TWINRIX® ADULT and TWINRIX® JUNIOR
(Combined hepatitis A and hepatitis B vaccine)
CONSUMER MEDICINE INFORMATION LEAFLET

In this leaflet, TWINRIX refersto both TWINRIX ADULT and TWINRIX JUNIOR.

WHAT ISIN THISLEAFLET

This legflet answers some of the common questions about TWINRIX vaccine. It does not contain dl the
available information. 1t does not take the place of talking to your doctor or pharmacist.

All medicines and vaccines have risks and benefits. Y our doctor has weighed the possible risks of you or
your child having TWINRIX againg the expected benefits.

If you have any concer ns about receiving TWINRIX talk to your doctor, nurse or pharmacist.

Keep thisleaflet with thisvaccine. You may need to read it again.

WHAT TWINRIX ISUSED FOR

TWINRIX is a combination vaccine used to prevent hepdtitis A and hepdtitis B infection. The vaccine
works by causing the body to produce its own protection (antibodies) against these diseases.

Hepatitis A and hepatitis B are infectious diseases, which cause the liver to be become inflamed (swollen).
These diseases are caused by viruses - hepatitis A and hepatitis B viruses.

Hepatitis A

Symptoms of hepatitis A usudly begin 3 to 6 weeks after coming into contact with the virus. These
consst of nausea (feding sck), fever, aches and pains. After afew days the skin and/or the whites of
the eyes may beome ydlowish (jaundice). The severity and type of symptoms can vary. Hepatitis A
is often milder in young children. Maost people recover completey but the illness is usudly severe
enough to keep adults off work for about a month.

The hepatitis A virus can be passed from person to person in food and drink, or by swimming in water
contaminated by sawage. Hepatitis A is very common in many parts of the world and the risk of
infection is greatest in those areas where hygiene and sanitation are poor. Aress include Asa, India,
Africa, Central and South America, the Pacific Idands, the Middle Eagt, and the Mediterranean Basin.
Vaccinaion is recommended for travellers to these areas, including people in the armed forces.

Hepatitis A occurs in Audrdia, but is not common. Some groups of people however are a a higher
risk of exposure to the disease. Vaccination is recommended for these people:

nurang staff and hedthcare workersin contact with patientsin childrens wards, infectious
diseases wards, emergency rooms and intensive care units

day-care centre staff particularly where children have not been toilet trained

daff and resdents of homesfor the intellectually disabled

sewerage workers

food handlers

homaosexua men

people in contact with an infected person
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people with chronic liver disease or liver transplants, or people who receive certain blood
products.

Hepatitis B
The hepatitis B virus is found in body fluids such as blood, semen vagind secretions, or sdiva of
infected people. Y ou can catch the virus if it can enter your bloodstream. Ways this can happen are

through:

injection (eg needletick injury, or sharing needlesfor IV drug use)

sexud intercourse

sores, cuts or tiny wounds coming into contact with infected fluids (eg from ahuman bite,
sharing razors or toothbrushes, or working with human blood or body fluids)

an infected mother passing the virus onto her baby during or shortly after birth.

Some people infected with hepatitis B may not look or fed sck yet others will get symptoms.
Symptoms may not gppear for 6 weeks to 6 months after infection. Sometimes people will only have
mild flu-like symptoms, but other people can become very ill. They may be extremely tired, and have
dark urine, pae faeces, yelowish skin and/or eyes (jaundice), and other symptoms possibly requiring
hospitdisation. Thereisarisk of serious liver disease, such as cirrhoss (liver scarring) and liver cancer
for dl chronic hepatitis B carriers.

Some groups of people are a a higher risk of exposure to hepatitis B. Vaccination is recommended
for these people:
- some hedlthcare workers
abusers of injectable drugs
people with many sexud partners
homosexua men
haemodiayss patients or people who receive certain blood products
people with chronic liver disease or hepatitis C
people in contact with a hepatitis B carrier or an infected person
gaff and resdents of indtitutions for the intellectudly disabled
inmates and prison saff a some correctiond ingtitutions
some travellers to areas where the incidence of hepatitis B ishigh

There is no specific treatment for hepatitis A or hepatitis B. Vaccination is the best way to
protect against infection.

TWINRIX will not protect against hepatitis caused by other agents or viruses (such as hepatitis C or
hepdtitis E). If a person is dready infected with hepatitis A or hepatitis B virus a the time of vaccination,
TWINRIX may not prevent the disease in these people.

BEFORE RECEIVING TWINRIX

DO NOT HAVE TWINRIX IF:
you have/ your child has had an dlergic reection to TWINRIX, or any ingredient contained in this
vaccine. Theingredients are listed at the end of thisleaflet. Signs of an alergic reaction may include an
itchy skin rash, shortness of breath and swelling of the face or tongue.

If you have/ your child has had TWINRIX before and became unwell, tell your doctor, nurse or
pharmacist before the vaccine is given.
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you havel your child has had an alergic reaction to any other hepatitis A (Havrix® or Vagta) or
hepatitis B (Engerix B® or H-B-Vax Il) vaccine.

you havel your child has a severe infection with a high temperature. A minor infection such as a cold
should not be a problem, but talk to your doctor about this before being vaccinated.

the expiry date printed on the pack has passed.
the packaging istorn or shows sgns of tampering.

If you are not surewhether TWINRIX should be given, talk to your doctor or nurse. Do not give
thisvaccineto anyone else; your doctor has prescribed it specifically for you or your child.

BEFORE RECEIVING TWINRIX TELL YOUR DOCTOR IF:
you havel your child has an dlergy to baker's yeast.

you are or think you may be pregnant or if you intend to become pregnant. Your doctor will discuss
with you the possible risks and benefits of receiving TWINRIX during pregnancy.

you are breast feeding. It is not known if TWINRIX passes into breast milk, however the vaccine is
not expected to cause problems for breast-fed babies.

you havel your child has any medica conditions, such as:

- severe heart or lung disease

- aliver or kidney problem

- an immune deficiency condition (eg. HIV pogtive)
- anervous sysemiillness

- or a bleeding disorder;

you havel your child has dlergies to any other medicines or substances, such as dyes, foods or
preservatives.

you havel your child has received another vaccine recently, or are taking any prescription or OTC
(over-the-counter) medicines. In particular mention if you are taking medicines which suppress the
immune system, such as steroids or cyclasporin.

Some vaccines may be affected by other vaccines or medicines. Your doctor or pharmacist will be
ableto tell you what to do if TWINRIX is to be given with another vaccine or medicine.

HOW TWINRIX ISGIVEN

The doctor or nurse will give TWINRIX as an injection. If you have any concerns about how this
vaccineisto be given, talk to your doctor or pharmacist.

HOW MUCH ISGIVEN
For adults and those aged 16 and over the TWINRIX ADULT doseis 1mL.
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For children and adolescents aged 1 to 15 years the TWINRIX JUNIOR doseis 0.5 mL

HOW IT ISGIVEN

TWINRIX will be injected into your upper am muscle in adults and older children, and into the thigh
muscle in infants. For some people with bleeding problems, the dose may need to be given under the skin
(subcutaneoudy).

The vaccine should never be given intravenously.

WHEN IT ISGIVEN

TWINRIX is generdly given as atotd of three doses over 6 months. Each dose is given on a separate
vidgt. The firg dose will be given on an dected date. The remaining two doses will be given one month,
and six months after the first dose.

First dose: at an eected date
Second dose: 1 month later
Third dose: 6 months after the first dose

It isimportant to return at therecommended timesfor follow up doses.

Y our doctor will advise on the possible need for extra doses, and future booster dosing.

IF YOU MISSA DOSE
If you miss a scheduled dose, talk to your doctor and arrange another visit as soon as possible.

WHILE YOU ARE USING TWINRIX

THINGSYOU MUST DO:

Keep your follow up vists with the doctor or clinic. It is important that the 2 follow-up doses of
TWINRIX are given a the correct times. This will ensure the best effect of the vaccine in protecting you
againg hepdtitis A and hepatitis B.

THINGSTO BE CAREFUL OF:

Be careful driving or operating machinery until you know how TWINRIX affects you. TWINRIX should
not normaly interfere with your ability to drive acar or operate machinery. But in some people vaccination
can cause dizziness or lightheadedness. Make sure you know how you react to TWINRIX before you
drive a car or operate machinery, or do anything that could be dangerous if you fed dizzy or lightheaded.

SIDE EFFECTS

Tel your doctor, nurse or pharmacist as soon as possible if you or your child do not fed well
during or after adose of TWINRIX.

TWINRIX helps protect most people from hepatitis A and hepatitis B, but it may have unwanted sde
effects in a few people. All medicines and vaccines can have Sde effects. Mogt of the time they are not
serious, however, sometimes they can be. Some side effects may need medical trestment.

Ask your doctor or pharmacist to answer any questionsyou may have.
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Most unwanted effects with TWINRIX are mild and usudly clear up within a few days. These effects,
generdly occur around the injection dte (soreness, redness, swelling). Fatigue, headache, fever and
generdly feding unwell have adso been reported, as have feding sick and vomiting.

MILD EVENTS that have been reported after hepatitis A or hepatitis B vaccination.
Tdl your doctor if you natice any of the following that are troublesome or ongoing:

soreness, redness, swdling, bruising, hard lump or itching around the injection site
headache, fatigue, fever, dizziness, disturbed deep, fainting
feding sck or vomiting, gut pain, diarrhoeg, loss of gppetite
cough, sore throat, respiratory infections.
ringing in the ears, neck siffness
swedting, chills, flushing or generdly feding unwell
muscle aches and pains, painful joints

MORE SERIOUSEVENTS that have been reported rarely after hepatitis A or hepatitis B vaccination.
Tdl your doctor immediatdly if you natice any of the following:
fedings of numbness, weskness and/ or fatigue in limbs, tingling in fingers or toes,
generdisad iffness, visud changes
swollen glands, unusud bleeding, difficulty passing urine
drooping eyelids or sagging facid muscles
sudden headache, neck stifness, didike of bright lights

As with all vaccines given by injection there is a very small risk of serious allergic
reaction. Thismay occur daysto weeks after vaccination. Contact your doctor immediately or go
to the casualty department of your nearest hospital if any of the following happens:

swelling of limbs, face, eyes, ingde of nose, mouth or throat

shortness of breeth, breething or swallowing difficulties

hives, itching (especidly of the hands or fet), reddening of skin (especialy around
the ears), or severe skin reactions

unusual tiredness or weskness that is sudden and severe

Other dde effects not listed above, can aso occur during or soon after a dose of TWINRIX. Check with
your doctor, nurse or pharmacist if you or your child have any other effects.

Do not be darmed by thislist of possble sde effects. Y ou or your child may not experience any.

STORAGE

TWINRIX isusualy stored at the doctor’s clinic or surgery, or a the pharmacy. But if you need to store
TWINRIX aways.

Keep TWINRIX in the refrigerator stored between +2 C and +8 C. THE PACK SHOULD NEVER BE
FROZEN. FREEZING DESTROYSTHE VACCINE.

Keep the vaccine out of the reach of children.
Keep TWINRIX inthe origina pack until it istime for it to be given.

AsK your pharmacist what to do with any left over TWINRIX that has expired or has not been used.
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PRODUCT DESCRIPTION
WHAT IT LOOKSLIKE:
TWINRIX comesin prefilled syringes or glassvids. It isawhite, dightly milky liquid.

INGREDIENTS:

The active ingredients of TWINRIX are killed hepatitis A virus and the surface protein of the hepatitis B
virus (from geneticaly engineered yeast cdls). The vaccine is not infectious, and will not give you hepatitis
A or hepatitis B.

Two different vaccine strengths are available:

TWINRIX ADULT: 720 ELISA units of killed hepatitis A virus and 20 micrograms of the hepatitis B
surface protein.
TWINRIX JUNIOR: 360 ELISA units of killed hepatitis A virus and 10 micrograms of the hepatitis B
surface protein.

Inective ingredients in the vaccine are: duminium hydroxide, duminium phosphate, sodium chloride, 2-
phenoxyethanol, amino acids for injection, resdud formadehyde, neomycin sulphate, polysorbate 20,
phosphate buffer, trometamol and water.

TWINRIX is made without any human blood or blood products, or any other substances of
human origin.

FURTHER INFORMATION
TWINRIX isonly availableif prescribed by adoctor.

TWINRIX ADULT isavalableas
Singledose vidsin packs of 1 (AUST R 59290)
Prefilled syringesin packs of 1 (AUST R 59291)

TWINRIX JUNIOR isavailable as.
Single dose vidsin packs of 1 (AUST R 60883)
Prefilled syringesin packs of 1 (AUST R 60882)

MANUFACTURER

SmithKline Beecham Biologicds SA
rue de I'lngtitut 89,

1330 Rixensart,

Bdgium.

SPONSOR:

SmithKline Beecham Biologicads
SmithKline Beecham (Aust) Pty Ltd
(ACN 004 170 932)
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300 Frankston Rd
Dandenong VIC 3175
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