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Mayzent 0.25mg & 2mg, Film-coated tablets
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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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4.4 Special warnings and precautions for use

Risk of infections

A Cases of cryptococcal meningitis (CM) have been reported for siponimod.
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receptormodulater—Patients with symptoms and signs consistent with CM
should undergo prompt diagnostic evaluation. Siponimod treatment should
be suspended until CM has been excluded. If CM is diagnosed, appropriate
treatment should be initiated.

Herpes viral infection
Cases of herpes viral infection (including ene cases of meningitis or




meningoencephalitis caused by reactivatien-ef-varicella zoster viruses [VZV]
infectionteading-to—varicellazostermeningitis) have been reported in the
occurred with siponimod at any time during treatmentdevelopment
pregramme. If herpes meningitis or meningoencephalitis occur, siponimod
should be discontinued and appropriate treatment for the respective infection
should be administered.Patients without a physician-confirmed history of
varicella or without documentation of a full course of vaccination against VZV
should be tested for antibodies to VZV before starting siponimod (see below
section “Vaccination”).

Cutaneous neoplasms

€ases-Basal ceII carcinoma (BCC) and other cutaneous neODIasms |ncIud|nq
squamous cell carcinoma (SCC), have been reported in patients receiving

siponimod, especially in patients treated-with-sipenrimed-have-beenreported
W|th Ionger e*pesu-Fe treatment duratlon (see section 4. 8) GEher—skm

Skin examination is recommended for all patients at treatment initiation, and
then every 6 to12 months taking into consideration clinical judgement.
Careful skin examinations should be maintained with longer treatment
duration. 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

Infections and infestations: Not known: Meningitis cryptococcal
Neoplasms benign, malignant and unspecified (incl. cysts and polyps): Uncommon:
Squamous cell carcinoma

Description of selected adverse reactions

Infections

meningitis or meningoencephalitis caused by varicella zoster viruses have occurred with




siponimod at any time during treatment. Cases of cryptococcal meningitis (CM) have
also been reported for siponimod (see section 4.4).
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