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Revised language is underlined. 

Current Revision 

11. ADVERSE REACTIONS 11. ADVERSE REACTIONS 

11.1. Clinically Significant Adverse Reactions 

Haemorrhage 

Significant haemorrhage affecting various tissues and organs may 

occur, including haemorrhage of digestive tract, haemorrhage 

intracranial, haemorrhage intraocular, wound haemorrhage, and 

retroperitoneal haemorrhage. Some fatal cases have also been 

reported. If clinically significant haemorrhage occurs or worsens, 

administration should be discontinued. 

11.1. Clinically Significant Adverse Reactions 

Haemorrhage 

Significant haemorrhage affecting various tissues and organs may 

occur, including haemorrhage of digestive tract, haemorrhage 

intracranial, haemorrhage intraocular, wound haemorrhage, 

retroperitoneal haemorrhage, and splenic haemorrhage leading to 

splenic rupture. Some fatal cases have also been reported. If 

clinically significant haemorrhage occurs or worsens, administration 

should be discontinued. 

 


