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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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CLINICAL PARTICULARS

4 Special warnings and precautions for use
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Bone effects

Bone abnormalities such as osteomalacia which can manifest as persistent or worsening bone pain and, which can
infrequently contribute to fractures may be associated with tenofovir disoproxil induced proximal renal tubulopathy
(see section 4.8).
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Reductions of bone mineral density (BMD) have been observed with tenofovir
disoproxil in randomised controlled clinical trials of duration up to 144 weeks in HIV or HBV-infected patients. These
BMD decreases generally improved after treatment discontinuation.

In other studies (prospective and cross-sectional), the most pronounced decreases in BMD were seen in patients
treated with tenofovir disoproxil as part of a regimen containing a boosted protease inhibitor.

Overall, in view of the bone abnormalities associated with tenofovir disoproxil and the limitations of long-term data on
the impact of tenofovir disoproxil on bone health and fracture risk, alternative treatment regimens should be
considered for patients with osteoporosis or with a history of bone fractures.

If bone abnormalities are suspected or detected, then appropriate consultation should be obtained.
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4.8 Undesirable effects
[

Table 2: Tabulated summary of adverse reactions associated with doravirine/lamivudine/tenofovir disoproxil

Frequency | Adverse reactions
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Musculoskeletal and connective tissue disorders

Common muscle disorders*, bone mineral density
decreased*
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