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Indications:

Antimitotic and cytotoxic agent.

Acute non-limphocytic Leukemia (ANLL) in adults for remission induction in untreated patients or
for remission induction in relapsed or refractory patients.

Acute limphocytic leukemia (ALL) as second line treatment in adults and children.
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4.4 Special warnings and precautions for use
Late (i.e. Delayed) Events

Risk factors for cardiac toxicity include active or dormant cardiovascular disease, prior or concomitant
radiotherapy to the mediastinal/pericardial area, previous therapy with other anthracyclines or anthracenediones,
and concomitant use of drugs with the ability to suppress cardiac contractility or cardiotoxic drugs (e.g.
trastuzumab). Anthracyclines including idarubicin should not be administered in combination with other
cardiotoxic agents unless the patient’s cardiac function is closely monitored (see section 4.5). Patients receiving
anthracyclines after stopping treatment with other cardiotoxic agents, especially those with long half-lives such
as trastuzumab, may also be at an increased risk of developing cardiotoxicity. The reported half-life of
trastuzumab is appreximately-28-38-days variable. The substance and may persist in the circulation for up to 27
weeks 7 months. Therefore, physicians should avoid anthracycline-based therapy for up to 27 weeks7 months
after stopping trastuzumab when p0551b1e If this is not possnble the patlent s cardlac functlon should be
monitored carefully Has : : :

recommended.
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