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Xofluza is indicated for the treatment of acute uncomplicated influenza in
patients 12 years of age and older who have been symptomatic for no more than
48 hours.

Limitations of Use: Influenza viruses change over time and factors such as the
virus type or subtype, emergence of resistance, or changes in viral virulence
could diminish the clinical benefit of antiviral drugs. Consider available
information on drug susceptibility patterns for circulating influenza virus strains
when deciding whether to use Xofluza.
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6.2 Postmarketing Experience

The following adverse reactions have been identified during postmarketing use of Xofluza.
Because these reactions are reported voluntarily from a population of uncertain size, it is not
possible to reliably estimate their frequency or establish a causal relationship to Xofluza
exposure.

Immune System Disorders: Anaphylactic reactions, anaphylactic shock, anaphylactoid
reactions, hypersensitivity reactions, angioedema (swelling of face, eyelids, tongue and lips).
Skin and Subcutaneous Tissue Disorders: Rash, urticaria, erythema multiforme
Gastrointestinal Disorders: Vomiting, bleedy-diarrhea hematochezia, melena, colitis
Psychiatric Disorders: Delirium, abnormal behavior, ard hallucinations
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