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Safety measure 
PRECAUTIONS should be revised. 
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Revised language is underlined. 

Current Revision 

11. ADVERSE REACTIONS 
11.1 Clinically Significant Adverse Reactions 

Angioedema 
Angioedema accompanied by dyspnoea, with swelling of the face, 
tongue, glottis, and larynx, may occur. In such cases, administration 
should be discontinued immediately, and appropriate measures 
should be taken, such as administering adrenaline injections and 
maintaining the airway. 

11. ADVERSE REACTIONS 
11.1 Clinically Significant Adverse Reactions 

Angioedema 
Angioedema accompanied by dyspnoea, with swelling of the face, 
tongue, glottis, and larynx, may occur. In such cases, administration 
should be discontinued immediately, and appropriate measures 
should be taken, such as administering adrenaline injections and  
maintaining the airway. Of note, intestinal angioedema accompanied 
by abdominal pain, queasy, vomiting, diarrhoea, etc. may occur. 

 


