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Feburic® 80 mg fim-coated tablets
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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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4.4  Special warnings and precautions for use

[...]

Mercaptopurine/azathioprine

Febuxostat use is not recommended in patients concomitantly treated with mercaptopurine/azathioprine_as
inhibition of xanthine oxidase by febuxostat may cause increased plasma concentrations— of
mercaptopurine/azathioprine that could result in severe toxicity. No interaction studies have been performed
in humans.

Where the combination cannot be avoided,patients-sheutd-be-closely-menitored—A a reduction of the dosage

of mercaptopurine-e+ /azathioprine is recommended. Based on modelling and simulation analysis of data from
a pre-clinical study in rats, when coadministered with febuxostat, the dose of mercaptopurine/azathioprine
should be reduced to the 20% or less of the previously prescribed dose in order to avoid possible
haematological effects (see section 4.5 and 5.3).

The patients should be closely monitored and the dose of mercaptopurine/azathioprine should be subsequently
adjusted based on the evaluation of the therapeutic response and the onset of eventual toxic effects.
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