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Aubagio is indicated for the treatment of adult patients with relapsing remitting forms 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

Skin reactions

Cases of severe skin reactions have been reported postmarketing (including Stevens-Johnson
syndrome and toxic epidermal necrolysis).

In patients treated with leflunomide, the parent compound, very rare cases of Drug Reaction with
Eosinophilia and Systemic Symptoms (DRESS) have also been reported.

In case of ulcerative stomatitis, teriflunomide administration should be discontinued. If skin and
/or mucosal reactions are observed which raise the suspicion of severe generalised major skin
reactions (Stevens-Johnson syndrome, or toxic epidermal necrolysis-Lyell’'s syndrome),
teriflunomide and any other possibly associated treatment must be discontinued, and an
accelerated procedure initiated immediately. In such cases patients should not be re-exposed to
teriflunomide (see section 4.3).

New onset of psoriasis (including pustular psoriasis) and worsening of pre-existing psoriasis have
been reported during the use of teriflunomide. Treatment withdrawal and initiation of an
accelerated elimination procedure may be considered taking into account patient’s disease and

medical history.

4.8 Undesirable effects

System organ Very Common Uncommon Rare | Very Not known

class common rare

Skin and Alopecia Rash, Nail disorders Severe skin

subcutaneous Acne reactions?

tissue disorders Psoriasis
(including
pustular)®
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https://data.health.gov.il/drugs/index.html#/byDrug :nx™2N TIwn DX Mpn 1905
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