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Relief of mild to moderate pain such as headache, treatment of pain associated with migraine toothache,
menstrual pain, backache, muscular pain, anti-inflammatory for rheumatic disease, reduction of fever.
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4.4 Special warnings and precautions for use
(...)

Dermatological:

Severe skin reactions

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. Advil Forte 400 should be discontinued at the first appearance of
skin rash, mucosal lesions or any other sign of hypersensitivity.

Masking of symptoms of underlying infections

Advil Forte can mask symptoms of infection, which may lead to delayed initiation of appropriate treatment and thereby
worsening the outcome of the infection. This has been observed in bacterial community acquired pneumonia and
bacterial complications to varicella. When Advil Forte is administered for fever or pain relief in relation to infection,
monitoring of infection is advised. In non-hospital settings, the patient should consult a doctor if symptoms persist or
worsen.

(..)

4.8 Undesirable effects

(...)
Cardiac Disorders: Very-rare:

Not known: Oedema, hypertension, angina
pectoris and cardiac failure, have
been reported in association with
NSAID treatment.

Clinical studies suggest that use of
ibuprofen particularly at a high
dose (2400mg/day) may be
associated with a small increased
risk of arterial thrombotic events
(for example myocardial infarction
or stroke) (see section 4.4)
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Blood and Lymphatic System Very rare: Haematopoietic disorders
Disorder: (anaemia, haemolytic anaemia,
aplastic anaemia, leucopenia,
thrombocytopenia, pancytopenia,
agranulocytosis). First signs are:
fever, sore throat, superficial
mouth ulcers, influenza-like
symptoms, severe exhaustion,

unexplained bleeding a.nd bruising.

Gastrointestinal Disorders: VMeryrare: Exacerbation of colitis and Crohn’s
Not known: disease (see section 4.4).

Skin and Subcutaneous Tissue Very rare: Severe forms of skin reactions

Disorders: such as bullous reactions,

including Stevens-Johnson
Syndrome, erythema multiforme
and toxic epidermal necrolysis can
occur.

Not known: Drug reaction with eosinophilia and
systemic symptoms (DRESS
syndrome).

Acute generalised exanthematous
pustulosis (AGEP).

Immune System Disorders: VMeryrare: In patients with existing auto-
Not known: immune disorders (such as
systemic lupus erythematosus,
mixed connective tissue disease)
during treatment with ibuprofen,
single cases of symptoms of
aseptic meningitis, such as stiff
neck, headache, nausea, vomiting,
fever or disorientation have been
observed.

(..

Exacerbation-of-asthma-and
bronchospasm-

Respiratory tract reactivity (e.g.
asthma, aggravated asthma and
bronchospasm)

(..)

Hepatobiliary Disorders: Very rare: Liver disorders, espescially-inlong-
term-treatment; hepatitis and
jaundice

4.9 Overdose

(---)

Symptoms —

Most patients who have ingested clinically important amounts of NSAIDs will develop no more than nausea,
vomiting, epigastric pain, or more rarely diarrhoea. Tinnitus, headache and gastrointestinal bleeding are also
possible. In more serious poisoning, toxicity is seen in the central nervous system, manifesting as vertige;-headache;
respiratory-depression;-dyspnoea, drowsiness, occasionally excitation, hypotension and disorientation or coma.
Occasionally patients develop convulsions. In serious poisoning, hypetension-hyperkalaemia, and metabolic
acidosis may occur and the prothrombin time / INR may be prolonged, probably due to interference with the actions
of circulating clotting factors. Acute renal failure and liver damage may occur. Exacerbation of asthma is possible in
asthmatics.

(...)
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