271x71 X9N% |12 (NNt Y1) anna 7 ayTin

05.2013 p1wn

06.04.16 :7xn
Sifrol 0.25mqg Tablets, Sifrol 1mqg Tablets :n'721x2 V'wOn v

126-17-30500, 126-16-30501 :Diw™ MoO0n
28w Boehringer Ingelheim :niwnn 7y nw

Al vy 7V NiInion nNnNNn

X9 [I'7Va NIYgIana NNnnan

UTN VOV N1 LOFL 7va e
e Special
Mania and delirium Warnings
Patients should be regularly monitored for and

the development of mania and delirium.
Patients and carers should be made
aware that mania and delirium can occur
in patients treated with pramipexole. Dose
reduction/tapered discontinuation should
be considered if such symptoms develop.

Precautions

Expected adverse reactions

The following adverse reactions are
expected under the use of SIFROL.:
abnormal dreams, amnesia, behavioural
symptoms of impulse control disorders
and compulsions such as binge eating,
compulsive shopping, hypersexuality and
pathological gambling; cardiac failure,
confusion, constipation, delirium, delusion,
dizziness, dyskinesia, dyspnoea, fatigue,
hallucinations, headache, hiccups,
hyperkinesia, hyperphagia, hypotension,
inappropriate antidiuretic hormone
secretion, insomnia, libido disorders,
mania, nausea, paranoia, peripheral
oedema, pneumonia, pruritus, rash and
other hypersensitivity; restlessness,
somnolence, sudden onset of sleep,
syncope, visual impairment including
diplopia, vision blurred and visual acuity
reduced, vomiting, weight decrease
including decreased appetite, weight
increase.

Expected adverse reactions

The following adverse reactions are
expected under the use of SIFROL.:
abnormal dreams, amnesia, behavioural
symptoms of impulse control disorders
and compulsions such as binge eating,
compulsive shopping, hypersexuality
and pathological gambling; cardiac
failure, confusion, constipation, delusion,
dizziness, dyskinesia, dyspnoea, fatigue,
hallucinations, headache, hiccups,
hyperkinesia, hyperphagia, hypotension,
inappropriate antidiuretic hormone
secretion, insomnia, libido disorders,
nausea, paranoia, peripheral oedema,
pneumonia, pruritus, rash and other
hypersensitivity; restlessness,
somnolence, sudden onset of sleep,
syncope, visual impairment including
diplopia, vision blurred and visual acuity
reduced, vomiting, weight decrease
including decreased appetite, weight
increase.

Undesirable
Effects




Table 1. Parkinson's disease:
Psychiatric Disorders:

Uncommon: binge eating,
compulsive shopping, delusion,
hyperphagia, hypersexuality, libido
disorder, paranoia, pathological gambling,
restlessness, delirium.

Rare: mania

Table 2. Restless Legs Syndrome:
Psychiatric Disorders:

Uncommon: binge eating,
compulsive shopping, delusion,
hyperphagia®, hypersexuality, libido
disorder, paranoia, pathological gambling,
restlessness, delirium, mania.

Table 1. Parkinson's disease:
Psychiatric Disorders:

Uncommon: binge eating,
compulsive shopping, delusion,
hyperphagia, hypersexuality, libido
disorder, paranoia, pathological
gambling, restlessness

Table 2. Restless Legs Syndrome
Psychiatric Disorders:

Uncommon: binge eating,
compulsive shopping, delusion,
hyperphagial, hypersexuality, libido
disorder, paranoia, pathological
gambling, restlessness.
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