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= WARNINGS AND FRECAUTIONS
Suicidal Ideation and Behaviar In clinical trials, suicides, suicide attempts, and suicidal ideation have heen
reported. A causal association between treatment with prucalopride and an increased risk of suicidal ideation and
behavior has not been established. Monitor all patients treated with prucalopride for persisteat worsening af
depression or the emergence of suicidal thoughts and behaviors. Counsel patients, their caregivers, and family
members of patients to be aware of any unusnal changes in mood or behavior and alert the hesltheare provider.
Instruct patients to discontinue prucalopride immediately end contact their healthcare provider if they cxpericnce
any of these symptoms.
s  ADVERSE REACTIONS ;
Suicidal Ideation and Behavior In the double-blind trials, one patient reported a suicide attempt 7 days aiter the
end of treatment with prucalopride 2 mg onee daily; none were reported in patients on placebe. In the open-label
trials, two patients reported & suicide atempt and another patient reported suicidal ideation. Completed suicide
was reporied in two patisinis, previously treated with prucalopride 2 mg or 4 mg; baoth discontinued nrucalopride
for at lcast one month prior to the event,
Cidaiallas ke il el Sl 35LY Resolor Img, 2mg (prucalopride) tablet desedl Jisl el B ey o Losyall o Ll
Health care professionals and patients are encouraged to report adverse events o7 side effects to JFDA by using:

s Website: waww ifda.io
o Maobile application: (Jordan fda)
= Yellow card fonm.
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