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	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Therapeutic indications
	
	Primacor injection is indicated for treatment of refractory heart failure immediately (up to 72 hours) following cardiac surgery.

For the short-term (up to 48 hours) intravenous therapy of severe refractory congestive heart failure.

In pediatric population Primacor is indicated for the short-term treatment (up to 35 hours) of severe congestive heart failure unresponsive to conventional maintenance therapy (glycosides, diuretics, vasodilators and/or angiotensin converting enzyme (ACE) inhibitors), and for the short-term treatment (up to 35 hours) of pediatric patients with acute heart failure, including low output states following cardiac surgery.



	Posology and method 
of administration
	
	///////////////////////////////
Pediatric population:

In published studies selected doses for infants and children were:

• Intravenous loading dose: 50 to 75 μg/kg administered over 30 to 60 minutes.

• Intravenous continuous infusion: To be initiated on the basis of hemodynamic response and the possible onset of undesirable effects between 0.25 to 0.75 μg/kg/min for a period up to 35 hours.

In clinical studies on low cardiac output syndrome in infants and children under 6 years of age after corrective surgery for congenital heart disease 75 μg/kg loading dose over 60 minutes followed by a 0.75 μg/kg/min infusion for 35 hours significantly reduced the risk of development of low cardiac output syndrome.

Results of pharmacokinetic studies (see section 5.2) have to be taken into consideration.

Renal impairment in pediatric population: 

Due to lack of data the use of milrinone is not recommended in pediatric population with renal impairment (for further information please see section 4.4).

Patent ductus arteriosus:

If the use of milrinone is desirable in preterm or term infants at risk of/with patent ductus arteriosus, the therapeutic need must be weighed against potential risks (see section 4.4, 4.8, 5.2, and 5.3).



	Undesirable effects


	
	///////////////////////////////
Renal and urinary disorders

· Not known: Renal failure, secondary to a concomitant hypotension.
//////////////////////////////



