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Pharmacovigilance, pivotal in ensuring drug safety and regulatory compliance, requires meticulous surveillance and ad-
herence to ethical standards. This article explores the multifaceted realm of pharmacovigilance, emphasizing the essential
role of pharmacovigilance audits and compliance monitoring. By delving into key areas such as drug safety surveillance,
signal detection, literature monitoring, and ethical considerations, this research sheds light on critical aspects of pharma-
covigilance activities. The paper examines the outcomes of pharmacovigilance audits, highlighting common findings and
areas for improvement to enhance regulatory compliance and the safety of pharmaceutical products. Insights gleaned
from real-world experiences and regulatory guidelines underscore the importance of fostering a culture of good practice
and ethical conduct in pharmacovigilance activities. By addressing challenges and trends, and elucidating the critical
interaction between regulatory compliance, signal detection, and ethical considerations, this article provides valuable
insights for stakeholders in the pharmaceutical industry, aiding them in optimizing pharmacovigilance systems and safe-
guarding patient safety.
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Zkvalitiiovani farmakovigilan¢nich postupu: Reflexe z audit a etické konotace
Farmakovigilan¢ni aktivity jsou pro zajisténi bezpecnosti léciv a dodrzovani predpist klicové, a vyzaduji proto peclivy dohled
a dodrzovani etickych standardu. Tento ¢lanek se zabyva multifaktoridlnimi oblastmi farmakovigilance a zdGraznuje zédsadni
roli farmakovigilan¢nich auditd a kontinualniho monitorovani souladu s predpisy. Tento ¢lanek pfindsi poznatky o klicovych
aspektech farmakovigilan¢nich aktivit prostfednictvim zkoumani kritickych oblasti, jako jsou procesy sledovani bezpe¢nosti
|é¢iv, detekce signalll, monitorovani literatury a souladu s etickymi pozadavky. Na zékladé rozboru vysledkd farmakovigilancnich
auditl a obvyklych nalezl pii auditech nabizi ¢lanek osvédcena doporuceni pro zlepseni souladu s regula¢nimi pozadavky a
optimalizaci farmakovigilancnich systému. Poznatky ziskané z redlnych zkusenosti podtrhuji vyznam neustélého kultivovéani
dobré praxe a etického jedndni ve farmakovigilan¢nich aktivitdch. Zkoumanim vyzey, trend(i a novych postupt pfi posuzovani
farmakovigilancnich aktivit ¢lanek akcentuje dlilezZitost vzajemné interakce mezi dodrzovanim predpist, detekci signald a
etickymi pozadavky, poskytuje zi¢astnénym strandm cenné poznatky a umoznuje jim optimalizovat farmakovigilanéni sys-
témy a chranit bezpecnost pacient(.
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