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Dosage Form: Tablets controlled release
Composition: Levodopa 200mg + Carbidopa (as monohydrate) 50mg
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Idiopathic parkinson's disease.
Postencephalitic parkinsonism.
Symptomatic parkinsonism.
To reduce "off" time in patients previously treated with levodopa/decarboxylase
inhibitor preparations, or with levodopa alone, who have had motor fluctuations
characterized by end-of-dose deterioration ("wearing-off* phenomenon), peak dose
dyskinesias, akinesia, or similar evidence of short-duration motor disturbances.
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4.4 Special warnings and precautions for use
Laboratory Tests

Decreased haemoglobin and haematocrit, elevated serum glucose and white blood cells,
bacteria and blood in the urine have been reported with standard 'Sinemet'.

Dopamine Dysregulation 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

Nervous system/Psychiatric: ataxia, numbness, increased hand tremor, muscle
twitching, blepharospasm, trismus, activation of latent Horner’s syndrome, euphoria,
and dementia, depression with suicidal tendencies and Dopamine Dysregulation

Syndrome.

Description of selected adverse reactions

Dopamine Dysrequlation 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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