) NOVARTIS

2019 nanxT
,n/T221 Nn/npin ,n/T201 n/X9IN

Atriance 5mag/ml, Solution for infusion : Imn

NINAN NI'INNY 78w DN [I'TIAY 2'WDNN

Atriance 5 mg/ml is indicated for the treatment of patients with T-cell acute lymphoblastic
leukaemia (T-ALL) and T-cell lymphoblastic lymphoma (T-LBL) whose disease has not responded
to or has relapsed following treatment with at least two chemotherapy regimens.
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4.6 Fertility, pregnancy and lactation

Contraception in males and females

Both sexually active men and women should use effective methods of contraception during

treatment with gelazabins. Men|with partners who are pregnant or could become pregnant
should use condoms during treatment with gelarabine and for at least three months following
cessation of treatment.

Pre cY

There are no adeguate_or limited amount data from the use of nelarabine in pregnant
women.

Studies in animals have shown reproductive toxicity iscledins malformations (see section

5.3). The potential risk in humans is unknown, however, exposure during pregnancy will
likely lead to anomalies and malformations of the foetus.

Nelarabine should not be used during pregnancy unless clearly necessary. If a patient
becomes pregnant during treatment with nelarabine, they should be informed of the possible
risk to the foetus.

Breast feeding
It is unknown whether nelarabine or its metabolites gre excreted in human breast milk The
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4.7 Effects on ability to drive and use machines
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Patients treated with nelarabine are potentially at risk of suffering from somnolence during

and for several days after treatment. Patients must be cautioned that somnolence can affect
performance of skilled tasks, such as driving.
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Nervous svsiem disorders

There have been reports of events associated with demyelination and ascending peripheral
nearopathies similar in sppearance to Qpills ey syndeome. ___________________________

PaelTwo subject ia the paediatric group-patients had a fatal neurological events ef status
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