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Baricitinib 2&4 mg
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Olumiant is indicated for the treatment of moderate to severe active rheumatoid arthritis
in adult patients who have responded inadequately to, or who are intolerant to one or
more disease modifying anti rheumatic drugs.
Olumiant may be used as monotherapy or in combination with methotrexate.
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4.4 Special warnings and precautions for use

Hepatic transaminase elevations

Dose dependent increases in blood alanine transaminase (ALT) and aspartate
transaminase (AST) activity were reported in patients treated with baricitinib compared to
placebo (see section 4.8). Increases in alanine-transaminase{ALT}and aspartate
transaminase{AST) to = 5 and = 10 x upper limit of normal (ULN) were reported in less
than 1% of patients in clinical trials. In treatment-naive patients, combination with
methotrexate resulted in increased frequency of hepatic transaminase elevations
compared with baricitinib monotherapy (see section 4.8).

Diverticulitis

Events of diverticulitis and gastrointestinal perforation have been reported in clinical trials
and from postmarketing sources. Baricitinib should be used with caution in patients with
diverticular disease and especially in patients chronically treated with concomitant
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medications associated with an increased risk of diverticulitis: nonsteroidal anti-
inflammatory drugs, corticosteroids, and opioids. Patients presenting with new onset
abdominal signs and symptoms should be evaluated promptly for early identification of
diverticulitis or gastrointestinal perforation.

4.8 Undesirable effects
Gastrointestinal disorders — Frequency Uncommon - Diverticulitis
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