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° A/California/7/2009 (H1N1)pdmO09- like virus mnwv 2
....15 micrograms HA**
e A/Hong Kong/4801/2014 (H3N2) -like virus 2070 |Qualitive and Quantitive
15 micrograms HA**
e B/Brisbane/60/2008 —like virus 2016-2017 composition
15 micrograms HA**
VAXIGRIP is indicated in adults and children from 6 No0INn 4.1
months of age.
vojppv | Terapeutic indications
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Adults: 0.5 ml. vopv Posology and method of




Paediatric population
Children aged 36 months onwards: 0.5 ml.

Children aged 6 to 35 months: 0.25 ml. Clinical data
are limited. See Section 6.6 for more information on
administration of the 0.25 ml dose.

A 0.5ml dose may be given, if this is required by
national recommendations.

For children aged less than 9 years who have not
previously been vaccinated, a second dose should be
given after an interval of at least 4 weeks.

Children aged less than 6 months: the safety and
efficacy of VAXIGRIP in children aged less than 6
months have not been established. No data are
available.

Method of administration

To be administered via intramuscular or deep
subcutaneous route.

adults and children from 36 months of age: the preferred
site for intramuscular injection is the deltoid muscle.

r children from 12 to 35 months of age: the preferred site
r intramuscular injection is the anterolateral aspect of the
thigh (or the deltoid muscle if muscle mass is adequate).

For children from 6 to 11 months of age: the preferred
site for intramuscular injection is the anterolateral
aspect of the thigh.

Precautions to be taken before handling or
administering the medicinal product.

For instructions for preparation of the medicinal
product before administration, see Section 6.6.

administration

Hypersensitivity to the active substances, to any of the
excipients listed in Section 6.1 or to any component
that may be present as traces such as eggs
(ovalbumin, chicken proteins), neomycin,
formaldehyde and octoxinol-9.

severe febrile disease or acute disease

Vaccination should be postponed in case of modera

VOV |IDTY

4.3

Contraindications

As with other vaccines administered intramuscularly
the vaccine should be administered with caution to
subjects with thrombocytopenia or bleeding disorders
since bleeding may occur following intramuscular
administration to these subjects.

As with any vaccine, vaccination with VAXIGRIP may
not protect 100% of susceptible subjects

Interference with serological testing

VO;70 NOOIN
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qQaxnn i7ya [TV 4.8

VoL Undesirable effects
Cases of administration of more than the [DTY 4.9
recommended dose (overdose) have been reported
with  VAXIGRIP. When adverse reactions were VoIV Overdose

reported, the information was consistent with the
known safety profile of VAXIGRIP described in Section
4.8.
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