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Ibuprofen 200mg/5ml

gh TR
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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:Xan yTnn PTIY (Posology and method of administration) 4.2 q'yvoa

Special patient groups

Renal insufficiency: (see section 5.2)
No dose reduction is required in patients with mild to moderate impairment to renal
.function (patients with severe renal insufficiency, see section 4.3)

:Hepatic insufficiency (see section 5.2)
No dose reduction is required in patients with mild to moderate impairment to hepatic
function (patients with severe hepatic dysfunction, see section 4.3).

:Nan yTma Py (Special warnings and precautions for use) 4.4 gyoa
[...]

Severe skin reactions:

Serious skin reactions, some of them fatal, including exfoliative dermatitis, Stevens-
Johnson syndrome, and toxic epidermal necrolysis, have been reported 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.
Ibuprofen should be discontinued at the first appearance of sighs and symptoms of severe
skin reactions, such as skin rash, mucosal lesions, or any other sign of hypersensitivity.

[..]

:xan yTna Py (Fertility, pregnancy and lactation) 4.6 gwoa
[...]

Rarely, taking NSAIDs after the 20th week of pregnancy may cause impaired renal

function of the fetus, which may cause low levels of amniotic fluid (oligohydramnios).

The effects were observed after days to weeks of treatment. However, in rare cases,
low levels of amniotic fluid were observed already after 48 hours of taking NSAIDs. In

most cases, oligohydramnios passed with the treatment discontinuation.

Using NSAIDs after the 20th week of pregnancy should be limited. If it was decided
that the benefit outweighs the risk for the fetus and the treatment with the medicine is
essential after the 20th week of pregnancy, the lowest effective dose should be used

for the shortest possible period.

Referring the patient to ultrasound scan should be considered, in order to estimate
the amount of amniotic fluid when the treatment with therapeutic dosage of these
medicines exceeding 5 days and stopping the treatment if low levels of amniotic fluid

is detected.
[...]
:Xan y1na PTIY (Undesirable effects) 4.8 qwwoa
Skin and Subcutaneous Uncommon | Various skin rashes
Tissue Disorders Very rare Severe forms of skin reactions such as bullous

reactions including Stevens-johnson
syndrome, erythema multiforme and toxic
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epidermal necrolysis, alopecia

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

Acute generalised exanthematous pustulosis
(AGEP)

Photosensitivity reactions
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