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Varilrix is intended for the active immunization against varicella of the categories of persons listed below, where there
is no history of varicella.

- Healthy subjects, from the age of 12 months.

- Patients at high risk of severe varicella, such as patients with acute leukemia or a chronic condition, those on
immunosuppressive therapy or those for whom an organ transplant is being considered.

Healthy persons living in close contact with patients with varicella and high-risk patients.
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4.3 Contraindications

Varilrix is contraindicated in individuals with severe humoral or cellular (primary or acquired) immunodeficiency

such as (see also section 4.4.):

- subjects with immunodeficiency states with a total lymphocyte count less than 1,200 per mm?;

- subjects presenting other evidence of lack of cellular immune competence (e.g. patients with leukaemias,
lymphomas, blood dyscrasias, clinically manifest HIV infection);

- subjects on current or recent reeervirg-immunosuppressive therapy (including high doses of corticosteroids).
Varilrix is not contraindicated in individuals who are receiving topical or low-dose parenteral corticosteroids
(e.g. for asthma prophylaxis or replacement therapy);

4.4 Special warnings and precautions for use

Individuals at high risk of severe varicella

There is only limited data from clinical trials available for Varilrix (+4°C formulation) in individuals at high risk
of severe varicella.

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 varicella in case of
contact, despite appropriate vaccine administration. These patients should be monitored carefully for signs of
varicella.




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

Encephalitis
Encephalitis has been reported during post-marketing use of live attenuated varicella vaccines. In a few cases fatal

outcomes have been observed, especially in patients who were immunocompromised (see section 4.3).
Vaccinees/parents should be instructed to seek prompt medical attention if they/their child experience, after
vaccination, symptoms suggestive of encephalitis such as loss or reduced levels of consciousness, convulsions or
ataxia accompanied by fever and headache.

4.8 Undesirable effects

Post-marketing data

The following additional adverse reactions have been identified in rare occasions during post-marketing
surveillance. Because they are reported voluntarily from a population of unknown size, a true estimate of
frequency cannot be provided.

System organ class* Adverse reactions
Infections and infestations herpes zoster
dBilsooc;il1 :rr;d lymphatic system thrombocytopenia
Immune system disorders anaphylactic reaction, hypersensitivity
encephalitis’, cerebrovascular accident, seizure, cerebellitis,
Nervous system disorders cerebellitis-like symptoms (including transient gait disturbance

and transient ataxia)
vasculitis (including Henoch Schonlein purpura and Kawasaki
syndrome)

Vascular disorders

Skin and subcutaneous tissue
disorders
*  According to MedDRA (Medical Dictionary for Regulatory Activities) terminology
T See description of selected adverse reactions

erythema multiforme

Description of selected adverse reactions
Encephalitis has been observed following vaccination with live attenuated varicella vaccines. Fatal outcome was
reported in a few cases, especially in immunocompromised people (see section 4.4).
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