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Beit Jala Pharmaceutical Co.

Patient Information leaflet (PIL)
Paramol Extra® 250 mg/5 ml Suspension
Paracetamol

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

dispensed without a doctor’s prescription to treat minor conditions.

The medicine is intended for children, but in children below the age of 3 years, consult doctor

before use. Nevertheless, you still need to use your medicine carefully to get the best results.

e Keep this leaflet. You may need to read it again.

e If you have any further questions, ask your doctor or pharmacist.

e This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

o If any of the side effects get serious, talk to your doctor or pharmacist. This includes any possible
side effects not listed in this leaflet.

e Refer to a doctor if the fever persists for more than 3 days or if the symptoms do not pass
within 5 days despite use of the medicine.

e The medicine is intened for children and can also be taken by adults. The information in this
leaflet is intended for children and adults taking this medicine.

In this leaflet:

1. What Paramol Extra is and what it is used for

2. Before you give Paramol Extra to your child

3. How to give Paramol Extra to your child

4. Possible side effects

5. How to store Paramol Extra

6. Contents of the pack and other further information.

|

. What Paramol Extra is and what it is used for

Therapeutic Activity:
Analgesic and antipyretic.

Indications:
This medicine is intended to relieve pain and reduce fever.

2. Before you give Paramol Extra to your child

Don’t use this medicine if: there is known sensitivity to paracetamol or any of the other
ingredients of Paramol Extra (see Section 2 " Important information about some of the
ingredients™).

Special warning regarding use of the medicine:

e If you have developed skin side effects in the past as a result of taking preparations
containing paracetamol, do not take preparations containing paracetamol, so that sever skin
effects will not recur.

e If you or your child are sensitive to any food or medicine, inform the doctor before taking
the medicine.




The preparation contains paracetamol which may cause liver damage when:
o Given at a dosage higher than recommended or for prolonged period.

o Consuming alcoholic beverages during the course of treatment.

o Taking additional medicines which affect liver function.

e Do not use this medicine often without consulting a doctor.

e Do not take additional fever reducers and pain relievers or cold medicines without
consulting a doctor or pharmacist, to prevent paracetamol overdose/poisoning.

e Avoid taking a high dosage of this medicine (even within the recommended dosing limit)
when fasting.

A\ Consult a doctor before commencing treatment if you, or your child, are suffering, or
have suffered in the past, from:

* impaired liver function

« impaired kidney function

* Alcoholism

* jaundice

A If you are taking, or have recently taken, other medicines, including non-prescription
medicines and food supplements and vitamins, tell the doctor or pharmacist. In particular,
inform the doctor or pharmacist if you are taking a medicine from the following groups or
if you have just finished treatment with the medicine:

* Phenytoin, carbamazepine (for treatment of epilepsy)

* Anticoagulants

» Medicines which accelerate production of enzymes in the liver (e.g., barbiturates)

* Non-steroidal anti-inflammatory preparations

» Metoclopramide or Domperidone (to treat nausea, vomiting and other digestive problems)

« Antibiotics (e.g., rifampicin or chloramphenicol)

* Probenecid (to treat gout)

* Cholestyramine (to reduce excess blood lipids)

» Do not take this medicine together with other paracetamol-containing preparations

AUse of paracetamol and alcohol consumption
During the course of treatment with paracetamol, do not consume alcohol due to increased risk
of liver damage.

APregnancy and breastfeeding
If you are pregnant or breastfeeding, consult a doctor before starting use of this medicine.

AUse in children

Consult the doctor when using this medicine in children below the age of 3 years.

Parents must report to the attending doctor of any side effects as well as any additional medicine
being given to the child.

A\ Important information about some of the ingredients of Paramol Extra that may have
undesirable effects on some patients:
Paramol Extra contains:
e Glycerin: May cause headache, stomach upset and diarrhea.
e Sorbitol: Sorbitol is a source of fructose. If your doctor has told you that you (or your
child) have an intolerance to some sugars or if you have been diagnosed with hereditary




fructose intolerance (HFI), a rare genetic disorder in which a person cannot break down
fructose, talk to your doctor before you (or your child) take or receive this medicine.

e Sucrose: If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicinal product.

e Methylparaben: May cause allergic reactions (possibly delayed).

3. How to give Paramol Extra to your child

Check with the doctor or pharmacist if you are uncertain as to how to use this medicine.
The usual dosage unless otherwise instructed by the doctor:

Children:

Find the suitable dosage in the following tables.

v Ifyou know the child’s weight — give the dosage as shown in the weight table indicating
dosage according to weight.

v’ Only if the child’s weight is not known — the dosage will be determined according to
age, as shown in the age table indicating dosage according to the child’s age.

Weight table for Paramol Extra ® 250 mg/5 ml:

Child's Dose Number of maximum
weight in ml daily doses
3 Kg 0.9 Up to 5 times per day
4 Kg 1.2 Up to 5 times per day
5 Kg 1.5 Up to 5 times per day
6 Kg 1.8 Up to 5 times per day
7 Kg 2.1 Up to 5 times per day
8 Kg 2.4 Up to 5 times per day
9 Kg 2.7 Up to 5 times per day
10 Kg 3.0 Up to 5 times per day
11 Kg 3.3 Up to 5 times per day
12 Kg 3.6 Up to 5 times per day
13 Kg 3.9 Up to 5 times per day
14 Kg 4.2 Up to 5 times per day
15 Kg 4.5 Up to 5 times per day
16 Kg 4.8 Up to 5 times per day
17 Kg 5.1 Up to 5 times per day
18 Kg 5.4 Up to 5 times per day
19 Kg 5.7 Up to 5 times per day
20 Kg 6 Up to 5 times per day
21 Kg 6.3 Up to 5 times per day
22 Kg 6.6 Up to 5 times per day
23 Kg 6.9 Up to 5 times per day
24 Kg 7.2 Up to 5 times per day
25 Kg 7.5 Up to 5 times per day
26 Kg 7.8 Up to 5 times per day
27 Kg 8.1 Up to 5 times per day
28 Kg 8.4 Up to 5 times per day
29 Kg 8.7 Up to 5 times per day
30 Kg 9 Up to 5 times per day




Age table for Paramol Extra ® 250 mqg/5 ml:

Children of identical ages can be of significantly different weights. Therefore, make an
effort to find out the child’s weight and to determine the dosage according to the weight
table. Only if it is not possible to find out the child’s weight the dosage can be determined
according to this table.

Child's Dose Number of maximum

age in ml daily doses

0-3 months 0.8 Up to 5 times per day

4-11 months 1.6 Up to 5 times per day

12-23 months 2.4 Up to 5 times per day
2-3 years 3.2 Up to 5 times per day
4-5 years 4.8 Up to 5 times per day
6-8 years 6.4 Up to 5 times per day
9-10 years 8 Up to 5 times per day
11 years 9.6 Up to 5 times per day

o Do not exceed the recommended dose or the number of maximum daily doses.
o Take/administer the doses at intervals of at least 4 hours.

Children 12 years of age and above:
10 ml every 4-5 hours, as needed. Do not exceed the recommended dose.

Adults:
10 ml every 4-5 hours, as needed. Do not exceed 4 grams (present in 80 ml of the suspension) of
paracetamol within 24 hours.

o Refer to a doctor if the fever persists for more than 3 days or if the symptoms do not
pass within 5 days despite use of the medicine.

o If you or your child took an overdose or if a child accidentally swallowed the
medicine, immediately refer to a doctor or to a hospital emergency room and bring the
package of the medicine with you. Even if you feel well, immediate treatment is
essential, due to the risk of developing severe liver damage. Overdosing may cause the
following symptoms: nausea, vomiting, diarrhea, loss of appetite, abdominal pains,
flatulence, pain or tenderness in the upper abdomen, and they may not reflect the severity
of the liver damage.

o Do not take medicines in the dark! Check the label and the dose each time you take
medicine. Wear glasses if you need them.

o Itis important to shake the bottle for at least 10 seconds before use.
If you forget to give this medicine:

If you miss a dose give it as soon as you remember and take any remaining doses for that day at
evenly spaced times. Do not give a double dose to make up for the missed dose.

o If you have any further questions about the use if this medicine, ask your
physician or pharmacist.



4. Possible Side Effects
As with any medicine, use of Paramol Extra® 250 mg/5 ml may cause side effects, such as
dizziness, in some users. Do not be alarmed when reading the list of side effects. You may not
suffer from any of them.

Severe side effects
Discontinue treatment and refer to a doctor immediately:
« If allergic reactions occur, such as, rash and itching, swelling of the face, lips, tongue, throat,
that can cause difficulty breathing or swallowing, swelling of the limbs.
« Paracetamol may, in rare cases, cause the appearance of severe skin diseases, whose signs can
be: redness, rash, blisters, widespread skin damage.

v’ Severe skin side effects may appear even if in the past you have taken preparations

containing the active ingredient paracetamol and did not suffer from side effects.

v’ If skin side effects appear, discontinue treatment and refer to a doctor immediately.
« If signs of changes in the blood system occur, such as: bleeding, bruises, developing infections
more easily.

Reporting of side effects

% 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.

% To report any side effect(s) directly to ministry of health, using the on-line
reporting form at the following link:
https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site

https://www.beitjalapharma.com

5. How to store Paramol Extra

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

e Store this medicine in the original container at temperature between 15-30°C, protect
from light.

¢ Do not use the product after 6 months from opening the bottle.

¢ Do not take this medicine after the expiry date shown on the carton. The expiry date
refers to the last day of that month.

¢ Do not throw away any medicines via waste water or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack & other further information

What Paramol Extra contains:
The active substance is Paracetamol 250mg/5ml.

What Paramol Extra looks like and contents of the pack:

Paramol Extra Suspension (Orange flavor) is a thick orange suspension with orange odor and
taste. It is available in an amber PET plastic bottle of 100 ml suspension with white child resistant
closure.

Paramol Extra Suspension (Cherry Apricot flavor) is a thick homogeneous pink suspension with a
cherry apricot odor & taste. It is available in an amber PET plastic bottle of 100 ml suspension
with white child resistant closure.



https://www.pharmacy.moh.ps/index/Form/Language/ar
https://www.beitjalapharma.com/

Paramol Extra Suspension (Grape flavor) is a thick homogeneous burgundy suspension with a
grape odor & taste. It is available in an amber PET plastic bottle of 100 ml suspension with white
child resistant closure.

Marketing authorization holder and manufacturer:
Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

The information provided applies only to Paramol Extra Suspension.
This leaflet was last revised in July 2021, version number 1405130-2


http://www.beitjalapharma.com/
http://www.beitjalapharma.com/
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