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Idarucizumab 50 mg/mL
Solution for injection/Infusion L.V.
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Idarucizumab is a specific reversal agent for dabigatran and is indicated in patients treated with
dabigatran etexilate when rapid reversal of the anticoagulant effects of dabigatran is required:
o for emergency surgery/urgent procedures
¢ in life-threatening or uncontrolled bleeding
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Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672
Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com
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:NAN YT'nn DTV 4.2 Posology and method of administration Q'voa
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Paediatric population
The safety and efficacy of Praxbind in children below the age of 18 years have not yetbeen established. Ne
data-are-avatable:
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Breast-feeding

It is unknown whether idarucizumab/metabolites are-is excreted in human milk.
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In a phase III rial-study the safety of Praxbind has been evaluated in 503 patients, who had uncontrolled
bleeding or required emergency surgery or procedures and were under treatment with Pradaxa (dabigatran
ctexilate), as well as in 224 -volunteers in phase I trialsstudies. Furthermore, 359 patients were enrolled in a
global idarucizumab administration surveillance program to collect data on usage patterns m a real world

setting.

No adverse reactions have been identified.

]

Boehringer Ingelheim Israel
Medinat Ha-Yehudim 89, P.O. Box 4124
Herzliya-Pituach, Israel 4676672
Phone: +9729-9730500
Fax: +9729-9730549
www.Boehringer-Ingelheim.com



