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Kesimpta is indicated for the treatment of adult patients with relapsing forms of multiple sclerosis
(RMS) with active disease defined by clinical or imaging features

.ofatumumab :9y9n 225900

: (179 TPXIVDIPNTN ,NDMY ,NDN MY NID) 7252 DOMNNN DIMNPWN VP PYND

INDYYY oy
4.4 Special warnings and precautions for use

Injection-related reactions

Symptoms most frequently observed in RMS clinical studies include fever, headache, myalgia, chills, and
fatigue, nausea and vomiting and were predominantly (99.8%) mild to moderate in severity.

4.8 Undesirable effects

Gastrointestinal disorders
Common — Nausea, vomiting [Nausea and vomiting have been reported in association with systemic
injection-related reactions (see below and section 4.4)]

Injection related reactions

The most frequently reported symptoms (>2%) included fever, headache, myalgia, chills and fatigue.
Additional reported symptoms included nausea (1.7%) and vomiting (0.6%).

5.1 Pharmacodynamic properties
Clinical efficacy and safety - Several updates of studies' results.
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