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Therapeutic category 

Antidiabetic agents 

 

Non-proprietary name 

Empagliflozin/linagliptin  

 

Safety measure 

Precautions should be revised in the package insert. 
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Current Revision 

Important Precautions 

Urinary tract infection may occur by administration of empagliflozin, 

an ingredient of this drug, which may lead to serious infections 

such as pyelonephritis and sepsis. Genital infection such as vaginal 

candidiasis may also occur. Patients should be carefully monitored 

for urinary tract infection and genital infection. If such infections 

occur, appropriate measures should be taken, and measures such 

as temporary discontinuation of this drug should be considered 

based on the patient’s condition. Symptoms and management of 

urinary tract infection and genital infection should be explained to 

patients. 

 

Adverse Reactions 

Clinically Significant Adverse reactions 

Pyelonephritis, sepsis: 

Pyelonephritis may occur, which may lead to sepsis (including 

septic shock). Patients should be carefully monitored. If any 

abnormalities are observed, administration of this drug should be 

discontinued, and appropriate measures should be taken. 

Important Precautions  

Urinary tract infection and genital infection may occur by 

administration of empagliflozin, an ingredient of this drug, which 

may lead to serious infections such as pyelonephritis, necrotising 

fasciitis of the external genitalia and perineum (Fournier’s 

gangrene), and sepsis. Patients should be carefully monitored for 

urinary tract infection and genital infection. If such infections occur, 

appropriate measures should be taken, and measures such as 

temporary discontinuation of this drug should be considered based 

on the patient’s condition. Symptoms and management of urinary 

tract infection and genital infection should be explained to patients.  

 

Adverse Reactions 

Clinically Significant Adverse reactions 

Pyelonephritis, necrotising fasciitis of the external genitalia and 

perineum (Fournier’s gangrene), sepsis: 

Pyelonephritis, necrotising fasciitis of the external genitalia and 

perineum (Fournier’s gangrene) may occur, which may lead to 

sepsis (including septic shock). Patients should be carefully 

monitored. If any abnormalities are observed, administration of this 

drug should be discontinued, and appropriate measures should be 

taken. 
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