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Tivicay 10mg: Dolutegravir (as sodium) — 10 mg
Tivicay 25mg: Dolutegravir (as sodium) — 25 mg
Tivicay 50mg: Dolutegravir (as sodium) — 50 mg
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Tivicay is indicated in combination with other anti-retroviral medicinal products for the treatment of
Human Immunodeficiency Virus (HIV) infected adults, adolescents and children above 6 years of age.

: X917 [I'7v2 0'Nan D'9'W0A IWY) D'NIAN DRAIDTY +
4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

; trevin ) ith-dofetilide ( ,

Tivicay must not be administered concurrently with medicinal products with narrow therapeutic windows
that are substrates of organic cation transporter 2 (OCT?2), including but not limited to fampridine (also
known as dalfampridine; see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Effect of dolutegravir on the pharmacokinetics of other agents

In vitro, dolutegravir inhibited the renal organic cation transporter 2 (OCT2) and multidrug and toxin
extrusion transporter (MATE) 1. In vivo, a 10-14% decrease of creatinine clearance (secretory fraction is
dependent on OCT2 and MATE-1 transport) was observed in patients. In vivo, dolutegravir may increase
plasma concentrations of medicinal products in which excretion is dependent upon OCT2 and/or MATE-1
(e.g. defetilidesfampridine [also known as dalfampridine], metformin) (see Table 2-and-section4-3).

Table 2: Drug Interactions

Medicinal products | Interaction Recommendations concerning
by therapeutic Geometric mean co-administration
areas change (%)
Not-studied)
—AUC T 7%
—Cma 5%
—C+ T 8%
Eosoproviie
(historical controls)
AntiarrhythmiesPotassium channel blocker




DefetilideFampridine | Defetilidet Dolutegravirand-dofetilide-co-Co-

(also known as Notstudiedpotential administration is-centraindicated-due-to-of
dalfampridine) inerease-via-inhibition-of dolutegravir has the potential life-threatening
ocT2 tosdeibreonsed by hieh dofotilide

transperter)Fampridine 1 | seizures due to increased fampridine plasma
concentration {see-seetion-4-3)-via inhibition of

OCT2 transporter; co-administration has not
been studied. Fampridine co-administration
with dolutegravir is contraindicated.
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