
















































































































































































































































































Final proposal by Fraunhofer ITA 28 February 2000

Syngenta Limited Brodifacoum September/2001
Doc IIIA / Teratogenicity Study

Section 6.8.1 Teratogenicity Study in the Rat

BFD Data Set ITA /

Annex Point VIL.6.8.1

Table A6_8-2. Table for Teratogenic effects (separate data for all dosage groups)

Litter response (Caesarean section data)

Parameter control data low dose | medium high
dose dose
historical study 0001 | 0.01 mgkg | 0.02mgkg
mg/ke bw/day bw/day
bw/day
Corpora lutea (mean no.) 135 129 12.8 13.0
Implantations (mean no.) 123 12.2 123 123
Resorptions 18/25 6/26 11/27 8/24
total number of live fetuses 290 31 321 288
pre-implantation loss (mean %) 8.6 6.6 5.8 638
post-implantation loss (mean %) 58 26 33 2.7
total number of litters 25 26 27 24
litter weight (mean) [g/ 58.8 61.1 62.2 62.7
live fetuses / litter (mean) 11.6 12.0 11.9 12.0
fetus weight (mean) 5.08 5.11 525 525
(gl
gravid uterus weight (mean) 80.4 82.7 83.6 85.2
i8]
Fetal sex ratio 145145 | 162/149 | 163/158 | 144/144
[ratio m/f]
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Doc IIIA / Teratogenicity Study

Section 6.8.1 Teratogenicity Study in the Rabbit

BFD Data Set ITA /

Annex Point VIL.6.8.1

Table A6_8-2. Table for Teratogenic effects (separate data for all dosage groups)

Litter response (Caesarean section data)

Parameter control data low dose | medium high
dose dose
historical, St“gyl 0.001 0.002 0.005
COMPET | coomnry | meke | mede | meke
1 contro i bw/day bw/day bw/day
(0.5%0v/v ethanol)
Tween 80)
Corpora lutea (mean no.) 84 3.0 79 74 73
Implantations (mean no.) 7.3 71 6.5 6.4 73
Resorptions (total) 8.8% 14.1% 20.0% 11.4% 9.1%
total number of live fetuses 73 49 52 62 20
pre-implantation loss (mean %) 148 14.7 19.1 16.7 5.6
post-implantation loss (mean %) 87 127 4.6 119 7.9
total number of litters 11 8 10 11 3
litter weight (mean) [g/ 218.3 2213 191.6 208.0 2387
live fetuses / litter (mean) 6.6 6.1 52 5.6 6.7
fetus weight (mean) 328 377 36.9 376 353
fg]
Fetal sex ratio 37/36 27/22 30/22 38/24 10/10
[ratio m/f]
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Section 6.8.1 Teratogenicity Study in the Rabbit

BFD Data Set ITA /

Annex Point VIL.6.8.1

Table A6_8-2. Table for Teratogenic effects (separate data for all dosage groups)

Litter response (Caesarean section data)

Parameter control data high
dose
historlcal 0.002 0.005
COMpAr. s mg/kg/day | mg/kg/day
n control
(0.5%v/v
Tween 80)
Corpora lutea (mean no.) 84 74 7.7
Implantations (mean no.) 7.3 64 73
Resorptions (total) 2.8% 11.4% 9.1%
total number of live fetuses 73 62 20
pre-implantation loss (mean %) 14.8 16.7 56
post-implantation loss (mean %) 8.7 11.9 79
total number of litters 11 11 3
litter weight (mean) [g/ 2183 208.0 2387
live fetuses / litter (mean) 6.6 5.6 6.7
fetus weight (mean) 328 37.6 353
(2]
Fetal sex ratio 37136 38/24 10/10
[ratio m/f]
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