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Brilinta 60 mg, 90 mq film-coated tablets :2wan:7 1792 1197 21990

mbah)
Each film-coated tablet contains 90 mg ticagrelor.
Each film-coated tablet contains 60 mg ticagrelor.
NN

Brilinta, co-administered with acetylsalicylic acid (ASA), is indicated for the prevention of
atherothrombotic events in adult patients with

- acute coronary syndromes (ACS) or

- a history of myocardial infarction (MI) and a high risk of developing an atherothrombotic event (see
sections 4.2 and 5.1).

Limitations of use: 90 mg twice daily during the first year after an ACS event followed by 60 mg twice
daily for additional 2 years.
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4.4 Special warnings and precautions for use

Bleeding risk

The use of ticagrelor in patients at known increased risk for bleeding should be balanced against the

benefit in terms of prevention of atherothrombotic events (see sections 4.8 and 5.1). If clinically

indicated, ticagrelor should be used with caution in the following patient groups:

e Patients with a propensity to bleed (e.g. due to recent trauma, recent surgery, coagulation
disorders, active or recent gastrointestinal bleeding) or who are at increased risk of trauma. The
use of ticagrelor is contraindicated in patients with active pathological bleeding, in those with a
history of intracranial haemorrhage, and in patients with severe hepatic impairment (see section
4.3).

¢ Patients with concomitant administration of medicinal products that may increase the risk of
bleeding (e.g. non-steroidal anti-inflammatory drugs (NSAIDs), oral anticoagulants and/or
fibrinolytics) within 24 hours of ticagrelor dosing.

Central sleep apnoea

Central sleep apnoea including Cheyne-Stokes respiration has been reported in the post-
marketing setting in patients taking ticagrelor. If central sleep apnoea is suspected, further
clinical assessment should be considered.




4.8 Undesirable effects

Table 1 Adverse reactions by frequency and System Organ Class (SOC)
System Organ Class Very Common Common Uncommon Not known
Nervous system disorders Dizziness, Intracranial
Headache haemorrhagem
Syncope

Mi.e. spontaneous, procedure related or traumatic intracranial haemorrhage
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