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TEPEZZA (teprotumumab 500 mg/vial)
Powder for concentrate for solution for infusion
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TEPEZZA is indicated for the treatment of moderate to severe Thyroid Eye Disease regardless of
activity and duration.
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6.1 Clinical Trials Experience

In clinical trials, gastrointestinal complaints including exacerbation of inflammatory bowel disease
were reported.

In two postapproval trials, the following were the adverse reactions occurring > 5% of participants
treated with TEPEZZA during the double-masked treatment period: muscle spasms (29%), hearing
impairment (19%), hyperglycemia (18%) diarrhea (16%), fatigue (13%), headache (13%), alopecia
(10%), dry skin (10%), dysgeusia (9%), ear discomfort (9%), and nail disorder (6%).
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