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Dolutegravir (as sodium) — 50mg
Rilpivirine (as hydrochloride) — 25mg
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Juluca is indicated for the treatment of human immunodeficiency virus type 1 (HIV-1) infection
in adults who are virologically-suppressed (HIV-1 RNA <50 copies/mL) on a stable antiretroviral
regimen for at least six months with no history of virological failure and no known or suspected
resistance to any non-nucleoside reverse transcriptase inhibitor or integrase inhibitor.
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4.4  Special warnings and precautions for use

Weight and metabolic parameters

An increase in weight and in levels of blood lipids and glucose may occur during antiretroviral
therapy. Such changes may in part be linked to disease control and lifestyle. For lipids, there is
in some cases evidence for a treatment effect, while for weight gain there is no strong
evidence relating this to any particular treatment. For monitoring of blood lipids and glucose
reference is made to established HIV treatment guidelines. Lipid disorders should be managed
as clinically appropriate.

4.8 Undesirable effects

Metabolic parameters

Weight and levels of blood lipids and glucose may increase during antiretroviral therapy (see

section 4.4).
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