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Read all of this leaflet carefully before you starts taking this medicine because it contains
important information for you.

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

- If you have any further questions, ask your doctor, pharmacist or nurse.

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if
their signs of illness are the same as yours.

- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. See section 4.

What is in this leaflet

. What Avocaine Spray is and what it is used for
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5
6

-
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1. What Avocaine Spray is and what it is used for

Avocaine Spray contains a medicine called lidocaine. This belongs to a group of medicines called local
anaesthetics.

Avocaine Spray is used to numb (anaesthetise) parts of the body. It stops pain happening during:
» Medical examinations and operations of the nose and throat.

« Childbirth, and after the birth if stitches are needed.

* Treatment at the dentist.

2. Before you take Avocaine Spray

You must not be given Avocaine Spray:

« if you are allergic to lidocaine or any of the other ingredients of this medicine (listed in section 6).

« if you are allergic to any other local anaesthetics of the same class (such as prilocaine or bupivacaine).
You must not be given Avocaine Spray if any of the above apply to you. If you are not sure, talk to your
doctor, nurse, dentist or pharmacist before you are given Avocaine Spray.

Warnings and precautions

Talk to your doctor, nurse, dentist or pharmacist before having Avocaine Spray:

« if you have any cuts, sores or ulcers in your throat, mouth or nose.

« if you have a chest infection.

« if you have epilepsy.

« if you have heart problems such as a slow heartbeat.

« if you have very low blood pressure.

« if you have liver or kidney problems.

« if you have ever been told that you have a rare disease of the blood pigment called ‘porphyria’ or
anyone in your family has it.

If you are not sure if any of the above apply to you, talk to your doctor, nurse, dentist or pharmacist before
having Avocaine Spray.

Avocaine Spray is probably porphyrinogenic and should only be prescribed to patients with acute
porphyria on strong or urgent indications. Appropriate precautions should be taken for all pophyric
patients.

Other medicines and Avocaine Spray

Tell your doctor or dentist if you are taking, have recently taken or might take any other medicines. This
includes medicines that you buy without a prescription and herbal medicines. This is because Avocaine
Spray can affect the way some medicines work and some medicines can have an effect on Avocaine
Spray.

In particular, tell your doctor or dentist if you are taking any of the following medicines:

» Medicines used to treat an uneven heart beat (arrhythmia) such as mexiletine.

+ Avocaine Spray should be used with caution in patients recieving other local anaesthetics or agents
structurally related to amide-type local anaesthetica e.g. antiarrhythmic drugs such as mexiletine, since
the toxic effects are additive.

+ Specific interaction studies with Avocaine Spray and antiarrhythmic drugs class Il (e.g. amiodarone)
have not been performed, but caution is advised.

* Drugs that reduce the clearance of Avocaine Spray (e.g. cimetidine or beta-blockers) may cause
potentially toxic plasma concentrations when Avocaine Spray is given in repeated high doses over a long
time period. Such interactions should therefore be of no clinical importance following short-term
treatment with Avocaine Spray at recommended doses.

Pregnancy, breast-feeding and fertility
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor or dentist for advice before you are given this medicine

Driving and using machines

+ Avocaine Spray may affect you being able to drive or use tools or machines. This depends on where in
the body Avocaine Spray is used and how much is used.

* Your doctor or dentist will tell you when it is safe for you to do these activities.

Avocaine Spray contains ethanol and propylene glycol

+ This medicinal product contains small amounts of ethanol (alcohol), less than 100 mg per spray.

* The banana flavouring in Avocaine Spray contains propylene glycol. Propylene glycol may cause skin
irritation.

3. How to take Avocaine Spray

* Avocaine Spray will usually be given to you by a doctor or dentist. The dose that your doctor or dentist
gives you will depend on the type of pain relief that you need. It will also depend on your age and physical
condition.

« If you are given Avocaine Spray to take home, you must use the dose recommended by your doctor or
dentist. Always use Avocaine Spray exactly as your doctor or dentist has told you. You should check with
them if you are not sure.

How to use Avocaine Spray

* Do not use more than 20 sprays.

* You should use as few sprays as possible.

* Do not get the spray in your eyes.

* The spray nozzle is bent so that it works properly. Do not try to change the shape of the nozzle or it
might break.

How to use Avocaine Spray in the mouth and throat
» When Avocaine Spray is used in the mouth and throat it causes a loss of feeling. This makes it more
likely that food or liquid may go down the wrong way. Also, this may make it difficult to swallow or cause
some people to accidentally bite their tongue or cheek.
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« Avocaine Spray should be used with care in older people, in people who are in poor general health and
in children.

If you use more Avocaine Spray than you should

If you think you have used more Avocaine Spray than you should, talk to your doctor or dentist
immediately.

4. Possible side effects

Like all medicines, this medicine can cause side effects although not everybody gets them.
Severe allergic reactions (rare, may affect up to 1 in 1,000 people):
If you have a severe allergic reaction, tell your doctor immediately. The signs may include sudden onset of:

« Swelling of your face, lips, tongue or throat. This may make it difficult to swallow.
« Severe or sudden swelling of your hands, feet and ankles.

« Difficulty breathing.

« Severe itching of the skin (with raised lumps).

Other possible side effects:

« Irritation where Avocaine Spray has been used.
« Feeling nervous.

« Feeling dizzy.

« Feeling sleepy.

« Loss of consciousness.

« Sore throat.

« Hoarse voice or loss of voice.

« Low blood pressure. This might make you feel dizzy or light-headed.
« Fits (seizures).

« Difficulty breathing or slow breathing.

« Slow heart beat.

« Stopped breathing or a stopped heart beat.

5. How to store Avocaine Spray

« Keep this medicine out of the sight and reach of children.

« Do not use this medicine after the expiry date which is stated on the bottle as EXP. The expiry date
refers to the last day of that month.

« Do not store above 30°C. At temperatures below 8°C the spray solution may start to go solid. This will
dissolve when the spray solution is warmed up gently to room temperature.

* The nozzles should not be re-used and should be disposed of immediately after use.

« Your doctor/dentist or the hospital will normally store Avocaine Spray. The staff is responsible for the
storing, using and disposing of the spray in the correct way.

* Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
dispose of medicines you no longer use. These measures will help to protect the environment.

« Shelf life after first use is 30 days.

6. Further information

What Avocaine Spray contains
The active ingredient is lidocaine. Each dose of spray contains 10 mg of lidocaine.

The other ingredients are ethanol, saccharin anhydrous, polyethylene glycol 400, menthol crystals,
banana flavor (contains propylene glycol) and purified water.

What Avocaine Spray looks like and contents of the pack
Avocaine Spray is available in a 50 ml transparent glass bottle with spray pump.

Marketing Authorisation Holder and Manufacturer

Marketing Authorisation Holder:

Middle East Distribution Co.Ltd. (MEDICO)
Dabab Street, Riyadh, Kingdom of Saudi Arabia
Tel: +966 (11) 4653144 — 4651053

Fax: +966 (11) 4629288

Manufacturer:

Middle East Pharmaceutical Industries Co Ltd (Avalon Pharma)
P.O.Box 4180 Riyadh 11491, Kingdom of Saudi Arabia

2nd Industrial City, Riyadh, Kingdom of Saudi Arabia

Tel: +966 (11) 2653948 -2653427

Fax: +966 (11) 2654723

For further information about this medicinal product, or to report a suspected adverese drug event please
contact the Marketing authorization Holder.

E-mail: pharmacovigilance@avalon.com.sa

Call: +966 (11) 4635247, Ext: 3328

This leaflet was last approved in {08/2016}; version number {05}.

To report any side effect(s):
* Saudi Arabia:

The National Pharmacovigilance and Drug Safety Centre (NPC)

* Fax: +966-11-205-7662

« Call NPC at +966-11-2038222, Exts: 2317-2356-2353-2354-2334-2340.
« Toll free phone: 8002490000

* E-mail: npc.drug@sfda.gov.sa

» Website: www.sfda.gov.sa/npc

¢ Other GCC States:

Please contact the relevant competent authority.

THIS IS A MEDICAMENT

- Medicament is a product which affects your health and its consumption contrary to
instructions is dangerous for you.

- Follow strictly the doctor’s prescription, the method of use and the instructions of the
pharmacist who sold the medicament.

-The doctor and the pharmacist are the experts in medicines, their benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

-Keep all medicaments out of reach of children.

Council of Arab Health Ministers, Union of Arab Pharmacists
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