/J\ Padagis

2024 yon

,n/Ta01 n/npin a/konN

D'WONN W DOXT [17VN1 KON [17VN [1DTY 7V DONXR Y17 NWpAn 0'aRTROD NNan

a"n 2 ni'7a0 |0
Myleran Tablets 2 mg

Busulfan 2 mg :I7TInl 1'wN2A 7'WoN Ininn

: XY 1'YON7 DnIvaN 2N

For the palliative treatment of the chronic granulocytic leukemia.
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4.4 Special warnings and precautions for use

[..]

Oogenesis and spermatogenesis

Busulfan interferes with oogenesis and spermatogenesis. It may cause impaired
fertility in both sexes. Men treated with busulfan should be informed about sperm
preservation prior to treatment (see sections 4.6 and 4.8).

4.5 Interactions with other medicinal products and other forms of
interaction

[.]

In the paediatric population, for the combined Busulfan-Melphalan (BuMel)
regimen it has been reported that the administration of melphalan less than 24
hours after the last oral busulfan administration may influence the development
of toxicities.

[..]
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4.6 Fertility, pregnancy and lactation

Fertility

Busulfan can lead to suppression of ovarian function and amenorrhoea in women
and suppression of spermatogenesis in men. It may cause sterility in both sexes.
In women busulfan may cause severe and persistent ovarian failure, including
failure to achieve puberty after administration to young girls and pre-adolescents
at high-dose. It may also cause male infertility, azoospermia and testicular
atrophy in male patients receiving busulfan (see section 4.8 and 5.3).

[..]

4.8 Undesirable effects

[..]

System organ class Frequency | Side effects

[.] [.] [.]

Nervous system disorders | Rare At high-dose: eenvulsion seizure (see
section 4.4 and 4.5)

Very rare Myasthenia gravis

[...] [...] [...]

Hepatobiliary disorders * Very At-high-dose: hyperbilirubinaemia,
common jaundice, venoocclusive liver disease
(see section 4.4 and 4.5) and biliary
fibrosis with hepatic atrophy and
hepatic necrosis

Rare Jaundice and abnormal hepatic
function abnormal at conventional
dose. Biliary fibrosis

[..] [...] [...]

Musculoskeletal and Rare Sjogren’s syndrome

connective tissue

disorders

Injury, poisoning and Rare Radiation skin injury is increased in
procedural complications patients receiving radiotherapy soon

after high-dose busulfan

[.]

4.9 Overdose

[..]

Treatment

[..]

Since busulfan is metabolised through conjugation with glutathione,
administration of glutathione might be considered.
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