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Splenic adverse reactions Splenic adverse reactions 4.4 Special
Freguent—but—gGenerally asymptomatic cases of | Frequent but generally asymptomatic cases of warning and
splenomegaly have been reported after administration splenom(_agaly gnd infrequent cases of splenic precautions for
of lipegfilgrastim (see section 4.8) and infrequent | rupture, including fatal cases, have been reported | use

after administration of G-CSF or derivatives (see

cases of splenic rupture, including fatal cases, have
section 4.8).

been reported after administration of G-CSF or
derivatives (see section 4.8).

4.8 Undesirable

Table 1: Adverse reactions Table 1: Adverse reactions effects
System Frequency | Adverse reaction System Frequency | Adverse reaction

organ class organ class

Blood and | Common Thrombocytopenia* | | Blood and | Common Thrombocytopenia
lymphatic | Uncommon | Leukocytosis*, lymphatic | Uncommon | Leukocytosis*

system Splenomegaly* system

disorders disorders

Description of selected adverse reactions

Thrombocytopenia and leukocytosis have been
reported (see section 4.4).

Splenomegaly, generally asymptomatic, has been
reported (see section 4.4).

Hypersensitivity reactions such as allergic skin
reactions, urticaria, angioedema and serious
allergic reactions may occur.

Blood and lymphatic system disorders
——Splepsmegn b —genon e asynpEesmnts
Leeseeton

- Splenic rupture including some fatal
cases (see section 4.4)

- Sickle cell crisis in patients with sickle
cell anaemia (see section 4.4)

Description of selected adverse reactions

Thrombocytopenia and leukocytosis have
been reported (see section 4.4).

Hypersensitivity reactions such as allergic
skin reactions, urticaria, angioedema and
serious allergic reactions may occur.

Blood and lymphatic system disorders
- Splenomegaly,
asymptomatic (see section 4.4)

- Splenic rupture including some fatal
cases (see section 4.4)
- Sickle cell crisis in patients with
sickle cell anaemia (see section 4.4)

generally
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