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Delstrigo® film-coated tablets :jiman
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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 type 1 (HIV-1) infection in adults without past or present evidence of viral resistance to
doravirine, lamivudine, or tenofovir.
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4.8 Undesirable effects
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Table 2: Tabulated summary of adverse reactions associated with doravirine/lamivudine/tenofovir disoproxil
Frequency | Adverse reactions
[...]

Hepatobiliary disorders
Rare hepatic steatosis*, hepatitis*

[.] [.]

Musculoskeletal and connective tissue disorders

[-.] [...]
Uncommon myalgia, arthralgia, rhabdomyolysis*ﬂ,

muscular weakness**
*This adverse reaction was not identified as an adverse reaction associated with doravirine from the Phase 3 clinical studies (DRIVE-FORWARD, DRIVE-AHEAD,
DRIVE-SHIFT), but is included in this table as an adverse reaction based on the Summary of Product Characteristics (SmPC) of 3TC and/or TDF. The highest frequency
category reported in the 3TC or TDF Summary-of Product-Characteristics-SmPC is used.

This adverse reaction was not identified as an adverse reaction associated with doravirine from the Phase 3 clinical studies (DRIVE-FORWARD, DRIVE-AHEAD
DRIVE-SHIFT), but was seen during post-marketing use of doravirine-containing regimens and is an adverse reaction listed in the SmPC of 3TC and TDF. The highest
frequency category reported in the 3TC and TDF SmPCs is used.

4EiThis adverse reaction may occur as a consequence of proximal renal tubulopathy. It is not considered to be causally associated with tenofovir disoproxil in the
absence of this condition.
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