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In a clinical pharmacology trial Aerius tablets
taken concomitantly with alcohol did not potentiate
the performance impairing effects of alcohol (see
section 5.1). However, cases of alcohol
intolerance and intoxication have been reported
during post-marketing use. Therefore, caution is
recommended if alcohol is taken concomitantly.

4.5 Interaction
with other
medicinal
products and
other forms of
interaction

Aerius has no or negligible influence on the ability
to drive and use machines based on clinical trials.
Patients should be informed that most people do
not experience drowsiness. Nevertheless, as
there is individual variation in response to all
medicinal products, it is recommended that
patients are advised not to engage in activities
requiring mental alertness, such as driving a car
or using machines, until they have established
their own response to the medicinal product.

In clinical trials that
assessed the driving
ability, no impairment
occurred in patients
receiving

desloratadine. However,
patients should be
informed that very rarely
some people experience
drowsiness, which may
affect their ability to drive
or use machines.

4.7 Effects on
ability to drive
and use
machines

Paediatric population

In a clinical trial with 578 adolescent patients,
12 through 17 years of age, the most common
adverse event was headache; this occurred in
5.9 % of patients treated with desloratadine and
6.9 % of patients receiving placebo.

Tabulated list of adverse reactions

Cardiac disorders - Not known - QT prolongation
Hepatobiliary disorders - Not known — Jaundice
Skin and subcutaneous tissue disorders - Not
known — Photosensitivity

General disorders and administration site
conditions - Not known - Asthenia

Paediatric population

Other undesirable effects reported during the
post-marketing period in paediatric patients with
an unknown frequency included QT prolongation,
arrhythmia, and bradycardia.

4.8 Undesirable
effects
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