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ZOSTAVAX® (ZOSTER VACCINE LIVE) :pma
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Dosage Form: Powder and solvent for suspension for injection
Composition: After reconstitution, 1 dose (0.65 mL) contains:
Varicella-zoster virus, Oka/Merck strain, (live, attenuated) not less than 19,400 PFU
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.Zostavax (Zoster Vaccine Live)
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ZOSTAVAX is a live attenuated virus vaccine indicated for prevention of herpes zoster (shingles) in
individuals 50 years of age and older.
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4.5 Interaction with other medicinal products and other forms of interaction

The concomitant use of ZOSTAVAX and a 23-valent pneumococcal polysaccharide vaccine should
not-be-given-concomitantly because-concomitant-use-ina-clinicak-trial resulted in reduced
|mmunogen|C|ty of ZOSTAVAX (—see—seehen—é—ﬂln a small cllnlcal trlal Fhereforeadministration-of
A - However, data
coIIected ina Iarqe observatlonal study d|d not |nd|cate mcreased rlsk for developing herpes zoster
after concomitant administration of the two vaccines.

5.1 Pharmacodynamic properties
Concomitant administration

In a double-blind, controlled clinical trial, 473 adults, 60 years of age or older, were randomised to
receive a single dose of ZOSTAVAX either concomitantly (N=237), or nonconcomitantly (N=236)
with 23-valent pneumococcal polysaccharide vaccine. At four weeks postvaccination, the VZV-
specific immune responses following concomitant use were not similar to the VZV-specific immune
responses following nonconcomitant administration. Fherefore-consideradministration-of the-two
vaecines-separated-by-atleast4-weeks: However in a US effectiveness cohort study of

35,025 adults = 60 years old, no increased risk of herpes zoster was observed in individuals who
received ZOSTAVAX and 23-valent pneumococcal polysaccharide vaccine concomitantly
(n=16,532) as compared to individuals receiving ZOSTAVAX one month to one year after 23-valent
pneumococcal polysaccharide vaccine (n=18,493) in routine practice. The adjusted hazard ratio
comparing the incidence rate of HZ in the two groups was 1.04 (95 % CI, 0.92, 1.16) over a median
follow-up of 4.7 years. The data do not indicate that concomitant administration alters the
effectiveness of ZOSTAVAX.

P27 1y
.NOIMY7 [I7VN DI7N2 ,INTAN? TNy QX' [21X7 |17V Nyd 07 1'WONY

Page 1 of 2



€I MSD

N9 T 7Y 0'09TIN 07277 N .NINMIAN TN 7¢ D1IVI'RN INKAY NISNNN 1ARN DI0N97 INYW1 DNI7YN
.09-9533333 19702 ,MSD nnan ,niwnn 72waY

.n"ya a2 nnan "y yoin ZOSTAVAX®

,MdM12
19170 Hn
namn nnn
28w MSD

Ref: Israeli SPC revised 12/2021
New lIsraeli PIL 12/2021

Page 2 of 2



