V Thismedicine is subjectto additional monitoring. This will allow quick identification of new safety information. You can
help by reportingany side effects youmay get. You canreport side effectsto your doctor, or directly at

www.tga.gov.au/reporting-problems.

VOCABRIA TABLETS

cabotegravir (as cabotegravir sodium) 30 mg film-coated tablets

Consumer Medicine Information

What is in this leaflet

This leaflet answers some common
questions aboutVOCABRIA
TABLETS. It doesnot contain all the
available information. It does not
take theplace oftalkingto your
doctororpharmacist.

All medicines have risksand
benefits. Yourdoctor has weighed
the risks of you taking VOCABRIA
TABLETS against the benefits they
expect it will have foryou.

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

Keep this leafletwith the medicine.
Youmayneedto read it again.

What VOCABRIA
TABLETS areused for

VOCABRIATABLETS are used to
treat Human Immunodeficiency
Virus (HIV) infectionin adults.

VOCABRIATABLETS contain the
active ingredient cabotegravir, which
belongsto a group ofantiretroviral
medicines called integrase inhibitors
(INIs).

VOCABRIATABLETSdo notcure
HIV infection;they keep the amount
of virusin yourbody ata lowlevel.
This helps maintain the number of
CD4+cells in yourblood. CD4+
cells are a type of white blood cell

thatare important in helping your
body to fight infection.

VOCABRIATABLETS are always
given in combinationwith another
antiretroviral medicine called
rilpivirine to treat HIV infection. To
controlyourH1V infection,and to
stop yourillness from gettingworse,
you mustkeeptakingallyour
medicines, unless your doctor tells
you to stop takingthem.

Ask your doctor if you haveany
questions about why this medicine
has been prescribed foryou.

Yourdoctor may haveprescribed it
foranotherreason.

There is not enough informationto
recommendthe useof this medicine
forchildren andadolescents under
the age of 18 years.

VOCABRIATABLETSare not
addictive.

Thismedicine isavailable only with
a doctor's prescription

Beforeyou take
VOCABRIATABLETS

When you must not take it

Do not take VOCABRIA
TABLETSIifyouhaveanallergy
to:

¢ any medicine containing
cabotegravir

e any of the ingredients listed atthe
end of this leaflet

Some of the symptoms of an allergic
reactionmay include:

e rash,itchingorhiveson the skin
e high temperature (fever)
e lack of energy (fatigue)

e swelling of the face, lips, tongue
or other parts ofthe body

e wheezingordifficulty breathing
e shortnessofbreath
e muscleorjointaches

Do not take VOCABRIA
TABLETSIf youare taking any of
these medicines:

o rifampicin orrifapentine (to treat
some bacterial infectionssuchas
tuberculosis)

e phenytoin, phenobarbital,
carbamazepine or oxcarbazepine
(also known as anticonvulsants
used to treatepilepsyand prevent
seizures)

Do not take this medicine afterthe
expiry date printed on the pack or
if the packaging istornor shows
signs of tampering.

If it hasexpired or isdamaged, retum
it to your pharmacist for disposal.

If youare notsure whether you
should starttaking this medicine,
talk to your doctor.

Before you start to take it

Some other conditions may develop
during HIV treatment.

e Symptomsofinfectionand
inflammation
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People with advanced HIV infection
(AIDS) haveweak immune systems,
and are morelikely to develop
serious infections (opportunistic
infections). When they start
treatment, the immune system
becomes stronger, so the body starts
to fight infections.

Symptoms of infection and
inflammationmay develop, caused
by either:

— old, hidden infections flaring
up again asthe bodyfights
them

— theimmunesystem attacking
healthybodytissue
(autoimmune disorders).

The symptoms of autoimmune
disorders may develop many months
afteryoustart taking medicine to
treatyour HIV infection.

Symptoms may include:

— muscle weakness and/or
muscle pain

— jointpainorswelling
— weakness beginningin the

hands feetandmoving
towards the trunk of the body

— palpitationsortremor

— hyperactivity (excessive
restlessness and movement).

If you getany symptoms of
infectionor ifyou notice any ofthe
symptoms above tell your doctor
immediately. Don’t take other
medicines for the infection without
your doctors'advice.

Tell your doctor if you have
allergies to any other medicines,
foods, preservatives or dyes.

Tell your doctor if you haveor
have had any of the following
medical conditions:

e liver problems.

Signs of liver problemsinclude
yellowing of the skin andthe whites
of eyes, loss of appetite, itching
tenderness ofthe stomach, light
coloured stools orunusually dark
urine

Your liver functionwill be
monitored by your doctor during
treatmentwith VOCABRIA
TABLETS.

Tell your doctor if youare
pregnantor planto become
pregnantor are breast-feeding.

Yourdoctorcandiscuss with you the
risks and benefits, to youand your
baby, of receiving VOCABRIA
TABLETSwhile pregnant.

Where possible, women whoare
HI1V-positive should not breast feed,
because HIV infection canbe passed
ontothe babyin breastmilk.

Itis not knownwhetherthe
ingredientsof VOCABRIA
TABLETS canpass into breast milk
and harmyour baby.

If you have nottold your doctor
aboutany of the above, tell
him/her before you starttaking
VOCABRIATABLETS.

Taking other medicines

Tell your doctor or pharmacist if
youare taking any other
medicines, includingany thatyou
getwithouta prescriptionfrom
your pharmacy, supermarketor
healthfood shop.

Some medicinesand VOCABRIA
TABLETS may interfere with each
other. These include:

e carbamazepine, oxcarbazepine,
phenobarbital, or phenytoin (also
known as anticonvulsants used to
treat epilepsyand prevent
seizures)

e rifampicin or rifapentine (to treat
some bacterial infections suchas
tuberculosis)

e rifabutin (to treat some bacterial
infections suchas tuberculosis)

e medicines callantacids to treat
indigestion and heartburn.

e medicinesforthe treatmentof
hepatitis C.

These medicines may be affected by
VOCABRIATABLETS or may
affect howwellit works. You may
need different amounts of your

medicines, oryoumay need to take
differentmedicines.

Yourdoctorand pharmacist have
more information on medicines to be
carefulwith oravoid while taking
thismedicine.

How to take
VOCABRIA TABLETS

Followall directionsgivento you
by your doctor or pharmacist
carefully.

They maydiffer fromthe
information contained in this leaflet.

As VOCABRIATABLETS must
always be takenwith another HIV
medicine (rilpivirine), you should
also followthe instructions for
rilpivirine carefully.

If you do not understand the
instructions on the bottle, ask your
doctor or pharmacistforhelp.

How much to take

Theusualdose of VOCABRIA
TABLETSisonetablet (30mg
cabotegravir) takenonce aday for
one month (orat least28 days).

VOCABRIATABLETS are always
given with another HIV medicine
called rilpivirine 25 mgtablets.

VOCABRIATABLETSand
rilpivirine tablets are takenforone
month (oral lead-in) before you
receive cabotegravirinjection and
rilpivirine injection, to allowyour
doctorto testhowwellyou tolerate
these medicines.

How to take it

VOCABRIATABLETS should be
swallowed whole with some liquid.
VOCABRIATABLETS can be taken
with or without food, however, if you
take VOCABRIATABLETS atthe
same time asrilpivirine tablets, you
must takethem with a meal.
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When to take it

Take your medicineataboutthe
same time each day.

Takingitatthe same timeeachday
will havethe best effect. It will also
help you rememberwhen totakeit.

If you need to take an antacid, take
itatleast2 hoursbeforeor4 hours
after youtake your VOCABRIA
TABLET.

How long to take it

Initial treatmentwith VOCABRIA
TABLETS

When you first start treatment, your
doctorwill advise you totakeone
VOCABRIATABLETtogether with
onerilpivirine tablet, once a day, for
one month (lead-in period) before
you start your first cabotegravir
injection.

If youmissyour monthly
cabotegravir injection

Ifyou are notable to receive your
monthly cabotegravir injection, your
doctor may recommend you instead
take one VOCABRIATABLET with
onerilpivirine tablet, untilyou can
receive the injections again.

Continue taking your medicine for
aslong asyour doctortellsyou.
Don'tstop unless your doctor
advisesyouto.

If you forget to take it

If youmissa dose, take it assoon
asyouremember. Thencontinue
your treatmentas before.

Do not take a double dose to make
up for the dose that you missed.

If youare notsure whatto do,ask
your doctor or pharmacist.

If you have trouble remembering
to take your medicine, ask your
pharmacistfor some hints.

If you take too much
(overdose)

Immediately telephone your doctor
or the Poisons Information Centre
(telephone 1311 26) for advice, or

go to Accidentand Emergency at
the nearest hospital, if you think
that youor anyoneelse may have
takentoo many VOCABRIA
TABLETS. Do thisevenif there
are no signsof discomfortor
poisoning.

You mayneedurgent medical
attention.

While you are using
VOCABRIATABLETS

Things youmust do

¢ Youwill need regular blood
tests

Foraslongasyou'retaking
VOCABRIATABLETS, yourdoctor
will arrange regularbloodteststo
check forside effects.

e Stayinregular contactwith
your doctor

VOCABRIATABLETShelp to
controlyour condition, butitis nota
cure forHIV infection. You need to
keep taking it every dayto stopyour
iliness from gettingworse. Because
VOCABRIATABLETSdo notcure
HIVinfection, youmay stilldevelop
otherinfectionsandillnesses linked
to HIVinfection.

Keepincontactwithyour doctor,
anddon'tstop taking VOCABRIA
TABLETSwithoutyour doctor’s
advice.

e Protectother people

HIV infectionis spread by sexual
contactwith someone who hasthe
infection, or by transfer of infected
blood (forexample, by sharing
injection needles). VOCABRIA
TABLETSwill not stop you passing
HIVinfectionon tootherpeople. To
protect other people from becoming
infectedwith HIV:

— Use a condomwhen you have
oralor penetrative sex.

— Don'trisk blood transfer-for
example, don't share needles

If youare aboutto be startedon
any new medicine, remind your
doctor and pharmacist thatyou
aretaking VOCABRIA
TABLETS.

Tell any other doctors, dentists,
and pharmacistswho treatyou
that you are taking this medicine.

If youare going to have surgery,
tell the surgeon or anaesthetist that
you are taking this medicine.

It mayaffect other medicines used
duringsurgery.
If you become pregnant while

taking this medicine, tell your
doctor immediately.

Keepall of your doctor's
appointments so thatyour progress
canbe checked.

Things you must notdo

Do not take VOCABRIA
TABLETSto treatany other
complaints unless yourdoctortells
youto.

Do not give your medicine to
anyone else, even if they havethe
same conditionasyou.

Do not stop taking your medicine
or lower the dosage without
checking withyour doctor.

Things to be careful of

VOCABRIATABLETS can make
youdizzy and have otherside
effects thatmake youlessalert.

Don'tdrive or operate machinery
unlessyouare sureyouare not
affected.

Side effects

Tell your doctor or pharmacistas
soonas possible if youdo notfeel
well while you are taking
VOCABRIATABLETS.

This medicine helps mostpeople
with HIV, but it may haveunwanted
side effectsin a few people. All
medicines can have side effects.
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Sometimes they are serious, most of
thetime theyare not. You mayneed
medical attention if you get some of
the side effects.

When you're beingtreated for HIV, it
can be hard to tellwhethera
symptom isa side effect of
VOCABRIATABLETS orother
medicinesyou are taking, or an effect
of the HIV diseaseitself. So it is very
important to talk to your doctor about
any changes in your health.

Some side effects may only be seen
in yourbloodtests, and may not
appear immediately afteryoustart
takingVOCABRIATABLETS. If
you get anyof these effects, and if
they are severe, your doctor may
advise youto stop taking
VOCABRIATABLETS.

As well as the effects listed below
for VOCABRIATABLETS, other
conditions candevelop during
combination therapy for HIV.

Do not be alarmed by the following
lists of side effects. You may not
experience any of them.

Ask your doctor or pharmacist to
answer any questionsyou may
have.

Very common side effects

These may affectmore than 1 in 10
people:

e headache
o feelinghot (pyrexia)
Commonsside effects

These may affectupto 1in 10
people:

o depression (feelings of deep
sadness and unworthiness)

e anxiety

e abnormaldreams

o difficulty in sleeping (insomnia)
e dizziness

o feelingsick (nausea)

e beingsick (vomiting)

e stomach (abdominal) pain or
discomfort

o wind (flatulence)
e diarrhoea

rash

e muscle pain (myalgia)

o lack of energy (fatigue)

o feelingweak (asthenia)

o generally feelingunwell (malaise)
Uncommon side effects

These may affectupto 1in 100
people:

o feelingdrowsy (somnolence)
o liverdamage
e weightgain

changesin liverblood tests

Other side effects that may show
up in blood tests

Otherside effects have occurred in
some people but theirexact
frequency is unknown:

e increase in bilirubin (a substance
produced bythe liver) in the
blood

e anincreasein the level of
enzymes produced in the muscles
(creatine phosphokinase,
creatinine)

Tell your doctor or pharmacist if
you notice anything thatis making
you feel unwell.

Otherside effects notlisted above
may also occurin some people.

After using
VOCABRIATABLETS

Storage

Keepyour tabletsin the bottle
until itistime to take them.

Ifyou takethe tabletsout ofthe
bottle they maynot keep well.

Keepyourtabletsinacool dry
place where the temperaturestays
below30°C.

Do not store VOCABRIA
TABLETSor anyother medicine
in the bathroom or near asink. Do
notleave itonawindowsillorin
the car.

Heat and dampness can destroy some
medicines.

Keep it where children cannot
reachit.

A locked cupboardatleastone-and-
a-halfmetres above the ground isa
good place tostore medicines.

Disposal

If your doctor tellsyou to stop
taking this medicine or the expiry
date has passed, ask your
pharmacistwhatto do with any
medicine thatisleftover.

Product description

What it looks like

VOCABRIATABLETS are white,
oval, film-coated tablets, debossed
with 'SV CTV'on oneside.

Ingredients

Theactive ingredientin VOCABRIA
TABLETS is cabotegravir (as
cabotegravirsodium). Eachtablet
contains 30 mg cabotegravir.

The otheringredientsare:

¢ lactose monohydrate

e microcrystalline cellulose
e hypromellose

e sodium starchglycolate

e magnesium stearate

e hypromellose

e titaniumdioxide

e macrogol

Supplier
VOCABRIATABLETS issupplied
in Australia by:

ViiV HealthcarePty Ltd
Level4,436 Johnston Street
Abbotsford, VIC 3067

Australia

AUST R323721.
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Trade marks are owned by or
licenced to the ViiV Healthcare
group of companies.

© 2021 ViiV Healthcare group of
companies or its licensor.

This leaflet was preparedon 21
January 2021.

Version 1.0
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