Ventolin® Obstetric Injection

Salbutamol sulfate

Consumer Medicine Information

What is in this leaflet

Thisleaflet answers some common
guestions about Ventolin Obstetric
Injection. It does not contain all of
the available information. It does not
take the place of talking to your
doctor or pharmacist.

All medicines have risks and
benefits. Y our doctor has weighed
the risks of you taking Ventolin
against the benefits they expect it
will have for you.

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

Keep thisleaflet with the medicine.
You may need to read it again.

Before you are given
Ventolin Obstetric
Injection

What is Ventolin
Obstetric Injection is
used for?

Ventolin Obstetric Injection is used
to stop contractions of premature
labour between weeks 24 and 37 of
pregnancy. Y our medicine relaxes
the muscles in the uterus and stops
contractions due to labour during this
stage of pregnancy.

Ventolin Obstetric Injection may not
be as effective if your ‘waters break’
or the neck of the uterus has
widened.

Ventolin Obstetric Injection is not
addictive.

When you must not have it:

« if you haveever had an allergic
reaction to salbutamol sulphate
or any of theingredientslisted
toward the end of thisleaflet.
(See" Ingredients")

Some of the symptoms of an
allergic reaction may include:

- Shortness of breath

- Wheezing or difficulty in
breathing

- Swelling of the face, lips,
tongue or other parts of the body
- Rash, itching or hives on the
skin

e you arelessthan 24 weeks
pregnant

e if you have any problem where
it would not be safeto prolong
the pregnancy

* you haveasthma

e if you haveathyroid problem
associated with pregnancy

e you havebeen haveor are
having treatment for high blood
pressur e, including high blood
pressur e associated with
pregnancy

e you have pre-existing heart
disease or rapid heart beats

e if you have any problem with
the bowels

e you have akidney problem

e you havediabetes

e you have eye problemsdueto
the condition known as
glaucoma

* you have, or have had, bleeding
from thevagina

e your 'watersbreak’ - you have
had a'show' or fluid leaking
from thevagina

e you areawar e of any problem
with your unborn child

e you know you are having more
than one baby

e after the expiry date (EXP)
printed on the pack or if the
packaging istorn or shows
signs of tampering.

Tell your doctor if:

Y ou must tell your doctor if:

e you areallergictofoods, dyes,
preservatives or any other
medicines

e you aretaking any other
medicines, including medicines
you buy without a prescription

¢ you have had to stop taking this
or any other asthma medicine
for any reason

e you haveathyroid problem

* you haveaheart problem

e you are awar e of any problem
that may cause low blood
potassium

e you havealiver problem

e you suffer from anxiety or
panic attacks

e you have had to stop taking this
or any other medicinefor
treating labour in pregnancy

e you haveany other medical
problem dueto your pregnancy
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How do | use Ventolin
Obstetric Injection?

How to take it

Ventolin Obstetric Injection must
only be given by a doctor or
physician who are experienced in
giving tocolytic agents (which are
used to treat premature labour).

Theliquid in Ventolin Obstetric
Injection isdiluted beforeuse and is
given by infusion (sometimes called
a'drip") into avein. Often a special
pump is used to deliver the medicine
slowly into the vein.

Donot try to use Ventolin
Obstetric I njection on your own.

How long you will be given it

Ventolin Obstetric Injection should
not be given for more than 48 hours
at atime.

While you are given
Ventolin Obstetric
Injection

What do | do if | have
too much? (Overdose)

Immediately telephone your doctor
or Poisons Information Centre (In
call 1311 26. In new Zealand call
0800 POI SON or 0800 764 766) for
advice, if you think you or anyone
else may have been given too much
Ventolin Obstetric Injection, even
if thereareno signs of discomfort
or poisoning.

If you arenot surewhat to do,
contact your doctor or pharmacist.

Symptoms of an overdose may
include;

» your heart beating significantly
faster than normal
» gignificant muscle tremors

e anincreased rate of breathing due
to increased acid in the blood

Some side effects, for example
changes in blood sugar (glucose)
level or changesin blood potassium
level can only be found when your
doctor does tests from time to time to
check your progress.

Things you must do

If you areabout to be started on
any new medicine, remind your
doctor and pharmacist that you
areusing Ventolin Obstetric
Injection.

Tell any other doctors, dentists,
and pharmacists who treat you
that you aretaking this medicine.

If you are going to have surgery,
tell the surgeon or anaesthetist that
you aretaking thismedicine.

It may affect other medicines used
during the surgery.

Keep all of your doctor's
appointments so that your progress
can be checked.

Tl your doctor if you become
pregnant or are breast-feeding.
Y our doctor will tell you which
medicine you should take. Itis
important that asthmais managed
well during pregnancy and you
should not stop your medicine
without asking your doctor.

Things you must not do

Do not use Ventolin Obstetric
Injection to treat any other
complaintsunlessyour doctor tells
you to.

Do not givethismedicineto anyone
else, even if their symptoms seem
similar toyours.

What are the side
effects?

Like other medicines, Ventolin
Obstetric Injection can cause some
side effects. If they occur, they are
most likely to be minor and
temporary. However, some may be
serious and need medical attention.

Y our doctor, pharmacist or nurse will
be able to answer any questions you
may have.

If you have any of the following side
effects, tell your doctor or nurse:

The most commonly reported side
effectsare:

e 'shakiness of the muscles

e you are aware of your heartbeat

 your heart beats faster than
normal

» your heartbeat does not feel
regular

« ‘warm' feeling

e anxious or tense feeling

» headache

 increased blood flow to the
extremities (peripheral
vasodilation)

« high blood pressure
Rare side effects are:

» Nauseaor sick feeling

e Muscle cramps

* Shortness of breath

» Low blood pressure

» Hyperactivity

The following side effects may also

happen but the frequency of theseis

unknown:

e Sweating/ chills

» Constipation or diarrhoea or other
bowel trouble

» Jaundice (yellow skin or eyes)

« Difficulty deeping

» Drowsiness and weakness

Tell your doctor or nurse

immediately if you notice any of

the following:

e skinrash

e angioedema (sudden swelling
under the skin)

e faint or dizzy feeling

¢ wheezing, swelling of the
lips/mouth, difficulty in
breathing, hayfever, lumpy
rash (hives) or fainting. These
could be a symptom of an
allergic reaction.
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In afew cases, the medicinein
Ventolin Obstetric I njection may
result in fluid collecting in the
lungs. To prevent this, your doctor
or nurse will carefully measure
how much urineyou passand how
much liquid you drink, and check
your heart and lungs. If you feel
breathlessor start coughing when
your medicineisgiven or just
after, tell your doctor or nurse
immediately.

Occasionally, the medicinein
Ventolin Obstetric I njection may
result in alossof or reduction in

blood flow (ischaemia) to the heart.

Your doctor may do tests on your
heart to check this.

Very rarely, in peoplereceiving
high dose treatment with this
medicine and in patientswith an
acute exacer bation of asthma, a
serious condition called acidosis,
which affectsthe blood may occur
because of build up of lactic acid.
Your doctor may do teststo check
this.

In afew people, the medicinein
Ventolin Obstetric I njection may
affect their blood sugar or
potassium levels. Your doctor may
do teststo check this.

If you have other problems after
receiving Ventolin Obstetric

Injection, tell your doctor or nurse.

Your unborn child may have an
increased heartbeat. Very rarely,
the unborn child may have low
blood sugar or lack of bowel
movement.

If you receive too high a dose of
Ventolin Obstetric I njection, your
heart will beat faster than normal
and you will feel 'shaky".

Thisisnot acomplete list of all
possible side effects. If you want
more information, ask your doctor or
nurse.

Do not be alarmed by thislist of
possible side effects. Y ou may not
experience any of them.

How do | store Ventolin
Obstetric Injection?

K eep this medicine where children
cannot reach it, such asin alocked
cupboard.

A locked cupboard at |east one-and-

a-half metres above ground is agood
place to store medicines

Keep Ventolin Obstetric I njection
must be kept away from heat (store
below 30°C) and protected from
light.

Do not leavein acar, on a window
sill or in a bathroom.

Heat and dampness can destroy some
medicines.

Product description

What Ventolin Obstetric
Injection looks like

Ventolin Obstetric I njection is
stored in clear glass ampoules.
Each ampoule of Ventolin
Obstetric I njection contains 5 mL
of liquid and provides 5 mg of
salbutamol sulphate.

Theliquid iseither colourlessor
pale straw coloured.

Ingredients

Ventolin Obstetric Injection contains
the active ingredient Salbutamol
sulfate.

Ventolin Obstetric Injection also
contains the inactive ingredients
sodium chloride, water and dilute
sulphuric acid for pH adjustment.

There are 5 ampoulesin a box.

Sponsor

Ventolin Obstetric Injection is
supplied in Australia by:

Allen & Hanburys

A division of GlaxoSmithKline
AustraliaPty Ltd

Level 4

436 Johnston Street
Abbotsford Victoria 3067
Australia

This leaflet was prepared on 2 July
2014.

The information provided applies
only to: Ventolin® Obstetric
Injection.

Ventolin is aregistered trade mark of
the GlaxoSmithKline group of
companies.

Ventolin Obstetric Injection: AUST
R 12528
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