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Odefsey
emtricitabine 200 mg,

rilpivirine hydrochloride equivalent to 25 mg of rilpivirine,
tenofovir alafenamide fumarate equivalent to 25 mg of tenofovir alafenamide
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Odefsey isindicatedfor the treatment of adults and adolescents (aged 12 years and older with body
weightatleast 35 kg) infected with human immunodeficiency virus-1 (HIV-1) without known mutations
associated with resistance to the non-nucleoside reverse transcriptase inhibitor (NNRTI) class,
tenofovir or emtricitabine and with aviral load < 100,000 HIV-1 RNA copies/mL
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4.5 Interactionwith other medicinal products and other forms of interaction

Medicinal Effects on medicinal product | Recommendation concerningco-administration

product by levels. Mean percentchange | with Odefsey

therapeutic in AUC, Crmax, Crmin

areas
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4.6 Fertility, pregnancy and lactation
Pregnancy

There isalimited amount of data (less than 300 pregnancy outcomes) from the use of tenofovir
alafenamide in pregnant women A moderate amount of data on pregnant women (between 300-1,000
pregnancy outcomes) indicate no malformative or foetal/neonatal toxicity of rilpivirine (see
sections4.4,5.1and 5.2).

Odefsey should be usedduring pregnancy onlyif the potential benefit justifies the potential risk to the
foetus.

Breast-feeding
... Rilpivirine is excreted in the milk of rats.
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...Because of both the potential for HIV transmissionand the potential foradversereactionsin
breastfed infants, women should beinstructed not to breast-feedif they are receiving Odefsey.

4.8 Undesirable effects

Frequency | Adversereaction

Skin and subcutaneous tissue disorders

severe skin reactions with systemic symptoms* 5, angioedema® ¢, pruritus?,

Uncommon: P—
urticaria

:0D'X2ANN'D'voa N'y'oIn |3'1¥'7 |I'7UJ o"ninnn D'"N'YN

N9NN win'wn 1194%.2
NIMMOINN |2 NAAN/NIXPRIVIX

17200 DUPTN D'RIN'A 'A9'07 NIYAWUNA NIFOINIVIN -

'X'nNNN7%7 e

['YNNNIX e
.07 ("09TIX 7w 0*7'YD 02D IN) T'ARIDIN DD VI 1121971 7w dnan DX NI7Yn? NI7I7Y 178 NISNN
917N N9NN 17 DIV RN

NI NyoIn .4
1,000 11mn o'wnnwn 1-10-2 Niy'smy niysin - (uncommon) NINDY [XXRY 'NI11'?7 NIYDIN

(hn'oIN) NN @

PINNN VLOFLN 17'R1 |I7Y7 FOIN DITRA YATIAN VOZVN TYWKRD D'OI¥AN DAI7Y] D'INI0N D' 1'WUN 7'
.NINNN [A0N 2UNY [IN'02 WATIAN VOPVN ,90111 .10IN
IR YN INKAY NIDNNNNARNAYT DRIZA DIONDY7 IN7W1 [DIX7 |17Vl X9N7 |17vun

. 09-9591111 19707 n*7x N1191 0'09TIN 07277 N ,]D DD
.0IDTYN 707
hbahhl

[P NI7R
N1mn nngn

Kibbutz Shefayim, 6099000
ISRAEL
Phone: 09-9591111  Fax: 09-9583636




