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EFUDIX CREAM 5%
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FLUOROURACIL50mg/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

... Instruct patients not to smoke or go near naked flames - risk of severe burns. Fabric (clothing, bedding,
dressings etc) that has been in contact with this product burns more easily and is a serious fire hazard.
Washing clothing and bedding may reduce product build-up but not totally remove it....



. Significant systemic drug toxicity is unlikely via percutaneous absorption of fluorouracil when Efudix is
adm|n|stered as per the approved prescribing information. However the likelihood of this is increased if the
product is used excessively-especially on skin areas in which the barrier function is impaired (e.g. cuts) ,
the product is applied under an occlusive dressing, and/or in individuals with deficiency in
dihydropyrimidine dehydrogenase (DPD), see-section4-8. DPD is a key enzyme involved in metabolising
and eliminating fluorouracil. Determination of DPD activity may be considered where systemic drug toxicity
is confirmed or suspected. There have been reports of increased toxicity in patients who have reduced
activity/deficieney of the enzyme dihydropyrimidine dehydrogenase. In the event of suspected systemic
drug '[OXICIty Efudix Cream 5%% treatment eonsideration should be given-to-stopping-Efudixtreatment.
Stopped ..

4.8 Undesirable effects

General disorders and administration site conditions

Frequency not known: Application site haemorrhage
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