Patient Information Leaflet (PIL)
Isofen 100 mg/5ml Suspension
(Ibuprofen)

Read all of this leaflet carefully before you start taking this medicine. This medicine is
available without a prescription for children over 6 months and in children under 6 months it
is according to doctor's prescription only 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

- You must refer to a doctor if the signs of the illness (symptoms) worsen or do not improve
after 24 hours in infants between 3-6 months of age, or after 3 days in 6-months-old or older
children

- This medicine is intended for most infants over the age of 3 months, children, and adults

- You must refer to a doctor if your child is taking more than 75 mg of aspirin a day, or if
your child is developing a rash, breathing difficulties, diarrhea, or increased fatigue.

In this leaflet:

1.What Isofen is and what it is used for

2.What you need to know before you take Isofen
3.How to take Isofen

4.Possible side effects

5.How to store Isofen

6.Contents of the pack and other further information.

1. What Isofen is and what it is used for
Ibuprofen is a non-steroidal anti-inflammatory drug (NSAID)

Isofen is used for reduction of fever and relief of mild to moderate pain, for infants and children
between 3 months to 12 years of age (weighing about 40 Kg).

2. Before you take Isofen:

Do not use Isofen if:

® You or your child are hypersensitive to ibuprofen or to any of the additional ingredients this
medicine contains

¢ You or your child have had allergic reactions (such as asthma, runny nose (rhinitis), swelling of
the lower layer of skin (angioedema) or hives (urticaria) after taking ibuprofen, acetylsalicylic acid
(aspirin) or any other medicine from the non-steroidal anti-inflammatory group (NSAIDs)

e You or your child have (or you or your child have had) peptic ulcer or gastric bleeding (two
separate confirmed incidents or more of perforation or bleeding)

¢ You or your child have suffered in the past from gastrointestinal hemorrhage or perforation as a
result of taking non-steroidal anti-inflammatory drugs (NSAIDs)



¢ You or your child have severe liver, kidney or heart failure
¢ You are in the last three months of pregnancy.

Take special care with Isofen. Tell your doctor or pharmacists before you take or give Isofen

to your child if:

¢ You or your child suffer or have suffered from hypertension, heart problems or stroke, since there
is a slight increase in the risk of heart problems when using ibuprofen

e You or your child suffer from a risk factor for heart problems, such as diabetes or high cholesterol

¢ You or your child suffer from asthma or an allergic disease of the lungs

¢ You or your child suffer or have suffered from liver, kidney, heart or bowel problems

e You or your child suffer from dehydration, since there is a risk of kidney problems

¢ You or your child suffer from systemic lupus erythematosus (SLE, an autoimmune disease) or
from a similar disease

¢ You or your child suffer from an inflammatory bowel disease such as Crohn's disease or
inflammation of the colon (ulcerative colitis)

¢ You or your child suffer from chickenpox (varicella) .It is recommended to avoid using Isofen
when the patient has chickenpox.

Warnings & Precautions:

The following warnings refer mainly to the use of this medicine in adults. In any case, they should

be taken into consideration before taking or administering this medicine:

e There might be a connection between medicines like Isofen and a slight increase in the risk of
heart attack (myocardial infarction) or stroke. The probability of this risk will increase in a case of
prolonged treatment and when taking high dosages. Do not exceed the recommended dose or
duration of treatment

e [f you have heart problems, have undergone a stroke or you think you are at risk of these
conditions (for example, if you have high blood pressure, diabetes or high cholesterol, or if you
smoke), talk to a doctor or pharmacist.

Refer to a doctor immediately if:

¢ Your child’s symptoms worsen or do not subside quickly

¢ You are not sure what is your child's illness or the illness is accompanied by a rash, breathing
difficulties, diarrhea, or increased fatigue.

Taking other medicines, herbal or dietary supplements:

If you or your child 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. This is especially important for the following drugs:

e Other medicines containing ibuprofen or other medicine from the non-steroidal anti-
inflammatory group, including those sold without a prescription

¢ Low doses of aspirin (up to 75 mg daily)

¢ Diuretics (for treatment of fluid retention)

¢ Anticoagulants (blood-thinners such as warfarin)

e Antihypertensives (such as: captopril, atenolol, losartan)

e Lithium (for mood disorders)

e Methotrexate (for psoriasis, arthritis and different types of cancer)
¢ Zidovudine (for HIV, the Human immunodeficiency Virus)

¢ Corticosteroids (anti-inflammatory medicine)

e Cardiac glycosides (for treatment of heart problems)



¢ Cyclosporine or tacrolimus (to prevent organ rejection after a transplant)
e Mifepristone (for pregnancy termination)

¢ Quinolone type antibiotics (for infections)

e Antidepressants from the SSRI group

¢ Antiplatelets such as: dipyridamole, clopidogrel

If you are unsure about the medicines your child is being treated with, show the medicine to a
doctor or a pharmacist.

Taking Isofen with food and drinks:
Patients with a sensitive stomach may take this medicine with or after a meal.

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

Pregnancy, breast-feeding and fertility:

eConsult a doctor before using this medicine during the first 6 months of pregnancy. Do not use
Isofen if you are in the last 3 months of pregnancy

eSeveral studies found very low concentrations of ibuprofen in breast milk, although it is unlikely
that such amounts would have an effect on the nursing baby

elbuprofen belongs to a group of medicines which may impair fertility in women. This condition is
reversible after discontinuing the use of the medicine. If taken occasionally, it is unlikely that this
medicine will affect your chances of getting pregnant. However, if you are having difficulties
getting pregnant, consult a doctor before using this medicine.

Elderly:
If you are an elderly, talk to a doctor before taking this medicine.

Driving and using machines:
Taken at the recommended dose and duration of treatment, this medicine has no effect on the ability
to drive or operate machines.

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

Isofen contains:

Glycerin: May cause headache, stomach upset and diarrhea

Methylparaben: May cause allergic reactions (possibly delayed)

Propylparaben: May cause allergic reactions (possibly delayed)

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

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

3. How to take Isofen

Always take Isofen exactly as your doctor has told you. You should check with your doctor or
pharmacist if you are not sure

Dosage:



e Follow the following table to see how much of the medicine you should use:

Dosage by weight
Weight (Kg) Dosage (ml) using measuring No. of times
syringe in 24 hours
Below 5 Kg According to doctor's prescription
5.0-54 2 3-4
5.5-8.1 2.5 3-4
8.2-10.9 3.75 3-4
11-15 5 34
16-21 7.5 3-4
22-26 10 3-4
27-32 12.5 3-4
33-43 15 3-4
Dosage by age
Age (Years) Dosage (ml) using No. of times
measuring syringe in 24 hours
3-6 months According to doctor's prescription

6-11 months 2.5 3-4
12-23 months 3.75 3-4
2-3 5 3-4
4-5 7.5 3-4
6-8 10 3-4
9-10 12.5 3-4
11-12 15 3-4

¢ The weight of children of the same age differs significantly, therefore, you should make an effort
to determine the weight of the child and administer the dosage according to the dosage chart by
weight. Only if you cannot verify the weight of the child, should the dosage be determined
according to the dosage chart by age

¢ Do not administer this medicine to infants below the age of 3 months or to infants who weigh less
than 5 kg, unless instructed by the doctor

e The doses should be administered every 6-8 hours at intervals of at least 4 hours between doses.
Do not take more than the recommended dose in 24 hours

¢ Use in infants between 3-6 months of age is according to a doctor's prescription. Over the age of 6
month, the use is without a doctor's prescription

o If you know the weight of the child, administer the dosage as indicated in the dosage chart by
weight. Only if the child's weight is unknown, the dosage will be determined by the dosage chart
by age

Do not exceed the recommended dose.

Instructions for proper use:

eFor short term use only

eDo not administer this medicine to infants between 3-6 months of age for more than 24
hours and to infants over 6 months of age for more than 3 days

e Shake the bottle well before use

e For patients with sensitive stomach the medicine can be taken with or after food.



If you or your child have taken more Isofen than you should or if a child has accidentally
swallowed this medicine:

Proceed immediately to a doctor or to the nearest hospital and seek medical advice on the risk
involved and course of action. Symptoms may include nausea, abdominal pain, vomiting (there may
be a small amount of blood), headache, ringing in the ears, confusion and jerky eye movement

In high doses, drowsiness, chest pain, severe palpitations, loss of consciousness, convulsions
(especially in children), weakness and dizziness, blood in the urine, cold sensation in the body, and
breathing problems have been reported.

If you forget to take Isofen:

If you forgot to administer or take this medicine at the set time, administer or take the next dose as
required, providing at least 4 hours have passed since the previous dose was taken. Do not
administer or take a double dose

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

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

» The most common side effect is gastric irritation which can cause problems such as indigestion
and heartburn

» Stop administering this medicine and seek immediate medical help in case of:

¢ Blood in the stools

e Black tar-like stools

¢ Vomiting blood or dark particles that look like coffee grounds

¢ Unexplained wheezing, asthma, shortness of breath, skin rash (might be severe and accompanied by
blisters or skin peeling), itching or appearance of bruises, severe skin reactions including Stevens—
Johnson syndrome, rapid heart rate, fluid retention (swollen ankles or decrease in amount of urine)

o Stiff neck, headache, nausea, vomiting, fever and disorientation

e Swelling of the face, tongue or throat (these can be signs of severe allergic reactions)

e Severe skin reaction known as DRESS syndrome (Drug Reaction with Eosinophilia and Systemic
Symptoms). DRESS symptoms include: skin rash, fever, swelling of the lymph nodes and an
increase in the number of eosinophils (a type of white blood cell)

> Stop use of this medicine and refer to a physician in case of:

¢ Unexplained abdominal pain, indigestion, heartburn, nausea or vomiting

¢ Yellowing of the eyes, pale stool and dark urine (these can be signs of kidney or liver problems)

e Severe sore throat accompanied by high fever

¢ Unexplained bruising or bleeding, fatigue, contracting more infections than usual such as mouth
ulcers, colds, sore throat, fever (these can be signs of anemia or other blood disorders)

> Additional side effects:
e Uncommon side effects:
Headache

e Rare side effects:



Diarrhoea, flatulence or constipation. Tell the doctor if these side effects last several days or are
bothersome to you or your child

e Very rare side effects:

- Kidney or liver problems may occur when using ibuprofen

- Stroke or heart problems may occur when using ibuprofen. The likelihood of this is low at the
dosage level administered to children

- Worsening of inflammation of the colon (colitis) and Crohn's disease

- Hypertension

- Peptic ulcer, gastric bleeding, inflammation of the gastric mucosa

e Side effects with unknown frequency:
In rare cases, severe skin and soft tissue infections have occurred during chickenpox (Varicella)

Reporting of side effects:

e [f 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) 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 Isofen

e Keep out of the reach and sight of children

o Store this medicine at temperature between 15-30 °C

¢ Do not refrigerate

¢ Do not use the product after 18 months from opening the bottle

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

e 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 Isofen contains:
The active ingredient is Ibuprofen 100 mg/5ml of medicine.

What Isofen looks like and contents of the pack:

e [sofen Suspension (Orange flavor) is a thick homogeneous orange suspension with an orange
odor & sweet orange/mandarin taste. It is available in 100 ml & 60 ml PET amber plastic bottle
with a child proof cap

e [sofen Suspension (Cherry Apricot flavor) is a thick homogeneous pink suspension with a cherry
apricot odor & taste. It is available in 100 ml & 60 ml PET amber plastic bottle with a child
proof cap

e [sofen Suspension (Grape flavor) is a thick homogeneous burgundy suspension with a grape odor
& taste. It is available in 100 ml & 60 ml PET amber plastic bottle with a child proof cap.

Marketing Authorisation Holder
Product Licence held by Beit Jala Pharmaceutical Company


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

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 in March 2022, version number 1405236-1.
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