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Vidaza Lyophilized Powder for Preparation for Injection
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For the treatment of patients with the following FAB myelodysplastic syndromes subtypes:
refractory anemia or refractory anemia with ringed sideroblasts ( if accompanied by neutropenia
or thrombocytopenia or requiring transfusions), refractory anaemia with excess blasts, refractory
anaemia with excess blasts in transformation, and chronic myelomonocytic leukaema.
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6.2 Postmarketing Experience

The following adverse reactions have been identified during postmarketing use of VIDAZA.
Because these reactions are reported voluntarily from a population of uncertain size, it is not
always possible to reliably estimate their frequency or establish a causal relationship to drug
exposure.

— Interstitial lung disease

— Tumor lysis syndrome

— Injection site necrosis

— Sweet’s syndrome (acute febrile neutrophilic dermatosis)
— Necrotizing fasciitis (including fatal cases)

— Differentiation syndrome
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