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Ondansetron MédiS® 8 mg
Film coated Tablets
Ondansetron (as hydrochloride dihydrate)

Read all of this leaflet carefully before you start taking this medicine.

- 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. Do not pass it on to others. It may harm them, even if their symptoms are the
same as yours.

- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell your doctor or
pharmacist.

In this leaflet:
1.What Ondansetron MédiS tablets is and what it is used for
2 Before you take Ondansetron Médi$ tablets
3.How to take Ondansetron MédiS tablets
4.Possible side effects
5.How to store Ondansetron MédiS tablets
6.Further information
1. What Ondansetron MédiS tablets is and what it is used for?
Ondansetron M&diS tablets contain a medicine called ondansetron. This belongs to a group of medicines called anti-
emetics. Ondansetron MEdiS tablets are used for:
 preventing nausea and vomiting caused by chemotherapy or radiotherapy for cancer
« preventing nausea and vomiting after surgery
Ask your doctor, nurse or pharmacist if you would like any further explanation about these uses. Ondansetron MédiS
tablets should start to work within one or two hours of taking a dose. You must talk to a doctor if you do not feel
better or if you feel worse.
2. Before you take Ondansetron MédiS tablet
a- Do not take Ondansetron M¢diS tablets
You are taking apomorphine (used to treat Parkinson’s disease)
*You are allergic (hypersensitive) to ondansetron or any of the other ingredients in Ondansetron Médis tablets (listed
in Section 6).
If you are not sure, talk to your doctor, nurse or pharmacist before taking Ondansetron Médi$ tablets.
b- Take special care with Ondansetron MédiS tablets:
Check with your doctor, health care provider or pharmacist before having Ondansetron MédiS tablets if:
* You have ever had heart problems (e.g. congestive heart failure which causes shortness of breath and swollen
ankles)
* You have an uneven heart beat (arrhythmias)
* You are allergic to medicines similar to
« You have liver problems
« You have a blockage in your gut
« You have problems with the levels of salts in your blood, such as potassium, sodium and magnesium.
If you are not sure if any of the above apply to you, talk to your doctor, health care provider or pharmacist before
having Ondansetron MEdiS tablets.
¢- Taking other medicines, herbal or dietary supplements
Please tell your doctor, health care provider or pharmacist if you are taking, or have recently taken, or might take any
other medicines. This includes medici that you buy without a prescription and herbal medicines. This is because
Ondansetron MédiS can affect the way some medicines work. Also some other medicines can affect the way
Ondansetron MédiS works.
In particular, tell your doctor, health care provider or pharmacist if you are taking any of the following medicines:
+ Carbamazepine or phenytoin used to treat epilepsy
+ Rifampicin used to treat infections such as tuberculosis (TB)

such as er or
* Anti-arrhythmic medicines used to treat an uneven heart beat
+ Beta-blocker medicines used to treat certain heart or eye problems, anxiety or prevent migraines
* Tramadol, a pain killer
* Medicines that affect the heart (such as haloperidol or methadone)
* Cancer medicines (especi ines and
« SSRIs (selective serotonin reuptake inhibitors) used to treat depres
paroxetine, sertraline, ine, cital i
* SNRIs (serotonin noradrenaline reuptake inhibitors) used to treat depression and/or anxiety including venlafaxine,
duloxetine
If you are not sure if any of the above applies to you, talk to your doctor, nurse or pharmacist before having
Ondansetron Médis tablets.
d- Pregnancy and breast-feeding
Tt is not known if Ondansetron MEdiS is safe during pregnancy. If you are pregnant, think you are pregnant or are
planning to have a baby, ask your doctor or pharmacist for advice before having Ondansetron Médi$ tablets.
Do not breast-feed if you have Ondansetron Mé This is because small amounts pass into the mother’s milk.
Ask your doctor, health care provider or pharmacist for advice before having this medicine
¢- Driving and using machines
Itis not expected that Ondansetron MédiS will affect your ability to drive; however, if any of the side effects (listed
section 4) affect you (e.g. dizziness, blurred vision) caution is advisable.
Do not drive or operate machines if you are feeling unwell.
Ondansetron MédiS contains lactose. Tf you have been told by your doctor that you have any intolerance to some
sugars, speak to your doctor before taking this medicine.

such as i or

jon and/or anxiety including fluoxetine,

3. How to take Ondansetron MédiS 8 mg
Always take Ondansetron MEdis tablets exactly as your doctor has told you. You should check with your doctor, nurse
or pharmacist if you are not sure. The dose you have been prescribed will depend on the treatment you are having.
To prevent nausea and vomiting from chemotherapy or radiotherapy
Adults:
On the day of chemotherapy or radiotherapy
« the usual adult dose is 8 mg taken one to two hours before treatment and another 8 mg twelve hours after.
On the following days
« the usual adult dose is 8 mg twice a day
+ this may be given for up to 5 days. If your chemotherapy or radiotherapy is likely to cause severe nausea and
vomiting, you may be given more than the usual dose of Ondansetron MédiS. Your doctor will decide this.
To prevent nausea and vomiting from chemotherapy in children aged over 6 months and adolescents
‘The doctor will decide the dose depending on the child’s size (body surface area) or weight. Look at the label for more
information
On the day of chemotherapy
« The first dose is given by an injection into the vein, just before your child’s treatment. After chemotherapy, your
child’s medicine will usually be given by mouth twelve hours later, as Ondansetron MEdis tablet.
On the following days
+ One 4 mg tablet twice a day for larger children and those weighing more than 10 kg
+Two 4 mg tablets twice a day for teenagers (or those with a large body surface arca)
« These doses can be given for up to five days.
To prevent and treat nausea and vomiting after an operation
Adults:
‘The usual adult dose is 16 mg given an hour before your operation.
Children & Adolescents (aged 1 month to 17 years):
Children aged 2 years and over
It is recommended that Ondansetron MEdiS is given as an injection.
Children aged under 2 years
There is little information on the correct dose of Ondansetron Médis for the prevention of nausea & vomiting after an
operation in children under 2 years of age. The doctor will decide the correct dose.
Patients with moderate or severe liver problems
The total daily dose should not be more than 8 mg. If you have blood tests to check how your liver is working, this
medicine may affect the results.
If you are sick (vomit) within one hour of taking a dose
« take the same dose again
+ otherwise, do not take more Ondansetron MEiS tablets than the label says. If you continue to feel sick, tell your
doctor or nurse.
If you take more Ondansetron Médis tablets than you should
If you take more Ondansetron MédiS than you should. talk to a doctor or go to a hospital straight away. Take the
medicine pack with you
If you forget to take Ondansetron MEdiS tablets
If you miss a dose and feel sick or vomit:
« take Ondansetron MédiS tablets as soon as possible, then
+ take your next tablet at the usual time (as shown on the label)
+ do not take a double dose to make up for a forgotten dose.
If you miss a dose but do not feel sick
« take the next dose as shown on the label
+ do not take a double dose to make up for a forgotten dose.
« Important: A minimum time interval of 12 hours must be allowed between doses
If you have any further questions on the use of this medicine, ask your doctor or pharmacist
4. Possible
Like all medicines, Ondansetron MédiS tablets can cause side effects, although not everybody gets them.
Allergic reactions
If you have an allergic reaction, tell your doctor or a member of the medical staff straight away. The signs may include:
+ Sudden wheezing and chest pain or chest tightness
+ Swelling of your eyelids. face, lips, mouth or tongue
« Skin rash - red spots or lumps under your skin (hives) anywhere on your body
+ Collapse.
Other side effects include:
Very common (may affect more than 1 in 10 people)
« Headache.
Common (may affect up to 1 in 10 people)
« A feeling of warmth or flushing
« Constipation
+ Changes to liver function test results (if you have Ondansetron MédiS tablets with a medicine called cisplatin,
otherwise this side effect is uncommon)
Uncommon (may affect up to 1 in 100 people)
+ Hiceups
+ Low blood pressure, which can make you feel faint or dizzy
+ Uneven heart beat
“hest pain
« i
« Unusual body movements or shaking.
Rare (may affect up to 1 in 1,000 people)
« feeling dizzy or light headed
+ blurred vision
+ Disturbance in heart rhythm (sometimes causing a sudden loss of consciousness)

Very rare (may affect up to 1 in 10,000 people)
« Poor vision or temporary loss of eyesight, which usually comes back within 20 minutes.

If any of the side effects gets serious. or if you notice any side effects not listed in this leaflet, please tell your doctor,
health care provider or pharmacist.

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

5. How to store Ondansetron MédiS tablets:

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

« Do not use Ondansetron MEdS tablets after the expiry date which is stated on the pack after ‘EXP’. The expiry date
refers to the last day of that month.

* Store Ondansetron MEdiS tablets below 30°C.

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 to protect the environment.

Shelf life: 24 months

6. Further information

a-What Ondansetron MédiS contains:

The active substance is ondansetron as hydrochloride dihydrate.

Ondansetron MédiS 8mg Film-coated Tablets contains 8 mg of ondansetron (as hydrochloride dihydrate).
They also contain the following excipients: lactose microcrystalline cellulose, ini
magnesium stearate, Opadry orange.

b-What Ondansetron MédiS looks like and contents of the pack:

Ondansetron MédiS 8mg Film-coated Tablets.

Pack size: Ondansetron MédiS 8mg Film-coated Tablets are available in blister packs of 10 tablets contained in an
outer carton.

starch,
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LES LABORATOIRES MEDIS

Road of Tunisie - KM 7 - BP 206 - 8000 Nabeul - Tunisia

Tel : (216) 72 23 50 06. Fax: (216) 7223 50 16.

E-mail : contact@labomedis.com

For any information about this medicinal product, please contact the local representative of the Marketing
Authorisation Holder:
Salehiya Trading Establishment

(Medical equipment & pharmaceuticals)

P.O.Box: 991, Riyadh 11421- Kingdom of Saudi Arabia

Tel: 00 966 1 46 46 955

Fax: 00 966 1 46 34 362

c-This leaflet was last approved in: 03/2017: version number: VOO
d-To report any side effect(s):

* Saudi Arabia:

+ The National Pharmacovigilance and Drug Safety Centre (NPC)
. o Fax: +966-11-205-7662
. 0 Call NPC at +966-11-2038222, Exts: 2317-2356-2353-2354-2334-2340.
. o Toll free phone: 8002490000
. o E-mail: npe.drug@sfda.gov.sa
. 0 Website: www.sfda.gov.sa/npe

«Other GCC states:

- Please contact the relevant competent authority.

e- Council of Arab Health Ministers

This is a medicine

- A medicine is a product but not like any other product.
- A medicine is a product that affects your health.if it's not used properly
threatening.
- Strictly adhere to the prescription of you Doctor and the use instructions prescribed. follow your|
pharmacist advice.
- Your doctor and you pharmacist know the medicine, its use and side effect
- Don't stop the use of the treatment on your own during the prescribed time.
- Don't retake, Don't increase the doses without doctor's advicy

Keep the medicines out of reach of cl
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