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 טופס זה מיועד לפרוט ההחמרות בלבד !

   בעלון לרופאבעלון לרופאבעלון לרופא

 ההחמרות המבוקשות

 טקסט חדש טקסט נוכחי פרק בעלון

Special 

Warnings and 

Precautions for 

Use 

Transmission 

… 

Post-marketing experience suggests 

that transmission of varicella vaccine 

virus may occur very rarely between 

healthy vaccinees who develop a 

varicella-like rash and persons who are 

susceptible to varicella.  Vaccinees 

who develop varicella-like rash should 

avoid contact with varicella-

susceptible pregnant women and 

susceptible individuals at high risk of 

severe varicella (such as patients with 

primary and acquired 

immunodeficiencies) until the rash has 

completely disappeared 
 

Transmission 

… 

even those who do Vaccine recipients, 

should  ,like rash-not develop a varicella

attempt to avoid , whenever possible, 

close association with high-risk 

individuals susceptible to varicella for up 

to 6 weeks following vaccination. In 

circumstances where contact with high-

risk individuals susceptible to varicella is 

unavoidable, the potential risk of 

transmission of the varicella vaccine 

virus should be weighted against the risk 

of acquiring and transmitting wild-type 

varicella virus. 

High-risk individuals susceptible to 

varicella include: 

 Immunocompromised individuals 

(see sections 4.3 and 4.4) 

 Pregnant women without 

documented positive history of 

varicella (chickenpox) or laboratory 

evidence of prior infection. 

 Newborns of mothers without 

documented positive history of 

chickenpox or laboratory evidence 

of prior infection. 
Undesirable 

effects 

Post-marketing surveillance data 

 

Infections and infestations: 

Meningitis, herpes zoster***, orchitis, 

epididymitis, mumps-like syndrome 

 

 

 

Nervous system disorders: 

Encephalitis, cerebellitis, 

cerebrovascular accident, Guillain 

Barré syndrome, transverse myelitis, 

peripheral neuritis, cerebellar ataxia, 

cerebellitis like symptoms 

 

 

 

Post-marketing surveillance data 

 

Infections and infestations: 

Meningitis, herpes zoster***, measles-

like syndrome, mumps-like syndrome 

(including orchitis, epididymitis and 

parotitis) 
 

Nervous system disorders: 

Encephalitis, cerebellitis, 

cerebrovascular accident, Guillain Barré 

syndrome, transverse myelitis, 

peripheral neuritis, cerebellitis like 

symptoms (including transient gait 

disturbance and transient ataxia) 

 

 



 

……. 

 

 

Skin and subcutaneous tissue 

disorders: 
Erythema multiforme 

Vascular disorders 

Vasculitis 

 

 

Skin and subcutaneous tissue disorders: 

Erythema multiforme, varicella-like rash 
 

 
 על רקע צהוב0מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  

 0 ירוקשינויים שאינם בגדר החמרות סומנו )בעלון( בצבע 
 
 
 


