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:100 mg, Ibrance capsules 125 mg
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Palbociclib 75 mg, Palbociclib 100 mg, Palbociclib 125 mg
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IBRANCE is indicated for the treatment of adult patients with hormone receptor (HR)-positive,

human epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast cancer in

combination with:

e an aromatase inhibitor as initial endocrine-based therapy in postmenopausal women or in men;
or

e fulvestrant in patients with disease progression following endocrine therapy.
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1 INDICATIONS AND USAGE

IBRANCE is indicated for the treatment of adult patients with hormone receptor (HR)-positive,

human epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast cancer in

combination with:

e an aromatase inhibitor as initial endocrine-based therapy in postmenopausal women or in men;
or

o fulvestrant in women-patients with disease progression following endocrine therapy.

2 DOSAGE AND ADMINISTRATION
2.1 Recommended Dose and Schedule

For men treated with combination IBRANCE plus aromatase inhibitor therapy, consider treatment
with an LHRH agonist according to current clinical practice standards.

8 USE IN SPECIFIC POPULATIONS

8.3  Females and Males of Reproductive Potential

Males

Because of the potential for genotoxicity, advise male patients with female partners of reproductive

potential to use effective contraception during treatment with IBRANCE and for 3 months after the
last dose [see Nonclinical Toxicology (13.1)].




Infertility

Males

Based on animal studies, IBRANCE may impair fertility in males of reproductive potential [see
Nonclinical Toxicology (13.1)].
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https://israeldrugs.health.gov.il/#!/byDrug

