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Table A6_3-1. Doses applied in mg/cm2 skin 
Depending on the body weight and the surface area of the gauze covered by the test substance layer (100 mg/kg: 
1.5 – 2.25 cm2; 300 mg/kg: 4.0 – 6.25 cm2; 1000 mg/kg: 9.0 – 14.0 cm2), the following amount of test substance 
was applied per cm2 skin: 

 

Applied doses in mg/cm2 skin 

Dose 

(mg/kg bw) 

Week 1 

of treatment 

Week 2 

of treatment 

Week 3 

of treatment 

Week 4 

of treatment 

Males 

100 17.4 12.6 13.8 14.7 

300 15.8 17.2 14.9 15.8 

1000 24.4 26.5 24.7* 22.6* 

Females 

100 14.8 9.9 10.0 10.2 

300 16.7 13.5 11.1* 11.2* 

1000 24.2 21.1 21.4* 18.5* 

* only four animals, without animals showing rhagades 

 
 
 
 
Table A6_3-2. Results of clinical chemistry haematology and urinalysis 
Not needed due to results of the study. 
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Table A6_3-3. Results of subacute dermal toxicity study in rats 
 
 Control 

0 mg/kg  

Low dose 

100 mg/kg 

Medium dose 

300 mg/kg 

High dose 

1000 mg/kg 

Dose-
response 

+/- 

 ma fa ma fa ma fa ma fa m f 

Number of animals 
examined 

5 5 5 5 5 5 5 5   

Organ: skin           

Local skin findings:   Formation of scale, Formation of scale, Formation of scale, + + 

      rhagades rhagades rhagades   

Reddening* 0 0 ↑ ↑↑ ↑↑ ↑↑ ↑↑↑ ↑↑ + + 

Skinfold thickness   slightly increased in 
week 2 

slightly increased in 
week 2 

slightly increased in 
week 2 

  

Microscopic 
pathology 

  Epidermal thickening Epidermal thickening Epidermal thickening + + 

*Reddening in week 4 of study: 

No reddening = 0 

Mainly very little reddening to moderate reddening: ↑  

Mainly moderate to distinct reddening: ↑↑ 

Mainly distinct reddening: ↑ ↑ ↑   
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