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Safety measure
PRECAUTIONS should be revised.
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Revision in line with the Instructions for Electronic Package Inserts of Prescription Drugs, PSEHB Notification No. 0611-1 by the Director-General
of Pharmaceutical Safety and Environmental Health Bureau, MHLW, dated June 11, 2021 (New instructions):

Revised language is underlined.

Current Revision
11. ADVERSE REACTIONS 11. ADVERSE REACTIONS
11.1 Clinically Significant Adverse Reactions 11.1 Clinically Significant Adverse Reactions
(N/A) Acute kidney injury

Acute kidney injury may occur after administration of oral

anticoagulants. Among cases of acute kidney injury after

administration of oral anticoagulants, cases in which haematuria

was noted or a renal biopsy showed numerous red cell casts in the

renal tubules have been reported.

[References] Brodsky, S., et al.: J. Am. Soc. Nephrol. 2018; 29: 2787-2793
Zakrocka, I., et al.: Adv. Clin. Exp. Med. 2022; 31: 165-173
(N/A) Not Applicable. No corresponding language is included in the current PRECAUTIONS.
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