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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.
e the treatment of infections caused by MAC or other atypical mycobacteria where there is
evidence of resistant bacteria as above.
e 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?3
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4. CLINICAL PARTICULARS
4.4.  Special warnings and precautions for use

Rifabutin is a CYP450 3A inducer. Therefore, co-administration with antiretroviral products including
but not limited to bictegravir, rilpivirine, or doravirine is not recommended due to the expected
decrease in plasma concentrations of the antiretrovirals which may lead to loss of virologic response
and possible development of resistance (see Section 4.5).

For further recommendations, please refer to the most recent prescribing information of the
antiretrovirals or contact the specific manufacturer.

4.5. Interaction with other medicinal products and other forms of interaction

Coadministered drugs | Effect on Effect on co- Comments
rifabutin administered drug
ANTIRETROVIRALS
Bictegravir ND AUC |38% Although not studied, co-
Cmin |56% administration of rifabutin with
Cmax [20% Biktarvy

vir alafenamide) is not
recommended due to an

reported reduction in

bictegravir.
Doravirine ND 50% | in AUC If concomitant use is necessary,
68% | in C24 increase the doravirine dosage
< in Cmax as instructed in doravirine-

1

(bictegravir/emtricitabine/tenofo

expected decrease in tenofovir
alafenamide in addition to the




containing product prescribing

information.
Rilpivirine ND 42% 4 in AUC Although not studied, co-
48% 4 in Cmin administration of rifabutin with
31% { in Cmax Odefsey (rilpivirine/tenofovir

alafenamide/emtricitabine) is not
recommended due to an
expected decrease in tenofovir
alafenamide in addition to the
reported reduction in rilpivirine.
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