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Pegfilgrastim 6mg/0.6ml (10mg/ml)
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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. CLINICAL PARTICULARS

[...]

4.4 Special warnings and precautions for use

[...]
Myelodysplastic syndrome and acute myeloid leukemia in breast and lung
cancer patients

In the post-marketing observational study setting, pegfilgrastim in
conjunction with chemotherapy and/or radiotherapy has been associated
with development of myelodysplastic syndrome (MDS) and acute myeloid
leukemia (AML) in breast and lung cancer patients (see section 4.8).
Monitor patients treated in these settings for signs and symptoms of
MDS/AML.

Undesirable effects

Tabulated list of adverse reactions

MedDRA system organ class

Neoplasms benign, malignant and unspecified (incl cysts and polyps):
Uncommon (2 1/1,000 to < 1/100):

Myelodysplastic syndrome?'; Acute myeloid leukemia®
1 See section “Description of selected adverse reactions” below.

[.]

Description of selected adverse reactions
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[...]

An increased risk of MDS/AML following treatment with Pegfilgrastim in
conjunction with chemotherapy and/or radiotherapy has been observed in
an epidemiological study in breast and lung cancer patients (see section
4.4).
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