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Tysabiri is indicated as monotherapy for the treatment of patients with relapsing forms of multiple
sclerosis.

To delay the accumulation of physical disability and reduce the frequency of clinical exacerbations.

The safety and efficacy of Tysabri beyond two years are unknown.

Because Tysabri increases the risk of progressive multifocal leukoencephalopathy (PML), an
opportunistic viral infection of the brain that usually leads to death or severe disability.

Tysabri is generally recommended for patients who have had an inadequate response to, or are unable to
tolerate, alternate multiple sclerosis therapies.

Safety and efficacy in patients with chronic progressive multiple sclerosis have not been studied.
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4.6 Fertility, pregnancy and lactation
[...]

Pregnancy

There are no adequate and well-controlled studies of natalizumab therapy in pregnant women.

Thrombocytopenia and anaemia in infants born to women exposed to natalizumab during
pregnancy were reported in the postmarketing setting. Monitoring of platelet counts
haemoglobin, and recommended in neonates born to women exposed to
natalizumab during pregnancy.
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5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group:

Immunosuppressante selective immuo
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