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Treosulfan in combination with fludarabine is indicated as part of conditioning treatment
prior to allogeneic haematopoietic stem cell transplantation (alloHSCT) in adult patients
with malignant and non-malignant diseases, and in paediatric patients older than one
month with malignant diseases.
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4.5 Interaction with other medicinal products and other forms of interaction

No interaction of treosulfan was observed in high-dose chemotherapy.
Detailed in vitro studies did not completely exclude potential interactions between high
plasma concentrations of treosulfan and CYP3A4, CYP2C19, or P-glycoprotein (P-gp)

substrates.

Physiologically-based pharmacokinetic modelling predicted a weak

(AUC ratio = 1.25 and < 2) to moderate (AUC ratio = 2 and < 5) interaction for CYP3A4, a
weak interaction for CYP2C19, and a negligible (AUC ratio < 1.25) interaction for P-gp.
Therefore, medicinal products with a narrow therapeutic index (e.g. digexin-tacrolimus)
that are substrates for CYP3A4 or CYP2C19 should not be given during treatment with

treosulfan.
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4.8 Undesirable effects

System organ class (SOC)

All adverse reactions /

Grade 3-4 adverse reactions

AST increased, blood
bilirubin increased, C-
reactive protein increased
Not known

vGT increased

frequency / frequency
Investigations Very common Common

ALT increased ALT increased

Common blood bilirubin increased

Hreommeon
Fransaminases (AETHAST-
nerease

Not known

AST increased,

vGT increased , C- reactive
protein increased
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