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Section A6.1.5 

Annex Point IIA6.1.5 

Skin sensitisation 
Buehler Test  

 

  

Remarks The concentrations of all dilutions (10 %, 30 %) in this study relate to 100 % SY-
83 which yields 80 % L(+) lactic acid.  

The L-(+)-lactic acid concentration used for induction and challenge was 80 % 
and caused severe skin irritation. As stated in OECD guideline 406, “the 
concentration of test substance used for each induction should be the highest to 
cause mild irritation. The concentration used for the challenge should be the 
highest non-irritating dose.” Since the quality of the observed skin effects (pitting 
of the skin, only little redness) differ from those caused by a skin sensitising 
substance the results of the study can be interpreted as skin irritation. 

Furthermore, L-(+)-lactic acid is a metabolic intermediate (~130 g/d in humans at 
rest). A sensitisation potential for endogenous substances which are formed in 
considerable amounts in the human (or animal) body is highly unlikely. Thus, a 
sensitisation study is considered not necessary. 
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