הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך 27.03.14
שם תכשיר באנגלית ומספר הרישום 31390-01/02))_Vidaza
שם בעל הרישום _ניאופרם בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	The recommended starting dose for the first treatment cycle, for all patients regardless of baseline hematology laboratory values, is 75 mg/m2 subcutaneously or intravenously, daily for 7 days. Patients should be premedicated for nausea and vomiting.


	The recommended starting dose for the first treatment cycle, for all patients regardless of baseline hematology laboratory values, is 75 mg/m2 subcutaneously or intravenously, daily for 7 days.  Patients should be premedicated for nausea and vomiting. Complete blood counts, liver chemistries and serum creatinine should be obtained prior to first dose. 



	
	2.4 Dosage Adjustment Based on Renal Function and Serum Electrolytes


	2.4 Dosage Adjustment Based on Renal Function and Serum Electrolytes and Renal Toxicity

	
	2.7 Preparation for Delayed Subcutaneous Administration: The reconstituted product may be kept in the vial or drawn into a syringe. Doses greater than 4 mL should be divided equally into 2 syringes. 
Storage.  In case the product was refrigerated, the suspension may be allowed to equilibrate to room temperature for up to 30 minutes prior to administration.

Suspension Stability: Please refer to section 15 - HOW SUPPLIED/STORAGE AND HANDLING: Storage.


	2.7 Preparation for Delayed Subcutaneous Administration:  The reconstituted product may be kept in the vial or drawn into a syringe.  Doses greater than 4 mL should be divided equally into 2 syringes.  The product must be refrigerated immediately. When VIDAZA is reconstituted using water for injection that has not been refrigerated, the reconstituted product may be held under refrigerated conditions (2ºC ‑ 8ºC, 36ºF ‑ 46ºF) for up to 8 hours.  When VIDAZA is reconstituted using refrigerated (2ºC ‑ 8ºC, 36ºF ‑ 46ºF) water for injection, the reconstituted product may be stored under refrigerated conditions (2ºC ‑ 8ºC, 36ºF ‑ 46ºF) for up to 22 hours.  After removal from refrigerated conditions, the suspension may be allowed to equilibrate to room temperature for up to 30 minutes prior to administration. 

Suspension Stability:  VIDAZA reconstituted with non-refrigerated water for injection for subcutaneous administration may be stored for up to 1 hour at 25°C (77°F) or for up to 8 hours between 2°C and 8°C (36°F and 46°F); when reconstituted with refrigerated (2ºC ‑ 8ºC, 36ºF ‑ 46ºF) water for injection, it may be stored for 22 hours between 2°C and 8°C (36°F and 46°F). 
  

	
	Solution Stability: Please refer to section 15 - HOW SUPPLIED/STORAGE AND HANDLING: Storage
	Solution Stability:  VIDAZA reconstituted for intravenous administration may be stored at 25°C (77°F), but administration must be completed within 1 hour of reconstitution. 


	Special Warnings and Special Precautions for Use
	5.1 Anemia, Neutropenia and Thrombocytopenia  
Treatment with VIDAZA is associated with anemia, neutropenia and thrombocytopenia. Complete blood counts should be performed as needed to monitor response and toxicity, but at a minimum, prior to each dosing cycle. After administration of the recommended dosage for the first cycle, dosage for subsequent cycles should be reduced or delayed based on nadir counts and hematologic response [see Dosage and Administration (2.3)].


	5.1  Anemia, Neutropenia and Thrombocytopenia 
Treatment with VIDAZA causes anemia, neutropenia and thrombocytopenia.  Monitor complete blood counts frequently for response and/or toxicity, at a minimum, prior to each dosing cycle.  After administration of the recommended dosage for the first cycle, adjust dosage for subsequent cycles based on nadir counts and hematologic response [see Dosage and Administration (2.3)].



	
	5.2 Severe Pre-existing Hepatic Impairment

5.3 Renal Abnormalities

Patients with renal impairment should be closely monitored for toxicity since azacitidine and its metabolites are primarily excreted by the kidneys [see Dosage and Administration (2.4, 2.5)].


	5.2  VIDAZA Toxicity in Patients with Severe Pre-existing Hepatic Impairment 
5.3  Renal Toxicity 
Patients with renal impairment  may be at increased risk for renal toxicity.  Also, azacitidine and its metabolites are primarily excreted by the kidney.  Therefore, these patients should be closely monitored for toxicity [see Dosage and Administration (2.4, 2.5)].


	
	5.4 Monitoring Laboratory Tests

Complete blood counts should be performed as needed to monitor response and toxicity, but at a minimum, prior to each cycle. Liver chemistries and serum creatinine should be obtained prior to initiation of therapy.


	5.4 Monitoring Laboratory Tests

Complete blood counts should be performed as needed to monitor response and toxicity, but at a minimum, prior to each cycle. Liver chemistries and serum creatinine should be obtained prior to initiation of therapy.



	
	
	8.6  Renal Impairment

Severe renal impairment (CLcr < 30 mL/min) has no major effect on the exposure of azacitidine after multiple SC administrations.  Therefore, azacitidine can be administered to patients with renal impairment without Cycle 1 dose adjustment [see Clinical Pharmacology (12.3)].


	Interaction with Other Medicaments and Other Forms of Interaction
	
	

	Fertility,   pregnancy and Lactation
	Pregnancy Category D

VIDAZA may cause fetal harm when administered to a pregnant woman. Azacitidine was teratogenic in animals. Women of childbearing potential should be advised to avoid pregnancy during treatment with VIDAZA. If this drug is used during pregnancy or if a patient becomes pregnant while taking this drug, the patient should be apprised of the potential hazard to the fetus.


	Pregnancy Category D [see Warning and Precautions (5.4)]
VIDAZA may cause fetal harm when administered to a pregnant woman.  Azacitidine was teratogenic in animals.  There are no adequate and well controlled studies with VIDAZA in pregnant women. Women of childbearing potential should be advised to avoid pregnancy during treatment with VIDAZA.  If this drug is used during pregnancy or if a patient becomes pregnant while taking this drug, the patient should be apprised of the potential hazard to the fetus.  


	Adverse events
	
	


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
הועבר בדואר אלקטרוני בתאריך................ 

