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Ibrance capsules 75 mg, 100 mg, 125 mg and 5w 157321 X9177 2°117¥2 N7V 78 ¥ 1AN%I2
:Ibrance tablets 75 mg, 100 mg, 125 mg

BB 290917

Palbociclib 75 mg, Palbociclib 100 mg, Palbociclib 125 mg
%R MR
Capsule; film coated tablets

SN
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; or
e fulvestrant in patients with disease progression following endocrine therapy.
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5 WARNINGS AND PRECAUTIONS

VENOUS THROMBOEMBOLISM

Venous thromboembolic events were reported in patients treated with IBRANCE (see section
ADVERSE REACTIONS). Patients should be monitored for signs and symptoms of deep vein
thrombosis and pulmonary embolism, and treated as medically appropriate.

6 ADVERSE REACTIONS

6.2  POSTMARKETING EXPERIENCE
The following adverse reactions have been identified during post-approval use of IBRANCE.
Because these reactions are reported voluntarily from a population of uncertain size, it is not always

possible to reliably estimate their frequency or establish a causal relationship to drug exposure.

Vascular disorders: Venous thromboembolism - Venous thromboembolism includes the following
PTs: pulmonary embolism, embolism, deep vein thrombosis, peripheral embolism, thrombosis.
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https://israeldrugs.health.gov.il/#!/byDrug

