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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.

: NONY |I'7U:I. D'NX2N 0'9'YOo1 1Uy1 D'NIAnN DDTY ’*—

4.4 Special warnings and precautions for use

Immune Reactivation Syndrome

Any inflammatory symptoms should be evaluated and treatment instituted when necessary. Autoimmune disorders

|  (such as Graves’ disease and autoimmune hepatitis) have also been reported to occur in the setting of immune
reconstitution, however, the reported time to onset is more variable and these events can occur many months after
initiation of treatment.

Lamivudine and dolutegravir

The two-drug regimen of dolutegravir 50 mg once daily and lamivudine 300 mg once daily was explored in two large
randomized and blinded studies, GEMINI 1 and GEMINI 2 (see section 5.1). This regimen is only suitable for the
treatment of HIV-1 infection where there is no known or suspected resistance to the integrase inhibitor class, or to
lamivudine.

4.8 Undesirable effects

| Immune respensereactivation syndrome
In HIV-infected patients with severe immune deficiency at the time of initiation of combination antiretroviral therapy
(CART), an inflammatory reaction to asymptomatic or residual opportunistic infections may arise. Autoimmune

|  disorders (such as Graves’ disease and autoimmune hepatitis) have also been reported; however, the reported time
to onset is more variable and these events can occur many months after initiation of treatment (see section 4.4).
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