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

 תאריך _______November 24, 2014 __

שם תכשיר באנגלית ומספר הרישום
CEFTAZIDIME TEVA Powder for solution for injection                         
    1g: 143 79 31599 00; 2g: 143 78 31600 00                                          
שם בעל הרישום     אביק שיווק בע"מ, ת.ד. 8077 נתניה   _
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	History of severe hypersensitivity (e.g. anaphylactic reaction) to any other type of beta-lactam antibacterial agent (penicillins, monobactams and carbapenems).  


	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	
	    As with all beta-lactam antibacterial agents, serious and occasionally fatal hypersensitivity reactions have been reported. In case of severe hypersensitivity reactions, treatment with ceftazidime must be discontinued immediately and adequate emergency measures must be initiated
  Ceftazidime has a limited spectrum of antibacterial activity. It is not suitable for use as a single agent for the treatment of some types of infections unless the pathogen is already documented and known to be susceptible or there is a very high suspicion that the most likely pathogen(s) would be suitable for treatment with ceftazidime. This particularly applies when considering the treatment of patients with bacteraemia and when treating bacterial meningitis, skin and soft tissue infections and bone and joint infections. In addition, ceftazidime is susceptible to hydrolysis by several of the extended spectrum beta lactamases (ESBLs). Therefore information on the prevalence of ESBL producing organisms should be taken into account when selecting ceftazidime for treatment.  



	Interaction with Other Medicaments and Other Forms of Interaction
	
	

	Effects on ability to drive and use machines
	 None reported.


	No studies on the effects on the ability to drive and use machines have been performed. However, undesirable effects may occur (e.g. dizziness), which may influence the ability to drive and use machines    1
 None reported.



	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	Gastrointestinal disorders

   Common: Diarrhoea.

   Uncommon: Nausea, vomiting, abdominal pain, and colitis,   Very rare: Bad taste.

   As with other cephalosporins, colitis may be associated with Clostridium difficile and may present as pseudomembranous colitis.

Renal and urinary disorders

  Very rare: Interstitial nephritis, acute renal failure.
Skin and subcutaneous tissue disorders

   Common: Maculopapular or urticarial rash.

   Uncommon: Pruritus.

   Very rare: Angioedema, erythemia multiforme, Stevens-Johnson syndrome, and toxic epidermal necrolysis, 
	Gastrointestinal disorders

   Common: Diarrhoea.

   Uncommon: Nausea, vomiting, abdominal pain, and colitis, antibacterial agent-associated diarrhoea and colitis  

   Very rare: Bad taste.

   As with other cephalosporins, colitis may be associated with Clostridium difficile and may present as pseudomembranous colitis.

Renal and urinary disorders

Uncommon: Transient elevations of blood urea, blood urea nitrogen and/or serum creatinine  
  Very rare: Interstitial nephritis, acute renal failure.
Skin and subcutaneous tissue disorders

   Common: Maculopapular or urticarial rash.

   Uncommon: Pruritus.

   Very rare: Angioedema, erythemia multiforme, Stevens-Johnson syndrome, and toxic epidermal necrolysis, DRESS (drug interaction with eosinophilia and systemic symptoms).
*  There have been rare reports where DRESS has been associated with ceftazidime.


	Overdose
	
	  Symptoms of overdose can occur if the dose is not reduced appropriately in patients with renal impairment.   


	Incompatibilities 
	
	

	Pharmaceutical precautions 
	
	

	Storage 
	
	

	Pharmacodynamic properties
	
	

	Pharmacokinetic properties
	
	


