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For the relief of pain associated with headache, toothache, backache, muscular and
menstrual pains.

Antipyretic.

Anti-inflammatory for rheumatic diseases.

For the treatment of pain associated with migraine.
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Contraindications .4.3 gwo
Cerebrovascular bleeding, other active bleeding, or haematological disease.
Special warnings and precautions for use .4.4 gio

Dermatological:

Severe skin reactions, some of them fatal, including exfoliative dermatitis, Stevens-
Johnson syndrome and toxic epidermal necrolysis, have been reported very rarely in
association with the use of NSAIDs (see section 4.8). Patients appear to be at highest risk
for these reactions early in the course of therapy, the onset of the reaction occurring in the
majority of cases within the first month of treatment. Acute generalised exanthematous
pustulosis (AGEP) has been reported in relation to ibuprofen-containing products.

The pharmacological activity of ibuprofen may reduce fever and inflammation, thus
diminishing their utility as diagnostic signs in detecting underlying conditions.

Interactions with other medicinal products and other forms of interaction .4.5 o

Ibuprofen should be used with caution in combination with:
When taking anticoagulants it should be taken into account that long-term use of ibuprofen
may increase the risk of bleeding.

Cardiac glycosides: Ibuprofen may increase serum digitalis concentrations. Serum
digitalis concentrations should therefore be monitored in patients with decreased renal
function or congestive heart failure.

Lithium: Increases in serum lithium concentrations following administration of ibuprofen
may be clinically significant.

Methotrexate: Concomitant administration of ibuprofen with moderate and high doses of
methotrexate may lead to serious and fatal methotrexate toxicity. Patients with reduced
renal function may be at additional risk of toxicity from the combination even when low
doses of methotrexate (< 20 mg/week) are used.
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Phenytoin: Ibuprofen may increase pharmacologically active free phenytoin. Patients
taking ibuprofen for long-term use should be monitored.

Antacids: Certain antacids may increase the gastrointestinal absorption of ibuprofen. This
is considered to be of clinical relevance particularly during long-term use of ibuprofen.

Fertility, pregnancy and lactation 4.6 qwo

Pregnancy

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the
embryo/foetal development. Data from epidemiological studies suggest an increased risk
of miscarriage and of cardiac malformation and gastroschisis after use of a prostaglandin
synthesis inhibitor in early pregnancy. The absolute risk for cardiovascular malformation
was increased from less than 1%, up to approximately 1.5 %. The risk is believed to
increase with dose and duration of therapy. In animals, administration of a prostaglandin
synthesis inhibitor has been shown to result in increased pre- and post-implantation loss
and embryo-foetal lethality. In addition, increased incidences of various malformations,
including cardiovascular, have been reported in animals given a prostaglandin synthesis
inhibitor during the organogenetic period. During the first and second trimester of
pregnancy, ibuprofen should not be given unless clearly necessary. If ibuprofen is used by
a woman attempting to conceive, or during the first and second trimester of pregnancy, the
dose should be kept as low and duration of treatment as short as possible.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose
the foetus to:

- cardiopulmonary toxicity (with premature closure of the ductus arteriosus and pulmonary
hypertension)

renal dysfunction, which may progress to renal failure with oligo-hydroamniosis-

The mother and the neonate, at the end of pregnancy, to:

-possible prolongation of bleeding time, an anti-aggregating effect which may occur even
at very low doses.

-inhibition of uterine contractions resulting in delayed or prolonged labour.

Consequently, ibuprofen is contraindicated during the third trimester of pregnancy.

Undesirable effects 4.8 qwo

Nervous system nanipn nnn dizziness, cerebrovascular accident 'xi7n niysin nsoin
disorders

Gastrointestinal disorders nanipn nnn nY'm nyoInd gastritis 'Ri7n nysIn nooin
Skin and subcutaneous tissue disorder nnipN ANN NIXAN 'RI7N NIYOIN NO90IN

Drug reaction with eosinophilia and systemic symptoms (DRESS syndrome)
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Acute generalised exanthematous pustulosis (AGEP) nyoimni
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