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Requip Modutab 2 mg: Ropinirole (as Hydrochloride) — 2 mg
Requip Modutab 4 mg: Ropinirole (as Hydrochloride) — 4 mg
Requip Modutab 8 mg: Ropinirole (as Hydrochloride) — 8 mg
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Treatment of Parkinson’s disease under the following conditions:
e |nitial treatment as monotherapy, in order to delay the introduction of levodopa
e In combination with levodopa, over the course of the disease, when the effect of
levodopa wears off or becomes inconsistent and fluctuations in the therapeutic effect
occur (“end of dose” or “on-off” type fluctuations).
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4.4. Special warnings and precautions for use

Impulse control disorders

Patients should be regularly monitored for the development of impulse control disorders.
Patients and carers should be made aware that behavioural symptoms of impulse control
disorders including pathological gambling, increased libido, hypersexuality, aggressive
behaviours, compulsive spending or buying, binge eating and compulsive eating can occur in
patients treated with dopamine agonists including Requip Modutab. Dose reduction/tapered
discontinuation should be considered if such symptoms develop.
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4.8. Undesirable effects

Not known Impulse control disorders: pathological gambling, increased
libido, hypersexuality, aggression. compulsive spending or
buying, binge eating and compulsive eating can occur in
patients treated with dopamine agonists including Requip
Modutab (see section 4.4.).

Mania (see section 4.4.)

Aggression*

Dopamine dysregulation syndrome
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