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IBUPROFEN 75 & 150

Pediatric Suppository

Drug description:

Ibuprofen 75mg and 150mg are available as pediatric
suppository. The active ingredient is Ibuprofen. Each
suppository contains 75mg or 150mg Ibuprofen, only for
rectal use.

Category:

Non-steroidal anti-inflammatory drug (NSAID)

Indications:

Itis used in children for the symptomatic treatment of fever
and mild to moderate pain.

Contraindication:

You should NOT give Ibuprofen suppository to your child if
your child:

« Is allergic (hypersensitive) to ibuprofen or any of the other
ingredients of Ibuprofen suppository

« In the past developed asthmatic attacks, swelling of the
nasal mucosa or skin reactions after taking aspirin,
ibuprofen or other nonsteroidal anti-inflammatory drugs

* Has a blood count disorder

« Has a history of bleeding from the stomach or intestine
(e.g. gastric or intestinal perforation) caused by treatment
with nonsteroidal anti-inflammatory drugs

* Has bleeding from the brain vessels (cerebrovascular
hemorrhage) or other active bleeding

« Is suffering from or has suffered from active ulcers of the
stomach or duodenum, with at least two clearly identified
episodes of proven ulceration or bleeding

* Has serious liver or kidney problems

« Has congestive heart failure (insufficiency of the heart)

« Isyounger than 8 months or weighs less than 75 kilograms for
Ibuprofen 75mg and younger than 3 years or weighs less than 15
kilograms for Ibuprofen 150mg, since this product is not suited
for such patients due to its active substance.

« If you natice deterioration (allergic reactions, gastrointestinal
bleeding).

Warning and Precaution:

Talk to your doctor or pharmacist before taking Ibuprofen
suppository if your child:

« Has kidney or liver problems

* Has stomach or intestinal disorders (such as ulcerative
colitis or Crohn'’s disease)

* Has any problem with the rectum or anal area

* Has any problems with blood clotting or excessive bruising
* Has recently had major surgery

« Has allergies (e.g. skin reactions to other medicines, asthma,
hay fever)

+ Has asthma, chronic swelling of the mucous membranes
or chronic obstructive airways diseases

« Has congenital disturbance of porphyrin metabolism (e. g.
acute intermittent porphyria)

« Has certain diseases of the immune system (systemic lupus
erythematosus and mixed collagen disease) or serious skin
disease

« Has heart problems including heart failure, angina (chest
pain), or has had a heart attack, bypass surgery, peripheral
artery disease, or any kind of stroke

« Has high blood pressure, diabetes, high cholesterol

* Has a family history of heart disease or stroke

* |s dehydrated

« Is during chicken pox (varicella) it is advisable to avoid the
use of Ibuprofen suppository

Monitoring Parameters

In case of long-term treatment with Ibuprofen suppository,
liver and kidney function should be monitored and blood
counts should be carried out on a regular basis.

Drug Interaction:

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

Do not take or give Ibuprofen suppository in combination
with other NSAIDs.

Consult your doctor before use if your child is taking any of
the following medicines:

* Heparin,Furosemide, PhenytoinJacrolimus

« Clucocorticoids (e.g. hydrocortisone, prednisone, prednisolone,
Methylprednisolone, dexamethasone, betamethasone)

« Aminoglycosides (e.g. gentamicin, tobramycin, amikacin,
streptomycin, neomycin)

* Quinolones (e.g. ciprofloxacin, gemifloxacin, levofloxacin,
moxifloxacin)

* Some other medicines may also affect or be affected by the
treatment of Ibuprofen suppository. You should therefore always
seek the advice of your doctor or pharmacist before you use
Ibuprofen suppository with other medicines.

Dosage and Administration:

Always use Ibuprofen suppository exactly in accordance
with the instructions in this leaflet. You should check with
your doctor or pharmacist if you are not sure.

« If Ibuprofen suppository is required for three days or if

symptoms worsen, you should consult a doctor

« |buprofen suppository should always be used in accordance
with the doses specified in this leaflet.

« If you are unsure of your child’s illness or if it is accompanied
by arash, breathing difficulties, diarrhea or excessive tiredness,
speak to your doctor straight away.

« |buprofen suppository must not be taken by mouth.

« If your child needs to empty his/her bowels, make sure it is
done before you insert a suppository.

Remove the suppository from the foil.

The suppositories should be put deep into the rectum (back
passage). They may be warmed up in the hands or dipped
for a short time into warm water to improve their sliding
properties. Wash your hands before and after using
Ibuprofen suppository.

Unless otherwise prescribed by your doctor, the usual doses

are:
Maximum dose of

81012 1 suppository 3 suppositories
months 75t010kg (75m (225 mg daily)

g)
nths 1suppository 4 suppositories
: R

3to6 1suppository 3 suppositories
months 15t020kg (150 mg) (450 mg daily)

1 suppository 4 suppositories
fa | oo | MR |

If your child has used a single dose, you should wait for at
least 6 hours before using the medicinal product again.

Do not exceed the stated dose.

Please tell your doctor or pharmacist if you feel the effect of
Ibuprofen suppository is too strong or too weak.

If you give more Ibuprofen to your child than you should

If you have given your child more Ibuprofen than you should,
or if Ibuprofen has been taken by accident, always contact a
doctor or the nearest hospital to get an opinion of the risk
and advice on action to be taken.

The symptoms can include nausea, stomach pain, vomiting
(may be blood streaked), headache, ringing in the ears,
confusion and shaky eye movement.

At high doses, drowsiness, chest pain, palpitations, loss of
consciousness, convulsions, (mainly in children), weakness
and dizziness, blood in urine, cold body feeling and breathing
problems have been reported.

If you forget to give Ibuprofen to your child

Do not use a double dose to make up for the forgotten dose.
If you have any further questions on the use of this product,
ask your doctor or

Side effects:

Like all medicines, this medicine can cause side effects,
although not everybody gets them. It may cause:

« Common (1%c<incidence<10%): heartburn, nausea,
vomiting, flatulence, diarrhea or constipation, blood loss
from the gastrointestinal tract, local irritation at the
administration site.

» Uncommon (0.1%«<incidence<1%): headache, dizziness,
sleeplessness, agitation, irritability or fatigue, allergic
reactions with rash and itching as well as asthmatic attacks.
« Rare (0.01<incidence<0.1%): ringing in the ears (tinnitus).
Tell your doctor immediately and stop using Ibuprofen if
your child suffers from:

(which may occur very rarely)

« Severe hypersensitivity reactions, such as swelling of the
face, tongue and larynx with constriction of the airways,
respiratory distress, wheezing, worsening of asthma, rapid
heart rate and fall in blood pressure.

« Severe pain in the upper abdomen (stomach), blood-stained
stool and/or black coloration of the stool

« Skin reactions including rashes (erythema or redness) and
formation of blisters .

« Disturbances of the blood count The first signs may be:
fever, sore throat, inflammation or ulcers in the mouth,
flu-like symptoms, weariness or listlessness, skin bruising,
nosebleeds or other bleeding.

« Recurrence or aggravation of signs of an infection (e. g.
erythema (redness), swelling, overheating, pain, fever)
during treatment with Ibuprofen.

* Reduced amount of urine, accumulation of water in the
body (oedema) which may show as ankle swelling.
Storage:

Store below 30° C and protect from freezing.

Keep out of reach of children.
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