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TYSABRI M0V

concentrate for solution for infusion
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natalizumab 300 mg/15ml
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Tysabri 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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4.4  Special warnings and precautions for use

MRI screening for PML

Based on a retrospective analysis of natalizumab-treated patients since its approval, no difference was
observed on 2-year survival after PML diagnosis between patients who received PLEX and those who did

PML and IRIS (Immune Reconstitution Inflammatory Syndrome)

IRIS occurs in almost all TYSABRI PML patients after withdrawal or removal of the medicinal product.;
eg—by-plasma-exchange{seesection5-2): IRIS is thought to result from the restoration of immune
function in patients with PML, which can lead to serious neurological complications and may be
fatal. Monltorlng for development of |R|S—Wh+eh—ha&eee&#ed—m#t#nﬂ—days—te—seve%kweek&aﬁe¥

> and appropriate treatment of the associated

inflammation durlng recovery from PML should be undertaken {see-the Physicianinformationand
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4.8 Undesirable effects

[...]

MedDRA System Organ Class

Adverse reaction

Frequency category

Infections and infestations

Urinary tract infection

Very common€emmen

Nasopharyngitis

Very common€Eemmen

Immune system disorders

Urticaria

Common

Hypersensitivity

Uncommon

Nervous system disorders Headache Very commonEemmen
Dizziness Very commonEemmen
Progressive Multifocal Uncommon
Leukoencephalopathy (PML)
Gastrointestinal disorders Vomiting Common
Nausea Very commonEemmen
Musculoskeletal and connective | Arthralgia Very commonEemmen
tissue disorders
General disorders and Rigors Common
administration site conditions
Pyrexia Common
Fatigue Very commonEemmen
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5.2 Pharmacokinetic properties
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