הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
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שם תכשיר באנגלית : Infanrix Hexa
מספר רישום : 133 20 30676
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	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Contraindications
	
	Progressive neurologic disorder, including infantile spasms, uncontrolled epilepsy, or progressive encephalopathy is a contraindication to administration of any pertussis-containing vaccine, including INFANRIX. Pertussis vaccine should not be administered to individuals with these conditions until a treatment regimen has been established and the condition has stabilized


	Special warnings and precautions for use
	
	When Infanrix hexa is co-administered with Prevenar (pneumococcal saccharide conjugated vaccine, adsorbed), the physician should be aware that data from clinical studies indicate that the rate of febrile reactions was higher compared to that occurring following the administration of Infanrix hexa alone. These reactions were mostly moderate (less than or equal to 39°C) and transient (see section 4.8).

The potential risk of apnoea and the need for respiratory monitoring for 48-72h should be considered when administering the primary immunisation series to very premature infants (born ≤ 28 weeks of gestation) and particularly for those with a previous history of respiratory immaturity. 

As the benefit of the vaccination is high in this group of infants, vaccination should not be withheld or delayed.
Syncope (fainting) can occur following, or even before, any vaccination as a psychogenic response to the needle injection. It is important that procedures are in place to avoid injury from faints.

	Undesirable effects
	
	
-
Clinical trials on co-administration:

In clinical studies in which some of the vaccinees received Infanrix hexa concomitantly with Prevenar as a booster (4th) dose of both vaccines, fever ( 38.0°C was reported following 43.4% of doses in infants receiving Prevenar and Infanrix hexa at the same time as compared to 30.5% of doses in infants receiving the hexavalent vaccine alone. Fever of greater than 39.5°C was observed following 2.6% and 1.5% of doses in infants receiving Infanrix hexa with or without Prevenar, respectively, (see section 4.4).  The incidence of fever following co-administration of the two vaccines in the primary series was lower than that observed after the booster dose.
· Post marketing surveillance:

Respiratory, thoracic and mediastinal disorders

Apnoea [see section 4.4 for apnoea in very premature infants (≤ 28 weeks of gestation)]



