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Renal impairment

Available clinical data indicate
similar exposure of regorafenib
and its metabolites M-2 and M-5
in patients with mild, moderate or
severe renal impairment compared
to patients with normal renal
function.

no difference in exposure in
patients with moderate renal
impairment (eGFR

30-59 mL/min/1.73m?). No dose
adjustment is required in patients
with mild, moderate or severe
renal impairment (see also
section 5.2).

Renal impairment
linical lies. |

funetion: Limited
pharmacokinetic data indicate
no difference in exposure in
patients with moderate renal
impairment (eGFR

30-59 mL/min/1.73m2). No
dose adjustment is required in
patients with mild ef
moderate renal impairment
(see also section 5.2). Ne
patients-with-severe-renal
impairment (eGFR

Section 4.2 —
Posology and method
of administration

Renal impairment

Available clinical data and
physiology-based pharmacokinetic
modelling indicate similar
steady-state exposure of regorafenib
and its metabolites M-2 and M-5 in
patients with mild or moderate renal
impairment compared to patients
with normal renal function. In
patients with severe renal impairment
compared to patients with normal
renal function, regorafenib exposure
was similar while exposure to M-2
and M-5 was decreased by about
30% under steady-state conditions,
which is not considered relevant.

Renal impairment
Available clinical data and
physiology-based
pharmacokinetic modelling
indicate similar steady-state
exposure of regorafenib and its
metabolites M-2 and M-5 in
patients with mild and
moderate renal impairment
compared to patients with
normal renal function.

Section 5.2 —
Pharmacokinetic
properties
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