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Tavneos, in combination with a rituximab or cyclophosphamide regimen, is indicated for the
treatment of adult patients with severe, active granulomatosis with polyangiitis (GPA) or
microscopic polyangiitis (MPA)
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4.4 Special warnings and precautions for use

Hepatotoxicity

Serious adverse reactions of elevated hepatic transaminases with elevated total bilirubin have been
cbsen ed in patie.nts Teceiving ay avacopan mn combination with r:}cluphﬂsphamide {(followed by

In the post-marketing setting. drug-induced lﬁer imury and vamshing bile duct svndmme (VBDS),

including cases with fatal ouicome_ have been reported Liver fanctiontest I F T -nereasad s
considered as an adverse reachon(see section 4.8).




4.8 Undesirable effects

System Organ Class Common Uncommon (21/1,000 to Rare Frequency not
g ’ (21/100 to <1/10) <1/100) (21/10,000 to <1/1,000) known(1)

Hepatlobiliary disorders Drug-induced liver

injury' , Vanishing bile
duct syndrome!

Drug-induced liver injury and vanishing bile duct syndrome (VBDS) have been reported
in the post-marketing setting (see section 4.4).
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