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Ibuprofen 40mg/1ml

Ul R
For the reduction of fever and relief of mild to moderate pain.
For infants and children aged 3 months to 12 years (i.e. weighing about 40 kg).
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:Nan yTna PTIY (Special warnings and precautions for use) 4.4 gryoa
[...]
Severe cutaneous adversereactions (SCARS):
Severe cutaneous adverse reactions (SCARSs), including exfoliative dermatitis,
erythema multiforme, Stevens-Johnson syndrome (SJS) , Toxic Epidermal Necrolysis
(TEN), Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS
syndrome), and acute generalized exanthematous pustulosis (AGEP), which can be
life-threatening or fatal, have been reported in connection association with the use of
ibuprofen (see Section 4.8). Most of these reactions occurred within the first month. If
signs and symptoms suggestive of these reactions appear ibuprofen should be
withdrawn immediately and an alternative treatment considered (as appropriate).

[..]

Cardiovascular and cerebrovascular effects

Cases of Kounis syndrome have been reported in patients treated with Nurofen for
Children 200 mg/5 ml Strawberry Oral Suspension. Kounis syndrome has been
defined as cardiovascular symptoms secondary to an allergic or hypersensitive
reaction associated with constriction of coronary arteries and potentially leading to
myocardial infarction.

[..]
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Renal:

In general the habitual use of analgesics, especially the combination of different
analgesics, can lead to lasting renal lesions with the risk of renal failure (analgesic
nephropathy).

There is a risk of renal impairment in dehydrated children.

Renal tubular acidosis and hypokalaemia may occur following acute overdose and in

patients taking ibuprofen products over long periods at high doses (typically greater
than 4 weeks), including doses exceeding the recommended daily dose.

[..]

:xan yTna pPTIY (Undesirable effects) 4.8 gwoa

[...]

Very Rare Cardiac failure, palpitations and

. . oedema, myocardical infarction
Cardiac Disorders y

Not known Kounis syndrome

[.]

Uncommon Various skin rashes

Severe cutaneous adverse
reactions (SCARS) (including
Erythema multiforme exfoliative

Very Rare dermatitis, Stevens-Johnson
Skin and Subcutaneous syndrom_e, and toxic epidermal
: . necrolysis),
Tissue Disorders g
alopecia

Drug reaction with eosinophilia and
systemic symptoms (DRESS
syndrome)

Not known Acute generalised exanthematous
pustulosis (AGEP)

Photosensitivity reactions

[]

Metabolism and Nutrition | Not known Decreased Appetite
Disorders Not known Hypokalaemia*
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*Renal tubular acidosis and hypokalaemia have been reported in the post-marketing
setting typically following prolonged use of the ibuprofen component at higher than

recommended doses.

[..]

Renal and Urinary
Disorders

Rare

Kidney-tissue damage (papillary
necrosis) and elevated urea
concentration in the blood may also
occur rarely; elevated uric acid
concentrations in the blood.

Very rare

Formation of oedemas, particularly
in patients with arterial hypertension
or renal insufficiency, nephrotic
syndrome, interstitial nerphritis that
may be accompanied by acute renal
insufficiency.

Very rare

Acute renal failure

Not known

Ureteric colic, dysuria

Not known

Renal tubular acidosis*

[

[...]

:xan yTna pTIy (Overdose) 4.9 qivoa

In serious poisoning 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.

Prolonged use at higher than recommended doses may result in severe
hypokalaemia and renal tubular acidosis. Symptoms may include reduced
level of consciousness and generalised weakness (see section 4.4 and section

4.8).
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