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50/12.5/200 mq, 75/18.75/200 mg, 100/25/200 mg
125/31.25/200 mg, 150/37.5/200 mqg, 200/50/200 mg
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Stalevo is indicated for the treatment of patients with Parkinson’s disease and end-of-dose motor
fluctuations not stabilized on levodopa/dopa decarboxylase (DDC) inhibitor treatment.

Levodopa/Carbidopa/Entacapone  : ©¥yan £>2535900
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4.4 Special warnings and precautions for use

Rhabdomyolysis secondary to severe dyskinesias or Neuroleptic Malignant Syndrome (NMS) has been
observed rarely in patients with Parkinson’s disease. i
with-entacapone-treatment: Therefore, any abrupt dose reduction or withdrawal of levodopa should be
carefully observed, particularly in patients who are also receiving neuroleptics.

Dopamine Dysrequlation Syndrome (DDS) is an addictive disorder resulting in excessive use of the
product seen in some patients treated with carbidopa/levodopa. Before initiation of treatment, patients and
caregivers should be warned of the potential risk of developing DDS (see also section 4.8).

4.8 Undesirable effects

Psychiatric disorders
Not known: Dopamine dysregulation syndrome

Dopamine Dysregulation Syndrome (DDS) is an addictive disorder seen in some patients treated with
carbidopa/levodopa. Affected patients show a compulsive pattern of dopaminergic drug misuse above
doses adequate to control motor symptoms, which may in some cases result in severe dyskinesias (see also
section 4.4).
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