Paracetamol 500 mg Tablets

What is in this leaflet

1. What Paracetamol is and what it is used for

2. What you need to know before you take Paracetamol
3. How to take Paracetamol

4. Possible side effects

5. How to store Paracetamol

1. What is Paracetamol and what is used for

Paracetamol is a medication that belongs to a class of medications known as analgesics (pain relievers)
and antipyretics (fever reducers). It is used for the relief of the following indications:

e Headache

e Period pain

e Backache

e Rheumatic pain (joints pain)

e Coldandflu

e Sore throat

e  Mild arthritis pain (joints pain)

e Muscle Pain

e Toothache

e Fever

2. What you need to know before you take Paracetamol

Do not take Paracetamol

e If you are allergic to Paracetamol, or any of the ingredients in this medicine. Tell your doctor
about the allergy and what signs you had.
If you are taking other Paracetamol containing products. Make sure not to exceed the dose.

Warnings and precautions

e Talk to your doctor or pharmacist if you develop allergic reactions such as shortness of breath,
skin rash, swelling of the face or neck, decreased blood pressure and dizziness.

e Make sure to tell your doctor if you have liver or kidney problems, including alcoholic liver
disease or if you have mild arthritis (joints inflammation) and need to take painkillers on a daily
basis.

e Long term use of this medication may be harmful to your liver.



e Contact your doctor if symptoms are not relieved.

Other medicines and Paracetamol

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medications.

e If you are taking metoclopramide or domperidone (used for vomiting or nausea).

e If you are taking cholestyramine (used to lower blood cholesterol).

e If you are taking blood thinning medications (e.g. warfarin) and you need to take a painkiller
every day. Concomitant chronic use of painkillers and blood thinning medications may increase
the risk of bleeding.

e If you are taking other Paracetamol-containing medications.

Pregnancy and breastfeeding

Talk to your doctor if you are pregnant, plan on getting pregnant, or are breastfeeding. Make sure to
discuss risks and benefits that the medication can impose on you and the baby when you are pregnant.
This medication is safe to take during breastfeeding.

Driving and using machines

It is generally safe to drive and use machineries when taking this medication. However, make sure to
avoid driving or using machineries if you are not feeling well.

3. How to take Paracetamol

Adults, elderly and children aged 16 years and over

Take 1 to 2 tablets every 4 to 6 hours as needed for pain or fever (depending on your case). Make sure
not to exceed 8 tablets in 24 hours.

Children aged 10-15 years

Take 1 tablet every 4 to 6 hours as needed for pain or fever (depending on your case). Do not exceed 4
tablets in 24 hours. Do not give this medication to children for more than 3 days without talking to the
doctor first.

Children under 10 years

Do not give Paracetamol tablets to children below 10 years of age.



e Take tablet with or without food.

e Take tablet with a full glass of water.

e Do not take a higher than recommended dose and do not take the medication more frequently
than every 4 hours.

If you take more Paracetamol than you should

Taking a higher than prescribed dose may cause liver damage that can be delayed. Talk to your doctor
immediately in case of overdose even if you are feeling well.

If you forget to take Paracetamol

This medication is taken on an as needed basis. You can still take your missed dose if needed. Make sure
to space your doses by at least 4 hours and do not exceed the maximum allowed dose per day.

If you stop taking Paracetamol

This medication is taken on an as needed basis. If you are still not feeling well and decide to stop taking
the medication, make sure to contact your doctor for advice.

)

4, Possible side effects

il

Although it may be rare, some patients may experience undesirable side effects when taking a
medication. Contact your healthcare provider if you experience any side effect. Tell your doctor or get
medical help right away if you have any of the following signs or symptoms:

e Signs of an allergic reaction, like rash; hives; itching; red, swollen, blistered, or peeling skin with
or without fever; wheezing; tightness in the chest or throat; trouble breathing, swallowing, or
talking; unusual hoarseness; or swelling of the mouth, face, lips, tongue, or throat.

e Signs of breathing problems like difficulty breathing. These signs are more likely to happen if you
have previously experienced them after taking similar painkiller medications like aspirin and
ibuprofen.

e Sudden weight loss, nausea, yellowing of the skin and eyes and loss of appetite.

e Unexplained bleeding or bruising.

5. How to store Paracetamol

e Keep out of the reach of children and pets

e Do not use beyond the expiry date mentioned on the box

e Keep medication in its original pack to protect it from moisture and light
e Do not use damaged pills

e Do not dispose medication in the wastewater or household waste



Contact with Saudi Food Drugs Authority

Call Center 19999
Phone 0118806000-0112038222
Free Phone 8002490000

Email: webmaster@sfda.gov.sa
Postal address

Saudi Food & Drugs Authority
(3292) North Road — Al Nafal
Unit (1)

Riyadh 13312 - 6288

Saudi Arabia
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