ZIAGEN tablets

300 mg tablets

Abacavir (as sulfate)

Consumer Medicine Information

PATIENTS TAKING ZIAGEN, WHICH CONTAINS ABACAVIR, MAY DEVELOP AHYPERSENSITIVITY
REACTION (SERIOUS ALLERGICREACTION)WHICH CANBE LIFE-THREATENING IF TREATMENT
WITHZIAGEN IS CONTINUED. CONTACT YOURDOCTOR IMMEDIATELY FORADVICE ONWHETHER
YOU SHOULD STOP TAKING ZIAGEN IF:

1) YOU GET A SKINRASH OR

2) YOU GET ONE OR MORE SYMPTOMS FROMAT LEAST TWO OF THE FOLLOWING GROUPS:

- FEVER

SHORTNESS OF BREATH, SORE THROAT OR COUGH
NAUSEA ORVOMITING OR DIARRHOEA OR ABDOMINAL PAIN
SEVERE TIREDNESS ORACHINESSOR GENERALLY ILL FEELING

IF YOU HAVE HAD AHYPERSENSITIVITY (ALLERGIC)REACTION TO ZIAGEN NEVER TAKE ZIAGEN,
OR ANY OTHER MEDICINAL PRODUCT CONTAINING ABACAVIR (KIVEXA, TRIUMEQ, TRIZIVIR) AGAIN
AS YOU MAY DEVELOP ALIFE THREATENING REACTIONWHICH CANBE FATAL.

THERE ISAN ALERT CARD INCLUDED IN THE ZIAGENPACK, TO REMIND YOU AND MEDICAL STAFF
ABOUT ABACAVIRHYPERSENSITIVITY.THIS CARD SHOULD BE REMOVED FROM THE PACK AND
KEPTWITHYOUAT ALL TIMES. SEE MORE DETAILSUNDERBEFORE YOU TAKE ZIAGEN.

What is in this leaflet

Please read this leafletcarefully
before youstart ZIAGEN tablets.

This leaflet answers some common
guestions about ZI AGEN tablets. It
doesnot contain all of the available
information.

It does not take theplace oftalking to
your doctor or pharmacist (also
known asa chemist). All medicines
have benefits and risks. Yourdoctor
hasweighed the expected benefits of
you taking ZIAGEN againstthe risks
thismedicine could have foryou.

If you have any concerns about
taking this medicine, ask your
doctor or pharmacist.

Keepthisleafletwith the tablets.
You mayneedto read it again.

HYPERSENSITIVITY
REACTION

ZIAGEN contains abacavir (which
isalso anactive ingredientin
KIVEXA, TRIUMEQ,
TRIZIVIR).

Abacavircan cause a serious
allergic reaction knownasa
hypersensitivity reaction, which
canbe life-threateningif treatment
with abacavircontaining products
isnot stopped. It isimportantyou
read the information on this
reactioninthe section "'Special
Warning' under "'Before you take
ZIAGENTtablets™, of this leaflet.
ThereisalsoanAlertCard
includedinthe ZIAGEN pack, to
remind youand medical staff
about ZIAGEN hypersensitivity.
Thiscardshould be removed from

the pack and kept withyouatall
times.

The symptoms of this reaction
include fever; nauseaor vomiting
or diarrhoea or abdominal pain;
skinrashor skinrednessor
itching; severe tiredness or body
achesorgenerally feelingill;
shortness of breath, sore throator
cough. If you develop any of these
symptoms, callyourdoctor
IMMEDIATELY WHOWILL
ADVISE YOU WHETHER YOU
SHOULD STOP TAKING
ZIAGEN. If your doctor is not
available, youmust urgently seek
other medicaladvice (eg. the
Accidentand Emergency unitof
the nearest hospital) before taking
the nextdose.

If you have had this reaction to
ZIAGEN,NEVERtake ZIAGEN,
or any other medicine containing
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abacavir (KIVEXA, TRIUMEQ),
TRIZIVIR)againasWITHIN
HOURS youmay experiencea life
threatening lowering of your blood
pressure leading to possible death.

Beforeyou take
ZIAGENtablets

What ZIAGEN tablets
are used for

ZIAGENtablets contain abacavir
which belongsto a group of
medicines called antiretrovirals.

ZIAGEN is used together with other
antiretrovirals to slowdown the
progression of human
immunodeficiency virus (HI1V)
infection, which can lead to Acquired
Immune Deficiency Syndrome
(AIDS) and other related illnesses
(eg AlIDS-related Complex or ARC).

ZIAGENdoesnot cure AIDS orkill
the HIV virus, but prevents further
damage to theimmunesystem by
stopping productionof new viruses.

You canstillpasson HIV when
takingthis medicine, althoughthe
risk is lowered by effective
antiretroviral therapy. You will still
beableto passontheHIV virusby
sexualactivity orby contamination
with infected blood. You should still
use proper precautions to prevent
this.

Discusswith yourdoctorthe
precautions needed to avoid infecting
otherpeople.

While taking ZIAGEN and/orany
othertherapyfor HIV disease, you
may continue to develop other
infectionsand other complications of
HIV infection. You should keep in
regular contact with thedoctorwho
is lookingafteryou.

ZIAGENtabletsare not addictive.

Do not take if:

You must nottake ZI AGEN tablets
if:

e youhaveeverhadanallergic
reactionto abacavir or any of
the other ingredients listed
toward the end of this leaflet.

Special warning

ZIAGEN contains abacavir.
Abacavircan cause a serious
allergic reaction knownasa
hypersensitivity reaction, which
canbe life-threateningif treatment
with abacavircontaining products
isnot stopped.

Research hasfound that people
with a gene called HLA-B (type
5701)aremore likelyto have a
hypersensitivity reaction to
abacavir. However, evenif youdo
nothave thisgene type itis still
possible for youto getthis
reaction. If you knowyou have this
gene type, be sure to tell your
doctor before you take abacavir.

The mostcommon symptoms of
this reactionincludehigh
temperature (fever)andaskin
rash. Other mostfrequently seen
symptomsinclude nausea,
vomiting, diarrhoeaor abdominal
pain;severe tiredness or body
achesor generally feelingill;
headache; shortness of breath, sore
throator cough. If you develop any
of these symptoms call your doctor
IMMEDIATELY WHOWILL
ADVISE YOU WHETHER YOU
SHOULD STOP TAKING
ZIAGEN. If your doctor is not
available you musturgently seek
other medicaladvice (eg. the
Accidentand Emergency unitof
the nearest hospital) before taking
the nextdose.

Other symptoms may include joint
or muscle pain, swelling of the
neck or itchy skin. Occasionally
inflammation of the eye

(conjunctivitis), ulcersinthe
mouth, tingling or numbness of the
handsor feetor lowblood pressure
may occur. The symptoms of this
allergic reaction can occuratany
time during treatmentwith
ZIAGEN. However they usually
occur inthe firstsix weeks of
treatment, and getworse with
continued treatment.

If you have had thisserious
reactionto ZIAGEN, NEVER take
ZIAGEN, or any other medicine
containingabacavir (KIVEXA,
TRIUMEQ, TRIZIVIR) againas
within hoursyou may experience a
life-threatening lowering of your
blood pressure or death.

Occasionally life threatening
hypersensitivity reactions have
occurred when ZIAGEN was
restarted in patients who reported
only one of the symptoms onthe
AlertCardbefore stopping.

On very rare occasions,
hypersensitivity has been reported
when ZIAGEN was re-startedin
patients who had no symptoms of
hypersensitivity before stopping.

If you have stopped taking
ZIAGENfor any reasonitis
importantthatyou contactyour
doctor before restarting. Thisis
especially so if youthinkyouare
having side-effects from other
medicines or have another illness.
Your doctor will check whether
any symptomsyou had before
stopping may be related to this
hypersensitivity reaction. If your
doctor thinks there isa possibility
that they were related, you may be
told never to take ZIAGEN, or any
other medicine containing abacavir
(KIVEXA, TRIUMEQ,
TRIZIVIR) again. Itisimportant
that you followthisadvice.

If youare hypersensitive to
ZIAGENYyoushouldreturnall of
your unused ZIAGEN to your
doctor or pharmacistforproper
disposal.

You must nottake ZI AGEN tablets
if:
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e youdevelop any ofthe symptoms
of allergy orhypersensitivity. Tell
yourdoctorimmediately. Ifan
allergy or hypersensitivity is
suspected thenyour doctor will
stop your ZI AGEN treatment.

YOU MUST NOT TAKE
ZIAGEN,ORANY OTHER
MEDICINE CONTAINING
ABACAVIR (KIVEXA,
TRIUMEQ, TRIZIVIR)
AGAIN.

e youare pregnant,thinkyou
may be pregnantor are
breastfeeding, unlessyour
doctor tellsyouto.

o the expiry date (EXP.) printed
onthe pack has passed.

¢ the packaging istornor shows
signs of tampering.

Tell yourdoctorif:

Youmust tell your doctor if:

e youareallergic to foods, dyes,
preservativesor anyother
medicines.

e youhadapreviousallergic
reactionto ZIAGEN (abacavir)
containing products.

e youhave,or haveever had,
liver problems, for example
jaundice, hepatitis, virus
affecting the liver, enlarged
liver or liver scarring
(cirrhosis)or if youhaveany
riskfactorsfor liverproblems.

¢ youhaveany other illness.

e youaretaking any other
medicines, including medicines
you buy withouta prescription.

e youaretaking riociguat (a
medicine used to treathigh
blood pressure in the blood
vessels (the pulmonary arteries)
that carry blood fromthe heart
to the lungs) your doctor may
needto reduce your riociguat
dose, asabacavir (the active
substance in ZIAGEN) may
increase riociguatblood levels.

How do | take ZIAGEN
tablets

What do I do if | take
too much? (Overdose)

How much to take

Take ZIAGEN tabletsas directed by
yourdoctoror pharmacist.

Theusualdose of ZIAGEN in adults
and in children weighingat least 25
kg is 600 mga day. This can be taken
as300 mg (one tablet) twice a day, or
600 mg (two tablets) once aday, as
advised by yourdoctor.

The usualdose of ZIAGEN in
children weighingat least 20 kgand
less than 25kgis450 mga day. This
can be taken as 150 mg (half a tablet)
in the morningand 300 mg (one
whole tablet) in the evening, or450
mg (one and a half tablets) oncea
day asadvised by your doctor.

The usual dose of ZIAGEN in
children weighingat least 14 kgand
less than 20kgis 300 mga day. This
can be taken as 150 mg (half a tablet)
twice a day, or 300 mg(one whole
tablet) once aday, asadvised by your
doctor.

Yourdoctormay prescribea
differentdosage.

Ifyouare givingZIAGEN tablets to
a child, followthe doctor's
instructions. ZI AGEN oral solutionis
also available foryounger patients, or
those who cannot swallowtablets.

How to take them

ZIAGENtabletsshould be
swallowed whole, with wateror
anotherdrink. Ziagendoes notneed
to be takenwith food.

How long to take them for

Because your medicine helpsto
controlyour condition, butdoes not
cure it, you will need to take the
tablets every day. Do notstoptaking
ZIAGENtablets orchangethe dose
without first talking to yourdoctor.

If youthinkyouor anyone else
may have taken too many
ZIAGEN tablets,immediately
telephone your doctoror Poisons
Information Centre (In Australia
telephone 131126. In New Zealand
telephone 0800 POISON). Do this
evenif thereare no signs of
discomfortor poisoning. You may
need urgentmedical attention.

If youare notsure whatto do,
contactyour doctor or pharmacist.

While you are taking
ZIAGENtablets

Things youmustdo

Tell your doctor if, for any reason,
you have nottakenyour medicine
exactly asdirected.

Otherwise, yourdoctor maythink
that it was not effectiveand change
yourtreatmentunnecessarily.

If you forget to take them

If you have forgottento take a dose
of yourmedicine and it isalmost
time foryour next dose, skip thedose
you missed andtake your next dose
when you aremeantto. Otherwise,
take itassoonasyou rememberthen
go backto takingitasyouwould
normally.

Do not takea double doseto make up
forthe dose that youmissed.

If you stopped taking them

If you have stoppedtaking ZIAGEN
forany reason, it is important that
you contact your doctor before
restarting. Thisisespecially so if you
think you are havingside-effects or
have another illness. In some cases
your doctor will ask youto restart
ZIAGEN where medical care canbe
readily accessed by yourselfor
others. If yourdoctor thinks that
there is a possibility thatyour
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symptomswere relatedto a
hypersensitivity reaction, you may be
told neverto take ZIAGEN again.

Things youmust notdo

Do not give this medicine to anyone
else, evenif their symptoms seem
similar to yours.

Do not use ZIAGEN tablets to
treatany other complaints unless
your doctor tellsyouto.

What are the side-
effects?

Check with your doctor assoonas
possibleif youthinkyouare
experiencingany side-effectsor
allergic reactions while taking
ZIAGENTtablets,evenif the
problemisnotlistedinthisleaflet.

Like all medicines, ZI AGEN tablets
can causesome side-effects. If they
occur, they are mostlikely to be
minorandtemporary. However,
some may be serious and may need
medical attention.

Hypersensitivity Reaction

ZIAGEN contains abacavir. Abacavir
can causea serious allergic reaction
known asa hypersensitivity reaction,
which can be life-threatening if
treatmentwith abacavir containing
productsis not stopped. This is
described in the section "Special
warning" under "Before youtake
ZIAGEN tablets”, of this leaflet.

Itis importantthatyoureadand
understand the information about
this serious reaction.

Other Side-effects

The most commonly reportedside-
effectsinclude:

e Headache

e Nausea & vomiting

e Diarrhoea

e Fever/high temperature
e Fatigue/tiredness

e Anorexia/loss of appetite
e Rash

Otherside-effectsthathave been
reported include:

e Abdominaldiscomfort and pain
e Cough

e Ear, nose &throat infection

e Insomnia

e Muscularpain

e Reduced white blood cell count
(neutropenia)

e Pancreatitis
Changesinyour immune system.

A conditioncalled Immune
Reconstitution Syndrome canhappen
when you start taking HIV
medicines. Yourimmune system
may get stronger and could begin to
fight infections that have been hidden
in yourbodysuchaspneumonia,
herpesvirusortuberculosis. Tell
yourdoctor if you develop new
symptoms after startingyour HIV
medicines.

Within the first few weeks of
treatmentwith anti-HIV medicines,
some people, particularly thosethat
have beenHIV positiveforsome
time, may develop inflammatory
reactions (egpain, redness, swelling,
high temperature) which may
resemble aninfection and may be
severe. Itisthought that these
reactionsare caused bya recovery in
the body's ability to fight infections,
previously suppressed by HIV. Ifyou
become concernedaboutany new
symptoms, orany changesin your
health after starting HIV treatment,
please discuss with your doctor
immediately.

On very rare occasions serious skin
reactions have been reported.
Callyour doctorIMMEDIATELY
if you notice any of the following.
The doctor will tell youwhether
youshouldstop taking ZIAGEN
tabletsand whatyou should do:

e Lactic Acidosis:

Some people taking ZIAGEN,
or other medicineslike it

(NRTIs), develop a condition
called lactic acidosis, together
with anenlarged liver.

Lacticacidosisiscaused by a
build-up of lactic acid in the
body. Itisrare;if ithappens, it
usually develops after a few
months of treatment. Itcan be
life-threatening, causing failure
of internal organs.

Lacticacidosisismore likelyto
developinpeoplewho have
liver disease, especially in
women.

Signsof lactic acidosis include:

- deep, rapid, difficult
breathing

- drowsiness

- numbness or weakness in the
limbs

- feeling sick (nausea), being
sick (vomiting)

- stomach pain.

e Allergic(anaphylactic)
reaction:
The symptomsof anallergic
(anaphylactic) reaction which
may occur soon afterstarting
ZIAGEN include wheezing,
swelling of the lips/mouth,
difficulty in breathing,
hayfever, lumpy rash (hives)or
fainting.

e Oldinfectionsmay flare up

People withadvanced HIV
infection (AIDS) have weak
immune systems, and are more
likely to develop serious
infections (opportunistic
infections). When these people
starttreatment, they may find
that old, hidden infections flare
up, causing signs and symptoms
of inflammation. These
symptoms are probably caused
by the body’simmune system
becoming stronger, so that the
body starts to fight these
infections.

Fatlossor fatgain

Fatlossorfatgain hasbeen observed
with combined antiretroviral therapy.
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A causalrelationship for this has not
been established. Should any change
in body shape benoticed, seek
medicaladvice

Thisis nota complete list of all
possible side-effects. Others may
occurin some people and there may
be some side-effects notyet known.

Do not be alarmed by this list of
possible side-effects. You may not
experienceany of them.

How do | store
ZIAGEN tablets?

Keep this medicine where children
cannotreach it,such asa locked
cupboard.

Keep ZIAGEN tabletsin a cool, dry
place where it stays below 30°C.

Do not store the tablets, orany other
medicine, in a bathroom orneara
sink.

Do not leave themin the caroron
windowsills.

Keep your ZIAGEN tablets in the
blister pack untilyou take them.

Ifyourdoctortellsyou to stoptaking
ZIAGENtablets, orthe tablets have
passedtheirexpiry date, return any
unused orexpired medicine toyour
pharmacist.

Productdescription

What ZIAGEN tablets look
like

The scored film coatedtabletsare
yellow, biconvex, capsule shaped and
engravedwith "GX 623" on both
sides.

ZIAGENtabletsare supplied in a
white polyvinyl chlorideffoil blister
pack ora polyvinyl chloride/child
resistant foil blister pack. The blister
packisina cartoncontaining 60
tablets.

Ingredients

ZIAGENtablets contain 300mgof
abacavirasthesulfate salt. Your
tablets also contain the following
inactive ingredients:

Microcrystalline cellulose, sodium
starch glycollate, magnesium
stearate, colloidalanhydroussilica,
glyceroltriacetate, hypromellose,
titanium dioxide, polysorbate 80 and
iron oxide yellow (E172).

Supplier

ViiV Healthcare Pty Ltd
Level 4,436 Johnston Street,
Abbotsford, Victoria, 3067
AUSTRALIA

Where to go for further
information

Pharmaceutical companies are notin
a position to give people an
individual diagnosis or medical
advice. Yourdoctor or pharmacist is
the best personto give youthe
individualadvice youneed. You may
also beableto findoutmore
informationabout your disease from
books, forexample in public
libraries.

Counsellingisalso available from
your local AIDS council.

This leaflet was preparedon
30 September2021

The information provided applies
only to ZIAGEN tablets.

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

ZIAGENtablets:
AUST R66878

© 2020 ViiV Healthcare group of
companies or its licensor.

Version 10.0
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