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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, 154M, T74P, L76V, 184V, L89V).
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4.2 Posology and method of administration

If a patient vomits within 4 hours of taking the medicine, another dose of REZOLSTA should
be taken with food as soon as possible. If a patient vomits more than 4 hours after taking the
medicine, the patient does not need to take another dose of REZOLSTA until the next reqularly
scheduled time.

Method of administration

Oral use

To ensure administration of the entire dose of both darunavir and cobicistat, the tablet should
be swallowed whole.

For patients unable to swallow the whole tablet, REZOLSTA may be split into two pieces
using a tablet-cutter, and the entire dose should be consumed immediately after splitting.
Patients should be instructed to take REZOLSTA within 30 minutes after completion of a meal
(see sections 4.4, 4.5 and 5.2).

4.4 Special warnings and precautions for use

REZOLSTA contains less than 1 mmol sodium (23 mq) per tablet, that is to say essentially
‘sodium-free’.

4.5 Interaction with other medicinal products and other forms of interaction

Co-administration of REZOLSTA with medicinal products that have active metabolite(s)
formed by CYP3A may result in reduced plasma concentrations of these active metabolite(s)
potentially leading to loss of their therapeutic effect. These interactions are described in the
interactio
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INTERACTIONS AND DOSE RECOMMENDATIONS WITH OTHER MEDICINAL PRODUCTS

Medicinal products by Interaction Recommendations concerning
therapeutic areas co-administration
Diabigatran Baszed on theoretical Concomitant administration of
Ticagrelor considerations co-administration EEZOLSTA with dabigatran or

of REZOLSTA with dabigatran or | ticagrelor is contraindicated.
ticagrelor may increase
concentrations of the

anticoagulant.
{CYP3A and/or P-glycoprotein
inhibition).
Clopidogrel Baszed on theoretical Co-administration of

considerations co-administration EBEEZOLSTA with clopidogrel is
of REZOLSTA with clopidogrel 13 | not recommended.

expected to decrease clopidogrel
active metabolite plasma
concentration. which may reduce
the antiplatelet activity of

clopidogrel.

Use of other antiplatelets not
affected by CYP inhibition or
induction (e.g. prasugrel) iz
recommended (see section 4.3).

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
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Darunavir 800 mg (cerrespendingto-867-28-mg-of darunavir as ethanolate), Cobicistat 150 mg
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