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Dosage form: Film coated tablets/nioixn ni'7a0
Composition: Desloratadine 5 mg
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Aerius is indicated in adults and adolescents aged 12 years and older for the relief of symptoms
associated with:

- allergic rhinitis

- urticaria
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3. PHARMACEUTICAL FORM
Film-coated tablets

Light blue, round and embossed film-coated tablets with “C5” elongatedletiers “S”and-“P” on one side and
plain on the other. The diameter of the film-coated tablet is 6.5 mm.

4.8 Undesirable effects

Tabulated list of adverse reactions

System Organ Class Frequency Adverse reactions seen with Aerius
Metabolism and nutrition Not known Increased appetite
disorders
Psychiatric disorders Very rare Hallucinations
Not known Abnormal behaviour®, aggression®,
depressed mood
Nervous system disorders Common Headache
Very rare Dizziness, somnolence, insomnia,
psychomotor hyperactivity, seizures
Eye disorders Not Known Eye dryness
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Cardiac disorders Very rare Tachycardia, palpitations
Not known QT prolongation*
Gastrointestinal disorders Common Dry mouth
Very rare Abdominal pain, nausea, vomiting,
dyspepsia, diarrhoea
Hepatobiliary disorders Very rare Elevations of liver enzymes, increased
bilirubin, hepatitis
Not known Jaundice
Skin and subcutaneous tissue Not known Photosensitivity
disorders
Musculoskeletal and Very rare Myalgia
connective tissue disorders
General disorders and Common Fatigue
administration site conditions Very rare Hypersensitivity reactions (such as
anaphylaxis, angioedema, dyspnoea,
pruritus, rash, and urticaria)
Not known Asthenia
Investigations Not known Weight increased

* Undesirable effects reported during the post-marketing period also in paediatric patients.

Paediatric population
Other undesirable effects reported during the post-marketing period in paediatric patients with an unknown

frequency included QTprolongation , arrhythmia and bradycardia abrermal-behaviour—and-aggression.

8. License holder:
Organon Pharma Israel Ltd., +-AtirYeda, KfarSaba-P.0.B 1149 Hod Hasharon, 4511101
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