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4.4 Special warnings and precautions for use
[...]

Severe skin reactions
Severe cutaneous adverse reactions (SCARSs), including Stevens-Johnson syndrome, which can
be life threatening or fatal, has been reported with enzalutamide treatment.

At the time of prescription, patients should be advised of the signs and symptoms and monitored
closely for skin reactions.

If signs and symptoms suggestive of this reaction appear, enzalutamide should be withdrawn
immediately and an alternative treatment considered (as appropriate).

Hypersensitivity reactions

Hypersensitivity reactions manifested by symptoms including, but not limited to, rash, or face,
tongue, lip, or pharyngeal oedema, have been observed with enzalutamide (see section 4.8).

4.8 Undesirable effects
[...]

Stevens Johnson syndrome has been reported with enzalutamide treatment (see section 4.4).

[.]

Table 1: Adverse reactions identified in controlled clinical trials and post-marketing

Hepatobiliary disorders Uncommon: hepatic enzymes increased

Skin and subcutaneous tissue | Common: dry skin, pruritus

disorders Not known: erythema multiforme, Stevens-Johnson syndrome,
rash
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7.
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Name of manufacturer

Astellas Pharma Europe B.V., Hogemaat 2, 7942 JG-MeppelTFheNetherlands
Sylviusweg 62, 2333 BE Lelden The Netherlands
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