Package Leaflet: Information for the User
Loratadine 10 mg- Pseudoephedrine sulfate 240 mg*
Loratadine 5 mg- Pseudoephedrine sulfate 120 mg

What is in this leaflet

What Loratadine/Pseudoephedrine is and what it is used for

What you need to know before you take Loratadine/Pseudoephedrine
How to take Loratadine/Pseudoephedrine

Possible side effects

How to store Loratadine/Pseudoephedrine
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1. What Loratadine/Pseudoephedrine is and what it is used for

Loratadine: an antihistamine.

Pseudoephedrine: a decongestant.

Antihistamines help reduce allergic symptoms by preventing the effects of a substance called
histamine. Histamine is produced by the body in response to foreign substances which the body is
allergic to. Decongestants produce narrowing of blood vessels. This leads to clearing of the stuffy or
blocked nose.

This combination relieves symptoms associated with allergic rhinitis, such as:

¢ nasal and sinus congestion
® sneezing

® runny nose

e watery, itchy eyes

2. What you need to know before you take Loratadine/Pseudoephedrine
Do not take Loratadine/Pseudoephedrine if you have
e an allergy to loratadine/pseudoephedrine or any of the ingredients in this medicine
e glaucoma
o difficulty passing urine
e severe high blood pressure

e severe blood vessel disease
e an overactive thyroid gland

Warnings and precautions

Talk to your doctor or pharmacist before taking this combination if you:

¢ have eye problems (such as high pressure in the eye or glaucoma)
¢ have stomach ulcer



¢ have intestinal obstruction

¢ have prostate or urinary bladder problems

¢ have heart disease

¢ have diabetes

e are 60 years of age or older, because older adults may be more sensitive to the effects of the
medicine.

Other medicines and Loratadine/Pseudoephedrine

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

A large number of drugs can interact with loratadine/pseudoephedrine which can
significantly alter their effects. These drugs include:

e heart or blood pressure medicines

¢ monoamine oxidase inhibitors, medicines used to treat depression
e antacids

e kaolin

Pregnancy and breastfeeding
If you are pregnant or breastfeeding, think you may be pregnant or are planning
to have a baby, ask your doctor for advice before taking this medicine.

Driving and using machines

Very rarely, this medicine may cause drowsiness or reduced alertness in some people. Hence, you

should not perform such tasks that need special attention (including driving a car or operating
machinery), until you know how this medicine affects you.

3. How to take Loratadine/Pseudoephedrine

The recommended dose of loratadine/pseudoephedrine in adults and children over 12 years is one
tablet every 12 hours.
It does not matter if you take loratadine/pseudoephedrine before or after food.

Do not use in children under 12 years of age.

¢ Swallow the tablet whole with a glass of water.
e Do not crush, break or chew the tablet before swallowing.

If you forget to take it

If it is almost time for your next dose, skip the dose you missed and take your next dose when you
are meant to. Otherwise, take it as soon as you remember, and then go back to taking your medicine
as you would normally. Do not take a double dose to make up for the dose you missed.



If you take too much (overdose)

Immediately telephone your doctor or Poisons Information Centre for advice or go to casualty at
your nearest hospital. Do this even if there are no signs of discomfort or poisoning. You may need
urgent medical attention.

4. Possible side effects

<5

Like all medicines, loratadine/pseudoephedrine can cause side effects, although not
everyone gets them.

i)

Most unwanted effects seen with this medicine have been mild to moderate. These include:
e trouble sleeping
e dry mouth
e headache
e sleepiness
® nervousness
e dizziness
e fatigue

5. How to store Loratadine/Pseudoephedrine

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

e Keep your tablets in the blister pack in a dry place until it is time to take them.

e Keep your tablets in a cool dry place where the temperature stays below 25 degrees C.
¢ Do not store them or any other medicine in the bathroom or near a sink.

¢ Do not leave them in the car on hot days or on window sills.

* Dosage form and route of administration of Loratadine 10 mg- Pseudoephedrine sulfate 240 mg
should be prescribed according to therapeutic indication and disease severity of each individual
patient.

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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