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e Rebif’ 22/44 mcg 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.

e 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 (see
section 5.1). These patients should have MRI findings which are compatible with the
diagnosis of multiple sclerosis.
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4.4 Special warnings and precautions for use
Excipients
Sodium content

This medicinal product contains less than 1 mmol sodium (23 mg) per dose, i.e. it is essentially
‘sodium-free’.

Benzyl alcohol
This medicinal product contains benzyl alcohol. Benzyl alcohol may cause allergic reactions.

Monitor patients less than 3 years of age for respiratory symptoms.

Advise patients who are pregnant or breastfeeding of the potential risk from excipient benzyl
alcohol, which might accumulate over time and cause metabolic acidosis. Use with caution in
patients with hepatic or renal impairment, because of the potential risk from excipient benzyl
alcohol which might accumulate over time and cause metabolic acidosis.
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