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Page 7, Equation 2 and Equation 3 

On each equation replace the denominator, “1”, with a lambda, “λ”. 
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Abstract: Specifies general criteria to be applied in the determination of bacterial endotoxins on or in medical 

devices, components, or raw materials employing bacterial endotoxins test (BET) methods using 
amebocyte lysate reagents from Limulus polyphemus or Tachypleus tridentatus. The document is 
not applicable to the evaluation of pyrogens other than bacterial endotoxins. 
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