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Zalu klinisko petijumu statistika
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EMA Klinisko petijumu informacijas
sistema (CTIS)

Clinical Trials

enclish @ | cCTIS log in v

About v Search clinical trials and reports v CTIS for sponsors CTIS for authorities Support v

@ All initial applications must be submitted
through CTIS from 31/01/23

Clinical trials in the European Union

This website supports the undertaking and oversight of clinical trials in the European Union (EU) and European Economic Area (EEA).

It is part of a broad initiative to transform the EU/EEA clinical trials environment in support of large clinical trials in multiple European countries, to the benefit of

medical innovation and patients.

A dlinical trial is a study performed to investigate the safety or efficacy of a medicine. For human medicines, these studies are carried out in human volunteers.

Learn more about this website —

https://euclinicaltrials.eu/


https://euclinicaltrials.eu/

CTIS klinisko parbauzu statistika

« Jesniegtas 27 jaunas kliniskas parbaudes

« O parejas péetijumi

 Latvija ir zinotajvalsts (RMS) 3 kliniskam parbaudem

« ZVA drosuma novértétaja dalibvalsts (saMS) 1 aktivai vielai
un 1 aktivo vielu kombinacijai mononacionali

@ vonsmos o Business Intelligence

EudraVigilance Clinical Trials Monitoring

The EudraVigilance Data Wareghouse is the central repository of ICSR. and medicinal product data from where these reports are being generated.
v01.00.00 | EVDAS Clinical Trials Monitoring_release notes | EVDAS Clinical Trials Monitoring manual | ICSR form manual

Current MedDRA version is 26.0



PEtamo zalu vielas droSuma monitorings
un novertejums Eiropas limeni

Katram pétamajam zalém, kuras satur vienu un to pasu aktivo vielu (AS),
neatkarigi no zalu formas un stipruma vai pétamas indikacijas un neatkarigi no ta, vai
tas tiek izmantotas viena vai vairakas kliniskajas parbaudés, ko vada viens un tas
pats vai dazadi sponsori, tiek piesaistita drosuma novértéetaja dalibvalsts (saMS).

saMS pienakumi:

- veikt aktivas vielas SUSAR skriningu
- noveértéet ikgadéjo drosuma zinojumu (ASR)

- sagatavot un iesniegt RMS/MSC visparigus ieteikumus saistiba ar AS drosuma,
korektivo pasakumu un citu darbibu veikSanai, reag€jot uz droSuma signaliem un
jautajumiem

Péc RMS/MSC ierosinajuma konsultét par jebkuru drosuma jautajumu saistiba ar
konkréto AS

MSC - iesaistitas dalibvalstis, kuras norisinas pétijums | 6
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