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UPTRAVI® 200 mcg, 400 mcg, 600 mcg, 800 mcg, 1,000 mcg,
1,200 mcg, 1,400 mcg 1,600 mcg film-coated tablets

1INV NYINNAD NYINNN

Uptravi is indicated for the long-term treatment of pulmonary arterial hypertension (PAH) in
adult patients with WHO functional class (FC) I1-I11, either as combination therapy in patients
insufficiently controlled with an endothelin receptor antagonist (ERA) and/or a
phosphodiesterase type 5 (PDE-5) inhibitor, or as monotherapy in patients who are not
candidates for these therapies.

Efficacy has been shown in a PAH population including idiopathic and heritable PAH, PAH
associated with connective tissue disorders, and PAH associated with corrected simple
congenital heart disease (see section 5.1).

2X7 i'72pa1 x9N 172 Y7 U X vy 70"% 0'vnion DnpTYN Py
.D"DTIYNA

XOINY7 iy
17020 amin own |DTY

Posology and method of administration 4.2 - o

Dose adjustment with co-administration of moderate CYP2C8 inhibitors

When co-administered with moderate CYP2C8 inhibitors (e.g., clopidogrel, deferasirox and
teriflunomide), reduce the dosing of Uptravi to once daily. If the therapy is not tolerated at a
given dose, symptomatic treatment and/or a dose reduction to the next lower dose should be
considered. Revert to twice daily dosing frequency of Uptravi when co-administration of
moderate CYP2CS8 inhibitor is stopped (see section 4.5).

- o
Interaction with other medicinal products and other forms of interaction 4.5

Concomitant administration of Uptravi with clopidogrel (loading dose of 300 mg or
maintenance dose of 75 mg once a day), a moderate inhibitor of CYP2C8, had no relevant
effect on the exposure to selexipag but increased the exposure to the active metabolite
approximately 2.2 and 2.7-fold following loading dose and maintenance dose, respectively.
Dosing frequency of Uptravi should be reduced to once daily when co-administered with
moderate CYP2C8 inhibitors (e.g., clopidogrel, deferasirox, teriflunomide). Dosing frequency
of Uptravi should be reverted to twice daily when co-administration of moderate CYP2C8
inhibitor is stopped (see section 4.2).
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