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

 תאריך __.10.1310___________
שם תכשיר באנגלית ומספר הרישום
Pneumovax 23 )136.52.23874.00(
שם בעל הרישום Merck, Sharp & Dohme (Israel-1996) Ltd. __________
טופס זה מיועד לפרוט ההחמרות בלבד !

	
ההחמרות המבוקשות

	
פרק בעלון

	
טקסט נוכחי
	
טקסט חדש

	Adverse events
	
	נוספו תופעות הלוואי הבאות:
Tenderness, Ecchymosis, Pruritus, Diarrhea, Dyspepsia, Back Pain, Neck Pain, Upper respiratory infection, Pharyngitis,  Erythema multiforme 

	Concomitant Administration with Other Vaccines
	
	In a double-blind, controlled clinical trial, 473 adults, 60 years of age or older, were randomized to receive ZOSTAVAX and PNEUMOVAX 23 concomitantly (N=237), or PNEUMOVAX 23 alone followed 4 weeks later by ZOSTAVAX alone (N=236). At four weeks postvaccination, the varicella-zoster virus (VZV) antibody levels following concomitant use were significantly lower than the VZV antibody levels following nonconcomitant administration (GMTs of 338 vs. 484 gp ELISA units/mL, respectively; GMT ratio = 0.70 (95% CI: [0.61, 0.80]).
Limited safety and immunogenicity data from clinical trials are available on the concurrent administration of PNEUMOVAX 23 and vaccines other than ZOSTAVAX.
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