Ropinirole HCI
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(Primary Restless Legs Syndrome) °

#7384 # ¢ Anti-Parkinson Agent, Dopamine Agonist.

* ;%% § ¢ Administration:
® Orally, may be administered without regard to meals; however, taking the drug

with food may reduce the occurrence of nausea.
® The Requip PD® tablets should be swallowed whole ; do not chew, crush, or split.

Safety and efficacy not established in children.

Indications and dosage regimens:
Parkinsonian Syndrome:
Initiate at a low dosage and increase slowly until the maximum therapeutic
response is achieved. MAX dose 24 mg/day.

Table 1. Ascending-Dose Schedule for Parkinsonian Syndrome

Weeks Daily Dosage Schedule Total Daily Dose
1 0.25 mg TID 0.75 mg
2 0.5 mg TID 1.5 mg
3 0.75 mg TID 2.25 mg
4 1 mg TID 3 mg
After week 4 Dose may be increased by 1.5 mg daily

each week up to 9 mg daily, and then by
up to 3 mg daily each week to a total daily
dosage of 24 mg

When ropinirole is used as an adjunct to levodopa, the levodopa dosage may be
decreased gradually as tolerated.

Discontinue ropinirole therapy gradually over a period of 1 week. Reduce the
frequency of administration from 3 times daily to twice daily for 4 days and then to
once daily for 3 days before complete discontinuance of the drug.

Moderate-to-severe primary restless legs syndrome:
Patients were titrated based on clinical response and tolerability.
For RLS, the safety and effectiveness of doses greater than 4 mg once daily have
not been established.

Table 2. Dose Titration Schedule for Restless Legs Syndrome
Dosage to be taken once daily, 1 to 3 hours

Day/Week before bedtime
Days 1 and 2 0.25 mg
Days 3-7 0.5 mg
Week 2 1 mg
Week 3 1.5 mg
Week 4 2 mg
Week 5 2.5mg
Week 6 3 mg

Week 7 4 mg
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® SULPIRIDE, METOCLOPRAMIDE: | efficacy of either drug.
® HALOPERIDOL.: loss of antiparkinson efficacy.

® Warfarin: T in INR.

® RISPERIDONE: | efficacy of ropinirole.
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2. Current guidelines note that the available information is insufficient to make a
recommendation for use. in pregnant women.
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2. It is not known if ropinirole is present in breast milk.
Ropinirole inhibits prolactin secretion in humans and may potentially inhibit
lactation.



