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NAVELBINE® 20mg Capsule niomd a"n 20 ™ b
NAVELBINE® 30mg Capsule niomd a"n 30 ™ b1
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NAVELBINE® 20mg : Vinorelbine (as tartrate) 20mg
NAVELBINE® 30mg : Vinorelbine (as tartrate) 30mg
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For the treatment of non small cell lung cancer.

For the treatment of advanced breast cancer.
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Administration in patients with liver insufficiency

NAVELBINE can be administered at the standard dose of 60 mg/m?/week in patients with
mild liver-impairment hepatic disorder (bilirubin < 1.5 x ULN, and ALAT and/or ASAT
frembetween—1.5 teand 2.5 x ULN). In patients with moderate hepatic disorder lier
impairment-(bilirubin betweenfrem 1.5 andte 3 x ULN, independentwhateverthe-levels of
ALAT and ASAT level), NAVELBINE needs toshexld be administered at a dose of 50
mg/m?*week. The-aAdministration of NAVELBINE is(o patients with severe hepatic disorder
impairment is contra-indicated: (see sections 4.3, 4.4, 5.2).

[...]
ral NAVELBINE swas-has been studied in patients with hepatic disorderkiverimpairment at
the following desesdosages:

- 60 mg/m?in 7 patients with mild hepatic disorderliver impairment (bilirubin < 1.5 x ULN,
and ALAT and/or ASAT betweenfrem 1.5 andte 2.5 X ULN):

- 50 mg/m? in 6 patients with moderate hepatic disorder liver-impairment (bilirubin
betweenfrem 1.5 andte 3 x ULN, whatever-the-levelsindependent of ALAT and ASAT
level).

The safety and pharmacokinetics of vinorelbine were not changed in these patients at the
tested doses.

Oral NAVELBINE haswas not been studied in patients with severe hepatic

disorderimpairment, therefore its use is contra-indicated in these patients: (see sections 4.2,
43,52).
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Women of child-bearing potential / contraception in males and females

Due to the genotoxic potential of vinorelbine (see section 5.3), Wwomen of child-bearing
potential sust—should use effective contraception during treatment—therapy with
vinorelbine and for 7 months after treatment.

Men must-should use effective contraception during treatment with vinorelbine and for
4 months after treatment.
As vinorelbine is genotoxic, genetic counselling is also recommended for those

wishing to conceive after therapy.
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Special patient groups

Renal and liver impairment:

The effects of renal dysfunction on the pharmacokinetics of vinorelbine have not been
studied. However, dose reduction in case of reduced renal function is not indicated with
vinorelbine due to the low level of renal elimination.

Pharmacokinetics of orally administered vinorelbine were not modified after

administration of 60 mg/m? in 7 patients with mild hepatic disorder liverimpairment
(bilirubin < 1.5 x ULN, and ALAT and/or ASAT betweenfres 1.5 andte-2.5 x ULN)

and of 50 mg/m? in 6 patients with moderate hepatic disordertverimpairment (bilirubin
betweenfrom 1.5 andte 3 x ULN, independentwhateverthe levels of ALAT and ASAT

level). The safety and pharmacokinetics of vinorelbine were not changed in these
patients at the tested doses. Tetal-clearance—of vinorelbine—was neither-modified

betweenmild-and-mederate._impairment_nor was-it-alierod_in-hepatically impaired
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No data is available for patients with severe hepatic disordertverimpairment, therefore
NAVELBINE is contra-indicated in these patients: (see sections 4.2, 4.3 and 4.4).
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