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Aubagio ® is indicated for the treatment of adult patients with relapsing remitting form of
Multiple Sclerosis (MS) to reduce the frequency of clinical relapses and to delay the
progression of physical disability.
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4.4 Special warnings and precautions for use

Infections

Initiation of treatment with teriflunomide should be delayed in patients with severe active
infection untilresolution.

In placebo-controlled studies, no increase in serious infections was observed with teriflunomide
(see section4.8).

Cases of herpes virus infections, including oral herpes and herpes zoster, have been reported with
teriflunomide (see section 4.8), with some of them being serious, including herpetic
meningoencephalitis and herpes dissemination. They may occur at any time during treatment.
Hewever,bBased on the immunomodulatory effect of teriflunomide, if a patient develops any
serious infection, suspending treatment with AUBAGIO should be considered and the

benefits and risks should be reassessed prior to re-initiation of therapy. Due to the prolonged
half-life, accelerated elimination with cholestyramine or charcoal may be considered.

Patients receiving AUBAGIO should be instructed to report symptoms of infections to a
physician. Patientswith active acute or chronic infections should not start treatment with
AUBAGIO until the infection(s) is resolved.

The safety of teriflunomide in individuals with latent tuberculosis infection is unknown, as
tuberculosis screening was not systematically performed in clinical studies. Patients tested
positive in tuberculosis screening, should be treated by standard medical practice prior to
therapy.
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4.8 Undesirable effects

System organ Very Common Uncommon Rare Very Not known
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