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Each tablet contains Sodium fusidate 250 mg
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For the treatment of infections caused by Staphylococcus.
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4.4 Special warnings and precautions for use

In a few cases, serious cutaneous reactions putting life at risk such as Drug Reaction with
Eosinophilia and Systemic Symptoms (DRESS) syndrome, toxic epidermal necrolysis
(Lyell's syndrome) and Stevens-Johnson syndrome have been reported with systemic
Fucidin. Patients should be advised to monitor cutaneous reactions as well as signs and
symptoms suggestive of these reactions which usually appear in the first weeks of therapy.
If such reactions are suspected to be due to systemic Fucidin, treatment with systemic
Fucidin should be stopped and it is recommended not to reintroduce the therapy.

Systemic Fusidin Leo should be given with caution and liver function should be monitored if
used in patients with hepatic dysfunction or in patients taking potentially hepatotoxic drugs.
Caution is required in patients with biliary disease and biliary tract obstruction. Caution is
required in patients treated with HIV-protease inhibitors (see section 4.5). Fusidic acid
competitively inhibits binding of bilirubin to albumin. Caution is necessary if systemic
Fucidin Leo is administered to patients with impaired transport and metabolism of bilirubin.
Particular care is advised in neonates due to the theoretical risk of kernicterus.

4.5 Interaction with other medicinal products and other forms of interaction

Specific pathways of Fucidin metabolism in the liver are not known, however, an interaction
between Fucidin and drugs being CYP-3A4 biotransformed can be suspected. The
mechanism of this interaction is presumed to be a mutual inhibition of metabolism. There is
insufficient data to characterise the effect of fusidic acid on CYPs in-vitro. The use of
Fucidin systemically should be avoided in patients treated with CYP-3A4 biotransformed
drugs.

Oral anticoagulants

Systemic Fucidin Leo administered concomitantly with oral anticoagulants such as
coumarin derivatives or anticoagulants with similar actions may increase the plasma
concentration of these agents enhancing the anticoagulant effect. Anticoagulation should




be closely monitored and a decrease of the oral anticoagulant dose may be necessary in
order to maintain the desired level of anticoagulation. Similarly, discontinuation of Fucidin
may require the maintenance dose of anticoagulant to be re-assessed. The mechanism of
this suspected interaction remains unknown.

4.8 Undesirable effects

Skin and subcutaneous tissue disorders

Not known:

Toxic epidermal necrolysis (Lyell’s syndrome)”

Stevens-Johnson syndrome

Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS) syndrome

f) These adverse reactions were identified through post-marketing surveillance. Because
these reactions are reported voluntarily from a population of uncertain size, it is not possible
to reliably estimate their frequency (see section 4.4)
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