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Mayzent 0.25 mqg: 165-54-36195
Mayzent 2 mq: 165-55-36196
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Mayzent is indicated for the treatment of relapsing forms of multiple sclerosis (MS), to include
relapsing-remitting disease, and active secondary progressive disease, in adults.
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Siponimod (as Fumaric Acid) 0.25 mg and 2 mg
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4.4 Special warnings and precautions for use

Cutaneous neoplasms

In study A2304, basal cell carcinoma was the most common neoplasm and was reported with a
similar incidence in the siponimod 2 mg (1.01%, 12 patients) and placebo (1.23%, 7 patients)
groups. However, additional cases in patients treated with siponimod have been reported with
longer exposure (see section 4.8). Other skin malignancies, including melanoma, have also been
reported in patients treated with siponimod and in patients on long-term therapy with another S1P
modulator.

Skin examination is recommended for all patients at treatment initiation, and then every 6

to12 months taking into consideration clinical judgement. Patients should be advised to promptly
report any suspicious skin lesions to their physician. Patients treated with siponimod should be
cautioned against exposure to sunlight without protection. These patients should not receive
concomitant phototherapy with UV-B radiation or PUVA-photochemotherapy.

4.8 Undesirable effects

Table 2 Tabulated list of adverse reactions
Neoplasms benign, malignhant and unspecified (incl. cysts and polyps)
Common Melanocytic naevus
Basal cell carcinoma
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