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Treatment of chronic hyperuricaemia in conditions where urate deposition has already occurred
(including a history, or presence of, tophus and/or gouty arthritis).
Feburic is indicated in adults.
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4.8  Undesirable effects

Summary of the safety profile

The most commonly reported adverse reactions in clinical trials (4,072 subjects treated at least with a dose
from 10 mg to 300 mg) and post-marketing experience are gout flares, liver function abnormalities, diarrhoea,
nausea, headache, rash and oedema. These adverse reactions were mostly mild or moderate in severity. Rare
serious hypersensitivity reactions to febuxostat, some of which were associated to systemic symptoms, and
rare events of sudden cardiac death, have occurred in the post-marketing experience.
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Table 1: Adverse reactions in combined phase 3, long-term extension studies and post-marketing experience
Cardiac disorders Uncommon

Atrial fibrillation, palpitations, ECG abnormal
Rare

Sudden cardiac death*
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