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Restine®

CATEGORY
Antidyskinetic (dopamine agonist)

INDICATIONS

Parkinson's disease, idiopathic (treatment) — Pramipexole
is indicated for treatment of the symptoms of idiopathic
Parkinson's disease. lts efficacy has been demonstrated
in patients with early Parkinson's disease, as well as in
patients with advanced disease receiving concomitant
levodopa therapy.

MECHANISM OF ACTION

Pramipexole is a non-ergot dopamine agonist with high
relative in vitro specificity and full intrinsic activity at the
D2 subfamily of dopamine receptors; it binds with higher
affinity to D3 than to D2 or D4 receptor subtypes. The
relevance of this receptor specificity in Parkinson's
disease is not known. Pramipexole's mechanism of
action in the treatment of Parkinson's disease is not
precisely known, but is believed to be related to its ability
to stimulate dopamine receptors in the striatum. This
theory is supported by electrophysiologic studies in
animals that have demonstrated that Pramipexole
influences striatal neuronal firing rates via activation of
dopamine receptors in the striatum and the substantia
nigra, the site of neurons that send projections to the
striatum.

DRUG INTERACTION

There maybe occure some interactions between
Pramipexole and:

Carbidopa and levodopa combination or levodopa,
cimetidine, dopamine antagonists including haloperidol,
metoclopramide, Phenothiazines, Thioxanthenes,
medications excreted by renal secretion, including
diltiazem, quinidine, quinine, ranitidine, triamterene,
verapamil

Medical considerations / Contraindications:
Risk-benefit should be considered when the following
medical problems exist:

Fibrotic complications from ergot-derivated dopaminer-
gic agents, history of

» Hallucinations

» Hypotension or

» Orthostatic hypotension

» Renal function impairment

» Retinal degeneration, or retinal problems

» Sensitivity to Pramipexole

Side/Adverse Effects

-The side effects indicating need for medical attention:
* Incidence more frequent

Asthenia, drowsiness, dyskinesia, hallucinations,
insomnia, nausea, orthostatic hypotension
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*Incidence less frequent

Akathisia, amnesia, confusion, diplopia or other eye or
vision changes, dysphagia, edema, falling asleep
without warning, fever, frequent urination, muscle or
joint pain, myasthenia, paranoid reaction, pneumonia
eIncidence rare

Abnormal thinking, chest pain, delusions, dizziness,
dyspnea, peripheral edema, urinary incontinence,
urinary tract infection

-The side effects indicating need for medical attention if
they continue or are bothersome

* Incidence more frequent

Constipation, dryness of mouth

*Incidence less frequent

Abnormal dreams, anorexia, decreased libido or
impotence, increased sweating, malaise, rhinitis, skin
problems, such as rush, weight loss

Precautions while using this medication:

» Regular visits to physician to check progress of therapy
» Checking with physician before discontinuing medication;
gradual dosage reduction may be needed

» Possible drowsiness, dizziness, lightheadedness, vision
problems, weakness, or muscular incoordination; caution
when driving or doing jobs requiring alertness, clear vision,
and coordination

» Possible falling asleep without warning while engaged
in daily living activities such as driving a motor vehicle
» Caution when getting up suddenly from lying or sitting
positio

» Possible hallucinations, especially in older patients

Storage:
-store below 30°C, and protect from moisture and light.
-Keep out of the reach of children.

Strength and packaging available:

- 30 scored tablets 0.7 ,0.18 mg in a tight light —
resistant container with a brochure in a cardboard box

- Each tablet of 0.18 mg Restine ® contains 0.25 mg
pramipexole dihydrochloride monohydrate

- Each tablet of 0.7 mg Restine ® contains 1 mg
pramipexole dihydrochloride monohydrate

References:
-USP DI drug information for health care professional
2007

AN: Restine®-202
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OSVE Pharmaceutical Co.
You are kindly requested to contact us in case of
any comments or advices.
PO Box: 13185-1554
Email: info@osvahpharma.com
www.osvahpharma.com
Tehran-Iran
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