Braltus ©

Powder for Inhalation

(in Capsule)

Tiotropium (as bromide)

Consumer Medicine Information

What is in this leaflet

}1@ leaflet answers some common
. .ons about Braltus. Bralius
capsules are supplied with a Zonda
inhaler.

It does not contain all the available
information, It docs not take the
place of talking to your doctor or
pharmaeist.

Al inedicines have risks and
benelts,

Your doctor has weighed the risks of
you taking Braltus against the
benefits they expect it will have for
you,

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

Keep this leafet.

You may need 1o read # again,

act within 30 minutes after use and
thie effect should last a full day.

Braltus contains the active ingredient
tiolropium (as bromide). It belongs to
a group of medicines called
anticholinergies.

Ask your doctor if you have any
fquestions about why this medicine
has been preseribed for you.

Your doctor may have prescribed it
{or another reason.

Before you take
Braltus

Yhat Braltus is used

Bralus is used 10 make breathing
casier for peope with ehronic
abstructive pulmonary disease
{COPD).

This helps to improve your condition
and to prevent exacerbations
{periodic worsening of symptoms)
from aecurring.

Braltus improves breathing by

relaxing the air passages that carry
3r to and from the lungs. It begins to

When you must not take it
Do not take Braltus if you have an
allergy to:

* any medicine containing
listropiuin bromide

¢ any ol the ingredients tsted at the
end of this [eaflet

¢ any medietne containing atropine
0r its derivatives, e.g. ipratropium
or oxitropium

¢ any other anticholineryic
medicines,

Some of the symptoms of an allergic
reaction may inelude:

* shortness of breath
*  wheezing or difficulty breathing

¢ swelling af the face, lips, tongue
or ather parts of the body

¢ rash, itching or hives on the skin

Do not take this medicine to treat &
sudden attack of breathlessness,
wheezing or coughing,

You will need a different type of
medicine.

Do not give this medicine to
children or adolescents (below the
ageof 18 years),

Do not take this medicine after the
expiry date printed on the paclk or
if the packaging is torn or shows
signs of tampering.

IF it has expired or is damaged, return
it to your pharmacist for disposal,

If you are not sure whether You
should start taking this medicine,
talk to yeur doetor,

Before you start to take it

Tell your doetor if you have
allergics to any other medicines,
foods, preservatives or dyes.

Tell your duetor if you have or
have had any of the foltowing
meilieal conditions:

¢ high pressure in the eye
(glaucoma)

* kidney or liver problems

* problems with your prostate
gland

¢ problems with passing urine

+ you have sulfered from a hear
alack during the last 6 months ar
from any unstable or life
threatening irregular heart beat or
severe heart failure within the
past year
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Tell your doctor if you are
pregnant or plan to become
pregnant or are breast-feeding,

Your doctor ean discuss with you the
risks and benelits invoived, Braltus is
not genezally recommended for use
in pregnant women.

If you have not teld your dectoer
about any of the above, tell
him/her before yott start taking
Braltus.

Do not allow the powder to crter
into the eyes. Should this oceur,
inmediately fuosh your eyes with
cold tap water for several minutes
‘mmediately consuit your
. ..0r for further advice.

1f the powder enters the eye, it may
result in eye pain or discomfort,
Blugred vision, seeing halos around
lights or coloured images in
association with red eyes (i.e. narrow
angle glaucoma).

Take this medicine only with the
Zonda® device which is provided
with ¢aclt pack of Braltus,

Taking other medicines

Tell your docter or pharmacist if
you are taking any other
medicines, including any that you
get without a preseription from
your pharmacy, sepermarket or
heatth foed shop.

Some medicines and Braltus may

interfere with each other. These

include other anticholinergic

* licines used to treat COPD such
i, yeopyrronium, aclidiniuim,

umeclidiniun: or ipratropium.

These medicines may be affected by
Bralws or may affect how well it
works. You may need different
amounts of your medicines, or you
may need 1o take different medicines.

Your doctor and pharmacist bave
meore information on medicines 10 be
careful with or avoid while 1aking
this medicine.

How to take Braltus

Follow ail dircctions given to you
by your doctor or pharmacist
carefully.

They may differ from the
information contained in this leaflet.

If you do not understand the
instructions provided with your
medicine , ask your doctor or
pharmacist for help.

How much to take

The recommended dose for adults is
] capsule to be inhaled, once a day.

One capsute provides the required
daily dose of tiotropium (a defivered
dose of 19 micrograms of
tigtropium); do nat take more than
the recommended dose.

How it is given

Trhale the powder in the capsyles
only using the Zonda device.

Do not swallow the capsules.

Da not place a capsule directly into
the mouthpicee.

Do not open the eapsules.

if you open the capsules, the small
amoyunt of powder inside may be lost,
of you may accidentally get the
powder in your eyes.

Use the capsudes within 60 days of
opening the bottle.

Read the Directions for Use at the
end of this leaflet for instructions
on how to use Briftus capsiules
with the Zonda deviee.

Foliow the Directions for Use
carefully. Pierce the capsule only
once using the Zonda device,

Do not allow the pewder to enter
into the eyes, Should this occur,
immediately fush your eyes with
cold fap water for several minutes,

If you have any problems inhafing
Braltus capsules using the Zenda
device ask your doctor or
pharmacist for advice.

When to take it

Take your medicine at about the
same fime each day.

Taking it at the same time each day
will have the best effect. It will alse
help you remember when lo take it

How long to take it

Continue taking your medicine for
as long as your doctor tells vou.

This medicine helps to control your
condition, but does not cure it. It is
important to keep taking your
medicine even if you feel well.

if you forget to take it

If it is almost time for your next
dose, skip the dose you missed and
take your next dose when you are
nteand fo.

Otherwise, take it as soon as you
remember, and then go back to
taking your medicine as you wounld
normally.

Do rnot take a double dose fo make
up fer the dose that you missed,

‘This may increase the chance of
you getting an unwanted side
effect.

I you are not sure what to do, ask
your doctor or pharmacist,

If you have {rouble remembering
to take your medicine, ask your
pharmaeist for some hints,

If you take too much
{overdose)

Immediately telephene your doctor
or the Paisens Information Centre
{Australia 13 11 26} for advice, or
go to Emergency at the nearest
hospital, if you think that you or
anyone else may have taken too
much Braltus. Do this even If there
are no signs of discomfort or
poisoning.

Yeu may need urgent medical
attention,

Symptoms of an overdose may
include fast or irregular heart beat,
blurred vision, nausea, stomach
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pain, dry mouth, constipation and
difficulty passing urine,

While you are taking
Braltus

Things you must do

If you are about to be started on
any new medicine, remind your
doctor and pharmacist that you
are taking Braltus.

Tell any other doctors, dentists,
vl pharmacists who treat you
{ you arc taking this medicine.

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

It may affect other medicines used
dueing surpery.

If you become pregnant while
taking this medicine, tell your
doctor immediutely,

Keep all of your doctor’s
appeintments so that your progress
ean be checked.

Your doctor may do some tests {ror
time ta time 10 make sure the
medicine is working and to prevent
unwanted side effects.

Itis very important to follow the
Dircetions for Use earefully.
If your breathing becomes more
difficult while you are taking this
medicing, tell your doctor

é’ wediately,
w701 are 4 smoker, your doctor or
phirmacist can advise you on the
steps to take to quit smoking,

Things you must not do

Do not take Braltus to treat any
other complaints unless your
doctor telis you to,

Do not give your medicine to
anyone else, even if they have the
same condition as you.

Do not take Braltus more
frequently than ence dadly,

Things to be careful of

Be careful driving or operating
machinery until you know how
Braltus affects you,

This medicine may causc dizziness
or blurred vision in some people, If
you have any of these symptoms, do
not drive, operate machinery, or do
anything else that could be
dangerous.

Side effects

Tell your doctor or pharmacist as
seon as possible if you do net feel
well while you are taking Braltus.
This medicine heips most people
with COPD, but i can have side
cffects. Sometimes they are serious,
maost of the time they are not. You
may need medical attention if you pet
some of the side effects.

Do not be alarmed by the following
lists of stde effeets, You may not
experience any of them,

Ask your doctor or pharmacist to
answer any questions you may
have.

Tell your doctor or pharmacist if
you notice any of the following and
they worry you:

+ dry meuth. this is usually mild

» sare mouth, gums, or throat;
swollen, red, sore tongue

» oral thrush

» hoarse voice

* nose bleeds

* cough

» dizziness

« constipation

« trouble sleeping

» sinusitis, a feeling of (ension or
fullness in the nose, cheeks and
behind your eyes, sometinies with a
throbbing ache, fever, stuffy nose
and loss of the sense of smell.

These are mild side effects of the
medicine, and usually short-lived.

Tell your doctor as soon as possible
if you notice any of the following:

* blurred vision

+ seeing halos around lights or
coloured images in association with
red eyes; high pressure in the eye
(glaucoma)

= difficulty in swailowing

* heartburn

« diffteulty in passing urine

* pain while passing urine, urinary
tract infection, increased nced and
frequency in passing urine

« a worsening of breathing problems
{induced by the inhalation process).
Inhaled medicines such as Braltus
may cause tightness of the chest,
coughing, wheezing or breathlessness
immediately after inhalation.

The above list inctudes serious side
effects that may require medical
attention.

If any of the following happen, tell
your doctor immediately or go to
Emergency at your nearest
hospital:

+ severe paia in the stomach with
bloating, gut ezamps and vemiting

« changes in heart rate ( fast, slow or
irregular), palpitations

+ allergic reaction (shortness of
breath, wheeziag or difficalty
breathing; swelling of the face, lips,
tongue or other parts of the body,
rash, itching or hives on the skin).

The above [ist includes very serious
side effects. You may need urgens
medical atlention or hogpitalisation.

Tell your doctor or pharmacist if
you notice anything that is making
you feel unwell,

Other side effects not listed above
may also occur in some peaple.

After taking Braltus

Cleaning
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If necessary, you may wipe the
mouthgicee of your Zonda inhaler
after use with a dry cloth

or tissuc,

T Zonda inhaler should not be

Product description

What it looks like

Bratius capsules are colourless and

Australian Registration
Number:

AUSTR 293317

—f[r

: .'.:elﬁs per Milestone § FileNote. .

rinsed with walgr,

Discard the Zenda device after 30
uscs, Do not reuse the inhaler for
another botile of eapsules. There is
a new inhaler provided with each
pack of Braltus,

Storage

Keep your eapsules in the bettle
until it is time to use them.

wiake the capsuies out of the
itle they may not keep well

Keep your capsules in a cool, dry
place where the temperature stays
below 25°C Keep the bottle tightly
closed Store in the original package
{o protect from moisture. Do not
store your capsules in the
refrigerator ar freezer. Hse the
capsules within 60 days of opening
the bottle,
Do not store Braltus or any olher
medicine in the bathroom or near a
sink, Do not leave it on a window
sill or im the car,

Heat and dampniess ¢an destroy some

medicines

Keep it where children cannot

reach it

A locked cupboard at least onc-anc-

a=half metres above the ground isa
{(}ncl place to store medicines,

spasal

If your doctor tells vou to stop
taking this medicine or the expiry
daic has passed, ask your
phirrmacist what to do with any
medicine that is lefi ever.

Transparent, Braltus capsules conlaim
a white powder. The Zonda inhaler
has a preen body and a cap with o
white push button.

Braltug capsules contain only a small
amount of powder, which means that
the capsuie is only partially Alled,
The amount of powder in cach
capsule is equivalent in size 10 the tip
of a matehstick.

Bralws 15 available i a carton
containing a bottle of 30 capsules
with the Zonda device.

Ingredients

HAraltus capsules contains 13
micrograms of tiolropium {equivalent
1o tioiropium bromide 15 6
migrograms) as the active ingredient,
During inhalatton, 10 micrograms of
fiotroprum is delivered from each
capsule from the mouthpiece of the
Zanda inhaler,

Braltus and Spiriva both deliver [0
microprams of tiotropium and are
equivalent

It aiso contains lactose monchydrate
[which contains milk &:mlcin’ll The

ower gapsule is known as 3 -ard
Veaps - The Vegelarian Aliernative
ermply hard capsules size 3
(Ingredient 10 10127)

Sponsor

Brafius is supplied in Australia by:
Teva Pharma Australia Pty 1ad

37 Epping Road

Maequaire Park NSW 2113

Braltus® is a registered trademark of
the Teva group of companies. An
Tvax International trademark.

This leaflet was prepared in July
2017

ot = Registered Trademark
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Zonda Instructions for Use
Dear Patient,

The Zonda inhaler enables you to inhale the
medicine contained in the Braltus capsule
that your doctor has prescribed for your
breathing problems.

Remember to carefully follow vour doctors
instructions for using Braitus, The Zonda
inhaler s especially designed for Braltus
capsules. you must not use it to take any
other medication. The capsules must only be
inhaled using the Zonda inhaler. Do not use
any other inhalers to take Braltus capsules.
Each capsule contains only a small amount of
powder. Do not open the capsule or it may
notwork,

The Zonda inhaler should only be used with
the bottie of capsules provided. Do not reuse
the inhaler for another bottle of capsules.
Discard the Zonda device after 15 uses (if
used with a 15 capsule bottle) or 30 uses (if
used with a 30 capsule bottle).

1. Dust cap

2. Mouthpiece

3. Base

4. Piercing butten
5.Centre chamber

—_

+ Puil the cap upwards.

Hold the base of the inhaler firmly and
open the mouthpiece by paling it
upwards, in the direction of the arraw.

.Remove a Braltus capsule from the bottle
immediately before use and close the
bottle tightly. Place one capsule in the
capsule-shaped compartment in the
base of the inhaler. Do not store the
capsule in the Zonda inhaler.

I

Lar

5357561

4. Never place a capsule directly into the
mouthpiece,

5. Close the mouthpiece until you hear a
click, leaving the cap open.

6. Hold the inhaler with the mouthpiece
upwards, and firmiy press the piercing
button completely in only once. Release
the button. This will pierce the capsule
and allows the medication to be released
when you breathe in,

7 8 9

7. Breathe out fully. It is important to do
this away frorn the mouthplece. Avoid
breathing into the mouthpiece at any
tire,

B. Place the mouthpiece in your mouth and
keep your head in an upright position.
Close your lips arcund the mouthpiece
and breathe in slowly and deeply
enough to hear or feel the capsule
vibrating inside the compartment. Hold
your breathe for as long as you
comfortably can whilst taking the inhaler
out of your mouth, Then breathe
normally. Repeat steps 7 and & to empty
the capsule completely.

9. After use, open the mouthpiece again,
and tip out the empty capsule, Close the
mouthpiece and cap, and store your
Zonda inhaler.

+ Manufacturer:

Plastiape S.p.A.
Via 1 Maggio, 8, 23875 Osnago 1, Italy

21403-8
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