PrOIOPa (levodopa/benserazide)

Rx Summary

Antiparkinsonism Agent

{ndications Treatment of Parkinson's syndrome when not drug-
induced.

Contraindications Known hypersensitivity to levodopa or bensera-
zide; in patients in whom sympathomimetic amines are contra-
indicated; concomitantly with, or wnhm 2 weeks of, MAQI admini-
stration; pensated cardi docrine, renal, hepatic,
hematofogic or puimonary disease; narrow angle glaucoma
Warnings Discontinue levodopa at least 12 hours before initiating
Prolopa See Dosage section for subsmuuon recommendations.
Not i d in jon tremor, H 's chorea or drug-
induced Parkinsonism.
Increase dosage gradually to avoid CNS side effects (involuntary
movements). Gbserve patients for signs of depression with suicidal
tendencies or other serious behavioural changes. Caution in patients
with history of psychotic disorders or receiving psychotherapeutic
agents.
In patients with atrial, nodal or ventricular arrhythmias or history of
myocardial infarction initiate treatment cautiously in hospital.
Caution in patients with history of melanoma or Suspicious undiag-
nosed skin lesions.
Safety in patients under 18 years has not been established. In women
who are or may become pregnant, weigh benefits against possible
hazards to mother and fetus. Not recommended for nursing mothers.
Precautions Monitor cardiovascular, hepatic, hematopoietic and
renal function during extended therapy. Caution in patients with
history of convulsive disorders. Upper gastrointestinal hemorrhage
possible in patients with a history of peptic ulcer.
Normal activity should be resumed gradually to avoid risk of injury.
Monitor intrapcular pressure in patients with chronic wide-angle
glaucoma. Pupillary dilation and activation of Horner’s syndrome
have been reported rarely. Exercise caution and monitor blood
pressure in patients on antihypertensive medication. ‘Prolopa’ can be
discontinued 12 hours prior to anesthesia. Observe patients on con-
comitant psychoactive drugs for unusual reactlons
Adverse Reactions Most are | involl y move-
ments, usually dose dependent, which necessitate dosage reduction.
Other serious reactions are periodic oscillations in perfo {end
of dose akinesia on-off phenomenon and akinesia paradoxica) after
d therapy, psychi dnsturbances (including paranula
psychoms depression, d d libido, eupl B
sedation and stimulation), and cardiovascular effects (including
arrhythmias, orthostatic hypotension, hypertension, ECG changes
and angina pectoris).

Y

[ I, dermatologic, hematologic,

musculoskeletal, resp:ralory genitourinary and ophthalmologic
reactions have also been reported. Consult Product Monograph for
complete list.

Dosage Individualize therapy and titrate in small steps to maxi-
mize benefit without dyskinesias. Do not exceed the recom-
mended dosage range.

tnitially, one capsule ‘Prolopa’ 100-25 once or twice daily, increased
carefully by one capsule every third or fourth day (slower in post-
encephalitic Parkinsonism) until optimum therapeutic effect obtained
without dyskinesias. At upper limits of dosage, increment slowly at
2-4 week intervals. Administer with food.

Optimal dosage is usually 4-8 ‘Prolopa’ 100-25 capsules daily, in
4.6 divided doses.

‘Prolopa’ 200-50 are il d for therapy
once optimal dosage has been determined using ‘Prolopa’ 100-25
capsutes. No patient should receive more than 1000 - 1200 mg
levodopa daily during the first year of treatment. 'Prolopa’ 50-12.5
capsules should be used when frequent dosing is required to
minimize adverse effects.

For patients previously treated with levodopa, allow at least 12 hours
to elapse and initiate ‘Profopa’ at 15% of previous tevodopa dosage.
During maintenance, reduce dosage slowly, if possible, to a
maximum of 600 mg levodopa daily.

Supply 'Pralopa’ 50-12.5 les ¢
12.5 mg benserazide.

‘Profopa’ 100-25 capsules containing 100 mg levodopa and 25 mg
benserazide.

‘Prolopa’ 200-50 capsules containing 200 mg levodopa and 50 mg
benserazide.

Bottles of 100.

Product Monograph available on request.
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