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Odefsey is indicated for the treatment of adults and adolescents (aged 12 years and older
with body weight at least 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 a viral load

< 100,000 HIV-1 RNA copies/mL
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tenofovir alafenamide (as fumarate) 25 mg
emtricitabine 200mg
rilpivirine (as hydrochloride) 25 mg

NN TIZN NXAY NIDINNN 1AXN2 010199 1N/ DD TvAn D'NHyin
.https://israeldrugs.health.gov.il/#!/byDrug

:D1IMN SY25% NMI9 NYNAND 1YY ©9TIN pNvn %2pH N N 01019 D98N ,1D 11D
.09-9591111 :"20 ,6099000 ,0"OW Y12 , N"VA IP'NON "O-""A

,i1D111
TTN-NM501 M0

phalaBalaizi
n"yap 'mon o-""a


https://israeldrugs.health.gov.il/#!/byDrug

S
janssen )'

fehmonalfehmon

:D2'N X911 NNSYa D™MPYN MDTYN

4.2 Posology and method of administration
Method of administration

Oral use.
Odefsey should be taken orally, once daily with food (see section 5.2). Fhe It is recommended that the
film-coated tablet sheuld not-be is not chewed, crushed or split due to the bitter taste.

4.4  Special warnings and precautions for use

Nephrotoxicity

Post-marketing cases of renal impairment, including acute renal failure and proximal renal tubulopathy
have been reported with tenofovir alafenamide-containing products. A potential risk of nephrotoxicity
resulting from chronic exposure to low levels of tenofovir due to dosing with tenofovir alafenamide
cannot be excluded (see section 5.3).
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