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REZOLSTA is indicated in combination with other antiretroviral agents for the treatment of
human immunodeficiency virus (HIV 1) infection in treatment-naive and treatment-

experienced adults with no darunavir resistance-associated substitutions (V111, V32I, L33F,
147V, 150V, I54L, I54M, T74P, L76V, 184V, L89V).
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4.4  Special warnings and precautions for use

Darunavir binds predominantly to aet1-acid glycoprotein. This protein binding is concentration
dependent indicative for saturation of binding. Therefore, protein displacement of medicinal
products highly bound to ae-acid glycoprotein cannot be ruled out (see section 4.5).

4.5

Interaction with other medicinal products and other forms of interaction

CORTICOSTEROIDS

Corticosteroids primarily
metabolised by CYP3A
(including betamethasone,
budesonide, fluticasone,
mometasone, prednisone,
triamcinolone).

concentrations: Based on
theoretical considerations
REZOLSTA is expected to
increase these corticosteroid
plasma concentrations. (CYP3A

inhibition)

Concomitant use of REZOLSTA
and corticosteroids (all routes of

administration) that are
metabolised by CYP3A {e-g-
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may increase the risk of
development of systemic
corticosteroid effects, including
Cushing’s syndrome and adrenal
suppression.

Co-administration with CYP3A-
metabolised corticosteroids is
not recommended unless the
potential benefit to the patient
outweighs the risk, in which case
patients should be monitored for
systemic corticosteroid effects.
Alternative corticosteroids
which are less dependent on
CYP3A metabolism e.g.
beclomethasone for-intranasal-er
inhalatienal-use-should be
considered, particularly for long
term use.
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