SAFETY PROFILE OF RUPATADINE IN THE TREATMENT OF CHRONIC URTICARIA
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B BackeROUND B ResuLts
Chronic urticaria is defined by spontaneous wheals long-lasting more than six weeks!. Conventionally, if any apparent etiology was considered, Sample demographic data are summarized in Table I.
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Rupatadine is a new selective long-acting histamine H; receptor inverse agonist (H; antihistamine) which is currently approved as a once daily among the treatment groups. (Fig. 2 and 3)
dose of 10 mg, for the treatment of chronic idiopathic urticaria®>® and allergic rhinitis”’. : ]
No clinically relevant AEs were observed related with ECG, blood testing and vital signs studies during rupatadine clinical trials. Concerning ECG no relevant findings were reported.
AIM OR OBJECTIVE Any patient showed a QTc value longer than 470 msec and in any case QTc increased 60 or more msec. One asymptomatic and not clinically relevant CPK increased value was
reported as SAE.
To assess Rupatadine safety profile in moderate to severe Chronic Urticaria without an identifiable aetiology or “Chronic Overall headache AE described with 5 mg desloratadine was 15,5% (placebo 10%)® and 12,6% (placebo 16,8%)°. Other significant AEs observed during desloratadine clinical
Idiopathic Urticaria” (CIU) treatment. trials were nausea, dry mouth, fatigue, upper respiratory tract infection or dizziness.
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Figure 2. Incidence of global adverse events Figure 3. Incidence of related adverse events
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