Everolimus

[08074]) Votubia® Tab 2.5 mg/Tab ATC Code - LOIEGO02
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#7835 ¢ Antineoplastic Agent, Immunosuppressant Agent: mTOR Kinase Inhibitor.

T %4 ©  Everolimus is a macrolide immunosuppressant and a mechanistic target of rapamycin
(mTOR) inhibitor which has antiproliferative and antiangiogenic properties, and also
reduces lipoma volume in patients with angiomyolipoma.
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Administration: Orally: with or without food; to reduce variability, take consistently
with regard to food.
Indications and dosage regimens:

Tuberous sclerosis complex—associated renal angiomyolipoma:
10 mg QD
continue treatment until disease progression or unacceptable toxicity.

Tuberous sclerosis complex—associated subependymal giant cell astrocytoma
(SEGA; dosing based on BSA):
Initial: 4.5 mg/m? once daily;
continue until disease progression or unacceptable toxicity.
Dosing: Kidney Impairment: Adult
No dosage adjustment necessary for any degree of kidney impairment.
Dosing: Hepatic Impairment: Adult
® Mild impairment (Child-Pugh class A):
Reduce dose to 7.5 mg QD; if not tolerated, may further reduce to 5 mg QD.
® Moderate impairment (Child-Pugh class B):
Reduce dose to 5 mg QD; if not tolerated, may further reduce to 2.5 mg QD.
® Severe impairment (Child-Pugh class C):
If potential benefit outweighs risks, a dose of 2.5 mg QD may be used (do not
exceed 2.5 mg QD).
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® RITONAVIR: T everolimus exposure and an 1ncreased risk of
immunosuppressant-related adverse effects.
® ACE inhibitors(+r CAPTOPRIL, FOSINOPRIL): T risk of angioedema.
® TOCILIZUMAB: | Everolimus exposure and efficacy of Everolimus.
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2. Based on the mechanism of action and data from animal reproduction studies,
everolimus rnay cause fetal harm if administered during pregnancy.
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2. Everolimus is present in breast milk (Kociszewska-Najman 2017).
3. Due to the potential for serious adverse reactions in the breastfed infant,
breastfeeding is not recommended by the manufacturer during therapy and for 2
weeks following the last dose.



