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C Avalon Pharma

Read all of this leaflet carefully before you start using 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 or pharmacist.

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

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

What is in this leaflet:

. What Rotavex is and what it is used for

What you need to know before you use Rotavex
. How to take Rotavex

. Possible side effects

How to store Rotavex

. Further information
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. What Rotavex is and what it is used for

Rotavex contains rhubarb extract (containing anthraquinone glycosides) and
salicylic acid. The anthraquinone glycosides relieve inflammation and salicylic
acid is an analgesic, which helps relieve pain.

Rotavex is used to relieve pain associated with mouth ulcers and denture
irritation.

2. Before you use Rotavex

Do not take Rotavex if

You are allergic to rhubarb extract or salicylic acid or any of the other ingredi-
ents of this medicine (listed in section 6).

For hygiene reasons, this pack must only be used by one person.

Warnings and precautions

Do not give to children or adolescents under the age of 16 years. This is
because there is a possible link between salicylates and Reye’s syndrome when
given to children. Reye’s syndrome is a very rare disease which affects the
brain and liver and can be fatal.

Other medicines and Rotavex

Tell your doctor or pharmacist if you are taking, have recently taken or might
take any other medicines or any medicines including medicines obtained
without prescription.

Using Rotavex with food and drink

Avoid rinsing your mouth or eating for 15 minutes after use.

Pregnancy and breastfeeding

If you are pregnant or breastfeeding, think you may be pregnant, ask your
doctor or pharmacist for advice before taking this medicine.

Important information about some of the ingredients of Rotavex

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

3. How to use Rotavex

Always use this medicine exactly as your doctor or pharmacist has told you.
Check with your doctor or pharmacist if you are not sure.

In adults and the elderly Rotavex should be applied liberally to the ulcer or
irritated denture area (after dentures have been removed) 3 to 4 times a day
using the brush provided.
Do not exceed the stated
be harmful.

Do not use for more than 7 days.

If you forget to use Rotavex

Use it as soon as you remember. If your next dose is due only use that dose
and do not use extra to make up for the missed dose.

If your symptoms do not improve consult your doctor. If you have any
questions on the use of this product, ask your doctor or pharmacist.

of ication as excess may

4. Possible side effects

Like all medicines, Rotavex can cause side effects, although not everybody
gets them.

Some people may have an allergic reaction which may include an itchy skin rash
(nettle rash or hives.) If this occurs stop the treatment and contact your doctor.

Rotavex Solution

0.5 % wiv Anthraquinone Glycoside
of Rhubarb Extract and 1% of wiv
Salicylic Acid

Very commonly, a short-term burning feeling can occur when Rotavex is used.
When using Rotavex, a temporary discolouration of the teeth or mucus mem-
brane but this is easily removed during normal cleaning of the teeth.

5. How to store Rotavex

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

« Store below 30°C.

« Shelf life after first opening is 30 days.

+ Do not use this medicine after the expiry date which is stated on the label and
carton. The expiry date refers to the last day of that month.

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

6. Further information

What Rotavex contains

The active substances are Rhubarb extract and Salicylic acid. Each 1 ml of
solution contains 50 mg rhubarb extract (equivalent to 5 mg anthraquinone
glycosides) and 10 mg salicylic acid.

The other ingredients are ethanol and water.

What Rotavex looks like and contents of the pack
Rotavex is available in 10ml bottle with brush.

Manufacturer & Marketing Authorisation Holder:

Middle East Pharmaceutical Industries Co Ltd (Avalon Pharma)
P.0.Box 4180 Riyadh 11491

2nd Industrial City, Riyadh, Kingdom of Saudi Arabia

Tel: +966 (11) 2653948 -2653427

Fax: +966 (11) 2654723

This leaflet was approved in [12/2019], Version No. 02

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

The National Pharmacovigilance and Drug Safety Centre (NPC)

« Fax: +966-11-205-7662

+ SFDA call center: 19999

« Toll free phone: 8002490000

« E-mail: npc.drug@sfda.gov.sa

« Website: https://ade.sfda.gov.sa

« 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 Union of Arab
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