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Prevention of stroke and systemic embolism in adult patients with non-valvular atrial fibrillation (NVAF).

Treatment of deep vein thrombosis (DVT) and pulmonary embolism (PE), and prevention of recurrent
DVT and PE in adults.
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4.8 Undesirable effects

[...]

Tabulated list of adverse reactions

[...]

Table 10: Adverse reactions

[...]
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Frequency
SOC / Preferred term. Stroke and systemic DVT/PE treatment
embolism prevention and DVT/PE
in patients with atrial | prevention
fibrillation
Blood and lymphatic system disorders
Anaemia Common Uncommon
Haemoglobin decreased Uncommon Not known
Thrombocytopenia Uncommon Rare
Haematocrit decreased Rare Not known
Neutropenia Not known Not known
Agranulocytosis Not known Not known

[...]
Agranulocytosis and neutropenia

Agranulocytosis and neutropenia have been reported very rarely during post approval use of
Pradaxa. Because adverse reactions are reported in the postmarketing surveillance setting
from a population of uncertain size, it is not possible to reliably determine their frequency. The
reporting rate was estimated as 7 events per 1 million patient years for agranulocytosis and as
5 events per 1 million patient years for neutropenia.
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