Rectal Solution
Sodium Citrate 450 mg / 5 ml
Sodium Lauryl Sulphoacetate 45 mg/ 5 ml

Read all of this leaflet carefully because it contains important
information for you.

* This medicine is available without prescription.

* However you still need to take Microlax carefully to get the best
results from it.

» Keep this leaflet. You may need to read it again.

e Ask your pharmacist if you need more information or advice.
* You must contact a doctor if your symptoms worsen.

e If any of the side effects get serious or if you notice any side
effects not listed in this leaflet, please talk to your doctor or
pharmacist.

In this leaflet

1. What Microlax is and what it is used for.
2. Before you use Microlax

3. How to use Microlax
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6. Further information

1. What Microlax is and what it is used for

Microlax enema is a laxative used to empty the large bowel in
constipation, or prior to surgical and diagnostic procedures or in
obstetrics prior to delivery. The enema acts as a laxative by
softening the stools and by its lubricating properties.

This medicine is for use in adults and children.

2. Before you use Microlax

This medicine is suitable for most children and adults but a few
people should not use it. If you are in any doubt, talk to your doctor
or pharmacist.

Do not use this medicine...

If you have ever had a hypersensitivity reaction (e.g. rash, swelling
of the face and throat, difficulty breathing) to any of the
ingredients. See Section 6.

Take special care with Microlax...

If you have ulcers or inflammation of your large bowel or any other
part of your intestine.

Prolonged use may lead to irritation of the anal canal.

The nozzle should only be inserted to half its length when used in
children under 3 years old.

Seek medical advice if symptoms persist and avoid prolonged use.
Speak to your doctor or pharmacist before using Microlax if you are
taking sodium polystyrene sulphonate (a medicine used to treat
high blood levels of potassium).



Pregnancy and breast-feeding
Ask your doctor or pharmacist for advice before using this product
if you are pregnant or breast-feeding.

Driving and using machines
Microlax has no effect on the ability to drive or use machinery.

Important information about some of the ingredients of Microlax
Microlax contains sorbic acid which may cause local skin reactions,
e.g. contact dermatitis which is a local irritation at the site of use.

3. How to use Microlax

Check the information below to see how much medicine to use.

¢ Do not use more medicine than shown in the instructions below.
¢ DO NOT swallow this Microlax enema.

Age Dose

Adults and children 3 years The contents of one enema
and older administered in the rear
passage as necessary. See
instructions on how to use
enema below.

The contents of one enema
administered in the rear
passage as necessary. See
instructions on how to use
enema below

Note: In children under 3 years,
insert only half the length of
the nozzle.

Children under 3 years

Age Dose
Adults and children 3 years | The contents of one enema
and older administered in the rear

passage as necessary. See
instructions on how to use
enema below.

* Microlax is usually effective within 5 to 15 minutes.

Picture 1
1. Twist the seal of the nozzle (picture 1).
2. Squeeze the tube slightly so that a drop of
Microlax smears the tip and thus makes insertion
easier.

3. Insert the nozzle fully into the rectum. N.B. In children under 3
years of age, insert only half the length of the nozzle (see
indication on the nozzle).

Picture 2
\__- ~ _  4.Squeeze out the contents fully by squeezing the
S shoulder of the tube. (picture 2)

5. Withdraw the nozzle still squeezing tightly.

If anyone has used too much or swallowed this product

If anyone has used too much or has accidentally swallowed
Microlax, contact a doctor or your nearest Accident and Emergency
department (Casualty), taking this leaflet and pack with you.

4. Possible side effects
Like all medicines, Microlax can cause side effects, although not
everybody gets them.



e Sudden, severe allergic reaction with breathing difficulty,
swelling, fast heartbeat, sweating, light-headedness, loss of
consciousness (anaphylactic reaction including shock). (Frequency
not known, cannot be estimated from the available data)

e Prolonged use of Microlax may lead to irritation of the rear
passage. Sensitivity reactions (such as a rash) rarely occur.

e Abdominal pain.

e Anal discomfort.

e Diarrhoea.

e Allergic reactions (e.g. hives).

If you experience any reactions to Microlax, discontinue
using the product and speak to your doctor or pharmacist.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse.

This includes any possible side effects not listed in this leaflet. You
can also report side effects directly via HPRA Pharmacovigilance
Website: www.hpra.ie. By reporting side effects you can help
provide more information on the safety of this medicine.

5. How to store Microlax

Do not store above 252C.

Do not freeze.

Once opened use immediately and discard any unused solution.
Keep out of the sight and reach of children

Do not use your medicine after the expiry date (EXP) which is
stated on the tube and outer carton. The expiry date refers to the
last day of that month.

Medicines should not be disposed of via wastewater or household
waste. Ask your pharmacist how to dispose of medicines no longer
required. These measures will help protect the environment.

6. Further information

What Microlax contains

The active ingredients in Microlax are:

Sodium Citrate 450mg per 5ml and Sodium Lauryl Sulphoacetate
45mg per 5ml.

Other ingredients are: Sorbitol (E420), Sorbic acid (E200), Glycerol
(E422) and Water.

What Microlax looks like and contents of the pack

Microlax is a colourless, thick, rectal solution contains small air
bubbles, supplied in 5ml microenema tubes, with a nozzle. Each
carton contains 4 or 50 tubes.

Product Authorisation holder:

JNTL Consumer Health | (Ireland) Ltd.
Block 5, High Street, Tallaght, Dublin 24,
Ireland.

Manufacturer:

Microlax is made by:

JNTL Consumer Health (France) SAS
Domaine de Maigremont

27100 Val-de-Reuil

France
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