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Aspirin Cardio
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Enteric coated tablets
Acetylsalicylic acid 100 mg
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The primary prevention of coronary heart disease in patients at increased risk and the secondary
prevention of thrombotic cerebrovascular or cardiovascular disease.
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4.4 Special Warnings and precautions for use

Atlow doses acetylsalicylic acid reduces the excretion of uric acid. This may cause a gout
attack in predisposed patients under certain circumstances.

4.6  Pregnancy and lactation
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If taken in the last trimester of pregnancy, analgesic acetylsalicylic acid dosages can, as

a result of inhibition of prostaglandin synthesis, lead to prolongation of gestation. At
these dosages, an increased bleeding tendency in the mother and child is also to be
expected, as well as an increased incidence of intracranial bleeding in preterm infants if
taken shortly before birth.

From the 20th week of pregnancy onward, use of Aspirin Cardio may cause
oligohydramnios resulting from foetal renal dysfunction. This may occur shortly after
treatment initiation and is usually reversible upon discontinuation. There have also been
reports of constriction of the ductus arteriosus after treatment in the second trimester of
pregnancy, although this regressed after discontinuation of treatment in most cases.
During the first and second trimester of pregnancy, therefore, Aspirin Cardio should not
be given unless clearly necessary. If Aspirin Cardio is used by a woman attempting to
conceive, or during the first and second trimester of pregnancy, the dose should be kept
as low as possible and the duration of treatment as short as possible. Antenatal
monitoring for oligohydramnios and constriction of the ductus arteriosus should be
considered after exposure to Aspirin Cardio for several days from gestational week 20
onward. Aspirin Cardio should be discontinued if oligohydramnios or constriction of
the ductus arteriosus is found.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may
expose the foetus to:

- cardiopulmonary toxicity (with premature constriction/closure of the ductus
arteriosus and pulmonary hypertension)
- renal dysfunction (see above)

the mother and neonate, at the end of pregnancy, to:

- possible prolongation of bleeding time, an anti-aggregating effect which may occur
even at very low doses;
- inhibition of uterine contractions resulting in delayed or prolonged labour.

Consequently, Aspirin Cardio is contraindicated during the third trimester of pregnancy
(see sections 4.3 and 5.3).

Overdose

In addition to disruption of the acid-base balance and electrolyte balance (e.g. potassium
loss), hypoglycaemia, skin rashes and gastrointestinal haemorrhaging, hyperventilation,
tinnitus, nausea, vomiting, distarbed impaired vision and hearing, headache, dizziness
and confusion have been observed.
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