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Sifrol 0.25 mg tablets

Sifrol 1 mg tablets
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Sifrol 0.25 mg and 1 mg are indicated for the treatment of signs and symptoms of idiopathic
Parkinson's disease, as monotherapy or in combination with levodopa.

Sifrol 0.25 mg is also indicated for symptomatic treatment of moderate to severe idiopathic
Restless Legs Syndrome.
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4.2 Posology and method of administration
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Treatment discontinuation

Abrupt discontinuation of dopaminergic therapy can lead to the development of a neuroleptic malignant
syndrome or a dopamine agonist withdrawal syndrome. Pramipexole should be tapered off at a rate of
0.75 mg salt (0.54 mg base) per day until the daily dose has been reduced to 0.75 mg salt (0.54 mg base).
Thereafter the dose should be reduced by 0.375 mg salt (0.264 mg base) per day (see section 4.4).
Dopamine agonist withdrawal syndrome could still appear while tapering and a temporary increase of the
dose could be necessary before resuming tapering (see section 4.4)

4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Dopamine agonist withdrawal syndrome (DAWS)
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pramipexeole-dese-temporarHy-{see-seetion-4-8)- DAWS has been reported with dopamine agonists,
including pramipexole (see section 4.8). To discontinue treatment in patients with Parkinson’s disease,
pramipexole should be tapered off (see section 4.2). Limited data suggests that patients with impulse
control disorders and those receiving high daily dose and/or high cumulative doses of dopamine agonists
may be at higher risk for developing DAWS. Withdrawal symptoms may include apathy, anxiety,
depression, fatigue, sweating and pain and do not respond to levodopa. Prior to tapering off and
discontinuing pramipexole, patients should be informed about potential withdrawal symptoms. Patients
should be closely monitored during tapering and discontinuation. In case of severe and/or persistent
withdrawal symptoms, temporary re-administration of pramipexole at the lowest effective dose may be
considered.
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