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Meningococcal group B Vaccine

Suspension for injection
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-Neisseria Meningitidis group B strain NZ98/254 (outer — membrane 25 MCG
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

4.2

Posology and Adolescents (from 11 years of age) and adults
method of | ......

administration

Posology

Table 1: Summary of posology

Age at first dose Primary Intervals between Booster
Immunisation Primary Doses

Yes, one dose
Three doses each of Not less than 1 between 12 and 15

0.5 ml month months of age with
Infants, 2 months an interval of at
to 5 months® least 6 months
Two doses Not less between the primary
each of .5 ml than 2 months series and booster
dose be

Yes, one dose in
the second year of
life with an interval

infants, 6 months Two doses each of Not less than 2
of at least 2 months
to 11 months 0.5 ml months
between the
primary series and
bhooster doge ©
Yes, one dose with an
i interval
children, 12 Two doses each of Not less than 2 of 12 months to 23
months fo 23 0.5 ml months months between the
months primary series and
booster dose ¢
Naad not
astablizhad d
Children, 2 years Need-not
to 10 years established 4
Two doses each of Not less than 1 should be
0.5 ml month considered in
Taodeseseachof Neotlassthan 1 individuals at
05 ml month continued risk of
Adolescents (from exposure to
11 years) and meningococcal
adults™ disease, based on
official i
recommendations 9

4.4 Special
warnings and
precautions

Traceability
In order to improve the traceability of biological medicinal products, the name and the batch number

of the administered product should be clearly recorded.
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