PRIORIX

Measles-Mumps-Rubella vaccine live

CONSUMER MEDICINE INFORMATION

WHAT IS IN THIS
LEAFLET

This leaflet answers some ofthe
common questionsaboutPRIORIX
vaccine. Itdoesnotcontainallthe
available information. It doesnot
take theplace oftalkingto your
doctor, nurseor pharmacist.

All medicinesand vaccines have
risks and benefits. Yourdoctorhas
weighed the possible risks of youor
your child having PRIORIX against
the expected benefits.

If you have any concerns about
PRIORIX talk to your doctor,
nurse or pharmacist.

Keep this leaflet with this vaccine.
Youmayneedto read it again.

WHAT PRIORIXIS
USED FOR

PRIORIXisa vaccine used to
prevent three diseases, measles,
mumpsand rubella (German
measles). The vaccine issometimes
called MMR vaccine.

Measles, mumpsandrubellaare all
infectious diseases caused by viruses.
The vaccine works by causingthe
body to produce its own protection
(antibodies) againstthese diseases.

Measles

Measlesisa highly infectious viral
iliness. Measlesisspread bysmall
droplets fromthenose, throat or
mouth of an infected person (often
beforeitis obvioustheyhave
measles). Measles oftenbegins with

a fever, runnynose, hacking cough
and conjunctivitis (eye
inflammation). The rashappears 3-5
daysaftertheonset of symptomsand
spreadsrapidly alloverthebody.
Measlesis oftena severe disease
complicated by ear infection and
pneumonia (lunginfection).
Encephalitis (swelling of the brain)
canalso occurand cansometimes
result in permanent braindamage or
death.

Unimmunised childrenin the
following groupsare atparticular
risk from severemeasles infection:

e children with chronic conditions
such ascystic fibrosis, congenital
heart orkidney disease, failure to
thrive, Down's Syndrome

e children from the age of 1 year
upwards in child care centres,
family day care and playgroups

e children livingin institutions

e Aboriginaland Torres Strait
Islander children.

Mumps

Mumpsisan infectious viral disease
spread byinfected droplets of saliva.
Symptoms often begin with chilly
sensations, headache, loss of
appetite, general unwellness and
fever. Thesalivaryglandson one or
both sides of thefacecan then
become very painfuland swollen.
Complications include
meningoencephalitis (swelling
around thebrain)andin older
patientsthedisease may involve
otherorganse.g. testesin males.

Rubella (German measles)

Rubella is generally a mild infectious
viralillness spread byairborne
droplets. It cancause mild fever,
generalunweliness, swollen glands
and mild red rash. It oftengoes
unnoticed in adolescents and adults.
However rubella cancause
miscarriage, stillbirth or birth defects
in infantsborn to mothers infected
with rubella duringthe early months
of pregnancy.

Vaccination is the best way to protect
against theseseverediseases. The
vaccinewill not protect against
diseases caused by othertypes of
virusesororganisms.

BEFORE RECEIVING
PRIORIX

DO NOT HAVE PRIORIX IF:

e youhavel/yourchild hashadan
allergic reactionto PRIORIX or
any ingredient contained in this
vaccine. Theingredientsare
listed at the end ofthis leaflet.
Signs of an allergic reactionmay
include itchy skin, rash, shortness
of breathandswelling of the face
or tongue.

¢ you have/yourchild haseverhad
a severe allergic reaction to eggs
or anythingthatcontained eggs.
Signs of an allergic reactionare
listed above.

¢ if you have/yourchild hashad
PRIORIX oranother MMR
vaccinebeforeand became
unwell, tell your doctorornurse
before thenext dose is given.
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¢ you have/yourchild hasa severe
infection with a high temperature.
A minorinfection such asa cold
should not bea problem, buttalk
to yourdoctorornurse about this
before beingvaccinated.

e youareorthink youmaybe
pregnantorif you intendto
become pregnant within one
month. Yourdoctor will discuss
with you the risks of receiving
PRIORIX during pregnancy.

¢ you have/your child has lowered
immunity. Thiscan occurin
persons:

— with inherited (or family
history of) immune deficiency
conditions

— with abnormal blood
conditions orblood protein
(immunoglobulin) disorders

— withcancer

— receivingorwho have
received certain drugs (i.e.
cyclosporin, corticosteroids,
and cancer medicines)

— receivingorwho have
received radiation therapy

PRIORIX may generally be given to
people with Human
Immunodeficiency Virus (HIV)
infection.

If needed, youcantalkto your
doctor aboutuse of PRIORIX in

HIV-positive people.
e theexpiry dateprintedon the
pack has passed

e thepackagingistorn orshows
signs of tampering

If youare notsure whether
PRIORIX should be given, talk to
your doctor or nurse. Do notgive
this vaccineto anyone else; your
doctor has prescribed itspecifically
foryou/or your child.

BEFORE HAVING PRIORIX
TELL YOUR DOCTOR IF

e you have any medical problems
suchas:

— tuberculosis (TB)-PRIORIX
may affectthe tuberculin skin

test. Tuberculin testingmay
be done beforeorat thesame
time thatPRIORIX s given.

— ahistory orfamily history of
convulsions (fits or seizures)

— ahistory orfamily history of
allergic diseases

— askin allergy to neomycin

— ableedingdisorder.
Sometimes PRIORIX may
need to be given differently in
people with bleeding
problems.

— aweakened immune system.
You/your child should be
closely monitoredasthe
response to the vaccinemay
not be sufficientto ensure
protection againstthe illness.

you have/your child has allergies
to any other medicines or
substances, such as dyes, foods or
preservatives.

you are breastfeeding. Your
doctorwill discuss the risksand
benefits of vaccination.

you have received another
vaccinewithin the lastmonth.

you have/your child has received
a blood orplasmatransfusion, or
been given gamma globulin or
other immunoglobulin within the
last 3 months. PRIORIX may be
less effective if given within 3
months of these products. Your
doctorwill decide when togive
the vaccine.

you are/your child istakingany
prescription or OTC (over-the-
counter) medicines. Some
vaccines may be affected by other
vaccinesor medicines. Your
doctor, nurse or pharmacist will
beableto tellyou whatto do if
PRIORIXisto be given with
anothervaccine or medicine.

you have/ your child hashada
side effect after vaccination
against measles, mumps or
rubella thatinvolved easy
bruisingor bleeding forlonger
than usual.

Faintingcanoccur following, oreven
before, anyneedle injection,
therefore tellthe doctor or nurse if
you/your child fainted with a
previous injection.

HAVING OTHER VACCINES

Tell yourdoctorornurse if you or
your child hasreceivedanother
vaccinerecently.

PRIORIX can be givenat the same
time as othervaccines.

A differentinjectionsite will be used
foreach vaccine.

HOW PRIORIXIS
GIVEN

The doctor ornurse will give
PRIORIXasan injection.

If you have any concerns about
howthis vaccine isto be given, talk
to your doctor, nurse or
pharmacist.

HOW MUCH IS GIVEN

PRIORIXisgenerally givenasa
single 0.5 mL dose. The same dose
is used forchildren andadults.

HOW IT IS GIVEN

The vaccine comes as a powder
which is mixed with sterile water
before use. PRIORIX s injected
under the skin (subcutaneously) or
into muscle, eitherin the upperarm
or inthe outerthigh. PRIORIX s
generally injected into theupper leg
muscle in infants under 12 months of
age. Inchildren over 12 months of
age and older children and adults the
injection may begiven in the upper
arm muscle.

PRIORIX should never be given
into avein.

WHEN IT WILL BE GIVEN

The first dose of PRIORIX s
generally givento childrenat 12
monthsofage. Aseconddoseis
then administeredto childrenat4-6
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yearsof age; preferably before
commencementatschool.

IF A DOSE IS MISSED

If yourchild misses a scheduled
dose, talk to yourdoctorornurse and
arrange anothervisitassoonas
possible.

AFTERRECEIVING
PRIORIX

THINGS YOU MUST NOT
DO:

e donotbecome pregnant forone
monthafterreceiving PRIORIX
vaccination. Talk to yourdoctor
assoonaspossible, if you do
become pregnant within this time.

THINGS YOU MUST DO:

Tell yourdoctoryou/your child has
received PRIORIXif:

e you/they are to have a tuberculin
skin test for tuberculosis within
4-6 weeksaftervaccination. The
results of the test may be affected
by the vaccine.

e you/they are to have another
vaccinewithin 1 month after
vaccination.

e you/they areto have abloodor
plasma transfusion, or be given
gammaglobulin or other
immunoglobulin within 2 weeks
aftervaccination.

THINGS TO BE CAREFUL
OF:

Be carefuldrivingoroperating
machinery untilyou know how
PRIORIX affects you. PRIORIX
should not normally interfere with
yourability to drive a car oroperate
machinery. Butin some people
vaccination cancause dizziness or
lightheadedness. Make sure you
knowhowyoureactto PRIORIX
before youdrive acaroroperate
machinery, ordo anythingthat could

be dangerousif you aredizzy or
lightheaded.

Itis advised toremain in the clinic
forabout 15 minutes after receiving
theinjection. There isa risk of
allergic reactions. These may be local
or widespread rashes that may be
itchy orblistering, swelling of the
eyesand face, difficulty in breathing
or swallowing, a sudden drop in
blood pressureand loss of
consciousness. These reactions will
usually occur before leavingthe
doctor’ssurgery. Ifthese symptoms
occur, you should contact adoctor
immediately.

SIDE EFFECTS

Tell your doctor, nurse or
pharmacistassoonaspossible if
you (or your child) have
troublesome symptoms after
having had a dose of PRIORIX.

PRIORIX helps protectmost people
from measles, mumps andrubella
infection, but it may have unwanted
side effectsina fewpeople. All
medicinesandvaccines can haveside
effects. Sometimes they are serious;
most of thetime they are not. Some
side effects may need medical
treatment. The chance ofyour child
havinga serious side effectis very
much lessthanthe chance ofyouor
your child havinga permanent injury
from the natural infections.

Ask your doctor, nurseor
pharmacistto answer any
questions youmay have.

Most unwanted effects with
PRIORIXare mild. These effects, as
with othervaccines, generally occur
around theinjectionsite.

Side effects thatoccurred during
clinicaltrialswith PRIORIX were
asfollows:

Very common (these may occur
with more than1in 10 doses of the
vaccine):

e painand rednessatthe injection
site

o fevergreaterthanorequalto
38°C (rectal)

Common (these may occur withup
to 1in 10 doses of the vaccine):

o swelling atthe injectionsite

o fevergreaterthan39.5°C (rectal)
¢ rash (spotsand/orblisters)

e upperrespiratory tractinfection
¢ infection ofthemiddle ear

o viralinfection

® Nervousness

e bronchitis

e cough

e runny nose

e diarrhoea

e vomiting

e headache

e sorethroatanddiscomfort when
swallowing

Uncommon (these may occurwith
up to 1in 100 doses of the vaccine):

o allergic reactions

o tiredness (fatigue)

¢ swelling of the mouthand throat
e toothache

o loss of appetite

e nausea

e abnormalcrying

e notbeingableto sleep (insomnia)

o discharge with itching of the eyes
and crusty eyelids (conjunctivitis)
¢ swollen glandsinthe cheek

¢ swollen glandsin the neck,
armpitorgroin

e itchiness
e cold sores, shingles

o feelinggenerally unwell,
dizziness, tiredness

¢ harsh breathingsounds

e pneumonia

e nosebleeds

e stomach painordiscomfort
e dizziness

Rare (these may occur withupto 1
in 1,000 doses of the vaccine):
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e seizureswith fever

After commercialisation, the
followingadditional side effects
have beenrarelyreportedin
people vaccinated with PRIORIX:

e mumps like symptoms (including
transient, painful swelling of the
testicles and swollen glands in the
neck)

e temporary lumpy rash thatmay
affect the skin, mouthand other
partsof thebody

e bleedingorbruisingmore easily
than normalwhich maybe
associated with skin
rashes/peelingor fever

e jointandmuscle pains

¢ infectionaroundthe brain or
spinalcord (meningitis)

o infection orinflammation ofthe
nervous system resultingin
temporary loss of control of
bodily movements, walking or
sensation changes

Otherside effects notlisted above,
canalso occurduringorsoon aftera
dose of PRIORIX.

Check with your doctor or nurse if
youoryour child hasany other
effects.

Do not be alarmed by this list of
possible side effects. You oryour
child may not experience any of
them.

¢ Keep PRIORIXin the original
pack untilitis time foritto be
given.

Ask your pharmacistwhatto do

with any leftover PRIORIX that

has expired or has not been used.

FURTHER
INFORMATION

PRODUCT
DESCRIPTION

STORAGE

PRIORIXisusually stored at the
doctor’sclinic orsurgery, oratthe
pharmacy. Butif youneedto store
PRIORIX always:

e Keep PRIORIXin the refrigerator
stored between2°C and8°C. DO
NOT STOREPRIORIXINTHE
FREEZER. Do notstoreit in the
bathroom, nearthesink, orleave
it in the caron hotdays. Avoid
exposingthe vaccine to sunlight.

e Keepthevaccineoutof thereach
of children.

WHAT IT LOOKS LIKE

PRIORIX comesasawhitish to
slightly pink powderin a glass vial.
Thisis mixed (reconstituted) with
water diluent supplied in a prefilled
syringe. The reconstituted vaccine
may vary in colour fromclear peach
to fuchsia pink.

The vaccine should be injectedas
soon as possible after reconstitution,
andno laterthan 8 hours after
reconstitution.

INGREDIENTS

Theactive ingredients of PRIORIX
are live weakened measles, mumps
and rubella viruses in a dry powder.
Each 0.5 mLdosecontainsnotless
than:

e 10%*°CClIDso(cellculture
infectious dose50%) of the
Schwarz measles

e 10*'CCIDso0f the RIT 4385
mumps,and

e 10%°CCIDspo0f the WistarRA
27/3 rubella virus strains.

The inactiveingredients in the
vaccineare: lactose,aminoacids,
sorbitoland mannitol. Neomycin
sulphate is presentasa residual from
the manufacturing process. The
vaccineis mixed with sterile Water
for Injection before use.

The manufacture of this product
includes exposure to bovine derived
materials. No evidence exists that
any case of vCJD (consideredto be
the human form of bovine
spongiform encephalopathy) has
resulted from the administration of
any vaccineproduct.

PRIORIXisonly available if
prescribed by adoctor.

PRIORIX comesassingle or 10 dose
packs containinga whitish to slightly
pink powderin a glassvialand the
diluent ina prefilled syringe (AUST
R97842).

MANUFACTURER

GlaxoSmithKline Biologicalss.a.
Ruede I'lnstitut89,
1330 Rixensart, Belgium.

DISTRIBUTED IN
AUSTRALIABY

GlaxoSmithKline Australia Pty Ltd
Level4,436 Johnston Street
Abbotsford, Victoria 3067

Date of Preparation:
16 August 2021

Version 8.0

Trade marksare owned by or
licensed to the GSK group of
companies.

©2021 GSK group of companies or
its licensor.
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