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Treatment of advanced levodopa-responsive Parkinson's disease with severe motor fluctuations and hyper-
/dyskinesia when available combinations of Parkinson medicinal products have not given satisfactory results.
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4. CLINICAL PARTICULARS
4.4 Special warnings and precautions for use

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

Undesirable effects

Table 1. Adverse Reaction Data Derived From Clinical Trials and Post-marketing Experience

d Dopamine Dysrequlation Syndrome (DDS) is an addictive disorder seen in some patients treated with levodopa/ carbidopa. Affected patients show a

MedDRA Very Common® Common ? Uncommon® Rare” Frequency
System Organ (=1/10) (21/100 to (21/1,000 to (21/10,000 Unknown
Class <1/10) <1/100) to <1/1,000) Post-
marketing
Drug-Related Adverse Reactions
Psychiatric Anxiety, Abnormal Completed Abnormal Dopamine
disorders Depression, dreams, suicide, thinking dysregulation
Insomnia Agitation, Dementia, syndrome
Disorientation,
Confusional Euphoric mood,
state, Fear,
Hallucination,
Impulsive Libido increased
behavior®, (See Section
Psychotic 4.4),
disorder, Nightmare,
Sleep attacks, Suicide Attempt
Sleep disorder
Eye disorders Angle closure
glaucoma,
Blepharospasm,
Diplopia,
Optic ischaemic
neuropathy,
Vision blurred

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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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
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