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KEVZARA 150 Mg & KEVZARA 200 Mg, Solution for Injection in prefilled syringe/pen
55 "minn

Kevzara 150 mg: Sarilumab 131.6 MG /1 ML
Kevzara 200 mg: Sarilumab 175 MG/ 1 ML

NMAPINNDND NA"MMNNN
Kevzara in combination with methotrexate (MTX) is indicated for the treatment of moderately to
severely active rheumatoid arthritis (RA) in adult patients who have responded inadequately to,
or who are intolerant to one or more disease modifying anti rheumatic drugs (DMARDs).
Kevzara can be given as monotherapy in case of intolerance to MTX or when treatment with MTX
is inappropriate.
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4.4 Special warnings and precautions for use

Gastrointestinal perforation

Events-efg(Gastrointestinal perforation have has been reported in association with
Kevzara in patients with and without-elinteal-studies; primarty-as-compleationsof
diverticulitis. Use Kevzara with caution in patients with previous history of intestinal
ulceration or diverticulitis. Patients presenting with new onset abdominal symptoms such
as persistent pain with fever should be evaluated promptly

4.8 Undesirable effects

Gastrointestinal disorders Rare Gastrointestinal perforation

Gastromtestznal perforation

Repe#s—ef—gGastromtestmal perforatlon wer%pﬂma%ﬂy—vepeﬁed—as—eemphea&eﬁ&eﬁdwemeuhﬁs
inchading—lower—Gl—perforation—and—abseesswas reported in patients with and without

diverticulitis. Most patients who developed gastrointestinal perforations were taking concomitant
nonsteroidal anti-inflammatory medications (NSAIDs), corticosteroids, or methotrexate. The
contribution of these concomitant medications relative to Kevzara in the development of
gastrointestinal perforations is not known (see section 4.4).
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