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Dolutegravir ( as sodium ) — 50 mg
Abacavir ( as sulfate ) — 600mg
Lamivudine — 300 mg
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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.

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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4.3 Contraindications

Hypersensitivity to delutegravir—abacavirerlamivudinethe active substances or to any of the excipients listed in section
6.1. See sections 4.4 and 4.8.
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4.4 Special warnings and precautions for use

Drug interactions

Since the recommended dose of dolutegravir is 50 mg twice daily when co-administered with etravirine (without boosted
protease inhibitors), efavirenz, nevirapine, rifampicin, tipranavir/ritonavir, carbamazepine, phenytoin, phenobarbital and
St. John’s wort, the use of Triumeq is not recommended for patients taking these medicines (see section 4.5).

Triumeq should not be co-administered with polyvalent cation-containing antacids. Triumeq is recommended to be
administered 2 hours before or 6 hours after these agentsmedicinal products (see section 4.5).

Triumeq is recommended to be administered 2 hours before or 6 hours after taking supplements or multivitamins
containing calcium-ex, iron supplementsor magnesium (see section 4.5).




4.5 Interaction with other medicinal products and other forms of interaction

Table 1: Drug Interactions

Medicinal products by therapeutic

Interaction geometric mean

Recommendations

(Complex binding to polyvalent ions)

Iron supplements/Dolutegravir

Dolutegravir {
AUC | 54%
Cmax 4 57%
C24 1 56%
(Complex binding to polyvalent ions)

Multivitamins (containing calcium, iron

and magnesium) /Dolutegravir

Dolutegravir {
AUC | 33%
Cmax | 35%

c24 | 32%

areas change (%) concerning co-administration
—AUC T 25%
—Cmax1-19%
—C+137%
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Calcium supplements/Dolutegravir Dolutegravir 4 Caleium-supplements-iron
AUC | 39% supplementsSupplements or
Cmax { 37% multivitamins_containing calcium, iron or
c24 | 39% magnesium should be taken well

separated in time from the administration
of Triumeq (minimum 2 hours after or 6
hours before).
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