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Primary prevention of venous thromboembolic events in adult patients who have undergone elective
total hip replacement surgery or total knee replacement surgery.
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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4.3 Contraindications

[...]

o Concomitant treatment with the following strong P-gp inhibitors: systemic ketoconazole,
cyclosporine, itraconazole, dronedarone and the fixed-dose combination
glecaprevir/pibrentasvir (see section 4.5)

[...]

4.5 Interaction with other medicinal products and other forms of interaction

[...]

Table 5: Transporter interactions

P-gp inhibitors

Concomitant use contraindicated (see section 4.3)

[...]

[...]

Glecaprevir /
pibrentasvir

The concomitant use of dabigatran etexilate with the fixed-dose combination of
the P-gp inhibitors glecaprevir/pibrentasvir has been shown to increase
exposure of dabigatran and may increase the risk of bleeding.

[...]

4.8 Undesirable effects

[...]

Tabulated list of adverse reactions

[...]

Table 11: Adverse reactions

[...]

Frequency
SOC / Preferred term. | Primary VTE Stroke and systemic DVT/PE treatment
prevention after hip or | embolism prevention and DVT/PE
knee replacement in patients with atrial prevention
surgery fibrillation
.|
Skin and
subcutaneous tissue
disorder
Skin haemorrhage Uncommon Common Common
Alopecia Not known Not known Not known

[...]
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