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Triumeq 50/600/300 mg 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, adolescents and children weighing at least 25 kg.

Before initiating treatment with abacavir-containing products, screening for carriage of
the HLAB*5701 allele should be performed in any HIV-infected patient, irrespective of
racial origin. Abacavir should not be used in patients known to carry the HLA-B*5701
allele
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1 NAME OF THE MEDICINAL PRODUCT

Triumeq 50 /600 /300 mg film-coated tablets

4.1 Therapeutic indications

Triumeq is indicated for the treatment of Human Immunodeficiency Virus type 1 (HIV-1) infected
adults-and, adolescents abeve2-years-efageand children weighing at least 4625 kg (see sections 4.4
and 5.1).



Before initiating treatment with abacavir-containing products, screening for carriage of the HLA-
B*5701 allele should be performed in any HIV-infected patient, irrespective of racial origin (see section
4.4). Abacavir should not be used in patients known to carry the HLA-B*5701 allele.

4.2  Posology and method of administration

Therapy should be prescribed by a physician experienced in the management of HIV infection.

Posology

Adults-and, adolescents and children (weighing at least 40ke25kg)
The recommended dose ef Frivmeq-in-adults-and-adeleseents-is one tablet once daily.

Triumeq film-coated tablets should not be administered to adults-, adolescents or adeleseentschildren
who weigh less than 4025 kg because it is a fixed-dose tablet that cannot be dose reduced. Triumeq
dispersible tablets should be administered to children of at least 3 months of age and weighing at least 6
kg to less than 25 ke.

Separate preparations of dolutegravir, abacavir or lamivudine are available in cases where
discontinuation or dose adjustment of one of the active substances is indicated. In these cases the
physician should refer to the individual product information for these medicinal products.

A separate preparationdose of dolutegravir (film-coated tablets or dispersible tablets) is applicable where
a dose adjustment is indicated due to drug-drug interactions-, e.g. rifampicin, carbamazepine,
oxcarbazepine, phenytoin, phenobarbital, St. John’s wort, etravirine (without boosted protease
inhibitors), efavirenz, nevirapine, or tipranavir/ritonavir (see sections 4.4 and 4.5).

Dispersible tablets

Triumeq is available as dispersible tablets for patients of at least 3 months of age and weighing at least 6
kg to less than 25 kg. The bioavailability of dolutegravir from film-coated tablets and dispersible tablets
is not comparable; therefore, they must not be used as direct replacements (see section 5.2).

Paediatric population
The safety and efficacy of Triumeq in children less than 4+2-years3 months of age hasor weighing less
than 6 kg have not yet been established-—Ne-data-are-avatable—.

Currently available data are described in section 4.8, 5.1 and 5.2, but no recommendation on a posology
can be made.

4.4  Special warnings and precautions for use

Drug resistance

SineeThe use of Triumeq is not recommended for patients with integrase inhibitor resistance. This is
because the recommended dose of dolutegravir is 50 mg twice daily for adult patients with resistance to
integrase inhibitors;-the-use and there are insufficient data to recommend a dose of Friumeq-is-not

recommended-forpatientswithdolutegravir in integrase inhibitor reststaneeresistant adolescents,
children and infants.
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