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Film coated tablets
Rivaroxaban 10mg
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Xarelto, co-administered with acetylsalicylic acid (ASA) alone or with ASA plus clopidogrel , is indicated for the
prevention of atherothrombotic events in adult patients after an acute coronary syndrome (ACS) with elevated
cardiac biomarkers.

Xarelto, co-administered with acetylsalicylic acid (ASA), is indicated for the prevention of atherothrombotic
events in adult patients with coronary artery disease (CAD) or symptomatic peripheral artery disease (PAD) at
high risk of ischaemic events.
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4.4 Special warnings and precautions for use

Patients with cancer

Patients with malignant disease may simultaneously be at higher risk of bleeding and thrombosis.
The individual benéefit of antithrombotic treatment should be weighed against risk for bleeding in
patients with active cancer dependent on tumour location, antineoplastic therapy and stage of
disease. Tumours located in the gastrointestinal or genitourinary tract have been associated with
an increased risk of bleeding during rivaroxaban therapy.

In patients with malignant neoplasms at high risk of bleeding, the use of rivaroxaban is
contraindicated (see section 4.3).

23mn 1 Ty



A
BAYER
E
R

4.9 Overdose

Rare cases of overdose up to 6606_1,960 mg have been reported. In case of overdose, the patient
should be observed carefully for-witheut bleeding complications or other adverse reactions (see
section “Management of bleeding”). Due to limited absorption a ceiling effect with no further
increase in average plasma exposure is expected at supratherapeutic doses of 50 mg rivaroxaban
or above.

A specific antidote antagonising the pharmacodynamic effect of rivaroxaban is not available.

The use of activated charcoal to reduce absorption in case of rivaroxaban overdose may be
considered.
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