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Powder and solvent for solution for injection
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- LIVE ATTENUATED MUMPS VIRUS NLT 10 37CCIDso
- LIVE ATTENUATED RUBELLA VIRUS NLT 10 3°CCIDso
- LIVE ATTENUATED MEASLES VIRUS NLT 10 3°CCIDso
- VARICELLA VIRUS, LIVE ATTENUATED NLT 10 33PFU
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Priorix-Tetra is indicated for active immunisation against measles, mumps, rubella and varicella in
children from the age of 12 months up and including 12 years of age.
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4.1 Therapeutic indications

Priorix Tetra is indicated for active immunisation against measles, mumps, rubella and varicella in
children from the age of 12 months up and including 12 years of age.

Note: The use of Priorix Tetra should be based on official recommendations.

4.2 Posology and method of administration

Posology
Children from 12 months up to 12 years




4.3 Contraindications

Current or recent immunosuppressive therapy (including high doses of corticosteroids). Priorix Tetra 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,
rubella or varicella in case of contact, despite appropriate vaccine administration. These patients should be
monitored carefully for signs of measles, parotitis, rubella and varicella.

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

Encephalitis

Encephalitis has been reported during post-marketing use of live attenuated measles, mumps, rubella and 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.

4.6 Fertility, pregnancy and lactation

Fertility

Priorix Tetra has not been evaluated in fertility studies.

Pregnancy
Pregnant women should not be vaccinated with Priorix-Tetra.

Studies have not been conducted with Priorix Tetra 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

Hewever+Foetal damage has not been documented when measles, mumps;+abeHa- or varicella vaccines have
been given to pregnant women.




4.8 Undesirable effects

Post-marketing surveillance 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 meningitis, herpes zoster*, measles-like syndrome,
mumps-like syndrome (including orchitis,
epididymitis and parotitis)

Blood and lymphatic system disorders thrombocytopenia, thrombocytopenic purpura

Immune system disorders allergic reactions (including anaphylactic and
anaphylactoid reactions)
Nervous system disorders encephalitis®’, cerebellitis, cerebrovascular accident,

Guillain Barré syndrome, transverse myelitis,
peripheral neuritis, cerebellitis like symptoms
(including transient gait disturbance and transient
ataxia)

Vascular disorders vasculitis

Skin and subcutaneous tissue disorders | erythema multiforme, varicella-like rash

Musculoskeletal and connective tissue arthralgia, arthritis

disorders
* This-These selected adverse drag-reactions reported after vaccination is-are also a consequence of wild-type
varicella infection. There is no indication of an increased risk of these adverse reactionsherpes—zoester-occurrence
following vaccination compared with wild-type disease.
‘see description of selected adverse reactions

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

5.1 Pharmacodynamic properties




6.1 List of excipients

Powder:

Lactose anhydrous

Amino acids for injection (containing phenylalanine)—ferinjections

Mannitol

Sorbitol

Medium 199 (containing phenylalanine, para-aminobenzoic acid, sodium and potassium)

Solvent:
Water for injection

Residuals:
Neomycin sulphate

NIXMAN TIWUN MNXKAY NIDINNN 1ANN2A DIOND7 N7w1 XOINYT ||'7.U|"l

["7pnmolo7a NNan nao -2y 0o 17a77 It https://data.health.gov.il/Drugs/index.html#!/byDrug
.03-9297100 19702 nipn Nno 25 212 'm

,NJN11

A'NXITN 701N

nmn nnpin


https://data.health.gov.il/Drugs/index.html#!/byDrug

