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Juluca Film Coated Tablets
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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4.8 Undesirable effects

Table 2: Tabulated list of adverse reactions to Juluca based on clinical study and post-
marketing experience with Juluca and its individual components

System organ Frequency Adverse drug reactions
class (SOC) category’
Blood and lymphatic | common decreased white blood cell count

systems disorders:
decreased haemoglobin

decreased platelet count
not known sideroblastic anaemia?

1 Frequencies are assigned based on the maximum frequencies observed in the pooled SWORD studies or studies with the
individual components

i 2 Reversible sideroblastic anaemia has been reported in dolutegravir-containing regimens. The contribution of
dolutegravir in these cases is unclear.

2 This adverse reaction was identified through post-marketing surveillance for dolutegravir in combination with other ARVs. The
frequency category of rare was estimated based on post-marketing reports.
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