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Infections

Reactivation of hepatitis B has been
reported rarely in patients receiving
pomalidomide in combination with
dexamethasone who have previously
been infected with the hepatitis B virus
(HBV). Some of these cases have
progressed to acute hepatic failure,
resulting in discontinuation of
pomalidomide. Hepatitis B virus status
should be established before initiating
treatment with pomalidomide. For
patients who test positive for HBV
infection, consultation with a physician
with expertise in the treatment of
hepatitis B is recommended. Caution
should be exercised when pomalidomide
in combination with dexamethasone is
used in patients previously infected with
HBV, including patients who are anti-
HBc positive but HBsAg negative. These
patients should be closely monitored for
signs and symptoms of active HBV
infection throughout therapy.

4.4 Special
warnings and
precautions for
use

Tabulated list of adverse reactions

Infections and infestations
All Adverse Reactions
/Erequency

Very Common

Pneumonia (bacterial, viral and fungal
infections, including opportunistic
infections)

Tabulated list of adverse reactions

Infections and infestations
All Adverse Reactions
[Ereguency

Very Common

Pneumonia

Common

4.8 Undesirable
effects




Common

Herpes zoster
Not Known
Hepatitis B reactivation

Grade 3—4 Adverse Reactions
[Erequency

Common

Neutropenic sepsis

Pneumonia (bacterial, viral and fungal
infections, including opportunistic
infections)

Bronchopneumonia
Respiratory tract infection
Upper respiratory tract infection

Uncommon
Bronchitis
Herpes zoster

Not Known
Hepatitis B reactivation

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
All Adverse Reactions

/Erequency

Uncommon

Basal cell carcinoma of the skin
Squamous cell carcinoma of the skin

Grade 3—4 Adverse Reactions
/Erequency

Uncommon

Basal cell carcinoma of the skin
Squamous cell carcinoma of the skin

Gastrointestinal disorders
All Adverse Reactions

/Ereqguency

Common
Vomiting
Gastrointestinal haemorrhage

Grade 3—4 Adverse Reactions
[Frequency

Common

Neutropenic sepsis

Pneumonia

Bronchopneumonia

Respiratory tract infection
Upper respiratory tract infection

Uncommon
Bronchitis

Gastrointestinal disorders
All Adverse Reactions

[Ereguency

Common
Vomiting

Grade 3—4 Adverse Reactions




Grade 3—4 Adverse Reactions
/Erequency

Uncommon

Nausea
Gastrointestinal haemorrhage

Haemorrhage
Haemorrhagic disorders have been

reported with pomalidomide, especially
in patients with risk factors such as
concomitant medicinal products that
increase susceptibility to bleeding.
Haemorrhagic events have included
epistaxis, intracranial haemorrhage and
gastrointestinal haemorrhage.

[Frequency

Uncommon
Nausea
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