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Diabetes mellitus and hyperglycaemia:

New onset diabetes mellitus, hyperglycaemia
or exacerbation of existing diabetes mellitus
has been reported in patients receiving
protease inhibitors. In some of these the
hyperglycaemia was severe and in some
cases also associated with ketoacidosis. Many
patients had confounding medical conditions,
some of which required therapy with agents
that have been associated with the
development of diabetes mellitus or
hyperglycaemia.

Consideration should be given to the
monitoring of blood glucose.

Interactions with other medicinal products:

Bedaquiline: Co-administration of bedaquiline
with strong CYP3A4 inhibitors may increase
the systemic exposure of bedaquiline, which
could potentially increase the risk of
bedaquiline-related adverse reactions (see
DRUG INTERACTIONS). Bedaquiline must be
used cautiously with ritonavir, only if the benefit
of co-administration outweighs the risk.

Diabetes mellitus and
hyperglycaemia:

New onset diabetes mellitus,
hyperglycaemia or exacerbation of
existing diabetes mellitus has been
reported in patients receiving protease
inhibitors. In some of these the
hyperglycaemia was severe and in
some cases also associated with
ketoacidosis. Many patients had
confounding medical conditions, some
of which required therapy with agents
that have been associated with the
development of diabetes mellitus or
hyperglycaemia.

Interactions with other medicinal
products:

N/A

4.4 Warnings
and
precautions

Ritonavir effects on Non-antiretroviral Co-
administered Medicinal Products

Bedaquiline: In a healthy volunteer drug
interaction study of 400 mg single dose
bedaquiline and lopinavir/ritonavir 400/100
twice daily for 24 days, bedaquiline exposures
(AUC) were increased by 22%. Bedaquiline
must be used cautiously with ritonavir, only if
the benefit of co-administration outweighs the
risk (see WARNINGS AND PRECAUTIONS:
Drug Interactions).

Ritonavir effects on Non-
antiretroviral Co-administered
Medicinal Products

4.5
Interaction
with other
medicinal
products and
other forms
of interaction
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