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Triumeq Film Coated Tablets
Dolutegravir (as sodium) 50mg
Abacavir (as sulfate) 600mg

Lamivudine 300mg
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Triumeq is indicated for the treatment of Human Immunodeficiency Virus (HIV) infected
adults and adolescents above 12 years of age weighing at least 40 kg.
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4.6 Fertility, pregnancy and lactation

Dolutegravir crosses the placenta in humans. In pregnant women living with HIV, the median foetal
umbilical cord concentration of dolutegravir was approximately 1.3-fold greater compared with the
maternal peripheral plasma concentration. Placental transfer of abacavir and/or its related metabolites
has been shown to occur in humans. Placental transfer of lamivudine has been shown to occur in
humans.

4.8 Undesirable effects

Tabulated list of adverse reactions

The adverse reactions with the components of Triumeq from clinical study and post-marketing
experience are listed in Table 2 by body system, organ class and absolute frequency. Frequencies are
defined as very common (= 1/10), common (> 1/100 to < 1/10), uncommon (> 1/1 000 to < 1/100), rare
(=1/10 000 to < 1/1 000), very rare (< 1/10 000), and not known (cannot be estimated from the
available data).

Table 2: Tabulated list of adverse reactions associated with the combination of dolutegravir +
abacavir/lamivudine in an analysis of pooled data from: Phase lIb to Phase IlIb clinical studies or post-
marketing experience; and adverse reactions to treatment with dolutegravir, abacavir and lamivudine
from clinical studies and post-marketing experience when used with other antiretrovirals



Frequency Adverse reaction

Blood and lymphatic systems disorders:

Uncommon: Neutropenia', anaemia', thrombocytopenia’
Very rare: pure red cell aplasia’
Not known sideroblastic anaemia?

"This adverse reaction was identified from clinical studies or post-marketing experience for
dolutegravir, abacavir or lamivudine when used with other antiretrovirals or post-marketing
experience with Triumeq.

ln

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

3In combination with increased transaminases.
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