DEXAMOL?®, Caplets
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Patient package insert according fo Pharmacists’ Regulations {Preparations), 1986.

Carefully read the entire package insert before using this medication,

Composition:

Each caplet contains; Paracetamol 500 mg.

List of inactive ingredients:

Povidone, Croscarmellose sodium, Magnesium stearate.

Coating: Hypromeliose, Magrogol, Titanium dioxide, Camauba wax, Pigments
E-104, E-110.

Indications:
Dexamol is intended for the relief of pain and fever of different etiologies, such
as headache, toothache, coid, influenza, rheumatic pain and dysmenorrhea.

When shouid this medicine not be used?

Do not use this medicine If you are aware of any hypersensitivity 1o one of its
ingredients.

Do not use this medicine without consulting your physician before beginning
treatment:

It you are pregnant or breastfeeding.

¥ you suffer, or have suffered in the past from dysfunction of the Sver, the kidneyfurinary
tract, from alcoholism or jaundice.

Warnings:

Do not use this medicine frequently without consuiting your physician (also see
below - "Dosage").

Inform your physician if you are aware of any sensitivities to foods or drugs before
{aking this medicine,

Avoid exceeding the recommended dosage i you consume aicohol or while fasting.
Paracetamo! may cause damage to tha lver i the following cases: when
administerad al & dosage higher than the recommended one, when administered
for extended periods, when consuming alcohelic beverages during the treatment
period, when taking additional medicines that affect the function of the liver,

Do not take additional medicines for reduction of fever and relief of pain, or other
cold medicines, without consuiting your physician or pharmacist, in order to avoid
paracetamol overdose/toxicily.

Drug interactions:

i you are taking other madicines concurrently, or have just completed treatment
wih ancther medicine, inform your physiciah in order o prevent hazards o inefficacy
arising from drug interactions, partisularly if you are using: anticoagulants, drugs
thal increase iver erzyme activity such as barbiturates, phenytoin or carbamazepine
(used-mainly for epllepsy, seizures, psycma:nc problems) rifampicin {antibictics),
aspirin or cther salicylates, other analgesics or antipyretics as well s non-steroidal
anti-infiammatory drugs, metoclopramide or domperidone (used to treat nausea,
vorgttlng liand other stomach problems), cholestyramine {used to treat high blood
lipid fevels

Do not ta%czz this medicine with any other paracetamol containing products.

Side gffects:
in addition to the desired effect of the medicine, some side effects may appear
duting treatment,
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Side effects requizing special attention:

Signs of allergy (such as: rash, skin irritation) - (rare): discontinue treatment and
contact your physician.

Side effec are gensral d by averdose and reguire special attention:
Diarrhea, increased sweating, loss of appetite, nausea or vomiting, stomach
cramps o pain, sweliing, pain or tendermess in the upper abdemen. Discontinue
sreaimerd and contact your physician.

if you experience side effects not mentionsd in this insert, or i you fee! any change
in your generat health, contact your physician immediately.

Side effects and drug Interactions in children and infants:
Parenis should report to the physiclan any side effect and also any additional
medicine taken by the chii See above mentioned side effects and drug interactions.

Dosage:

Uniess otherwise directed by the physician, the recommended dosage is:
Adults: 1-2 caplets every 4-6 hours as needed. Do not exceed 8 capiets per 24
houss.

Chiidren aged 6-8 years: 11z caplet every 4-6 hours as needed. Do not exceed
3 caplets (1.5 grams) per 24 hours.

Children aged 9-12 years: ¥z-1 caplet every 4-6 hours as needed, Do net exceed
4 caplets (2 grams) per 24 hours.

This medicine s usually notintended for infants and chiidren under 6 years old.
Consuit your physician in the following cases: If fever lasts for more than 3 days
or gets worse; if the pain gets worse or lasts for more than 8 days; if the palniul
area Is red or swollen; If the sore throat is very painful, lasts for more than 2 days,
or is accompanied by fever, headache, skin rash, nausea arwl/or vomiting: or in
any case that new symptoms oceur.

Direvtions for use:
The caplet may be halvedicrushed! This medicing should be taken with water.
This medicine may be taken with food.

Avold poisoningt

This medicine, and any other medicing should be kept in a closed plage cut of
the reach of children and/or infants {o avoid polsoning.

If you took an overdose, or if accidentally, a child swallowed this medicine, refer
immediately to & hospital emergency room and take the medicine package with
you even if you feel well, because of the risk of liver damage.

Do not induge vomiting without being Instructed by a physician!

Medicinies, t be taken | Chesk the labet and the dose every
time you take this medicine. Wear glasses if you need them.

Storage:

Store in a cool and dry place. Drugs retain their potency for a limited period only,
sven if kept in thelr recemmended storage conditions. Flease nole the expiry date
stated on the package. if in doubt, consult with the dispersing pharmagist,

Do not store different medicines in the same container!

Registration number of the drug: 039 64 25921 0G.

The format of this ieaflet was determined by the Ministry of Health {MOH) and its
cortert was checked and approved by the MOH.
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