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For the palliative treatment of the chronic granulocytic leukemia.
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4.3 Contraindications
[***]

Mothers receiving Myleran should not breast-feed their infants.

4.4 Special warnings and precautions for use

Busulfan is an active cytotoxic agent for use only under the direction of physicians
experienced in the administration of such agents.

[***]

Monitoring

Hepatic veno-occlusive disease is a major complication that can occur during treatment with
Myleran. Patients who have received prior radiation therapy, for three or more cycles of
chemotherapy, or prior progenitor cell transplant may be at an increased risk of developing
hepatic veno-occlusive disease (see section 4.8).

[***]
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4.8 Undesirable effects

System organ class Frequency Side effects
[***] [***] [***]
Gastrointestinal disorders Very At high-dose: nausea, vomiting, diarrhoea, mouth
common ulceration
Rare At conventional dose: nausea, vomiting, diarrhoea,
mouth ulceration, which may possibly be
ameliorated by using divided doses. Dry mouth
Not known Tooth hypoplasia

[***]

[***]

[***]

n"ya NIrndio YRY 1219
6083705 pniv ,1 nop aiM
6085001 pnivw ,944 .1.n
03-5773545 "0
03-5773730 :0p79




