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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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4.5 Interaction with other medicinal products and other forms of interaction

Effect of avacopan on other medicinal products

Avacopan is a moderate weak-inhibitor of CYP3A4 in vivo and may increase the plasma
exposures of concomitant medicinal products that are CYP3A4 substrates with-a-narrow
therapeutichdex-(e.g., alfentanil, ciclosporin, dihydroergotamine, ergotamine, fentanyl,
sirolimus and tacrolimus).-Be-cautious-when-these-medicinal-products-are-used-with
avacepan- Patients must be managed according to the Summary of Product Characteristics

of the concomitant respeetive-medicinal products-with-a-narrow-therapeuticirdex. Dose

reductions or monitoring of adverse events may be necessary.

In a clinical study, the co-administration of avacopan with simvastatin, a sensitive CYP3A4
substrate, increased the total systemic exposure (AUC) of simvastatin by 3.5-fold and Cmax by
3.2-fold. Please consult the Summary of Product Characteristics for simvastatin for
appropriate dose adjustments.

5.2 Pharmacokinetic properties

Biotransformation

Clinical interaction of avacopan with the sensitive CYP3A4 substrate simvastatin is described
in section 4.5. Avacopan is a weak inhibitor of €¥P3A4-and-CYP2C9 as indicated by a modest
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(1.15-fold);+espectively.

inducer of CYP enzymes.

increase in the AUC of the probe active substances midazelam-{1-81-fold}-and-celecoxib

In vitro, avacopan is not an inhibitor eran-inducerof other CYP enzymes and is not an
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