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Whole inactivated Tick-Borne Encephalitis Virus 1.2 mcg/0.25 ml.

Indicated for:
TicoVac Junior 0.25 ml is indicated for the active (prophylactic) immunization of children aged from 1 year to
15 years against tick-borne encephalitis (TBE).
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4.2 Posology and method of administration

Method of administration

The vaccine should be given by intramuscular injection into the upper arm (deltoid muscle).

In children up to 18 months of age, or dependent on a child’s development and nutrition status, the vaccine is
administered into the thigh muscle (vastus lateralis muscle).

In exceptional cases only (in subjects with a bleeding disorder or in subjects receiving prophylactic
anticoagulation), the vaccine may be administered subcutaneously (see sections 4.4 and 4.8).

Care must be taken to avoid accidental intravascular administration (see section 4.4).

4.4 Special warnings and precautions for use

The recommended route of administration is intramuscular. However, this may not be appropriate in subjects
with a bleeding disorder or subjects receiving prophylactic anticoagulation. Limited data in healthy adults
suggest comparable immune response for subcutaneous booster vaccinations when compared to intramuscular
booster vaccinations. However, subcutaneous administration might lead to an increased risk for local adverse
reactions. No data are available for the elderly. Furthermore, no data are available for primary immunisation
via the subcutaneous route.

4.8 Undesirable effects
Adverse reactions from post-marketing surveillance

The following additional adverse reactions have been reported in post-marketing experience.

In a small comparative study on the immune response after intramuscular and subcutaneous
administration of TicoVac in healthy adults, the subcutaneous route led to a higher local reactogenicity
profile, particularly in women. No data are available in children.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the National
Regulation by using an online form ttps://sideeffects.health.gov.il/
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
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