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SUMMARY OF PRODUCT CHARACTERISTICS 

Printed for Certificate of Pharmaceutical Product 

1 NAME OF THE MEDICINAL PRODUCT 

Tivicay 50 mg film-coated tablets 

2 QUALITATIVE AND QUANTITATIVE COMPOSITION 

Tivicay 50 mg film-coated tablets 

Each film-coated tablet contains dolutegravir sodium equivalent to 50 mg dolutegravir. 
' 

For the full list of excipients, see section 6.1. 

3 PHARMACEUTICAL FORM 

Film-coated tablet (tablet). 

Tivicay 50 mg film-coated tablets 

Yellow, round, biconvex tablets approximately 9 mm in diameter debossed with 'SV 572' on one side 
and '50' on the other side. 

4 CLINICAL PARTICULARS 

4.1 Therapeutic indications 

Tivicay is indicated in combination with other anti-retroviral medicinal products for the treatment of 
Human Immunodeficiency Virus (HIV) infected adults, adolescents and children of at least 6 years of age 
or older and weighing at least 14 kg. 

4.2 Posology and method of administration 

Tivicay should be prescribed by physicians experienced in the management of HIV infection. 

Posology 

Adults 

Patients infected with HIV-I without documented or clinically suspected resistance to the integrase class 

The recommended dose of dolutegravir is 50 mg orally once daily. 

Dolutegravir should be administered twice daily in this population when co-administered with some 
medicines (e.g. efavirenz, nevirapine, tipranavir/ritonavir, or rifampicin). Please refer to section 4.5. 

Patients infected with HIV-I with resistance to the integrase class (documented or clinically suspected) 
























































