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Dosage Form: Film Coated Tablets
Composition: Doravirine 100mg/Lamivudine 300mg/Tenofovir Disoproxil (as
Fumarate) 245mg
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Delstrigo (doravirine/lamivudine/tenofovir disoproxil fumarate) is indicated as a
complete regimen for the treatment of human immunodeficiency virus-1 (HIV-1)
infection in adults without past or present evidence of viral resistance to doravirine,
lamivudine, or tenofovir.
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5.1 Pharmacodynamic properties

Treatment emergent doravirine resistance associated substitutions may confer cross-resistance
to efavirenz, rilpivirine, nevirapine, and etravirine. Of the 78 subjects who developed high
level doravirine resistance in the pivotal studies, 6 had phenotypic resistance to EFV and
nevirapine, 3 to rilpivirine, and 23 had partial resistance to etravirine based on the Monogram
Phenosense assay.

5.2 Pharmacokinetic properties

Doravirine

Parameter AUC,,, Cax Cy
GM (%CV) pg.h/mLM he pg/mL ng/mLaM
M
Doravirine
100 mg 37816.1 (29) 2:260.962 (19) 0.396936 (63)
once daily
GM: Geometric mean, %CV: Geometric coefficient of variation
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