Antidepresiva a riziko zlomenin

SOUHRN UDAJU O PRIPRAVKU

4.8 Nezadouci ucinky

Epidemiologické studie - piedevsim ty, které byly provedené u pacientti ve véku 50 let a vyse -
ukézaly zvySené riziko fraktur kosti u téch pacientii, ktefi uzivaji selektivni inhibitory zpétného
vychytavani serotoninu (SSRI) nebo tricyklicka (TCA) antidepresiva. Mechanismus vzniku
tohoto rizika neni zndm.

PRIBALOVA INFORMACE
U pacientl uzivajicich tento typ antidepresiv byl pozorovan zvyseny vyskyt zlomenin kosti.

Pro potteby drzitell rozhodnuti o registraci:

SUMMARY OF PRODUCT CHARACTERISTICS

Section 4.8 for all SSRIs and TCAs

Class effects

Epidemiological studies, mainly conducted in patients 50 years of age and older, show an
increased risk of bone fractures in patients receiving SSRIs and TCAs. The mechanism
leading to this risk is unknown.

PACKAGE LEAFLET
An increased risk of bone fractures has been observed in patients taking this type of medecines.





