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Meningococcal group B Vaccine
Suspension for injection

n/Tad1 n/xonN
,n/Tad1 n/npn

AwONA 7w x9Ny (1wa 1TV 7 yrTia? nupan ( GSK) n"ya xawr 7pnmoiop'a nnan
.noj7a / BEXSERO

:D'"7'Y9 D" Inin

-Neisseria Meningitidis group B strain NZ98/254 (outer — 25 MCG
membrane vesicles (OMV))

-Neisseria Meningitidis group B FHBP Fusion Protein 50 MCG
-Neisseria Meningitidis group B Nada Protein 50 MCG
-Neisseria Meningitidis group B NHBA Fusion Protein 50 MCG
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Bexsero is indicated for active immunization of individuals from 2 months of age and
older against invasive meningococcal disease caused by Neisseria meningitidis group B.
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Section Marked update
4.8 Undesirable
effects

Infants and children (up to 10 years of age)

Nervous system disorders

Very common: sleepiness, unusual crying, headache

Uncommon: seizures (including febrile seizures)

Not known: hypotonic-hyporesponsive episode , meningeal irritation (signs of meningeal
irritation, such as neck stiffness or photophobia, have been sporadically reported shortly
after vaccination. These symptoms have been of mild and transient nature)

Adolescents (from 11 years of age) and adults

Nervous system disorders

Very common: headache

Not known: syncope or vasovagal responses to injection , meningeal irritation (signs of
meningeal irritation, such as neck stiffness or photophobia, have been sporadically reported
shortly after vaccination. These symptoms have been of mild and transient nature)
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