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FLUOROURACIL 50 MG/ 1G
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Antineoplastic agent to treat actinic keratosis multiple and superfacial basel cell carcinoma.
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4.4 Special warnings and precautions for use

There is a possibility of increased absorption through ulcerated or inflamed skin (see section 5.2). Further application of
Efudix cream should be avoided in cases of severe skin inflammation including ulceration and blistering.
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4.8 Undesirable effects

[

Blood and lymphatic system disorders

Very rare: Haematological disorders, associated with systemic drug toxicity, e.g. pancytopenia, neutropenia,
thrombocytopenia, leukocytosis.

5.3 Preclinical safety data

5-fluorouracil is genotoxic in mice and in vitro, embryotoxic and teratogenic in mice and rats, and is classified as
possible human teratogen. Malformations occurred (defects in the nervous system, palate, skeleton, tails, limbs) in
several species (including rat and Syrian golden hamsters). Embryotoxic effects (small fetus, resorption) are also
observed in monkeys treated with 5-fluorouracil.

5-fluorouracil crosses the placenta.
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