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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 osteo arthritis.
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4.6  Fertility, pregnancy and lactation

Pregnancy
[...]

» Use of NSAIDs, including Ibufen 600, at about 20 weeks gestation or later in pregnancy may
cause foetal renal dysfunction leading to oligohydramnios and, in some cases, neonatal renal
impairment.

« These adverse outcomes are seen, on average, after days to weeks of treatment,
although oligohydramnios has been infrequently reported as soon as 48 hours after NSAID
initiation. Oligohydramnios is often, but not always, reversible with treatment
discontinuation. Complications of prolonged oligohydramnios may, for example, include
limb contractures and delayed lung maturation. In some post-marketing cases of impaired
neonatal renal function, invasive procedures such as exchange transfusion or dialysis were
required.

» Use of NSAIDs should be limited at 20 weeks gestation or later in pregnancy. If the
NSAID effectiveness is considered to outweigh the risk to the foetus and the treatment is
necessary at 20 weeks gestation or later, limit Ibufen 600 use to the lowest effective dose and
shortest duration possible.

 Consider ultrasound monitoring of amniotic fluid if Ibufen 600 treatment at maximum
daily dose extends beyond 5 days. Discontinue Ibufen 600 if oligohydramnios occurs and
follow up according to clinical practice.
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During the third trimester of pregnancy, all prostaglandin synthesis inhibitors
e can expose the foetus to the following risks:



e cardiopulmonary toxicity (with premature closure of the ductus
arteriosus and pulmonary hypertension)
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