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Duodopa
NOITINIT
intestinal gel
Levodopa 20mg/ml & Carbidopa (as monohydrate) 5mg/ml

'WONYT NNYWINAN NIMNAN

Treatment of advanced levodopa-responsive Parkinson’s disease with severe motor
fluctuations and hyper-/dyskinesia when available combinations of Parkinson medicinal
products have not given satisfactory results.

A positive test of the clinical response to Duodopa administered via a temporary
nasoduodenal tube is required before a permanent tube is inserted.
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CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Patients should be reqularly monitored for the development of impulse control disorders.

Patients and carers should be made aware that behavioural symptoms of impulse control

disorders including pathologic gambling, increased libido and hypersexuality, compulsive

spending or buying, binge eating and compulsive eating can occur have-beenreperted in

patients treated with dopamine agonists and/or other dopaminergic treatments containing
levodopa ferParkinsens-disease-including levedepalcarbidepa-Duodopa. Review of treatment

is recommended if such symptoms develop.

Isolated reports have been received describing gastrostomy tube blockage and/or intestinal

obstruction with bezoar formation, necessitating replacement of tubing and in rare cases

surgery. Early symptoms include aggravation of Parkinson’s symptoms, reduced efficacy,

abdominal pain, nausea, and vomiting. In some cases, gastric and intestinal ulcerations have

been found. Bezoars are retained concretions of undigested food material in the intestinal tract.

Most bezoars reside in the stomach but bezoars may be encountered elsewhere in the intestinal

tract.
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4.8 Undesirable effects
'Y Nninn

Impulse control disorders: Pathological gambling, increased libido and hypersexuality, compulsive

spending or buying, binge eating and compulsive eating can occur in patients treated with dopamine

agonists and/or other dopaminergic treatments containing levodopa including Duodopa (see section

4.4. ‘Special warnings and precautions for use’).

There have been isolated reports of bezoar formation (see 4.4).
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