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LVl 580 Gyt (EMA Pharmacovigilance Risk Assessment Committee 4l duas N 5 L)
auilall By ) "Differentiation Syndrome" (il Y1 38y (Azacitidine) il sall e 4y ga )
«Warnings and Precautions 2 <3 Y1 gy palall I il JY) 2l ewith frequency not known
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Cases of differentiation syndrome (also known as retinoic acid syndrome) have been reported
in patients receiving injectable 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 effusion, pericardial effusions,
hypotension and renal dysfunction. Treatment with high-dose corticosteroids and haemodynamic
monitoring should be considered at first onset of symptoms or signs suggestive of differentiation
syndrome. Temporary discontinuation of injectable azacitidine should be considered until
‘resolution of symptoms and if resumed, caution is advised.
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Health care professionals and patients are encouraged to report adverse events or side effects to
JFDA through the following channels:

- email: jpc@jfda.jo 7 =] lEl

- website: https://primaryreporting. who-umc.org/JO  2: 3 ‘-'LL'-:-‘tr
- Phone No: +962-6-5632000 Ef;;qi.--a
- QR Code: Elﬂ.*n,—[;ﬁ
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