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ONUREG is indicated for continued treatment of adult patients with acute myeloid leukemia who achieved first
complete remission (CR) or complete remission with incomplete blood count recovery (CRi) following intensive induction
chemotherapy and are not able to complete intensive curative therapy.
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4.4 Special warnings and precautions for use

[...]

Differentiation syndrome

Cases of differentiation syndrome (also known as retinoic acid syndrome) have been reported in patients receiving oral
azacitidine. Differentiation syndrome may be fatal and symptoms and clinical findings include respiratory distress,
pulmonary infiltrates, fever, rash, pulmonary oedema, peripheral oedema, rapid weight gain, pleural effusions,
pericardial effusions, hypotension and renal dysfunction (see section 4.8). Treatment with high-dose |V corticosteroids
and haemodynamic monitoring should be considered at first onset of symptoms or signs suggestive of differentiation
syndrome. Temporary discontinuation of oral azacitidine should be considered until resolution of symptoms and if
resumed, caution is advised.

[...]

4.8 Undesirable effects
[...]

Table 2: Adverse drug reactions (ADRs) in AML patients receiving Onureg maintenance therapy

System organ class All grades frequency
Neoplasms benign, malignant and unspecified | Not known

(incl. cysts and polyps) Differentiation syndrome
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