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IBUFEN 600, Caplets
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Each caplet contains Ibuprofen 600 mg.
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For the relief of mild to moderate pain such as headache, toothache, primary
dysmenorrhea, backache, muscular pain.
Anti-inflammatory and analgesic in arthritis and osteoarthritis.
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4.3 Contraindications

[...]
e Known hypersensitivity reactions (e.g. bronchospasm, asthma, rhinitis, urticaria or
angioedema) after taking aspirin (acetylsalicylic acid) or other nonsteroidal anti-
inflammatory drugs (NSAIDSs) in the past.

[.]

e Severe dehydration (caused by e.g. vomiting, diarrhoea or insufficient consumption of liquid

[.]

4.4  Special warnings and precautions for use

[.]

An especially careful medical supervision is necessary

[...]
e With dehydration.

[.]

Adolescents
There is a risk of renal impairment in dehydrated adolescents.

4.5 Interaction with other medicinal products and other forms of interaction

[...]
CYP2C9 inhibitors




Concomitant use of ibuprofen and CYP2C9 inhibitors may increase exposure to

ibuprofen (CYP2C9 substrate). In a study involving voriconazole and fluconazole (CYP2C9
inhibitors), the exposure was approximately 80-100% higher compared to (S)-(+)-lbuprofen.
Reducing the ibuprofen dose should be considered when potent CYP2C9 inhibitors are used
concomitantly, especially if high doses of ibuprofen are administered with either voriconazole
or fluconazole.

Ginkgo biloba
Ginkgo biloba may increase the NSAID-related risk of haemorrhage.

[..]

4.8  Undesirable effects
[...]
Blood and lymphatic system disorders
Very rare: abnormal blood formation (anaemia, leukopenia, thrombocytopenia, pancytopenia,
agranulocytosis).

Early signs may be: fever, sore throat, superficial lesions in the mouth, flue-like symptoms,
strong exhaustion, nosebleed and ecchymosis.

In these cases, the patient should be instructed to immediately withdraw Ibufen 600, to avoid
any self-medication using painkillers or fever-reducing medicines and to consult a physician.
[...]

Eye disorders
Uncommon: visual impairment. In this case, the patient must be instructed to immediately

consult a doctor and to stop taking Ibufen 600.

Ear and labyrinth disorders
Very rare: tinnitus, hearing loss.

[.]

49 Overdose

a) Symptoms of intoxication
Possible symptoms are: nausea, stomachache, vomiting (possibly with blood), headache,
tinnitus, confusion, nystagmus, asthenia, dizziness, somnolence, drowsiness,
unconsciousness and seizures (especially in children also myoclonic seizures). Furthermore,
gastrointestinal bleeding and liver or kidneys impairment are possible. In serious poisoning
metabolic acidosis may occur.
Hypotension, respiratory depression and cyanosis have also been reported.
[..]
5.3  Preclinical safety data

[..]

Ibuprofen poses a risk to the biocoenosis in surface waters.
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