| B s | W4
2022 NanxT

NISIXN NI'7A0 NPI7'a Imn
Juluca Film Coated Tablets

n/1201 /x9N
,n/Ta01 n/njpn

Juluca ywonn 7w xoN7 17y DTV 2 yrTIn? nwpan (GSK) n"va 'xawr v9pEnmolop'?a nnan
.0'9011 D"1'W DIY' |17V .XON7 |17V DNINNN DTI'WN DY17D 1T YT

:DpTINg 0'7'Y9 DADIN
Dolutegravir (as sodium) — 50mg
Rilpivirine (as hydrochloride) — 25mg
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Juluca is indicated for the treatment of human immunodeficiency virus type 1 (HIV-1) infection
in adults who are virologically-suppressed (HIV-1 RNA <50 copies/mL) on a stable antiretroviral
regimen for at least six months with no history of virological failure and no known or suspected
resistance to any non-nucleoside reverse transcriptase inhibitor or integrase inhibitor.
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4.6 Fertility, pregnancy and lactation

Pregnancy

In animal reproductive toxicology studies with dolutegravir, no adverse development
outcomes, including neural tube defects, were identified (see section 5.3). Belutegravirwas

More than 1000 outcomes from exposure to dolutegravir during second and third trimester
pregnancy indicate no evidence of increased risk of feetefoetal/neonatal toxicity.

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.

Animal studies with rilpivirine do not indicate direct or indirect harmful effects with respect to
reproductive toxicity (see section 5.3).

Breast-feeding

It is unknown if rilpivirine is excreted in human milk. Available toxicological data in animals has
shown excretion of rilpivirine in milk. 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 insufficent information on the effects of dolutegravir in newborns/infants.

It is recommended that women living with HIV do not breast-feed their infants in order to avoid
transmission of HIV.
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