CEREXAGRI

ZINEB APRIL/2006

Section A7.2.3.1(3)

Annex Point ITTA XII.1.2

Adsorption / Desorption screening test

(14C)—Ethylene urea, a metabolite of Mancozeb:
Adsorption/Desorption in Seil

TUCLID 3.3.2/03

Reliability Based on the assessment of materials and methods include appropriate reliability
indicator

Acceptability acceptable / not acceptable
{give reasons if necessary, e.g. if a study is considered acceptable despite a poor
reliability indicator. Discuss the relevance of deficiencies and indicate if repeat is
necessary.)

Remarks
COMMENTS FROM ...

Date Give date of comments submitted

Materials and Methods Discuss additional relevant discrepancies veferring to the (sub)heading numbers

Results and discussion
Conclusion

Reliability
Acceptability
Remarks

and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state




CEREXAGRI ZINEB APRIL/2006
Table A7 2 3 1-1: Classification and physico-chemical properties of soils used as adsorbents
Seil 1 Seil 2 Soil 3 Soil 4
SK 961089 SK 179618 SK 566696 SK 920191
Soil order Not reported Not reported Not reported Not reported
Soil series Not reported Not reported Not reported Not reported
Classification Clay Loam Loam (USDA) Loamy Sand Clay Loam
(USDA) {(UsSDA) {USDA)
Location Chapel Hill Farm, | Kenslow Farm, Grid Ref Grid Ref
Empingham, Middleton, SK566696, SK920191, South
Rutland, UK Derbyshire, UK Warsop, Witham Quarry,
Nottinghamshire, | South Witham,
UK Lincolnshire, UK
Horizon 15-30 cm 5-20 cm 12-20 cm 5-20 em
Sand [%0] 38 (UsDA4) 34 (USDA) 85 (USDA) 38 (USDA)
Silt [%] 28 (UsSDA) 46 (USDA) 4 (USDA) 26 (USDA)
Clay [%0] 34 (UsSDA) 20 (USDA) 11 (USDA) 36 (USDA)
Organic carbon [%a] 46 38 0.8 2.1
Carbonate as CaCOj 187.6 mg/kg Not reported Not reported Not reported
insoluble carbonates [%o] Not reported Not reported Not reported Not reported
pH (1:1 H,O) 8.0 6.0 5.1 8.0
Cation exchange capacity (MEQ/100 g) 38.2 249 13.4 23.0
Extractable cations (MEQ/100 g) - - - -
Ca| Notreported Not reported Not reported Not reported
Mg| Notreported Not reported Not reported Not reported
Na| Notreported Not reported Not reported Not reported
K| Notreported Not reported Not reported Not reported
H| Notreported Not reported Not reported Not reported
Special chemical/mineralogical None reported None reported None reported None reported
features
Clay fraction mineralogy Not reported Not reported Not reported Not reported
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Table A7 2 3 1-2a:

Results of preliminary test for Soil 1 (SK 961089):

Test substance

(*'C )-Ethylene urea

calculation)

Sample purity 99.5%

Weighed soil 10 5 1

Volume of CaCl, solution 10 25 25

Nominal concentration of a.s. final solution 5.0 pg/ml 5.0 pg/mL 5.0 pg/mlL
Analytical concentration final of a.s. solution Notreported [ Notreported | Not reported
Concentration of the test solution (show Notreported | Notreported | Not reported

Details of the analytical method used:

Method Liquid Scintillation Counting {I.SC) of
Supematant
Recovery rate 82.4° 9417 100.0"
Detection limit 1.5 x Background radioactivity
" Determined from reported % of applied radioactivity adsorbed by soil
Table A7 2 3 1-2b:  Results of preliminary test for Soil 2 (SK 179618):
Test substance (**C )-Ethylene urea
Sample purity 99.5%
Weighed soil 10 5 1
VYolume of CaCl, solution 10 25 25
Nominal concentration of a.s. final solution 5.0 ug/mL 5.0 ug/mL 5.0 uyg/mL
Analytical concentration final of a.s. solution Notreported [ Notreported | Not reported
Concentration of the test solution (show Notreported [ Notreported | Not reported

calculation)

Details of the analytical method used:

Method Liquid Secintillation Counting (I.5C) of
Supernatant
Recovery rate 89.3° 98.4" 100.0"

Detection limit

1.5 x Background radioactivity

" Determined from reported % of applied radioactivity adsorbed by soil
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Table A7 2 3 1-2¢:

Results of preliminary test for Soil 3 (SK 566696):

Test substance

(*'C )-Ethylene urea

calculation)

Sample purity 99.5%

Weighed soil 10 5 1

Volume of CaCl, solution 10 25 25

Nominal concentration of a.s. final solution 5.0 pg/mlL 5.0 ug/mL 5.0 pg/ml
Analytical concentration final of a.s. solution Notreported | Notreported | Not reported
Concentration of the test solution (show Notreported | Notreported | Not reported

Details of the analytical method used:

Method Liquid Scintillation Counting (L3C) of
Supernatant
Recovery rate 83.4" 98.1" 100.0
Detection limit 1.5 x Background radioactivity
" Determined from reported % of applied radioactivity adsorbed by soil
Table A7 2 3 1-2d:  Results of preliminary test for Soil 4 (SK 920191):
Test substance (**C )-Ethylene urea
Sample purity 99.5%
Weighed soil 10 5 1
VYolume of CaCl, solution 10 25 25
Nominal concentration of a.s. final solution 5.0 ug/mL 5.0 ug/mL 5.0 uyg/mL
Analytical concentration final of a.s. solution Not reported | Notreported | Not reported
Concentration of the test solution (show Notreported [ Notreported | Not reported

calculation)

Details of the analytical method used:

Method Liquid Secintillation Counting (L.SC) of
Supernatant
Recovery rate 80.7° 95.6" 100.0"

Detection limit

1.5 x Background radioactivity

" Determined from reported % of applied radioactivity adsorbed by soil
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Table A7 2 3 1-3a: Results of screening test — adsorption for Seil 1 (SK 961089):
5.0 pg/mL 2.5 pg/mL 0.5 pg/mL 0.25 pg/mL 0.05 pg/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
1and 2 1and 2 1and 2 1and 2 1 and 2
Concentration of test material [mg/1] 50 - 2:5 - 0.5 - 0.25 - 0.05 -
After contact of....hours with soil 24 - 24 - 24 - 24 - 24 -
Correction for blank with seil Not applied
Correction for blank without soil Not applied
Final corrected concentration [mg/1] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
Initial concentration of test solution [mg/1] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
Decrease in concentration [ mg/1] Not reported
Quantity adsorbed [pg] 9.2787 6.6647 3.8353 4.2050 1.0112 0.9691 0.3813 0.3694 0.0674 0.0755
4.0506" 4.5748 0.9270 0.3576 0.0836
Quantity of soil [g of oven-dried equivalent] 10 - 10 - 10 - 10 - 10 -
Quantity adsorbed [ug] per gram of soil 092787 | 0.66647 | 038353 | 0.42050 | 0.10112 | 0.09691 0.03813 0.03694 0.00674 0.00755
0.40506" 0.45748 0.09270 0.03576 0.00836
Test material adsorbed [%] 18.6 13.4 15.3 16.8 20.6 19.8 153 14.8 13.5 15.1
81" 18.3 13.9 143 16.7
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 204+2°C - 20+£2°C -

Yolume of solution recovered after
centrifugation [ml]

Not detailed. Report states that as much of the supernatant solution was removed as was possible

Volume of solution not recovered [ml]

Not detailed. Report states that as much of the supernatant solution was removed as was possible

Corresponding quantity of test substance
[mg]

Not reported

" Data flagged as not used in Regression Analysis
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Table A7 2 3 1-3b: Results of screening test — adsorption for Seil 2 (SK 179618):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
1and 2 1and 2 1and 2 1and 2 1 and 2
Concentration of test material [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
After contact of....hours with soil 24 - 24 - 24 - 24 - 24 -
Correction for blank with soil Not applied
Correction for blank without soil Not applied
Final corrected concentration [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
Initial concentration of test solution [mg/1] 5.0 o 2.5 - 0.5 - 0.25 - 0.05 -
Decrease in concentration [ mg/l] Not reported
Quantity adsorbed [pug] 6.7932 6.3319 3.0549 3.0066 0.5722 0.5475 0.2728 (0.245% 0.0536 0.0649
5.8705 2.9584 (0.5228 0.2190 0.0762
Quantity of soil [g of oven-dried equivalent] 10 - 10 - 10 - 10 - 10 -
Quantity adsorbed [ug] per gram of soil 067932 | 0.63319 | 030549 | 030066 | 0.05722 | 0.05475 0.02728 0.02459 0.00536 (0.00649
0.58705 0.29584 0.05228 0.02190 0.00762
Test material adsorbed [%] 13.6 12.7 12.2 12.0 11.7 11.2 10.9 9.8 10.7 13.0
11.8 11.8 10.7 8.8 15.2
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 20+2°C - 2042°C -

Yolume of solution recovered after
centrifugation [ml]

Not detailed. Report states that as much of the supemnatant solution was removed as was possible

Volume of solution not recovered [ml]

Not detailed. Report states that as much of the supematant solution was removed as was possible

Corresponding quantity of test substance
[mg]

Not reported
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Table A7 2 3 1-3c: Results of screening test — adsorption for Seil 3 (SK 566696):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
1and 2 1and 2 1and 2 1and 2 1 and 2
Concentration of test material [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
After contact of....hours with soil 24 - 24 - 24 - 24 - 24 -
Correction for blank with soil Not applied
Correction for blank without soil Not applied
Final corrected concentration [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
Initial concentration of test solution [mg/1] 5.0 o 2.5 - 0.5 - 0.25 - 0.05 -
Decrease in concentration [ mg/l] Not reported
Quantity adsorbed [pug] 6.1783 5.1580 27223 3.2965 0.6407 0.7118 0.3635 0.4157 0.0579 0.0725
41377 3.8707 0.7828 0.4680 0.0870
Quantity of soil [g of oven-dried equivalent] 10 - 10 - 10 - 10 - 10 -
Quantity adsorbed [ug] per gram of soil 061783 | 051580 | 027223 | 0.32965 | 0.06407 | 0.07118 0.03635 0.04157 0.00579 0.00725
0.41377 0.38707 0.07828 0.04680 0.00870
Test material adsorbed [%] 12.4 10.3 10.9 13.2 13.1 14.5 14.5 16.6 11.6 14.5
8.3 15.5 16.0 18.7 17.4
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 20+2°C - 20£2°C -

Yolume of solution recovered after
centrifugation [ml]

Not detailed. Report states that as much of the supemnatant solution was removed as was possible

Volume of solution not recovered [ml]

Not detailed. Report states that as much of the supematant solution was removed as was possible

Corresponding quantity of test substance
[mg]

Not reported
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Table A7 2 3 1-3d: Results of screening test — adsorption for Seil 4 (SK 920191):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
1and 2 1and 2 1and 2 1and 2 1 and 2
Concentration of test material [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
After contact of....hours with soil 24 - 24 - 24 - 24 - 24 -
Correction for blank with soil Not applied
Correction for blank without soil Not applied
Final corrected concentration [mg/l] 5.0 - 2.5 - 0.5 - 0.25 - 0.05 -
Initial concentration of test solution [mg/1] 5.0 o 2.5 - 0.5 - 0.25 - 0.05 -
Decrease in concentration [ mg/l] Not reported
Quantity adsorbed [pug] 8.4662 8.1252 4.4431 4.4670 3.3957" 2.1879 0.3849 (0.4387 0.1085 0.0923
7.7841 4.4910 0.9802 0.4924 0.0762
Quantity of soil [g of oven-dried equivalent] 10 - 10 - 10 - 10 - 10 -
Quantity adsorbed [ug] per gram of soil 0.84662 | 0.81252 | 044431 | 0.44670 | 0.33957 | 0.21879 0.03849 0.04387 0.01085 0.00923
0.77841 0.44910 0.09802 0.04924 0.00762
Test material adsorbed [%] 17.0 16.3 17.8 17.9 69.3" 44.7 15.4 17.5 21.7 18.5
15.6 18.0 209 19.7 15.2
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 20+2°C - 2042°C -

Yolume of solution recovered after
centrifugation [ml]

Not detailed. Report states that as much of the supemnatant solution was removed as was possible

Volume of solution not recovered [ml]

Not detailed. Report states that as much of the supematant solution was removed as was possible

Corresponding quantity of test substance
[mg]

Not reported

" Data flagged as not used in Regression Analysis
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Table A7 2 3 1-4a: Results of screening test — desorption for Soil 1 (SK 961089):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
1and 2 land 2 land 2 land 2 1and 2
Temperature [°C] 20+2°C = 2042°C & 204£2°C = 20+2°C - 2042°C -
Concentration in combined washings [mg/1] 0.1833 [0.1984 0.0976 0.0916 0.0167 0.0172 0.0095 0.0095 0.0018 0.0018
0.2134 0.0836 0.0177 0.0095 0.0018
Corresponding quantity of test material 0.001833 | 0.001984 | 0.000976 | 0.000916 0.0167 0.000172 | 0.000095 | 0.000095 | 0.000018 [ 0.000018
m;
g 0.002134 0.000856 0.0177 0.000095 0.000018
Quantity desorbed [pg]* 1.6923 |1.9254 0.8051 0.6026 0.0612 0.1106 0.0880 0.0730 -0.0031 0.0032
2.1585 0.4002 0.1599 0.0667 0.0095
[%] of adsorbed test material, which is 18.2 358 21.0 14.9 6.1 11.7 231 20.9 -4.7 33
desorbed® %
53.3 8.7 17.3 18.6 11.3
[%] of adsorbed test material, which is not 81.8 64.2 79.0 85.1 93.9 88.3 76.9 79.1 104.7 96.7
desorbed® .
46.7 91.3 82.7 81.4 88.7

“Data flagged as not used in Regression Analysis

! Reported data for quantity desorbed was calculated from: (ug EU in soil at end of adsorption phase) — (ug EU in soil at end of desorption phase)

2 Reported data for % EU desorbed was calculated from:

{ug EU in soi1l at end of adsorption phase — pg EU in soil at end of desorption phase)  x 100

3 Reported data for % EU not desorbed was calculated from:

(pg EU 1n soil at end of adsorption phase)

(ug EU in soil at end of desorption phase) x 100

{(ug EU in soil at end of adsorption phase)
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Table A7 2 3 1-4b: Results of screening test — desorption for Soil 2 (SK 179618):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
land 2 land 2 land 2 land 2 land 2
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 2042°C - 2042°C -
Concentration in combined washings [mg/1] 0.1728 0.1769 0.0812 0.0833 0.0171 0.0174 0.0082 0.0085 0.0018 0.0017
0.1809 0.0853 0.0177 0.0083 0.0016
Corresponding quantity of test material 0.001728 | 0.001769 | 0.000812 | 0.000833 | 0.000171 | 0.000174 | 0.000082 | 0.000085 | 0.000018 | 0.000017
nm
g 0.001809 0.000853 0.000177 0.000088 0.000016
Quantity desorbed [pg]* 3.0210 3.1799 0.6011 0.6453 0.2223 0.2649 0.0666 0.0905 0.0271 0.0256
3.3387 0.6896 0.3075 0.1143 0.0240
[%] of adsorbed test material, which is 44.5 50.7 19.7 21.5 38.8 48.8 24.4 383 50.6 41.1
desorbed’
56.9 233 58.8 52,2 316
[%] of adsorbed test material, which is not 555 493 80.3 78.5 6l.2 51.2 75.6 6l.7 494 58.9
desorbed®
431 76.7 41.2 478 68.4

! Reported data for quantity desorbed was calculated from: (ug EU in soil at end of adsorption phase) — (ug EU in soil at end of desorption phase)

2 Reported data for % EU desorbed was calculated from:

® Reported data for % EU not desorbed was calculated from:

{ug EU in so1l at end of adsorption phase — pg EU in soil at end of desorption phase)  x 100

(ug EU 1n soil at end of adsorption phase)

(ug EU in soil at end of desorption phase) x 100

{(ug EU in soil at end of adsorption phase)
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Table A7 2 3 1-4c: Results of screening test — desorption for Soil 3 (SK 566696):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
land 2 land 2 land 2 land 2 land 2
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 2042°C - 2042°C -
Concentration in combined washings [mg/1] 0.1713 0.1732 0.0842 0.0851 0.0158 0.0161 0.0084 0.0083 0.0018 0.0017
0.1751 0.0860 0.0163 0.0082 0.0016
Corresponding quantity of test material 0.001713 | 0.001732 | 0.000842 | 0.000851 | 0.000158 | 0.000161 | 0.000084 | 0.000083 | 0.000018 | 0.000017
nm
g 0.001751 0.000860 0.000163 0.000082 0.000016
Quantity desorbed [pg]* 1.2566 1.0465 0.3761 0.7084 0.0279 0.0985 0.0967 0.0996 0.0270 0.0214
0.8365 1.0407 0.169 0.1027 0.0158
[%] of adsorbed test material, which is 203 20.3 13.8 20.4 4.4 13.0 26.6 243 46.5 324
desorbed’
20.2 26.9 216 21.9 18.2
[%] of adsorbed test material, which is not 79.7 797 86.2 79.6 95.6 87.0 73.4 757 535 67.6
desorbed®
79.8 73.1 73.4 78.1 81.8

! Reported data for quantity desorbed was calculated from: (ug EU in soil at end of adsorption phase) — (ug EU in soil at end of desorption phase)

2 Reported data for % EU desorbed was calculated from:

® Reported data for % EU not desorbed was calculated from:

{ug EU in so1l at end of adsorption phase — pg EU in soil at end of desorption phase)  x 100

(ug EU 1n soil at end of adsorption phase)

(ug EU in soil at end of desorption phase) x 100

{(ug EU in soil at end of adsorption phase)
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Table A7 2 3 1-4d: Results of screening test — desorption for Soil 4 (SK 920191):
5.0 pg/mL 2.5 pg/mL 0.5 pg/ml, 0.25 pg/mL 0.05 png/mL
Replicate Mean Replicate Mean Replicate Mean Replicate Mean Replicate Mean
land 2 land 2 land 2 land 2 land 2
Temperature [°C] 2042°C - 20+£2°C - 20+£2°C - 2042°C - 2042°C -
Concentration in combined washings [mg/1] 0.1755 0.1720 0.0858 0.0851 0.0064 0.0068 0.0090 0.0089 0.0016 0.0016
0.1684 0.0844 0.0071 0.0083 0.0016
Corresponding quantity of test material 0.001755 | 0.001720 | 0.000858 | 0.000851 | 0.000064 | 0.000068 | 0.000090 | 0.000089 | 0.000016 | 0.000016
nm
g 0.001684 0.000844 0.000071 0.000088 0.000016
Quantity desorbed [pg]* 1.7314 1.3546 0.4122 0.4188 0.0499 -0.3612 0.0876 0.0959 0.0186 0.0063
0.9777 0.4255 -0.7721 0.1040 -0.0059
[%] of adsorbed test material, which is 20.5 16.5 93 9.4 1.5 -38.7 22.8 21.9 172 4.7
desorbed® i
12.6 95 -78.8 21.1 -7.8
[%] of adsorbed test material, which is not 79.5 83.5 90.7 920.6 98.5" 138.7 772 78.1 82.8 953
desorbed® "
87.4 90.5 178.8 78.9 107.8

" Data flagged as not used in Regression Analysis

! Reported data for quantity desorbed was calculated from: (ug EU in soil at end of adsorption phase) — (ug EU in soil at end of desorption phase)

2 Reported data for % EU desorbed was calculated from:

® Reported data for % EU not desorbed was calculated from:

{ug EU in soi1l at end of adsorption phase — pg EU in soil at end of desorption phase)  x 100

(pg EU 1n soil at end of adsorption phase)

(ug EU in soil at end of desorption phase) x 100

{(ug EU in soil at end of adsorption phase)
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Section A7.2.3.2 Aged Soil Leaching Study

Annex Point TIA7.7 Leaching characteristics of soil incorporated mancozeb following
aerobic aging

IUCLID 3.3.2/04

Acceptability Discuss if deviating from view of rapporteur member state
Remarks

BPD Practicalities Guidelines ~ Appendix 7-1: Standard formats for Doc. 111-A Page 6
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Table A7 2 3 2-1:

Classification and physico-chemical properties of soils used as adsorbents

Soil 1 Seil 2 Soil 3 Soil 4
Sandy loam | Lawrenceville| Hollister Washington
Soil order Not reported | Notreported | Notreported | Notreported
Soil series Not reported | Notreported | Notreported | Notreported
Classification Sandy loam Silt loam Clay loam Silt loam
Location Not reported | Notreported | Notreported | Notreported
Horizon Not reported | Notreported | Notreported | Notreported
Sand [%0] 76 12 26 28
Silt [%] 18 62 46 54
Clay [%o] 6 26 28 18
Organic matter [%0] 0.4 2.0 3.0 45
Carbonate as CaCOj Not reported | Notreported | Notreported | Notreported
insoluble carbonates [%o] Not reported | Notreported | Notreported | Notreported
pH (1:1 H,O) 7.8 6.1 6.9 6.2
Cation exchange capacity (MEQ/100 g) 7.5 6.1 169 79
Extractable cations (MEQ/100 g) - - - -
Ca| Notreported | Notreported | Notreported | Notreported
Mg | Not reported | Notreported | Notreported | Notreported
Na | Notreported | Notreported | Notreported | Notreported
K| Notreported | Notreported | Notreported | Notreported
H| Notreported | Notreported | Notreported | Notreported
Special chemical/mineralogical features | None reported | None reported | None reported | None reported
Clay fraction mineralogy Not reported | Notreported | Notreported | Notreported

BPD Practicalities Guidelines

Appendix 7-1: Standard formats for Doc. TI1-A

Page 7
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Table A7 2 3 2-2: Distribution of *C-Residues in Aerobically Aged Soils (% of applied radioactivity)

Soil type Sandy Loam | Lawrenceville silt loam | Hollister clay loam | Washington silt loam
Timpoint Day 0 | Day 1 Day 0 Day 1 Day 0 Day 1 Day 0 Day 1
Extractable 721 | 485 422 204 52.1 348 22.4 109
Non-extractable | 27.9 [ 508 57.9 80.6 482 65.7 78.1 873
Volatile - 0.05 - 0.05 - 0.05 - 0.11
Total 1000 [ 99.2 100.1 101.1 1003 100.6 1005 983

Table A7 2 3 2-3: Distribution of "*C-Residues in Aged soil leaching columns (% of applied

radioactivity)

Soil type Sandy loam | Lawrenceville silt loam | Washington silt loam
Leachate 19.1 8.7 4.2
Segments 1-12 778 98.9 90.2

Total 96.9 107.6 94.4

BPD Practicalities Guidelines

Appendix 7-1: Standard formats for Doc. TI1-A

Page §
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Table A7 2 3 2-4: Distribution of *C-Residues in Aged soil leaching column segments (% of applied
radioactivity)

Soil type/segment number | Sandy loam | Lawrenceville silt loam | Washington silt loam
1 56.8 842 83.0
2 6.1 2.3 2.6
3 40 19 0.8
4 3.0 15 0.7
5 2.1 1.1 0.5
6 1.6 14 0.6
7 13 0.6 03
8 0.9 0.5 03
9 0.7 31 0.4
10 0.6 09 0.2
11 0.4 0.6 0.4
12 0.3 0.8 0.4
Total 77.8 98.9 Q0.2

Segment 1 is the top of the leaching column.

BPD Practicalities Guidelines ~ Appendix 7-1: Standard formats for Doc. 111-A Page 9
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Section 7.3.1
Annex Point ITIA, VIL.S

Phototransformation in air (estimation method),
including identification of brealkdown products

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member siate

Discuss if deviating from view of rapporteur member state






















CEREXAGRI
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Section A7.4.1.1(1)
Annex Point ITA7.1

IUCLID 4.1/01

Acute toxicity to fish

Acute toxicity of Zineb to Plaice (Pleuronectes platessa)

Results and discussion

Adopt applicant’s version or include revised version. If necessary, discuss
relevant deviations from applicant's view referring to the {sub)heading numbers

Conclusion Adopt applicant's version or include revised version

Reliability Based on the assessment of materials and methods include appropriate veliability
indicator

Acceptability acceptable / not acceptable
{give reasons if necessary, e.g. if a study is considered accepiable despite a poor
reliability indicator. Discuss the relevance of deficiencies and indicate if repeat is
necessary.)

Remarks
COMMENTS FROM ...

Date Give date of comments submitted

Materials and Methods Discuss additional relevant discrepancies veferring to the (sub)heading numbers

Results and discussion
Conclusion

Reliability
Acceptability
Remarks

and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state

TNsG on Dossier Preparation and Study EvaluationPart 111 Standard formats Page 5
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Table A7 4 1 1-1:

Preparation of TS solution for poorly soluble or volatile test substances

Criteria Details

Dispersion Yes.
Test concentrations were prepared by direct addition
of the test substance to dilution water followed by
thorough mixing.

Vehicle No

Concentration of vehicle Not applicable

Vehicle control performed No

Other procedures None

Table A7 4 1 1-2: Dilution water

Criteria Details

Source Natural seawater from Tor Bay, Devon, UK and
filtered to 10 um

Alkalinity Not applicable

Hardness Not applicable

pH 7.96-8.20

Oxygen content

7.85-8.21 mg/l

Conductance Salinity: 35 £ 1%
Holding water different from dilution water No
Table A7 4 1 1-3: Test organisms

Criteria Details

Species/strain Plaice (Pleuronectes platessa)

Source Tor Bay, Devon

Wild caught Yes. Collected locally from Tor Bay, Devon and held
at Brixham Environmental Laboratory for at least 24
days before test initiation

Age/size Mean weight: 1.7 g (0.95-2.86 g)
Mean length: 49 mm (44-59 mm)

Kind of food Commerical fish diet

Amount of food Appropriate amounts

Feeding frequency Daily until 24 hours prior to test mitiation
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Pretreatment Held at least 24 days
Feeding of animals during test No
Table A7 4 1 1-4: Test system
Criteria Details
Test type Semi-static

Renewal of test solution

Fish were transferred to a second set of vessels
containing newly prepared test solutions after 24, 48
and 72 hours

Volume of test vessels

20 litres

Volume/animal 2 litres per animal
Number of amimals/vessel 10
Number of vessels/ concentration 1
Test performed in closed vessels due to significant | No
volatility of TS
Table A7 4 1 1-5: Test conditions
Criteria Details
Test temperature By thermometer: 14.8-15.6°C

By autorecorder: 15 £ 1°C

Dissolved oxygen

7.85-8.21 mg/l

pPH

7.96-8.20

Adjustment of pH

No

Aeration of dilution water

Yes, gently aerated throughout the study

Intensity of irradiation

Fluorescent light

Photoperiod

16 hours light, 8 hours dark with 20 minute dawn and
dusk transition periods

Table A7 4 1 _1-6: Mortality data

Test-Substance Mortality

Concentration

(nominal/measured)* Number Percentage

[mg/1] 24h 48 h 72 h 96 h 24h 48 h 72 h 96 h
Control (<0.0098)* 0 0 0 0 0 0 0 0
32 (21)* 0 2 2 2 0 20 20 20
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*(#) = measured conc.
Temperature [°C] 15.2 15.3 15.2 15.3
pH 8.00 7.96 8.02 7.98
Oxvgen [mg/l] 7.94 8.10 8.15 7.89
! specify, if TS concentrations were nominal or measured
Table A7 4 1 1-7: Effect data
48 h [mg/1]' 95 % c.l. 96 h [mg/1]" 95 % c.l.
LC,
LCs =32 (n) n.a. >32 (n) na.
=21 (m) =21 (m)
LCao
!indicate if effect data are based on nominal (n) or measured (m) concentrations
Table A7 4 1 1-8: Validity criteria for acute fish test according to OECD Guideline 203
fulfilled Not fullfilled
Mortality of control animals <10% X
Concentration of dissolved oxygen in all test vessels > 60% saturation X
Concentration of test substance =80% of initial concentration during test X

Criteria for poorly soluble test substances
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Table A7 4 1 1-1: Preparation of TS solution for poorly soluble or volatile test substances
Criteria Details
Dispersion Not reported
Vehicle Not reported
Concentration of vehicle Not reported
Vehicle control performed Not reported
Other procedures Not reported
Table A7 4 1 1-2: Dilution water
Criteria Details
Source Laboratory prepared dilution water
Alkalinity Not reported
Hardness 260 mg/L as CaCCOy
pH 81402
Oxygen content Not reported
Conductance Not reported
Holding water different from dilution water No
Table A7 4 1 1-3: Test organisms
Criteria Details
Species/strain Poecilia reticulata (guppy)
Source Laboratory cultures
Wild caught No
Age/size Not reported
Kind of food Not fed during study
Amount of food Not applicable
Feeding frequency Not applicable
Pretreatment Not reported
Feeding of animals during test No

BPD Practicalities Guidelines ~ Appendix 7-1: Standard formats for Doc. 111-A Page 5



CEREXAGRI ZINEB APRIL/2006

Table A7 4 1 1-4: Test system
Criteria Details
Test type Semistatic
Renewal of test solution Renewed daily using stock solutions made {resh daily
Volume of test vessels Not reported
Volume/ammal Not reported
Number of animals/vessel Not reported
Number of vessels/ concentration Duplicate vessels per concentration
Test performed in closed vessels due to significant | No
volatility of TS
Table A7 4 1 _1-5: Test conditions
Criteria Details
Test temperature 20°C
Dissolved oxygen Not reported
pH 81402
Adjustment of pH No
Aeration of dilution water No
Intensity of irradiation Not reported
Photoperiod Not reported
Table A7 4 1 _1-6: Mortality data
Test-Substance Mortality
Concentration
(nominal/measured)’ Number Percentage
[mg/] 24 h 48 h 72 h 96 h 24 h 48 h 72 h 96 h
Not reported

Temperature [°C]

pH

Oxyvgen [mg/l]

specify, if TS concentrations were nominal or measured
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Table A7 4 1 1-7: Effect data
48 h [mg/1]' 95 % c.l. 96 h [mg/1]" 95 % c.l.
LC, 7.3 )
LCs All values as nominal
concentrations
Zineb: 7.2 5.0-103
DIDT: 0.49 0.32-1.0
ETU: 7500 5600-10,000
EU: 13,000 10,000-18,000
LC00
!indicate if effect data are based on nominal (n) or measured (m) concentrations
Table A7 4 1 1-8: Validity criteria for acute fish test according to OECD Guideline 203
fulfilled Not fullfilled
Mortality of control ammals <10% X
Concentration of dissolved oxygen in all test vessels > 60% saturation X
Concentration of test substance =80% of initial concentration during test X
Criteria for poorly soluble test substances na
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Section A7.4.1.1(3)

Annex Point ITA7.1

IUCLID 4.1/04

Acute toxicity to fish

Acute Toxicity of ETU to Rainbow Trout (Oncorhynchus
mykiss WALBAUM 1792) in a Static System (96 hours).

Date
Materials and Methods

Results and discussion

Give date of action

State if the applicants version is acceptable or indicate relevant
discrepancies referring to the (sub) heading numbers and to applicant’s
summary and conclusion.

Adopt applicant’s version or include revised version. If necessary, discuss
relevant deviations from applicant’s view referring to the (sub)heading
numbers

Conclusion Adopt applicant’s version or include revised version

Reliability Based on the assessment of materials and methods include appropriate
reliability indicator

Acceptability acceptable / not acceptable
(give reasons if necessary, e.g. if a study is considered acceptable despite
a poor reliability indicator. Discuss the relevance of deficiencies and
indicate if repeat is necessary.)

Remarks
COMMENTS FROM ...

Date Give date of comments submitted

Materials and Methods Discuss additional velevant discrepancies referring to the (sub)heading

Results and discussion
Conclusion

Reliability
Acceptability
Remarks

numbers and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Table A7 4 1 1-1:

Preparation of TS solution for poorly soluble or volatile test substances

Criteria Details

Dispersion Yes
The mixture was homogenised with an ultra-turrax
stirrer.

Vehicle No

Concentration of vehicle Not applicable

Vehicle control performed

No- not applicable

Other procedures

Since the dissolvation of the test substance was slow,
the test solutions were prepared the day before study
1nitiation.

Table A7 4 1 1-2: Dilution water

Criteria Details

Source Municipal water, city of Frankenthal (non-
chlorinated), charcoal filtered and aerated prior to use

Alkalinity Not stated

Hardness ca 2.5 mmol/L, (= ca 250 mg CaCOj4/1.)

pH ca 8.0-8.6

Oxygen content »60% of maximum saturation

Conductance Not stated

Holding water different from dilution water No

Table A7 4 1 1-3: Test organisms

Criteria Details

Species/strain Rainbow Trout {(Oncorkynchus mykiss WALBAUM
1792)

Source I

Wild caught No

Age/size cad4months /47-55cm/08-14¢

Kind of food Growing feed ‘Forellenfutter (Zeigler)', NAFAG AG,
Gosau, Switzerland, frozen and live brine shrimp
{artemia).

Amount of food Growing feed: Ad libitum
Shrimp: Not stated

Feeding frequency Growing feed: Ad libitum
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Shrimp: Not stated

Pretreatment 14 days acclimatisation in flow through tank in non-
chlorinated tap-water, passed through a charcoal filter
and aerated with oil-free air.

Food was withdrawn 1 day before exposure.

Feeding of ammals during test No.
Table A7 4 1 _1-4: Test system
Criteria Details
Test type Static
Renewal of test solution Not applicable
Volume of test vessels 84 L containing 25 L of test selution
Volume/ammal 25L
Number of animals/vessel 10
Number of vessels/ concentration 2
Test performed in closed vessels due to significant | Not stated
volatility of TS
Table A7_4 1 1-5: Test conditions
Criteria Details
Test temperature See Table A7 4 1 1-10
Dissolved oxygen See Table A7 4 1 1-11
pH See Table A7 4 1 1-12
Adjustment of pH No
Aeration of dilution water No
Intensity of irradiation Not stated
Photoperiod 16 hour photoperiod daily
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Table A7 4 1 1-6: Mortality data
Test-Substance Mortalityl
Concentration
(nominal) Number Percentage
[mg/1] 24 h 48 h 72h 96 h 24 h 48 h 72 h 9% h
0 (Control) 0 0 0 0 0 0 0 0
22 0 0 0 0 0 0 0 0
30 0 0 0 0 0 0 0 0
100 0 0 0 0 0 0 0 0
220 0 0 0 0 0 0 0 0
500 0 2 2 2 0 10 10 10
Temperature [°C] 11-12°C. See table A7 4 1 1-10
pH 8.2-8.6. Seetable A7 4 1 1-12
Oxygen [mg/l] 7.3-103. Seetable A7 4 1 1-11
! Number and % Mortality are taken as a total of the 2 tanks at each concentration
Table A7 4 1 1-7: Effect data
48 h [mg/1]' 95 % c.l. 96 h [mg/1]" 95 % c.l.

LG, 220 - 220 -

LCs, =500 - =500 -

LCw =500 - =500 -
! data are based on nominal concentrations
- Confidence Intervals could not be calculated from the data
Table A7 4 1 1-8: Validity criteria for acute fish test according to OECD Guideline 203

fulfilled Not fullfilled

Mortality of control animals <10% X
Concentration of dissolved oxygenin all test vessels > 60% saturation X
Concentration of test substance =80% of initial concentration during test X
Criteria for poorly soluble test substances X
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Table A7 4 1 1-9: Determined Concentration of Test Substance over Period of Test
Test-Substance Concentration | Determined Concentration of Test Substance after
(nominal) M
ean
1h 48 h 96 h
[mg/]
6] ND ND ND ND
0 ND ND ND ND
21.5 21.5 21.79 21.60
22
(97.7%) (97.7%) (99.0%) (98.2%)
21.58 21.48 21.88 21.65
22
(98.1%) (97.6%) (99.5%) (98.4%)
50.D1 49 29 50.73 50.01
50
(100.0% (98.6%) (101.5%) (100.0%)
49 16 48 .98 50.58 49 77
50
(99.5%) (98.0%) (101.2%) (99.5%)
102.30 100.99 102.27 101.85
100
(102.3%) (101.0%) (102.3%) (101.9%)
99 .96 98.98 100.02 99.65
100
(100.0%) {99.0%) (100.0%) (99.7%)
216.10 213.18 22552 218.27
220
(98.2%) (96.9%) (102.5%) (99.2%)
220.05 216.41 221.17 21921
220
(100.0%) (98.4%) (100.5%) (99.6%)
503.92 48471 504 .85 497 83
500
(100.8%) (96.9%} (101.0%) (99.6%)
49922 503.62 515.36 506.07
500
(99.8%) (100.7%) (103.1%) (101.2%)

ND = Not detected.

Data are presented as determined concentrations with % of nominal in brackets.

Each result is the mean of 2 measurements.
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Table A7 4 1 1-10: Temperatures over Period of Test

Test-Substance Concentration

Test Temperature (°C) after

(nominal)
[mg/l] 1h 24 h 48 h 72 h 9 h
0 12 12 12 12 12
0 12 12 11 12 11
22 12 12 12 12 12
22 12 12 12 12 12
50 12 11 11 12 11
50 12 11 11 11 11
100 12 11 11 12 12
100 12 12 12 12 12
220 12 12 12 12 12
220 12 12 12 12 12
500 12 12 12 12 12
500 12 12 12 12 12
Table A7 4 1 _1-11: Dissolved Oxygen over Period of Test
Test-Subst(z:ll:)cnt;i(ljl;)ll;centration Oxygen content (mg/l) after
[mgA] 1h 24 h 48 h 72 h 9% h
0 10.2 8.6 8.5 8.2 8.5
0 10.2 8.7 33 7.8 8.1
22 10.2 8.5 8.1 7.6 7.8
22 10.2 8.4 7.8 73 76
50 10.3 8.9 8.5 8.1 8.6
50 10.3 8.8 8.6 8.2 8.4
100 10.3 8.9 8.4 7.8 8.1
100 10.2 8.2 79 7.8 82
220 10.3 9.1 8.7 8.2 85
220 10.2 8.6 3.2 7.7 7.8
500 10.3 8.9 8.8 8.2 83
500 10.3 3.9 8.7 3.2 8.4
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Table A7 4 1 1-12: pH over Period of Test

Test-Substance Concentration

(nominal) pH After
[mgA] 1h 24h 48 h 72 h 96 h
0 8.6 8.5 8.4 3.4 8.3
0 8.5 8.4 8.3 8.3 8.2
22 8.5 8.4 8.3 8.3 8.2
22 8.6 8.5 8.4 8.3 8.3
50 8.6 8.5 8.4 8.3 8.3
50 8.6 8.5 8.4 8.3 8.3
100 8.5 8.5 8.4 8.4 8.3
100 8.6 8.4 8.3 8.3 8.3
220 8.6 8.5 8.4 8.4 8.3
220 8.5 8.4 8.3 8.3 8.2
500 8.5 8.4 8.4 8.4 8.4
500 8.6 8.5 8.4 8.4 8.3
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Figure A7 4 1 1-1: LC 50 after 96 hour (mean .analytically detected concentrations)
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