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Table A6_8-1. Table for Teratogenic effects  
Maternal effects 

 

Parameter Control data Low dose 
 

10 mg/kg 
bw 

Medium 
dose 

30 mg/kg 
bw 

High dose 
 

100 mg/kg 
bw 

Dose-
response 

 

+ / - Historical  Study  

Number of dams examined  14 13 14 15  

Clinical findings during 
application of test 
substance 

    2 dams 
delivered 
prematurely 
1 dam was 
wheezing on 
days 9-11 of 
gestation   

+ 

Mortality of dams   0% 0% 0% 0% - 

Abortions  0 0 0 0 - 

Mean body weight gain 
gain (mean ± S.D.) 

      

day 6-18  81± 59   59 ± 76 59 ± 107 -52** ± 129 + 

day 18-29  193 ± 87 189 ± 63 256 ± 117 208 ± 104 - 

day 0-end of test  328 ± 101 258 ± 85 351 ± 158 215* ± 124 + 

Mean food consumption 
[g] (mean ± S.D.) 

      

day 6-18  1060 ± 246 1061 ± 245 1025 ± 331 671*** ± 
228 

+ 

day 18-29  1048 ± 161 1161 ± 167 1229** ± 
151 

1194 ± 219 + 

day 0-end of test  2676 ± 357 2739 ± 318 2805 ± 476 2463 ± 404 - 
Pregnancies#  14/15 13/15 14/15 15/15 - 

Necropsy findings in dams 
dead before end of test 

 No animals died before study termination.  

# pregnant animals / number of animals inseminated 

*     significantly different from controls, p ≤ 0.02 (Student’s t-test) 

**   significantly different from controls, p ≤ 0.01 (Student’s t-test) 

*** significantly different from controls, p ≤ 0.001 (Student’s t-test) 
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Table A6_8-2. Table for Teratogenic effects  
Litter response (Caesarean section data) 
 

Parameter Control data Low dose 
 

10 mg/kg 
bw 

Medium 
dose 

30 mg/kg 
bw 

High dose 
 

100 mg/kg 
bw 

Dose-
response 

 

+ / - Historical  Study  

Corpora lutea 
total/number of dams 

Not determined. 

Implantations 
mean ± S.D. 

 7.6 ± 1.7 6.3 ± 1.7 6.9 ± 3.0 5.4** ± 2.0 + 

Resorptions + dead foetuses 
mean ± S.D. 

 0.6 ± 0.8 0.4 ± 0.6 0.6 ± 0.8 0.6 ± 0.8 - 

Total number of foetuses  97 77 87 62 + 

Pre-implantation loss 
state % 

Not determined. 

Post-implantation loss  
state % 

Not determined. 

Number of litters  14 13 14 13 - 

Foetuses / litter  6.9 ± 1.6 5.9 ± 1.7 6.2 ± 3.2 4.8* ± 2.6 + 

Live foetuses / litter 
(total/litter) 

 97/14 77/13 87/14 62/13 - 

Resorptions + dead foetuses / 
litter (total/litter) 

 9/14 5/13 9/14 8/13 - 

Foetus weight  
[g] (mean ± S.D.) 

 41.33 ± 5.25 40.21 ± 5.11 40.57 ± 3.88 40.31 ± 3.60 - 

Placenta weight  
[g] (mean ± S.D.) 

 4.77 ± 0.49 4.87 ± 0.58 4.63 ± 0.49 4.93 ± 0.63 - 

Crown-rump length  
[mm] (mean ± S.D.) 

Not determined. 

Fetal sex ratio  
[ratio m/f](mean) 

 4.1/2.9 2.3/3.6 3.2/3.0 2.7/2.1 - 

*     significantly different from controls, p ≤ 0.02 (Student’s t-test) 
**  significantly different from controls, p ≤ 0.01 (Chi square test without Yates correction using a 2 x 2   
       contingency table) 
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Table A6_8-3. Table for Teratogenic effects  
Examination of the fetuses 
 

Parameter Control data Low dose 
 

10 mg/kg 
bw 

Medium 
dose 

30 mg/kg 
bw 

High dose 
 

100 mg/kg 
bw 

Dose-
response 

 

+ / - Historical  Study  

Number of foetuses 
examined 

 97 77 87 62  

Skeletal anomalies*1 
[%] 

 1.0 0 2.3 4.8 - 

Skeletal variants  [%]       

5th sternebrae not ossified  29 27 30 31 - 

13th rib point or comma 
shaped 

 1 4 2 3 - 

Visceral anomalies*2 
[%] 

 2.1 1.3 3.4 0 - 

Multiple malformations*3 

[%] 
 0 0 1.1 0 - 

 

*1  foetuses with asymmetric and/or asymmetric and fused sternebrae  
*2 foetuses cystic dilatations in diencephalon or with hydrocephalus internus
*3 foetuses with dysmelia syndrome, abdominal eventration, spinabifida, cleft palate, skeletal muliple   
    malformations  
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