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Solution for Injection
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Reduction in the duration of neutropenia and the incidence of febrile neutropenia in
adult-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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44 Special warnings and precautions for use

Glomerulonephritis

Glomerulonephritis has been reported in patients receiving filgrastim and pegfilgrastim.
Generally, events of glomerulonephritis resolved after dose reduction or withdrawal of
filgrastim and pegfilgrastim. Urinalysis monitoring is recommended.

4.8 Undesirable Effects

Capillary Lleak Ssyndrome, which can be life-threatening if treatment is delayed, has been
reported rarelyas uncommon (>-1/16;000 to <—1/1000) in cancer patients undergoing
chemotherapy following administration of granulocyte—colony -stimulating factors; see
section 4.4 and section “Description of selected adverse reactions” below.

MedDRA Adverse reactions
system organ
class
Very common Common Uncommon Rare Very rare
(21/10) (21/100 to (2 1/1000 to (21/10,00 | (<1/10,0
<1/10) <1/100) 0to 00)
< 1/1000)
Blood and Thrombocytope | Sickle cell crisis?;
lymphatic nial; Leukeeytosis?
system Leukocytosis® Splenomegaly?;;
disorders Splenic rupture?




cardiac chest

pain

Vascular Capillary leak Conillaer
disorders syndrome?
synereme

Musculoskeleta | Bone pain Musculoskeletal
land Musewloskeletal | pain (myalgia
connective pata-tmyalgia; arthralgia, pain
tissue disorders | arthralgia;pain in extremity

inextremity, back pain,

backpain; musculo-

musculo- skeletal pain,

skeletalpain; neck pain)

neek-pain)
General Injection site Non-cardiac
disorders and ain’; chest
administrative ronetion painlnjection
site conditions {including site reactions?

pairyNon-

Renal and

urinary
disorders

Glomerulonephr
itis?

UpeCommon (>1/100 to <1/10) cases of leukocytosis (White Blood Count [WBC]

>- 100- x- 10%/1) have been reported (see section 4.4).
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