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Mycobutin is indicated for:
e the treatment of chronic tuberculosis where there is evidence of acid fast bacteria resistant to rifampicin
or to two other alternative drugs.
o the treatment of infections caused by MAC or other atypical mycobacteria where there is evidence of
resistant bacteria as above.
o treatment of infections caused by MAC or other atypical mycobacteria in AIDS patients in all cases not
subject to the above restrictions.
e prevention of MAC infections in AIDS patients whose CD4 counts lower or eqval to 200/mm?
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4. CLINICAL PARTICULARS
4.4. Special warnings and precautions for use

There have been reports of severe cutaneous adverse reactions (SCARSs), such as Stevens-Johnson syndrome
(SJS), toxic epidermal necrolysis (TEN), drug reaction with eosinophilia and systemic symptoms (DRESS),
and acute generalized exanthematous pustulosis (AGEP) with anti-tuberculosis drugs (see Section 4.8). If
patients develop a skin rash they should be monitored closely and suspect drug(s) discontinued if lesions
progress. Identifying the specific drug is difficult, as multiple anti-tuberculosis drugs are prescribed in
association concurrently. Specifically, for DRESS, a multi-system potential life-threatening SCAR, time to
onset of the first symptoms may be prolonged. DRESS is a clinical diagnosis, and its clinical presentation
remains the basis for decision making. An early withdrawal of the suspect drug is essential because of the
syndrome’s mortality and visceral involvement (e.g., liver, bone marrow or kidney).

4.8. Undesirable effects

Anti-tuberculosis drug SCARs.

Anti-tuberculosis drug use may lead to the occurrence of drug reaction with eosinophilia and systemic
symptoms (DRESS) as well as other SCARSs such as SJS, TEN, and AGEP (see Section 4.4).
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