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Tivicay 10 mg, 25 mqg, 50 mg Film Coated Tablets

n/T201 n/xoN
,n/T201 n/njppn

73 212y Tivicay 1'wonn 7w DX71 XoN7 D1I7YN 12TV W V1IN nwpan (GSK) n"ya Yxwr M7pnmolop7a nnan
.0'9011 D"1'Y DIY' D17V .27 [17Va1 K97 |17V D'NINNN D' 07190 1T QY TINA L1

:DpTINI 0'7'Y9 DA'DIN
Tivicay 10mg: Dolutegravir (as sodium) — 10 mg
Tivicay 25mg: Dolutegravir (as sodium) — 25 mg
Tivicay 50mg: Dolutegravir (as sodium) — 50 mg
(7w 'wdn? nnivan atnn

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.
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4.2 Posology and method of administration

Method of administration

Oral use.

Tivicay can be taken with or without food (see section 5.2). In the presence of integrase class resistance,
Tivicay should preferably be taken with food to enhance exposure (particularly in patients with Q148
mutations) (see section 5.2).

To reduce the risk of choking, patients should not swallow more than one tablet at a time

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Breast-feeding

HHs-unknown-whether-dolutegravirDolutegravir is excreted in human milk—Available-toxicological-data in
&mmal&has—shewnexereﬂensmall amounts. There is msuffl(:lent mformatlon on the effects of dolutegravw in

M%#M%em%%gw@mha%d—neonates/mfants

It is recommended that HIV infected women do not breast-feed their infants under any circumstances in
order to avoid transmission of HIV.

4.8 Undesirable effects

Table 3 Adverse Reactions



Hepatobiliary Common Alanine aminotransferase (ALT) and/or

disorders Aspartate aminotransferase (AST) elevations

Uncommon Hepatitis

Rare Acute hepatic failure, increased bilirubin***

Investigations Common Alanine aminotransferase (ALT) and/or
. : E ) elevat

Common Creatine phosphokinase (CPK) elevations

**see below under Description of selected adverse reactions.
***in_combination with increased transaminases
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