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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

SINUFED
10 Tablets/Syrup

Read this package insert carefully in its entirety
before using this medicine

Composition: Sinufed Tablets:

Each tablet contains: Pseudoephedrine HCI 60 mg

Inactive ingredients: Calcium hydrogen phosphate,
microcrystalline cellulose, povidone, CMC (modified), colloidal
silicon dioxide, magnesium stearate, titanium dioxide, HPMC,
PEG, color lakes EEC 127 & EEC 104.

Sinufed Syrup:

Each 5 ml contains: Pseudoephedrine HCI 30 mg

Inactive ingredients: Sucrose, glycerol, strawberry flavor,
saccharin sodium, methyl hydroxybenzoate sodium, citric acid,
propyl hydroxybenzoate sodium, purified water.

Each 5 ml contains 3 g sucrose and 2.5 mg sodium.
Therapeutic group: Alpha-agonist.

Indications:

This medicine is indicated for symptomatic treatment of nasal
congestion in states of acute rhinitis and relief of eustachian
tube congestion due to ear infection.

When should the preparation not be used?

Do not use this medicine if you breastfeeding.

Do not use this medicine if you are sensitive to any of its
ingredients.

Do not use Sinufed if you are concomitantly using drugs
belonging to the Monoamine Oxidase Inhibitors (MAOI)
group (for treatment of depression), or within 14 days from
end of treatment with these drugs.

Do not use in infants under 1 year of age.

Do not take this medicine without consulting a doctor
before starting treatment:
If you are pregnant.
If you are suffering, or have suffered in the past, from impaired
function of: the eyes (e.g. glaucoma), the heart and/or vascular
system (e.g. hypertension), the thyroid gland, the prostate
gland, from diabetes.
Consult a doctor before administration of this medicine to
infants and children.
Elderly patients also should consult a doctor before taking this
medicine as they may be sensitive to decongestants.

How will this medicine affect your daily life?

Occasionally Sinufed may cause sleep disturbances. To prevent
this the last dose of the day should be taken several hours
before bedtime.

Warnings:

Consult your doctor if you are about to undergo surgery due
to possible reaction with anesthetics.

If you are sensitive to any type of food or medicine, inform
your doctor before commencing treatment with this medicine.

Drug interactions:

If you are taking another drug concomitantly or if you have just
finished treatment with another medicine, inform the attending
doctor, in order to prevent hazards or lack of efficacy arising
from drug interactions. This is especially important for medicines
belonging to the following groups: antidepressants,
antihypertensives and diuretics, MAQ inhibitors, drugs containing
digitalis glycosides, levodopa, nitrates or thyroid gland hormones.
Side effects:

In addition to the desired effect of the medicine, adverse
reactions may occur during the course of taking this medicine.

Side effects which require special attention:

Nervousness, restlessness, sleep disturbances, breathing
problems, nausea or vomiting (rare): stop treatment and refer
to a doctor immediately!

In the event that you experience side effects not mentioned in
this leaflet, or if there is a change in your general health, consult
your doctor immediately.

Adverse reactions and drug interactions in children and
infants:

Parents must inform the attending doctor about any side effects,
as well as any additional medicine given to the child! See
above for details of special side effects and drug interactions.

Recommended dosage unless otherwise prescribed by
your doctor:

Tablets:

Adults and children over 12 years of age: one tablet every
6 hours. Do not take more than 4 tablets in 24 hours.
Children under 12 years of age: It is recommended to
administer the medicine in the syrup form.

Syrup:

Adults and children over 12 years of age: 10 ml every 6
hours. Do not exceed the dosage of 4 doses (40 ml) in 24
hours.

Children 6-12 years of age: 5 ml every 6 hours.

Do not exceed the dosage of 4 doses (20 ml) in 24 hours.
Children between 1 year to 6 years of age: dosage will be
determined according to the doctor’s instruction.

This medicine is not intended for infants under 1 year of age.
Do not exceed the recommended dosage.

If there is no improvement in your condition within 7 days, refer
to your doctor.

If you forget to take this medicine at the specified time, take
the dose as soon as you remember, but never take a double
dose.

Attention: Syrup: Take care to measure the dose using a
measuring spoon, special measuring cup, dropper etc.
The enclosed measuring cup is not suitable for measuring the
dose for children under 2 years of age. Consult your pharmacist
in order to choose an appropriate measuring device.
Directions for use: Tablets: Swallow with a small amount of
water. Do not halve or crush the tablets.

Avoid poisoning! This medicine, and all other medicines,

must be stored in a safe place out of the reach of children

and/or infants, to avoid poisoning. If you have taken an overdose,

or if a child has accidentally swallowed the medicine, proceed

immediately to a hospital emergency room and bring the

package of the medicine with you.

Do not induce vomiting unless explicitly instructed to do so by

a doctor!

Do not take medicines in the dark! Check the label and the

dose each time you take your medicine. Wear glasses if you

need them.

Storage:

Tablets: Store in a dark and cool place between 15°C-30°C.

Syrup: Store in a dark and cool place below 25°C.

Even if kept in their original container and stored as

recommended, medicines may be kept for a limited period

only. Please note the expiry date of the medicine! In case of

doubt, consult the pharmacist who dispensed the medicine to

you. Do not store different medications in the same package.

License number: Sinufed Tablets: 030-06-25464-00
Sinufed Syrup:  118-91-29978-00

The format of this leaflet was determined by the Ministry of

Health and its content was checked and approved by it
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