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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.
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4.6 Fertility, pregnancy and lactation

Pregnancy

In animal reproductive toxicity studies, no adverse development outcomes, including neural tube defects,

were identified (see section 5.3). Belutegravirwas-shewn-to-cross-the-placentatr-animals:

More than 1000 outcomes from exposure during second and third trimester of pregnancy indicate no
evidence of increased risk of feetefoetal/neonatal toxicity. Dolutegravir may be used during the second and
third trimester of pregnancy when the expected benefit justifies the potential risk to the foetus.

Dolutegravir crosses the placenta in humans. In pregnant women living with HIV, the median foetal
umbilical cord concentration of dolutegravir was approximately 1.3-fold greater compared with the maternal
peripheral plasma concentration.

There is insufficient information on the effects of dolutegravir on neonates.

Breast-feeding

Dolutegravir is excreted in human milk in small amounts: (a median dolutegravir breast milk to maternal
plasma ratio of 0.033 has been shown). There is insufficient information on the effects of dolutegravir in
neonates/infants.
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