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Priorix is indicated for active immunisation of children from the age of 9 months or older, adolescents and adults
against measles, mumps and rubella.
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4.3 Contraindications

Current_ or recent immunosuppressive therapy (including high doses of corticosteroids). Priorix is not
contraindicated in individuals who are receiving topical or low-dose parenteral corticosteroids (e.g. for asthma
prophylaxis or replacement therapy) (see section 4.4).

4.4  Special warnings and precautions for use

Immunocompromised patients

Vaccination may be considered in patients with selected immune deficiencies where the benefits outweigh the risks
(e.g. asymptomatic HIV subjects, IgG subclass deficiencies, congenital neutropenia, chronic granulomatous disease
and complement deficiency diseases).

Immunocompromised patients who have no contraindication for this vaccination (see section 4.3) may not respond
as well as immunocompetent subjects, therefore some of these patients may acquire measles, mumps or rubella in
case of contact, despite appropriate vaccine administration. These patients should be monitored carefully for signs
of measles, parotitis and rubella.

Due to the potential risk of decreased vaccine response and/or disseminated diseases, consideration should be
given to the time interval between Priorix vaccination and immunosuppressive therapy (see section 4.3).




4.6 Fertility, pregnancy and lactation

Fertility

Priorix has not been evaluated in fertility studies.

Pregnancy
Pregnant women should not be vaccinated with Priorix.

Studies have not been conducted with Priorix in pregnant women.

In a review of more than 3 500 susceptible women who were unknowingly in early stages of pregnancy when
vaccinated with a rubella-containing vaccine, no cases of congenital rubella syndrome were reported. Subsequent
post-marketing surveillance identified congenital rubella syndrome associated with a rubella vaccine strain (Wistar

RA 27/3) following inadvertent vaccination of a pregnant woman with a measles, mumps and rubella vaccine.

Foetal damage has not been documented when measles or mumps vaccines have been given to pregnant women.

Pregnancy should be avoided for 1 month following vaccination. Women who intend to become pregnant should
be advised to delay.
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