Patient Information Leaflet (PIL)
Paramol Infant Drops
(Paracetamol)

Read all of this leaflet carefully before you start using this medicine. This medicine is
available without a prescription for you to treat minor conditions without a doctor's help.
Nevertheless, you still need to use your medicine carefully to get the best results.

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

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

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

- 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.

In this leaflet:

1. What Paramol Infant is and what it is used for
2. Before you take Paramol Infant

3. How to take Paramol Infant

4. Possible side effects

5. How to store Paramol Infant

6. Further information.

1. What Paramol Infant is and what it is used for
Paramol Infant contains paracetamol which is an analgesic and antipyretic

Paramol Infant is used for:

e The fast effective temporary relief of pain and discomfort associated with:
- Immunization

- Earache

- Cold & flu symptoms

- Teething

- Headache

e Fever reduction

2. Before you take Paramol Infant

Do not give Paramol Infant to your child:

o If he has an allergy to paracetamol or to any of the other ingredients of this medicine

o If he is taking any other prescription or non-prescription medicines containing paracetamol
o If he is under one month of age

Take special care with Paramol Infant. Tell your doctor or pharmacists before you give

Paramol Infant to your child:

o If he has liver or kidney disease

e If he is underweight or malnourished

o If he has a severe infection as this may increase the risk of metabolic acidosis. Signs of
metabolic acidosis include:

-Deep, rapid ,difficult breathing

-Felling sick (nausea),being sick (vomiting)

-Loss of appetite.



Taking other medicines, herbal or dietary supplements

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine inform your physician in order to prevent hazards or lack of efficacy resulting
from drug interactions including medicines obtained without a prescription. This is especially
important for the following drugs: Warfarin, Metoclopramide, Medicines used to treat epilepsy
or fits, Chloramphenicol, Alcohol, Probenicide, Cholestyramine, Antidepressants, Narcotic
analgesics.

Children & adolescents
Not for use by babies under one month of age.

Driving and using machines
There are no known effects on driving or using machines.

Important information about some of the ingredients of Paramol Infant that may have
undesirable effects on some patients:

Paramol Infant contains:

Glycerin: May cause headache, stomach upset and diarrhea

Methylparaben & Propylparaben: May cause allergic reactions (possibly delayed).

3. How to take Paramol Infant
For oral use

Dosage and instructions for proper use

¢ Shake the bottle well before use

e Measure the correct dose based on the table below

¢ Use the dosing device (syringe) provided to accurately measure the dose

e Calculate the correct dose based on the child's weight. If weight is unknown, use the child's age

Age Average weight Dose
1-3 Months 4-6 Kg 0.6-0.9 ml
3-6 Months 6-8 Kg 0.9-1.2ml
6-12 Months 8-10 Kg 1.2-1.5ml
1-2 Years 10-12 Kg 1.5-1.8 ml

o Repeat every 4-6 hours if required (maximum 4 times within 24 hours)

¢ Only give Paramol Infant to children for up to 48 hours, unless a doctor has told you to give it
for longer

e Paramol Infant may be given in water or fruit juice if preferred by your child

¢ Use only the minimum effective dose to relieve your child's symptoms.

¢ Seek medical advice before giving to children under six months of age

e Talk to your pharmacist or doctor If your child's symptoms do not improve

¢ Do not give more than the recommended dose unless the doctor tells you to

¢ Do not give Paramol Infant to treat any other complaints unless your pharmacist or doctor tells
you to

e After using Paramol Infant:
- Hand wash the dosing device
- Wipe the neck of the bottle clean
- Push the cap down and turn it to close cap tightly, then turn backwards until you hear clicking
sounds.



If your child took more Paramol Infant than he should

If your child took more Paramol Infant than he should, or if children have taken a medicine by
accident, always contact a doctor or nearest hospital to get an opinion of the risk and advice on
action to be taken.

If you forget to give Paramol Infant

If you forget to give Paramol Infant to your child, do not give a double dose to make up for a
forgotten dose. If you forget to give a dose, give it as soon as you remember it and then give the
next dose at least 6 hours later.

If you have any further questions on the use of this product, ask your doctor or
pharmacist.

4. Possible side effects
Like all medicines, Paramol Infant can cause side effects, although not everybody gets them

Stop giving the medicine and tell your pharmacist or doctor immediately if your child
experiences:

e Shortness of breath

e Wheezing or difficulty breathing

o Swelling of the face, lips, tongue, throat or other parts of the body

e Rash, peeling, itching, hives on the skin or mouth ulcers

e Unexplained bruising or bleeding

Reporting of side effects:

e 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

e To report any side effect(s) to ministry of health directly fill the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar and to the marketing
authorization holder website: http://www.beitjalapharma.com/index.php/en-gb/reports/.

5. How to store Paramol Infant

e Keep out of the reach and sight of children

e Store this medicine in its original package at temperature below 25 °C

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

¢ Do not use Paramol Infant after the expiry date which is stated on the carton. The expiry date
refers to the last day of that month

¢ Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist
how to dispose of medicines no longer required. These measures will help to protect the
environment.

6. Contents of the pack & other further information
What Paramol Infant contains
Paramol Infant Drops contains 100 mg/ml Paracetamol.

What Paramol Infant looks like and contents of the pack
Paramol Infant is a clear colorless viscous solution with cherry-apricot odor & taste. It is available
in a 20 ml amber glass bottle with a child proof cap & a graduated syringe with plunger.


https://www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com/index.php/en-gb/reports/

Marketing Authorisation Holder

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

Manufacturing company

B

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

This leaflet was last revised on January 2023, version number 1405240-0


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