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Resolor is indicated for symptomatic treatment of chronic constipation in
adults in whom laxatives fail to provide adequate relief.
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4.4  Special warnings and precautions for use

Suicidal Ideation and Behaviour

In clinical trials, suicides, suicide attempts, and suicidal ideation have been reported (see
Section 4.8). A causal association between treatment with RESOLOR and an increased risk of
suicidal ideation and behaviour has not been established.

Monitor all patients treated with RESOLOR for persistent worsening of depression or the
emergence of suicidal thoughts and behaviours. Counsel patients, their caregivers, and family
members of patients to be aware of any unusual changes in mood or behaviour and alert the
healthcare provider. Instruct patients to discontinue RESOLOR immediately and contact their
healthcare provider if they experience any of these symptoms.

4.8 Undesirable effects

Suicidal Ideation and Behaviour

In the double-blind trials, one patient reported a suicide attempt 7 days after the end of
treatment with RESOLOR 2 mg once daily; none were reported in patients on placebo. In the
open-label trials, two patients reported a suicide attempt and another patient reported suicidal
ideation. Completed suicide was reported in two patients, previously treated with RESOLOR 2
mg or 4 mg; both discontinued RESOLOR for at least one month prior to the event.
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