JAEPKABHA CHAVYIKBA 3 ZIKAPCEKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KHIBCBKIA OBJACTI
rpss, CRITHYHAG Haﬁil’, 2, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-recil: dis ko@dls.gov.ua, Kog €IPIIOY 37073774

,  BYUCHOBOK |
DO AKICTH BBE3eROro B YKpaiHy JiKapeoKoro 3acody

15.11.2024 | ‘ Ne 58324/24/10

COJIEKC®
(uafivenysanss AiKAPCHEKOTO 32¢00Y 3TINHNO 3 PEECTPALITIHIA IOCAIAMCHILEM )
Tabaerin 1o 200 Mr no 10 Tabierox y Gaicrepi; no 3 Gaicrepn y Kaprouuii xopodui
{(popma BrayCKY, A03YBANEA, BIA MAKYB3HHA JIKAPCHKOTO 33c00Y)

Howmep peecrpanittuere rocninzens UA/143 12/01/ 03 etpox aii peectpauiiinoro nocsipesns 01.01.2099

Cepin mixapcoxoro 3acosy He 242155 KinskicTs BBe3enOro aikapcekoro sacody 1008
BupoGex - Firoagenm CA, Hlselinepis
S A 0 (zaliMenysanie BipofnIKa HEAPCLROrO 3acoby, KPafia NOXCTHENHE)
Beeseno B Yipaiiy Cranz.e yrpaiiehbKo-ecTOHChKe NIAIPHEMCTEO Y (Gophsi TOBApHCTEA
o 3 odriaikenozo Bigrosinaaeuicro "Onrima-Gapm, JATAY, izenr. xoa:
21642228

{naiimeayaaima 1a kox 32 €PLIOY 1opuniuinoel ocobn abo npizene, iM'A, no Gatekosi Gizrrziof
ocobs - nigaprcoaie, ¥ Micle NPOXEIAHAS Ta peccTpauiiiii nomep o0niK0oROT KapTRH MARTHARD
nogarkis ado cepid TA HOMEp nacnopTa)

NpoToron Bizyansaore kontpome six 11.11.2024 Ne 3485/17.

3a  pesyseTATAMH  ACPIKABHOIO KDHTPOMI BCTAHOBAEHO, LI0 JUKADCHKEID 3aci®  meesedo. B Yipainy 3
AOTDHMAHHAM suMOr 32aK0H0AAECTRA IL0AD 2a0eiNeueHHA AKOCT HKAPChKHX 3acobir,

A @;/ Bixtop CTE®KIBCHKUF

TanHe (iRiniany Ta npisnkute)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT No. 14634 /
CEPTU®IKAT SAKOCTI CEPII JIIKAPCBKOI'O 3ACOBY N: 14634

Name of product / Hassa npoayxry SOLEX® 200 mg tablets, 10 tablets per blister; 3 blisters per

(strength, dosage form, package size and type / | carton pack with the labeling made in Ukrainian. /
N03yBaHHd, fikapebka dopma, posmip | TN

COEKC® ragnerku no 200 mr, o 10 tabnetok y Gnicrepi;
YIAKOBKH)

no 3 6nictepy Yy KaprOHHIM KOpoOLi 3 MapKyBaHHAM
YKPaTHCBKOIO MOBOIO.

Active substance / fito4a pedoBHHa Amisulpride 200 mg/ Amicynenpui 200 mr
Manufacturing country / KpaiHa-BUpOOHHK Switzerland / isetuapis
Marketing authorization number / UA/14312/01/03

Homep peecTpalliffHoro 1ocBi{ueHHs

Batch number and size / Homep cepii Ta posmip | 242155
8211 packs/ 8211 ynakosok

Date of manufacture / Hara BupoOHuLTEa 05.2024
Expiry date / Tepmin npupaTHocti 05.2027
Name, site address and manufacturing | Rivopharm SA, Centro Insema, 6928 Manno, Switzerland —
authorization number / Manufacturing authorization nr. 511351-102608771 /
Hasea, agpeca Ta Homep nitensii supoGuuioi | PiBodapm CA, Llentpo Ircema, 6928 Manno, [1lseiiuapis -
JUIBHMLI Jlinenzis Ha BupoBHuUTBO Ne 511351-102608771
TESTS / QCM REQUIREMENTS / RESULTS/

TOKAZHUKH SIKOCTI BUMOI'M MKsL PEIVJIBTATH

Appearance / Onuce White to off-white approximately 11.0 mm, | Complies / Bignosinae

round flat tablet with break lire on one side
and embossed with A200 on other side /
Bini abo maitxe 6ii, Kpyrii, niocki TabeTku
niamerpom  npubamswo 11,00 mMm, 3
PO3MOALIBHO PHCKOIO Ha OfIHiM CTOPOHI Ta
TucHeHnsM A200 Ha iHWIiH cTOpOHI

Identification / Inenrudixanin

Amisulpride / Amicyssnpuiy
-HPLC/BEPX Positive / [TosurnsHa Positive / [TosuTnBHa
-IR/TH Positive / [TosutusHa Positive / [TozutHBHA

RIVOPHARM SA
Pharmaceutical Laboratories
6928 Manno - Switzerland - Tel.: +41 {0)91 611 98 88 - Fax: +41 (0)91 605 66 66 - Web site: www.rivopharm.ch
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Average weight / 350 mg= 175 mg /350 mr£ 17,5 mr 350,0mr
Cepeann Maca
Uniformity of dosage units / AV <150 1,8 AV

Onwopinuwicrs
ORHHHIL

AO30OBAHHX

Disintegration / Posnagauns

< 15 minutes / < 15 XBUnuH

S minutes/ 5 XBHIHH

Dissolution / Posunnenns

> Q = 80 % during 15 minutes /
> Q= 80 % nporaroM 15 XBUIIHH

99 %

Related substances / Cynyrui
JOMIIIKH

Impurity B / Jomimka B <0,1% Not detected / He
BUSABIIEHO

Impurity E / Jlomimka E <0,1 % <0,05%

Major unknown impurity /Inma | <0,1 % < 0,05 %

HeBINOMA BOMITIKA

Total impurities / Beworo <0,5% <0,1 %

NOMIMoOK

Related substance / Cynyrus <0,1% <0,1%

JOMitEKa
Impurity A/ Jomimxa A

Assay of Amisulpride /
Kinuxicne pusHavenus
AdticybLIpuRy

200 mg+ 10 mg /200 mr£ 10 Mr
(95.0 — 105.0 % of the labeled content /
95,0 - 105,0 % Bin 3asBIeHOT KiNbKOCTI)

201 mg /201 wmr
(100,5 %)

Microbiological purity*/
MixpoGiosorigna wnerora®

Total aerobic microbial count (TAMC): not
more than 10° CFU/g / 3aransHe 4uciio
aepobrux Mikpoopraniamis (TAMC): He
Ginmbie 10° KYO/r;

Total yeast and mould count (TYMC): not more
than 10? CFU/g / 3araneHe YUC0 ApDKIDKOBHX
ra nniceneux rpubis (TYMC): ue Ginsuie 102
KYO/r;

IAbsence of Escherichia coli in 1 g of the
product / Bincythicts Escherichia coli B 1 1.

<10 CFU/g / < 10 KYO/r

<10 CFU/g/ < 10 KYO/r

Absent/ Bigcyrsi

Water control / Brpara macnu
Npy BACYIIYBanHi

<40%

1,3%

*The test is performed at release of only 3 commercial batches, and then on every 10th batch but not less than once per

RIVOPHARM SA

Pharmaceutical Laboratories

6928 Manno - Switzerland - Tel.: +41 (0)91 611 98 88 - Fax: +41 (0)91 605 66 66 - Web site: www.rivopharm.ch




year / Tlepenipka BinbyBacThes NPy BUTYCKY TUIBKHA (IEPIINX 3 NIPOMECIOBYX cepill, a noTiM koxuy 10~y cepiio, anc
He MeHile Hbk 1 pas Ha pik.

The batch meets requirements of QCM for MA Ne UA/14312/01/03. / Cepis signopinac sumoram MKST o PIT N
UA/14312/01/03.

Packaging, labeling and expiry date correspond to QCM requirements. / Ynakoska, MapkyBashs Td TCpMiH
APHAATHOCTT BUINOBIA@OTH Bumoram MKSL

Storage in a dry place, protected from light, in the original packaging, at a temperature of 15-25 °C. Keep out of the
reach of children. / 36epiraTi y CyxoMy, 3aXKILEHOMY BiJ cBiTAa MicLt, B opuriHaibHii ynakosui, npu Temneparypi
15-23 °C. 36epiraTy ¥ HETOCTYIHOMY AT AiTel Mici.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. /7 Ilum 1 nijrsep/uxyio, Wo BULIeraseeHa in(opMaltis € Z0CTORIPHOIO Ta TounoIo. Lis cepis
npOAYKUiT Gyia BUTOTORNCHA, BKIIOUHO NAKYBAHNA / MAPKYBAHHS | KOHTPOSE AKOCTI, Ha 3a3HaHEHIP supoOHIIH
Alsprull y nosHIM BianosizHocTi A0 Bumor GMP, BCTAHOBACHHX MICLEBUM PETYIITOPHUAM OPraHOM, & TaKOK
BianoBiAHO 0 crnenwdikauii peectpauiitsoro nocsiguenis y kpaidi, wo immoprye. [IpoToxony BHpoOHMiEA,
naxkysasHs Ta BurpoOysaHs OyiM TEPErVINHYT] TA BCTRHOBNECHO BIAMOBIANICTS BuMoram GMP,

Compiled by / Tligrorosseniit Issued by / 3aTsepiixetni
QP Assistant/ Acuerent Ynosrosaxeno! ocobu: Qualified Person / Ynosnosaxena ocoba:
Elisabetta Vallone/ E[,?%":.ao@tm Banaone Dr. Daniele Casale / Z-p Jlanieae Yacase

.d“*// "

Date of release / Jlara sunycky s 06ir: 05.06.2024

RIVOPHARM SA
Pharmaceulical Laboratories
$928 Manno - Switzerland - Tel.: +41 {0]91 611 98 83 - Fax: +41 (0)91 505 66 66 - Web site: www.rivopharm.ch
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