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בעלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	5.2
Severe Pre-existing Hepatic Impairment


	...Patients with extensive tumor burden due to metastatic disease have been rarely reported to experience progressive hepatic coma and death during azacitidine treatment, especially in such patients with baseline albumin <30 g/L.
	...Patients with extensive tumor burden due to metastatic disease have been rarely reported to experience progressive hepatic coma and death during azacitidine treatment, especially in such patients with baseline albumin <30 g/L.

	5.3

Renal Abnormalities


	Renal abnormalities ranging from elevated serum creatinine to renal failure and death have been reported rarely in patients treated with intravenous azacitidine in combination with other chemotherapeutic agents for nonMDS conditions. 
	Renal abnormalities ranging from elevated serum creatinine to renal failure and death have been reported rarely in patients treated with intravenous azacitidine in combination with other chemotherapeutic agents for nonMDS conditions. 

	6.3 Postmarketing Experience


	Reports of interstitial lung disease have been received in the post-marketing setting.


	Reports of interstitial lung disease have been received in the post-marketing setting.
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)



	Storage


	Store unreconstituted vials at 25º C (77º F) 
	Store unreconstituted vials at 25º C (77º F) a temperature below 30˚C (86˚F)
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