0 210 mrfrab. *

CepTudukar coorsercreun

fanHan cepua npenapata ConnaH 200 mMr COOTBETCTBYET TpebOoBaHUAM HOPMAaTUBHOMW AOKYMEHTaLMK, Kak
YacTi PerncTpaumMoNHOTO QOChe, 3aperncTpupoBaHHoOW B Poccuifckoi deaepalmu B HacToRLLee BpemMA rio
nepeyncneHHbIM NOKa3aTeNam Kayecrsa. ‘
Homep Perucrpauuortoro Yaocrosepenua: 1 NO15518/01

CybcraHuyua: HanmeHoBaH1e: AMUCYAbnpua- [pousBoanTENb: Canodu Wumu, 45, Chemin De Meteline BP 15,
04201 Sisteron Cedex, France

Ynakoska: 10 tabaerok B8 MBX/AmomuHuesom Gancrepe. Mo 3 BAvMcTepa BMECTE C HHCTPyKUMeii no
NPUMEHEHUIO B KAPTOHHOM Nayke.

Mapkuposka: B cootsetcTenu c HJl,

PeweHue '
PelweHue: A - NpyHATO =N
b
Sanofi Russia AT [Ja i)
KommenTapuii K pewenmio: Cepua ADU: 2202012 ancfl Russia !Q;if
Dara 07 Aerabpb 2022 — 9:55 AM
Nmna _ Mathilde HUMBERT, ynoaHomoueHHoe anLo

3ToT cepTudMKaT aHanu3a 6bIN NOANKCIH B INEKTPOHHOM Buae U yTeepaeH 8 LIMS
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Delpharm

6, Boul dde I'E - =
2183{‘,‘53‘;T13N;‘f‘;ﬁ‘;nce Certificate of Analysis
TéL: 03 80 48 30 30 and cOnformance

Fax:03 804636 17

(- Description : SOLIAN 200MG 30C VTRU \
Code : 705627 Customer code T 592844
Batch number : M2208 Customer Batchn® :  M2208
Expiry date ¢ September 2025 Manufacturing date ; 12 October 2022 .

\. J/
TESTS SPECIFICATIONS RESULTS
CHARACTERIZATION
Organoleptic Characters Round. plain white or off-white tablets with a Complies . =~

score line on one side:and’ engraved with - P
#AMI 200" on the other side._ -
IDENTIFICATION
Identification Amisulpride / TLC Positive . T i Y »_ " Positive - L
Identification Amisulpride / UV Posttive™ ~ = "L .~ .7 positive
TESTS
Total aerobic germs <=1000CFU/fg s . "7 T . <10 CFU/g,
Count of moulds and yeasts <=100CFU/g ~ .. < 7 T g CFU/g
E. Coli search : Absence for 1g Complies. BT - Complies-
Mean mass of content (on 20 tab) 4560 504 mg. SO o % 482mg
Mean mass +/- 5% {on 20 tab) <=2 7 SRR N - A
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(Description : SOLIAN 200MG 30C VT RU )
Code 1 705627 Customer code ;592844
Batch number : M2208 Customer Batchn® : M2208
Expiry date : September 2025 Manufacturing date : 12 October 2022
'
\. W,
Mean mass +/- 10% (on 20 tab) 0 . i ' o
Dissolution after 30 min >=80 % . o 102 %
ASSAY '

Amisulpride Content / UV 190 to 210 mg/tab 3 o " 201 mg/tab

Certificate of conformance

h——_——nm—_—-__-——m
R S
Current batch of Solian 200mg 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 N015518/01

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.

\_ J
. |
Decision i
et rer———— e A e e e e e e R,
Decision : A - Accepted h
Decision comment AP! batch number : 2202012
Date " 07 December 2022 - 9:55 AM
Name Mathilde HUMBERT Qualified person
\— . J

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

212




«CBefieHnA 0 BBOAE B rpaxaaHckuin 0bopoT B Poccuitckon degepaumn nekapcTBEHHLIX CPeACcTB Mo COCToAHMIO Ha 04.11.2023

16:56»
Jlara suecenist b AHC T posssonmrens ) Ceatans o " Oprawwanms, Homep Howmep, aara
P ) Toprosoe nanvenopanne (BB C KON Crpaua - HopyaTHRRAN JOKYMEHTANHA BLNYCTHBRIAN B cepun, PAIPEIICHHS HA
e ﬁlpﬂﬂm‘”’lﬂ FIPOHIBO ACTHA " =
KOHTPOAL) FPak 88 RO it 0DOpoT napTHH HHI
I NOISS18/01-251209; Ham. Nel & [T NOLSS18A01-251209; Ham, Ne2 &
Comman®; rabaeren 200 mr 10 ., Headpaps [rxou, - bt 3 i . "
20.02.2023 apat [ : - NOISSI8/01-25120%: M. Ned & T1NOISSISM1-251209; How, %03 x AO G i M22
Gancrepn (3), nlausn Kaprowsel ~ Reagaps Juwon Ppasis i 1 NOISS18/01-251209; M. Ned g TTNOISSI8M1-251209; Hom. M3 x AD “Canodpst Poccus M2208

M NOISS 1801251209




