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

תאריך:3.8.2014 
שם תכשיר באנגלית ומספר הרישום:
 Piperacillin / Tazobactam - Fresenius 2 g/0.25 g Reg. No. 151.27.33273.00
Piperacillin / Tazobactam - Fresenius 4 g/0.5 g  Reg. No. 151.28.33274.00
שם בעל הרישום: Medic-Trim Healthcare Ltd
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology: 
Adults and adolescents 
(over 12 years) 


	Adults and adolescents (over 12 years) 

The usual dosage for adults and juveniles with normal renal function is 4 g piperacillin / 0.5 g tazobactam  given every eight hours. 

For nosocomial pneumonia and bacterial infections in neutropenic patients, the recommended dose is 4 g piperacillin/ 0.5 tazobactam administered every 6 hours. This regimen may also be applicable to treat patients with other indicated infections when particularly severe. 

Nosocomial Pneumonia 
Initial presumptive treatment of patients with nosocomial pneumonia should start with Piperacillin / Tazobactam - Fresenius at a dosage of 4 g piperacillin / 0.5 g tazobactam every six hours plus an aminoglycoside, totaling 18.0 g (16.0 g piperacillin/2.0 g tazobactam). Treatment with the aminoglycoside should be continued in patients from whom Pseudomonas aeruginosa is isolated. If Pseudomonas aeruginosa is not isolated, the aminoglycoside may be discontinued at the discretion of the treating physician. 

Due to the in vitro inactivation of the aminoglycoside by beta-lactam antibiotics, Piperacillin / Tazobactam - Fresenius and the aminoglycoside are recommended for separate administration. Piperacillin / Tazobactam - Fresenius and the aminoglycoside should be reconstituted, diluted, and administered separately when concomitant therapy with aminoglycosides is indicated. (See Interaction, section 4.5.)  

The dose and frequency of Piperacillin/Tazobactam depends on the severity and localisation of the infection and expected pathogens. 
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The following table summarises the treatment frequency and the recommended dose for adult and adolescent patients by indication or condition: 

Treatment frequency
Piperacillin/tazobactam 4 g / 0.5 g
Every 6 hours

Severe pneumonia

Neutropenic adults with fever suspected to be due to a bacterial infection.

Every 8 hours

Complicated urinary tract infections (including pyelonephritis)
Complicated intra-abdominal infections

Skin and soft tissue infections (including diabetic foot infections)



	Posology: 

Renal Insufficiency: Adults 

	Renal Insufficiency: Adults 
In patients with renal insufficiency (Creatinine Clearance ≤ 40 mL/min), the intravenous dose of Piperacillin / Tazobactam - Fresenius should be adjusted to the degree of actual renal function impairment. 

In patients with nosocomial pneumonia receiving concomitant aminoglycoside therapy, the aminoglycoside dosage should be adjusted according to the recommendations of the manufacturer.
	Renal Insufficiency: Adults 
In patients with renal insufficiency (Creatinine Clearance ≤ 40 mL/min), the intravenous dose of Piperacillin / Tazobactam - Fresenius should be adjusted to the degree of actual renal function impairment and each patient must be monitored closely for signs of substance toxicity; medicinal product dose and interval should be adjusted accordingly. 
In patients with nosocomial pneumonia receiving concomitant aminoglycoside therapy, the aminoglycoside dosage should be adjusted according to the recommendations of the manufacturer.


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