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‘ Madopar Dispersible should be
dissolved in a quarter of a glass of water (approx. 25-50 ml), but
not in fruit juice, milk or hot beverages. The tablets dissolve on
their own in a few minutes to produce a milky-white suspension,
Because of* _ " * “~dimentation, it is advisable to stir the

m_.sun:w_.sa O .:.&...:f:a:._n.._..wz_v.,
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Mado M.%WP mm.l'r.” , be taken 30 minutes before or one
hour atw, .. =

le gastrointestinal effects, which occur
mainly in the early sw.. ©of treatment, can be reduced by taking
Madopar with liquid or food (for example, pastries) or by slowly
increasing the dose.
Madopar Dispersible is indicated in patients with dysphagia, those
prefering to take Madopar dissolved in a liquid, and when a more
rapid onset of action is required, in particular in early morning or
afternoon akinesia, delayed-on and wearing-off phenomena, and
end-of-dose akinesia.

Normal dosage

Like any levodopa therapy, treatment with Madopar should be
introduced with low doses that are then gradually increased.
The dosage should be tailored to each patient and kept as low as
possible at each stage of the disease. The following dosage
instructions should therefore be regarded as guidelines.

Initial therapy

In the early stages of Parkinson’s disease it is advisable to start
treatment with 1 capsule of Madopar *62.5°, | water-soluble tablet
of Madopar Dispersible ‘62.5" or half a tablet of Madopar *125°
three to four times daily.

As soon as tolerability of the initial dosing schedule is confirmed,
the dosage should be increased slowly in accordance with the
patient’s response (e.g. four doses per day instead of three, etc.).
If close supervision of the patient is possible, dosage adjustments
may be made every two to three days. An optimal effect is
generally reached at a daily dosage of 300-800 mg levodopa +
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Postmarketing experience

Blood and lymphatic system disorders

There have been rare reports of hemolytic anemia, moderate and
transient leukopenia and thrombocytopenia, and a reduced
thromboplastin time. Therefore, as in any long-term treatment with
drugs containing levodopa, the blood count should be checked
periodically together with hepatic and renal function,

Metabolism and nutrition disorders
Uncommon: anorexia.

Transient and generally slight rises in transaminases (SGOT,
SGPT) and alkaline phosphatase,
Increase of gamma-glutamyltransferase

Psychiatric disorders

Patients with Parkinson's disease may suffer from depression.
Agitation, anxiety, sleep disturbance, hallucinations, delusions,
behavioural changes and aggressiveness have been observed, and
also rare nightmares and temporal disorientation, in particular in
elderly patients or those with a history of such disorders.
Depression with suicidal ideas may occur on Madopar therapy, but
may also be due to the underlying disease,

Impulse control disorders, addictive behavioural disturbances and
behaviours as in obsessive compulsive disorders (compulsive
spending or shopping, binge eating and compulsive eating) may
also occur on Madopar. There have been reports, for example, of a
compulsion for pathological gambling, increased libido and,

in some cases, hypersexuality (see Warnings and Precautions).
Dopaminergic dysregulation syndrome.

Nervous system disorders
Uncommon: headache.

Use of Madopar is associated with somnolence, episodes of sudden
sleep onset and, in very rare cases, intense daytime somnolence
with sudden sleep onset (see Warnings and Precautions).

At high doses or at a late stage in the treatment of Parkinson’s
disease, involuntary movements may occur (choreiform and
athetotic movements, for example). They can generally be
eliminated or made tolerable by reducing the dose.

Long-term patients may experience fluctuations in therapeutic
response (freezing, end-of-dose akinesia, and on-off phenomena).
Again, such fluctuations can generally be relieved or made
tolerable by reducing the dose or administering low:
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