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Kesimpta
solution for subcutaneous injection, 50 mg/ml
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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
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5.1 Pharmacodynamic properties

Mechanism of action

Ofatumumab is a fully human anti-CD20 monoclonal immunoglobulin G1 (IgG1) antibody with a
theoretical average molecular weight of 145kDa. The CD20 molecule is a transmembrane
phosphoprotein expressed on B lymphocytes from the pre-B to mature B lymphocyte stage. The
CD20 molecule is also expressed on a small fraction of activated T cells. A subcutaneous route of
administration of ofatumumab and subsequent release/absorption from the tissue allows a gradual
interaction with B cells.

5.2 Pharmacokinetic properties

Absorption
After subcutaneous administration, ofatumumab is-believed-to-be-has a prolonged

release/absorption profile (Tmax 0f 4.3 days) and is predominantly absorbed via the lymphatic
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6.4 Special precautions for storage

Store in a refrigerator (2°C - 8°C). Do not freeze.

If necessary, Kesimpta may be stored unrefrigerated for a single period of up to 7 days at room
temperature (not above 30°C). If not used during this period, Kesimpta can then be returned to the
refrigerator for a maximum of 7 days.
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