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ANDEXANET ALFA 200 MG/VIAL
Powder for Solution for Infusion
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For adult patients treated with a direct factor Xa (FXa) inhibitor (apixaban or rivaroxaban)
whenreversal of anticoagulation is needed due to life-threatening or uncontrolled bleeding
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4.4 Special warnings and precautions for use

(...)

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number of the
administered product should be clearly recorded.

5.2 Pharmacokinetic properties

Studies of andexanet alfa in the presence of direct FXa inhibitors in healthy subjects demonstrated dose

proportional pharmacokinetics over the intended therapeutic dose range evaluated for both Ciux and area
under the curve (AUC). The pharmacokmetlc% of andexanet alfa has not been %tudled in bleedlng patlent%
due to feasibility reasons E e exthe Re ; e

6.5 Nature and contents of container

W hite to off-white lyophilized powder/cake in a 20 mL vial (Type I glass) with a stopper (butyl rubber).
Pack size of four or five vials.
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