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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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4.4 Fertility, pregnancy and lactation
Women of childbearing potential

Women of childbearing potential (WOCBP) should undergo pregnancy testing before initiation of
dolutegravir. WOCBP who are taking dolutegravir should use effective contraception throughout treatment.

Pregnancy

Fhere-are-limited-amount-of-Preliminary data from a surveillance study has suggested an increased
incidence of neural tube defects (0.9%) in mothers exposed to dolutegravir at the use-of-dolutegravirtime of
conception compared with mothers exposed to non-dolutegravir containing regimens (0.1%). The incidence
of neural tube defects in the general population ranges from 0.5-1 case per 1,000 live births (0.05-

0.1%). As neural tube defects occur within the first 4 weeks of foetal development (at which time the
neural tubes are sealed) this potential risk would concern women exposed to dolutegravir at the time of
conception and in early pregnancy. Due to the potential risk of neural tube defects, dolutegravir should not
be used during the first trimester unless there is no alternative.

More than 1000 outcomes from second and third trimester exposure in pregnant women-—Fhe-effect-of
delutegravir-on indicate no evidence of increased risk of malformative and foeto/neonatal negative effects.

However, as the mechamsm bv WhICh dolutegravir may mterfere in human pregnancy is unknown—Her

- : T : Syt . “the.
safety in use durlnq the second and thlrd trlmester cannot be conflrmed Dolutegrawr should beused—danngt
preghancy-only #be used during the second and third trimester of pregnancy when the expected benefit
justifies the potential risk to the foetus.

In animal reproductive toxicity studies, no adverse development outcomes, including neural tube defects,
were identified (see section 5.3). Dolutegravir was shown to cross the placenta in animals.
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