Inspra®

(in-spra)
Eplerenone

Consumer Medicine Information

What is in this leaflet

This leaflet answers some common
questionsaboutInspra.

It doesnot contain allthe available
information. It does nottake the
place of talkingto yourdoctoror
pharmacist.

All medicines have risksand
benefits. Yourdoctor has weighed
the risks of you taking Inspra against
the benefits it is expected to have for
you.

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

Keep this leafletwith the medicine.

Youmayneedto read it again.

What Insprais used
for

What Inspradoes

This medicine isused to treat heart
failure in patients who have
experienced a heartattack.

A heartattack occurs whenoneof
the majorblood vessels supplying

blood to your heart becomes blocked.

Thismeansthatyour heartcannot
receive the oxygen it needsand
becomes damaged. Thismay leadto
further problems, suchas heart
failure, irregularheart rhythms and
blood clots.

Heart failure means that the heart
muscle isweak and cannotpump
blood strongly enough tosupply all
the blood needed throughoutthe

body. Heart failure isnot the same as
heart attack, and may start off with
mild or no symptoms, but asthe
condition progresses, patients may
feelshort of breathor may get tired
easily after light physical activity
such aswalking. Some patients may
wake up short of breathatnight, or
have to prop theirheads up during
sleep to avoid this problem. Fluid
may collect in different parts of the
body, oftenfirst noticedas swollen
anklesand feet.

How Inspraworks

Yourbody makes a substance called
aldosterone. Itisimportant for
regulatingblood pressure andis one
of the factorsinvolvedin heart
function. Sometimes aldosteronecan
cause changes in ourbodythat lead
to heart failure. Inspra works by
blockingthe actionofaldosterone,
and slowingthe progression of heart
failure by reducing heart damage.

Insprabelongsto a group of
medicines called 'selective
aldosterone blockers'thatstopthe
action ofaldosterone.

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

Yourdoctormay have prescribed it
foranotherreason.

There is no evidence that this
medicine isaddictive.

Thismedicine isavailable only with
a doctor's prescription.

Usein children

The safety and effectiveness of
Insprain children have notbeen
established.

Beforeyou take Inspra

When you must not take it

Do not take Inspraif youhave an

allergyto:

e any medicine containing
eplerenone

e any medicine containingany of
the ingredients listed atthe end of
this leaflet.

Some of the symptoms of an allergic
reactionmay include:

skinrash

e jtchiness
e shortnessofbreath

¢ swelling of the face, lipsor
tongue

e muscle pain ortenderness
e jointpain.
Do not take Inspraif youhave or

have had any of the following
medical conditions:

¢ very high levels of potassiumin
yourblood

e severekidneyproblems
e severe liverproblems.

Do not take Inspraifyouare

currently takingany ofthe

following medicines:

e potassium-sparingdiuretics (e.g.
spironolactone, amiloride), used
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to help the kidneys get rid of salt
and water by increasingthe
amount of urine produced

e potassiumsupplements, orsalt
substitutes which contain
potassium

e Kketoconazole anditraconazole
used to treatfungal infections

e ritonavir, forthe treatment of
HI1V infections.

Taking Inspratogether with the
above medicines canleadto serious
side effects.

Do not take this medicine ifyou
are pregnant.

It mayaffect your developing baby if
you take it during pregnancy.

Do not breast-feed ifyouare
taking this medicine.

The active ingredientin Inspra may
passinto breastmilk andthereisa
possibility that your baby may be
affected.

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

Ifit hasexpired oris damaged, 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

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:

¢ high levels of potassium in your
blood

o diabetes
e Kkidney problems
e liverproblems.

Tellyour doctor if youare
pregnantor planto become
pregnantor are breast-feeding.

Yourdoctorcandiscuss with you the
risks and benefits involved.

If you have nottold your doctor
aboutany of the above, tell them
before youstarttaking Inspra.

Taking other medicines

Tell your doctor or pharmacistif
youare taking any other
medicines, including:

o all prescriptionmedicines

¢ all medicinesyoubuyoverthe
counter froma pharmacy or
supermarket

¢ allcomplementaryand alternative
therapies

e anythingyou buy froma health
food shop.

Some medicines may be affected by
Inspraormay affecthowwell it
works. You mayneed different
amounts of your medicines, oryou
may needto take differentmedicines.
Yourdoctorwilladvise you.

Tell your doctor or pharmacistif
youare taking any of the
following:

¢ medicines knownasangiotensin
convertingenzyme (ACE)
inhibitorand/or angiotensin
receptorblocker (ARB), suchas
quinapril, losartan. These are
used to treathigh blood pressure
and some other heart conditions
and may increase therisk of high
potassium levels in yourblood.

e non-steroidalanti-inflammatory
drugs (NSAIDs), medicines used
to relieve pain, swellingand other
symptoms of inflammation,
includingaspirin and ibuprofen.

e lithium,a medicine usedto treat
mood swings

e StJohn'sWort,usedin the
management of depression

e potassium-sparing diuretics, such
asspironolactone, amiloride

e medicinesused to treat fungal
infectionssuchas ketoconazole,
itraconazole

e certain antibiotics usedto treat
bacterial infections, such as
erythromycin

e saquinavir, ritonavir, forthe
treatmentof HIV infections

e any othermedicines used to treat
high blood pressure or heart
failure.

Ifyouarenotsure if youare taking
any of these medicines mentioned in
this leaflet, checkwith your doctoror
pharmacist.

Yourdoctorand pharmacist have
more informationon medicinesto be
carefulwith oravoid while taking
thismedicine.

Tell your doctor if you are taking
salttablets.

Taking Inspra together with salt
tablets canleadto seriousside
effects.

How to take Inspra

Followall directions givento you
by your doctor or pharmacist
carefully.

They maydiffer fromthe
information contained in this leaflet.

If youdo not understand the
instructions on the box, ask your
doctor or pharmacistfor help.

How much to take

Yourdoctorwilltell you howmany
tablets you needto take eachday.
This may dependuponyourage,
your conditionand whether or not
you are takingany other medicines.

The usualstartingdose of Inspra is
25 mggiven once a day. Afterabout
4 weeks, yourdoctor may increase
the dose to 50 mgonce daily.

How to take it
Swallow the tabletswhole with a
full glass of water.

When to take it

Take your medicineatabout the
same time eachday.

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

Yourtablets may be taken with or
aftera meal, oron anempty stomach.

How long to take it

Continue taking your medicine for
aslong asyour doctortellsyou.

This medicine helpsto controlyour
condition, but doesnot cure it. It is
important to keep takingyour
medicine even if youfeelwell.

If you forget to take it

Ifitislessthan 12 hoursbefore
your nextdose, skip the dose you
missed and take your nextdose
when youare meantto.

Otherwise, take itassoonasyou
remember,andthengo backto
taking your medicineasyouwould
normally.

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

Thismay increase thechanceof you
gettingan unwanted side effect.

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 New Zealand National
Poisons Information Centre
(telephone 0800 POISON or 0800
764 766) for advice,or go to
Accidentand Emergencyatthe
nearest hospital, if you think that
youor anyone elsemay have taken
too much Inspra. Do thisevenif
there are no signs of discomfortor
poisoning.

You mayneedurgent medical
attention.

If you taketoo much Inspra, you may
feellight-headed.

While you are taking
Inspra

Things youmust do

If youare aboutto be startedon
any new medicine, remind your
doctor and pharmacistthatyou
are taking Inspra.

Tell any other doctors, dentists,
and pharmacists who 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 pregnantwhile
taking this medicine, tell your
doctor thatyou are taking this
medicine.

Make sure youdrink enoughwater
during exercise and hotweather
when you are taking this medicine,
especially ifyousweatalot.

Ifyou do not drink enoughwater
while taking Inspra, you may feel
faint, light-headed orsick. This is
because yourblood pressure is
droppingsuddenly. If you continue to
feelunwell, tell your doctor.

If you have excess vomitingor
diarrhoeawhiletaking Inspra, tell
your doctor.

You may lose too much waterand
saltand yourblood pressure may
drop too much.

If youfeel light-headed or dizzy
after taking your firstdose of
Inspra, or whenyour dose is
increased, tell your doctor
immediately.

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

Yourdoctor may occasionally do a
blood test to check your potassium
levelsand see howyourkidneysare
working.

Things youmust notdo

Do not take Insprato treatany
other complaints unless your
doctor tellsyouto.

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 with your doctor.

If you stoptaking it suddenly, your
conditionmayworsenoryou may
have unwanted side effects.

Things to be careful of

Be careful driving or operating
machineryuntil you know how
Inspra affectsyou.

Thismedicine may cause dizziness
and feelingfaint in somepeople. If
you have this symptom, do notdrive,
operate machinery or do anything
else thatcould be dangerous.

Side effects

Tell your doctor or pharmacistas
soonas possible if youdo notfeel
well while you are taking Inspra or
your condition changes. Tell your
doctor evenif youthink the
problem is not connected with the
medicine or is notlisted in this
leaflet.

This medicine helpsmostpeople
with heart failure, butit mayhave
unwanted side effects in some
people. All medicines canhave side
effects. Sometimes they are serious,
most of thetime theyare not. You
may need medical attention if you get
some of theside effects.

Itis often difficult to tellwhether
side effectsare theresult of taking
Inspra, orthe effects of your heart
failure orside effects of other
medicines you may be taking. For
thisreason it isimportantto report
any change in your condition. Your
doctormay wantto changeyour dose
or advise youto stoptaking Inspra.
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Ifyouare over 65 years of age you
may haveanincreased chanceof
gettingside effects.

Do not be alarmed by the following
listof side effects.

You maynotexperience any of them.

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

Tell yourdoctor if...

Tell your doctor or pharmacistif
you notice any of the followingand
they worry you:

o feelinglight-headed, dizzy or
faint

e stomach orbowel problems

— feelingsick (nausea) or
vomiting

— diarrhoea
— constipation
— flatulence

e cough

e sorethroat

e headache

e rash,itchy skin

e high temperature, signsof an
infection

e back pain.

Tell yourdoctor as soon as
possibleif...

The following list includes side
effectsthatmay require medical
attention. Serious side effectsare
rare.

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

e heartflutters

e unusualtiredness, weakness

e muscle spasmsand pain

e abdominalpain

¢ enlargement ofthe breastsin men
e reduced sense oftouch

e increasedsweating

o feelingweak and generally
unwell

e problemswith sleeping.

Go to hospitalif...

Tell your doctor immediately or go
to Accidentand Emergency at
your nearest hospital, if you notice
any of the following:

o shortness of breath, swelling of
the feet orlegs due to fluid build
up

e chestpainwhich may spread to
the neck andshoulders

¢ swelling of the face, lips, mouth,
tongue orthroat which may cause
difficulty in swallowingor
breathing.

Tell your doctor or pharmacistif
you notice anythingthatis making
you feel unwell.

Otherside effects notlisted above
may also occur in some patients.

Some of these side effects (for
example, changes in potassium
levels, thyroid function, or
cholesterol level) can only be found
when your doctor does tests from
time to time to check your progress.

After taking Inspra

Storage

Keepyour Inspra tabletsin the
packuntil it istime to take them.

If you takethe tablets out of the pack
they will not keep well.

Keepyour tabletsinacool dry
place where the temperaturestays
below 25 °C.

Do not store Inspraor any other
medicine inthe bathroomor neara
sink. Do notleave itonawindow
sillorinthe car.

Heat and dampness can destroy some
medicines.

Keep it where children cannot
reachit.

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

Disposal

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

Product description

What it looks like

Inspraisa yellow, arc diamond, film-
coated tablet.

Packs contain 30 tablets.
25 mg tablet

Markedwith 'NSR'over '25'on one
side and 'Pfizer' on the other.

50 mg tablet

Markedwith 'NSR'over'50'on one
side and 'Pfizer' on the other.

Ingredients

The active ingredientin Inspra is
eplerenone.

e Inspra25tablet contains25mg
eplerenone

e Inspra50 tablet contains50mg
eplerenone.

Inspratablets alsocontain:

e lactose monohydrate

e microcrystalline cellulose

e croscarmellose sodium

e hydromellose

e sodium laurilsulfate

e purifiedtalc

e magnesium stearate

e Opadry yellow YS-1-12524-A
e purified water

Thismedicine does notcontain
sucrose, gluten, or tartrazine.

Supplier

Inspraissupplied in New Zealand
by:

ViatrisLtd

PO Box 11-183
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Ellerslie

AUCKLAND
WWW.viatris.co.nz
Telephone 0800168169

This leaflet was preparedin August
2021.

INSPRA® s a Viatris Company trade
mark

ujcinspt10821

INSPRA®



	Inspra®
	What is in this leaflet
	What Inspra is used for
	What Inspra does
	How Inspra works
	Use in children

	Before you take Inspra
	When you must not take it
	Before you start to take it
	Taking other medicines

	How to take Inspra
	How much to take
	How to take it
	When to take it
	How long to take it
	If you forget to take it
	If you take too much (overdose)

	While you are taking Inspra
	Things you must do
	Things you must not do
	Things to be careful of

	Side effects
	Tell your doctor if...
	Tell your doctor as soon as possible if...
	Go to hospital if...

	After taking Inspra
	Storage
	Disposal

	Product description
	What it looks like
	Ingredients
	Supplier



