
IBUPROFEN 200 mg / 400 mg
film coated tablets

COMPOSITION
TROGE® IBUPROFEN 200 mg contains in each film coated tablet: 
Ibuprofen BP   200  mg
(Inactive Ingredients: Maize Starch, Colloidal Silicon Dioxide, Stearic Acid, Sodium Lauryl Sulphate, Talcum, Croscarmellose
Sodium, Opadry II Pink)

TROGE® IBUPROFEN 400 mg contains in each film coated tablet: 
Ibuprofen BP   400  mg
(Inactive Ingredients: Lactose Monohydrate, Maize Starch, Microcrystalline Cellulose, Colloidal Silicon Dioxide, Magnesium
Stearate, Sodium Lauryl Sulphate, Talcum, Croscarmellose Sodium,  Sodium Propyl Paraben, Polyvinylpyrrolidone, Hydrogenated
Castor Oil, Gelatin, Opadry II Pink)

PHARMACEUTICAL FORM
Tablets for oral administration.
Pink coloured film-coated tablets.

INDICATION
Ibuprofen is indicated for its analgesic and anti-inflammatory effects in the treatment of rheumatoid arthritis
(including juvenile rheumatoid arthritis or Still’s disease), ankylosing spondylitis, osteoarthritis and other non-
rheumatoid (seronegative) arthropathies.
In the treatment of non-articular rheumatic conditions, Ibuprofen is indicated in periarticular conditions such as
frozen shoulder (capsulitis), bursitis, tendonitis, tenosynovitis and low back pain; Ibuprofen can also be used in
soft tissue injuries such as sprains and strains.
Ibuprofen is also indicated for its analgesic effect in the relief of mild to moderate pain such as dysmenorrhoea,
dental and post-operative pain and for symptomatic relief of headache, including migraine headache.

DOSAGE AND ADMINISTRATION
Undesirable effects may be minimised by using the lowest effective dose for the shortest duration necessary to
control symptoms.
Adults
The recommended dosage of Ibuprofen is 1200-1800 mg daily in divided doses. Some patients can be
maintained on 600-1200 mg daily. In severe or acute conditions, it can be advantageous to increase the dosage
until the acute phase is brought under control, provided that the total daily dose does not exceed 2400 mg in
divided doses.
Children
The daily dosage of Ibuprofen is 20 mg/kg of body weight in 3-4 divided doses.
In juvenile rheumatoid arthritis, up to 40 mg/kg of body weight daily in divided doses may be taken.
Not recommended for children weighing less than 7 kg.
Elderly
No special dosage modifications are required unless renal or hepatic function is impaired, in which case dosage
should be assessed individually.

For oral administration.

CONTRAINDICATIONS
Patients with a history of, or active, peptic ulceration. Patients who have previously shown hypersensitivity
reactions (e.g. asthma, rhinitis or urticaria) in response to ibuprofen, aspirin or other NSAIDs.
Ibuprofen is contraindicated in patients with severe heart failure. Children under 12 years old.
TROGE® IBUPROFEN 400 mg contains Lactose monohydrate which is a milk sugar. Patients with rare
hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption
should not take this medicine.

PRECAUTIONS AND WARNINGS
Undesirable effects may be minimised by using the minimum effective dose for the shortest duration necessary
to control symptoms.
Caution is required if Ibuprofen is administered to patients suffering from, or with a previous history of,
bronchial asthma since ibuprofen has been reported to cause bronchospasm in such patients. Ibuprofen should
only be given with care to patients with a history of gastrointestinal disease.
Caution is required in patients with renal, hepatic or cardiac impairment since the use of NSAIDs may result in
deterioration of renal function. The dose should be kept as low as possible and renal function should be
monitored in these patients.
Ibuprofen should be given with care to patients with a history of heart failure or hypertension since oedema has
been reported in association with ibuprofen administration.
Cardiovascular and cerebrovascular effects
Appropriate monitoring and advice are required for patients with a history of hypertension and/or mild to
moderate congestive heart failure as fluid retention and oedema have been reported in association with NSAID
therapy.
Clinical trial data suggest that use of ibuprofen, particularly at a high dose (2400 mg / daily) and in long term
treatment may be associated with a small increased risk of arterial thrombotic events (for example myocardial
infarction or stroke). Overall, epidemiological studies do not suggest that low dose ibuprofen (e.g. 1200 mg
daily) is associated with an increased risk of myocardial infarction.
Patients with uncontrolled hypertension, congestive heart failure, established ischaemic heart disease,
peripheral arterial disease, and/or cerebrovascular disease should only be treated with ibuprofen after careful
consideration. Similar consideration should be made before initiating longer-term treatment of patients with risk
factors for cardiovascular events (e.g. hypertension, hyperlipidaemia, diabetes mellitus, smoking).

DRUG INTERACTIONS
Care should be taken in patients treated with any of the following drugs as interactions have been reported in
some patients.
Antihypertensives: Reduced antihypertensive effect.
Diuretics: Reduced diuretic effect. Diuretics can increase the risk of nephrotoxicity of NSAIDs.
Cardiac glycosides: NSAIDs may exacerbate cardiac failure, reduce GFR and increase plasma cardiac
glycoside levels.
Lithium: Decreased elimination of lithium.
Methotrexate: Decreased elimination of methotrexate.
Cyclosporin: Increased risk of nephrotoxicity with NSAIDs.
Mifepristone: NSAIDs should not be used for 8-12 days after mifepristone administration as NSAIDs can
reduce the effects of mifepristone.
Other analgesics: Avoid concomitant use of two or more NSAIDs.
Corticosteroids: Increased risk of gastrointestinal bleeding.
Anticoagulants: Enhanced anticoagulant effect.
Quinolone antibiotics: Animal data indicate that NSAIDs can increase the risk of convulsions associated with
quinolone antibiotics. Patients taking NSAIDs and quinolones may have an increased risk of developing
convulsions.
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USAGE IN PREGNANCY AND LACTATION
Whilst no teratogenic effects have been demonstrated in animal toxicology studies, the use of ibuprofen during
pregnancy should, if possible, be avoided. Congenital abnormalities have been reported in association with
ibuprofen administration in man; however, these are low in frequency and do not appear to follow any
discernible pattern. In view of the known effects of NSAIDs on the foetal cardiovascular system (closure of
ductus arteriosus), use in late pregnancy should be avoided.
In the limited studies so far available, ibuprofen appears in the breast milk in very low concentrations and is
unlikely to adversely affect the breast-fed infant.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
No effects known.

ADVERSE EFFECTS
Gastrointestinal
The most commonly-observed adverse events are gastrointestinal in nature. Nausea, vomiting, stomach upset,
diarrhoea, dyspepsia, abdominal pain, melaena, haematemesis, ulcerative stomatitis and gastrointestinal
haemorrhage have been reported following ibuprofen administration. Less frequently, gastritis, duodenal ulcer,
gastric ulcer and gastrointestinal perforation have been observed. Epidemiological data indicate that of the
seven most widely-used oral, non-aspirin NSAIDs, ibuprofen presents the lowest risk of upper gastrointestinal
toxicity.
Hypersensitivity
Hypersensitivity reactions have been reported following treatment with ibuprofen. These may consist of (a)
non-specific allergic reaction and anaphylaxis, (b) respiratory tract reactivity comprising asthma, aggravated
asthma, bronchospasm or dyspnoea, or (c) assorted skin disorders, including rashes of various types, pruritus,
urticaria, purpura, angioedema and, less commonly, bullous dermatoses (including epidermal necrolysis and
erythema multiforme).
Cardiovascular
Oedema, hypertension and cardiac failure have been reported in association with NSAID treatment. Clinical
trial and epidemiological data suggest that use of ibuprofen, particularly at high dose (2400 mg / daily), and in
long term treatment may be associated with a small increased risk of arterial thrombotic events (for example
myocardial infarction or stroke).
Other adverse events reported less commonly and for which causality has not necessarily been established
include:
Renal
Nephrotoxicity in various forms, including interstitial nephritis, nephrotic syndrome and renal failure.
Hepatic
Abnormal liver function, hepatitis and jaundice.
Neurological and special senses
Visual disturbances, optic neuritis, headaches, paraesthesia, depression, confusion, hallucinations, tinnitus,
vertigo, dizziness, malaise, fatigue and drowsiness.
Haematological
Thrombocytopenia, neutropenia, agranulocytosis, aplastic anaemia and haemolytic anaemia.
Dermatological
Photosensitivity (see 'hypersensitivity' for other skin reactions).

SYMPTOMS AND TREATMENT OF OVERDOSAGE
Symptoms include nausea, vomiting, dizziness and rarely, loss of consciousness. Large overdoses are generally
well tolerated when no other drugs are involved.
Treatment consists of gastric lavage and, if necessary, correction of serum electrolytes and appropriate
supportive measures.
There is no specific antidote to ibuprofen.

PHARMACOLOGY AND PHARMACOKINETICS
ATC Code: M01AE01
Ibuprofen is a propionic acid derivative with analgesic, anti-inflammatory and anti-pyretic activity. The drug’s
therapeutic effects as an NSAID are thought to result from its inhibitory effect on the enzyme cyclo-oxygenase,
which results in a marked reduction in prostaglandin synthesis.
Ibuprofen is rapidly absorbed from the gastrointestinal tract, peak serum concentrations occurring 1-2 hours
after administration. The elimination half-life is approximately 2 hours.
Ibuprofen is metabolised in the liver to two inactive metabolites and these, together with unchanged ibuprofen,
are excreted by the kidney either as such or as conjugates. Excretion by the kidney is both rapid and complete.
Ibuprofen is extensively bound to plasma proteins.

SHELF LIFE
3 years

STORAGE
Store protected from moisture, freezing and at a temperature not exceeding 25°C.
KEEP MEDICINES OUT OF REACH AND SIGHT OF CHILDREN.

PRESENTATION
Dosage form:          Strength:                    
Film coated tablet 200 or 400 mg per tablet

Boxes with 10 blisters of 10 film coated tablets each

LEGAL STATUS
Without prescription
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