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Section A6.1.4 

Annex Point IIA6.4 

Acute Dermal Irritation 
Human skin 

 

  

Results and discussion The applicant’s version is acceptable with the following amendment: 

3.6 In the human patch test, no positive reactions were observed at assessment at 
24, 48, and 72 hours after treatment when volunteers were treated for 15 minutes, 
30 minutes, or 1 hour. After application times of 2, 3, and 4 hours, a total of 21 of 
the 26 volunteers who completed treatment had an irritant reaction to lactic acid at 
either 24, 48 or 72 h. 

Conclusion 4.3 88% lactic acid has corrosive properties in vitro and is irritating to human skin 
in vivo. 

Reliability 2 

Acceptability Acceptable 

Remarks None 

 
COMMENTS FROM ... 

Date Give date of comments submitted 

Materials and Methods Discuss additional relevant discrepancies referring to the (sub)heading numbers 
and to applicant's summary and conclusion.  
Discuss if deviating from view of rapporteur member state 

Results and discussion Discuss if deviating from view of rapporteur member state 

Conclusion Discuss if deviating from view of rapporteur member state 

Reliability Discuss if deviating from view of rapporteur member state 

Acceptability Discuss if deviating from view of rapporteur member state 

Remarks  

  

 

 


