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Study Validity and Data Interpretation 
 
Doses of the test article chosen did not produce cytotoxicity in any bacterial strain.  
Positive controls such as sodium azide, mitomycin C and 2-aminoanthracene were  
highly mutagenic in the assay, thus demonstrating study validity. A test substance  
producing a consistent bacterial response two times that of the solvent or spontaneous 
reversion count is indicated as positive for TA 98, TA 100, TA 102 and E. coli WP2. For 
TA 1535 and TA 1537, a test substance producing a consistent bacterial response three 
times that of the solvent or spontaneous control is indicated as positive.    
 
Results 
  
Under the experimental conditions, esmolol hydrochloride did not induce gene mutations 
by base-pair changes or frame-shifts in the genome of S. typhimurium or E. coli WP2 
strains used, when tested up to a maximum recommended dose of 5.0 mg/plate in the 
absence and presence of S9 mix. 
 

Reference ID: 3366572



 
 
 
 

Reference ID: 3366572





 
 
 
Conclusion 
 
Esmolol hydrochloride 2000mg/100ml did not show mutagenicity with or without S-9 
activation up to doses of 5.0 mg/plate in five test strains of Salmonella typhimurium and 
E. coli WP2. The positive controls gave the anticipated response thus validating the test 
results. 
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