NOUMED TELMISARTAN

telmisartan tablets

Consumer Medicine Information

What is in this leaflet

This leaflet answers some common
questions about NOUMED
TELMISARTAN.

It doesnot contain all of the available
information. It does nottake the
place of talkingto your doctor or
pharmacist.

All medicines have risks and
benefits. Your doctor has weighed
the risks of taking this medicine
against the benefits it is expected to
have foryou.

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

Keep this leaflet with the medicine.

Youmayneedto read it again.

What NOUMED
TELMISARTAN s
used for

NOUMED TELMISARTAN tablets
contain theactiveingredient
telmisartan, which belongs to a group
of medicines called angiotensin 11
receptor antagonists or blockers
(‘sartans’ or ARBs)that help relax
blood vessels.

Itis used to:

e lower high blood pressure (also
called hypertension),

e prevent cardiovascular
complications (including death)
in elderly patients 55years or
older with certain related
conditions.

Hypertension

Everyone alivehas blood pressure.
As yourheart contracts and relaxes to
pump bloodinto the arteries
providingneeded oxygenand
nutrients around yourbody, the
pressure goes from high (systolic) to
low (diastolic) with eachheartbeat.

Yourblood pressure may varyat
differenttimes of theday, depending
on how busy, worried orrelaxed you
are. [t mayalso change as you grow
older, and the condition ofyour
heart,arteries and health changes.

There are usually no signs of
hypertension. Afterregularly
checkingyourblood pressure, your
doctormay diagnosehypertension if
yourblood pressurestays higher than
normal, even when youare calm or
relaxed.

Uncontrolled hypertension canlead
to serious health problems, including
stroke, heart disease andkidney
failure. Telmisartan helps lower
blood pressure either alone or with
othermedicines.

Cardiovascular complications

Heart attack, stroke, diseases ofthe
heart muscle and arteries, heart
failure, death or hospitalisation from
these conditions can occur more
frequently or worsen in elderly
patients (55 years orolder),
especially if they have, orhave had,
any of the following conditions:

e coronary heart disease (caused by
poorblood flow in blood vessels
around theheart)

e peripheral vasculardisease (poor
circulation in the limbs, hands
and feet)

e previousstroke

e transientischaemic attack (TIA, a
brief stroke-like attack that
resolves quickly, but could lead
to stroke)

e diabetes with other high-risk
factorsand organdamage (e.g. in
kidneys, heart, brain, eyes).

Telmisartan helps prevent these

complications and death from

cardiovascular causes in thesehigh
risk patients.

Talk to your doctor aboutyour
risk of developing cardiovascular
complications and what to do to
reduce thatrisk.

This medicine is available only with
a doctor's prescription.

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

Yourdoctormay haveprescribed it
foranotherreason.

This medicine is not addictive.

Do not give this medicine to a child
or adolescent under 18 years old.

Its safety and effectiveness in this
age group havenot beenestablished.

Before you take it

When you must not take it

Do not take this medicine ifyou
have an allergy to telmisartan, or
to any of the inactiveingredients
listed at the end of thisleaflet
under ProductDescription.

Some of the symptoms of an allergic
reactionmay include shortness of
breath; wheezing or difficulty in
breathing; swellingof the face, lips
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tongue orotherparts ofthe body;
rash, itchingorhives on the skin.

Do not take this medicine ifyou
are,or planto be, pregnantor
breastfeeding.

It mayaffect yourdevelopingbaby if
you take it during pregnancy.

Itis not knownif telmisartan passes
into breast milk and thereis a
possibility that your baby may be
affected.

Do not take this medicine ifyou

have the following medical
conditions:

e severe liverdisease

e biliary obstructivedisorders
(problem with the flow ofbile
from the gallbladder)

e diabetes orkidney problems and
you are takingaliskiren (a
medicine used to treathigh blood
pressure).

Talk to your doctor ifyou have a
history of problems digesting
lactose, glucoseor galactose.

NOUMED TELMISARTAN tablets
contain lactose. [t maynotbe
suitable foryou.

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

Ifyou takeit afterthe expiry date has
passed, it maynotwork as well.

If it has expired oris damaged, retum
the packto your pharmacist for
disposal.

If you are notsure whether you
should start taking 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 have, or
have had, any of the following
medical conditions:

e kidney problems

e liver problems

e heart problems
e diabetes

e aconditionknownas primary
hyperaldosteronism (raised
aldosterone levels, alsoknown as
Conn's syndrome)

e intolerancetolactoseorother
sugars (glucose, galactose)

e recentsevere diarrhoea or
vomiting

Tell your doctor if you are

following a very lowsaltdiet.

Tell your doctor if you are
pregnant, plan to become pregnant
or are breastfeeding.

Yourdoctor candiscuss with you the
risks and benefits involved.

If youhave nottold your doctor
aboutany of the above, tell
him/her before you start taking
NOUMED TELMISARTAN.

Taking other medicines

Tell your doctor or pharmacistif
you are taking any other
medicines, including any thatyou
getwithouta prescription froma
pharmacy, supermarket or health
food shop.

NOUMED TELMISARTAN and
some medicines may interfere with
each other, including;

e ramiprilorany othermedicines
used to treathigh blood pressure
or heart problems

e potassium supplements or
potassium-containing salt
substitutes

e medicines orsalt substitutes
which mayincreaseyour
potassium levels

e diuretics or fluid tablets,
medicines used to help the
kidneys get rid of salt and water
by increasingthe amountof urine
produced

e nonsteroidal anti-inflammatory
agents (medicines usedto relieve
pain, swellingand other
symptoms of inflammation

includingarthritis) such as
aspirin, ibuprofen, naproxen

e lithium,used to treat certain
mentalillnesses

e digoxin,used to treat heart failure

e trimethoprim, usedto treat
bacterialinfections

e heparin,a bloodthineer

e corticosteroids,usedto treat
inflammatory conditions

e immunosuppressants (medicines
used to preventorganrejection
after transplantation), such as
ciclosporin ortacrolimus.

These medicines maybe affected by
NOUMED TELMISARTAN, or may
affect howwellit works. Some
medicines may lower yourblood
pressure too much whenused with
telmisartan. Youmayneed to take
differentamounts of your medicine
or you mayneed to take different
medicines.

Yourdoctorand pharmacist have
more information on medicines to be
careful with oravoid while taking
NOUMED TELMISARTAN.

How to take NOUMED
TELMISARTAN

Follow all directions given to you
by your doctor or pharmacist
carefully.

They may differ fromthe
information contained in this leaflet.

If you do not understand the
instructions, ask your doctor or
pharmacistfor help.

How much to take

Yourdoctor orpharmacist will tell
youhowmuchNOUMED
TELMISARTAN to take eachday.
This depends on your conditionand
whetherornot youare taking any
othermedicines.

The usualdose of NOUMED

TELMISARTAN forhypertension is
one 40 mgtablet once a day. If your
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blood pressureis still too high after
4-8 weeks of treatment, your doctor
may increase yourdose to 80mga
day.

Theusualdose forpreventionof
cardiovascular complications is one
80 mgtablet oncea day. Yourdoctor
may suggesta lowerorhigherdose
dependingon yourresponse,

Ask your doctor or pharmacistif
you are unsure of the correct dose
foryou.

They will tell you exactly howmuch
to take.

Ifyou takethe wrongdose,
NOUMED TELMISARTAN may
not work as welland your condition
may not improve.

How to take it

Swallow the tablet whole with
plenty of water.

It does not matter whether youtake it
with or without food.

When to take it

Take NOUMED TELMISARTAN
at aboutthe same time each day,
either in the morning or evening.

Takingitat the same timeeach day
will havethe best effect. [t will also
help you remember when to takeit.

How long to take it

Continue taking NOUMED
TELMISARTAN until your doctor
tells you to stop.

This medicine helps to control your
blood pressure, and/or prevent
cardiovascular complications from
developing, but does not cure your
condition.

Therefore, it is important to keep
takingit every dayevenif you feel
well ordo not notice any signs of
cardiovascular problems. Youmay
have to take blood pressure-lowering
medicines forthe rest of your life. If
you stop taking this medicine, your
blood pressuremayrise againor
otherproblems may emerge.

If you forget to take it

Ifitis almosttime for your next
dose, skip the dose you missed and
take your nextdose whenyouare
meant to. Otherwise, take the dose
assoon as youremember, and then
go back to taking itas you would
normally.

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

This may increase thechanceof you
gettingunwanted side effects.

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

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

If you take too much
(overdose)

Immediately telephone your doctor
or the Poisons Information Centre
(131126)for advice,or go to
Accidentand Emergency at the
nearest hospital, if you think that
you or anyone elsehas taken too

much NOUMED TELMISARTAN.

Do this evenif there are no signs of
discomfortor poisoning.

You mayneedurgent medical
attention.

Keep this telephone number handy.

Ifyou taketoomuch NOUMED
TELMISARTAN, youmay feel
dizzy, light-headed or faint. Your
heartbeat may be faster orlowerthan
usual. You may experiencerapid,
shallow breathing or cold, clammy
skin. Thisis because yourblood
pressure is too low.

While you are taking it

Things you must do

If youare aboutto be started on
any new medicine, remind your
doctor and pharmacist thatyou
are taking NOUMED
TELMISARTAN.

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

If youare going to have surgery,
tell your doctor and anaesthetist
that you are taking this medicine.

It mayaffect somemedicines you
receive during surgery.

Tell your doctor immediately if
you become pregnant while taking
NOUMED TELMISARTAN.

You should notbe taking this
medicine while you are pregnant.

If youfeel that NOUMED
TELMISART AN is not helping
your condition, tell your doctor or
pharmacist.

Tell your doctor if, for any reason,
you have notused NOUMED
TELMISARTAN exactly as
prescribed.

Otherwise, your doctor may think
thatit wasnot effectiveand change
your treatmentunnecessarily.

Things you must notdo

Do not stop taking NOUMED
TELMISARTAN or change your
dosage without checking with your
doctor.

Do not take NOUMED
TELMISARTAN to treatany
other complaints unless your
doctor tellsyou to.

Do not give this medicine to anyone
else, evenif they have the same
condition asyou.

Things to be careful of

Be careful when driving or
operating machinery until you
know how NOUMED
TELMISARTAN affects you.

Like othermedicines used to treat
high blood pressure, NOUMED
TELMISARTAN may cause
sleepiness, dizziness or light-
headedness in somepeople,
especially if you are alsotakinga
diuretic (fluid tablet), another blood
pressure loweringmedicineorare
dehydmated.
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If you have any of these symptoms,
do not drive, operate machinery or
do anything else that could be
dangerous.

Be careful when gettingup from a
sitting or lying position.
Standingup slowly, especially when
you get up from a bed or chair, will
help yourbody get usedto the
change in position and blood
pressure.

If this problem continues or gets
worse, talk to your doctor.

If youexercise,or if you sweat, or

if the weather is hot, you should
drink plenty of water.

Side effects

Tell your doctor or pharmacistas
soon as possible if you do notfeel
well while you are taking
NOUMED TELMISARTAN.

All medicines canhave side effects.

Sometimes they are serious, most of
the time theyare not. You mayneed
medicalattention if you get some of
the side effects.

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

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

e dizzinessorlightheadedness
when you stand up especially
when gettingup froma sitting or
lying position

e dizziness or spinning sensation,
fainting

e tiredness or weakness

e 'flu-like'symptoms

e paininthechest

e diarrhoea

e indigestion

e stomach painordiscomfort

e wind or excessive gas in the
stomach orbowel (flatulence)

e upperrespiratory tractinfections

shortness ofbreath
back pain

achingmuscles, not caused by
exercise (myalgia)

muscle spasms or leg cramps or
leg pain

painfuljoints (arthralgia)
tendonpain or tendinitis-like
symptoms

urinary tract infections (including
cystitis)

trouble sleeping (insomnia)
feelinganxious

depression
fastorslowheart beats
visual disturbance

increased sweating

dry mouth

allergic skin reactions including
skin rash (eczema);itchiness
(pruritus); redness of the skin
(erythema)

symptoms thatmay indicate low
blood sugarlevels in the blood,
such as sweating, weakness,
hunger, dizziness, trembling,
headache ornumbness (especially
in diabetic patients)
abnormalliver functions

symptoms thatmay indicate a
worsening of the kidney function,
such as passinglittle orno urine,
drowsiness, nausea, vomiting,
breathlessness, loss of appetite
and weakness.

symptoms thatmay indicate high
potassium levels in the blood,
such asnausea, diarrhoea, muscle
weakness and changes in heart
thythm

signs of anaemia suchas
tiredness, being short ofbreath
when exercising, dizziness and
lookingpale

bleeding or bruisingmore easily
than normal (thrombocytopenia)

symptoms thatmay indicate an
infection oftheblood, suchas
high fever, chills, headache
confusionand rapid breathing

e changesin yourred or white
blood celllevels (which are
detected by bloodtests).

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

o swelling of the face, lips, mouth,
tongue or throat which may cause
difficulty in swallowing or
breathing

e severeandsudden onsetofitchy
or raised skin rash, hives ornettle
rash

These are serious side effects. You
may need urgentmedical attention or
hospitalisation. These side effects are
rare.

Otherside effects notlisted above
may also occurin some people.

Tell your doctor or pharmacistif
you notice anything else thatis
making you feel unwell.

After taking it

Storage

Keep your medicine in the original
container until itis time to take
them.

Ifyou takethe tablets out ofits
container, they maynotkeep well.

Keep your medicine in a cool, dry
place, protected fromlight, where
the temperature stays below 30°C.

Do notstore it, or any other
medicine, in the bathroom orneara
sink. Do notleave it on a windowsill
orinthecar.

Heat and dampness can destroy some
medicines.

Keep this medicine where children
cannotreachit.

A locked cupboardatleastone-and-
a-halfmetres above the ground isa
good place to store medicines.
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Disposal

Ifyourdoctortells you to stop taking
this medicine orits expiry date has
passed, ask your pharmacist what to
do with any tablets that are left over.

Product description

What it looks like

NOUMED TELMISARTAN is
available in 2 strengths that are
supplied in blister packs of 28 tablets
each.

40 mg: white, oblongtablet scored
on one side and debossed with ‘40’
on the otherside.

80 mg: white, oblongtablet scored
on one side and debossed with ‘80°
on the otherside.

Ingredients

Active ingredient

NOUMED TELMISARTAN tablets
contain either40 mgor 80 mgof
telmisartan.

Inactive ingredients
e lactose

e Ludipress (mixture oflactose
monohydrate, povidone and
crospovidone)

e povidone

e meglumine

e sodium hydroxide
e magnesium stearate

NOUMED TELMISARTAN does
not contain sucrose, gluten, tartrazine
or any otherazodyes.

Sponsor

Avallon Pharmaceuticals Pty Ltd
Level5,7 Eden Park Drive
Macquarie Park NSW 2113

Telephone 1800930999

Australian registration
numbers

40 mg: AUSTR 298268
80mg: AUSTR 298269

This leaflet was revised in September
2021.
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