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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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4.2 Dosage and administration

The gastro-resistant tablets should be taken with plenty of water possibly at least 30 minutes
before a meal. In order to ensure that the active substance is released in the alkaline
environment of the intestine, the gastro-resistant tablets should not be split, crushed or
chewed.

4.4  Special Warnings and precautions for use

- in cases of hypersensitivity to other analgesic/anti-inflammatory/antirheumatic
drugs or other allergenic substances (see section 4.3).

- in case of concomitant intake of other non-steroidal anti-rheumatic drugs (NSARS)
such as ibuprofen or naproxen. These may weaken the anti-platelet effect of
acetylsalicylic acid. Patients should be advised to consult their physician if they are
taking acetylsalicylic acid and plan to take NSARSs (see section 4.5).

45 Interactions with other substances and other forms of interaction

Potentiation of the effect or increased risk of side-effects:
- Other nonsteroidal anti-inflammatory drugs, analgesics and antirheumatics in
general: risk of gastrointestinal bleeding-and-ulcers and haemorrhages is increased.

Weakening of effects:

NSAIDs: Concomitant use (on the same day) of certain NSARs (acetylsalicylic acid
excluded), such as ibuprofen and naproxen, can weaken the irreversible platelet-inhibiting
effect of acetylsalicylic acid. The clinical relevance of this interaction is not known.
Treatment of patients with an increased cardiovascular risk with some NSAIDs, such as
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ibuprofen or naproxen, may reduce the cardioprotective effect of acetylsalicylic acid (see

section 4.4).

4.6 Pregnancy and lactation

Pregnancy
Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the

embryo/foetal development. Data from epidemiological studies raise-conecernabout suggest an
increased risk of miscarriage and of cardiac malformations and gastroschisis after the use of a
prostaglandin synthesis inhibitor in early pregnancy.

4.8. Undesirable effects

The patient should be instructed that if he passes black stools (tarry stools) or vomits blood,
both of which are a sign of serious bleeding in the stemach gastrointestinal tract, he must
inform a doctor immediately.

4.9 Overdose

Symptoms of acute intoxication
With severe intoxication (above 400 pg/ml), delirium, tremor, difficult breathing, profuse
sweating, dehydration, hyperthermia and coma may occur.

5.3 Preclinical safety data
In animal tests salicylates caused kidney damage and gastrointestinal ulcers but-reo—ether

organic lesions.
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