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Rebif 22 mcg & 44 mcg, solution for injection
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Interferon beta 1A 22mcg/0.5ml & 44mcg/0.5ml
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Rebif 22/44 mcg (interferone beta-1a) is indicated for the treatment of patients with
relapsing forms of multiple sclerosis to decrease the frequency of clinical exacerbations
and delay the accumulation of physical disability. Efficacy of Rebif in chronic progressive
multiple sclerosis has not been established.

Rebif 44 mcg is indicated for the treatment of patients with a single demyelinating event
with an active inflammatory process, if alternative diagnoses have been excluded, and if
they are determined to be at high risk of developing clinically definite multiple sclerosis.
These patients should have MRI findings which are compatible with the diagnosis of
multiple sclerosis.
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4.2 Posology and method of administration

When first starting treatment with Rebif, the dose should be gradually escalated in order
to allow tachyphylaxis to develop thus reducing adverse reactions. It is recommended
that patients be started according to the doctor recommended dose subcutaneously.

4.8 Undesirable effects

Respiratory, thoracic and mediastinal disorders:

Not known:Pulmonary arterial hypertension* (class label for interferon beta products,
see below Pulmonary arterial hypertension)

Pulmonary arterial hypertension

Cases of pulmonary arterial hypertension (PAH) have been reported with interferon beta
products. Events were reported at various time points including up to several
years after starting treatment with interferon beta.
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