




Section A6.1.2 

Annex Point IIA6.1 

Acute Toxicity 
Dermal - rabbit 

 

  

 Use separate "evaluation boxes" to provide transparency as to the 
comments and views submitted 

 

 
EVALUATION BY RAPPORTEUR MEMBER STATE 

Date 2008/06/27 

Materials and Methods Applicant’s version is acceptable. 

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

3.9 For details on local skin effects see CA-table 1. 

Conclusion LD50: > 2,000 mg/kg bw 

Reliability 1 

Acceptability Acceptable without restrictions 

Remarks The study was conducted with 80 % L-(+)-lactic acid instead of 93 % 
(concentration of the active substance, the highest obtainable concentration). 
However, the LD50 of > 2000 mg/kg bw with 80 % L-(+)-lactic acid without any 
mortality suggests an LD50 higher than the limit dose for classification for 93 % 
L-(+)-lactic acid, too. 

 
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  

  

Table A6_1-1. Table for Acute Toxicity (modify if necessary) 

Dose 
[unit] 

Number of dead / 
number of investigated 

Time of death 
(range) Observations 

2000 
mg/kg 

0 / 5 per sex Not 
applicable 

Skin irritation 

LD50 value No effects on mortality were observed and the dermal LD50 is set at the limit test dose of  > 2 g/kg 
bw. 

 






