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	טקסט חדש

	1. Special warnings and precautions for use
	
	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.



	2. Special warnings and precautions for use
	A history of febrile convulsions or a family history of convulsions do not constitute a contraindication for the use of Priorix-Tetra. . Vaccinees with a history of febrile convulsions should be closely followed up. Vaccine related fever occurs more frequently after administration of tetravalent measles-mumps-rubella-varicella vaccines (MMRV) than after concomitant administration of separated vaccines (MMR and V) during the period ranging from 4 to 12 days after vaccination (see section 4.8).


	A history of febrile convulsions Due caution should be employed in administration of Priorix-Tetra to persons with an individual or a family history of convulsions do not constitute a contraindication for the use of Priorix-Tetra. or a history of cerebral injury. Vaccinees with a history of febrile convulsions should be closely followed up. Vaccine related fever occurs more frequently after administration of tetravalent measles-mumps-rubella-varicella vaccines (MMRV) than after concomitant administration of separated vaccines (MMR and V) during the period ranging from 4 to 12 days after vaccination with the first dose  (see section 4.8).

Febrile seizures have been reported following Priorix-Tetra. A meta-analysis of clinical trial data indicate that febrile convulsions during the days 5-12 following the first dose of Priorix-Tetra occurred more frequently compared to concomitant administration of MMR +V. Although not statistically significant, these data are consistent with clinical trial data on fever and measles-like rash. There was no indication of an increased risk later after the first dose (when the observation interval was widened to 30 to 43 days) and after the second dose.




