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Reduction in the duration of neutropenia and the incidence of febrile neutropenia in patients treated with
cytotoxic chemotherapy, given at intervals of 14 days or more, for malignancy (with the exception of chronic
myeloid leukaemia and myelodysplastic syndromes).
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4.4 Special warnings and precautions for use

Stevens-Johnson syndrome

Stevens-Johnson syndrome (SJS), which can be life-threatening or fatal, has been reported rarely in
association with pegfilgrastim treatment. If the patient has developed SJS with the use of pegfilgrastim,
treatment with pegfilgrastim must not be restarted in this patient at any time.

4.8 Undesirable effects

MedDRA system Adverse reactions

organ class
Very Common Uncommon Rare Very rare
common | (=1/100 to (=1/1,000to | (21/10,000 to (< 1/10,000)
(21/10) | <1/10) < 1/100) < 1/1,000)

Skin and Stevens-Johnson

subcutaneous syndrome

tissue disorders
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