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Due to results of second study, tables not needed  
 
Table A6_5-1.A Results of clinical chemistry, haematology and urinalysis (first study) 
Clinical chemistry Sex Unit Control 

0 mg/kg bw 

Low dose 

2.5 mg/kg bw 

Medium dose 

12.5 mg/kg bw 

High dose 

62.5/37.5# 
mg/kg bw 

Alanine-
aminotransferase 

 U/l 14, 19, 27, 40, 53 weeks after start of treatment 

 male    ↑ 

(at week 27 
only) 

↑ 

 female    ↑ 

(at week 40 
only) 

↑ 

Aspartat-
aminotransferase 

 U/l 14, 19, 27, 53 weeks after start of treatment 

 male     ↑ 

 female    ↑ 

(at week 14 
only) 

↑ 

Alkaline-
phosphatase 

 U/l 14, 19, 27, 53 weeks after start of treatment 

 male     ↑ 

 female     ↑ 

γ-glutamyl-
transpeptidase 

 U/l 14, 19, 53 weeks after start of treatment 

 male     ↑ 

 female    ↑ 

(at week 53 
only) 

↑ 

Cholesterol  mg/dl 14, 19, 27, 40, 53 weeks after start of treatment 

 male     ↑ 

 female    ↑ ↑ 

Triglyceride  mg/dl 14, 19, 27, 40 weeks after start of treatment 

 male     ↑ 

 female     ↑ 
#62.5 mg/kg bw was administered for approximately 14 weeks before being reduced to 37.5 mg/kg bw for the 
remainder of the study. 

↓    Decrease 

↑    Increase  

 not different from control



BAYER CHEMICALS AG Dichlofluanid 03/2004, rev. 11/2004 
 

Page 11 

Table A6_5-1.A Results of clinical chemistry, haematology and urinalysis (first study, 
continued) 

Clinical chemistry Sex Unit Control 

0 mg/kg bw 

Low dose 

2.5 mg/kg bw 

Medium dose 

12.5 mg/kg bw 

High dose 

62.5/37.5# 
mg/kg bw 

Creatinine   mg/dl 14, 19, 27, 40, 53 weeks after start of treatment 

 male     ↑ 

 female     ↑ 

Blood urea 
nitrogen 

 mg/dl 27, 40, 53 weeks after start of treatment 

 male     ↑ 

 female      

T3  ng/ml 19, 27, 40, 53 weeks after start of treatment 

 male     ↓ 

 female     ↓ 

T4  µg/dl 19, 27, 40, 53 weeks after start of treatment 

 male   ↑  ↓ 

 female     ↓ 
 #62.5 mg/kg bw was administered for approximately 14 weeks before being reduced to 37.5 mg/kg bw for the 
remainder of the study. 

↓    decrease 

↑    increase  

  not different from control 

 



BAYER CHEMICALS AG Dichlofluanid 03/2004, rev. 11/2004 
 

Page 12 

Table A6_5-1.A Results of clinical chemistry, haematology and urinalysis (first study, continued) 
 

Haematology Sex Unit Control 

0 mg/kg bw 

Low dose 

2.5 mg/kg bw 

Medium dose 

12.5 mg/kg bw 

high dose 

62.5/37.5# 
mg/kg bw 

Erythrocyte  millions/mm3 27, 40, 53 weeks after treatment 

 male     ↓ 

Haemoglobin  g/dl 27, 40, 53 weeks after treatment 

 male     ↓ 

Packed cell 
volume 

 % 27, 40, 53 weeks after treatment 

 male     ↓ 
#62.5 mg/kg bw was administered for approximately 14 weeks before being reduced to 37.5 mg/kg bw for the 
remainder of the study. 

↓    decrease 

  not different from control 
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Table A6_3-2.B Results of the chronic toxicity study in Beagle dogs (first study) 
 

Parameter Control 

0 mg/kg bw 

Low dose 

2.5 mg/kg bw 

Medium dose 

12.5 mg/kg bw 

High dose 

62.5/37.5# mg/kg 
bw 

Dose-
response 

+/- 

 m f m f m f m f m f 

Number of animals 
examined 

4 4 4 4 4 4 4 4   

Mortality 0/4a 0/4a 0/4a 0/4a 0/4a 0/4a 0/4a 1/4a - - 

Clinical signs  

Red gingivae     3/4a  3/4a 3/4a + + 

Rough coat       4/4a 4/4a + + 

Inflammation of the 
ears 

      4/4a  + - 

Excessive salivation       4/4a 3/4a + + 

Decreased activity       3/4a  + - 

Body weight gain     ↓  ↓ ↓ + + 

Mean food 
consumption 

      ↓ 

(week 14 
to 20) 

↓ 

(week 4 
to 27) 

+ + 

Clinical chemistry  

Effects described in table A 6_3-2.A above Haematology 

Urinalysis 
#62.5 mg/kg bw was administered for approximately 14 weeks before being reduced to 37.5 mg/kg bw for the 
remainder of the study. 
a number of animals affected/total number of animals 

↑ increase 

↓    decrease 

 not different from control 
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Table A6_5-2.B Results of the chronic toxicity study in Beagle dogs (first study, continued) 
 

Parameter Control 

0 mg/kg bw 

Low dose 

2.5 mg/kg bw 

Medium dose 

12.5 mg/kg bw 

High dose 

62.5/37.5# mg/kg 
bw 

Dose-
response 

+/- 

 m f m f m f m f m f 

Organ: testes  

Organ weight       ↓  - - 

Microscopic 
pathology 

      Testi-
cular 

degenerat
ion 

 + - 

Organ: thyroid  

Organ weight       ↓  - - 

Microscopic 
pathology 

     Thyroid 
follicular 

cell 
degenerat

ion 

Thyroid follicular 
cell degeneration 

+ + 

Organ: liver   

Microscopic 
pathology 

      Hepatocellular 
degeneration, billiary 

hyperplasia with 
periportal 

inflammation, 
hemosiderin pigment 

accumulation 

+ + 

Organ: pituitary gland  

Microscopic 
pathology 

      Hyperplasia of the 
basophiles 

+ + 

Organ: thymus  

Microscopic 
pathology 

      Thymic 
atrophy 

 + - 

Organ: kidneys  

Microscopic 
pathology 

    Chronic nephropathy Chronic nephropathy + + 

 + 
#62.5 mg/kg bw was administered for approximately 14 weeks before being reduced to 37.5 mg/kg bw for the 
remainder of the study. 

↑ increase 

↓    decrease 

 not different from control 
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