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הפחתה משמעותית בהיארעות של
 סימפטומטי ותמותה מכל סיבהVTE
1*שהיא בהשוואה לאנוקספארין

56%

Xarelto (Rivaroxaban) - Short Prescribing Information
Xarelto 10 mg film-coated tablets. Each tablet contains 10 mg rivaroxaban. Therapeutic indications:
Prevention of VTE in adult patients undergoing elective hip or knee replacement surgery. Contraindications: Hypersensitivity to the active substance or to any of the excipients, Clinically significant active
bleeding, Hepatic disease associated with coagulopathy and clinically relevant bleeding risk, Pregnancy and lactation. Special warnings and precautions for use: Haemorrhagic risk The following subgroups of patients, should be carefully monitored for signs of bleeding complications Renal impairment: Use is not recommended in patients with creatinine clearance < 15 ml/min. Xarelto is to be used with
caution in patients with creatinine clearance 15 - 29 ml/min.Hepatic Xarelto is contraindicated in patients with hepatic disease associated with coagulopathy and clinically relevant bleeding risk Interaction
with other medicinal products: The use of Xarelto is not recommended in patients receiving concomitant systemic treatment with azole-antimycotics or HIV protease inhibitors. Other haemorrhagic risk
factors congenital or acquired bleeding disorders, uncontrolled severe arterial hypertension ,active ulcerative gastrointestinal disease, recent gastrointestinal ulcerations, vascular retinopathy, recent
intracranial or intracerebral haemorrhage, intraspinal or intracerebral vascular abnormalities, recent brain, spinal or ophthalmological surgery. Spinal/epidural anaesthesia or puncture: Patients are to be
frequently monitored for signs and symptoms of neurological impairment. An epidural catheter is not to be removed earlier than 18 hours after the last administration of rivaroxaban. The next rivaroxaban
dose is to be administered not earlier than 6 hours after the removal of the catheter. If traumatic puncture occurs the administration of rivaroxaban is to be delayed for 24 hours. Undesirable effects
Bleedings or anaemia, nausea, increased GGT and an increase in transaminases, bleeding from any tissue or organ, weakness, asthenia, paleness, dizziness, headache or unexplained swelling.

* RRR: 56%: 95% CI, 23 to 79; (p=0.005) in the composite of symptomatic venous thromboembolism and all
cause mortality at two weeks compared compared with enoxaparin.
Reference: 1. Eriksson BI, Kakkar AK, Turpie AGG et al. Oral Rivaroxaban for the prevention of symptomatic
venous thromboembolism after elective hip and knee replacement. J Bone Joint Surg (Br)2009;91B:636-644
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