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9 Ecotoxicology (KCP 10)
9.1 Critical GAP and overall conclusions
Table 9.1-1: Table of critical GAPs
1 2 3 4 5 6 7 ‘ 8 ‘ 9 10 11 12 13 14 15‘16|17\18‘19|20\21
Use- | Member | Crop and/or situation | F, Pests or Group of Application Application rate PHI | Remarks: Conclusion
No. * | state(s) | (crop destination / Fn, | pests controlled . . (days) | e.g. g safener/
purpose of crop) Fpn | (additionally: l}\(/l_etgod / Ttlmmgf/ Grov(\g/Lth Maxb L\)/I |t\r:V interval | kg (()jr Lt/h g or kg as/ha \ﬁ\;ﬁter synergist per = 5 @
G, |developmental in stage of crop number | between product/ha ha ha Z Elel|&
Gn, | stages of the pest season a) per ?éaph(;atlons a) max.lrate a) max.lrate min/max =4 s % ._9'
Gon | or pest grou use ays per appl. per appl. ©| 5 o |S| B
Orp pest group) b) per b) max. total | b) max. total £ 2 g % g
| crop/ rate per rate per B|lE|Slglel=|2
season crop/season | crop/season @|=|Z|a 2 3 =
Zonal uses (field or outdoor uses, certain types of protected crops)
1 CEU ENihnter (l:)erelals F Broadleav;d and | Spray I;r; gmeorgeg;e a1 NA a) 2.5-3.5 a) 1.137-1.59 | 200-400
wheat, barley, rye, grass weeds - ~
oats, triticale) b)1 b)2.5-3.5 b) 1.137-1.59
2 CEU }Nihnter Eerelals F Broadleav;d and | Spray E(I)BStC (meégfgce a1 NA a) 2.5-35 a) 1.137-1.59 | 200-400
wheat, barley, rye, grass weeds - ~
oats, triticale) b)1 b)2.535 b) 1.137-1.59
3 CEU Maize F Broadleaved and | Spray Pre emergence a1 NA a) 2.5-35 a) 1.137-1.59 | 200-600
grass weeds BBCH 00-09 b) 1 b) 2.5-35 b) 1.137-1.59
4 CEU Maize F Broadleaved and | Spray Post emergence | g) 1 NA a)25-35 a) 1.137-1.59 | 200-600
grass weeds BBCH 10-13 b) 1 b) 2.5-3.5 b) 1.137-1.59
5 CEU Pome fruits (apple, |F Broadleaved and | Spray Pre emergence a1 NA )35 a) 1.59 200-600 After harvest
pear) grass weeds BBCH 00-09 b) 1 b) 2.5 b) 1.59 and before
applications ' ) 1. emergence
between rows next season
6 CEU Stone fruits (peach, |F Broadleaved and | Spray Pre emergence a1l NA Q)35 a) 1.59 200-600 After harvest
apricot, plum, grass weeds BBCH 00-09 b) 1 b)3.5 b) 1.59 and before
nectarine, cherry) applications ' ) 1. emergence
between rows next season
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1 2 3 5 6 7 8 10 11 12 13 14 15(16 (17 (1819|2021
7 CEU Sunflower Broadleaved and | Spray Pre emergence a)l NA )26 a) 1.183 200-400
grass weeds BBCH 00-09 b) 1 b) 2.6 b) 1.183
8 CEU Soybean Broadleaved and | Spray Pre emergence a1 NA a) 2.6 a) 1.183 200-400
grass weeds BBCH 00-09 b) 1 b) 2.6 b) 1.183
9 CEU Bulb vegetables Broadleaved and | Spray Pre emergence a1 NA a) 2.5-35 a) 1.137-1.59 | 200-400
(onion, garlic, shal- grass weeds BBCH 00-09 ~
lot, spring onion) b) 1 b) 2.5-3.5 b) 1.137-1.59
10 CEU Bulb vegetables Broadleaved and | Spray Post emergence | g) 1 NA a)25-35 a) 1.137-1.59 | 200-400
(onion, garlic, shal- grass weeds BBCH 10-13 .
lot, spring onion) b)1 b)25-35 b) 1.137-1.59
11 CEU Bean, pea, broad Broadleaved and | Spray Pre emergence a)l NA a)25-35 a) 1.137-1.59 | 200-400
bean, field bean grass weeds BBCH 00-09 b) 1 b) 2.5-3.5 b) 1.137-1.59
12 CEU Carrot, parsley Broadleaved and | Spray Pre emergence a1 NA a) 2.5-35 a) 1.137-1.59 | 200-400
grass weeds BBCH 00-09 b) 1 b) 25-3.5 b) 1.137-1.59
13 CEU Lupine Broadleaved and | Spray Pre emergence a1 NA a) 2.6 a) 1.183 200-400
grass weeds BBCH 00-09 b) 1 b) 2.6 b) 1.183
14 CEU Winter oilseed rape Broadleaved and | Spray Pre emergence a)l NA a)1.0 a) 0.455 200-400
grass weeds BBCH 00-09 b) 1 b) 1.0 b) 0.455
15 CEU Winter oilseed rape Broadleaved and | Spray Postemergence | 3) 1 NA a) 2.0 a) 0.91 200-400
grass weeds BBCH 10-16 b) 1 b) 2.0 b) 091
16 CEU Asparagus Broadleaved and | Spray Pre emergence a1 NA )35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 35 b) 1.59
17 CEU Brassica vegetables Broadleaved and | Spray Pre transplanting | g) 1 NA a)35 a) 1.59 200-400
(broccoli, Brussels grass weeds b) 1 b) 3.5 b) 1.59
sprouts, cabbage, ' :
cauliflower)
18 CEU Strawberry Broadleaved and | Spray Pre emergence a1l NA a)25-35 a) 1.137-1.59 | 200-400
grass weeds BBCH 00-09 .
applications b) 1 b) 2.5-3.5 b) 1.137-1.59
between rows
19 CEU Raspberry Broadleaved and | Spray Pre emergence a1 NA ) 3.0 a) 1.365 200-400
grass weeds BBCH 00-09 b) 1 b) 3.0 b) 1.365
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1 2 3 5 6 7 8 10 11 12 13 14 15(16 (17 (1819|2021
applications
between rows
20 CEU Currants Broadleaved and | Spray Pre emergence a1 NA )35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 35 b) 1.59
applications ' ) L.
between rows
21 CEU Leek Broadleaved and | Spray Pre emergence a1 NA )35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 3.5 b) 1.59
22 CEU Leek Broadleaved and | Spray Postemergence | 3) 1 NA a) 3.5 a) 1.59 200-400
grass weeds BBCH 10-13 b) 1 b) 35 b) 1.59
23 CEU Parsnip Broadleaved and | Spray Pre emergence a)l NA a)35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b)3.5 b) 1.59
24 CEU Lettuce, endive Broadleaved and | Spray Pre transplanting | ) 1 NA )35 a) 1.59 200-400
grass weeds b) 1 b) 3.5 b) 1.59
25 CEU Potato Broadleaved and | Spray Pre emergence a1 NA a) 2.5-35 a) 1.137-1.59 | 200-400
grass weeds BBCH 00-09 b) 1 b) 2535 b) 1.137-1.59
26 CEU Grapevine Broadleaved and | Spray Pre emergence a1l NA a)35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b)3.5 b) 1.59
applications ' '
between rows
27 CEU Ornamentals Broadleaved and | Spray Pre emergence a1l NA a)35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 35 b) 1.59
28 CEU Clover, alfalfa Broadleaved and | Spray Postemergence |3 1 NA a)2.2 a) 1.0 200-400
grass weeds BBCH 13-18 b) 1 b) 2.2 b) 1.0
29 CEU Artichoke Broadleaved and | Spray Pre emergence a1 NA )35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 35 b) 1.59
30 CEU Fennel Broadleaved and | Spray Pre emergence a1l NA Q)35 a) 1.59 200-400
grass weeds BBCH 00-09 b) 1 b) 3.5 b) 1.59
31 CEU Cucurbits (melon, Broadleaved and | Spray Pre emergence a1l NA Q)35 a) 1.59 200-400
cucumber, squash, grass weeds BBCH 00-09 b) 1 b)3.5 b) 1.59

zucchini)
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1| 2 | 3 | 4 | 5 | 6 | 7 IEREE 10 n | 12 | 13 14 \15‘16'17\18‘19'20\21

Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

Minor uses according to Article 51 (zonal uses)

Minor uses according to Article 51 (interzonal uses)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
**  F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional
and non-professional greenhouse use, I: indoor application

Explanation for column 15 — 21 “Conclusion”
A | Acceptable, Safe use

R | Further refinement and/or risk mitigation measures required
To be confirmed by cMS

©
- No safe use

Remarks (1) Numeration necessary to allow references (7) Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
table: (2) Use official codes/nomenclatures of EU Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of ap-
(3) For crops, the EU and Codex classifications (both) should be used; where relevant, the use plication
situation should be described (e.g. fumigation of a structure) (8) The maximum number of application possible under practical conditions of use must be provided
(4) F: professional field use, Fn: non-professional field use, Fpn: professional and non- (9) Minimum interval (in days) between applications of the same product.
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, (10) For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products
(5) Scientific names and EPPO-Codes of target pests/diseases/ weeds or when relevant the (11) The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of (12) If water volume range depends on application equipments (e.g. ULVA or LVA) it should be men-
application must be named tioned under “application: method/kind”.
(6) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench (13) PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type (14) Remarks may include: Extent of use/economic importance/restrictions

of equipment used must be indicated
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911 Overall conclusions

ZRMS comments:

This document is based on the information provided by Applicant and reflects the Applicant’s opinion.
Clarifications and conclusions of the zRMS are presented in the commenting boxes Amend-
ments/corrections by zRMS are marked in blue.

The zZRMS has focused the review on the elements which are crucial for the risk assessment and decision-
making; hence, minor errors of no importance for the overall conclusion, or the specific phrasing of the
text may not have been commented upon.

9111 Table 9.1-3 Metabolites of Pendimethalin
Maximum observed
. Molar Chemical structure occurence in comparte- Exposue assessment
91.1.2 Metabolite| mass ments required due to
{
e
Ty Soil: 6.9 % ;
M455H001 311.1 A "o Water/sediment: 0.00001 Yes, for soil and
% water
HO' %0
0 HNL
I, Soil: 25.9 % Yes, for soil and
P48 (M455H033) 2513 O/NﬁNHZ Watedostiment: 121% | woter
o\\:NVo’
. Soil: 0.00001%
P36 (M455H029; M12) 261.3 B Water/sediment: 23.4% Yes, for water
)
N
O%N+/O'
2,6-dinitro-3,4-dimethylaniline (aque- NH,
ous photolysis metabolite) Soil: 0.00001%
211.2 Water/sediment: 14.2 % Yes, for water
(M455H032) W=
o-
9.1.13 Effects on birds (KCP 10.1.1), The risk assessment shows that there is no

acute risk for birds after exposure to Pendimethalin 45.5% CS.

Most of the crops failed at Tier | for long-term exposure. The refinement of the chronic endpoint showed
an acceptable long-term risk for birds except for cereals, maize, pulses and leafy vegetables. Further re-
finement of foliar DTso showed an acceptable long-term risk for birds.
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No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating birds. The risk of secondary poisoning to earthworm eating birds was found acceptable after
refinement.

9.1.14 Effects on terrestrial vertebrates other than birds (KCP 10.1.2), Effects on
other terrestrial vertebrate wildlife (reptiles and amphibians) (KCP 10.1.3)

The risk assessment shows that there is no acute risk for birds after exposure to Pendimethalin 45.5% CS.

Most of the crops failed at Tier | for long-term exposure. The refinement of the chronic endpoint showed
an acceptable long-term risk for birds except for cereals, maize, pulses and leafy vegetables. Further re-
finement of foliar DTso showed an acceptable long-term risk for birds.

No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating birds. The risk of secondary poisoning to earthworm eating birds was found acceptable after
refinement.

The risk assessment shows that there is no acute risk for mammals after exposure to Pendimethalin 45.5%
CS.

, The refinement of parameters (e.g. foliar DT50
(dicot plants, PT, PD and weight of evidence) showed unac-
ceptable long-term risk for mammals for rabbit for cereals, fer-brown-hare-ir-maize{post-emergence)-and
for vole in orchards, bush and cane fruits and vineyards. Further refinement is needed.
For wood mouse the TER_r values were slight below 5 ( 4.57) indicating needs for further refinement.
In ZRMS’s opinion taking into account that the defult values of PT and DTso = 10 days were used and
considering that trigger value is only slight below trigger of 5 the risk can be considered as an acceptable
for this species. Additionally, it should be noted that DTso for pendimethalin seems to be less than 10 days
for winter cereals/weeds.
However, there are not sufficiently data to provided gquantitative risk asessment and WoE approach may
be used at MSs level, if relevant.

costobles
No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating mammals. The risk of secondary poisoning to earthworm eating mammals was found accepta-
ble after refinement.

9.1.15 Effects on aquatic organisms (KCP 10.2)

For the intended uses, calculated PEC/RAC ratios for metabolites showed an acceptable risk for aquatic
organisms after Step 1-3 scenarios.
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winter cereals (post-emergence 1 x 1137 g/ha), beans (1 x
and fennel (1 x 1137 g/ha), maize

parnsnip

(pre-emergence 1 x 1590 g/ha), maize (post-emergence 1 x 1590 g/ha)

\Winter cereals (post-emergence 1 x 1590 g/ha) — SPe 3: To protect aquatic organisms respect an un-
sprayed buffer zone of 15m + 15m vegetative strip + 50% nozzle reduction to surface water bodies

\Winter cereals (pre-emergence 1x1137 g/ha), maize (pre- and post-emergence 1x1137 g/ha 1x1137
g/ha) — SPe 3: To protect aquatic organisms respect an unsprayed buffer zone of 15m no spray buffer

zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction
to surface water bodies

Maize (pre-emergence 1 x 1590 g/ha) — Spe 3: To protect aquatic organisms respect and unsprayed

buffer zone of 20m no spray buffer zone + 20m vegetative strip or 15m no spray buffer zone + 15m vege-
tative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle
reduction of 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction to surface water bod-
ies|

and (pre-emergence 1 x 1590 g/ha)

10m + 10m vegetative strip + 75% nozzle reduction or unsprayed

1590 g/ha), strawberry (1 x 1590 g/ha)

0) or unsprayed buffer zone of 5m + 5m vegetative strip

75% nozzle reduction

Bulb vegetables (onion, garlic, shallot, spring onion and ornamentals pre- and post-emergence 1x
1137 g/ha) — SPe 3: To protect aquatic organisms respect an unsprayed buffer zone of 15m + 15m vege-

tative trip or unsprayed buffer zone of 10m + 10m vegetative strip + 50% nozzle reduction to surface
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Based on lowest value of RAC of 0.23 pg a.s./L for aquatic organism agreed at EU level an accepta-
ble risk for aquatic organisms is considered when the following risk mitigation measures and restrictions
are applied:

Winter cereals 1 x 1590 g a.s./ha, pre-emergence application

PEC/RAC ratios in winter cereals in pre-emergence are <1 when risk mitigation options are considered:
D1 ditch: 20m no spray buffer zone + 90% nozzle reduction

D1 stream, D3 ditch, D5 stream: 15m no spray buffer zone + 90% nozzle reduction

D2 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzles
reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5 m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction.

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzles reduction or 10m no spray
buffer zone + 10m vegetative strip + 50% nozzles reduction

For scenarios D2 ditch, D4 stream and D6 ditch PEC/RAC ratios are >1 even considering the mitigation.
However, scenarios D2 and D6 are not relevant for CEU countries.

For scenario R3 stream the PEC/RAC ratios are > 1 even considering mitigation measures and a re-
striction will have to be included (do not apply on terraced clay soils with a slope greater than 10%).

Winter cereals, 1 x 1590 g a.s./ha, post emergence application

PEC/RAC ratios in winter cereals in post-emergence (1 x 1590 g/ha) are <1 when risk mitigation options
are considered:

D1 ditch, D1 stream: 10m no spray buffer zone + 90% nozzle reduction

D2 stream, D3 ditch, D5 stream: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D2 ditch, D4 stream and D6 ditch PEC/RAC ratios are >1 even considering the maximum
mitigation measures. However, scenarios D2 and D6 are not relevant for CEU countries.

Winter cereals 1x 1137 g a.s./ha, pre-emergence application
PEC/RAC ratios in winter cereals in pre-emergence (1 x 1137 g/ha) are <1 when risk mitigation options

are considered:
D1 ditch, D1 stream, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15 no spray buffer
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zone + 90% nozzle reduction

D2 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D3 ditch, D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buff-
er zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However scenario
D6 is not relevant in CEU countries.

For scenario R3 stream PEC/RAC ratios are > 1 even considering the maximum mitigation measures and
a restriction will have to be included (do not apply on terraced clay soils with a slope greater than 10%)

Winter cereals 1 x 1137 g a.s./ha, post emergence application

PEC/RAC ratios in winter cereals in post-emergence (1 x 1137 g/ha) are <1 when risk mitigation options
are considered:

D1 ditch: 10m no spray buffer zone + 90% nozzle reduction

D1 stream, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15 no spray buffer zone + 90%
nozzle reduction

D2 stream, D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation. However, scenario D6 is not
relevant in CEU countries

Maize, 1 x 1590 g a.s./ha, pre emergence application

PEC/RAC ratios in maize pre-emergence (1 x 1590 g/ha) are <1 when risk mitigation options are consid-
ered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D5 stream: 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip 75% nozzle reduction or 10m no spray buff-
er zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However scenario
D6 is not relevant in CEU countries.
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Maize 1 x 1590 g a.s./ha, post emergence

PEC/RAC ratios in maize post-emergence (1 x 1590 g/ha) are <1 when risk mitigation options are con-
sidered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 10m no spray buffer zone + 90% nozzle reduction

D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzles
R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However, scenario
D6 is not relevant in CEU countries.

Maize 1 x 1137 g a.s./ha, pre emergence

PEC/RAC ratios in maize pre-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are consid-
ered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75%
nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However, scenario
D6 is not relevant in CEU countries.

Maize 1 x 1137 g a.s/ha, post emergence application

PEC/RAC ratios in maize post-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are con-
sidered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75%
nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However scenario
D6 is not relevant in CEU countries.

Orchards 1590 g a.s./ha, early application

PEC/RAC ratios in pome/stone fruits (early application 1 x 1590 g/ha between rows) are <1 when risk
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mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75%
nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Sunflower 1 x 1183 g a.s /ha

PEC/RAC ratios in sunflower (1 x 1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenario R1 stream the PEC/RAC ratios are > 1 even with risk mitigation measures and then a re-
striction have to be considered (do not apply on silty soils with a slope greater than 3%).

Soybean 1x 1183 ga.s./ha

PEC/RAC ratios in soybean (1 x 1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 150m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% noz-
zle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Bulb vegetables 1590 g a.s./ha, pre emergence application

PEC/RAC ratios in bulb vegetables (pre-emergence 1 x 1590 g/ha) are <1 when risk mitigation options
are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R2 stream: 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch 1t and 2" the PEC/RAC ratios are below the trigger with mitiga-
tion measures. Scenario D6 is not relevant for CEU countries.
For scenario R1 stream and R3 stream the PEC/RAC ratios are below the trigger with mitigation
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measures and restriction sentences have to be consider (do not apply on silty soils with a slope greater
than 3% and do not apply on terraced clay soils with a slope greater than 10% respectively).

Bulb vegetables 1 x 1590 g a.s./ha, post emergence application

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1590 g/ha) are <1 when risk mitigation options
are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R2 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch 1% and 2" the PEC/RAC ratios are below the trigger with mitiga-
tion measures. Scenario D6 is not relevant in CEU countries.

For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and re-
striction sentences will have to be considered (do not apply on silty soils with a slope greater than 3%).
Bulb vegetables 1 x 1137 g a.s./ha, pre-emergence application

PEC/RAC ratios in bulb vegetables (pre-emergence 1 x 1137 g/ha) are <1 when risk mitigation options
are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch 1%t and 2™ the PEC/RAC ratios are below the trigger with risk mitigation
measures. However, scenario D6 is not relevant for CEU countries.

For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and a re-
striction will be considered (do not apply on silty soils with a slope greater than 3%).

Bulb vegetables 1 x 1137 g a.s./ha, post —emergence application

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1137 g/ha) are <1 when risk mitigation options
are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch 1% and 2" the PEC/RAC ratios are below the trigger with mitigation measures.
However, scenario D6 is not relevant for CEU countries.

For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and a re-
striction has to be considered (do not apply on silty soils with a slope greater than 3%)
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Beans 1 x 1590 g a.s./ha

PEC/RAC ratios in beans (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D2 stream, D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 20m no spray buffer zone or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D2 ditch, D6 ditch 1 and D6 ditch 2™ the PEC/RAC ratios are below the trigger with miti-
gation measures. However D2 and D6 are not relevant in CEU countries.

For scenario R1 stream, R3 stream, the PEC/RAC ratios are below the trigger even considering risk miti-
gation measures and restrictions will be needed (do not apply on silty soils with a slope grater than 3%
and do not apply on terraced clay soils with a slope greater than 10% respectively)

Beans 1x 1137 ga.s./ha

PEC/RAC ratios in beans (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle
reduction

D2 stream, D3 ditch: 20m no spray bufferz one + 75% nozzle recution or 10m no spray buffer zone +
90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch 1%t and D6 ditch 2" the PEC/RAC ratios are below the trigger even considering
risk mitigation measures. However, scenario D6 is not relevant for CEU countries.

For scenario R1 stream the PEC/RAC ratios are below the trigger even considering risk mitigation
measures and a restriction will have to be considered (do not apply on silty soils with a slope greater than
3%).

Carrots, parsley, parsnip and fennel 1 x 1590 g a.s/ha

PEC/RAC ratios in carrots, parsley, parnsnip and fennel (1 x 1590 g/ha) are <1 when risk mitigation op-
tions are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R2 stream 1%, R2 stream 2"%: 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering risk
mitigation measures. Scenario D6 is not relevant for CEU countries.

For scenario R3 stream the PEC/RAC ratios are below the trigger even considering risk mitigation
measures and a restriction will have to be considered (do not apply on terraced clay soils with a slope
greater than 10%).
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Carrots, parsley, parsnip and fennel 1x 1137 g a.s./ha

PEC/RAC ratios in carrots, parsley, parnsnip and fennel (1 x 1137 g/ha) are <1 when risk mitigation op-
tions are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D6 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Lupine ( legume) 1183 g a.s./ha

PEC/RAC ratios in lupine (1 x1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone+ 10m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation
measures. However, scenario D6 is not relevant for CEU countries.

Winter oilseed rape 455 g a.s./ha

PEC/RAC ratios in winter oilseed rape (1 x 455 g/ha) are <1 when risk mitigation options are considered:
D2 ditch: 20 m no spray buffer zone or 15m no spray buffer zone + 50% nozzle reduction or 10m no
spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

D2 stream, D4 stream: 15m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone +
75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

D3 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray
buffer zone + 75% nozzle reduction

D5 stream: 15m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 90% nozzle
reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegeta-
tive strip + 50% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 75% nozzle reduction

Winter oilseed rape 910 g a.s./ha

PEC/RAC ratios in winter oilseed rape (1 x 910 g/ha) are <1 when risk mitigation options are considered:
D2 ditch, D3 ditch, D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer
zone + 90% nozzle reduction

D2 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone +
90% nozzle reduction
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R1 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegeta-
tive strip + 50% nozzle reduction
R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

Asparagus, brassicas, leek, lettuce, endive, artichoke 15t and 2" crop in pre emergence
(leafy vegetables 15t and 2" crop 1 x 1590 g a.s./ha)

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha pre-
emergence) are <1 when risk mitigation options are considered:

D3 1% ditch: 15m no spray buffer zone + 90% nozzle reduction

D3 2" ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% noz-
zle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond 1%: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegeta-
tive strip + 50% nozzle reduction

R1 pond 2" 15m no spray buffer zone + 15m vegetative strip

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering risk
mitigation measures. Scenario D6 is not relevant for CEU countries.

Asparagus, brassicas, leek, lettuce, endive, artichoke 1%t and 2" crop in
post emergence (leafy vegetables 15t and 2" crop 1 x 1590 g a.s./ha)

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha post-
emergence) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 90% nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering mitiga-
tion measures. Scenario D6 is not relevant for CEU countries.

Strawberry 1 x 1590 g a.s./ha

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone +75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenario D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation
measures. However, scenario D6 is not relevant for CEU countries

Strawberry 1137 g a.s./ha

PEC/RAC ratios in strawberry (1 x 1137 g/ha between rows) are <1 when risk mitigation options are con-
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sidered:

D3 ditch: 20m no spray buffer zone + 50% nozzle reduction or 15m no spray buffer zone + 75% nozzle
reduction or 10m no spray buffer zone + 50% nozzle reduction

D4 stream, D6 ditch: 20m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone +
75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no spray buff-
er zone + 5m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

Raspberry 1 x 1365 g a.s./ha

PEC/RAC ratios in raspberry (1 x 1365 g/ha between rows) are <1 when risk mitigation options are con-
sidered:

D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 stream: 20m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 75% nozzle
reduction or 5m no spray buffer zone + 90% nozzle reduction

D6 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle
reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m
no spray buffer zone + 10m vegetative strip + 75% nozzle reduction or 5m no spray buffer zone + 5m
vegetative strip + 90% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no spray buff-
er zone + 5m vegetative strip + 90% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

Currants and grapevine (vines early application 1 x 1590 g a.s./ha between rows)

PEC/RAC ratios in currants and grapevines (1 x 1590 g/ha between rows) are <1 when risk mitigation
options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle
reduction

D6 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle
reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R4 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

Potato 1 x 1590 g a.s./ha

PEC/RAC ratios in potato (1 x 1590 g/ha) are <1 when risk mitigation options are considered:
D3 ditch: 15m no spray buffer zone + 90% nozzle reduction
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D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering risk
mitigation measures. However, scenario D6 is not relevant for CEU countries

Potato 1 x 1137 g a.s./ha

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D6 ditch the PEC/RAC ratios are below the trigger even consiering risk mitigation
measures. However, scenario D6 is not relevant for CEU countries

Ornamentals (vines, early application 1 x 1590 g a.s./ha)

PEC/RAC ratios in ornamentals (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D6 ditch: 20m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle
reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative
strip + 50% nozzle reduction

R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction

Clover and alfalfa (grass 1 x 1000 g a.s/ha)

PEC/RAC ratios in clover, alfalfa (1 x 1000 g/ha) are <1 when risk mitigation options are considered:

D1 ditch, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90%
nozzle reduction

D1 stream, D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone +
90% nozzle reduction

D2 stream, D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle recution or 5m no spray buffer
zone + 90% nozzle reduction

R1 stream, R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduc-
tion or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Cucurhbits (fruiting vegetables 1 x 1590 g a.s./ha)

PEC/RAC ratios in cucurbits (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative
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strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray
buffer zone + 10m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D4 stream, D6 ditch, and R3 stream the PEC/RAC ratios are below the trigger even consid-
ering risk mitigation measures. Scenario D6 is not relevant for CEU countries.

For scenario R3 restriction will be needed (do not apply on terraced clay soils with a slope greater than
10% respectively)

The final risk mitigation measures to aquatic organism should be considered at MSs level.

9.1.16 Effects on bees

No risk for bees is expected following the application of PENSHUI at the proposed rates.

9117 Effects on arthropods other than bees (KCP 10.3.2)

Data from higher tier studies showed that the effects on the two indicator species were < 50% on mortali-
ty and reproduction even at higher doses than the maximum rate proposed in GAP. Data on additional
non-target arthropod species showed no risk at a rates higher than the maximum rate proposed in the
GAP.

No off-field risk is expected for non-target arthropods after the application of Pendimethalin 45.5% CS
according to the proposed GAP.

Therefore, the application of Pendimethalin 45.5% CS in accordance to the GAP poses no unacceptable
risk to non-target arthropods.

9.1.1.8 Effects on non-target soil meso- and macrofauna (KCP 10.4), The long-term
TER values are above the respective trigger indicating no long-term risk to
earthworms and soil macrofauna after the application of PENSHUI
according to the proposed GAP.

9.1.1.9 Effects on soil microbial activity (KCP 10.5)

The long-term TER values are above the respective trigger indicating no long-term risk to earthworms
and soil macrofauna after the application of PENSHUI according to the proposed GAP.

No risk to soil microorganisms is expected following the application of Pendimethalin 45.5% CS at the
proposed rates in the GAP.
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9.1.1.10

9.1.1.11 No risk to soil microorganisms is expected following the application of

Pendimethalin 45.5% CS at the proposed rates in the GAP.

9.1.1.12 Effects on non-target terrestrial plants (KCP 10.6)

No risk to non-target plants located outside the treated area is expected in any of the crops after the appli-
cation of PENSHU

9.1.1.13 No risk to non-target plants located outside the treated area after application

of—PENSHUJ—m—e*pgeteQ—mawﬁe#szeed—Faperdeygpaﬁd—&ﬁa#afFeﬁm

No risk to non-target plants located outside the treated area is expected in any of the crops after the appli-
cation of PENSHUI.

ZRMS comment:

The risk assessment for to non-target plants located outside the treated area is considered as acceptable
after the application of PENSHUI.

9.1.1.14 Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)

No data on other non-target species is required.

9.12 Grouping of intended uses for risk assessment

The following table documents the grouping of the intended uses to support application of the risk enve-
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lope approach (according to SANCO/11244/2011).

Table 9.1-2: Critical use pattern of Sharpen—Penshui 45.5% CS grouped according to cri-
terion
Grouping according to criterion
Group Intended uses relevant use parameters relevant parameter or
for grouping value for sorting
Bare soil All crops Pre-emergence or pre- |1 x 3.5 L f.p./ha (equivalent
transplant to 1 x 1590 g a.s./ha)
BBCH 00-09
Cereals Winter cereals Post-emergence 1x 3.5 L f.p./ha (equivalent
BBCH 10-13 to 1 x 1590 g a.s./ha)
Maize Maize Post-emergence 1x 3.5 L f.p./ha (equivalent
BBCH 10-13 to 1 x 1590 g a.s./ha)

Bulb vegetables

Onion, garlic, shallot,
spring onion, leek

Post-emergence
BBCH 10-13

1x 3.5 L f.p./ha (equivalent
to 1 x 1590 g a.s./ha)

Oilseed rape Winter oilseed rape Post-emergence 1x 2.0 L f.p./ha (equivalent
BBCH 10-16 to1x910ga.s./ha

Legume forage Clover, alfalfa Post-emergence 1x 2.2 L f.p./ha (equivalent
BBCH 13-18 to 1 x 1000 g a.s./ha)

9.13

Consideration of metabolites

A list of metabolites found in environmental compartments is provided below. The need for conducting a
metabolite-specific risk assessment in the context of the evaluation of PENSHUI is indicated in the table.

Table 9.1-3 Metabolites of Pendimethalin
. . Maximum observed oc- Exposue assessment required
Metabolite Molar mass Chemical structure curence in compartements due to
Y
L L Soil: 6.9 % .
M455H001 311.1 o S Water/sediment: 0.00001 % Yes, for soil and water
HO’ %O
i L .
+ Soil: 25.9 % .
P48 (M455H033) | 251.3 o NH, Water/sediment: 12.1% Yes, for soil and water
o o~
Ni
P36 (M455H029; Soil: 0.00001%
M12) 2613 N Water/sediment: 23.4% Yes, for water
)
N
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Metabolite Molar mass Chemical structure MaX|m_um observed oc- Exposue assessment required

curence in compartements due to
O\ /O_
2,6-dinitro-3,4- N
dimethylaniline NH,
(aqueous photolysis Soil: 0.00001%
metabolite) 211.2 o Water/sediment: 14.2 % Yes, for water
(M455H032) N
o

9.2 Effects on birds (KCP 10.1.1)
9.21 Toxicity data

Avian toxicity studies have been carried out with pendimethalin and its relevant metabolites. Full details
of these studies are provided in the respective EU RAR and related documents.

Effects on birds of Pendimethalin 45.5% CS were not evaluated as part of the EU assessment of pendime-
thalin. However, the provision of further data on the formulation is not considered essential because brds
are typically exposed to dry residues on their food items following the dilution and spraying of the formu-
lated product. During these processes, much of the formulation constituents are likely to be lost by volati-
lisation. Since oral exposure is the main route of exposure, toxicity data for the active substance are there-
fore used in preference to data from tests with the formulated product.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review

process.
Table 9.2-1: Endpoints and effect values relevant for the risk assessment for birds
Species Substance Exposure Results Reference
System
Anas platyrrhynchos | pendimethalin Oral LDsg = 1421 EFSA Journal
Acute mg/kg bw 2016;14(3):4420
Anas platyrrhynchos | Pendimethalin Dietary LC50 = >4640 ppm | EFSA Journal
Short-term 2016;14(3):4420
Colinus virginianus | pendimethalin Dietary LCso = 4187 ppm EFSA Journal
Short-term 2016;14(3):4420
Anas platyrrhynchos | pendimethalin Dietary NOEC = 141 ppm EFSA Journal
Reproductive toxicity | NOEL = 17.5 mg/kg |2016;14(3):4420
bw per day
Colinus virginianus | Pendimethalin Dietary NOEC = 1410 ppm | EFSA Journal
Reproductive toxicity | NOEL =141 mg/kg |2016;14(3):4420
bw per day

9211

Justification for new endpoints

The EU agreed endpoints are used for the risk assessment.
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9.2.2 Risk assessment for spray applications

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment
for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred to as
EFSA/2009/1438).

9.2.2.1 First-tier assessment (screening/generic focal species)
The results of the acute and reproductive first-tier risk assessments are summarised in the following ta-
bles.

Table 9.2-2: First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in bare soil

Intended use Bare soil

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFg0 DDDgo TERa
Growth stage (mg/kg bw/d)

Bare soil “Indicator species for screening” |25.3 1 40.23 35.32
Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)

Bare soil “Indicator species for screening” |11.4 1x0.53 9.61 1.82
Bare soils Small granivorous bird “finch” |11.4 1x0.53 9.61 1.82
BBCH<10

Bare soils Small omnivorous bird “lark” 8.2 1x0.53 6.91 2.53
BBCH<10

Bare soils Small insectivorous bird 5.9 1x0.53 4.97 3.52
BBCH<10 “wagtail”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-3: First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in Cereals

Intended use Cereals

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590
Acute toxicity (mg/kg bw) 1421
TER criterion 10

Crop scenario
Growth stage

Indicator/generic focal species |SVao MAFgo

DDDgo
(mg/kg bw/d)

TERa
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Cereals “Indicator species for screening” |158.8 1 252.49 5.63
Cereals Large herbivorous bird "goose” |30.5 1 48.50 29.30
Early (shoots) au-

tumn-winter BBCH

10-29

Cereals Small omnivorous bird “lark” 24 1 38.16 41.67
BBCH 10 - 29

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bw/d)
Cereals “Indicator species for screening” |64.8 1x0.53 54.61 0.32
Cereals Large herbivorous bird “goose” |16.2 1x0.53 13.65 1.28
Early (shoots)

autumn-winter

BBCH 10-29

Cereals Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90
BBCH 10-29

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-4: First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in Maize

Intended use maize

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590
Acute toxicity (mg/kg bw) 1421
TER criterion 10
Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Maize “Indicator species for screening” |158.8 1 252.49 5.63
Maize Medium granivorous bird 6.6 1 10.49 135.46
BBCH 10-29 "gamebird"
Maize Small insectivorous/worm 10.5 1 16.70 85.09
Leaf development feeding species “thrush”
BBCH 10to 19
Maize Small omnivorous bird 24 1 38.16 37.24
BBCH 10-29 “lark”
Maize medium 55.6 1 87.70 16.20
BBCH 10-29 herbivorous/grani vorous

bird "pigeon”
Reprod. toxicity (mg/kg bw/d) |17.5
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Maize “Indicator species for screening” |64.8 1x0.53 54.61 0.32
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Maize Medium granivorous bird 3 1x0.53 2.53 6.92
BBCH 10-29 "gamebird"
Maize Small insectivorous/worm 5.7 1x0.53 4.80 3.65
Leaf development feeding species “thrush”
BBCH 10to 19
Maize Small omnivorous bird 10.9 1x0.53 9.19 1.90
BBCH 10-29 “lark”
Maize medium 22.7 1x0.53 19.13 0.91
BBCH 10-29 herbivorous/granivorous

bird "pigeon”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-5;

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in Orchards

Intended use

Orchards

Active substance/product

pendimethalin

2.28 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVoo MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Orchard Small insectivorous/worm 7.4 1 11.77 120.73
Not crop directed, feeding species “thrush”

application all season

Orchard Small granivoruos bird “finch” |27.4 1 43.57 32.61
Not crop directed,

application all season

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Orchard Small insectivorous/worm 2.7 1x0.53 2.28 7.68
Not crop directed, feeding species “thrush”

application all season

Orchard Small granivoruos bird “finch” |12.6 1x0.53 10.62 1.65

Not crop directed,
application all season

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-6:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in sunflower

Intended use

Sunflower

Active substance/product

pendimethalin

Application rate (g/ha)

1 x 1183

Acute toxicity (mg/kg bw)

1421
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TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Sunflower “Indicator species for screening” |158.8 1 187.86 7.56
Sunflower Small omnivorous bird “lark” 24.0 1 28.39 50.05
Early germina-

tion/leaf development

BBCH 00-19

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TER:
Growth stage TWA (mg/kg bw/d)
Sunflower “Indicator species for screening” |64.8 1x0.53 40.63 0.43
Sunflower Small omnivorous bird “lark” 10.9 1x0.53 6.83 2.56

Early germina-
tion/leaf development
BBCH 00-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-7:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in Bulbs and onion like crops,

Intended use

Bulbs and onion like crops

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFg0 DDDgo TERa
Growth stage (mg/kg bw/d)

Bulbs and onion like |“Indicator species for screening” |158.8 1 252.49 5.63
crops

Bulbs and onion like | Small granivorous bird “finch” | 24.7 1 39.27 36.19
crops

BBCH 10-39

Bulbs and onion like | Small omnivoorus bird “lark” 24 1 38.16 37.24
crops

BBCH 10-39

Bulbs and onion like | Small insectivorous bird 26.8 1 42.61 33.35
crops “wagtail”

BBCH 10-19

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)

Bulbs and onion like | “Indicator species for screening” | 64.8 1x0.53 54.61 0.32
crops

Bulbs and onion like | Small granivorous bird “finch” |11.4 1x0.53 9.61 1.82
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crops
BBCH 10-39

Bulbs and onion like
crops
BBCH 10-39

Small omnivorous bird “lark”

10.9

1x0.53

9.19

1.90

Bulbs and onion like
crops
BBCH 10-19

Small insectivorous bird
“wagtail”

11.3

1x0.53

9.52

1.84

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-8:

First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in pulses

Intended use

Pulses

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVoo MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)

Pulses “Indicator species for screening” |158.8 1 252.49 5.63
Pulses Small granivorous bird “finch” |24.7 1 39.27 36.18
BBCH 10-49

Pulses Small omnivorous bird “lark” 24 1 38.16 37.24
BBCH 10-49

Pulses Medium herbivorous/granivorous | 55.6 1 88.40 16.07
Leaf development, bird “pigeon”

BBCH 10-19

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)

Pulses “Indicator species for screening” |64.8 1x0.53 54.61 0.32
Pulses Small granivorous bird “finch” |11.4 1x0.53 9.61 1.82
BBCH 10-49

Pulses Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90
BBCH 10-49

Pulses Medium herbivorous/granivorous | 22.7 1x0.53 19.13 0.91
Leaf development, bird “pigeon”

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.
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Table 9.2-9:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in Legume forage

Intended use

Legume forage

Active substance/product

pendimethalin

Application rate (g/ha) 1 %1183

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVoo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Legume forage “Indicator species for screening” |158.8 1 187.86 7.56
Legume forage Small granivorous bird “finch”  |24.7 1 29.22 48.63
BBCH 10-49

Legume forage Small omnivorous bird “lark” 24 1 28.39 50.05
BBCH 10-49

Legume forage Small insectivorous bird “wag- |26.8 1 31.70 44.83
BBCH 10-19 tail”

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TER:
Growth stage TWA (mg/kg bw/d)
Legume forage “Indicator species for screening” |64.8 1x0.53 40.63 0.43
Legume forage Small granivorous bird “finch” 11.4 1x0.53 7.15 2.45
BBCH 10-49

Legume forage Small omnivorous bird “lark” 10.9 1x0.53 6.83 2.56
BBCH 10-49

Legume forage Small insectivorous bird 11.3 1x0.53 7.08 2.47

BBCH 10-19

“wagtail”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-10:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in winter oilseed rape

Intended use

Winter oilseed rape

Active substance/product

pendimethalin

Application rate (g/ha) 1 x910

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Oilseed rape “Indicator species for screening” |158.8 1 14451 9.83
Oilseed rape Large herbivorous bird “goose” |39.0 1 35.49 40.04
Early (shoots)

BBCH 10-19

Oilseed rape Small omnivorous bird “lark” 24.0 1 26.37 53.89
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BBCH 10-29

Oilseed rape Medium herbivorous/granivorous | 55.6 1 50.60 28.08
BBCH 10-19 bird “pigeon”

Oilseed rape Small insectivorous bird “wag- |10.9 1 9.92 143.26
BBCH 10-19 tail”

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERm
Growth stage TWA (mg/kg bw/d)
Oilseed rape “Indicator species for screening” |64.8 1x0.53 31.25 0.56
Oilseed rape Large herbivorous bird “goose” |15.9 1x0.53 7.67 2.28
Early (shoots)

BBCH 10-19

Oilseed rape Small omnivorous bird “lark” 10.9 1x0.53 5.26 3.33
BBCH 10-29

Oilseed rape Medium herbivorous/granivorous | 22.7 1x0.53 10.95 1.60
BBCH 10-19 bird “pigeon”

Oilseed rape Small insectivorous bird 5.9 1x0.53 2.85 6.14
BBCH 10-19 “wagtail”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-11:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in Leafy vegetables

Intended use

Leafy vegetables

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVoo MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)

Leafy vegetables Small granivorous bird “finch” |27.4 1 43.57 32.61
BBCH 10-49

Leafy vegetables Small omnivorous bird “lark” 24 1 38.16 37.24
BBCH 10-49

Leafy vegetables Medium herbivorous/granivorous | 55.5 1 88.25 16.10
Leaf development, bird “pigeon”

BBCH 10-19

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)

Leafy vegetables Small granivorous bird “finch” |12.6 1x0.53 10.62 1.65
BBCH 10-49

Leafy vegetables Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90

BBCH 10-49
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Leafy vegetables Medium herbivorous/granivorous | 26-7 1x0.53 22.50 078
Leaf development bird “pigeon” 22.7 19.13 0.91

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-12:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in strawberry

Intended use

strawberry

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVoo MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Strawberry Small omnivorous bird “lark” 24.0 1 38.16 37.24
BBCH 10-39

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Strawberry Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90
BBCH 10-39

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-13:

First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in potatoes

Intended use

Potatoes

Active substance/product

pendimethalin

Application rate (g/ha) 1 x1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Potatoes Small omnivorous bird “lark” 24.0 1 38.16 37.24
BBCH 10-39

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Potatoes Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90
BBCH 10-39

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger
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Table 9.2-14: First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in Vineyard

Intended use Vineyard
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Acute toxicity (mg/kg bw) 1421
TER criterion 10
Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Vineyard Small granivorous bird “finch” 14.8 1 23.53 60.39
BBCH 10-19
Vineyard Small omnivorous bird “lark” 14.4 1 22.90 62.05
BBCH 10-19
Reprod. toxicity (mg/kg bw/d) |17.5
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Vineyard Small granivorous bird “finch” |6.9 1x0.53 5.81 3.01
BBCH 10-19
Vineyard Small omnivorous bird “lark” 6.5 1x0.53 5.48 3.19
BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:

toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-15:

First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 40% SC in Fruiting vegetables

Intended use

Fruiting vegetables

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 1421

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Fruiting vegetables | Small granivorous bird “finch”  |24.7 1 39.27 36.19
BBCH 10 - 49

Fruiting vegetables | Small omnivorous bird “lark” 24.0 1 38.16 37.24
BBCH 10-49

Reprod. toxicity (mg/kg bw/d) |17.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Fruiting vegetables | Small granivorous bird “finch” |11.4 1x0.53 9.61 1.82
BBCH 10-49

Fruiting vegetables | Small omnivorous bird “lark” 10.9 1x0.53 9.19 1.90
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BBCH 10-49

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

After the First-tier assessment, no acute risk was observed for birds in any of the crops, whereas long-
term risk was observed in most of the crops and further assessment will be needed.

ZRMS comment:

We agree with Tier 1 risk assessment provided by the applicant.
No acute risk was observed for birds in any of the crops, whereas long-term risk was observed in most
of the crops and further assessment was needed.

9.2.2.2 Higher-tier risk assessment

Refinement of toxicity endpoint

The value of 17.5 mg/kg bw/d is based on a 10% reduced bodyweight of 14-d old survivors and that this
effect was only seen for one of the species and their hatchling weight did not differ from the controls (An-
as platyrhynchos and not Colinus virginianus). Moreover, no other effects on mortality in ovo, egg shell
strength, development, fertilisation rate and fecundity, were seen in the next treatment group of 181
mg/kg bw/d. Since growth of chicks is dependent on a variety of factors besides food, it is assumed that a
dose of 181 mg/kg bw/d does not adversely affect population development. Therefore, it became evident
that the long-term EU-agreed endpoint of 141 ppm (=17.5 mg/kg bw/d) is apparently not ecotoxicologi-
cally relevant and, as such, use of this endpoint leads to too conservative and overestimating assessment.
In the EFSA Journal 2016;14(3):4420, EFSA agreed with the refinement of the long-term endpoint for
birds by using a BMDLs of 61.5 mg/kg bw/d.

Therefore, the reproductive risk was refined using the NOEL of 61.5 mg as/kg bw/d for birds.
The resulting TER values are given in Tables below.

Table 9.2-16: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in bare soil — refined parameters (*) are fur-
ther described and justified in the text

Intended use Bare soil
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Bare soils Small granivorous bird “finch” |11.4 1x0.53 9.61 6.40
BBCH<10
Bare soils Small omnivorous bird “lark™ 8.2 1x0.53 6.91 8.90
BBCH<10
Bare soils Small insectivorous bird 5.9 1x0.53 4.97 12.37
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BBCH<10 “wagtail”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-17: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in cereals — refined parameters (*) are further

described and justified in the text

Intended use Cereals

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bw/d)
Cereals Large herbivorous bird “goose” |16.2 1x0.53 13.65 451
Early (shoots)

autumn-winter

BBCH 10-29

Cereals Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-29

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-18: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in maize — refined parameters (*) are further

described and justified in the text

Intended use maize
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bw/d)
Maize Small insectivorous/worm 5.7 1x0.53 4.80 12.81
Leaf development feeding species “thrush”
BBCH 10to 19
Maize Small omnivorous bird 10.9 1x0.53 9.19 6.69
BBCH 10-29 “lark”
Maize medium 22.7 1x0.53 19.13 3.21
BBCH 10-29 herbivorous/granivorous

bird "pigeon”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.
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Table 9.2-19:

Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in orchards — refined parameters (*) are fur-

ther described and justified in the text

Intended use

Active substance/product

Orchards

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Orchard Small granivoruos bird “finch” |12.6 1x0.53 10.62 5.79

Not crop directed,
application all season

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-20:

Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in sunflower — refined parameters (*) are fur-

ther described and justified in the text

Intended use

Active substance/product

sunflower

pendimethalin

Application rate (g/ha) 1x1183

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERW
Growth stage TWA (mg/kg bw/d)
Sunlflower Small omnivorous bird “lark” 10.9 1x0.53 6.83 9.00
Early

germination/leaf
development
BBCH 00-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-21:

Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in bulbs and onion like crops — refined pa-
rameters (*) are further described and justified in the text

Intended use

Active substance/product

Bulbs and onion like crops

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bw/d)

Bulbs and onion like | Small granivorous bird “finch” |11.4 1x0.53 9.61 6.40

crops
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BBCH 10-39

Bulbs and onion like | Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69

crops

BBCH 10-39

Bulbs and onion like | Small insectivorous bird 11.3 1x0.53 9.52 6.46

crops “wagtail”

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-22:

Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in pulses — refined parameters (*) are further

described and justified in the text

Intended use

pulses

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Pulses Small granivorous bird "finch” 114 1x0.53 9.61 6.40
BBCH 10-49

Pulses Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-49

Pulses Medium herbivorous/granivorous | 22.7 1x0.53 19.13 3.21
Leaf development bird “pigeon”

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-23:

Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of pendimethalin 45.5% CS in Legume forage — refined parameters (*) are

further described and justified in the text

Intended use

Legume forage

Active substance/product

pendimethalin

Application rate (g/ha) 1 x1183

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Legume forage Small granivorous bird “finch” [11.4 1x0.53 7.15 8.60
BBCH 10-49

Legume forage Small omnivorous bird “lark” 10.9 1x0.53 6.83 9.00
BBCH 10-49

Legume forage Small insectivorous bird 11.3 1x0.53 7.08 8.69

BBCH 10-19

“wagtail”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
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icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-24:

Higher-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in winter oilseed rape — refined pa-
rameters (*) are further described and justified in the text

Intended use

Winter oilseed rape

Active substance/product

pendimethalin

Application rate (g/ha) 1 x910

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Oilseed rape Large herbivorous bird “goose” |15.9 1x0.53 7.67 8.02
Early (shoots)

BBCH 10-19

Oilseed rape Small omnivorous bird “lark” 10.9 1x0.53 5.26 11.69
BBCH 10-29

Oilseed rape Medium herbivorous/granivorous | 22.7 1x0.53 10.95 5.62
BBCH 10-19 bird “pigeon”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-25:

Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in leafy vegetables — refined parameters (*)
are further described and justified in the text

Intended use

Leafy vegetables

Active substance/product

pendimethalin

Application rate (g/ha) 1 x1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TER
Growth stage TWA (mg/kg bw/d)
Leafy vegetables Small granivorous bird “finch” |12.6 1x0.53 10.62 5.79
BBCH 10-49

Leafy vegetables Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-49

Leafy vegetables Medium herbivorous/granivorous | 26-7 1x0.53 22.56 273
Leaf development bird “pigeon” 22.7 19.13 3.21

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA.: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.
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Table 9.2-26: Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in strawberry — refined parameters (*) are
further described and justified in the text

Intended use strawberry
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Strawberry Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-39

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-27: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in potatoes — refined parameters (*) are fur-
ther described and justified in the text

Intended use Potatoes
Active substance/product pendimethalin
Application rate (g/ha) 1 %1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TERut
Growth stage TWA (mg/kg bw/d)
Potatoes Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-39

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-28: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in vineyard — refined parameters (*) are fur-
ther described and justified in the text

Intended use Vineyard
Active substance/product pendimethalin
Application rate (g/ha) 1 x1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Vineyard Small granivorous bird “finch” |6.9 1x0.53 5.81 10.59
BBCH 10-19
Vineyard Small omnivorous bird “lark” 6.5 1x0.53 5.48 11.22
BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
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icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.2-29: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in fruiting vegetables — refined parameters (*)
are further described and justified in the text

Intended use Fruiting vegetables
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) |61.5*
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Fruiting vegetables | Small granivorous bird “finch” |11.4 1x0.53 9.61 6.40
BBCH 10-49
Fruiting vegetables | Small omnivorous bird “lark” 10.9 1x0.53 9.19 6.69
BBCH 10-49

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger

The TERIt value is below the trigger of 5 for the following scenarios and species:

Cereals: Early shoots autumn-winter (BBCH 10-29) large herbivorous “goose”

Maize: (BBCH 10-29) medium herbivorous/granivorous “pigeon”

Pulses: (leaf development BBCH 10-19) medium herbivorous/granivorous “pigeon”

Leafy vegetables: (leaf development BBCH 10-19) medium herbivorous/granivorous “pigeon”
Therefore, a further refinement will be needed.

zZRMS comment:

The risk assessment for scenario bare soil was considered as acceptable.

Based on the risk assessment provided above the TER_t value is below the trigger of 5 for the follow-
ing scenarios and species:

Cereals: Early shoots autumn-winter (BBCH 10-29) large herbivorous “goose”

Maize: (BBCH 10-29) medium herbivorous/granivorous “pigeon”

Pulses: (leaf development BBCH 10-19) medium herbivorous/granivorous “pigeon”

Leafy vegetables: (leaf development BBCH 10-19) medium herbivorous/granivorous “pigeon”

Therefore, a further refinement was provided by the applicant below.

DTso and twa

In the first tier risk assessment a default foliar DTso value of 10 days was considered. Sharda has conduct-
ed residue decline studies in wheat in CEU countries to refine the DTso value. The below table summarize
the information of the trials as well as the calculated foliar DTsp values.

Crop Trial BBCH Application Analyzed | Residues | Days DTso
rate (mg /kg) (days)

146.48

102.99
Wheat SHRU10-2017- BBCH 30 | 1650 g a.s./ha | Whole plant | 90.25
034HR (Hungary) 83.17

2751

2.48

AlWIN(F|O
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17.14 5
27.56 6
26.83 7
16.54 8
31.34 9
13.47 10
11.03 12
291 14
5.81 0
3.69 1
3.42 2
1.39 3
1.19 4
CT17-1-47DE1 1498.6 121 >
Wheat - BBCH 30 09 Whole plant | 0.31 6 250
(Germany) a.s./ha
0.34 7
0.21 8
0.03 9
0.19 10
0.07 12
0.12 14
6.79 0
2.8 1
3.19 2
2.68 3
1.19 4
BPL17-010-03 BBCH 1.16 >
Wheat o 1498 g a.s./ha | Whole plant | 1.15 6 4.48
(Poland) 25-30
1.22 7
1.34 8
1.49 9
1.49 10
0.68 13
0.78 14

The DTso values have been calculated according to the formula given in Appendix H of the EFSA Journal
2009; 7(12):1438:

DT50 = - (t X In2) /1n (CfinaI/CmaX)

Being:

t = time interval between sampling dates

Crax: maximum residue level

Crinai: last measured residue level

The resulting DTso values were 2.48, 2.50 and 4.48 days. Based on those values, the geometric mean DTso
resulted to be 3.03 days and this value will be used to refine the ftwa value and the resulting MAFxTwa
value was 0.21 which was used in the refined risk assessment below.

The kinetic evaluation of the residue decline studies, as requested by the zZRMS, is provided in a separate
report (XXX J.J. 2021)

No residue decline data are available for dicotyledoneus plants. From the data obtained in the trials of
wheat, the DTso value is clearly below the default DTso value of 10 days used in the Tier I risk assess-
ment. In the ESFA conclusions the DTs, values determined for peas and wheat from decline residue trials
are practically the same (3 days vs. 2.73 days respectively). The data obtained by the applicant in the resi-
due decline trials in wheat show that values are very similar to that given in the EFSA conclusions. There-
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fore, taking into account all this, it was considered appropriate to refine the DTsy of dicotyledoneus plants
considering as a surrogate the same geomean DTsp value of 3.03 days obtained for wheat. This value was
used to refine the ftwa and the resulting MAFxTwa value was 0.21 and was used in the refined risk as-
sessment below.

ZRMS comments:

Higher Tier assessment: DTsq estimation in

Considering the EU agreed refinement of frwa (DTso for wheat = 2.73; Jene, 2014), it is stated in the
EFSA conclusion on pendimethalin that the available residue decline studies can be applied for spring
cereals (north and south Europe) and winter cereals (south Europe only). Furthermore, it is stated that ‘as
dissipation was measured for residues on plants surface and not for residues within plant tissues, such
refinement was not considered suitable for pre-emergence applications’. As Pehnshui is intended for a
use in central Europe and for a growth stage of winter cereals including pre-emergence and post
emergence application (BBCH 00-13), the refinement based on DTso of 2.73 d is only applicable for post-
emergence applications (BBCH 10-29) but only in spring cereals for Central Zone.

No spring cerelas are included in the GAP table.

The new DTs of 3.03 d ( geomean from three sites ) are provided by the applicant.

This value was not accepted by zZRMS —PL. It should be noted that only trials form two sites Germany
and Hungary were taken into account to estimate DTso value. The DTso values from tested site were-
Gemany ( DTs0=1.81 d) , Hungary ( DTsp=2.74 d) were estimated.

For a detailed evaluation of the new residue decline trials submitted by the applicant abd estimation of
DTso values, reference is made to Appendix 2. In all of the referenced studies residues of pendimethalin
were measured following post - emergence applications on cereals. However, the zZRMS identified several
shortcomings in the studies that are summarised in the following. For two study sites, applications were
carried out in spring for spring cereals on April or May trials from Poland and Germany and BBCH from
25-30 and in spring for winter cereals from Hungary (BBCH-30), which reduces the data set for a re-
finement of the intended Penshui use in winter cereals/weeds.

In addition during evaluation of the dissipation kinetics of pendimethalin the sites from Poland were ex-
cluded from the kinetic analysis ( please see in Appendix 2).

Finally, only one site from Germany (DTso=1.8 d) and one site from Hunagary (2.54 d) were taken into
account to estimate DTsp value in plants for a.s.

Therfore, the geomean value of DTso of 3.03 d for winter cereals proposed by the applicant from
three sites are not used in the risk assessment.

The minimum requirement in order to have a reliable refinement of the dissipation as defined by the EF-
SA (four sites per regulatory zone) is also not fulfilled.

Summarizing the above, the presented studies are not suitable to derive a DTso for pendimethalin that is
applicable for the intended uses of Penshui in the central zone for winter cereals post- emergence.

For winter cereals new decline studies is recommended with application in autumn to confirm the new
DTso for a.s.-pendimethalin.

In conclusion:

The defult value of DTso for winter cereals/weeds should be used. However, it should be noted that DTso
seems to be less than 10 days.

For non-grass herbs the DTso of 3 days (from dicot plants, EFSA Conclusion) was used by zRMS in the
risk assessment.




SHA 2600 E / PENSHUI

Part B — Section 9 - Core Assessment
Sharda Cropchem Espafia S.L./ CEU version

Page 49 /956

Template for chemical PPP
Version June 2020

Table 9.2-30:

Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in cereals — refined parameters (*) are further
described and justified in the text

Intended use

Active substance/product

Cereals

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (ma/kg bw/d)
Cereals Large herbivorous bird “goose” |16.2 1 x021* 5:40 1139
Early (shoots) 1x0.53 13.65 4.50
autumn-winter

BBCH 10-29

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

ZRMS comment :

The risk for wood pigone needs further refinment.

ZRMS used the PT of 0.10 value ( 90" percentile) for consumer only in cereal from literature data by

Prosser 2010.

Intended use

Cereals

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg 61.5

bw/d)

TER criterion 5

Crop scenario Indicator/generic focal SVm MAFm x |PT DDDm TERt
Growth stage species TWA (mg/kg bw/d)
Cereals Large herbivorous bird 16.2 1x053 (0.1 1.365 45
Early (shoots) “goose”

autumn-winter

BBCH 10-29

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

The TER_rVvalue are above trigger indicating acceptable risk to large herbivorous bird ,, goose”’.

Table 9.2-31:

Higher-tier assessment of the long-term/reproductive risk for birds due to the

use of Pendimethalin 45.5% CS in pulses — refined parameters (*) are further
described and justified in the text

Intended use

Active substance/product

pulses

pendimethalin
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Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) |61.5*

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bw/d)

Pulses Medium herbivorous/granivorous | 22.7 1x0:21* 758 811

Leaf development bird “pigeon”

BBCH 10-19

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-32: Higher-tier assessment of the long-term/reproductive risk for birds due to the
use of Pendimethalin 45.5% CS in leafy vegetables — refined parameters (*)
are further described and justified in the text

Intended use Leafy vegetables

Active substance/product | pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg 61.5*

bw/d)

TER criterion 5

Crop scenario Indicator/generic focal species SVm MAFm x DDDm TER:
Growth stage TWA (mg/kg bw/d)

Leafy vegetables | Medium herbivorous/granivorous 267 1 021* 8.92 6:89
Leaf development |bird “pigeon” 22.7

BBCH 10-19 7.22 8.52

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

ZRMS comment:

According to EFSA GD for B&M, DTsoof 3 d and fw.=0.20 obtained from dicot plants was considered in
the risk assessment for non-grass herbs by zZRMS.
The risk is considered as acceptable for pigeon.

9.2.2.3 Drinking water exposure

When necessary, the assessment of the risk for birds due to uptake of contaminated drinking water is con-
ducted for a small granivorous bird with a body weight of 15.3 g (Carduelis cannabina) and a drinking
water uptake rate of 0.46 L/kg bw/d (cf. Appendix K of EFSA/2009/1438).

Leaf scenario

Since Pendimethalin 45.5% CS is not intended to be applied on leafy vegetables forming heads or crop
plants with comparable water collecting structures at principal growth stage 4 or later, the leaf scenario
does not have to be considered.
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Puddle scenario

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorp-
tive substances (Koc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

With a K(f)oc of 13792 (EFSA Journal 2016;14(3):4420), pendimethalin belongs to the group of more
sorptive substances. To achieve a concise risk assessment, the risk envelope approach is applied. Here,
the assessment for the use bare soil also covers the risk for birds from all other intended uses (see 9.1.2).

Effective application rate (g/ha) = 1590
Acute toxicity (mg/kg bw) = 1421 quotient = 1.12
Reprod. toxicity (mg/kg bw/d) = 17.5 guotient = 90.86

Since the ratio of effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed
the critical value of 3000 a quantitative risk assessment (calculation of TER values) is not necessary.

ZRMS comment:

We agree that since the ratio of effective application rate (in g/ha) to relevant endpoint (in mg/kg
bw/d) does not exceed the critical value of 3000 a quantitative risk assessment (calculation of TER
values) is not necessary.

9.2.24 Effects of secondary poisoning

The log Pow of pendimethalin amounts to 5.4 and thus exceeds the trigger value of 3. A risk assessment
for effects due to secondary poisoning is required

Risk assessment for earthworm-eating birds via secondary poisoning

According to EFSA/2009/1438, the risk for vermivorous birds is assessed for a bird of 100 g body weight
with a daily food consumption of 104.6 g. Bioaccumulation in earthworms is estimated based on predict-
ed concentrations in soil.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use group bare soil also covers the risk for birds from all other intended uses (see 9.1.2)

Table 9.2-33: Assessment of the risk for earthworm-eating birds due to exposure to pendi-
methalin via bioaccumulation in earthworms (secondary poisoning) for the in-
tended use in bare soil

Parameter pendimethalin comments
PECsoil (twa = 21 d) (mg/kg soil) |1.961 Section 8, Chapter 8.7.2
l0og Pow / Pow 5.4 EFSA Journal 2016;14(3):4420
Koc 13792 EFSA Journal 2016;14(3):4420
foc 0.02 Default
BCFworm 6.9 BCFuwormisoit = (PECworm,ww/PE Csoil dw)
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Parameter pendimethalin comments
=(0.84 + 0.012 x Pow) / foc x Koc
PECworm 13.53 PECuworm = PECsoit X BCFwormysoil
Daily dietary dose (mg/kg bw/d) |14.21 DDD = PECworm * 1.05
NOEL (mg/kg bw/d) 17.5 EFSA Journal 2016;14(3):4420
TERy 1.23 Risk (TERIt<5)

TER values shown in bold fall below the relevant trigger.

Since the TER is below the trigger, further assessment with refined BMDLs value of 61.5 mg/kg bw/d

was conducted

Table 9.2-34: Assessment of the risk for earthworm-eating birds due to exposure to pendi-
methalin via bioaccumulation in earthworms (secondary poisoning) for the in-
tended use in bare soil

Parameter pendimethalin comments

PECsi (twa = 21 d) (mg/kg soil) |1.961 Section 8, Chapter 8.7.2

l0og Pow / Pow 54 EFSA Journal 2016;14(3):4420

Koc 13792 EFSA Journal 2016;14(3):4420

foc 0.02 Default

BCFuworm 6.9 BCFuwormisoit = (PECwormww/PE Csoit dw)

=(0.84 +0.12 x Poy) / foc x Koc

PECworm 13.53 PECuworm = PECsoit X BCFwormysoil

Daily dietary dose (mg/kg bw/d) |14.21 DDD = PECwom % 1.05

BMDLs (mg/kg bw/d) 61.5 EFSA Journal 2016;14(3):4420

TERq 4.33 Risk (TERIt<5)

TER values shown in bold fall below the relevant trigger.

Since the TER is below the trigger, further assessment is needed. A mean BCF of 0.81 is used in the re-
fined risk assessment for earthworm-eating mammals, based on the study Bioaccumulation in earthworms
(laboratory study) (Garret, 2000) (Data from old dossier (Addendum B-8 Ecotoxicology, February
2002).According to the Conclusions of the peer review of the pesticide risk assessment of the active sub-
stance pendimethalin (EFSA Journal 2016;14(3):4420), the BCF is derived from the most reliable study
and EFSA agrees on the use of this endpoint in the refinement.

Table 9.2-35: Assessment of the risk for earthworm-eating birds due to exposure to pendi-
methalin via bioaccumulation in earthworms (secondary poisoning) for the in-
tended use in bare soil

Parameter pendimethalin comments

PECsoil (twa = 21 d) (mg/kg soil) |1.961 Section 8, Chapter 8.7.2

l0og Pow / Pow 5.4 EFSA Journal 2016;14(3):4420

Koc 13792 EFSA Journal 2016;14(3):4420

foc 0.02 Default

BCFworm 0.81 Study from RAR of bioaccumulation on

earthworms (Garret, 2000)
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Parameter pendimethalin comments

PEcworm 1.59 PECWOrm = PECsoiI x BCFworm/soiI

Daily dietary dose (mg/kg bw/d) |1.67 DDD = PECworm % 1.05

BMDLs (mg/kg bw/d) 61.5 EFSA Journal 2016;14(3):4420

TER 36.83 No risk, TERIt>5

TER values shown in bold fall below the relevant trigger

Since the TERIt is above the trigger, the long-term risk of secondary poisoning to earthworm eating birds

from the use of Pendimethalin 45.5% CS is acceptable.

ZRMS comment:

ZRMS verified the risk for earthworm-eating birds due to exposure to pendimethalin via
bioaccumulation in earthworms (secondary poisoning) taking into account the highest available
BAF applied as a refined worst-case approach and PECSaccum.

Parameter Pendimethalin Comments
PECsoit accumulation, (M@/kg soil) 2.305 PECesoit accumulation (PECact + PE Csoil plateau)
log Pow; Pow 5.4%; 251188 ;
Koc 13792 Arithmetic mean (n = 9)
foc 0.02 Default
BAFworm 0.81*
PECworm 1.86 x 0.81=1.51 PECworm = PECsoil X BAFwormisoil

Daily dietary dose (mg/kg bw/d)

1.51 x1.05=1.58

DDD = PECworm % 1.05

NOEL (mg/kg bw/d)

61.5

Refined endpoint: BMDL5

TERLT

38.60

TERLT = NOEL / DDD

TER values shown in bold fall below the relevant trigger.

* EFSA Journal 2016;14(3):4420

The risk for earthworm-eating birds due to exposure to pendimethalin via bioaccumulation in
earthworms (secondary poisoning) is considered as acceptable with BAF =0.81.

Risk assessment for fish-eating birds via secondary poisoning

According to EFSA/2009/1438, the risk for piscivorous birds is assessed for a bird of 1000 g body weight
with a daily food consumption of 159 g. Bioaccumulation in fish is estimated based on predicted concen-

trations in surface water.

Table 9.2-36: Assessment of the risk for fish-eating birds due to exposure to pendimethalin
via bioaccumulation in fish (secondary poisoning) for the intended use
Parameter pendimethalin comments
PECsw (twa = 21 d) (mg/L) 0.00959 Section 8, point 8.9.2 (PECsw twa 21d, step 2;
appln.hand crop < 50cm)
BCFiish 931 EFSA Journal 2016;14(3):4420 (most reliable
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Parameter

pendimethalin

comments

endpoint)

BMF

CTso=5.1days, 1.34d ;2.5
—-4.4d

CToo: 87% depuration in 14
d; -; 96-97% clearance
within 21 d (CT90 8.3-15
d)

Two outdoor mesocosm
studies with a.s.
pedimethalin targeted at
bioconcentration are
available:

Lepomis macrochirus,
BMFkg = 0.1054
Oncorhynchus mykiss
BMFkgL=0.0402
BMFkgL=0.0423

Outdoor mesocosms

Leuciscus idus melanotus
mean BCFactuaI conc = 199

aquatic community in
outdoor mesocosms
including fish

No evidence of
biomagnification of either
pendimethalin, its
metabolites or equivalent
radioactivity within the
aquatic food chain.
NOEC fish: 0.0050 mg
a.s./L

biomagnification factor (relevant for BCF > 2000)
EFSA Journal 2016;14(3):4420

PECitish

8.93

PECfish = PECwater * BCFish

Daily dietary dose (mg/kg bw/d)

1.42

DDD = PEC;sish < 0.159

NOEL (mg/kg bw/d)

175

EFSA Journal 2016;14(3):4420

TER

12.32

No risk, TER > 5

TER values shown in bold fall below the relevant trigger.
The TER is above the trigger, showing no risk for birds of secondary poisoning via fish.

ZRMS comment:

ZRMS verified the risk for fish-eating birds due to exposure to pendimethalin via
bioaccumulation in fish (secondary poisoning) taking into account the lowest and the highest available
BCF values applied as a refined worst-case approach and max PECsw ( Step 2).

Parameter Pendimethalin Comments

PECsw (Mmg/L) 0.001246 FOCUS Step 2, max PECsw

BCFrish 931 /3300" Lowest and highest available BCF values
PECkish 1.16/4.11 PECrish = PECuater X BCFrish
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Daily dietary dose (mg/kg bw/d) |0.18/0.65 DDD = PEC;sish x 0.159

NOEL (mg/kg bw/d) 61.5 Refined endpoint: BMDL5

TERLT 341.6/94.61 TERLt = NOEL / DDD

TER values shown in bold fall below the relevant trigger.
* Highest and lowest BCF values available from EFSA Journal 2016;14(3):4420

The risk for fish -eating birds due to exposure to pendimethalin via bioaccumulation in fish (secondary
poisoning) is considered as acceptable.

9.2.25 Biomagnification in terrestrial food chains

According to Peer review of the pesticide risk assessment of the active substance pendimethalin (EFSA
Journal 2016;14(3):4420): “studies on three different species were available for assessing the bioconcen-
tration factor (BCF) of pendimethalin in fish. The kinetic BCF ranged from 931 L/kg to 3,300 L/kg. The
study providing the lowest BCF value was considered reliable, while the other two had some methodolog-
ical flaws. However, the large difference between BCFs indicated that the bioconcentration of pendime-
thalin might be species-dependent, with higher bioconcentration for bluegill sunfish. This is consistent
with the finding of the two available biomagnification (BMF) studies. These BMF studies were very much
comparable (same protocol, author, laboratory, year, and tested batch) and showed that the BMF calcu-
lated for rainbow trout was less than a half of the BMF calculated for bluegill sunfish”

ZRMS comment:
please see above.

9.2.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant. Pendimethalin 45.5% CS is not intended for use as a bait, it is not a pellet, granule or prill,
nor is it used for seed treatment.

9.24 Overall conclusions

The risk assessment shows that there is no acute risk for birds after exposure to Pendimethalin 45.5% CS.
Most of the crops failed at Tier | for long-term exposure. The refinement of the chronic endpoint showed
an acceptable long-term risk for birds except for cereals, maize, pulses and leafy vegetables. Further re-
finement of foliar DTso showed an acceptable long-term risk for birds.

No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating birds. The risk of secondary poisoning to earthworm eating birds was found acceptable after
refinement.

9.3 Effects on terrestrial vertebrates other than birds (KCP 10.1.2)
9.3.1 Toxicity data

Mammalian toxicity studies have been carried out with Pendimethalin. Full details of these studies are
provided in the respective EU RAR and related documents.
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Effects on mammals of Pendimethalin 45.5% CS were not evaluated as part of the EU assessment of
Pendimethalin. However, the provision of further data on the formulation is not considered essential be-
cause mammals are typically exposed to dry residues on their food items following the dilution and spray-
ing of the formulated product. During these processes, much of the formulation constituents are likely to
be lost by volatilisation. Since oral exposure is the main route of exposure, toxicity data for the active
substance are therefore used in preference to data from tests with the formulated product

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.3-1: Endpoints and effect values relevant for the risk assessment for mammals
Species Substance Exposure Results Reference
System
Mouse Pendimethalin Acute LDso (male) = 3399 | EFSA Journal
mg/kg bw 2016;14(3):4420
LDso (female) = 2899
mg/kg bw
LDso (combined) =
3189 mg/kg bw
Rat Pendimethalin Acute LDso (male) >5000 |EFSA Journal
mg/kg bw/d 2016;14(3):4420
LDso (female) > 5000
mg/kg bw/d
LDso (combined) >
5000 mg/kg bw/d
Rat Pendimethalin Acute LDso (male) =4665 | EFSA Journal
mg/kg bw/d 2016;14(3):4420
LDso (female) = 5000
mg/kg bw/d
LDso (combined) =
4830 mg/kg bw/d
Pendimethalin Acute Overall geomean EFSA Journal
LDso = 3927 2016;14(3):4420
mg/kg bw/d
Rat Pendimethalin Long-term NOAEL (parental and | EFSA Journal
2-generation pup effects) = 30 2016;14(3):4420
mg/kg bw/d
Rat Pendimethalin Long-term NOAELgevelopmentat = | EFSA Journal
Developmental 500 mg/kg bw/d 2016;14(3):4420
Rabbit Pendimethalin Long-term NOAELgevetopmentat = | EFSA Journal
Developmental 30 mg/kg bw/d 2016;14(3):4420
9311 Justification for new endpoints

The used endpoints are the EU agreed ones.
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9.3.2 Risk assessment for spray applications
The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment

for Mammals and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred
to as EFSA/2009/1438).

9.3.2.1 First-tier assessment (screening/generic focal species)

The results of the acute and reproductive first-tier risk assessments are summarised in the following ta-

bles.

Table 9.3-2:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in bare soil

Intended use

Active substance/product

Bare soil

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species | SVao MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Bare soil “Indicator species for screening” |14.4 1 22.90 171.48
Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERW
Growth stage TWA (mg/kg bwi/d)

Bare soil “Indicator species for screening” |6.6 1x0.53 5.56 5.40

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-3: First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in Cereals
150* Cereals

Active substance/product

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Cereals “Indicator species for screening” |118.4 1 188.26 20.86
Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERut
Growth stage TWA (mg/kg bwi/d)

Cereals “Indicator species for screening” |48.3 1x0.53 40.70 0.74
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Cereals Small insectivorous mammal 4.2 1x 0.53 3.54 8.47

BBCH 10-19 “shrew”

Cereals Large herbivorous mammal 22.3 1x0.53 18.79 1.60

Early (shoots) “lagomorph”

Cereals Small omnivorous mammal 7.8 1x0.53 6.57 4,57

BBCH 10-29 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-4:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in maize

Intended use

Active substance/product

Maize

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFgo DDDgo TERa
Growth stage (mg/kg bwi/d)

Maize “Indicator species for screening” |136.4 1 216.88 18.11
Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDmn TERt
Growth stage TWA (mg/kg bwi/d)

Maize “indicator species for screening” |72.3 1x0.53 60.93 0.49
Maize Small insectivorous mammal 4.2 1x0.53 3.54 8.47
BBCH 10-19 “shrew”

Maize Small herbivorous mammal 72.3 1x0.53 60.93 0.49
BBCH 10-29 “vyole”

Maize Small omnivorous mammal 7.8 1x0.53 6.57 4.57
BBCH 10-19 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-5:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% SC in Orchards

Intended use

Active substance/product

Orchards

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Orchards Small herbivorous mammal 136.4 1 216.88 18.11

Application crop
directed BBCH<10 or
not crop directed

“VOIC”




SHA 2600 E / PENSHUI

Part B — Section 9 - Core Assessment

Page 59 /956

Template for chemical PPP

Sharda Cropchem Espafia S.L./ CEU version Version June 2020
Orchards Large herbivorous mammal 35.1 1 55.81 70.36
Application crop “lagomorph”

directed BBCH<10 or

not crop directed

Orchards Small omnivorous mammal 17.2 1 14.50 270.83
Application crop “mouse”

directed BBCH<10 or

not crop directed

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER
Growth stage TWA (mg/kg bwi/d)
Orchards Small herbivorous mammal 72.3 1x0.53 60.93 0.49
Application crop “vole”

directed BBCH < 10

or not crop directed

Orchards Large herbivorous mammal 14.3 1x0.53 12.05 2.49
Application crop “lagomorph”

directed BBCH < 10

or not crop directed

Orchards Small omnivorous mammal 7.8 1x0.53 6.57 4.57

Application crop “mouse”
directed BBCH < 10

or not crop directed

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-6:

mals due to the use of pendimethalin 45.5% CS in sunflower

First-tier assessment of the acute and long-term/reproductive risk for mam-

Intended use

Active substance/product

Sunflower

pendimethalin

Application rate (g/ha) 1x1183

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Sunflower Large herbivorous mammal 35.1 1 41.52 94.58
BBCH 10-19 “lagomorph”

Sunflower Small omnivorous mammal 17.2 1 27.35 143.58
BBCH 10-19 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bwi/d)
Sunflower Large herbivorous mammal 14.3 1x0.53 8.97 3.34
BBCH 10-19 “lagomorph”

Oilseed rape Small omnivorous mammal 7.8 1x0.53 4.89 6.13
BBCH 10-29 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
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icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-7:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in Bulbs and onion like crops

Intended use

Active substance/product

pendimethalin

Bulbs and onion like crops

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bwi/d)

Bulbs and onion like |“Indicator species for screening” |118.4 1 188.26 20.86
crops

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERKt
Growth stage TWA (mg/kg bw/d)

Bulbs and onion like |“indicator species for screening” |48.3 1x0.53 40.70 0.74
crops

Bulbs and onion like | Small insectivorous mammal 4.2 1x0.53 3.54 8.47
crops “shrew”

BBCH 10-19

Bulbs and onion like | Small omnivorous mammal 7.8 1x0.53 6.57 4.57
crops “mouse”

BBCH 10-39

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-8:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in pulses

Intended use

Active substance/product

Pulses

pendimethalin

Application rate (g/ha) 1 x1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Pulses Large herbivorous mammal 35.1 1 55.81 70.36
BBCH 10-49 “lagomorph”

Pulses Small omnivorous mammal 17.2 1 27.35 143.58
BBCH 10-49 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bwi/d)
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Pulses Large herbivorous mammal 14.3 1x0.53 12.05 2.49

BBCH 10-49 “lagomorph”

Pulses Small omnivorous mammal 7.8 1x0.53 6.57 4.57

BBCH 10-39 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-9;

First-tier assessment of the acute and long-term/reproductive risk for mam-

mals due to the use of pendimethalin 45.5% CS in legume forage

Intended use

Active substance/product

Legume forage

pendimethalin

Application rate (g/ha) 1 x1183

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species | SVoo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Legume forage Small insectivorous mammal 7.6 1 8.99 436.82
BBCH 10-19 “shrew”

Legume forage Small omnivorous mammal 17.2 1 20.35 192.97
BBCH 10-49 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bwi/d)

Legume forage Small insectivorous mammal 4.2 1x0.53 2.63 11.41
BBCH 10-19 “shrew”

Legume forage Small omnivorous mammal 7.8 1x0.53 4.89 6.13

BBCH 10-49

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger
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Table 9.3-10:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in winter oilseed rape

Intended use

Winter oilseed rape

Active substance/product pendimethalin

Application rate (g/ha) 1 x910

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)

Oilseed rape Small insectivorous mammal 7.6 1 6.92 567.49
BBCH 10-19 “shrew”

Oilseed rape Large herbivorous mammal “lag- | 35.1 1 31.94 122.95
All season omorph”

Oilseed rape Small omnivorous mammal 17.2 1 15.65 250.93
BBCH 10-29 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)

Oilseed rape Small insectivorous mammal 4.2 1x0.53 2.03 14.78
BBCH 10-19 “shrew”

Oilseed rape Large herbivorous mammal 14.3 1x0.53 6.90 4.35
All season “lagomorph”

Oilseed rape Small omnivorous mammal 7.8 1x0.53 3.76 7.98
BBCH 10-29 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.3-11:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in leafy vegetables

Intended use

Leafy vegetables

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Leafy vegetables Large herbivorous mammal 35.1 1 55.81 70.36
All season “lagomorph”

Leafy vegetables Small omnivorous mammal 17.2 1 27.35 143.58
BBCH 10-49 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFy x DDDm TER
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Growth stage TWA (mg/kg bwid)

Leafy vegetables Large herbivorous mammal 14.3 1x0.53 12.05 2.49
All season “lagomorph”

Leafy vegetables Small omnivorous mammal 7.8 1x0.53 6.57 4,57

BBCH 10-49

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-12:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in strawberry

Intended use

Active substance/product

Strawberry

pendimethalin

Application rate (g/ha) 1 %1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species | SVao MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Strawberries Large herbivorous mammal 35.1 1 55.81 70.36
BBCH 10-39 “lagomorph”

Strawberrires Small omnivorous mammal 17.2 1 27.35 143.58
BBCH 10-39 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERH
Growth stage TWA (mg/kg bw/d)
Strawberries Large herbivorous mammal 14.3 1x0.53 12.05 2.49
BBCH 10-39 “lagomorph”

Strawberries Small omnivorous mammals 7.8 1x0.53 6.57 4,57

BBCH 10-39

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger
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Table 9.3-13:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in bush and cane fruit

Intended use

Active substance/product

Bush and cane fruit

Pendimethalin

Application rate (g/ha) 1 x 1590
Acute toxicity (mg/kg bw) 3927
TER criterion 10
Crop scenario Indicator/generic focal species |SVeo MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)
Bush and cane fruit | Small herbivorous mammal 81.9 1 130.22 30.16
BBCH 10-19 “vole”
Bush and cane fruit | Small omnivorous mammal 10.3 1 16.38 239.74
BBCH 10-19 “mouse”
Reprod. toxicity (mg/kg bw/d) |30
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER:
Growth stage TWA (mg/kg bwi/d)

Small herbivorous mammal 43.4 1x0.53 36.57 0.82
Bush and cane fruit | "vole”
BBCH 10-49
Bush and cane fruit | Small omnivorous mammal 4.7 1x0.53 3.96 7.58

BBCH 10-19

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-14:

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in potatoes

Intended use

Active substance/product

Potatoes

pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)

Potatoes Large herbivorous mammal 35.1 1 55.81 70.36
BBCH 10-40 “lagomorph”

Potatoes Small omnivorous mammal 17.2 1 27.35 143.58
BBCH 10-39 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bwi/d)

Potatoes Large herbivorous mammal 14.3 1x0.53 12.05 2.49
BBCH 10-40 “lagomorph”

Potatoes Small omnivorous mammal 7.8 1x0.53 6.57 4.57
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BBCH 10-39

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-15:

First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of pendimethalin 45.5% CS in vineyard

Intended use

Active substance/product

Vineyard
pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFgo DDDgo TERa
Growth stage (mg/kg bwi/d)
Vineyard Large herbivorous mammal 27.2 1 43.25 90.79
Application ground | “lagomorph”

directed

Vineyard Small herbivorous mammal 136.4 1 216.88 18.11
Application ground | “vole”

directed

Vineyard Small omnivorous mammal 17.2 1 27.35 143.58
Application ground | “mouse”

directed

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAF x DDDmn TERt
Growth stage TWA (mg/kg bw/d)
Vineyard Large herbivorous mammal 111 1x0.53 9.35 3.21
Application ground | “lagomorph”

directed

Vineyard Small herbivorous mammal 72.3 1x0.53 60.93 0.49
Application ground | “vole”

directed

Vineyard Small omnivorous mammals 7.8 1x0.53 6.57 4.57

Application ground
directed

“mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-

icity to exposure ratio. TER values shown in bold fall below the relevant trigger
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Table 9.3-16: First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of pendimethalin 45.5% CS in ornamentals

Intended use Ornamentals

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFgo DDDgo TERa

Growth stage (mg/kg bw/d)

Ornamentals Small omnivorous mammal 17.2 1 27.35 143.58

Application crop “mouse”

directed

BBCH 10-49

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER:

Growth stage TWA (mg/kg bwi/d)

Ornamentals Small omnivorous mammal 7.8 1x0.53 6.57 4.57

Application crop “mouse”

directed BBCH 10-49

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger

Table 9.3-17: First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of pendimethalin 45.5% CS in fruiting vegetables

Intended use Fruiting vegetables

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Acute toxicity (mg/kg bw) 3927

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFgo DDDgo TERa

Growth stage (mg/kg bwi/d)

Fruiting vegetables | Small herbivorous mammal 136.4 1 216.88 18.11

BBCH 10-49 “yole”

Fruiting vegetables | Small omnivorous mammal 17.2 1 27.35 143.58

BBCH 10-49 “mouse”

Reprod. toxicity (mg/kg bw/d) |30

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TERt

Growth stage TWA (mg/kg bwi/d)

Fruiting vegetables | Small herbivorous mammal 72.3 1x0.53 60.93 0.49

BBCH 10-49 "vole”

Fruiting vegetables | Small omnivorous mammal 7.8 1x0.53 6.57 4.57

BBCH 10-49 “mouse”

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER: tox-
icity to exposure ratio. TER values shown in bold fall below the relevant trigger
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After the first-tier risk assessment, no acute risk was observed for mammals in any of the crops. No long-
term risk was observed for mammals in bare soil and legume forage, whereas for the other crops long-
term risk was observed in some scenarios and then further assessment will be needed.

ZRMS comment:
After the first-tier risk assessment, the acute risk for mammals is considered as acceptable.
The acceptable long-term risk was observed for mammals in bare soil ( BBCH<10) and legume forage,
whereas for the other crops long-term risk was observed in some scenarios and then further assessment
was needed for scenarios summerised in the Table below:

Crop scenario Indicator/generic focal spe-  |SVm MAFy x DDDm TERt
Growth stage cies TWA (mg/kg bw/d)
Cereals Large herbivorous mammal 22.3 1x0.53 18.79 1.60
Early (shoots) “lagomorph”

Cereals Small omnivorous mammal 7.8 1x0.53 6.57 4,57
BBCH 10-29 “mouse”

Maize Small herbivorous mammal 72.3 1x0.53 60.93 0.49
BBCH 10-29 “vole”

Maize Small omnivorous mammal 7.8 1x0.53 6.57 4,57
BBCH 10-19 “mouse”

Orchards Small herbivorous mammal 72.3 1x0.53 60.93 0.49
Application crop “vole”

directed BBCH < 10

or not crop directed

Orchards Large herbivorous mammal 14.3 1x0.53 12.05 2.49
Application crop “lagomorph”

directed BBCH < 10

or not crop directed

Orchards Small omnivorous mammal 7.8 1x0.53 6.57 4.57
Application crop “mouse”

directed BBCH < 10

or not crop directed

Sunflower Large herbivorous mammal 14.3 1x0.53 8.97 3.34
BBCH 10-19 “lagomorph”

Bulbs and onion like | Small omnivorous mammal 7.8 1x0.53 6.57 4.57
crops “mouse”

BBCH 10-39

Pulses Large herbivorous mammal 14.3 1x0.53 12.05 2.49
BBCH 10-49 “lagomorph”

Pulses Small omnivorous mammal 7.8 1x0.53 6.57 4.57
BBCH 10-39 “mouse”

Oilseed rape Large herbivorous mammal 14.3 1x0.53 6.90 4.35
All season “lagomorph”

Leafy vegetables Large herbivorous mammal 14.3 1x0.53 12.05 2.49
All season “lagomorph”

Leafy vegetables Small omnivorous mammal 7.8 1x0.53 6.57 4.57
BBCH 10-49 “mouse”
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9.3.2.2 Higher-tier risk assessment

Refinement of toxicity endpoint

The refinement of the toxicity endpoint was done considering the conclusions of the evaluation of prod-
ucts containing Pendimethalin in national evaluations, where an endpoint more relevant than the EU
agreed endpoint of 30 mg/kg bw/d was considered for the refinement of the long-term risk for mammals.
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Applicant update September 2021

zZRMS informed applicant that in the case of mammals, the only endpoint that is considered is 30 mg
a.s./kg bw/d and that the long-term refinements for mammals has to be done considering only this end-
point. Therefore, applicant has updated the risk assessment considering the endpoint of 30 mg a.s./kg
bw/d.

DTso and ftwa

Applicant presented above several residue decline studies to refine the foliar DTso value. From the resi-
dues decline studies on wheat, a geomean DTsp Value of 3.03 days was used to refine the ftwa obtaining a
value of 0.21 that is used in the risk assessment for the refinement of twa for grass/cereals diet.

No residue decline data are available for dicotyledoneus plants. From the data obtained in the trials of
wheat, the DTso value is clearly below the default DTso value of 10 days used in the Tier I risk assess-
ment. In the ESFA conclusions the DTs values determined for peas and wheat from decline residue trials
are practically the same, 3 days and 2.73 days respectively. The data obtained by the applicant in the resi-
due decline trials in wheat show that values are very similar to that given in the EFSA conclusions. There-
fore, taking this into account, it was considered appropriate to refine the DTso of dicotyledoneus plants
considering as a surrogate the same geomean DTsp value of 3.03 days obtained for wheat. This value was
used to refine the FTWA and the resulting MAFXTWA value was 0.21 and was used in the refined risk
assessment below.

zZRMS comment:
The new value of DTso = 3.03 d was not considered by zZRMS-PL for using in refined risk assessment
for birds and mammals for winter cereals/weeds.

Cereals

Table 9.3-37: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in cereals — refined parameters (*) are further de-
scribed and justified in the text

Intended use Cereals

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmxDF |MAFmx |[PT |DDDnm TERt

% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Rabbit Grass + cereals 0.41 54.2x1 1x0.21* |1 7.42 4.0

(Oryctolagus 100% cereal shoots

cuniculus)




SHA 2600 E / PENSHUI Page 79 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espafia S.L./ CEU version Version June 2020
Wood mouse 25% weeds 0.27 28.7x1 1x0.21* |1 0.65
(Apodemus
sylvaticus) 50% weed seeds 402x1 1x053 |1 |457

25% ground 35x1 1x0.53 1 0.20

arthropods

Whole diet 5.42 55

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

& According to Appendix A from EFSA (2009), RUD values for arthropods with interception are relevant to cereals at BBCH 10-
29

The risk for rabbit after the TWA refinement is still unacceptable. However, it is close to the trigger and
in has to be considered that for calculations, no refinement of PT value is done and as worst case a PT of
1 is used, assuming that rabbit will obtain all the food in the cereal field. Therefore, under this worst case
assumption the risk to rabbit could be considered as acceptable.

A further refinement option for rabbit in cereals is presented for those countries where the risk will be
considered as unacceptable. According to GAP, the application of PENSHUI comprises a range from
1137 to 1590 g a.s./ha. Below table shows the risk assessment for rabbit when the lower application rate
of the interval is considered.

Table 9.3-38: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in cereals — refined parameters (*) are further de-
scribed and justified in the text (1137 g/ha)

Intended use Cereals

Active substance/product Pendimethalin

Application rate (g/ha) 1 x1137

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDm xDF |MAFmx |PT |DDDm TER:t
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Rabbit Grass + cereals 0.41 54.2x1 1x0.21* |1 5.31 5.7

(Oryctolagus 100% cereal shoots

cuniculus)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk to hare when the application rate of 1137 g a.s./ha is con-
sidered.
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FIR = DEE [g fresh weight/d]
FE = []__ ﬁ] :[E]
100 100
In which:

logDEE =loga + b= log bw
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! Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.

2 Consolidation of bird and mammal PT data for use in risk assessment. Food and Environment Research Agency
(March 2010). Prosser, P.
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ZRMS comments:

The risk assessment was verified by zZRMS. The defult values of MAF and ftwa were considered by zRMS.
PT value from Prosser, March 2011 for wood mouse (PT= 0.81, 90 " percentile, consumers only) was used by
ZRMS to refine the risk assessment for this species for post-emergence application.

Intended use Winter cereals ( 10-13 BBCH)
Active substance/product Pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) |30
TER criterion 5
Focal species Food category, FIR/bw | RUDm X DF |MAFm x |PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Wood mouse 25% weeds 0.27 28.7x1 1x053 (0.81(1.32
(Apodemus
sylvaticus) 50% weed seeds 40.2x1 1x0.53 [0.81|3.7
25% ground 3.5%x1 1x053 |(0.81|0.16
arthropods
Whole diet 5.18 5.8
Focal species Food category, FIR/bw [ RUDm x DF | MAFm x |PT |DDDm TER
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Rabbit Grass + cereals 0.41 542 x 1 1x0.53 |1 [18.72 1.60
(Oryctolagus 100% cereal shoots
cuniculus)
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Intended use Winter cereals, BBCH 10-13
Active substance/product Pendimethalin
Application rate (g/ha) 1 x1137
Reprod. toxicity (mg/kg bw/d) |30
TER criterion 5
Focal species | Food category, FIR/bw |RUDm xDF |MAFmx|PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Focal species | Food category, FIR/bw [RUDm x DF |MAFm X |PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Rabbit Grass + cereals 0.41 54.2x1 1x0.53 |1 13.39 2.24
(Oryctolagus 100% cereal shoots
cuniculus)
In conclusion:

The risk for rabbit needs further refinement.
For the second species wood mouse the risk is considered as acceptable.
Further refinement was provided for rabbit.

During Commenting period the applicant referred to ftwa parameter evaluated by zZRMS :

ZRMS still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment. It should be noted the DTso
value 4.48 d is obtained from the study in Poland which was excluded from kinetic analysis by the applicant

and it was confirmed by zZRMS previously.
Therefore, for refinement risk assessment for cereals the PD 50/50 % value by Zoerner (1989) and

FIR/bw=0.45 were considered by zZRMS.

Table 9.3-38biscorr:  Higher-tier assessment of the long-term risk for mammals due to the use of Pendimethalin
45.5% CS in cereals — (1137 g/ha)

Intended use Winter cereals, BBCH 10-13
Active substance/product Pendimethalin

Application rate (g/ha) 1 x1137

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

3 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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Focal species |Food category, FIR/bw* |[RUDm x DF |MAFm x |PT PD |DDDm TER
% in diet (mg/kg food) [ TWA (mg/kg bw/d)

Rabbit Cereals and grasses 0.45 542 x1 0.53 1 05 |7.34

(Oryctolagus 8.6 35

cuniculus) Non-grass herbs 0.45 28.7x1 0.2 1 05 |1.29

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by the
crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold fall below
the relevant trigger.

TER_7 is below the trigger of 5 when default value of DTso =10 d for grasses/cereals is taken into considera-
tion as the most conservative approach in case of pendimethalin.

For further refinement PT value by Prosser, 2010 for brownhare was proposed by the applicant. zZRMS is in the
opinion that PT= 0.69 value, 90" percentile by Prosser 2010 for brown hare (consumer only) is more appropri-
ate to use in the risk assessment and may be considered at MSs level, if relevant.

Maize

Identification of relevant focal mammal species in early maize (BBCH 10-13)
There are many reasons why the risk assessment for vole is considered to be covered through the assess-
ment of other small mammalian species:

e High fecundity and population recuperation of the vole.

e Primary source of food outside crops fields for the vole.

e Necessity of population control measures since the vole is considered a crop pest when high pop-
ulation levels are reached.

e Other agricultural techniques being also means of population control

Also, according to Pesticides Peer Review 111 Experts’ Meeting on Ecotoxicology (3 -7 February 2014),
it was concluded, based on literature data, that common voles do not inhabit maize fields at early growth
stages. Therefore, it is not a relevant species (refence: BENI, Bentazone 87% SG (SHA 0900 C))

In addition, based in generic studies and literatura data, the Wood mouse (Apodemus syvalticus) and the
European hare (Lepus europaeus) were identified as suitable focal species in maize fields at early BBCH
stages (please refer to the Peer review of the pesticide risk assessment of the active substance mesotri-
one).

Therefore, the risk assessment for long-term exposure in maize fields will be focused in the small omniv-
orous mammal “mouse” (A. sylvaticus) and in large herbivorous mammal “hare” (L. europaeus). In order
to refine the risk assessment, the below refined parameters were considered.

PT refinement
In order to refine the PT value, applicant refers to the following field monitoring study.

Wood mouse

XXX T., Dietzen C & von Blanckenhagen F (2013): Generic field study on small mammals focal species
and wood mouse (Apodemus sylvaticus) PT in maize fields in Germany, Report P12225 [Applicant has
access to this study and LoA is provided].

From this study, conducted in Germany in early stages of maiz fields, a PT of 0.139 for the omnivorous
wood mouse was agreed at EU level. Therefore the PT of 0.139 will be used in the higher tier risk as-
sessment for wood mouse

PD refinement

Wood mouse

For the higher tier risk assessment, the default diet as indicated in EFSA (2009) will be considered: 25%
weeds, 50% weed seeds and 25% ground arthropods
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Brown hare

In the higher tier risk assessment it will be considered that hares will feed exclusively on maize shoots
available in the field as worst case assumption.

Food intake rate

Brown hare

The FIR/bw for hare was calculated by the applicant considering a body weight of 3800 g as indicated in
the EFSA (2009) and considering that hare will feed exclusively on maize shoots. Calculation is present-
ed below. The FIR/bw was calculated using the equation provided in Appendix G of the Guidance Docu-
ment.

FIR = DE.’.E_ __ [g fresh weight/d]
FE*[I- MC '|$,' AE
\ . 100, 1100/
In which

logDEE =loga +b=logbw

Table 9.3-39: Calculation of FIR/bw for hare
Food Daily ener- bw Food Moisture | Assimilation FIR FIR/bw
type gy expendi- (9) energy content efficiency
ture (DEE) (kJd/dry (%) (%) (g/day)
9)
Monocots
(maize 2363.444 3800 17.62 76.42 47° 1210.66 0.32
shoots)

2 From table 3 of Appendix G in EFSA (2009)
b From table 4 of Appendix G in EFSA (2009)

Refined calculations for wood mouse and have are presented in the tables below.

Table 9.3-40: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in maize — refined parameters (*) are further de-
scribed and justified in the text

Intended use Maize

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bow |RUDmXxDF |MAFmx |PT [DDDm TERt

% in diet (mg/kg food) | TWA* (mg/kg bw/d)
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Brown hare All maize shoots 0.32 542x1 Ix021* |1 579 52
(Lepus 1x0.53 14.61 2.05
europaeus)
Wood mouse 25% (plant material |0.27 54.2x1 1x6:24* |0.139|027
(Apodemus —maize) 1x 0.53 1.71
sylvaticus)
BBCH 10-29 50% weed seeds 40.2x1 1x0.53 0.1390.64

25% ground 35%x1 1x0.53 0.139/0.03

arthropods

Total 084 354

2.38 12.6

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by

the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.
& According to Appendix A from EFSA (2009), RUD values for arthropods with interception are relevant to cereals at BBCH 10-

29

The TER values for both species were above the trigger showing no risk after the application of Penshui
according to the proposed GAP.
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The refined risk for wood mouse and brown hare in maize was verified by zZRMS with consideration
defult values of MAF and ftwa. The applicant used PT = 0.139 for wood mouse (LoA to field study, by
XXX, 2013) to refine the risk for this species. We agree that vole is lees relevant species in maize and
thefore the risk for wood mouse is sufficient for risk assessment for small mammals.

In conclusion:

The risk for brown hare needs further refinement for use in maize.
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In the same time the risk for wood mouse is considered acceptable.
During Commenting period the applicant referred to ftwa parameter evaluated by zZRMS .

zRM still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.

It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
kinetic analysis by the applicant and it was confirmed by zRMS previously.

It should be noted that to support of this submission the applicant provided the LoA to study by XXX
& XXX (2019) monitoring brown hares in two Central Zone countries (Germany and Hungary).

As 21 individuals were found to be crop consumers, it was agreed by the zZRMS-PL for that the overall
90" percentile PT value is sufficiently robust for purposes of the risk refinement. This study was
evaluated by ZRMS-PL previously in the other ppps ( plese see in Appendix 2).

Table 9.3-40biscorr: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in maize — refined parameters (1137 g/ha)

Intended use Maize

Active substance/product pendimethalin

Application rate (g/ha) 1 x1137

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal spe- Food category, FIR/bw* | RUDm x DF | MAFm x |PT*|PD* | DDDm TER®t
cies % in diet (mg/kg food) | TWA* (mg/kg bwi/d)

Brown hare | Cereals and grasses |0.33 542x1 0.53 0.62(0.84 |5.49

gtfg;;eus) Non-grass herbs  [0.33  |28.7x1 0.2 062]0.16 [021 | 270 | >28

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception
by the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown
in bold fall below the relevant trigger.

Orchards

Table 9.3-41: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in orchards — refined parameters (*) are further de-
scribed and justified in the text

Intended use Orchards

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

4 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDm*xDF |MAFmx |PT |DDDm TER
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Common vole Grass + cereals. 1.33 54.2x1 Ix021* |1 2407 13
(Microtus arvalis) | 100% grass. 1x0.53
Rabbit 100% non-grass 0.50 28.7x1 %021 |1 479 63
(Oryctolagus herbs.
cuniculus)
Wood mouse 25% weeds 0.27 28.7x1 Ix021* |1 065
(Apodemus 1x0.53 1.63
sylvaticus) 50% weed seeds 40.2x1 1x0.53 1 4.57
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 4.52

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The risk for vole after the TWA refinement is still below the trigger. Hence, further refinement is needed
for long-term exposure in orchards.

Applications between rows

In assessing the potential risk to mammals it has been assumed as worst case that the animals obtain
100% of their diet within the treated area. It is possible to refine the PD (proportion of an animal‘s daily
diet obtained within the treated area) to obtain a more accurate reflection of the actual exposure of mam-
mals to residues of pendimethalin.

For permanent crop habitats like orchards {i-e—erchards) where the application is done between rows to
create a wed feed area with very low forage and cover for small herbivorous mammals. The strip along
the crop line is left as untreated.

Predicted environmental concentrations (in soil, surface water and ground water) were calculated based
on the assumption that as worst case, 75% of the total area is treated. As only 75% area is treated, it is
reasonable to assume that, for a small herbivorous vole which will range over a significant area of or-
chard, only approximately 75% of its diet will be taken from the treated area. A maximum PD value of
0.75 could be considered to further refine the risk assessment for orchards.

Below is risk assessment considering the mentioned refinement.

Table 9.3-42: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in orchards — refined parameters (*) are further de-

scribed and justified in the text

Intended use

Active substance/product

Orchards

pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmxDF |MAFmx |PD* |DDDm TERt
% in diet (mg/kg food) |TWA* (mg/kg bw/d)
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Common vole Grass + cereals. 1.33 542x1 1021|075 |18:05 1.66
(Microtus 100% grass.

arvalis)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER value is still below the trigger and therefore there would be risk. However, it has to be consid-
ered that Pendimethalin is a herbicide and the application will directly have an impact on the attractive-
ness and availability of the food for herbivores mammal; effects on the grass are rapid and the vegetation
would be unpalatable, further reducing the probability that can serve as voles forage. In addition, orchards
are intensively managed crops, besides the use of pesticides particularly mechanical husbandry activities
such as mowing, mulching and pruning take place. Based in generic studies and literature data, intensive-
ly managed orchards by mowing, mulching and herbicidal weeding pose adverse habitat conditions for
the common vole and are therefore considered only as secondary habitats for this species. Orchards are
mulched regularly during the vegetation season reducing the vegetation height which increases the preda-
tion risk being orchards are a secondary habitat for voles. All this may be taken as a weight of evidence
approach to consider that there will be no a long-term exposure of small herbivorous vole and that the risk
is acceptable.

As a further approach for vole, and considering that the vegetation treated between rows will be not at-
tractive and available for vole due to the rapid effects of pendimethalin, it is more realistic to assume that
vole will feed on the vegetation below the trees line which are untreated. The untreated area below the
trees line would be 25% of the total area. Assuming that voles will feed on this, then it can be assumed
that only a 25% of its diet will be taken from the untreated area and hence a maximum PD or 0.25 could
be considered to further refine the risk assessment for orchards.

Table 9.3-43: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in orchards — refined parameters (*) are further de-
scribed and justified in the text

Intended use Orchards

Active substance/product pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmxDF |MAFmx |PD* |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Common vole Grass + cereals. 1.33 54.2x1 Ix021* 1025 | 602 50

(Microtus 100% grass.

arvalis)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

When considering that vole will feed on the vegetation below the trees rows untreated, which would be a
more realistic scenario to assess the long-term risk for vole, the TERIt value is 5 showing that the risk
would be acceptable.

Weight of evidence
There are many reasons why the risk assessment for vole is considered to be covered through the assess-
ment of other small mammalian species:
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e High fecundity and population recuperation of the vole.
Primary source of food outside crops fields for the vole.

o Necessity of population control measures since the vole is considered a crop pest when high pop-
ulation levels are reached.

e Other agricultural techniques being also means of population control.

In addition, orchards are intensively managed crops, besides the use of pesticides particularly mechanical
husbandry activities such as mowing, mulching and pruning take place. Based in generic studies and liter-
ature data, intensively managed orchards by mowing, mulching and herbicidal weeding pose adverse hab-
itat conditions for the common vole and are therefore considered only as secondary habitats for this spe-
cies. Orchards are mulched regularly during the vegetation season reducing the vegetation height which
increases the predation risk being orchards are a secondary habitat for voles.

Therefore, the exposure of common voles to plant protection products within orchards is not ecologically
relevant for the persistence of the populations. Since the exposure of common voles to plant protection
products in orchards is not ecologically relevant for the survival and reproduction of the populations, the
Wood mouse (Apodemus syvalticus) and the European hare (Lepus europaeus) were identified as suitable
focal species in pome fruits. Same findings were reported in studies already evaluated by EFSA (EFSA
Journal 2010;8(11):1904).

5 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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ZRMS comments:

The refined risk for vole, wood mouse and rabbit in orchards was verified by zZRMS. The defult values
of MAF and ftwa were used by zZRMS. The argumentation provided by the applicant for vole as WoE
approach should be considered further at MSs level. In zZRMS’s opinion the PD values of 0.75 or 0.25
for vole was not recommended for use.

In case of wood mouse taking into account that the defult values of PT and DTso = 10 days were used
and considering that trigger value is only slight below trigger of 5 the risk can be considered as an ac-
ceptable. It should be noted that DTso for pendimethalin seems to be less than 10 days for winter cere-
als/weeds. The DTs, for spring cereals is 2.73 day.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

The risk for vole the risk needs further refinement at MSs level depend on their own require-
ments concerned on this species.

Durinﬁ Commentinﬁ ieriod the aﬁilicant referrded to ftwa parameter evaluated by zZRMS :
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zRMS till doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.
It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
kinetic analysis before by the applicant and it was confirmed by zRMS previously.

Sunflower

Table 9.3-45: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in sunflower — refined parameters (*) are further
described and justified in the text

Intended use Sunflower

Active substance/product Pendimethalin

Application rate (g/ha) 1 x1183

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmXxDF |MAFmx |PT |DDDm TERt

% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Rabbit 100% non-grass 0.50 28.7x1 Ix021* |1 356 84

(Oryctolagus herbs. 1x0.20 3.55 8.5

cuniculus)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.

ZRMS comment:

The long-term risk is considered as acceptable for rabbit in sunflower.

& Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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Bulbs and onion like crops

Table 9.3-46: Higher-tier assessment of the long-term/reproductive risk for mammals due to
the use of pendimethalin 45.5% CS in Bulbs and onion like crops — refined pa-
rameters (*) are further described and justified in the text

Intended use Bulbs and onion like crops
Active substance/product Pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDmXxDF |MAFmx |PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Wood mouse 25% weeds 0.27 28.7x1 Ix021* |1 065
(Apodemus 1x0.53 1.63
sylvaticus) 50% weed seeds 402x 1 1x053 |1 |457
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 4.52

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.

7 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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The long-term risk was verified by zZRMS and as consequence of this further refinement was needed for
wood mouse for post-emergence application.

In zZRMS opinion taking into account that the defult values of PT and DTso = 10 days were used and
considering that trigger value is only slight below trigger of 5 the risk can be considered as an accepta-
ble. It should be noted that DTso for pendimethalin seems to be less than 10 days for winter cere-
als/weeds. The DTs, for spring cereals is 2.73 day.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

During Commenting period the applicant referrded to ftwa parameter evaluated by zZRMS :

8 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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RMS still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.
It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
kinetic analysis before by the applicant and it was confirmed by zZRMS previously.

Pulses

Table 9.3-48:

Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in pulses — refined parameters (*) are further de-
scribed and justified in the text

Intended use

Active substance/product

Pulses

Pendimethalin

Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDm*xDF |MAFmx |PT |DDDm TER
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Rabbit 100% non-grass 0.50 28.7x1 1x021*x |1 479 6:3
(Oryctolagus herbs. 1x0.20 4.56 6.57
cuniculus)
Wood mouse 25% weeds 0.27 28.7x1 %021 |1 065
(Apodemus 1x0.53 1.63
sylvaticus) 50% weed seeds 40.2x 1 1x053 |1 |457
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 452

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.
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ZRMS comments:

The long-term risk was verified by zZRMS and as consequence of this further refinement for wood
mouse was needed.

In ZRMS opinion taking into account that the defult values of PT and DTso= 10 days were used and
considering that trigger value is only slight below trigger of 5 the risk can be considered as an accepta-
ble. It should be noted that DTso for pendimethalin seems to be less than 10 days for winter cere-
als/weeds. The DTso for spring cereals is 2.73 day.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

During Commenting period the applicant referrded to ftwa parameter evaluated by zRMS :

ZRMS still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.
It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
kinetic analysis before by the applicant and it was confirmed by zZRMS previously.

Winter oilseed rape

Table 9.3-50: Higher-tier assessment of the acute and long-term/reproductive risk for
mammals due to the use of pendimethalin 45.5% CS in winter oilseed rape —
refined parameters (*) are further described and justified in the text

Intended use Winter oilseed rape

Active substance/product Pendimethalin

Application rate (g/ha) 1 x910

Reprod. toxicity (mg/kg bwi/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmXxDF |MAFmx |PT |DDDm TER
% in diet (mg/kg food) |TWA* (mg/kg bw/d)

Rabbit 100% non-grass 0.50 28.7x1 1x021* |1 274 169

(Oryctolagus herbs. 1x0.20 2.61 115

cuniculus)

10 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.

zRMS comments:
The long-term risk is considered as acceptable for rabbit in winter oilseed rape.

Leafy vegetables

Table 9.3-51: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in leafy vegetables — refined parameters (*) are fur-
ther described and justified in the text

Intended use Leafy vegetables
Active substance/product Pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDm xDF |MAFmx |PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Rabbit 100% non-grass 0.50 28.7x1 1x0.21* |1 479 63
(Oryctolagus herbs. 1x0.20 4.56 6.57
cuniculus)
Wood mouse 25% weeds 0.27 28.7x1 1x021*x |1 065
(Apodemus 1x0.53 1.63
sylvaticus) 50% weed seeds 40.2x1 1x053 |1 |457
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 4.52

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.
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ZRMS comments:

The long-term risk was verified by zZRMS and as consequence of this further refinement for wood

11 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
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mouse was needed.
In zZRMS opinion taking into account that the defult values of PT and DTso= 10 days were used and
considering that trigger value is only slight below trigger of 5 the risk can be considered as an accepta-
ble. It should be noted that DTs for pendimethalin seems to be less than 10 days for winter
cereals/weeds.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

During Commenting period the applicant referred to ftwa parameter evaluated by zZRMS :

RMS still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.
It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
kinetic analysis by the applicant and it was confirmed by zRMS previously.

12 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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Bush and cane fruit

Table 9.3-54: Higher-tier assessment of the long-term/reproductive risk for mammals due to
the use of pendimethalin 45.5% CS in bush and cane fruit — refined parame-
ters (*) are further described and justified in the text

Intended use Bush and cane fruit

Active substance/product Pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmxDF |MAFmx |[PT |DDDnm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Common vole Grass + cereals. 1.33 54.2x1 %021 |1 2407 13

(Microtus arvalis) | 100% grass. 1x 0.53 60.74 0.49

The risk for vole after the TWA refinement is still unacceptable. Hence, further refinement is needed for
long-term exposure in bush and cane fruits.

Applications between rows

According to the GAP specifications, the application in bush and cane fruits, would follow the same pro-
cedure as for orchards (application between rows). Hence, the same approach is selected here as a refine-
ment.

The first approach of refinement is considering a PD value of 0.75.

Table 9.3-55: Higher-tier assessment of the long-term/reproductive risk for mammals due to
the use of pendimethalin 45.5% CS in bush and cane fruit — refined parame-
ters (*) are further described and justified in the text

Intended use Bush and cane fruit

Active substance/product Pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDm xDF |MAFmx |PD |[DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Common vole Grass + cereals. 1.33 54.2x1 1x021* |075%(18.05 1.66

(Microtus 100% grass.

arvalis)

The TER value is still below the trigger and therefore there would be risk. However, it has to be consid-
ered that Pendimethalin is a herbicide and the application will directly have an impact on the attractive-
ness and availability of the food for herbivores mammal; effects on the grass are rapid and the vegetation
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would be unpalatable, further reducing the probability that can serve as voles forage. In addition, bush
and cane fruit are intensively managed crops, besides the use of pesticides particularly mechanical hus-
bandry activities such as mowing, mulching and pruning take place. Based in generic studies and litera-
ture data, intensively managed bush and cane fruit by mowing, mulching and herbicidal weeding pose
adverse habitat conditions for the common vole and are therefore considered only as secondary habitats
for this species. Bush and cane fruits are mulched regularly during the vegetation season reducing the
vegetation height which increases the predation risk being orchards are a secondary habitat for voles. All
this may be taken as a weight of evidence approach to consider that there will be no a long-term exposure
of small herbivorous vole and that the risk is acceptable.

As a further approach for vole, and considering that the vegetation treated between rows will be not at-
tractive and available for vole due to the rapid effects of pendimethalin, it is more realistic to assume that
vole will feed on the vegetation below the crop lines which are untreated. The untreated area below the
crop lines would be 25% of the total area. Assuming that voles will feed on this, then it can be assumed
that only a 25% of its diet will be taken from the untreated area and hence a maximum PD or 0.25 could
be considered to further refine the risk assessment for bush and cane fruit.

Table 9.3-56: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in bush and cane fruit — refined parameters (*) are
further described and justified in the text

Intended use Bush and cane fruit

Active substance/product Pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDm xDF |MAFnq x PD* |DDDm TER:t
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Common vole Grass + cereals. 1.33 54.2x1 IoeQ2lx 1 02EE 502 50

(Microtus 100% grass.

arvalis)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

When considering that vole will feed on the vegetation below the cop rows which are untreated, which
would be a more realistic scenario to assess the long-term risk for vole, the TERIt value is 5 showing that
the risk would be acceptable.

Weight of evidence
There are many reasons why the risk assessment for vole is considered to be covered through the assess-
ment of other small mammalian species:

o High fecundity and population recuperation of the vole.

e Primary source of food outside crops fields for the vole.

o Necessity of population control measures since the vole is considered a crop pest when high pop-
ulation levels are reached.

e Other agricultural techniques being also means of population control.

In addition, bush and cane fruits are intensively managed crops, besides the use of pesticides particularly
mechanical husbandry activities such as mowing, mulching and pruning take place which pose adverse
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habitat conditions for the common vole and are therefore considered only as secondary habitats for this
species.

Therefore, the exposure of common voles to plant protection products within bush and cane fruits is not
ecologically relevant for the persistence of the populations. Since the exposure of common voles to plant
protection products in bush and cane fruits is not ecologically relevant for the survival and reproduction
of the populations, the small omnivorous mouse would be the suitable focal species.

13 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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zZRMS comment:

The applicat proposed the risk assessment based on the same s approach as for orchards. In B&M GD,
2009 this scenario is not included.

The refined risk for vole in orchards was verified by zZRMS with consideration defult values of MAF
and ftwa. The argumentation provided by the applicant for vole as WoE approach should be considered
at MSs level. In zZRMS’s opinion the PD values of 0.75 or 0.25 for vole was not recommended for use
to

quantitative risk asessment.

In conclusion:
The risk for vole the risk needs further refinement at MSs level depend on their own requirements con-
cerned on vole species.

During Commenting period the applicant referred to ftwa parameter evaluated by ZRMS :

RMS still doesn’t agree with ftwa 0.29 parameter in quaantative risk assessment.
It should be noted the DTso value 4.48 d is obtained from the study in Poland which was excluded from
Kinetic analysis before by the applicant and it was confirmed by zZRMS previously.

14 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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Potato

Table 9.3-58: Higher-tier assessment of the long-term risk for mammals due to the use of

Pendimethalin 45.5% CS in potatoes — refined parameters (*) are further de-
scribed and justified in the text

Intended use Potatoes
Active substance/product Pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDmXxDF |MAFmx |PT |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Rabbit 100% non-grass 0.50 28.7x1 1x021*x |1 479 6:3
(Oryctolagus herbs. 1x0.20 4.56 6.57
cuniculus)
Wood mouse 25% weeds 0.27 28.7x1 1x0.21* |1 0.65
(Apodemus 1x0.53 1.63
sylvaticus) 50% weed seeds 40.2x1 1x053 |1 |457
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 4.52

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The TER is above the trigger showing no risk after the application of Penshui.

15 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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zZRMS comments:
The long-term risk was verified by zZRMS and as consequence of this further refinement for wood
mouse was needed. In ZRMS opinion taking into account that the defult values of PT and DTso = 10
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days were used and considering that trigger value is only slight below trigger of 5 the risk can be con-
sidered as an acceptable. It should be noted that DTso for pendimethalin seems to be less than 10 days
for winter cereals/weeds.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

The risk for vole needs further refinement.

ZRMS comments:

The long-term risk was verified by zRMS and as consequence of this further refinement for wood
mouse was needed. In zZRMS opinion taking into account that the defult values of PT and DTso = 10
days were used and considering that trigger value is only slight below trigger of 5 the risk can be con-
sidered as an acceptable. It should be noted that DTso for pendimethalin seems to be less than 10 days
for winter cereals/weeds.

However, there are not sufficiently data to provide the quantitative risk asessment and WoE approach
may be used at MSs level, if relevant.

Vineyard
Table 9.3-60: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in vineyard — refined parameters (*) are further de-
scribed and justified in the text
Intended use Vineyard
Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDmxDF |MAFmx |[PT |DDDnm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Brown hare 100% plant matter. |0.39 28.7x1 1x021* |1 374 8.0
(Lepus Non-grass herbs. 1x0.20 3.73 8.04
europaeus)
Common vole Grass + cereals. 1.33 54.2x1 Ix021* |1 2407 13
(Microtus arvalis) | 100% grass. 1x0.53 60.74 0.50
Wood mouse 25% weeds 0.27 28.7x1 Ix021* |1 065
(Apodemus 1.63
sylvaticus) 50% weed seeds 40.2x1 1x053 |1 |457
25% ground 75x1 1x0.53 1 0.43
arthropods
Total 565 53
6.63 4.52

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
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the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The risk for vole after the TWA refinement is still unacceptable. Hence, further refinement is needed for
long-term exposure in vineyards.

Applications between rows

According to the GAP specifications, the application in vineyards, would follow the same procedure as
for orchards (application between rows). Hence, the same approach is selected here as a refinement.

The first approach of refinement is considering a PD value of 0.75.

Table 9.3-61: Higher-tier assessment of the acute and long-term/reproductive risk for
mammals due to the use of pendimethalin 45.5% CS in vineyard — refined pa-
rameters (*) are further described and justified in the text

Intended use Vineyard

Active substance/product Pendimethalin

Application rate (g/ha) 1 x 1590

Reprod. toxicity (mg/kg bw/d) 30

TER criterion 5

Focal species Food category, FIR/bw |RUDmXxDF |MAFmx |PD* [DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)

Common vole Grass + cereals. 1.33 54.2x1 Ix021x | 0-75%|18.05 1.66

(Microtus 100% grass.

arvalis)

The TER value is still below the trigger and therefore there would be risk. However, it has to be consid-
ered that Pendimethalin is a herbicide and the application will directly have an impact on the attractive-
ness and availability of the food for herbivores mammal; effects on the grass are rapid and the vegetation
would be unpalatable, further reducing the probability that can serve as voles forage. In addition, vineyard
are intensively managed crops, besides the use of pesticides particularly mechanical husbandry activities
such as mowing, mulching and pruning take place. Based in generic studies and literature data, intensive-
ly managed vineyards by mowing, mulching and herbicidal weeding pose adverse habitat conditions for
the common vole and are therefore considered only as secondary habitats for this species. Vineyards are
mulched regularly during the vegetation season reducing the vegetation height which increases the preda-
tion risk being orchards are a secondary habitat for voles. All this may be taken as a weight of evidence
approach to consider that there will be no a long-term exposure of small herbivorous vole and that the risk
is acceptable.

As a further approach for vole, and considering that the vegetation treated between rows will be not at-
tractive and available for vole due to the rapid effects of pendimethalin, it is more realistic to assume that
vole will feed on the vegetation below the crop lines which are untreated. The untreated area below the
crop lines would be 25% of the total area. Assuming that voles will feed on this, then it can be assumed
that only a 25% of its diet will be taken from the untreated area and hence a maximum PD or 0.25 could
be considered to further refine the risk assessment for vineyard.

Table 9.3-62: Higher-tier assessment of the long-term risk for mammals due to the use of
Pendimethalin 45.5% CS in vineyard — refined parameters (*) are further de-
scribed and justified in the text

Intended use Vineyard
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Active substance/product pendimethalin
Application rate (g/ha) 1 x 1590
Reprod. toxicity (mg/kg bw/d) 30
TER criterion 5
Focal species Food category, FIR/bw |RUDm xDF |MAFmx |PD* |DDDm TERt
% in diet (mg/kg food) | TWA* (mg/kg bw/d)
Common vole Grass + cereals. 1.33 542x1 1c021% | 0:25%|6.02 50
(Microtus 100% grass.
arvalis)

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

When considering that vole will feed on the vegetation below the cop rows which are untreated, which
would be a more realistic scenario to assess the long-term risk for vole, the TERIt value is 5 showing that
the risk would be acceptable.

Weight of evidence
There are many reasons why the risk assessment for vole is considered to be covered through the assess-
ment of other small mammalian species:

e High fecundity and population recuperation of the vole.

e Primary source of food outside crops fields for the vole.

e Necessity of population control measures since the vole is considered a crop pest when high pop-
ulation levels are reached.

e Other agricultural techniques being also means of population control.

In addition, vineyard are intensively managed crops, besides the use of pesticides particularly mechanical
husbandry activities such as mowing, mulching and pruning take place. Intensively managed vineyard by
mowing, mulching and herbicidal weeding pose adverse habitat conditions for the common vole and are
therefore considered only as secondary habitats for this species.

Therefore, the exposure of common voles to plant protection products within vineyard is not ecologically
relevant for the persistence of the populations. Since the exposure of common voles to plant protection
products in vineyard is not ecologically relevant for the survival and reproduction of the populations, the
small omnivorous mouse and the large herbivorous lagomorph would me more suitable focal species in
vineyard.

16 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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ZRMS comments:

The refined risk for vole in orchards was verified by zZRMS with consideration defult values of MAF
and ftwa. The argumentation provided by the applicant for vole as WoE approach should be considered
at MSs level. In zZRMS’s opinion the PD values of 0.75 or 0.25 for vole was not recommended for use.
In conclusion:

The risk for vole the risk needs further refinement at MSs level depend on their own require-
ments concerned on vole species.

During Commenting period the applicant referred to ftwa parameter evaluated by zZRMS :

RMS still doesn’t agree with ftwa 0.29 parameter in quantative risk assessment.
It should be noted the DTsp value 4.48 d is obtained from the study in Poland which was excluded
from kinetic analysis by the applicant and it was confirmed by zRMS previously.

9.3.2.3 Drinking water exposure

When necessary, the assessment of the risk for mammals due to uptake of contaminated drinking water is
conducted for a small omnivorous mammal with a body weight of 21.7 g (Apodemus sylvaticus) and a
drinking water uptake rate of 0.24 L/kg bw/d (cf. Appendix K of EFSA/2009/1438).

Puddle scenario

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorp-
tive substances (Koc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

With a K(f)oc of 13792 (EFSA Journal 2016;14(3):4420), pendimethalin belongs to the group of more
sorptive substances. To achieve a concise risk assessment, the risk envelope approach is applied. Here,
the assessment for the use group bare soil also covers the risk for mammals from all other intended uses
(see 9.1.2).

Effective application rate (g/ha) = 1590
Acute toxicity (mg/kg bw) = 3927 quotient = 0.40
Reprod. toxicity (mg/kg bw/d) = 30 quotient = 53.00

Since the ratio of effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed
the critical value of 3000 a quantitative risk assessment (calculation of TER values) is not necessary.

17 Evaluation Manual for the Authorisation of plant protection products and biocides according to Regulation (EC)
No 1107/2009. Chapter 7 Ecotoxicology: terrestrial; birds and mammal. version 2.1; October 2016.
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ZRMS comments:

We agree that since the ratio of effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d)
does not exceed the critical value of 3000 a quantitative risk assessment (calculation of TER values) is
not necessary.

9324 Effects of secondary poisoning

The log Pow of pendimethalin amounts to 5.4 and thus exceeds the trigger value of 3. A risk assessment
for effects due to secondary poisoning is required

Risk assessment for earthworm-eating mammals via secondary poisoning

According to EFSA/2009/1438, the risk for vermivorous mammals is assessed for a small mammal of
10 g body weight with a daily food consumption of 12.8 g. Bioaccumulation in earthworms is estimated
based on predicted concentrations in soil.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use group cotton also covers the risk for mammals from all other intended uses (see 9.1.2).

Table 9.3-64: Assessment of the risk for earthworm-eating mammals due to exposure to
Pendimethalin via bioaccumulation in earthworms (secondary poisoning) for
the intended use in bare soil

Parameter Pendimethalin comments
PECsi (twa = 21 d) (mg/kg soil) |1.961 Section 8, Chapter 8.7.2
109 Pow / Pow 54 EFSA Journal 2009;7(12):1438
Koc 13792 Mean
foc 0.02 Default
BCFworm 6.9 BCFwormisoit = (PECuwormww/PE Csoit, dw)

=(0.84 + 0.012 x Pow) / foc x Koc

PECworm 13.53 PECworm = PECsoil X BCFwormisoil
Daily dietary dose (mg/kg bw/d) |17.32 DDD = PECwom x 1.28
NOEL (mg/kg bw/d) 30 EFSA Journal 2009;7(12):1438
TERG 1.73 Risk, TERIt<5

TER values shown in bold fall below the relevant trigger.

Since the TER is below the trigger value, a mean BCF of 0.81 is used in the refined risk assessment for
earthworm-eating mammals, based on the study Bioaccumulation in earthworms (laboratory study) (Gar-
ret, 2000) (Data from old dossier (Addendum B-8 Ecotoxicology, February 2002). According to the Con-
clusions of the peer review of the pesticide risk assessment of the active substance pendimethalin (EFSA
Journal 2016;14(3):4420), it is derived from the most reliable study and EFSA agrees on the use of this
endpoint in the refinement.
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Table 9.3-65: Assessment of the risk for earthworm-eating mammals due to exposure to

Pendimethalin via bioaccumulation in earthworms (secondary poisoning) for
the intended use in bare soil

Parameter Pendimethalin comments
PECsoil (twa = 21 d) (mg/kg soil) |1.961 Section 8, Chapter 8.7.2
l0g Pow / Pow 54 EFSA Journal 2016;14(3):4420
Koc 13792 EFSA Journal 2016;14(3):4420
foc 0.02 Default
BCFworm 0.81 Study from RAR of bioaccumulation on

earthworms (Garret, 2000)

PECworm 1.59 PECworm = PECsoil X BCFwormisoil
Daily dietary dose (mg/kg bw/d) |2.04 DDD = PECworm * 1.28
NOEL (mg/kg bw/d) 30 EFSA Journal 2016;14(3):4420
TERG 14.71 No risk, TERIt>5

TER values shown in bold fall below the relevant trigger.

Since the TERIt is above the trigger, the long-term risk of secondary poisoning to earthworm eating
mammals from the use of Pendimethalin 45.5% CS is acceptable.

ZRMS comment:

ZRMS verified the risk for earthworm-eating mammals due to exposure to pendimethalin via
bioaccumulation in earthworms (secondary poisoning) taking into account the highest available
BAF applied as a refined worst-case approach and PECsaccum

Parameter Pendimethalin Comments
PECsoil accumulation, (M@/kg soil) 2.305 PECsoil accumulation (PECact + PECsoil plateau)
log Pow; Pow 5.4"; 251188 -
Koc 13792 Arithmetic mean (n = 9)
foc 0.02 Default
BAFworm 0.81 Refined BAF; worst-case approach
PECworm 1.86 x0.81 =1.5 PECworm = PECsit X BAFworm/soil
Daily dietary dose (mg/kg bw/d) 1.5x1.28=192 DDD = PECworm x 1.28
NOEL (mg/kg bw/d) 30 Refined endpoint: BMDL5
TERLT 15.62 TERLt = NOEL / DDD

TER values shown in bold fall below the relevant trigger.
* EFSA Journal 2016;14(3):4420

The risk for earthworm-eating mammals due to exposure to pendimethalin via bioaccumulation in
earthworms (secondary poisoning) is considered as acceptable.

Risk assessment for fish-eating mammals via secondary poisoning

According to EFSA/2009/1438, the risk for piscivorous mammals is assessed for a mammal of 3000 g
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body weight with a daily food consumption of 425 g. Bioaccumulation in fish is estimated based on pre-
dicted concentrations in surface water.

Table 9.3-66: Assessment of the risk for fish-eating mammals due to exposure to Pendime-
thalin via bioaccumulation in fish (secondary poisoning) for the intended use

Parameter Pendimethalin comments

PECsw (twa = 21 d) (mg/L) 0.00959 Section 8, point 8.9.2 (PECsw twa 21d, step 2;
appln.hand crop < 50cm)

BCFrish 931 EFSA Journal 2016;14(3):4420 (most reliable
endpoint)

BMF CTso=5.1days, 1.34d ; 2.5 | biomagnification factor (relevant for BCF >2000)

-4.4d EFSA Journal 2016;14(3):4420

CTgo: 87% depuration in 14
d; -; 96-97% clearance
within 21 d (CT90 8.3-15
d)

Two outdoor mesocosm
studies with a.s.
pedimethalin targeted at
bioconcentration are
available:

Lepomis macrochirus,
BMFKGL: 0.1054
Oncorhynchus mykiss
BMFkgL=0.0402
BMFkg = 0.0423

Outdoor mesocosms

Leuciscus idus melanotus
mean BCFactuaI conc = 199

aquatic community in
outdoor mesocosms
including fish

No evidence of
biomagnification of either
pendimethalin, its
metabolites or equivalent
radioactivity within the
aquatic food chain.
NOEC fish: 0.0050 mg

a.s./L
PECrisn 8.93 PECitish = PECwater X BCFrisn
Daily dietary dose (mg/kg bw/d) |1.27 DDD = PECsish x 0.142
NOEL (mg/kg bw/d) 30 EFSA Journal 2016;14(3):4420
TERy 23.62 No risk, TER > 5

TER values shown in bold fall below the relevant trigger.

The TER is above the trigger, showing no risk for mammals of secondary poisoning by fish.

ZRMS comment:

zRMS verified the risk for fish-eating birds due to exposure to pendimethalin via
bioaccumulation in fish (secondary poisoning) taking into account the lowest and the highest available
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BCF values applied as a refined worst-case approach and max PECsw ( Step 2).

Parameter Pendimethalin Comments

PECsw (mg/L) 0.001246 FOCUS Step 2, max PECsw

BCFrish 931 /3300" Lowest and highest available BCF values
PECckish 1.16/4.11 PEC:tish = PECuwater X BCFish

Daily dietary dose (mg/kg bw/d) | 0.16/0.58 DDD = PECyish x 0.142

NOEL (mg/kg bwi/d) 30 Refined endpoint; BMDL5

TERLT 187.5/51.72 TER.r = NOEL / DDD

TER values shown in bold fall below the relevant trigger.
* Highest and lowest BCF values available from EFSA Journal 2016;14(3):4420

The risk for fish -eating birds due to exposure to pendimethalin via bioaccumulation in earthworms
(secondary poisoning) is considered as acceptable.

9.3.25 Biomagnification in terrestrial food chains

According to Peer review of the pesticide risk assessment of the active substance pendimethalin (EFSA
Journal 2016;14(3):4420): “studies on three different species were available for assessing the bioconcen-
tration factor (BCF) of pendimethalin in fish. The kinetic BCF ranged from 931 L/kg to 3,300 L/kg. The
study providing the lowest BCF value was considered reliable, while the other two had some methodolog-
ical flaws. However, the large difference between BCFs indicated that the bioconcentration of pendime-
thalin might be species-dependent, with higher bioconcentration for bluegill sunfish. This is consistent
with the finding of the two available biomagnification (BMF) studies. These BMF studies were very much
comparable (same protocol, author, laboratory, year, and tested batch) and showed that the BMF calcu-
lated for rainbow trout was less than a half of the BMF calculated for bluegill sunfish”.

9.3.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant. Pendimethalin 45.5% CS is not a granule, nor is it intended for use as a bait or as seed
treatment

9.34 Overall conclusions

The risk assessment shows that there is no acute risk for mammals after exposure to Pendimethalin 45.5%
CS.

, The refinement of parameters (e.g. foliar DT50
(dicot plants, PT, PD and weight of evidence) showed unac-
ceptable long-term risk for mammals for rabbit for cereals (post -emergence), for brown hare in maize
(post- emergence) and for vole in orchards, bush and cane fruits and vineyards. Further refinement is
needed.
For wood mouse the TER_t values were slight below 5 ( 4.52) indicating needs for further refinement.
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In zZRMS’s opinion taking into account that the defult values of PT and DTso = 10 days were used and
considering that trigger value is only slight below trigger of 5 the risk can be considered as an acceptable
for this species. Additionally, it should be noted that DTso for pendimethalin seems to be less than 10 days
for winter cereals/weeds.

However, there are not sufficiently data to provided quantitative risk asessment and WoE approach may
be used at MSs level, if relevant.

For pre-emergence application ( BBCH<10) for arable crops the risk is considered as acceptable.
No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating mammals. The risk of secondary poisoning to earthworm eating mammals was found accepta-
ble after refinement.

No unacceptable risk is expected from exposure to via drinking water and via secondary poisoning from
fish-eating mammals. The risk of secondary poisoning to earthworm eating mammals was found accepta-
ble after refinement.

94 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians)
(KCP 10.1.3)

According to EFSA Journal 2016;14(3):4420 for Pendimethalin: “Based on information from the public

literature, RMS concludes that the available data indicate that the risk for amphibians and reptiles is
covered by the risk assessments for birds and mammals and aquatic organisms.

9.5 Effects on aquatic organisms (KCP 10.2)

951 Toxicity data

Studies on the toxicity to aquatic organisms have been carried out with Pendimethalin and its relevant
metabolties. Full details of these studies are provided in the respective EU RAR and related documents.

Effects on aquatic organisms of Pendimethalin 45.5% SC were not evaluated as part of the EU assessment
of Pendimethalin. New data submitted with this application are listed in Appendix 1 and summarised in
Appendix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.5-1: Endpoints and effect values relevant for the risk assessment for aquatic organ-
isms regarding Pendimethalin and relevant metabolites
Species Substance Exposure Results Reference
System
Fish
Oncorhynchus mykiss | Pendimethalin Acute 96 hr (static, | Without sediment: EFSA Journal
with and without LCso = 0.196 2016;14(3):4420
sediment) mg a.S./L mm
LCso = 0.283
mg a.s./L mm
Pimephales promelas | Pendimethalin Acute 96 hr (flow- LCs > 0.240 EFSA Journal
through) mg a.s./L mm 2016;14(3):4420
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Species Substance Exposure Results Reference
System
Oncorhynchus mykiss | BAS 455 48 H Acute 96 hr (static) | LCso =8.427 mg EFSA Journal
prep./L 2016;14(3):4420
(3.263 mg a.s./L (mm))
Cyprinus carpio BAS 455 48 H Acute 96 hr (static) |LCso=27.8 mg EFSA Journal
prep./L 2016;14(3):4420
(10.6 mg a.s./L (mmy)
Oncorhynchus mykiss | AG-P4-400-SC Acute 96 hr (semi- LCsp=41.1mg EFSA Journal
static) prep./L 2016;14(3):4420
(14.7 mg a.s./L (mm))
Oncorhynchus mykiss | M455H001 (P44) Acute 96 hr (static) |LCso=8.28 EFSA Journal
mg/L(nom) 2016;14(3):4420
Danio rerio Pendimethalin Chronic (ELS) (static, | NOEC (growth) = EFSA Journal

in presence of
sediment™)

0.108 mg a.s./L(nom)
NOEAEC (35d) =
0.300 mg a.s./L(nom)

2016;14(3):4420

Pimephales promelas

Pendimethalin

Chronic (FFLC)

Reproduction NOEC

EFSA Journal

(flow-through) =0.0063 mg 2016;14(3):4420
a.s./L(mm)
BCF = 1810 L/Kg
Danio rerio Pendimethalin Chronic (FFLC) NOEC (survival) = EFSA Journal
(static, with sediment |20 ug a.s./L (nom) 2016;14(3):4420
— exposure profile
considered realistic to
worst case)
Danio rerio Pendimethalin Chronic (FFLC) NOEC (highest test | EFSA Journal

(static, with sediment
— exposure profile
considered realistic to
worst case)

concentration) = 50

pg a.s./L (nom)

2016;14(3):4420

Geomean D. rerio
FFLC: 32 pg a.s./L

(nom)*

* nominal endpoint
applicable for single

peak exposure
scenario’s only

EFSA Journal
2016;14(3):4420

Aquatic invertebrates

Daphnia magna Pendimethalin 48 h, s ECso = 0.147 EFSA Journal
mg a.S./L mm 2016;14(3):4420
Daphnia magna Pendimethalin 48 h (static, with and | Without sediment: EFSA Journal

without sediment*)

ECso> 1.0 mg a.s./L
(nom) /0.701 (mm)

With sediment :

ECso> 1.0 mg a.s./L
(nom) /0.606 (mm)

2016;14(3):4420

Daphnia magna

BAS 455 48 H

48 h, s

ECs0 > 41.6 mg
prep./L

(>16.1 mg a.s./L
(mm))

EFSA Journal
2016;14(3):4420
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Species Substance Exposure Results Reference
System

Daphnia magna AG-P4-400-SC 48 h (semi-static) ECs0=6.55mg EFSA Journal
prep./L 2016;14(3):4420
(2.33 mg a.s./L (mm))

Daphnia magna M455H033 (P48) 48 h, s ECs0=0.613 EFSA Journal
mg/L(mm) 2016;14(3):4420

Daphnia magna M455H001 (P44) 48 h, s ECs0=7.73 EFSA Journal
mg/L(nom) 2016;14(3):4420

Daphnia magna Pendimethalin 21d,f NOEC (reproduction) = EFSA Journal
0.0145 mg a.s./L nom |2016;14(3):4420

Daphnia magna Pendimethalin 21 d (semi-static) NOEC reproduction) = EFSA Journal

0.0173 mg a.s./L nom

2016;14(3):4420

Sediment-dwelling or

ganisms

Chironomus riparius

Pendimethalin

30 d, s, spiked water

NOEC =0.082 mg
as./l

(219 mg a.s./kg sed
dw (mm))

EFSA Journal
2016;14(3):4420

Chironomus riparius |Pendimethalin 28 d (static, spiked NOEC >0.0011 mg |EFSA Journal
water) a.s./L (mm) 2016;14(3):4420
Chironomus riparius | Pendimethalin 28 d (static, spiked NOEC =227.3 mg EFSA Journal

sediment)

a.s./kg dry sediment
(im)

(0.1099 mg a.s./L
(im). 0.080 mg
a.s./L(mm))

2016;14(3):4420

Algae

Selenastrum
capricornutum (syn.
Pseudokirchneriella
subcapitata)
(freshwater green
algae)

Pendimethalin

72 h (static)

EnCso = 0.0041 mg
a.s./L (mm)
E/Cs0 = 0.0093 mg
a.s./L (mm)
EyCso = 0.0038 mg
a.s./L (mm)

EFSA Journal
2016;14(3):4420

Pendimethalin

72 h (static)

E/Cso >0.055 mg
a.s./L (mm)

EyCso = 0.0043 mg
a.s./L (mm)

EFSA Journal
2016;14(3):4420

Pendimethalin

72 h (static)

E:Cso = 0.0243 mg
a.s./L (mm)

EyCs0 = 0.0127 mg
a.s./L (mm)

72 h + 7 d recovery
period NOEC = >
0.050 (nom)

EFSA Journal
2016;14(3):4420

Anabaena flos-aquae
(blue green algae)

Pendimethalin

120 h (static)

EyCso > 0.174 (mm)

EFSA Journal
2016;14(3):4420
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Species Substance Exposure Results Reference
System
Pseudokirchneriella |BAS 45548 H 72 h (static) E/Cs0=1.13mg EFSA Journal
subcapitata prep./L (0.438 mg 2016;14(3):4420
EyC5o =0.164 mg
prep./L (0.0635 mg
Pseudokirchneriella | AG-P4-400-SC 72 h (static) E/Cs0=0.120 mg EFSA Journal
subcapitata prep./L (0.0429 mg |2016;14(3):4420
a.s./L (mm))
EyCso = 0.0256 mg
prep./L (0.00915 mg
M455H033 (P48) 72 h (static) E/Cso > 1.45 EFSA Journal
mg/L(mm) 2016;14(3):4420
EyCso = 0.498
mMg/L(mm)
M455H001 (P44) 72 h (static) E:Cso > 2.5 mg/L(nom) | EFSA Journal
EyCso > 2.5 mg/L(nom) | 2016;14(3):4420
M455H032 72 h (static) E/Cso= 1.48 EFSA Journal
ma/L (rom) 2016;14(3):4420
EbC5o =0.90
mg/L (nom)
Higher plant
Lemna gibba Pendimethalin 144d,s Frond number EFSA Journal
E/Cs0=0.022 mg 2016;14(3):4420
a.s./L (mm)
E,Cso = 0.0084 mg
a.s./L mm)
Lemna gibba Pendimethalin 7d,s Frond number EFSA Journal
E:Cso = 0.0156 mg 2016;14(3):4420
a.s./L (im)/ 0.012 mg
a.s./L (mm)
EyCso = 0.0064 mg
a.s./L (im) /0.0049
mg a.s./L (mm)
Lemna gibba BAS 455 48 H 7d,ss Frond number EFSA Journal

E/Cso=7.55mg a.s./L
(nom)

EyC5o =174 mg
a.S./L (nom)

Dry weight
E/Cs0>39.2 mg a.s./L
(nom)

EyC5o =23.2 mg
a.s./L (nom)

2016;14(3):4420
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Species Substance Exposure Results Reference

System

EFSA Journal
2016;14(3):4420

Frond number
E/Cs0=0.0366 mg
a.8./L (nom)

EyCs0 =0.0122 mg
a.S./L (nom)

Lemna gibba AG-P4-400-SC 7d,ss

Dry weight
E:Cs0>0.263 mg
a.s./L (nom)

EyCso = 0.0366 mg
a.S./L (nom)

Further testing on aquatic organisms

In total 4 mesocosms are available. Since the representative formulations from both notifiers do not indicate a higher
toxicity than the a.s. and the mesocosms show consistent results, it is considered acceptable to combine all meso-
coms for the current risk assessment. However, it is noted that the study of Kubitza (2004) used a formulation con-
taining pendimethanil together with picolinafen and therefore this study is considered as supportive information
(agreement TC123).

In the study with Pendimethalin 330 EC the NOEAEC was determined in a range from 4 to 16 pg a.s./L (within the
most sensitive groups phytoplankton and zooplankton). Taking into account however that the number of endpoints
showing a class 3A effect was considerably lower in the 4 pg a.s./L treatment than in the 16 pg a.s./L treatment, and
that in the study with the formulation BAS 455 48 H there were clear effects at 8.5 and 18.5 pg a.s./L, including
class 5A effects, RMS derived an overall NOEAC for all available mesocosms of 5 pg a.s./L.

In TC 123 it was discussed if NOEAEC values can be used for risk assessment, since the applications may be in
autumn, while all studies have been performed in spring/summer. If effects occur as result of the applications in
autumn, then recovery may not be possible because of different climatic and ecological circumstances. Therefore it
was agreed by the participants of the TC to use the NOEC values from the mesocosm studies for risk assessment.
Furthermore it was not agreed by the TC participants to take a geomean of the available mesocosm endpoints given
that they are not equivalent endpoints and based on different ecological thresholds. It was agreed to take the lowest
NOEC value of the studies and to lower the safety factor to take into account that several mesocosm studies are
available.

Hence, based on all available information and the agreements from TC123 the NOEC of 0.23 pg as/L from the study
of Ebke (2001) together with a safety factor of 1 should be used for risk assessment. This endpoint covers the higher
tier risk assessment for all aquatic organisms groups, including sediment dwellers, except fish.

The exposure profiles in the mesocosms were checked by RMS and the use of nominal concentrations was consid-
ered acceptable.

128 d EFSA Journal

Aquatic community
in outdoor
mesocosms; single
treatment.

Endpoints:

Impact on pelagic and
bentic species,
phytoplankton and
peryphyton,
macrophytes.

BAS 455 24 H (400
g/L pendimethalin
SC)

NOEC = 0.00023 mg
a.s./L (nom)

NOEAEC =0.0011
mg a.s./L (nom)

2016;14(3):4420
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Species Substance Exposure Results Reference
System

Aquatic community |BAS 70100H (320 |(70d NOECpop =0.0012 |EFSA Journal

in outdoor g/L pendimethalin + mg a.s./L (nom) 2016;14(3):4420

mesocosms; single 16 g/L picolinafen)

treatment.. NOECcom = 0.0012

Endpoints: mg a.s./L (nom)

-macrophytes

-phytoplankton NOEAEC = 0.005 mg

-periphyton a.s./L (nom)

-zooplankton

-functional pa-

rameters

(only supportive

information)

Aguatic community | Pendimethalin 330 84 d NOECpop =0.001 EFSA Journal

in outdoor EC mg a.s./L (nom) 2016;14(3):4420

mesocosms; single

treatment. NOECcom = 0.001

Endpoints: mg a.s./L (nom)

macrophytes;

phytoplankton NOEAEC =0.004 to

periphyton; 0.016 mg a.s./L

zooplankton; (nom)

macorzoobenthos.

Aguatic community | BAS 45548 H 140 d NOEC =0.0038 mg |EFSA Journal

in outdoor
mesocosms; single
treatment.
Endpoints:
-macrophytes
-phytoplankton
-periphyton
-zooplankton
-functional pa-
rameters

a.s./L

NOEAEC =0.0038
mg a.s./L

2016;14(3):4420

Potential endocrine disrupting properties (Annex Part A, point 8.2.3)

Fish full life cycle (FFLC) testing with zebrafish suggest a weak estrogenic or anti-androgenic effects. Adult male
zebrafish exposed to pendimethalin at levels <10p/L showed increased vitellogenin and decreased 11-keto-
testosterone levels. Adult male fish are most sensitive to this category of subsances and changes in these two bi-
omarkers are commonly used to indicate substances which may interact with the estrogen receptor. In vitro assays
and one modified uterotrophic assay from the literature, along with data from ToxCast indicate a potential interac-
tion with ERa and/or ERB. No effects upon reproduction (number, quality or survival of offspring) were seen in
either the FFLCs nor the mammalian toxicology section that would indicate an ecological relevance of this potential
interaction.

The results taken together indicate that pendimethalin interacts with the endocrine system in fish. In order to deter-
mine if this interaction leads to adverse effects on the population level, effects on population relevant endocrine
related parameters need to be considered (i.e. growth, reproduction, sex ratio). The lowest concentration where such
effects were observed in the two higher tier FFLC tests with D. rerio was: 80 pg/L (F1 single fish weight group A).
This endpoint is higher than the lowest endpoint used in the long-term risk assessment for fish (i.e. NOEC 20 pg/L,
based on day 28 F1 survival group B ), indicating that toxicity is driving the aquatic risk assessment.

(nom) nominal concentration; (mm) mean measured concentration; prep: preparation; a.s.: active substance

* Exposure profile in the study in presence of sediment was not considered realistic to worst case by RMS and therefore the use
of the endpoint based nominal concentration as included in the study report is not justified. The study report contains analytical
measurements, which can be used for a higher tier endpoint based on geomean measured concentrations if necessary at member
state level.
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Table 9.5-2: Endpoints and effect values relevant for the risk assessment for aquatic organ-
isms — Pendimethalin 45.5% CS
Species Substance Exposure Results Reference
System
Desmodesmus Pendimethalin40% | 72h ErCeo=116mgfp/ll |KCP10.2.1-01
subspicatus SE EyCso=0-40-mgasit | X00GE2017
17-99-131-ES
Lempa-minor Pendimethalin40% | 7d; ErCso=0.318mgfpfL |KCP10.2.1-02
sC EyCso=0131mgfpflt | X00GE2017
17-99-134-ES
Oncorhynchus mykiss | Pendimethalin 45.5% |96 h, s LCso =9.24 mg f.p./L KCP 10.2.1-03
CS XXX, K. 2020
7887/2020
Daphnia magna Pendimethalin 45.5% |48 h, s ECso=47.16 mg f.p./L |KCP 10.2.1-04
CS XXX, S. 2021
9010/2021
Raphidocelis Pendimethalin 45.5% |72 h, s E/Cso=1.233 mg f.p/L |KCP 10.2.1-05
subcapitata CS EyCs0 = 0.386 mg f.p./L | XXX, S. 2021
9008/2021
Lemna gibba Pendimethalin 45.5% |7d, s Frond number KCP 10.2.1-06
CS E/Cs0=19.271 mg f.p/L | XXX, S. 2021
EyCso = 9.407 mg f.p/L  |9009/2021
Dry weight
E/Cs0>100 mg f.p/L
EyCso = 62.501 mg f.p/L

Higher-tier studies (micro- or mesocosm studies)

None

s: static; ss: semi-static; f: flow-through; nom: based on nominal concentrations; mm: based on mean measured concentrations

9511

Justification for new endpoints

Except for the formulation, the used endpoints are the EU agreed ones. However, for algae and aquatic
macrophytes, the endpoints considered for the risk assessment were the ErCso instead of EyCso, Since ac-
cording to the EFSA Journal 2013;11(/):3290, for algae and macrophytes, growth rate is the preferred
endpoint to be used.

Applicant has conducted studies with the formulation Pendimethalin 45.5% CS and the endpoints of these
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studies were also used in the risk assessment.

95.2 Risk assessment

The evaluation of the risk for aquatic and sediment-dwelling organisms was performed in accordance
with the recommendations of the “Guidance document on tiered risk assessment for plant protection
products for aquatic organisms in edge-of-field surface waters in the context of Regulation (EC) No
1107/2009”, as provided by the Commission Services (SANTE-2015-00080, 15 January 2015).

The relevant global maximum FOCUS Step 1, 2 and 3 PECsw for risk assessments covering the proposed
use pattern and the resulting PEC/RAC ratios are presented in the tables below.
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In the following table, the ratios between predicted environmental concentrations in surface water bodies (PECsw, PECsep) and regulatory acceptable concentra-
tions (RAC) for aquatic organisms are given per intended use for each FOCUS scenario and each organism group.

Table 9.5-3: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter cereals in pre-emergence (1 x 1590 g/ha)
. Fish pro- Fish pro- |Inverteb. [Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
Endpoint LC NOEC NOEC EC NOEC E.C NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
FOCUS PEC o PEC gl-max
Scenario | /k
(ug/L) (ng/kg)
Step 3
D1 ditch 10.07 5.14 15.98 3.15 6.85 6.94 10.83 1.23 8.39 14.53 0.00064
D1 stream 8.809 4.49 13.98 2.75 5.99 6.08 9.47 1.07 7.34 4.816 0.00021
D2 ditch 10.08 5.14 16.00 3.15 6.86 6.95 10.84 1.23 8.40 15.29 0.00067
D2 stream 8.969 4.58 14.24 2.80 6.10 6.19 9.64 1.09 7.47 13.61 0.00060
D3 ditch 9.930 5.07 15.76 3.10 6.76 6.85 10.68 121 8.28 5.180 0.00023
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.185 0.00005
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed

D4 stream 8.608 4.39 13.66 2.69 5.86 5.94 9.26 1.05 7.17 1.778 0.00008
D5 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.542 0.00007
D5 stream 9.287 4,74 14.74 2.90 6.32 6.40 9.99 1.13 7.74 2.519 0.00011
D6 ditch 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 16.05 0.00071
R1 pond 0.346 0.18 0.55 0.11 0.24 0.24 0.37 0.04 0.29 3.177 0.00014
R1 stream 6.543 3.34 10.39 2.04 4.45 451 7.04 0.80 5.45 13.50 0.0006
R3 stream 9.085 4.64 14.42 2.84 6.18 6.27 9.77 111 7.57 481.4 0.0212
R4 stream 6.583 3.36 10.45 2.06 4.48 4.54 7.08 0.80 5.49 4.900 0.0002

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter cereals, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several
FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water
bodies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).

Table 9.5-4: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals

Intended use Winter cereals

Active substance pendimethalin

Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re- - -

duction E/e?etated filter strip None None None None 5 10 15 20
m

None ) 2.729 1.455 1.003 0.763 - - - -
D1 ditch

50% 1.418 0.805 0.565 - - - - =
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75% 0.839 - - -
90% - - - -
None 3.222 1.709 1.168 0.888
50% 1.613 0.856 0.585 -

D1 stream
75% 0.809 - - -
90% - - - -
None 2.731 1.462 1.008 0.768
50% 1.425 0.814 0.572 -

D2 ditch
75% 0.849 - - -
90% - - - -
None 3.281 1.741 1.189 0.904
50% 1.642 0.872 0.596 -

D2 stream
75% 0.824 - - -
90% - - - -
None 2.690 1.426 0.974 0.741
50% 1.344 0.738 0.513 -

D3 ditch
75% 0.740 - - -
90% - - - -
None 3.150 1.672 1.142 0.869
50% 1.578 0.857 0.591 -

D4 stream
75% 0.838 - - -
90% - - - -
None 3.397 1.803 1.231 0.936

D5 stream
50% 1.701 0.915 0.631 0.480
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75% 0.894 - - - - - - -

90% - - - - - - - -

None 2.720 1.467 1.011 0.770 - - - -

50% ) 1.429 0.824 0.579 - - - - -
D6 ditch

75% 0.860 - - - - - - -

90% - - - - - - - -

None - - - - 2.464 1.328 0.9123 -

50% - - - - 1.279 0.8113 - -
R1 stream

75% - - - - 1.165 - - -

90% - - - - 1.165 - - -

None - - - - 3.393 1.828 1.255 0.955

50% - - - - 1.758 0.961 0.663 0.505
R3 stream

75% - - - - 1.124 0.784 - -

90% - - - - 1.124 - - -

None - - - - 2.462 1.332 0.916 -

50% - - - - 1.424 0.990 - -
R4 stream

75% - - - - 1.424 0.990 - -

90% - - - - - - - -

RAC (ng/L)

0.93 (P. subcapitata) PEC/RAC ratio

None 2.93 1.56 1.08 0.82 - - - -

50% ) 1.52 0.87 0.61 - - - - -
D1 ditch

75% 0.90 - - - - - - -

90%
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None 3.46 1.84 1.26 0.95
50% 1.73 0.92 0.63 -
D1 stream
75% 0.87 - - -
90% - - - -
None 2.94 1.57 1.08 0.83
50% 1.53 0.88 0.62 -
D2 ditch
75% 0.91 - - -
90% - - - -
None 3.53 1.87 1.28 0.97
50% 1.77 0.94 0.64 -
D2 stream
5% 0.89 - - -
90% - - - -
None 2.89 1.53 1.05 0.80
50% 1.45 0.79 0.55 -
D3 ditch
75% 0.80 - - -
90% - - - -
None 3.39 1.80 1.23 0.93
50% 1.70 0.92 0.64 -
D4 stream
75% 0.90 - - -
90% - - - -
None 3.65 1.94 1.32 1.01
50% 1.83 0.98 0.68 0.52
D5 stream
75% 0.96 - - -
90% - - - -
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None 2.92 1.58 1.09 0.83 - - - -
50% 1.54 0.89 0.62 - - - - -
D6 ditch
75% 0.92 - - - - - - -
90% - - - - - - - -
None - - - - 2.65 1.43 0.98 =
50% - - - - 1.38 0.87 - -
R1 stream
75% - - - - 1.25 - - -
90% - - - - 1.25 - - -
None - - - - 3.65 1.97 1.35 1.03
50% - - - - 1.89 1.03 0.71 0.54
R3 stream
75% - - - - 1.21 0.84 - -
90% - - - - 1.21 - - -
None - - - - 2.65 1.43 0.98 -
50% - - - - 1.53 1.06 - -
R4 stream
75% - - - - 1.53 1.06 - -
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals are <1 when risk mitigation options are considered:

D1 ditch, D1 stream, D2 ditch, D2 stream, D3 ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzles or 5 m no
spray buffer zone + 75% nozzle reduction

D5 stream: 15m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle
reduction.

R1 stream and R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction

In addition, PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg
a.s./L (mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pug a.s./L Furthermore, VFSMOD calculation have been done as refine-
ment for all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-5: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in pre emergence

Intended use Winter cereals pre emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etated filter strip |\ one None None None 5 10 15 20
None D1 ditch 2.729 1.455 1.003 0.763 - - - -
50% 1.418 0.805 0.565 0.431 - - - -
75% 0.839 0.514 0.372 0.280 - - - -
90% 0.534 0.359 0.267 0.202 - - - -
None D1 stream 3.222 1.709 1.168 0.888 - - - -
50% 1.613 0.856 0.585 0.445 - - - -
75% 0.809 0.441 0.313 0.239- - - - -
90% 0.440 0.304 0.222 0.169 - - - -
None D2 ditch 2.731 1.462 1.008 0.768 - - - -
50% 1.425 0.814 0.572 0.435 - - - -
75% 0.849 0.519 0.372 0.315 - - - -
90% 0.544 0.365 0.315 0.315 - - - -
None D2 stream 3.281 1.741 1.189 0.904 - - - -
50% 1.642 0.872 0.596 0.453 - - - -
75% 0.824 0.438 0.299 0.228 - - - -
90% 0.338 0.207 0.204 - - - - -
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None D3 ditch 2.690 1.426 0.974 0.741
50% 1.344 0.738 0.513 0.396
75% 0.740 0.437 0.311 0.237
90% 0.441 0.291 0.213 0.162
None D4 Pond 0.324 0.235 0.186 -
50% 0.192 0.141 - -
75% - - - -
90% - - - -
None D4 stream 3.150 1.672 1.142 0.869
50% 1.578 0.857 0.591 0.450
75% 0.838 0.469 0.326 0.258
90% 0.421 0.258 0.258 0.258
None D5 pond 0.332 0.241 0.191 -
50% 0.198 0.145 - -
75% - - - -
90% - - - -
None D5 stream 3.397 1.803 1.231 0.936
50% 1.701 0.915 0.631 0.480
75% 0.894 0.506 0.355 0.271
90% 0.463 0.294 0.210 0.160
None D6 ditch 2.720 1.467 1.011 0.770
50% 1.429 0.824 0.579 0.445
75% 0.860 0.526 0.445 0.445
90% 0.557 0.445 0.455 -
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None R1 pond - - - - 0.340 0.247 0.195 -
50% - - - - 0.203 0.148 - -
75% - - - - - - - -
90% 5 - - - - - - -
None R1 stream B i i i 2.464 1.328 0.912 0.694
50% - - - - 1.279 0.811 0.631 0.425
75% - - - - 1.165 0.811 0.622 0.425
90% - - - - 1.165 - 0.622 -
None R3 stream - - - - 3.393 1.828 1.255 0.955
50% - - - - 1.758 0.961 0.663 0.505
75% - - - - 1.124 0.784 0.602 0.417
90% - - - - 1.124 0.784 0.602 0.411
None R4 stream - - - - 2.462 1.332 0.916 0.698
50% - - - - 1.424 0.990 0.758 0.517
75% - - - - 1.424 0.990 0.758 0.517
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None 11.865 6.326 4.361 3.317 - - - -
50% o3 it 6.165 3.500 2.457 1.874 - - - -
75% 3.648 2.235 1.617 1.217 - - - -
90% 2.322 1.561 1.161 0.878 - - - -
None D1 stream 14.009 7.430 5.078 3.861 - - - -
50% 7.013 3.722 2.543 1.935 - - - -
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5% 3.517 1.917 1.361 1.04
90% 1.913 1.322 0.965 0.735
None 11.874 6.357 4.383 3.339
50% 6.196 3.539 2.487 1.891
D2 ditch
5% 3.691 2.257 1.617 1.370
90% 2.365 1.587 1.370 1.370
None 14.265 7.570 5.170 3.930
50% 7.139 3.791 2.591 1.970
D2 stream
75% 3.583 1.904 1.300 0.991
90% 1.470 0.900 0.887 -
None 11.696 6.200 4.235 3.222
50% 5.843 3.209 2.230 1.722
D3 ditch
75% 3.217 1.900 1.352 1.030
90% 1.917 1.265 0.926 0.704
None 1.409 1.022 0.809 -
50% 0.835 0.613 - -
D4 Pond
75% - - - -
90% - - - -
None 13.696 7.270 4.965 3.778
50% 6.861 3.726 2.570 1.957
D4 stream
75% 3.643 2.039 1.417 1.122
90% 1.830 1.122 1.122 1.122
None 1.443 1.048 0.830 -
D5 pond
50% 0.861 0.630 - -




SHA 2600 E / PENSHUI

Part B — Section 9 - Core Assessment

Sharda Cropchem Espaa S.L./ CEU version

Page 136 /956

Template for chemical PPP
Version June 2020

5% - - - - - - - -
90% - - - - - - - -
None 14.770 7.839 5.352 4.070 - - - -
50% 7.396 3.978 2.743 2.087 - - - -
D5 stream
5% 3.887 2.200 1.543 1.178 - - - -
90% 2.013 1.278 0.913 0.696 - - - -
None 11.826 6.378 4.396 3.348 - - - -
50% 6.213 3.583 2.517 1.935 - - - -
D6 ditch
75% 3.739 2.287 1.935 1.935 - - - -
90% 2.422 1.935 1.978 - - - - -
None - - - - 1.478 1.074 0.848 -
50% - - - - 0.883 0.643 - -
R1 pond
75% - - - - - - - -
90% - - - - - - - -
None - - - - 10.713 5.774 3.967 3.017
50% - - - - 5.561 3.527 2.743 1.848
R1 stream
75% - - - - 5.065 3.526 2.704 1.848
90% - - - - 5.065 - 2.704 -
None - - - - 14.752 7.948 5.457 4,152
50% - - - - 7.643 4,178 2.883 2.196
R3 stream
75% - - - - 4.887 3.409 2.617 1.813
90% - - - - 4.887 3.409 2.617 1.787
None - - - - 10.704 5.791 3.983 3.035
R4 stream
50% - - - - 6.191 4.304 3.296 2.248
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75%

90%

i 6.191

4.304

3.296

2.248

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-6:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter cereals in pre emergence

Intended use

Active substance

Winter cereals pre emergence

pendimethalin

Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray i 20
buffer (m)
75% R1 stream - 0.213
90% 0.215 -
75% R3 stream - 0.392
90% 0.620 0.392
75% R4 stream - 0.213
90% 0.218 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.93
90% 0.93 -
75% R3 stream - 1.70
90% 2.70 1.70
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75% R4 stream - 0.93
90% 0.95 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals in pre-emergence are <1 when risk mitigation options are considered:

D1 ditch: 20m no spray buffer zone + 90% nozzle reduction

D1 stream, D3 ditch, D5 stream: 15m no spray buffer zone + 90% nozzle reduction

D2 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzles reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5 m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction.

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzles reduction or 10m no spray buffer zone + 10m vegetative strip + 50% nozzles reduc-
tion

For scenarios D2 ditch, D4 stream and D6 ditch PEC/RAC ratios are >1 even considering the mitigation. However, scenarios D2 and D6 are not relevant for CEU
countries. For scenario R3 stream the PEC/RAC ratios are > 1 even considering mitigation measures and a restriction will have to be included (do not apply on
terraced clay soils with a slope greater than 10%).

Table 9.5-7: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter cereals in post emergence (1 x 1590 g/ha)
- - . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
- - C. riparius
T_est SPe- O. mykiss P.promelas |Danio rerio e Pl P. subcapitata C. riparius L_emna
cies magna magna gibba
Endpoint LC NOEC NOEC — gc NOEC EC NOEC ErC NOEC
P 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10




SHA 2600 E / PENSHUI Page 139 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Ss%.rngell-
onged longed acute prolonged prolonged plant longed
512&) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
Focus |PECe PEC gimax
Scenario (ug/L) (ng/kg)
Step 3
D1 ditch 10.07 5.14 15.98 3.15 6.85 6.94 10.83 1.23 8.39 26.14 0.00115
D1 stream 8.809 4.49 13.98 2.75 5.99 6.08 9.47 1.07 7.34 5.326 0.00023
D2 ditch 10.01 511 15.89 3.13 6.81 6.90 10.76 1.22 8.34 16.40 0.00072
D2 stream 8.126 4.15 12.90 2.54 5.53 5.60 8.74 0.99 6.77 0.567 0.00002
D3 ditch 9.921 5.06 15.75 3.10 6.75 6.84 10.67 1.21 8.27 5.095 0.00022
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.760 0.00008
D4 stream 8.608 4.39 13.66 2.69 5.86 5.94 9.26 1.05 7.17 1.822 0.00008
D5 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 2.021 0.00009
D5 stream 9.287 4.74 14.74 2.90 6.32 6.40 9.99 1.13 7.74 2.580 0.00011
D6 ditch 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 20.94 0.00092
R1 pond 0.351 0.18 0.56 0.11 0.24 0.24 0.38 0.04 0.29 4.267 0.00019
R1 stream 6.543 3.34 10.39 2.04 4.45 4.51 7.04 0.80 5.45 13.51 0.00059
R3 stream 9.180 4.68 14.57 2.87 6.24 6.33 9.87 1.12 7.65 4,578 0.00020
R4 stream 6.489 3.31 10.30 2.03 4.41 4.48 6.98 0.79 5.41 6.400 0.00028

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter cereals, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several
FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water
bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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Table 9.5-8: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in post emergence

Intended use Winter cereals post emergence

Active substance pendimethalin

Application rate (g/ha) 1 x1590

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rsg);etated filter strip | \one None None None 5 10 15 20
None D1 ditch 2.782 1.532 1.063 0.809 - - - -
50% 1.530 0.886 0.629 0.478 - - - -
75% 0.945 0.591 0.428 0.325 - - - -
90% 0.613 0.416 0.309 0.234 - - - -
None D1 stream 3.222 1.709 1.168 0.888 - - - -
50% 1.613 0.856 0.585 0.445 - - - -
75% 0.834 0.495 0.353 0.269 - - - -
90% 0.502 0.346 0.256 0.195 - - - -
None D2 ditch 2.713 1.470 1.013 0.771 - - - -
50% 1.444 0.836 0.588 0.447 - - - -
75% 0.872 0.546 0.396 0.300 - - - -
90% 0.569 0.387 0.290 0.290 - - - -
None D2 stream 3.036 1.626 1.114 0.848 - - - -
50% 1.552 0.839 0.577 0.439 - - - -
75% 0.810 0.446 0.309 0.235 - - - -
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90% 0.373 0.219 0.188 0.188
None D3 ditch 2.688 1.425 0.973 0.740
50% 1.343 0.746 0.519 0.395
75% 0.748 0.444 0.316 0.241
90% 0.439 0.294 0.215 0.164
None D4 Pond 0.336 0.244 0.193 -
50% 0.200 0.146 - -
75% - - - -
90% - - - -
None D4 stream 3.150 1.675 1.163 0.873
50% 1.600 0.874 0.603 0.459
75% 0.854 0.478 0.335 0.255
90% 0.426 0.265 0.248 0.248
None D5 pond 0.342 0.249 0.196 -
50% 0.204 0.149 - -
75% - - - -
90% - - - -
None D5 stream 3.397 1.803 1.231 0.937
50% 1.710 0.932 0.642 0.489
75% 0.910 0.518 0.363 0.277
90% 0.469 0.298 0.216 0.165
None D6 ditch 2.756 1.506 1.045 0.795
50% 1.504 0.870 0.612 0.465
75% 0.920 0.576 0.449 0.449
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90% 0.598 0.449 0.449 0.449 - - - -
None R1 pond - - - - 0.348 0.253 0.200 -
50% 5 - - - 0.214 0.152 - -
75% 5 - - - - - - -
90% 5 - - - - - - -
None R1 stream - - - - 2.470 1.332 0.915 0.696
50% 5 - - - 1.282 0.813 0.624 0.426
75% - - - - 1.168 0.813 0.624 0.426
90% - - - - 1.168 - - -
None R3 stream - - - - 3.430 1.852 1.273 0.969
50% - - - - 1.786 0.980 0.677 0.516
75% - - - - 1.025 0.713 0.546 0.372
90% - - - - 1.025 0.713 0.546 0.372
None R4 stream - - - - 2.452 1.323 0.909 0.692
50% - - - - 1.514 1.052 0.806 0.549
75% - - - - 1.514 1.052 0.806 0.549
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D1 ditch 2.99 1.65 1.14 0.87 - - - -
50% 1.65 0.95 0.68 0.51 - - - -
75% 1.02 0.64 0.46 0.35 - - - -
90% 0.66 0.45 0.33 0.25 - - - -
None D1 stream 3.46 1.84 1.26 0.95 - - - -
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50% 1.73 0.92 0.63 0.48 - - - -
75% 0.90 0.53 0.38 0.29 - - - -
90% 0.54 0.37 0.28 0.21 - - - -
None D2 ditch 2.92 1.58 1.09 0.83 - - - -
50% 1.55 0.90 0.63 0.48 - - - -
75% 0.94 0.59 0.43 0.32 - - - -
90% 0.61 0.42 0.31 0.31 - - - -
None D2 stream 3.26 1.75 1.20 0.91 - - - -
50% 1.67 0.90 0.62 0.47 - - - -
75% 0.87 0.48 0.33 0.25 - - - -
90% 0.40 0.24 0.20 0.20 - - - -
None D3 ditch 2.89 1.53 1.05 0.80 - - - -
50% 144 0.80 0.56 0.42 - - - -
75% 0.80 0.48 0.34 0.26 - - - -
90% 0.47 0.32 0.23 0.18 - - - -
None D4 Pond 0.36 0.26 0.21 - - - - -
50% 0.22 0.16 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 3.39 1.80 1.25 0.94 - - - -
50% 1.72 0.94 0.65 0.49 - - - -
75% 0.92 0.51 0.36 0.27 - - - -
90% 0.46 0.28 0.27 0.27 - - - -
None D5 pond 0.37 0.27 0.21 - - - - -
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50% 0.22 0.16 - - - - g g
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 3.65 1.94 1.32 1.01 > = 5 5
50% 1.84 1.00 0.69 0.53 - - g g
75% 0.98 0.56 0.39 0.30 - - - -
90% 0.50 0.32 0.23 0.18 - - - -
None D6 ditch 2.96 1.62 1.12 0.85 - - - -
50% 1.62 0.94 0.66 0.50 - - - -
75% 0.99 0.62 0.48 0.48 - - - -
90% 0.64 0.48 0.48 0.48 - - - -
None R1 pond - - - - 0.37 0.27 0.22 -
50% - - - - 0.23 0.16 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 2.66 1.43 0.98 0.75
50% - - - - 1.38 0.87 0.67 0.46
75% - - - - 1.26 0.87 0.67 0.46
90% - - - - 1.26 - - -
None R3 stream = - - - 3.69 1.99 1.37 1.04
50% 5 - - - 1.92 1.05 0.73 0.55
5% - - - - 1.10 0.77 0.59 0.40
90% - - - - 1.10 0.77 0.59 0.40
None R4 stream - - - - 2.64 1.42 0.98 0.74
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50% - - - - 1.63 1.13 0.87 0.59

75% - - - - 1.63 1.13 0.87 0.59

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals (post-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D1 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

D1 stream, D2 ditch, D2 stream, D3 ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzles or 5 m no spray buffer
zone + 75% nozzle reduction

D5 stream: 15m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction.

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
R4 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction

In addition, PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug
a.s./L (mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refine-
ment for all R scenrios, with the exception of R1 pond scenario.

Table 9.5-9: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in post emergence

Intended use Winter cereals post emergence
Active substance Pendimethalin
Application rate (g/ha) 1 x 1590

No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re-
duction E/rsggetated filter strip | \jone None None None 5 10 15 20
None D1 ditch 2.782 1.532 1.063 0.809 - - - -
50% 1.530 0.886 0.629 0.478 - - - -
75% 0.945 0.591 0.428 0.325 - - - -
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90% 0.613 0.416 0.309 0.234
None D1 stream 3.222 1.709 1.168 0.888
50% 1.613 0.856 0.585 0.445
75% 0.834 0.495 0.353 0.269
90% 0.502 0.346 0.256 0.195
None D2 ditch 2.713 1.470 1.013 0.771
50% 1.444 0.836 0.588 0.447
75% 0.872 0.546 0.396 0.300
90% 0.569 0.387 0.290 0.290
None D2 stream 3.036 1.626 1.114 0.848
50% 1.552 0.839 0.577 0.439
75% 0.810 0.446 0.309 0.235
90% 0.373 0.219 0.188 0.188
None D3 ditch 2.688 1.425 0.973 0.740
50% 1.343 0.746 0.519 0.395
75% 0.748 0.444 0.316 0.241
90% 0.439 0.294 0.215 0.164
None D4 Pond 0.336 0.244 0.193 -

50% 0.200 0.146 - -

75% - - - -

90% - - - -

None D4 stream 3.150 1.675 1.163 0.873
50% 1.600 0.874 0.603 0.459
75% 0.854 0.478 0.335 0.255
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90% 0.426 0.265 0.248 0.248 - - - -
None D5 pond 0.342 0.249 0.196 - - - - -
50% 0.204 0.149 - - - - - -
75% 5 - - - - - - -
90% 5 - - - - - - -
None D5 stream 3.397 1.803 1.231 0.937 - - - -
50% 1.710 0.932 0.642 0.489 - - - -
75% 0.910 0.518 0.363 0.277 - - - -
90% 0.469 0.298 0.216 0.165 - - - -
None D6 ditch 2.756 1.506 1.045 0.795 - - - -
50% 1.504 0.870 0.612 0.465 - - - -
75% 0.920 0.576 0.449 0.449 - - - -
90% 0.598 0.449 0.449 0.449 - - - -
None R1 pond - - - - 0.348 0.253 0.200 -
50% - - - - 0.214 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.470 1.332 0.915 0.696
50% - - - - 1.282 0.813 0.624 0.426
75% - - - - 1.168 0.813 0.624 0.426
90% 5 - - - 1.168 - - -
None R3 stream - - - - 3.430 1.852 1.273 0.969
50% - - - - 1.786 0.980 0.677 0.516
75% - - - - 1.025 0.713 0.546 0.372
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90% 5 - - - 1.025 0.713 0.546 0.372
None R4 stream - - - - 2.452 1.323 0.909 0.692
50% - - - - 1.514 1.052 0.806 0.549
75% 5 - - - 1.514 1.052 0.806 0.549
90% 5 - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D1 ditch 12.096 6.661 4.622 3.517 - - - -
50% 6.652 3.852 2.735 2.078 - - - -
75% 4.109 2.570 1.861 1.413 - - - -
90% 2.665 1.809 1.343 1.017 - - - -
None D1 stream 14.009 7.430 5.078 3.861 - - - -
50% 7.013 3.722 2.543 1.935 - - - -
75% 3.626 2.152 1.535 1.170 - - - -
90% 2.183 1.504 1.113 0.848 - - - -
None D2 ditch 11.796 6.391 4.404 3.352 - - - -
50% 6.278 3.635 2.557 1.943 - - - -
75% 3.791 2.374 1.722 1.304 - - - -
90% 2474 1.683 1.261 1.261 - - - -
None D2 stream 13.200 7.070 4.843 3.687 - - - -
50% 6.748 3.648 2.509 1.909 - - - -
75% 3.522 1.939 1.343 1.022 - - - -
90% 1.622 0.952 0.817 0.817 - - - -
None D3 ditch 11.687 6.196 4.230 3.217 - - - -
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50% 5.839 3.243 2.257 1.717 - - - -
75% 3.252 1.930 1.374 1.048 - - - -
90% 1.909 1.278 0.935 0.713 - - - -
None D4 Pond 1461 1.061 0.839 - - - - -
50% 0.870 0.635 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 13.696 7.283 5.057 3.796 - - - -
50% 6.957 3.800 2.622 1.996 - - - -
75% 3.713 2.078 1.457 1.109 - - - -
90% 1.852 1.152 1.078 1.078 - - - -
None D5 pond 1.487 1.083 0.852 - - - - -
50% 0.887 0.648 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 14.770 7.839 5.352 4.074 - - - -
50% 7.435 4.052 2.791 2.126 - - - -
75% 3.957 2.252 1.578 1.204 - - - -
90% 2.039 1.296 0.939 0.717 - - - -
None D6 ditch 11.983 6.548 4.543 3.457 - - - -
50% 6.539 3.783 2.661 2.022 - - - -
75% 4.000 2.504 1.952 1.952 - - - -
90% 2.600 1.952 1.952 1.952 - - - -
None R1 pond - - - - 1.513 1.100 0.870 -
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50% 5 - - - 0.930 0.661 - -

75% - - - - - - - -

90% - - - - - - - -

None R1 stream B i i i 10.739 5.791 3.978 3.026

50% 5 - - - 5.574 3.535 2.713 1.852

75% - - - - 5.078 3.535 2.713 1.852

90% - - - - 5.078 - - -

None R3 stream 5 - - - 14.913 8.052 5.535 4.213

50% 5 - - - 7.765 4.261 2.943 2.243

75% § § § § 4.457 3.100 2.374 1.617

90% - - - - 4.457 3.100 2.374 1.617

None R4 stream 5 - - - 10.661 5.752 3.952 3.009

50% - - - - 6.583 4.574 3.504 2.387

75% 5 - - - 6.583 4.574 3.504 2.387

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-10: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter cereals in post-emergence

Intended use Winter cereals post-emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

I\_Iozzle reduc- |Vegetated filter strip 10 20
tion (m)
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No-spray 10 20
buffer (m)
75% R1 stream - 0.214
90% 0.216 -
75% R3 stream - 0.296
90% 0.306 0.168
75% R4 stream - 0.206
90% 0.201 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream 3 0.93
90% 1.06 -
75% R3 stream - 1.29
90% 1.33 0.73
75% R4 stream - 0.90
90% 0.87 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals in post-emergence (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D1 ditch, D1 stream: 10m no spray buffer zone + 90% nozzle reduction

D2 stream, D3 ditch, D5 stream: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D2 ditch, D4 stream and D6 ditch PEC/RAC ratios are >1 even considering the maximum mitigation measures. However, scenarios D2 and D6 are

not relevant for CEU countries.
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Table 9.5-11 Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter cereals in pre emergence (1 x 1137 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Ry clls
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykiss P.promelas |Danio rerio il g P. subcapitata C. riparius L_emna
cies magna magna gibba
] NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730
(ng/L)
Focus |PECe PEC grmax
Scenario | /k
(ug/L) (ng/kg)
Step 3
D1 ditch 7.201 3.67 11.43 2.25 4.90 4.97 7.74 0.88 6.00 14.88 0.00065
D1 stream 6.298 3.21 10.00 197 4.28 4.34 6.77 0.77 5.25 3.687 0.00016
D2 ditch 7.208 3.68 11.44 2.25 4.90 4.97 7.75 0.88 6.01 15.41 0.00068
D2 stream 6.413 3.27 10.18 2.00 4.36 4.42 6.90 0.78 5.34 13.72 0.00060
D3 ditch 7.099 3.62 11.27 2.22 4.83 4.90 7.63 0.87 5.92 3.890 0.00017
D4 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.146 0.00005
D4 stream 6.154 3.14 9.77 1.92 4.19 4.24 6.62 0.75 5.13 1.303 0.00006
D5 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.449 0.00006
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Ss%.rngell-
onged longed acute prolonged prolonged plant longed

D5 stream 6.640 3.39 10.54 2.08 4.52 4.58 7.14 0.81 5.53 1.845 0.00008
D6 ditch 7.177 3.66 11.39 2.24 4.88 4.95 7.72 0.88 5.98 15.01 0.00066
R1 pond 0.249 0.13 0.40 0.08 0.17 0.17 0.27 0.03 0.21 3.052 0.00013
R1 stream 4.678 2.39 7.43 1.46 3.18 3.23 5.03 0.57 3.90 9.833 0.00043
R3 stream 6.495 3.31 10.31 2.03 4.42 4.48 6.98 0.79 541 346.3 0.01524
R4 stream 4.707 2.40 7.47 1.47 3.20 3.25 5.06 0.57 3.92 3.625 0.00016

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter cereals (pre-emergence, 1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group
of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering re-
duced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-12:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in pre emergence

Intended use

Active substance

Winter cereals pre emergence

pendimethalin

Application rate (g/ha) 1 x 1137
No-spray buffer (m) |5 10 15 20 10 15 20
Nozzle re- - -
duction E/eggetated LEE ST None None None None 10 15 20
m
None D1 ditch 1.966 1.070 0.741 0.562 - - -
50% 1.064 0.615 0.433 0.328 - - -
75% 0.645 0.402 0.292 0.221 - - -
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90% 0.420 0.284 0.210 -
None D1 stream 2.303 1.222 0.835 0.635
50% 1.153 0.612 0.418 0.318
75% 0.580 0.342 0.244 0.185
90% 0.346 0.237 0.176 -
None D2 ditch 1.973 1.074 0.746 0.566
50% 1.071 0.619 0.436 0.330
75% 0.652 0.407 0.295 0.223
90% 0.424 0.286 0.213 -
None D2 stream 2.345 1.244 0.850 0.646
50% 1.174 0.623 0.426 0.324
75% 0.589 0.313 0.217 0.163
90% 0.238 0.131 - -
None D3 ditch 1.923 1.019 0.696 0.530
50% 0.964 0.537 0.373 0.284
75% 0.540 0.323 0.231 0.175
90% 0.323 0.215 0.159 -
None D4 Pond 0.240 0.175 - -
50% 0.143 - - -
75% - - - -
90% - - - -
None D4 stream 2.252 1.197 0.820 0.623
50% 1.144 0.625 0.431 0.328
75% 0.611 0.342 0.239 0.182
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90% 0.305 0.189 0.178 - - - - -
None D5 pond 0.245 0.178 - - - - - -
50% 0.146 - - - - - - -
75% 5 - - - - - - -
90% 5 - - - - - - -
None D5 stream 2.429 1.288 0.880 0.669 - - - -
50% 1.223 0.666 0.459 0.349 - - - -
75% 0.651 0.370 0.260 0.197 - - - -
90% 0.336 0.213 0.155 - - - - -
None D6 ditch 1971 1.077 0.749 0.568 - - - -
50% 1.076 0.621 0.438 0.332 - - - -
75% 0.659 0.411 0.305 0.305 - - - -
90% 0.429 0.305 0.305 0.305 - - - -
None R1 pond - - - - 0.249 0.180 - -
50% - - - - 0.151 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.766 0.952 0.654 0.497
50% - - - - 0.917 0.576 0.441 0.301
75% - - - - 0.826 0.576 0.441 0.301
90% - - - - 0.826 - - -
None R3 stream - - - - 2.438 1.313 0.902 0.685
50% - - - - 1.263 0.691 0.478 0.363
75% - - - - 0.794 0.554 0.425 0.290




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 156 /956
Template for chemical PPP
Version June 2020

90% 5 - - - 0.794 0.554 0.425 0.290
None R4 stream - - - - 1.773 0.959 0.660 0.502
50% - - - - 1.012 0.703 0.539 0.367
75% 5 - - - 1.012 0.703 0.539 0.367
90% 5 - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D1 ditch 211 1.15 0.80 0.60 - - - -
50% 1.14 0.66 0.47 0.35 - - - -
75% 0.69 0.43 0.31 0.24 - - - -
90% 0.45 0.31 0.23 - - - - -
None D1 stream 2.48 131 0.90 0.68 - - - -
50% 1.24 0.66 0.45 0.34 - - - -
75% 0.62 0.37 0.26 0.20 - - - -
90% 0.37 0.25 0.19 - - - - -
None D2 ditch 212 1.15 0.80 0.61 - - - -
50% 1.15 0.67 0.47 0.35 - - - -
75% 0.70 0.44 0.32 0.24 - - - -
90% 0.46 0.31 0.23 - - - - -
None D2 stream 2.52 1.34 0.91 0.69 - - - -
50% 1.26 0.67 0.46 0.35 - - - -
75% 0.63 0.34 0.23 0.18 - - - -
90% 0.26 0.14 - - - - - -
None D3 ditch 2.07 1.10 0.75 0.57 - - - -
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50% 1.04 0.58 0.40 0.31 - - g g
75% 0.58 0.35 0.25 0.19 - - - -
90% 0.35 0.23 0.17 - - - - -
None D4 Pond 0.26 0.19 - - - - - -
50% 0.15 - - - - - g g
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 242 1.29 0.88 0.67 - - - -
50% 1.23 0.67 0.46 0.35 - - - -
75% 0.66 0.37 0.26 0.20 - - - -
90% 0.33 0.20 0.19 - - - - -
None D5 pond 0.26 0.19 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.61 1.38 0.95 0.72 - - - -
50% 1.32 0.72 0.49 0.38 - - - -
75% 0.70 0.40 0.28 0.21 - - - -
90% 0.36 0.23 0.17 - - - -
None D6 ditch 212 1.16 0.81 0.61 - - - -
50% 1.16 0.67 0.47 0.36 - - - -
75% 0.71 0.44 0.33 0.33 - - - -
90% 0.46 0.33 0.33 0.33 - - - -
None R1 pond - - - - 0.27 0.19 - -
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50% - - - - 0.16 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.90 1.02 0.70 0.53
50% - - - - 0.99 0.62 0.47 0.32
75% - - - - 0.89 0.62 0.47 0.32
90% - - - - 0.89 - - -
None R3 stream - - - - 2.62 1.41 0.97 0.74
50% - - - - 1.36 0.74 0.51 0.39
75% - - - - 0.85 0.60 0.46 0.31
90% - - - - 0.85 0.60 0.46 0.31
None R4 stream 5 - - - 1.91 1.03 0.71 0.54
50% - - - - 1.09 0.76 0.58 0.39
75% - - - - 1.09 0.76 0.58 0.39
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals (pre-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D1 ditch, D1 stream, D2 ditch, D2 stream, D3 ditch, D4 stream, D5 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduc-
tion or 5m no spray buffer zone + 75% nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-13: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in pre emergence

Intended use Winter cereals pre emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rsg);etated filter strip |\ one None None None 5 10 15 20
None D1 ditch 1.966 1.070 0.741 0.562 - - - -
50% 1.064 0.615 0.433 0.328 - - - -
75% 0.645 0.402 0.292 0.221 - - - -
90% 0.420 0.284 0.210 - - - - -
None D1 stream 2.303 1.222 0.835 0.635 - - - -
50% 1.153 0.612 0.418 0.318 - - - -
75% 0.580 0.342 0.244 0.185 - - - -
90% 0.346 0.237 0.176 - - - - -
None D2 ditch 1.973 1.074 0.746 0.566 - - - -
50% 1.071 0.619 0.436 0.330 - - - -
75% 0.652 0.407 0.295 0.223 - - - -
90% 0.424 0.286 0.213 - - - - -
None D2 stream 2.345 1.244 0.850 0.646 - - - -
50% 1.174 0.623 0.426 0.324 - - - -
75% 0.589 0.313 0.217 0.163 - - - -
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90% 0.238 0.131 - -
None D3 ditch 1.923 1.019 0.696 0.530
50% 0.964 0.537 0.373 0.284
75% 0.540 0.323 0.231 0.175
90% 0.323 0.215 0.159 -
None D4 Pond 0.240 0.175 - -
50% 0.143 - - -
75% - - - -
90% - - - -
None D4 stream 2.252 1.197 0.820 0.623
50% 1.144 0.625 0.431 0.328
75% 0.611 0.342 0.239 0.182
90% 0.305 0.189 0.178 -
None D5 pond 0.245 0.178 - -
50% 0.146 - - -
75% - - - -
90% - - - -
None D5 stream 2.429 1.288 0.880 0.669
50% 1.223 0.666 0.459 0.349
75% 0.651 0.370 0.260 0.197
90% 0.336 0.213 0.155 -
None D6 ditch 1971 1.077 0.749 0.568
50% 1.076 0.621 0.438 0.332
75% 0.659 0.411 0.305 0.305
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90% 0.429 0.305 0.305 0.305 - - - -
None R1 pond - - - - 0.249 0.180 - -
50% 5 - - - 0.151 - - -
75% 5 - - - - - - -
90% 5 - - - - - - -
None R1 stream - - - - 1.766 0.952 0.654 0.497
50% 5 - - - 0.917 0.576 0.441 0.301
75% - - - - 0.826 0.576 0.441 0.301
90% - - - - 0.826 - - -
None R3 stream - - - - 2.438 1.313 0.902 0.685
50% - - - - 1.263 0.691 0.478 0.363
75% - - - - 0.794 0.554 0.425 0.290
90% - - - - 0.794 0.554 0.425 0.290
None R4 stream - - - - 1.773 0.959 0.660 0.502
50% - - - - 1.012 0.703 0.539 0.367
75% - - - - 1.012 0.703 0.539 0.367
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D1 ditch 8.548 4.652 3.222 2.443 - - - -
50% 4.626 2.674 1.883 1.426 - - - -
5% 2.804 1.748 1.270 0.961 - - - -
90% 1.826 1.235 0.913 - - - - -
None D1 stream 10.013 5.313 3.630 2.761 - - - -
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50% 5.013 2.661 1.817 1.383
75% 2.522 1.487 1.061 0.804
90% 1.504 1.030 0.765 -
None D2 ditch 8.578 4.670 3.243 2.461
50% 4.657 2.691 1.896 1.435
75% 2.835 1.770 1.283 0.970
90% 1.843 1.243 0.926 -
None D2 stream 10.196 5.409 3.696 2.809
50% 5.104 2.709 1.852 1.409
75% 2.561 1.361 0.943 0.709
90% 1.035 0.570 - -
None D3 ditch 8.361 4.430 3.026 2.304
50% 4,191 2.335 1.622 1.235
75% 2.348 1.404 1.004 0.761
90% 1.404 0.935 0.691 -
None D4 Pond 1.043 0.761 - -
50% 0.622 - - -
75% - - - -
90% - - - -
None D4 stream 9.791 5.204 3.565 2.709
50% 4974 2.717 1.874 1.426
5% 2.657 1.487 1.039 0.791
90% 1.326 0.822 0.774 -
None D5 pond 1.065 0.774 - -
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50% 0.635 - - - - - g g
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 10.561 5.600 3.826 2.909 > = 5 5
50% 5.317 2.896 1.996 1.517 - - g g
75% 2.830 1.609 1.130 0.857 - - - -
90% 1.461 0.926 0.674 - - - - -
None D6 ditch 8.570 4.683 3.257 2470 - - - -
50% 4,678 2.700 1.904 1.443 - - = =
75% 2.865 1.787 1.326 1.326 - - = =
90% 1.865 1.326 1.326 1.326 - - - -
None R1 pond - - - - 1.083 0.783 - -
50% - - - - 0.657 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 7.678 4.139 2.843 2.161
50% 5 - - - 3.987 2.504 1.917 1.309
75% - - - - 3.591 2.504 1.917 1.309
90% - - - - 3.591 - - -
None R3 stream = - - - 10.600 5.709 3.922 2.978
50% - - - - 5.491 3.004 2.078 1.578
75% - - - - 3.452 2.409 1.848 1.261
90% - - - - 3.452 2.409 1.848 1.261
None R4 stream - - - - 7.709 4.170 2.870 2.183
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50%

75%

90%

4.400

3.057

2.343

1.596

4.400

3.057

2.343

1.596

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-14:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter cereals in pre-emergence

Intended use

Active substance

Winter cereals pre-emergence

pendimethalin

Application rate (g/ha) 1 x1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray i 20
buffer (m)
75% R1 stream 0.286 0.152
90% 0.154 -
75% R3 stream 0.438 0.277
90% 0.438 -
75% R4 stream 0.288 0.153
90% 0.158 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream 124 0.66
90% 0.67 -
75% R3 stream 1.90 1.20
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90% 1.90 -
75% R4 stream 1.25 0.67
90% 0.69 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals in pre-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D1 ditch, D1 stream, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15 no spray buffer zone + 90% nozzle reduction

D2 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D3 ditch, D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% noz-
zle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However scenario D6 is not relevant in CEU countries.
For scenario R3 stream PEC/RAC ratios are > 1 even considering the maximum mitigation measures and a restriction will have to be included (do not apply on
terraced clay soils with a slope greater than 10%)

Table 9.5-15: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter cereals in post emergence (1 x 1137 g/ha)
- - . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
: : C. riparius
T_est SPe- O. mykiss P.promelas |Danio rerio e Pl P. subcapitata C. riparius L_emna
cies magna magna gibba
. NOEC
Endpomt LC50 NOEC ECso NOEC ErCSO NOEC ErC5o NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Ss%.rngell-
onged longed acute prolonged prolonged plant longed
Efg‘/i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
Focus |PECe PEC gimax
Scenario (ug/L) (ng/kg)
Step 3
D1 ditch 7.201 3.67 11.43 2.25 4.90 4.97 7.74 0.88 6.00 18.75 0.00082
D1 stream 6.298 3.21 10.00 1.97 4.28 4.34 6.77 0.77 5.25 3.810 0.00017
D2 ditch 7.160 3.65 11.37 2.24 4.87 4.94 7.70 0.87 5.97 11.73 0.00052
D2 stream 5.810 2.96 9.22 1.82 3.95 4.01 6.25 0.71 4.84 0.404 0.00002
D3 ditch 7.093 3.62 11.26 2.22 4.83 4.89 7.63 0.87 5.91 3.645 0.00016
D4 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.264 0.00006
D4 stream 6.154 3.14 9.77 1.92 4.19 4.24 6.62 0.75 5.13 1.303 0.00006
D5 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.451 0.00006
D5 stream 6.640 3.39 10.54 2.08 4.52 4.58 7.14 0.81 5.53 1.845 0.00008
D6 ditch 7.177 3.66 11.39 2.24 4.88 4.95 7.72 0.88 5.98 15.00 0.00066
R1 pond 0.249 0.13 0.40 0.08 0.17 0.17 0.27 0.03 0.21 3.047 0.00013
R1 stream 4.678 2.39 7.43 1.46 3.18 3.23 5.03 0.57 3.90 9.780 0.00043
R3 stream 6.564 3.35 10.42 2.05 4.47 4.53 7.06 0.80 5.47 3.281 0.00014
R4 stream 4.640 2.37 7.37 1.45 3.16 3.20 4.99 0.57 3.87 4.612 0.00020

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter cereals, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several
FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water
bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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Table 9.5-16: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter cereals in post emergence

Intended use Winter cereals post emergence

Active substance pendimethalin

Application rate (g/ha) 1 x1137

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip |\ one None None None 5 10 15 20
None D1 ditch 1.989 1.095 0.761 0.577 - - - -
50% 1.095 0.632 0.449 0.340 - - - -
75% 0.677 0.422 0.305 0.231 - - - -
90% 0.440 0.296 0.220 0.166 - - - -
None D1 stream 2.303 1.222 0.832 0.635 - - - -
50% 1.153 0.612 0.418 0.318 - - - -
75% 0.597 0.354 0.253 0.191 - - - -
90% 0.360 0.247 0.184 - - - - -
None D2 ditch 1.940 1.051 0.724 0.551 - - - -
50% 1.034 0.597 0.421 0.319 - - - -
75% 0.624 0.390 0.283 0.214 - - - -
90% 0.408 0.276 0.205 - - - - -
None D2 stream 2171 1.162 0.796 0.606 - - - -
50% 1.110 0.600 0.412 0.313 - - - -
75% 0.579 0.319 0.221 0.168 - - - -
90% 0.267 0.156 - - - - - -
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None D3 ditch 1.922 1.019 0.696 0.529
50% 0.960 0.533 0.371 0.282
75% 0.535 0.317 0.227 0.171
90% 0.315 0.210 - -
None D4 Pond 0.240 0.175 - -
50% 0.143 - - -
75% - - - -
90% - - - -
None D4 stream 2.252 1.197 0.820 0.623
50% 1.144 0.625 0.431 0.328
75% 0.611 0.342 0.239 0.182
90% 0.305 0.189 0.172 -
None D5 pond 0.245 0.178 - -
50% 0.146 - - -
75% - - - -
90% - - - -
None D5 stream 2.429 1.288 0.880 0.669
50% 1.223 0.666 0.459 0.349
75% 0.651 0.370 0.260 0.197
90% 0.336 0.213 0.155 -
None D6 ditch 1971 1.077 0.749 0.568
50% 1.076 0.621 0.438 0.332
75% 0.659 0.411 0.306 0.306
90% 0.429 0.306 0.306 -
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None R1 pond - - - - 0.249 0.180 - -
50% - - - - 0.151 - - -
75% - - - - - - - -
90% 5 - - - - - - -
None R1 stream B i i i 1.766 0.952 0.654 0.497
50% - - - - 0.917 0.574 0.440 0.300
75% - - - - 0.824 0.574 0.440 0.300
90% - - - - 0.824 - - -
None R3 stream - - - - 2.453 1.324 0.910 0.692
50% 5 - - - 1.277 0.701 0.484 0.368
75% - - - - 0.721 0.501 0.384 0.262
90% - - - - 0.721 0.501 0.384 0.262
None R4 stream - - - - 1.753 0.946 0.650 0.494
50% - - - - 1.067 0.742 0.568 0.387
75% - - - - 1.067 0.742 0.568 0.387
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D1 ditch 2.14 1.18 0.82 0.62 - - - -
50% 1.18 0.68 0.48 0.37 - - - -
75% 0.73 0.45 0.33 0.25 - - - -
90% 0.47 0.32 0.24 0.18 - - - -
None D1 stream 2.48 131 0.89 0.68 - - - -
50% 1.24 0.66 0.45 0.34 - - - -




SHA 2600 E / PENSHUI Page 170 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% 0.64 0.38 0.27 0.21 - - g g
90% 0.39 0.27 0.20 - - - - -
None D2 ditch 2.09 1.13 0.78 0.59 - - = =
50% 1.11 0.64 0.45 0.34 - - g g
75% 0.67 0.42 0.30 0.23 - - g g
90% 0.44 0.30 0.22 - - - - -
None D2 stream 2.33 1.25 0.86 0.65 - - = =
50% 1.19 0.65 0.44 0.34 - - - -
75% 0.62 0.34 0.24 0.18 - - = =
90% 0.29 0.17 - - - - - -
None D3 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.03 0.57 0.40 0.30 - - - -
75% 0.58 0.34 0.24 0.18 - - = =
90% 0.34 0.23 - - - - - -
None D4 Pond 0.26 0.19 - - - -
50% 0.15 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 242 1.29 0.88 0.67 - - - -
50% 1.23 0.67 0.46 0.35 - - - -
75% 0.66 0.37 0.26 0.20 - - - -
90% 0.33 0.20 0.18 - - - - -
None D5 pond 0.26 0.19 - - - - - -
50% 0.16 - - - - - - -
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75% 5 - - - - - g g
90% - - - - - - - -
None D5 stream 2.61 1.38 0.95 0.72 - - - -
50% 1.32 0.72 0.49 0.38 - - g g
75% 0.70 0.40 0.28 0.21 - - g g
90% 0.36 0.23 0.17 - - - - -
None D6 ditch 212 1.16 0.81 0.61 - - - -
50% 1.16 0.67 0.47 0.36 - - - -
75% 0.71 0.44 0.33 0.33 - - - -
90% 0.46 0.33 0.33 - - - - =
None R1 pond - - - - 0.27 0.19 - -
50% - - - - 0.16 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 1.90 1.02 0.70 0.53
50% - - - - 0.99 0.62 0.47 0.32
75% - - - - 0.89 0.62 0.47 0.32
90% - - - - 0.89 - - -
None R3 stream = - - - 2.64 1.42 0.98 0.74
50% - - - - 1.37 0.75 0.52 0.40
75% 5 - - - 0.78 0.54 0.41 0.28
90% 5 - - - 0.78 0.54 0.41 0.28
None R4 stream - - - - 1.88 1.02 0.70 0.53
50% - - - - 1.15 0.80 0.61 0.42
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75%

90%

1.15

0.80

0.61

0.42

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals (post-emergence 1 x 1137 g/ha) are <1 when risk mitigation options are considered:
D1 ditch, D1 stream, D2 ditch, D2 stream, D3 ditch, D4 stream, D5 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduc-

tion or 5m no spray buffer zone + 75% nozzle reduction
R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for

all R scenarios, with the exception of R1 pond scenario.

Table 9.5-17:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

winter cereals in post emergence

Intended use

Active substance

Winter cereals post emergence

pendimethalin

Application rate (g/ha) 1 x 1137

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rs(j;etated filter strip |\ one None None None 5 10 15 20
None D1 ditch 1.989 1.095 0.761 0.577 - - - -
50% 1.095 0.632 0.449 0.340 - - - -
75% 0.677 0.422 0.305 0.231 - - - -
90% 0.440 0.296 0.220 0.166 - - - -
None D1 stream 2.303 1.222 0.832 0.635 - - - -
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50% 1.153 0.612 0.418 0.318
75% 0.597 0.354 0.253 0.191
90% 0.360 0.247 0.184 -
None D2 ditch 1.940 1.051 0.724 0.551
50% 1.034 0.597 0.421 0.319
75% 0.624 0.390 0.283 0.214
90% 0.408 0.276 0.205 -
None D2 stream 2171 1.162 0.796 0.606
50% 1.110 0.600 0.412 0.313
75% 0.579 0.319 0.221 0.168
90% 0.267 0.156 - -
None D3 ditch 1.922 1.019 0.696 0.529
50% 0.960 0.533 0.371 0.282
75% 0.535 0.317 0.227 0.171
90% 0.315 0.210 - -
None D4 Pond 0.240 0.175 - -
50% 0.143 - - -
75% - - - -
90% - - - -
None D4 stream 2.252 1.197 0.820 0.623
50% 1.144 0.625 0.431 0.328
5% 0.611 0.342 0.239 0.182
90% 0.305 0.189 0.172 -
None D5 pond 0.245 0.178 - -
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50% 0.146 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.429 1.288 0.880 0.669 > = = =
50% 1.223 0.666 0.459 0.349 - - - -
75% 0.651 0.370 0.260 0.197 - - - -
90% 0.336 0.213 0.155 - - - - -
None D6 ditch 1971 1.077 0.749 0.568 - - - -
50% 1.076 0.621 0.438 0.332 - - - -
75% 0.659 0.411 0.306 0.306 - - - -
90% 0.429 0.306 0.306 - - - - -
None R1 pond - - - - 0.249 0.180 - -
50% § § § § 0.151 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 1.766 0.952 0.654 0.497
50% - - - - 0.917 0.574 0.440 0.300
75% - - - - 0.824 0.574 0.440 0.300
90% - - - - 0.824 - - -
None R3 stream = - - - 2.453 1.324 0.910 0.692
50% 5 - - - 1.277 0.701 0.484 0.368
75% - - - - 0.721 0.501 0.384 0.262
90% - - - - 0.721 0.501 0.384 0.262
None R4 stream - - - - 1.753 0.946 0.650 0.494
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50% 5 - - - 1.067 0.742 0.568 0.387
75% - - - - 1.067 0.742 0.568 0.387
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D1 ditch 8.648 4.761 3.309 2.509 - - - -
50% 4.761 2.748 1.952 1.478 - - - -
75% 2.943 1.835 1.326 1.004 - - - -
90% 1.913 1.287 0.957 0.722 - - - -
None D1 stream 10.013 5.313 3.617 2.761 - - - -
50% 5.013 2.661 1.817 1.383 - - - -
75% 2.596 1.539 1.100 0.830 - - - -
90% 1.565 1.074 0.800 - - - - -
None D2 ditch 8.435 4,570 3.148 2.396 - - - -
50% 4.496 2.596 1.830 1.387 - - - -
75% 2.713 1.696 1.230 0.930 - - - -
90% 1.774 1.200 0.891 - - - - -
None D2 stream 9.439 5.052 3.461 2.635 - - - -
50% 4.826 2.609 1.791 1.361 - - - -
75% 2.517 1.387 0.961 0.730 - - - -
90% 1.161 0.678 - - - - - -
None D3 ditch 8.357 4.430 3.026 2.300 - - - -
50% 4.174 2.317 1.613 1.226 - - - -
75% 2.326 1.378 0.987 0.743 - - - -
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90% 1.370 0.913 - - - -
None D4 Pond 1.043 0.761 - - - -
50% 0.622 - - - - -
75% 5 - - - - -
90% 5 - - - - -
None D4 stream 9.791 5.204 3.565 2.709 - -
50% 4974 2.717 1.874 1.426 - -
75% 2.657 1.487 1.039 0.791 - -
90% 1.326 0.822 0.748 - - -
None D5 pond 1.065 0.774 - - - -
50% 0.635 - - - - -
75% - - - - - -
90% - - - - - -
None D5 stream 10.561 5.600 3.826 2.909 - -
50% 5.317 2.896 1.996 1.517 - -
75% 2.830 1.609 1.130 0.857 - -
90% 1.461 0.926 0.674 - - -
None D6 ditch 8.570 4.683 3.257 2.470 - -
50% 4.678 2.700 1.904 1.443 - -
75% 2.865 1.787 1.330 1.330 - -
90% 1.865 1.330 1.330 - - -
None R1 pond - - - - 1.083 0.783
50% - - - - 0.657 -

75%
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90% 5 - - - - - - -

None R1 stream 5 - - - 7.678 4.139 2.843 2.161

50% - - - - 3.987 2.496 1.913 1.304

75% 5 - - - 3.583 2.496 1.913 1.304

90% 5 - - - 3.583 - - -

None R3 stream - - - - 10.665 5.757 3.957 3.009

50% - - - - 5.552 3.048 2.104 1.600

75% - - - - 3.135 2.178 1.670 1.139

90% 5 - - - 3.135 2.178 1.670 1.139

None R4 stream 5 - - - 7.622 4113 2.826 2.148

50% - - - - 4.639 3.226 2470 1.683

75% - - - - 4.639 3.226 2470 1.683

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-18: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter cereals in post-emergence

Intended use Winter cereals post-emergence
Active substance pendimethalin
Application rate (g/ha) 1 x1137
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray T 20
buffer (m)
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75% R1 stream - 0.152
90% 0.154 -
75% R3 stream - 0.210
90% 0.219 -
75% R4 stream - 0.147
90% 0.143 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.66
90% 0.67 -
75% R3 stream - 0.91
90% 0.95 -
75% R4 stream - 0.64

90% 0.62 -
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter cereals in post-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D1 ditch: 10m no spray buffer zone + 90% nozzle reduction

D1 stream, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15 no spray buffer zone + 90% nozzle reduction

D2 stream, D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +
90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation. However, scenario D6 is not relevant in CEU countries
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Table 9.5-19: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 1, 2
and 3 calculations for the use of Pendimethalin 45.5% CS in maize in pre emergence (1 x 1590 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus Pimephale . .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. - s Danio rerio - I . riparius
cies mykiss magna magna subcapitata riparius gibba

promelas
. NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
FOCUS PEC o PEC gl-max
Scenario | /k
(ug/L) (ng/kg)

Step 3
D3 ditch 8.232 4.20 13.07 2.57 5.60 5.68 8.85 1.00 6.86 5.110 0.00022
D4 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.445 0.00006
D4 stream 6.788 3.46 10.77 2.12 4.62 4.68 7.30 0.83 5.66 0.309 0.00001
D5 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.242 0.00005
D5 stream 7.339 3.74 11.65 2.29 4.99 5.06 7.89 0.90 6.12 0.350 0.00002
D6 ditch 8.233 4.20 13.07 2.57 5.60 5.68 8.85 1.00 6.86 5.109 0.00022
R1 pond 0.346 0.18 0.55 0.11 0.24 0.24 0.37 0.04 0.29 2.845 0.00013
R1 stream 5.691 2.90 9.03 1.78 3.87 3.92 6.12 0.69 4.74 7.921 0.00035
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R2 stream 7.567 3.86 12.01 2.36 5.15 5.22 8.14 0.92 6.31 16.21 0.00071
R3 stream 8.054 411 12.78 2.52 5.48 5.55 8.66 0.98 6.71 2.740 0.00012
R4 stream 5.690 2.90 9.03 1.78 3.87 3.92 6.12 0.69 4.74 9.896 0.00044

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses maize (pre-emergence 1 x 1590 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of agquatic
organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-

sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-20: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize pre-emergence (1 x 1590 g/ha)

Intended-use Maize

. . i
licati o
No-spray-buffer{m) |5 10 15 20 10 15 20
Nezzlere- - -
i Vegetated-filter-strip

duction s None None None None 10 15 20

Nene 2696 1429 0:976 0742 - - -

50% 1347 0748 0:520 - - - -

B3-diteh

75% 0750 - - - - - -

90% - - - - - - -

Nene 2914 1.558 1.067 0812 - - -

B4 -stream
50% 1485 0-86% 0-550 - - - -
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+5%

90%
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+5%

90%
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Nene - - - - 352 1.89 130 099
50% - - - - 181 098 0:68 -
R2stream
5% - - - - 095 - - -
90% - - - - - - - -
Nene - - - - 3-66 194 133 101
50% - - - - 185 101 070 053
R3-stream
5% - - - - 101 0-66 - -
90% - - - - 0695 - - -
None - - - - 264 142 098 -
56% - - - - 173 121 - -
R4-stream
5% - - - - 173 121 - -
90% - - - - - - - -
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
Intended use Maize in pre emergence
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re- - -
duction E/e?etated filter strip | \jone None None None 5 10 15 20
m
None D3 ditch 2.696 1.429 0.976 0.742 - - - -
50% 1.347 0.748 0.520 0.396 - - - -
75% 0.750 0.455 0.325 0.248 - - - -
90% 0.456 0.305 0.223 0.170 - - - -
None D4 pond 0.337 0.245 0.194 - - - - -
50% 0.201 0.147 - - - - - -
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75% 5 - - - - - - -
90% - - - - - - - -
None D4 stream 2,914 1.558 1.067 0.812 - - - -
50% 1.485 0.801 0.550 0.418 - - - -
75% 0.771 0.422 0.291 0.222 - - - -
90% 0.342 0.195 0.187 - - - - -
None D5 pond 0.331 0.240 0.190 - - - - -
50% 0.197 0.144 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 3.152 1.686 1.155 0.879 - - - -
50% 1.607 0.867 0.595 0.453 - - - -
75% 0.835 0.458 0.316 0.241 - - - -
90% 0.372 0.212 0.148 0.113 - - - -
None D6 ditch 2.697 1.429 0.976 0.743 - - - -
50% 1.348 0.733 0.510 0.449 - - - -
75% 0.736 0.449 0.449 0.449 - - - -
90% 0.449 0.449 0.449 - - - - -
None R1 pond - - - - 0.340 0.246 0.195 -
50% - - - - 0.205 0.150 - -
75% 5 - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.460 1.325 0.911 0.693
50% - - - - 1.281 0.754 0.578 0.394




SHA 2600 E / PENSHUI Page 185 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% 5 - - - 1.083 0.754 0.578 0.394
90% - - - - 1.083 - - -
None R1 stream - - - - 3.277 1.759 1.206 0.918
50% 5 - - - 1.684 0.914 0.629 0.479
75% 5 - - - 0.888 0.492 0.341 0.260
90% - - - - 0.410 0.239 0.168 0.129
None R2 stream - - - - 3.402 1.807 1.235 0.939
50% - - - - 1.724 0.943 0.653 0.497
75% - - - - 0.935 0.612 0.469 0.320
90% - - - - 0.882 0.612 0.469 0.320
None R3 stream 5 - - - 2.452 1.321 0.907 0.690
50% - - - - 1.610 1.122 0.861 0.588
75% - - - - 1.610 1.122 0.861 0.588
90% - - - - - - - -
None R4 stream = - - - 0.340 0.246 0.195 -
50% - - - - 0.205 0.150 - -
75% - - - - - - - -
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.56 0.43 - - - -
75% 0.81 0.49 0.35 0.27 - - - -
90% 0.49 0.33 0.24 0.18 - - - -
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None D4 pond 0.36 0.26 0.21 - - - -
50% 0.22 0.16 - - - - -
75% - - - - - - -
90% 5 - - - - - g
None D4 stream 3.13 1.68 1.15 0.87 > = 5
50% 1.60 0.86 0.59 0.45 - - -
75% 0.83 0.45 0.31 0.24 - - -
90% 0.37 0.21 0.20 - - - -
None D5 pond 0.36 0.26 0.20 - - - -
50% 0.21 0.15 - - - - -
75% - - - - - - -
90% - - - - - - -
None D5 stream 3.39 1.81 1.24 0.95 - - =
50% 1.73 0.93 0.64 0.49 - - -
75% 0.90 0.49 0.34 0.26 - - -
90% 0.40 0.23 0.16 0.12 - - -
None D6 ditch 2.90 1.54 1.05 0.80 - - =
50% 1.45 0.79 0.55 0.48 - - =
75% 0.79 0.48 0.48 0.48 - - -
90% 0.48 0.48 0.48 - - -
None R1 pond - - - - 0.37 0.26 0.21
50% 5 - - - 0.22 0.16

75% - - - - - - -
90% - - - - - - -
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None R1 stream B i i i 2.65 1.42 0.98 0.75

50% - - - - 1.38 0.81 0.62 0.42

75% - - - - 1.16 0.81 0.62 0.42

90% 5 - - - 1.16 - - -

None R2 stream B i i i 3.52 1.89 1.30 0.99

50% - - - - 1.81 0.98 0.68 0.52

75% - - - - 0.95 0.53 0.37 0.28

90% - - - - 0.44 0.26 0.18 0.14

None R3 stream - - - - 3.66 1.94 1.33 1.01

50% - - - - 1.85 1.01 0.70 0.53

75% - - - - 1.01 0.66 0.50 0.34

90% - - - - 0.95 0.66 0.50 0.34

None R4 stream 5 - - - 2.64 1.42 0.98 0.74

50% - - - - 1.73 1.21 0.93 0.63

75% - - - - 1.73 1.21 0.93 0.63

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize (pre-emergence 1x1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D5 stream, D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip or 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer
zone + 10m vegetative strip + 75% nozzle reduction of 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip

R2 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction
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PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-21: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in pre emergence

Intended use Maize in pre emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip |\ one None None None 5 10 15 20
None D3 ditch 2.696 1.429 0.976 0.742 - - - -
50% 1.347 0.748 0.520 0.396 - - - -
75% 0.750 0.455 0.325 0.248 - - - -
90% 0.456 0.305 0.223 0.170 - - - -
None D4 pond 0.337 0.245 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2914 1.558 1.067 0.812 - - - -
50% 1.485 0.801 0.550 0.418 - - - -
5% 0.771 0.422 0.291 0.222 - - - -
90% 0.342 0.195 0.187 - - - - -
None D5 pond 0.331 0.240 0.190 - - - - -
50% 0.197 0.144 - - - - - -
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75% 5 - - - - - - -
90% - - - - - - - -
None D5 stream 3.152 1.686 1.155 0.879 - - - -
50% 1.607 0.867 0.595 0.453 - - - -
75% 0.835 0.458 0.316 0.241 - - - -
90% 0.372 0.212 0.148 0.113 - - - -
None D6 ditch 2.697 1.429 0.976 0.743 - - - -
50% 1.348 0.733 0.510 0.449 - - - -
75% 0.736 0.449 0.449 0.449 - - - -
90% 0.449 0.449 0.449 - - - - -
None R1 pond - - - - 0.340 0.246 0.195 -
50% - - - - 0.205 0.150 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 2.460 1.325 0.911 0.693
50% - - - - 1.281 0.754 0.578 0.394
75% - - - - 1.083 0.754 0.578 0.394
90% - - - - 1.083 - - -
None R1 stream = - - - 3.277 1.759 1.206 0.918
50% - - - - 1.684 0.914 0.629 0.479
75% - - - - 0.888 0.492 0.341 0.260
90% - - - - 0.410 0.239 0.168 0.129
None R2 stream - - - - 3.402 1.807 1.235 0.939
50% - - - - 1.724 0.943 0.653 0.497
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75% 5 - - - 0.935 0.612 0.469 0.320
90% - - - - 0.882 0.612 0.469 0.320
None R3 stream - - - - 2.452 1.321 0.907 0.690
50% 5 - - - 1.610 1.122 0.861 0.588
75% 5 - - - 1.610 1.122 0.861 0.588
90% - - - - - - - -
None R4 stream - - - - 0.340 0.246 0.195 -
50% - - - - 0.205 0.150 - -
75% - - - - - - - -
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.722 6.213 4.243 3.226 - - - -
50% 5.857 3.252 2.261 1.722 - - - -
75% 3.261 1.978 1.413 1.078 - - - -
90% 1.983 1.326 0.970 0.739 - - - -
None D4 pond 1.465 1.065 0.843 - - - - -
50% 0.874 0.639 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 12.670 6.774 4.639 3.530 - - - -
50% 6.457 3.483 2.391 1.817 - - - -
75% 3.352 1.835 1.265 0.965 - - - -
90% 1.487 0.848 0.813 - - - - -
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None

50%

75%

90%

D5 pond

1.439

1.043

0.826

0.857

0.626

None

50%

75%

90%

D5 stream

13.704

7.330

5.022

3.822

6.987

3.770

2.587

1.970

3.630

1.991

1.374

1.048

1.617

0.922

0.643

0.491

None

50%

75%

90%

D6 ditch

11.726

6.213

4.243

3.230

5.861

3.187

2.217

1.952

3.200

1.952

1.952

1.952

1.952

1.952

1.952

None

50%

75%

90%

R1 pond

1.478

1.070

0.891

0.652

None

50%

75%

90%

R1 stream

10.696

5.761

3.961

3.013

5.570

3.278

2.513

1.713

4.709

3.278

2.513

1.713

4.709

None

50%

75%

90%

R2 stream

14.248

7.648

5.243

3.991

7.322

3.974

2.735

2.083

3.861

2.139

1.483

1.130

1.783

1.039

0.730

0.561
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None R3 stream B i i i 14.791 7.857 5.370 4.083

50% - - - - 7.496 4.100 2.839 2.161

75% - - - - 4.065 2.661 2.039 1.391

90% 5 - - - 3.835 2.661 2.039 1.391

None R4 stream B i i i 10.661 5.743 3.943 3.000

50% - - - - 7.000 4.878 3.743 2.557

75% - - - - 7.000 4.878 3.743 2.557

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-22:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in maize pre-emergence

Intended use Maize pre-emergence
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray i@ 20
buffer (m)
75% R1 stream - 0.216
90% 0.215 -
75% R2 stream - 0.260
90% 0.239 0.129
75% R3 stream - 0.285
90% 0.305 0.168
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75% R4 stream = 0.212
90% 0.275 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.94
90% 0.93 -
75% R2 stream - 1.13
90% 1.04 0.56
75% R3 stream - 1.24
90% 1.33 0.73
75% R4 stream - 0.92
90% 1.20 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize pre-emergence (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D5 stream: 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction
R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering itigation measures. However scenario D6 is not relevant in CEU countries.



SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 194 /956
Template for chemical PPP
Version June 2020

Table 9.5-23: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 1, 2
and 3 calculations for the use of Pendimethalin 45.5% CS in maize in post emergence (1 x 1590 g/ha)
- Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, EREl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus jannephials Dani .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. . anio rerio - o . riparius
cies myKkiss magna magna subcapitata riparius gibba

promelas
Endpoint LC NOEC NOEC ¢ NOEC EC NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
ALY 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECw PEC glmax
Scenario | /k
(ng/L) (ng/kg)

Step 3
D3 ditch 8.239 4.20 13.08 2.57 5.60 5.68 8.86 1.00 6.87 5.436 0.00024
D4 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.450 0.00006
D4 stream 7.055 3.60 11.20 2.20 4.80 4.87 7.59 0.86 5.88 0.483 0.00002
D5 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.449 0.00006
D5 stream 7.030 3.59 11.16 2.20 4.78 4.85 7.56 0.86 5.86 0.233 0.00001
D6 ditch 8.239 4.20 13.08 2.57 5.60 5.68 8.86 1.00 6.87 5.359 0.00024
R1 pond 0.346 0.18 0.55 0.11 0.24 0.24 0.37 0.04 0.29 4.036 0.00018
R1 stream 5.599 2.86 8.89 1.75 3.81 3.86 6.02 0.68 4.67 15.21 0.00067
R2 stream 7.636 3.90 12.12 2.39 5.19 5.27 8.21 0.93 6.36 17.18 0.00076
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, ARl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R3 stream 8.014 4.09 12.72 2.50 5.45 5.53 8.62 0.98 6.68 3.742 0.00016
R4 stream 5.690 2.90 9.03 1.78 3.87 3.92 6.12 0.69 4.74 11.23 0.00049

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses maize (post-emergence 1 x 1590 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquat-
ic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-
sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-24: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in post emergence

Intended use Maize in post emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/r;:?etated filter strip | \jone None None None 5 10 15 20
None D3 ditch 2.699 1.430 0.977 0.743 - - - -
50% 1.350 0.752 0.523 0.398 - - - -
75% 0.757 0.463 0.331 0.252 - - - -
90% 0.464 0.310 0.227 0.173 - - - -
None D4 pond 0.338 0.246 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D4 stream 3.036 1.625 1.114 0.847 > = = =
50% 1.551 0.838 0.576 0.438 - - - -
75% 0.809 0.445 0.308 0.235 - - - -
90% 0.372 0.218 0.182 0.182 - - - -
None D5 pond 0.333 0.242 0.192 - - - - -
50% 0.198 0.145 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 3.004 1.603 1.097 0.835 - - - -
50% 1.524 0.818 0.561 0.427 - - - -
75% 0.784 0.427 0.294 0.224 - - - -
90% 0.341 0.191 0.133 - - - - -
None D6 ditch 2.699 1.430 0.977 0.743 - - - -
50% 1.365 0.762 0.529 0.456 - - - -
75% 0.773 0.473 0.456 0.456 - - - -
90% 0.473 0.456 0.456 - - - - -
None R1 pond - - - - 0.345 0.251 0.198 -
50% - - - - 0.209 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.432 1.311 0.900 0.685
50% 5 - - - 1.262 0.801 0.614 0.419
75% - - - - 1.151 0.801 0.614 0.419
90% - - - - 1.151 - - -
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None

50%

75%

90%

R2 stream

3.313

1.780

1.221

0.929

1.706

0.928

0.639

0.487

0.903

0.502

0.348

0.265

0.424

0.251

0.177

0.136

None

50%

75%

90%

R3 stream

3.394

1.819

1.248

0.950

1.751

0.965

0.667

0.508

0.956

0.665

0.510

0.348

0.956

0.665

0.510

0.348

None

50%

75%

90%

R4 stream

2.464

1.328

0.914

0.695

1.628

1.134

0.870

0.594

1.628

1.134

0.870

0.594

RAC (ng/L)
0.93 (algae)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

2.90

1.54

1.05

0.80

1.45

0.81

0.56

0.43

0.81

0.50

0.36

0.27

0.50

0.33

0.24

0.19

None

50%

75%

90%

D4 pond

0.36

0.26

0.21

0.22

0.16

None

50%

D4 stream

3.26

1.75

1.20

0.91

1.67

0.90

0.62

0.47
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75% 0.87 0.48 0.33 0.25 - - g g
90% 0.40 0.23 0.20 0.20 - - - -
None D5 pond 0.36 0.26 0.21 - - - -
50% 0.21 0.16 - - - - g g
75% 5 - - - - - g g
90% - - - - - - - -
None D5 stream 3.23 1.72 1.18 0.90 - - = 5
50% 1.64 0.88 0.60 0.46 - - - -
75% 0.84 0.46 0.32 0.24 - - - -
90% 0.37 0.21 0.14 - - - -
None D6 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.47 0.82 0.57 0.49 - - - -
75% 0.83 0.51 0.49 0.49 - - - -
90% 0.51 0.49 0.49 - - - -
None R1 pond - - - - 0.37 0.27 0.21 -
50% - - - - 0.22 0.16 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - - - 2.62 1.41 0.97 0.74
50% - - - - 1.36 0.86 0.66 0.45
75% - - - - 1.24 0.86 0.66 0.45
90% - - - - 1.24 - - -
None R2 stream - - - - 3.56 1.91 1.31 1.00
50% - - - - 1.83 1.00 0.69 0.52
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75% - - - - 0.97 0.54 0.37 0.28
90% - - - - 0.46 0.27 0.19 0.15
None R3 stream - - - - 3.65 1.96 1.34 1.02
50% - - - - 1.88 1.04 0.72 0.55
75% - - - - 1.03 0.72 0.55 0.37
90% - - - - 1.03 0.72 0.55 0.37
None R4 stream - - - - 2.65 1.43 0.98 0.75
50% - - - - 1.75 1.22 0.94 0.64
75% - - - - 1.75 1.22 0.94 0.64
90% - - - - - - - -

Page 199 /956
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize (post-emergence 1x1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D5 stream, D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
R4 stream: 15m no spray buffer zone + 15m vegetative strip

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-25: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in post emergence

Intended use Maize in post emergence

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip |\ one None None None 5 10 15 20
None D3 ditch 2.699 1.430 0.977 0.743 - - - -
50% 1.350 0.752 0.523 0.398 - - - -
75% 0.757 0.463 0.331 0.252 - - - -
90% 0.464 0.310 0.227 0.173 - - - -
None D4 pond 0.338 0.246 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 3.036 1.625 1.114 0.847 - - - -
50% 1.551 0.838 0.576 0.438 - - - -
75% 0.809 0.445 0.308 0.235 - - - -
90% 0.372 0.218 0.182 0.182 - - - -
None D5 pond 0.333 0.242 0.192 - - - - -
50% 0.198 0.145 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D5 stream 3.004 1.603 1.097 0.835 > = 5 5
50% 1.524 0.818 0.561 0.427 - - - -
75% 0.784 0.427 0.294 0.224 - - - -
90% 0.341 0.191 0.133 - - - g g
None D6 ditch 2.699 1.430 0.977 0.743 - - g g
50% 1.365 0.762 0.529 0.456 - - - -
75% 0.773 0.473 0.456 0.456 - - - -
90% 0.473 0.456 0.456 - - - - -
None R1 pond - - - - 0.345 0.251 0.198 -
50% - - - - 0.209 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.432 1.311 0.900 0.685
50% - - - - 1.262 0.801 0.614 0.419
75% - - - - 1.151 0.801 0.614 0.419
90% - - - - 1.151 - - -
None R2 stream - - - - 3.313 1.780 1.221 0.929
50% - - - - 1.706 0.928 0.639 0.487
75% - - - - 0.903 0.502 0.348 0.265
90% - - - - 0.424 0.251 0.177 0.136
None R3 stream - - - - 3.394 1.819 1.248 0.950
50% - - - - 1.751 0.965 0.667 0.508
75% - - - - 0.956 0.665 0.510 0.348
90% - - - - 0.956 0.665 0.510 0.348
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None R4 stream B i i i 2.464 1.328 0.914 0.695
50% - - - - 1.628 1.134 0.870 0.594
75% - - - - 1.628 1.134 0.870 0.594
90% 5 - - - - - g g
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.735 6.217 4.248 3.230 - - - -
50% 5.870 3.270 2.274 1.730 - - - -
75% 3.291 2.013 1.439 1.096 - - - -
90% 2.017 1.348 0.987 0.752 - - - -
None D4 pond 1.470 1.070 0.843 - - - - -
50% 0.874 0.639 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 13.200 7.065 4.843 3.683 - - - -
50% 6.743 3.643 2.504 1.904 - - - -
75% 3.517 1.935 1.339 1.022 - - - -
90% 1.617 0.948 0.791 0.791 - - - -
None D5 pond 1.448 1.052 0.835 - - - - -
50% 0.861 0.630 - - - - - -
75% 5 - - - - - = =
90% - - - - - - - -
None D5 stream 13.061 6.970 4.770 3.630 - - - -
50% 6.626 3.557 2.439 1.857 - - - -
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75% 3.409 1.857 1.278 0.974 - - g g
90% 1.483 0.830 0.578 - - - - -
None D6 ditch 11.735 6.217 4.248 3.230 - - - -
50% 5.935 3.313 2.300 1.983 - - g g
75% 3.361 2.057 1.983 1.983 - - g g
90% 2.057 1.983 1.983 - - - - -
None R1 pond - - - - 1.500 1.091 0.861 -
50% - - - - 0.909 0.661 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - - - 10.574 5.700 3.913 2.978
50% - - - - 5.487 3.483 2.670 1.822
75% 5 - - - 5.004 3.483 2.670 1.822
90% - - - - 5.004 - - -
None R2 stream = - - - 14.404 7.739 5.309 4.039
50% - - - - 7.417 4.035 2.778 2.117
75% 5 - - - 3.926 2.183 1.513 1.152
90% - - - - 1.843 1.091 0.770 0.591
None R3 stream = - - - 14.757 7.909 5.426 4.130
50% - - - - 7.613 4.196 2.900 2.209
5% § § § § 4.157 2.891 2.217 1.513
90% § § § § 4.157 2.891 2.217 1.513
None R4 stream - - - - 10.713 5.774 3.974 3.022
50% - - - - 7.078 4.930 3.783 2.583
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75%

90%

i 7.078 4.930

3.783

2.583

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-26:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in maize post-emergence

Intended use

Active substance

Maize post-emergence

pendimethalin

Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream - 0.203
90% 0.197 -
75% R2 stream - 0.265
90% 0.251 0.136
75% R3 stream - 0.289
90% 0.306 0.168
75% R4 stream - 0.214
90% 0.273 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.88
90% 0.86 -
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75% R2 stream = 1.15

90% 1.09 0.59

75% R3 stream - 1.26

90% 1.33 0.73

75% R4 stream = 0.93

90% 1.19 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize post-emergence (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 10m no spray buffer zone + 90% nozzle reduction

D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzles

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction
R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However, scenario D6 is not relevant in CEU countries.

Table 9.5-27: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 1, 2
and 3 calculations for the use of Pendimethalin 45.5% CS in maize in pre emergence (1 x 1137 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sl Gl
Group Fish acute Algae er pro-
longed longed acute prolonged Prolonged plant longed
Test spe- Oncorhynchus iz sl Dani .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna C_hlrc_momus
. . anio rerio - - - riparius
cies mykiss magna magna subcapitata riparius gibba
promelas
Endpoint LC NOEC MO EC NOEC E.C NOEC ErC NOEC
p 50 geomean 50 rCs0 50
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Group EEpy— ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Slt?(:).rngell-
onged longed acute prolonged Prolonged plant longed
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
(F;';ﬁ) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730
Focus |PECe# PEC gimax
Scenario ?;Xg ) (ng/kg)
Step 3
D3 ditch 5.886 3.00 9.34 1.84 4.00 4.06 6.33 0.72 491 3.918 0.00017
D4 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.296 0.00006
D4 stream 4.853 2.48 7.70 1.52 3.30 3.35 5.22 0.59 4.04 0.221 0.00001
D5 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.143 0.00005
D5 stream 5.247 2.68 8.33 1.64 3.57 3.62 5.64 0.64 4.37 0.252 0.00001
D6 ditch 5.886 3.00 9.34 1.84 4.00 4.06 6.33 0.72 491 4.129 0.00018
R1 pond 0.255 0.13 0.40 0.08 0.17 0.18 0.27 0.03 0.21 2.796 0.00012
R1 stream 4.069 2.08 6.46 1.27 2.77 281 4.38 0.50 3.39 5.782 0.00025
R2 stream 5.410 2.76 8.59 1.69 3.68 3.73 5.82 0.66 4,51 11.87 0.00052
R3 stream 5.758 2.94 9.14 1.80 3.92 3.97 6.19 0.70 4.80 2.010 0.00009
R4 stream 4.068 2.08 6.46 1.27 2.77 281 4.37 0.50 3.39 7.137 0.00031

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses maize (pre-emergence 1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic
organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-
sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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Table 9.5-28: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in pre emergence

Intended use Maize in pre emergence

Active substance Pendimethalin

Application rate (g/ha) 1 x1137

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip | \jone None None None 5 10 15 20
None D3 ditch 1.928 1.022 0.698 0.531 - - - -
50% 0.979 0.546 0.379 0.288 - - - -
75% 0.557 0.340 0.244 0.184 - - - -
90% 0.341 0.227 0.168 - - - - -
None D4 pond 0.246 0.179 - - - - - -
50% 0.147 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.084 1.114 0.763 0.580 - - - -
50% 1.062 0.572 0.393 0.299 - - - -
75% 0.551 0.302 0.208 0.158 - - - -
90% 0.245 0.139 - - - - - -
None D5 pond 0.244 0.177 - - - - - -
50% 0.145 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D5 stream 2.254 1.205 0.826 0.628 > = = =
50% 1.149 0.620 0.426 0.324 - - - -
75% 0.597 0.327 0.226 0.172 - - - -
90% 0.266 0.152 - - - - - -
None D6 ditch 1.928 1.022 0.698 0.531 - - - -
50% 0.973 0.543 0.377 0.310 - - - -
75% 0.554 0.338 0.310 0.310 - - - -
90% 0.340 0.310 0.310 - - - - -
None R1 pond - - - - 0.254 0.184 - -
50% - - - - 0.156 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.953 0.656 0.498
50% - - - - 0.923 0.533 0.409 0.279
75% - - - - 0.766 0.533 0.409 0.279
90% - - - - 0.766 - - -
None R2 stream - - - - 2.344 1.258 0.863 0.656
50% 5 - - - 1.205 0.654 0.451 0.342
75% - - - - 0.636 0.353 0.245 0.189
90% - - - - 0.294 0.172 0.121 -
None R3 stream - - - - 2.433 1.305 0.896 0.681
50% - - - - 1.255 0.690 0.478 0.363
75% - - - - 0.685 0.435 0.333 0.227
90% - - - - 0.625 0.435 0.333 -
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None R4 stream B i i i 1.762 0.949 0.653 0.496
50% - - - - 1.137 0.792 0.608 0.415
75% - - - - 1.137 0.792 0.608 0.415
90% 5 - - - - - g g
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.05 0.59 0.41 0.31 - - - -
75% 0.60 0.37 0.26 0.20 - - - -
90% 0.37 0.24 0.18 - - - - -
None D4 pond 0.26 0.19 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.24 1.20 0.82 0.62 - - - -
50% 1.14 0.62 0.42 0.32 - - - -
75% 0.59 0.32 0.22 0.17 - - - -
90% 0.26 0.15 - - - - - -
None D5 pond 0.26 0.19 - - - - - -
50% 0.16 - - - - - - -
75% 5 - - - - - = =
90% - - - - - - - -
None D5 stream 2.42 1.30 0.89 0.68 - - - -
50% 1.24 0.67 0.46 0.35 - - - -
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75% 0.64 0.35 0.24 0.18 - - g g
90% 0.29 0.16 - - - - - -
None D6 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.05 0.58 0.41 0.33 - - g g
75% 0.60 0.36 0.33 0.33 - - g g
90% 0.37 0.33 0.33 - - - - -
None R1 pond - - - - 0.27 0.20 - -
50% - - - - 0.17 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - - - 1.90 1.02 0.71 0.54
50% - - - - 0.99 0.57 0.44 0.30
75% - - - - 0.82 0.57 0.44 0.30
90% - - - - 0.82 - - -
None R2 stream = - - - 2.52 1.35 0.93 0.71
50% - - - - 1.30 0.70 0.48 0.37
75% - - - - 0.68 0.38 0.26 0.20
90% - - - - 0.32 0.18 0.13

None R3 stream = - - - 2.62 1.40 0.96 0.73
50% - - - - 1.35 0.74 0.51 0.39
5% - - - - 0.74 0.47 0.36 0.24
90% - - - - 0.67 0.47 0.36

None R4 stream - - - - 1.89 1.02 0.70 0.53
50% - - - - 1.22 0.85 0.65 0.45
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75%

90%

1.22

0.85

0.65

0.45

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize (pre-emergence 1x1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D5 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./LL
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for

all R scenarios, with the exception of R1 pond scenario.

Table 9.5-29:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in pre emergence

Intended use

Active substance

Maize in pre emergence

Pendimethalin

Application rate (g/ha) 1 x 1137

Ny No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/r;:?etated filter strip |\ one None None None 5 10 15 20
None D3 ditch 1.928 1.022 0.698 0.531 - - - -
50% 0.979 0.546 0.379 0.288 - - - -
75% 0.557 0.340 0.244 0.184 - - - -
90% 0.341 0.227 0.168 - - - - -
None D4 pond 0.246 0.179 - - - - - -
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50% 0.147 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.084 1.114 0.763 0.580 > = = =
50% 1.062 0.572 0.393 0.299 - - - -
75% 0.551 0.302 0.208 0.158 - - - -
90% 0.245 0.139 - - - - - -
None D5 pond 0.244 0.177 - - - - - -
50% 0.145 § § § - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.254 1.205 0.826 0.628 - - - -
50% 1.149 0.620 0.426 0.324 - - - -
75% 0.597 0.327 0.226 0.172 - - - -
90% 0.266 0.152 - - - - - -
None D6 ditch 1.928 1.022 0.698 0.531 - - - -
50% 0.973 0.543 0.377 0.310 - - - -
75% 0.554 0.338 0.310 0.310 - - - -
90% 0.340 0.310 0.310 - - - - -
None R1 pond - - - - 0.254 0.184 - -
50% 5 - - - 0.156 - - -
75% 5 - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.953 0.656 0.498
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50% 5 - - - 0.923 0.533 0.409 0.279
75% - - - - 0.766 0.533 0.409 0.279
90% - - - - 0.766 - - -
None R2 stream B i i i 2.344 1.258 0.863 0.656
50% 5 - - - 1.205 0.654 0.451 0.342
75% - - - - 0.636 0.353 0.245 0.189
90% 5 - - - 0.294 0.172 0.121 -
None R3 stream 5 - - - 2.433 1.305 0.896 0.681
50% - - - - 1.255 0.690 0.478 0.363
75% - - - - 0.685 0.435 0.333 0.227
90% - - - - 0.625 0.435 0.333 -
None R4 stream 5 - - - 1.762 0.949 0.653 0.496
50% - - - - 1.137 0.792 0.608 0.415
75% - - - - 1.137 0.792 0.608 0.415
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.383 4.443 3.035 2.309 - - - -
50% 4.257 2.374 1.648 1.252 - - - -
75% 2422 1.478 1.061 0.800 - - - -
90% 1.483 0.987 0.730 - - - - -
None D4 pond 1.070 0.778 - - - - - -
50% 0.639 - - - - - - -
75% - - - - - - - -
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90% 5 - - - - - - -
None D4 stream 9.061 4.843 3.317 2.522 - - - -
50% 4.617 2.487 1.709 1.300 - - - -
75% 2.396 1.313 0.904 0.687 - - - -
90% 1.065 0.604 - - - - - -
None D5 pond 1.061 0.770 - - - - - -
50% 0.630 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 9.800 5.239 3.591 2.730 - - - -
50% 4.996 2.696 1.852 1.409 - - - -
75% 2.596 1.422 0.983 0.748 - - - -
90% 1.157 0.661 - - - - - -
None D6 ditch 8.383 4.443 3.035 2.309 - - - -
50% 4.230 2.361 1.639 1.348 - - - -
75% 2.409 1.470 1.348 1.348 - - - -
90% 1.478 1.348 1.348 § - - - -
None R1 pond - - - - 1.104 0.800 - -
50% - - - - 0.678 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - - - 7.674 4.143 2.852 2.165
50% - - - - 4.013 2.317 1.778 1.213
75% - - - - 3.330 2.317 1.778 1.213
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90% 5 - - - 3.330 - - -

None R2 stream 5 - - - 10.191 5.470 3.752 2.852

50% 5 - - - 5.239 2.843 1.961 1.487

75% 5 - - - 2.765 1.535 1.065 0.822

90% 5 - - - 1.278 0.748 0.526 -

None R3 stream - - - - 10.578 5.674 3.896 2.961

50% - - - - 5.457 3.000 2.078 1.578

75% - - - - 2.978 1.891 1.448 0.987

90% § § § § 2.717 1.891 1.448 -

None R4 stream 5 - - - 7.661 4.126 2.839 2.157

50% - - - - 4.943 3.443 2.643 1.804

75% - - - - 4.943 3.443 2.643 1.804

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-30: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in maize pre-emergence

Intended use Maize pre-emergence

Active substance pendimethalin

Application rate (g/ha) 1x1137
Vegetated filter strip 10 20

Nozzle reduc- | (M)

tion No-spray 1 20
buffer (m)

75% R1 stream - 0.153
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90% 0.155 -
75% R2 stream - 0.186
90% 0.172 -
75% R3 stream = 0.208
90% 0.225 -
75% R4 stream - 0.152
90% 0.196 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.67
90% 0.67 -
75% R2 stream - 0.81
90% 0.75 -
75% R3 stream - 0.90
90% 0.98 -
75% R4 stream - 0.66
90% 0.85 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize pre-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vege-

tative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However, scenario D6 is not relevant in CEU countries.
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Table 9.5-31: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 1, 2
and 3 calculations for the use of Pendimethalin 45.5% CS in maize in post emergence (1 x 1137 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Ry clls
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus =l = . .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. - s Danio rerio - I . riparius
cies mykiss magna magna subcapitata riparius gibba

promelas
] NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RUALC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECe PEC gimax
Scenario | /k
(ug/L) (ng/kg)

Step 3
D3 ditch 5.891 3.01 9.35 1.84 4.01 4.06 6.33 0.72 4.91 3.890 0.00017
D4 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.041 0.00005
D4 stream 5.044 2.57 8.01 1.58 3.43 3.48 5.42 0.62 4.20 0.345 0.00002
D5 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.040 0.00005
D5 stream 5.026 2.56 7.98 1.57 3.42 3.47 5.40 0.61 4.19 0.167 0.00001
D6 ditch 5.891 3.01 9.35 1.84 4.01 4.06 6.33 0.72 4.91 3.834 0.00017
R1 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 2.875 0.00013
R1 stream 4.003 2.04 6.35 1.25 2.72 2.76 4.30 0.49 3.34 11.03 0.00049
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, ARl

Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

R2 stream 5.459 2.79 8.67 1.71 3.71 3.76 5.87 0.67 4.55 12.56 0.00055

R3 stream 5.729 2.92 9.09 1.79 3.90 3.95 6.16 0.70 4.77 2.683 0.00012

R4 stream 4.068 2.08 6.46 1.27 2.77 2.81 4.37 0.50 3.39 8.092 0.00036

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses maize (post-emergence 1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquat-
ic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-
sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-32: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in post emergence

Intended use Maize in post emergence
Active substance pendimethalin
Application rate (g/ha) 1 x 1137

No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re-
duction E/ntqe?etated filter strip |\ one None None None 5 10 15 20
None D3 ditch 1.929 1.023 0.699 0.531 - - - -
50% 0.966 0.538 0.374 0.284 - - - -
75% 0.542 0.331 0.238 0.179 - - - -
90% 0.332 0.221 0.163 - - - - -
None D4 pond 0.242 0.176 - - - - - -
50% 0.144 ! ! ! - - - -
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75% 5 - - - - - - -
90% - - - - - - - -
None D4 stream 2171 1.162 0.796 0.605 - - - -
50% 1.109 0.599 0.412 0.313 - - - -
75% 0.579 0.318 0.220 0.167 - - - -
90% 0.266 0.156 - - - - - -
None D5 pond 0.238 0.173 - - - - - -
50% 0.142 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.148 1.146 0.784 0.596 - - - -
50% 1.090 0.585 0.401 0.305 - - - -
75% 0.561 0.305 0.210 0.160 - - - -
90% 0.244 0.137 - - - - - -
None D6 ditch 1.929 1.023 0.699 0.531 - - - -
50% 0.976 0.544 0.378 0.314 - - - -
75% 0.554 0.338 0.314 0.314 - - - -
90% 0.339 0.314 0.314 - - - - -
None R1 pond - - - - 0.247 0.179 - -
50% - - - - 0.150 - - -
75% 5 - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.739 0.937 0.644 0.489
50% - - - - 0.903 0.565 0.433 0.295
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75% 5 - - - 0.812 0.565 0.433 0.295
90% 5 - - - 0.812 - - -
None R2 stream - - - - 2.369 1.272 0.873 0.664
50% 5 - - - 1.220 0.663 0.457 0.347
75% 5 - - - 0.646 0.359 0.249 0.189
90% 5 - - - 0.304 0.179 0.127 -
None R3 stream - - - - 2.427 1.300 0.892 0.678
50% - - - - 1.252 0.690 0.477 0.363
75% - - - - 0.682 0.468 0.359 0.245
90% - - - - 0.674 0.468 0.359 0.245
None R4 stream 5 - - - 1.762 0.949 0.653 0.496
50% - - - - 1.147 0.800 0.614 0.419
75% 5 - - - 1.147 0.800 0.614 0.419
90% - - - - - - -- -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.04 0.58 0.40 0.31 - - - -
75% 0.58 0.36 0.26 0.19 - - - -
90% 0.36 0.24 0.18 - - - - -
None D4 pond 0.26 0.19 - - - - - -
50% 0.15 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D4 stream 2.33 1.25 0.86 0.65 > = 5 5
50% 1.19 0.64 0.44 0.34 - - - -
75% 0.62 0.34 0.24 0.18 - - = =
90% 0.29 0.17 - - - - g g
None D5 pond 0.26 0.19 - - - - - -
50% 0.15 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 231 1.23 0.84 0.64 - - - -
50% 1.17 0.63 0.43 0.33 - - - -
75% 0.60 0.33 0.23 0.17 - - - -
90% 0.26 0.15 - - - -
None D6 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.05 0.58 0.41 0.34 - - = =
75% 0.60 0.36 0.34 0.34 - - - -
90% 0.36 0.34 0.34 - - - -
None R1 pond - - - - 0.27 0.19 - -
50% - - - - 0.16 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.87 1.01 0.69 0.53
50% 5 - - - 0.97 0.61 0.47 0.32
75% - - - - 0.87 0.61 0.47 0.32
90% - - - - 0.87 - - -
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None R2 stream B i i i 2.55 1.37 0.94 0.71
50% 5 - - - 1.31 0.71 0.49 0.37
75% - - - - 0.69 0.39 0.27 0.20
90% 5 - - - 0.33 0.19 0.14 -
None R3 stream B i i i 2.61 1.40 0.96 0.73
50% - - - - 1.35 0.74 0.51 0.39
75% - - - - 0.73 0.50 0.39 0.26
90% - - - - 0.72 0.50 0.39 0.26
None R4 stream - - - - 1.89 1.02 0.70 0.53
50% - - - - 1.23 0.86 0.66 0.45
75% - - - - 1.23 0.86 0.66 0.45
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize (post-emergence 1x1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D5 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-33: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
maize in post emergence

Intended use Maize in post emergence

Active substance pendimethalin

Application rate (g/ha) 1 x1137

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip |\ one None None None 5 10 15 20
None D3 ditch 1.929 1.023 0.699 0.531 - - - -
50% 0.966 0.538 0.374 0.284 - - - -
75% 0.542 0.331 0.238 0.179 - - - -
90% 0.332 0.221 0.163 - - - - -
None D4 pond 0.242 0.176 - - - - - -
50% 0.144 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2171 1.162 0.796 0.605 - - - -
50% 1.109 0.599 0.412 0.313 - - - -
75% 0.579 0.318 0.220 0.167 - - - -
90% 0.266 0.156 - - - - - -
None D5 pond 0.238 0.173 - - - - - -
50% 0.142 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D5 stream 2.148 1.146 0.784 0.596 > = = =
50% 1.090 0.585 0.401 0.305 - - - -
75% 0.561 0.305 0.210 0.160 - - - -
90% 0.244 0.137 - - - - - -
None D6 ditch 1.929 1.023 0.699 0.531 - - - -
50% 0.976 0.544 0.378 0.314 - - - -
75% 0.554 0.338 0.314 0.314 - - - -
90% 0.339 0.314 0.314 - - - - -
None R1 pond - - - - 0.247 0.179 - -
50% - - - - 0.150 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.739 0.937 0.644 0.489
50% - - - - 0.903 0.565 0.433 0.295
75% - - - - 0.812 0.565 0.433 0.295
90% - - - - 0.812 - - -
None R2 stream - - - - 2.369 1.272 0.873 0.664
50% - - - - 1.220 0.663 0.457 0.347
75% - - - - 0.646 0.359 0.249 0.189
90% - - - - 0.304 0.179 0.127 -
None R3 stream - - - - 2.427 1.300 0.892 0.678
50% - - - - 1.252 0.690 0.477 0.363
75% - - - - 0.682 0.468 0.359 0.245
90% - - - - 0.674 0.468 0.359 0.245
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None R4 stream B i i i 1.762 0.949 0.653 0.496
50% - - - - 1.147 0.800 0.614 0.419
75% - - - - 1.147 0.800 0.614 0.419
90% 5 - - - - - = g
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.387 4.448 3.039 2.309 - - - -
50% 4.200 2.339 1.626 1.235 - - - -
75% 2.357 1.439 1.035 0.778 - - = =
90% 1.443 0.961 0.709 - - - - -
None D4 pond 1.052 0.765 - - - - - -
50% 0.626 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 9.439 5.052 3.461 2.630 - - - -
50% 4.822 2.604 1.791 1.361 - - - -
75% 2517 1.383 0.957 0.726 - - = =
90% 1.157 0.678 - - - - - -
None D5 pond 1.035 0.752 - - - - - -
50% 0.617 - - - - - - -
75% 5 - - - - - = =
90% - - - - - - - -
None D5 stream 9.339 4.983 3.409 2.591 - - - -
50% 4.739 2.543 1.743 1.326 - - - -
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75% 2.439 1.326 0.913 0.696 - - g g
90% 1.061 0.596 - - - - - -
None D6 ditch 8.387 4.448 3.039 2.309 - - - -
50% 4.243 2.365 1.643 1.365 - - g g
75% 2.409 1.470 1.365 1.365 - - g g
90% 1.474 1.365 1.365 - - - = =
None R1 pond - - - - 1.074 0.778 - -
50% - - - - 0.652 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - - - 7.561 4.074 2.800 2.126
50% - - - - 3.926 2.457 1.883 1.283
75% - - - - 3.530 2.457 1.883 1.283
90% - - - - 3.530 - - -
None R2 stream = - - - 10.300 5.530 3.796 2.887
50% - - - - 5.304 2.883 1.987 1.509
75% - - - - 2.809 1.561 1.083 0.822
90% - - - - 1.322 0.778 0.552 -
None R3 stream = - - - 10.552 5.652 3.878 2.948
50% - - - - 5.443 3.000 2.074 1.578
75% 5 - - - 2.965 2.035 1.561 1.065
90% - - - - 2.930 2.035 1.561 1.065
None R4 stream - - - - 7.661 4.126 2.839 2.157
50% - - - - 4.987 3.478 2.670 1.822
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75%

90%

i 4.987 3.478

2.670

1.822

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-33:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in maize post-emergence

Intended use

Active substance

Maize post-emergence

pendimethalin

Application rate (g/ha) 1 x1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream - 0.145
90% 0.140 -
75% R2 stream - 0.189
90% 0.179 -
75% R3 stream - 0.206
90% 0.219 -
75% R4 stream - 0.152
90% 0.194 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.63
90% 0.61 -
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in maize post-emergence (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

75% R2 stream = 0.82
90% 0.78 -
75% R3 stream - 0.90
90% 0.95 -
75% R4 stream = 0.66
90% 0.84 -

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vege-

tative strip + 90% nozzle reduction

For scenarios D6 ditch PEC/RAC ratios are >1 even considering mitigation measures. However scenario D6 is not relevant in CEU countries.

Table 9.5-344: Aguatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in pome/stone fruits (early application 1 x 1590 g/ha, between rows)
. . . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est SPe- O. mykiss P.promelas | Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
. NOEC
Endpomt LCso NOEC EC50 NOEC ErC5o NOEC ErC50 NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300




SHA 2600 E / PENSHUI Page 229 /956

Part B — Section 9 - Core Assessment Template for chemical PPP

Sharda Cropchem Espaa S.L./ CEU version Version June 2020

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sfdp'rg\_Ne”'
onged longed acute prolonged prolonged plant longed

AF 100 10 10 100 10 10 10 10 10

(F;Ag\/(i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

FOCUS :EC o PEC gimax

Scenario (;Xg n (ng/kg)

Step 3

D3 ditch 7.468 3.81 11.85 2.33 5.08 5.15 8.03 0.91 6.22 4714 0.00021

D4 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 1.263 0.00006

D4 stream 5.697 291 9.04 1.78 3.88 3.93 6.13 0.69 4.75 0.206 0.00001

D5 pond 0.257 0.13 041 0.08 0.17 0.18 0.28 0.03 0.21 1.101 0.00005

D5 stream 6.013 3.07 9.54 1.88 4.09 4.15 6.47 0.73 5.01 0.185 0.00001

R1 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 1.014 0.00004

R1 stream 4.901 2.50 7.78 1.53 3.33 3.38 5.27 0.60 4.08 0.626 0.00003

R2 stream 6.493 3.31 10.31 2.03 4.42 4.48 6.98 0.79 5.41 0.401 0.00002

R3 stream 6.902 3.52 10.96 2.16 4.70 4.76 7.42 0.84 5.75 1.360 0.00006

R4 stream 4.902 2.50 7.78 1.53 3.33 3.38 5.27 0.60 4.09 0.630 0.00003

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses pome/stone fruits (early application 1 x 1590 g/ha between rows), calculated PEC/RAC ratios did not indicate an acceptable risk for the
most sensitive group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4
PECsw considering reduced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).
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None - - 2040 1097 0-86%

50% - - 1052 0573 -
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+5%

90%

Table 9.5-35:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

pome/stone fruits

Intended use

Active substance

Application rate (g/ha)

pome/stone fruits (early between rows)
pendimethalin

1 x 1590
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N No-spray buffer (m) 5 10 15 20 5 10 15 20
reduction E/rs?etated filter strip None T T o 5 10 15 20
None D3 ditch 2.023 1.073 0.782 0.557 - -

50% 1.011 0.561 0.412 0.296 - -

75% 0.563 0.343 0.255 0.186 - -

90% 0.343 0.2298 0.173 - - -

None D4 Pond 0.253 0.184 - - - -

50% 0.150 - - - - -

75% - - - - - -

90% - - - - - -

None D4 stream 1.768 0.945 0.690 0.492 - -

50% 0.901 0.486 0.355 0.254 - -

75% 0.467 0.256 0.190 0.134 - -

90% 0.208 0.118 - - - -

None D5 Pond 0.248 0.180 - - - -

50% 0.148 - - - - -

75% - - - - - -

90% - - - - - -

None D5 stream 1.861 0.994 0.725 0.517 - -

50% 0.946 0.508 0.372 0.265 - -

75% 0.488 0.266 0.195 0.139 - -

90% 0.214 0.121 - - - -

None R1 Pond - - - - 0.249 0.181 - -
50% - - - - 0.148 - - -




SHA 2600 E / PENSHUI Page 234 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% 5 5 5 - - - - g
90% - - - - - - - -
None R1 stream - - - - 1.548 0.837 0.612 0.438
50% 5 5 5 - 0.810 0.446 0.327 0.235
75% 5 5 5 - 0.445 0.257 0.190 0.137
90% 5 - - - 0.232 0.143 - -
None R2 stream - - - - 2.040 1.097 0.801 0.572
50% - - - - 1.052 0.573 0.419 0.300
75% - - - - 0.558 0.311 0.228 0.164
90% 5 5 5 - 0.262 0.154 - =
None R3 stream 5 5 5 - 2.132 1.152 0.843 0.602
50% - - - - 1.113 0.613 0.450 0.324
75% - - - - 0.615 0.356 0.263 0.190
90% - - - - 0.324 0.204 0.153 -
None R4 stream = = = - 1.548 0.837 0.613 0.438
50% - - - - 0.810 0.446 0.328 0.236
75% 5 5 - - 0.446 0.257 0.190 0.137
90% 5 5 5 - 0.232 0.144 - -
RAC (ng/L) PEC/RAC ratio

0.93 (algae)

None D3 ditch 2.18 1.15 0.84 0.60 - - - =
50% 1.09 0.60 0.44 0.32 - - - -
75% 0.61 0.37 0.27 0.20 - - - -
90% 0.37 0.25 0.19 - - - - -
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None D4 Pond 0.27 0.20 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% 5 5 5 - - - - g
None D4 stream 1.90 1.02 0.74 0.53 = > > 5
50% 0.97 0.52 0.38 0.27 - - - -
75% 0.50 0.28 0.20 0.14 - - - -
90% 0.22 0.13 - - - - - -
None D5 Pond 0.27 0.19 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.00 1.07 0.78 0.56 - - - -
50% 1.02 0.55 0.40 0.28 - - - -
75% 0.52 0.29 0.21 0.15 - - - -
90% 0.23 0.13 - - - - - -
None R1 Pond - - - - 0.27 0.19 - -
50% - - - - 0.16 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.66 0.90 0.66 0.47
50% - - - - 0.87 0.48 0.35 0.25
75% - - - - 0.48 0.28 0.20 0.15
90% - - - - 0.25 0.15 - -
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None R2 stream B B B i 2.19 1.18 0.86 0.62

50% - - - - 1.13 0.62 0.45 0.32

75% - - - - 0.60 0.33 0.25 0.18

90% 5 5 5 - 0.28 0.17 - -

None R3 stream B B B i 2.29 1.24 0.91 0.65

50% - - - - 1.20 0.66 0.48 0.35

75% - - - - 0.66 0.38 0.28 0.20

90% - - - - 0.35 0.22 0.16 -

None R4 stream - - - - 1.66 0.90 0.66 0.47

50% - - - - 0.87 0.48 0.35 0.25

75% - - - - 0.48 0.28 0.20 0.15

90% - - - - 0.25 0.15 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in pome/stone fruits (early application 1 x 1590 between rows) are <1 when risk mitigation options are considered:

D3 ditch, D5 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

D4 stream: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 stream, R4 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5 m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-36: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
pome/stone fruits (early between rows)

Intended use pome/stone fruits (early between rows)

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

Nozzle No-spray buffer (m) 5 10 15 20 5 10 15 20
reduction  |\/egetated filter strip (m) |None None None None 5 10 15 20
None D3 ditch 2.023 1.073 0.782 0.557 - -
50% 1.011 0.561 0.412 0.296 - -
75% 0.563 0.343 0.255 0.186 - -
90% 0.343 0.2298 0.173 - - -
None D4 Pond 0.253 0.184 - - - -
50% 0.150 - - - - -
75% - - - - - -
90% - - - - - -
None D4 stream 1.768 0.945 0.690 0.492 - -
50% 0.901 0.486 0.355 0.254 - -
75% 0.467 0.256 0.190 0.134 - -
90% 0.208 0.118 - - - -
None D5 Pond 0.248 0.180 - - - -
50% 0.148 - - - - -
75% 5 5 5 5 - -
90% - - - - - -
None D5 stream 1.861 0.994 0.725 0.517 - -
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50% 0.946 0.508 0.372 0.265 - -

75% 0.488 0.266 0.195 0.139 - -

90% 0.214 0.121 - - - -

None R1 Pond - - - - 0.249 0.181 - -
50% 5 5 5 5 0.148 - - g
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 5 5 5 1.548 0.837 0.612 0.438
50% - - - - 0.810 0.446 0.327 0.235
75% - - - - 0.445 0.257 0.190 0.137
90% - - - - 0.232 0.143 - -
None R2 stream 5 5 5 5 2.040 1.097 0.801 0.572
50% - - - - 1.052 0.573 0.419 0.300
75% - - - - 0.558 0.311 0.228 0.164
90% - - - - 0.262 0.154 - -
None R3 stream = = = = 2.132 1.152 0.843 0.602
50% 5 5 5 5 1.113 0.613 0.450 0.324
75% - - - - 0.615 0.356 0.263 0.190
90% - - - - 0.324 0.204 0.153 -
None R4 stream = = = = 1.548 0.837 0.613 0.438
50% - - - - 0.810 0.446 0.328 0.236
75% - - - - 0.446 0.257 0.190 0.137
90% - - - - 0.232 0.144 - -
RAC (ng/L) PEC/RAC ratio
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0.23 (mesocosm)

None D3 ditch 8.796 4.665 3.400 2.422 - -
50% 4.396 2.439 1.791 1.287 - -
75% 2.448 1491 1.109 0.809 - -
90% 1491 0.999 0.752 5 - -
None D4 Pond 1.100 0.800 - - - -
50% 0.652 - - - - -
75% - - - - - -
90% - - - - - -
None D4 stream 7.687 4.109 3.000 2.139 - -
50% 3.917 2.113 1.543 1.104 - -
75% 2.030 1.113 0.826 0.583 - -
90% 0.904 0.513 - - - -
None D5 Pond 1.078 0.783 - - - -
50% 0.643 - - - - -
75% - - - - - -
90% - - - - - -
None D5 stream 8.091 4.322 3.152 2.248 - -
50% 4.113 2.209 1.617 1.152 - -
75% 2.122 1.157 0.848 0.604 - -
90% 0.930 0.526 - - - -
None R1 Pond - - - - 1.083 0.787
50% - - - - 0.643 -
75% - - - - - -
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90% 5 5 5 5 - - - -

None R1 stream - - - - 6.730 3.639 2.661 1.904

50% 5 - - - 3.522 1.939 1.422 1.022

75% 5 5 5 5 1.935 1.117 0.826 0.596

90% 5 5 5 5 1.009 0.622 - -

None R2 stream 5 5 5 5 8.870 4.770 3.483 2.487

50% § § 5 § 4.574 2491 1.822 1.304

75% - - - - 2.426 1.352 0.991 0.713

90% - - - - 1.139 0.670 - -

None R3 stream - - - - 9.270 5.009 3.665 2.617

50% - - - - 4.839 2.665 1.957 1.409

75% - - - - 2.674 1.548 1.143 0.826

90% - - - - 1.409 0.887 0.665 -

None R4 stream - - - - 6.730 3.639 2.665 1.904

50% - - - - 3.522 1.939 1.426 1.026

75% - - - - 1.939 1.117 0.826 0.596

90% - - - - 1.009 0.626 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-37: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in pome/stone fruits (early application between rows)

Intended use Pome/stone fruits (early application between rows)
Active substance pendimethalin
Application rate (g/ha) 1x1137
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Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray 1@ 20
buffer (m)
75% R1 stream = 0.137
90% 0.143 -
75% R2 stream - 0.164
90% 0.154 -
75% R3 stream - 0.190
90% 0.204 -
75% R4 stream - 0.137
90% 0.144 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.60
90% 0.62 -
75% R2 stream - 0.71
90% 0.67 -
75% R3 stream - 0.83
90% 0.89 -
75% R4 stream - 0.60
90% 0.63 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in pome/stone fruits (early application 1 x 1590 g/ha between rows) are <1 when risk mitigation options are considered:
D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction



SHA 2600 E / PENSHUI Page 242 /956
Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vege-
tative strip + 90% nozzle reduction

Table 9.5-386: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in sunflower (1 x 1183 g/ha)

Grou Fish acute Fish pro- Fish pro- |Inverteb. [Inverteb. Algae Sed. dwell. Higher Ssd.rccj)\_/vell-

P longed longed acute prolonged 9 prolonged plant Ion%ed

. . . Chironomus
T_est Spe- O. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata thrqnomus L_emna riparius
cies magna magna riparius gibba
) NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECw PEC glmax
Scenario | /k
(ng/L) (ng/kg)

Step 3
D3 ditch 7.387 3.77 11.73 2.31 5.03 5.09 7.94 0.90 6.16 3.855 0.00017
D4 pond 0.255 0.13 0.40 0.08 0.17 0.18 0.27 0.03 0.21 0.884 0.00004
D4 stream 6.403 3.27 10.16 2.00 4.36 4.42 6.88 0.78 5.34 1.323 0.00006
D5 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 0.997 0.00004
D5 stream 5.538 2.83 8.79 1.73 3.77 3.82 5.95 0.68 4.62 0.305 0.00001
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-

Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

R1 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 2.163 0.00010

R1 stream 4.230 2.16 6.71 1.32 2.88 2.92 4.55 0.52 3.53 6.702 0.00029

R3 stream 5.975 3.05 9.48 1.87 4.06 4.12 6.42 0.73 4.98 5.114 0.00022

R4 stream 4.242 2.16 6.73 1.33 2.89 2.93 4.56 0.52 3.54 6.890 0.00030

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses in sunflower, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several
FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water
bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 244 /956

Template for chemical PPP
Version June 2020

5% 0623

90-% -
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None

50%

Table 9.5-39: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
sunflower (1 x 1183 g/ha)

Intended use ‘Sunflower
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Active substance pendimethalin

Application rate (g/ha) 1 x1183

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Z/I;e]?etated filter strip | \one None None None 5 10 15 20
None D3 ditch 2.001 1.061 0.725 0.551 - - - -
50 % 1.000 0.549 0.381 0.290 - - - -
75 % 0.550 0.325 0.232 0.176 - - - -
90 % 0.324 0.215 0.159 - - - - -
None D4 Pond 0.241 0.175 - - - - - -
50 % 0.142 - - - - - - -
75 % - - - - - - - -
90 % - - - - - - - -
None D4 stream 2.343 1.243 0.850 0.646 - - - -
50% 1.174 0.638 0.440 0.335 - - - -
75% 0.623 0.349 0.243 0.186 - - - -
90% 0.309 0.191 0.186 - - - - -
None D5 pond 0.246 0.179 - - - - - -
50% 0.147 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.382 1.287 0.874 - - - - -
50% 1.216 0.657 0.451 - - - - -
75% 0.634 0.348 0.241 - - - - -
90% 0.284 0.163 - - - - - -
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None R1 pond - - - - 0.253 0.183 -
50% - - - - 0.153 - -
75% - - - - - - -
90% 5 - - - - - -
None R1 stream B i i i 1.830 1.002 0.677
50% - - - - 0.950 0.553 0.424
75% 5 - - - 0.795 0.553 0.424
90% - - - - 0.795 - -
None R3 stream - - - - 2.527 1.362 0.920
50% - - - - 1.290 0.709 0.489
75% - - - - 0.752 0.524 0.402
90% - - - - 0.752 0.524 -
None R4 stream - - - - 1.824 1.003 0.676
50% 5 - - - 1.106 0.771 0.591
75% - - - - 1.106 0.771 0.591
90% - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.15 1.14 0.78 0.59 - - -
50% 1.08 0.59 0.41 0.31 - - -
75% 0.59 0.35 0.25 0.19 - - -
90% 0.35 0.23 0.17 - - - -
None D4 Pond 0.26 0.19 - - - - -
50% 0.15 - - - - - -
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75%

90%

None

50%

75%

90%

D4 stream

2.52

1.34

0.91

0.69

1.26

0.69

0.47

0.36

0.67

0.38

0.26

0.20

0.33

0.21

0.20

None

50%

75%

90%

D5 pond

0.26

0.19

0.16

None

50%

75%

90%

D5 stream

2.56

1.38

0.94

131

0.71

0.48

0.68

0.37

0.26

0.31

0.18

None

50%

75%

90%

R1 pond

0.27

0.16

None

50%

75%

90%

R1 stream

1.97

1.08

0.73

1.02

0.59

0.46

0.85

0.59

0.46

0.85

None

50%

R3 stream

2.72

1.46

0.99

1.39

0.76

0.53
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75% 5 - - - 0.81 0.56 0.43 -
90% - - - - 0.81 0.56 - -
None R4 stream - - - - 1.96 1.08 0.73 -
50% 5 - - - 1.19 0.83 0.64 -
75% 5 - - - 1.19 0.83 0.64 -
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in sunflower are <1 when risk mitigation options are considered:

D3 ditch, D4 stream and D5 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle
reduction

R1 stream and R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-40: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
sunflower (1 x 1183 g/ha)

Intended use Sunflower

Active substance pendimethalin

Application rate (g/ha) 1 x1183

No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re- - -

duction E/e?etated filter strip | \jone None None None 5 10 15 20

m
None D3 ditch 2.001 1.061 0.725 0.551 - - - -
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50 % 1.000 0.549 0.381 0.290 - - - -
75 % 0.550 0.325 0.232 0.176 - - - -
90 % 0.324 0.215 0.159 - - - - -
None D4 Pond 0.241 0.175 - - - - - -
50 % 0.142 - - - - - - -
75 % - - - - - - - -
90 % - - - - - - - -
None D4 stream 2.343 1.243 0.850 0.646 - - - -
50% 1.174 0.638 0.440 0.335 - - - -
75% 0.623 0.349 0.243 0.186 - - - -
90% 0.309 0.191 0.186 - - - - -
None D5 pond 0.246 0.179 - - - - - -
50% 0.147 § § § - - - -
75% - - - - - - - -
90% - - - - - - - -
None D5 stream 2.382 1.287 0.874 0.665 - - - -
50% 1.216 0.657 0.451 0.344 - - - -
75% 0.634 0.348 0.241 0.183 - - - -
90% 0.284 0.163 - - - - - -
None R1 pond - - - - 0.253 0.183 - -
50% 5 - - - 0.153 - - -
75% 5 - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.830 1.002 0.677 0.515
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50%

75%

90%

0.950

0.553

0.424

0.289

0.795

0.553

0.424

0.289

0.795

None

50%

75%

90%

R3 stream

2.527

1.362

0.920

0.700

1.290

0.709

0.489

0.372

0.752

0.524

0.402

0.275

0.752

0.524

0.275

None

50%

75%

90%

R4 stream

1.824

1.003

0.676

0.515

1.106

0.771

0.591

0.404

1.106

0.771

0.591

0.404

RAC (ug/L)

0.23 (mesocosm)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

8.700

4.613

3.152

2.396

4.348

2.387

1.657

1.261

2.391

1.413

1.009

0.765

1.409

0.935

0.691

None

50%

75%

90%

D4 Pond

1.048

0.761

0.617

None

50%

75%

D4 stream

10.187

5.404

3.696

2.809

5.104

2.774

1.913

1.457

2.709

L5117

1.057

0.809
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90% 1.343 0.830 0.809 - - - g g
None D5 pond 1.070 0.778 - - - - - -
50% 0.639 - - - - - - -
75% 5 - - - - - g g
90% 5 - - - - - g g
None D5 stream 10.357 5.596 3.800 2.809 - - - -
50% 5.287 2.857 1.961 1.456 - - - -
75% 2.757 1.513 1.048 0.809 - - - -
90% 1.235 0.709 - - - - - -
None R1 pond - - - - 1.100 0.796 - -
50% - - - - 0.665 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - - - 7.957 4.357 2.943 2.24
50% - - - - 4.130 2.404 1.843 1.26
75% - - - - 3.457 2.404 1.843 1.26
90% - - - - 3.457 - - -
None R3 stream - - - - 10.987 5.922 4.000 3.04
50% - - - - 5.609 3.083 2.126 1.62
75% - - - - 3.270 2.278 1.748 1.20
90% 5 - - - 3.270 2.278 - 1.20
None R4 stream 5 - - - 7.930 4.361 2.939 2.24
50% - - - - 4.809 3.352 2.570 1.76
75% - - - - 4.809 3.352 2.570 1.76
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-40:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in sunflower (1 x 1183 g/ha)

Intended use Sunflower
Active substance pendimethalin
Application rate (g/ha) 1 x1183
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray " 20
buffer (m)
75% R1 stream - 0.484
90% 0.484 0.484
75% R3 stream - 0.217
90% 0.228 -
75% R4 stream - 0.160
90% 0.200 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 2.10
90% 2.10 2.10
75% R3 stream - 0.94
90% 0.99 -
75% R4 stream - 0.70
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90% 0.87 >
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in sunflower (1 x 1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% noz-
zle reduction

For scenario R1 stream the PEC/RAC ratios are > 1 even with risk mitigation measures and then a restriction have to be considered (do not apply on silty soils
with a slope greater than 3%)

Table 9.5-418: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in soybean (1 x 1183 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykiss P. promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
. NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECe PEC grmax
Scenario | /k
(ng/L) (ng/kg)
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed
Step 3
D3 ditch 6.118 3.12 9.71 1.91 4.16 4.22 6.58 0.75 5.10 3.544 0.00016
D4 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 1.214 0.00005
D4 stream 4.902 2.50 7.78 1.53 3.33 3.38 5.27 0.60 4.09 0.177 0.00001
R1 pond 0.255 0.13 0.40 0.08 0.17 0.18 0.27 0.03 0.21 1.872 0.00008
R1 stream 4.235 2.16 6.72 1.32 2.88 2.92 4.55 0.52 3.53 3.507 0.00015
R3 stream 5.991 3.06 9.51 1.87 4.08 4.13 6.44 0.73 4.99 2.563 0.00011
R4 stream 4.212 2.15 6.69 1.32 2.87 2.90 4.53 0.51 3.51 9.538 0.00042

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses soybeans, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FO-
CUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bod-
ies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).
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Nene 225 120 082 - - -
073
099
R
Table 9.5-42: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
soybean
Intended use Soybean
Active substance Pendimethalin

Application rate (g/ha) |1x 1183
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_— ,l;ll?f_fseprr?r%) 5 10 15 20 5 10 15 20
reduc- | vegetated 15 20
tion filter strip | None None None None 5 10

(m)
None D3 ditch 2.004 1.062 0.726 0.560 - - - -
50% 1.001 0.553 0.389 0.296 - - - -
75% 0.554 0.336 0.242 0.184 - - - -
90% 0.338 0.225 0.167 - - - - -
None D4 pond 0.254 0.185 - - - - - -
50% 0.152 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.097 1.120 0.767 0.591 - - - -
50% 1.065 0.573 0.399 0.303 - - - -
75% 0.549 0.304 0.209 0.205 - - - -
90% 0.244 0.205 - - - - - -
None R1 pond - - - - 0.255 0.185 - -
50% - - § § 0.154 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.830 0.986 0.678 0.523
50% - - 5 5 0.954 0.527 0.376 0.281
75% - - - - 0.697 0.490 0.376 0.256
90% - - - - 0.697 0.490 0.376 0.256
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None R3 stream i i B B 2.531 1.344 0.919 0.709
50% - - - - 1.282 0.701 0.492 0.375
75% - - - - 0.720 0.507 0.389 0.265
90% - - 5 5 0.720 0.507 0.389 0.265
None R4 stream i i B B 1.825 0.985 0.676 0.522
50% - - - - 1.247 0.869 0.676 0.462
75% - - - - 1.247 0.869 0.676 0.462
90% - - - - 1.247 0.869 - -
RAC (ng/L) PEC/RAC ratio

0.93 (mesocosm)

None D3 ditch 2.15 1.14 0.78 0.60 - - - -
50% 1.08 0.59 0.42 0.32 - - - -
75% 0.60 0.36 0.26 0.20 - - - -
90% 0.36 0.24 0.18 - - - - -
None D4 pond 0.27 0.20 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.25 1.20 0.82 0.64 - - - -
50% 1.15 0.62 0.43 0.33 - - - -
75% 0.59 0.33 0.22 0.22 - - - -
90% 0.26 0.22 - - - - - -
None R1 pond - - - - 0.27 0.20 - -
50% - - - - 0.17 - - -




SHA 2600 E / PENSHUI Page 260 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% - - 5 5 - - - -

90% - - - - - - - -

None R1 stream - - - - 1.97 1.06 0.73 0.56

50% - - 5 5 1.03 0.57 0.40 0.30

75% - - 5 5 0.75 0.53 0.40 0.28

90% - - - - 0.75 0.53 0.40 0.28

None R3 stream - - - - 2.72 1.45 0.99 0.76

50% - - - - 1.38 0.75 0.53 0.40

75% - - - - 0.77 0.55 0.42 0.28

90% - - 5 5 0.77 0.55 0.42 0.28

None R4 stream - - 5 5 1.96 1.06 0.73 0.56

50% - - - - 1.34 0.93 0.73 0.50

75% - - - - 1.34 0.93 0.73 0.50

90% - - 5 5 1.34 0.93 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in soybeans are <1 when risk mitigation options are considered:

D3 ditch and D4 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

R1 stream and R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-43: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
soybean

Intended use Soybean

Active substance Pendimethalin

Application rate (g/ha) |1x 1183

_— ,t;ll?f_fseprr?r)rl]) 5 10 15 20 5 10 15 20

reduc- | vegetated 15 20

tion filter strip | None None None None 5 10

(m)

None D3 ditch 2.004 1.062 0.726 0.560 - - - -

50% 1.001 0.553 0.389 0.296 - - - -

75% 0.554 0.336 0.242 0.184 - - - -

90% 0.338 0.225 0.167 - - - - -

None D4 pond 0.254 0.185 - - - - - -

50% 0.152 - - - - - - -

75% - - 5 5 - - - -

90% - - - - - - - -

None D4 stream 2.097 1.120 0.767 0.591 - - - -

50% 1.065 0.573 0.399 0.303 - - - -

75% 0.549 0.304 0.209 0.205 - - - -

90% 0.244 0.205 - - - - - -

None R1 pond - - - - 0.255 0.185 - -

50% - - - - 0.154 - - -

5% - - 5 5 - - - -
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90% - - 5 5 - - - -
None R1 stream - - - - 1.830 0.986 0.678 0.523
50% - - - - 0.954 0.527 0.376 0.281
75% - - 5 5 0.697 0.490 0.376 0.256
90% - - 5 5 0.697 0.490 0.376 0.256
None R3 stream - - - - 2.531 1.344 0.919 0.709
50% - - 5 5 1.282 0.701 0.492 0.375
75% - - - - 0.720 0.507 0.389 0.265
90% - - - - 0.720 0.507 0.389 0.265
None R4 stream - - - - 1.825 0.985 0.676 0.522
50% - - - - 1.247 0.869 0.676 0.462
75% - - - - 1.247 0.869 0.676 0.462
90% - - 5 5 1.247 0.869 - -
RAC (ng/L) PEC/RAC ratio

0.23 (mesocosm)

None D3 ditch 8.713 4.617 3.157 2.435 - - - -
50% 4.352 2.404 1.691 1.287 - - - -
75% 2.409 1.461 1.052 0.800 - - - -
90% 1.470 0.978 0.726 - - - - -
None D4 pond 1.104 0.804 - - - - - -
50% 0.661 - - - - - - -
75% - - 5 5 - - - -
90% - - - - - - - -
None D4 stream 9.117 4.870 3.335 2.570 - - - -
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50% 4.630 2491 1.735 1.317 - - - -
75% 2.387 1.322 0.909 0.891 - - - -
90% 1.061 0.891 - - - - - -
None R1 pond - - - - 1.109 0.804 - -
50% - - 5 5 0.670 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - 5 5 7.957 4.287 2.948 2.274
50% - - - - 4.148 2.291 1.635 1.222
75% - - - - 3.030 2.130 1.635 1.113
90% - - - - 3.030 2.130 1.635 1.113
None R3 stream - - 5 5 11.004 5.843 3.996 3.083
50% - - - - 5.574 3.048 2.139 1.630
75% - - - - 3.130 2.204 1.691 1.152
90% - - - - 3.130 2.204 1.691 1.152
None R4 stream - - = = 7.935 4.283 2.939 2.270
50% - - - - 5.422 3.778 2.939 2.009
75% - - - - 5.422 3.778 2.939 2.009
90% - - - - 5.422 3.778 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-44:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in soybean (1 x 1183 g/ha)

Intended use

Active substance

Soybean
pendimethalin
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in soybean (1 x 1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 150m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

Application rate (g/ha) 1 x1183
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream = 0.161
90% 0.162 -
75% R3 stream - 0.215
90% 0.230 -
75% R4 stream - 0.157
90% 0.200 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.7
90% 0.70 -
75% R3 stream - 0.93
90% 1.00 -
75% R4 stream - 0.68
90% 0.87 -

R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +

90% nozzle reduction
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Table 9.5-4510: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in bulb vegetables in pre emergence (1 x 1590 g/ha)
. . . Sed. dwell-
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher i
Group Fish acute longed longed acute prolonged Algae prolonged plant (Iaorn%:e?j
. . C. riparius
Test spe- . . . | Daphnia Daphnia . N Lemna
cies O. mykiss P.promelas |Danio rerio magna magna P. subcapitata C. riparius gibba
) NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ug/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECe PEC gimax
Scenario | Ik
Step 3
D3 ditch 9.944 5.07 15.78 3.11 6.76 6.86 10.69 1.21 8.29 5.753 0.00025
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.679 0.00007
D4 stream 7.595 3.88 12.06 2.37 5.17 5.24 8.17 0.93 6.33 0.274 0.00001
D6 1%t ditch | 9.800 5.00 15.56 3.06 6.67 6.76 10.54 1.20 8.17 2.349 0.00010
D6 2" ditch | 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 9.701 0.00043
R1 pond 0.355 0.18 0.56 0.11 0.24 0.24 0.38 0.04 0.30 2.694 0.00012
R1 stream 6.557 3.35 10.41 2.05 4.46 452 7.05 0.80 5.46 8.792 0.00039
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R2 stream 8.602 4.39 13.65 2.69 5.85 5.93 9.25 1.05 7.17 26.90 0.00118
R3 stream 9.280 473 14.73 2.90 6.31 6.40 9.98 1.13 7.73 2.964 0.00013
R4 stream 6.583 3.36 10.45 2.06 4.48 4.54 7.08 0.80 5.49 14.35 0.00063

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses bulb vegetables (pre-emergence, 1 x 1590 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group
of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering re-
duced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).
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+5%

90%

DB6-1*diteh

D627 diteh
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+5%

90%

D61 diteh

D&-2% ditch

URIECIE]C LR |B

UL (R|R B R (RE|R(E|R|E|8|5|E

U IRIE] | R|E | R R |R|E




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 269 /956

Template for chemical PPP
Version June 2020

None

50%

Table 9.5-46:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

bulb vegetables in pre emergence

Intended use

Active substance

Bulb vegetables in pre emergence

Pendimethalin

Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 10 15 20
Nozzle re- - -
duction zle?etated filter strip | \jone None None None 10 15 20
m
None D3 ditch 2.694 1.428 0.975 0.742 - - -
50% 1.346 0.743 0.516 0.399 - - -
75% 0.745 0.453 0.324 0.245 - - -
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90% 0.453 0.304 0.223 0.170 - - - -
None D4 pond 0.342 0.248 0.196 - - - - -
50% 0.203 0.149 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.819 1.505 1.030 0.784 - - - -
50% 1.432 0.770 0.528 0.408 - - - -
75% 0.739 0.408 0.308 0.308 - - - -
90% 0.328 0.308 0.308 0.308 - - - -
None D6 ditch 1° 2.655 1.407 0.961 0.731 - - - -
50% 1.327 0.704 0.540 0.540 - - - -
75% 0.663 0.540 0.540 0.540 - - - -
90% 0.540 0.540 - - - - - -
None D6 ditch 2™ 2.720 1.442 1.060 1.060 - - - -
50% 1.359 1.060 1.060 1.060 - - - -
75% 1.060 1.060 - - - - - -
90% 1.060 - - - - - - -
None R1 pond - - - - 0.344 0.250 0.197 -
50% - - - - 0.208 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.460 1.325 0.910 0.702
50% - - - - 1.280 0.713 0.554 0.378
75% - - - - 1.024 0.713 0.554 0.378
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90% 5 - 5 1.024 0.713 - -
None R2 stream 5 - 5 3.222 1.727 1.184 0.901
50% - - - 1.651 0.894 0.615 0.475
75% 5 - 5 0.866 0.485 0.336 0.256
90% 5 - 5 0.400 0.232 0.163 0.124
None R3 stream - - - 3.402 1.824 1.253 0.953
50% - - - 1.754 0.964 0.668 0.509
75% - - - 0.957 0.643 0.449 0.339
90% - - - 0.929 0.643 0.449 0.339
None R4 stream - - - 2.459 1.331 0.915 0.707
50% - - - 1.625 1.132 0.915 0.601
75% - - - 1.625 1.132 0.915 0.601
90% - - - 1.625 - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.55 0.43 - - - -
75% 0.80 0.49 0.35 0.26 - - - -
90% 0.49 0.33 0.24 0.18 - - - -
None D4 pond 0.37 0.27 0.21 - - - - -
50% 0.22 0.16 - - - - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None D4 stream 3.03 1.62 1.11 0.84 - - - -
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50% 1.54 0.83 0.57 0.44 - - - -
75% 0.79 0.44 0.33 0.33 - - - -
90% 0.35 0.33 0.33 0.33 - - - -
None D6 ditch 1° 2.85 1.51 1.03 0.79 - - - -
50% 1.43 0.76 0.58 0.58 - - - -
75% 0.71 0.58 0.58 0.58 - - - -
90% 0.58 0.58 - - - - - -
None D6 ditch 2™ 2.92 1.55 1.14 1.14 - - - -
50% 1.46 1.14 1.14 1.14 - - - -
75% 1.14 1.14 - - - - - -
90% 1.14 - - - - - - -
None R1 pond - - - - 0.37 0.27 0.21 -
50% 5 - 5 - 0.22 0.16 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 2.65 1.42 0.98 0.75
50% - - - - 1.38 0.77 0.60 0.41
75% - - - - 1.10 0.77 0.60 0.41
90% - - - - 1.10 0.77 - -
None R2 stream = - = = 3.46 1.86 1.27 0.97
50% - - - - 1.78 0.96 0.66 0.51
75% - - - - 0.93 0.52 0.36 0.28
90% - - - - 0.43 0.25 0.18 0.13
None R3 stream - - - - 3.66 1.96 1.35 1.02
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50% - - - - 1.89 1.04 0.72 0.55

75% - - - - 1.03 0.69 0.48 0.36

90% - - - - 1.00 0.69 0.48 0.36

None R4 stream 5 - 5 5 2.64 1.43 0.98 0.76

50% - - - - 1.75 1.22 0.98 0.65

75% - - - - 1.75 1.22 0.98 0.65

90% - - - - 1.75 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D6 1% ditch : 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

For scenario D6 2" ditch the PEC is above RAC even with risk mitigation measures. However, scenario D6 is not relevant in CEU countries.

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction er-5m-no-spray-buffer

R4 stream: 15m no spray buffer zone + 15 vegetative strip
R2 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strlp + 75% nozzle reductlon

R3 stream: ati :
10m no spray buffer zone + 10m vegetatlve strlp + 75% nozzle reduction

ter 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-47: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in pre emergence

Intended use Bulb vegetables in pre emergence

Active substance Pendimethalin

Application rate (g/ha) 1 x 1590

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etatecj filter strip |\ one None None None 5 10 15 20
None D3 ditch 2.694 1.428 0.975 0.742 - - - -
50% 1.346 0.743 0.516 0.399 - - - -
75% 0.745 0.453 0.324 0.245 - - - -
90% 0.453 0.304 0.223 0.170 - - - -
None D4 pond 0.342 0.248 0.196 - - - - -
50% 0.203 0.149 H H - - - -
75% H - H H - - - -
90% - - - - - - - -
None D4 stream 2.819 1.505 1.030 0.784 - - - -
50% 1.432 0.770 0.528 0.408 - - - -
75% 0.739 0.408 0.308 0.308 - - - -
90% 0.328 0.308 0.308 0.308 - - - -
None D6 ditch 1° 2.655 1.407 0.961 0.731 - - - -
50% 1.327 0.704 0.540 0.540 - - - -
75% 0.663 0.540 0.540 0.540 - - - -
90% 0.540 0.540 - - - - - -
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None D6 ditch 2™ 2.720 1.442 1.060 1.060 - - - -
50% 1.359 1.060 1.060 1.060 - - - -
75% 1.060 1.060 - - - - - -
90% 1.060 - 5 5 - - - -
None R1 pond - - - - 0.344 0.250 0.197 -
50% - - - - 0.208 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.460 1.325 0.910 0.702
50% - - - - 1.280 0.713 0.554 0.378
75% - - - - 1.024 0.713 0.554 0.378
90% - - - 1.024 0.713 - -
None R2 stream 5 - 5 3.222 1.727 1.184 0.901
50% 5 - 5 1.651 0.894 0.615 0.475
75% - - - 0.866 0.485 0.336 0.256
90% - - - 0.400 0.232 0.163 0.124
None R3 stream - - - 3.402 1.824 1.253 0.953
50% - - - 1.754 0.964 0.668 0.509
75% - - - 0.957 0.643 0.449 0.339
90% - - - 0.929 0.643 0.449 0.339
None R4 stream - - - 2.459 1.331 0.915 0.707
50% 5 - 5 1.625 1.132 0.915 0.601
75% - - - 1.625 1.132 0.915 0.601
90% - - - 1.625 - - -




SHA 2600 E / PENSHUI

Part B — Section 9 - Core Assessment

Sharda Cropchem Espaa S.L./ CEU version

Page 276 /956

Template for chemical PPP
Version June 2020

RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.713 6.209 4.239 3.226 - - -
50% 5.852 3.230 2.243 1.735 - - -
75% 3.239 1.970 1.409 1.065 - - -
90% 1.970 1.322 0.970 0.739 - - -
None D4 pond 1.487 1.078 0.852 - - - -
50% 0.883 0.648 - - - - -
75% - - - - - - -
90% - - - - - - -
None D4 stream 12.257 6.543 4.478 3.409 - - -
50% 6.226 3.348 2.296 1.774 - - -
75% 3.213 1.774 1.339 1.339 - - -
90% 1.426 1.339 1.339 1.339 - - -
None D6 ditch 1% 11.543 6.117 4.178 3.178 - - -
50% 5.770 3.061 2.348 2.348 - - -
75% 2.883 2.348 2.348 2.348 - - -
90% 2.348 2.348 - - - - -
None D6 ditch 2™ 11.826 6.270 4.609 4.609 - - -
50% 5.909 4.609 4.609 4.609 - - -
75% 4.609 4.609 - - - - -
90% 4.609 - - - - - -
None R1 pond - - - - 1.496 1.087 0.857
50% - - - - 0.904 0.661 -
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75% 5 - 5 5 - - - -

90% - - - - - - - -

None R1 stream - - - - 10.696 5.761 3.957 3.052

50% 5 - 5 5 5.565 3.100 2.409 1.643

75% 5 - 5 5 4.452 3.100 2.409 1.643

90% - - - - 4.452 3.100 - -

None R2 stream - - - - 14.009 7.509 5.148 3.917

50% - - - - 7.178 3.887 2.674 2.065

75% 5 - - - 3.765 2.109 1.461 1.113

90% - - - - 1.739 1.009 0.709 0.539

None R3 stream 5 - 5 5 14.791 7.930 5.448 4.143

50% - - - - 7.626 4.191 2.904 2.213

75% § § § § 4.161 2.796 1.952 1.474

90% § § § § 4.039 2.796 1.952 1.474

None R4 stream = - = = 10.691 5.787 3.978 3.074

50% - - - - 7.065 4.922 3.978 2.613

75% - - - - 7.065 4.922 3.978 2.613

90% - - - - 7.065 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-48: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in bulb vegetables (pre-emergence, 1 x 1590 g/ha)

Intended use Bulb vegetables (pre-emergence)

Active substance pendimethalin

Application rate (g/ha) 1 x 1590
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Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray 1@ 20
buffer (m)
75% R1 stream = 0.591
90% 0.591 -
75% R2 stream - 0.241
90% 0.228 -
75% R3 stream - 0.270
90% 0.314 -
75% R4 stream - 0.197
90% 0.218 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 2.57
90% 2.57 -
75% R2 stream - 1.05
90% 0.99 -
75% R3 stream - 1.17
90% 1.37 -
75% R4 stream - 0.86
90% 0.95 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (pre-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:
D3 ditch: 15m no spray buffer zone + 90% nozzle reduction
D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction
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R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R2 stream: 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction
R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch 1% and 2" the PEC/RAC ratios are below the trigger with mitigation measures. Scenario D6 is not relevant for CEU coun-

tries.

For scenario R1 stream and R3 stream the PEC/RAC ratios are below the trigger with mitigation measures and restriction sentences have to be consider (do not
apply on silty soils with a slope greater than 3% and do not apply on terraced clay soils with a slope greater than 10% respectively).

Table 9.5-49: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in bulb vegetables in post emergence (1 x 1590 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Readaclls
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
- . C. riparius
T.ESt Spe- O. mykiss P.promelas |Danio rerio il g P. subcapitata C. riparius L_emna
cies magna magna gibba
_ NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
NG 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |TECe PEC grmax
Scenario | /k
(ng/L) (ng/kg)
Step 3
D3 ditch 9.959 5.08 15.81 3.11 6.77 6.87 10.71 121 8.30 0.449 0.00002
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 0.174 0.00001
D4 stream 7.641 3.90 12.13 2.39 5.20 5.27 8.22 0.93 6.37 0.018 0.00000
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, ARl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
D6 1%tditch | 9.958 5.08 15.81 3.11 6.77 6.87 10.71 1.21 8.30 0.473 0.00002
D6 2" ditch | 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 1.161 0.00005
R1 pond 0.365 0.19 0.58 0.11 0.25 0.25 0.39 0.04 0.30 0.192 0.00001
R1 stream 6.557 3.35 10.41 2.05 4.46 4.52 7.05 0.80 5.46 0.122 0.00001
R2 stream 8.670 4.42 13.76 271 5.90 5.98 9.32 1.06 7.23 0.070 0.00000
R3 stream 9.212 4.70 14.62 2.88 6.27 6.35 9.91 1.12 7.68 0.205 0.00001
R4 stream 6.466 3.30 10.26 2.02 4.40 4.46 6.95 0.79 5.39 0.349 0.00002

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses bulb vegetables (post-emergence, 1 x 1590 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive
group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering
reduced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-50: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in post emergence

Intended use Bulb vegetables in post emergence

Active substance Pendimethalin

Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction zlnﬁ?etated filter strip | \one None None None 5 10 15 20
None D3 ditch 2.698 1.430 0.977 0.743 - - - -
50% 1.349 0.752 0.522 0.398 - - - -
75% 0.756 0.462 0.330 0.251 - - - -
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90% 0.462 0.309 0.226 0.172 - - - -
None D4 pond 0.338 0.245 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% 5 - 5 5 - - - -
90% 5 - 5 5 - - - -
None D4 stream 2.838 1.516 1.038 0.790 - - - -
50% 1.443 0.776 0.533 0.405 - - - -
75% 0.745 0.406 0.315 0.315 - - - -
90% 0.327 0.315 0.315 - - - - -
None D6 ditch 1° 2.698 1.430 0.977 0.743 - - - -
50% 1.348 0.748 0.520 0.487 - - - -
75% 0.750 0.487 0.487 0.487 - - - -
90% 0.487 0.487 0.487 - - - - -
None D6 ditch 2™ 2.720 1.456 1.051 1.051 - - - -
50% 1.418 1.051 1.051 - - - - -
75% 1.051 1.051 - - - - - -
90% 1.051 - - - - - - -
None R1 pond - - - - 0.354 0.257 0.202 -
50% - - - - 0.216 0.157 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.468 1.331 0.916 0.697
50% - - - - 1.289 0.713 0.547 0.375
75% - - - - 1.025 0.713 0.547 0.373
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90% 5 - 5 5 1.025 - - -
None R2 stream 5 - 5 5 3.254 1.746 1.197 0.911
50% - - - - 1.671 0.906 0.624 0.475
75% 5 - 5 5 0.879 0.487 0.337 0.257
90% 5 - 5 5 0.405 0.235 0.169 0.126
None R3 stream 5 - 5 5 3.418 1.841 1.264 0.962
50% - - - - 1.770 0.976 0.676 0.515
75% - - - - 1.001 0.696 0.534 0.364
90% - - - - 1.001 0.696 0.534 0.364
None R4 stream - - - - 2.440 1.317 0.904 0.688
50% - - - - 1.642 1.144 0.877 0.598
75% - - - - 1.642 1.144 0.877 0.598
90% - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.81 0.56 0.43 - - - -
75% 0.81 0.50 0.35 0.27 - - - -
90% 0.50 0.33 0.24 0.18 - - - -
None D4 pond 0.36 0.26 0.21 - - - - -
50% 0.22 0.16 - - - - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None D4 stream 3.05 1.63 1.12 0.85 - - - -
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50% 1.55 0.83 0.57 0.44 - - - -
75% 0.80 0.44 0.34 0.34 - - - -
90% 0.35 0.34 0.34 - - - - -
None D6 ditch 1° 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.56 0.52 - - - -
75% 0.81 0.52 0.52 0.52 - - - -
90% 0.52 0.52 0.52 - - - - -
None D6 ditch 2™ 2.92 1.57 1.13 1.13 - - - -
50% 1.52 1.13 1.13 § - - - -
75% 1.13 1.13 - - - - - -
90% 1.13 - - - - - - -
None R1 pond - - - - 0.38 0.28 0.22 -
50% 5 - 5 - 0.23 0.17 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 2.65 1.43 0.98 0.75
50% - - - - 1.39 0.77 0.59 0.40
75% - - - - 1.10 0.77 0.59 0.40
90% - - - - 1.10 - - -
None R2 stream = - = = 3.50 1.88 1.29 0.98
50% - - - - 1.80 0.97 0.67 0.51
75% - - - - 0.95 0.52 0.36 0.28
90% - - - - 0.44 0.25 0.18 0.14
None R3 stream - - - - 3.68 1.98 1.36 1.03
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50% - - - - 1.90 1.05 0.73 0.55

75% - - - - 1.08 0.75 0.57 0.39

90% - - - - 1.08 0.75 0.57 0.39

None R4 stream 5 - 5 5 2.62 1.42 0.97 0.74

50% - - - - 1.77 1.23 0.94 0.64

75% - - - - 1.77 1.23 0.94 0.64

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D6 1% ditch : 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

For scenario D6 2" ditch the PEC is above RAC even with risk mitigation measures. However, scenario D6 is not relevant in CEU countries.

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R4 stream: 15m no spray buffer zone + 15 vegetative strip

R2 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-51: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in post emergence

Intended use Bulb vegetables in post emergence
Active substance Pendimethalin
Application rate (g/ha) 1 x 1590
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AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction z’ne]?“ated filter strip | \jone None None None 5 10 15 20
None D3 ditch 2.698 1.430 0.977 0.743 - - - -
50% 1.349 0.752 0.522 0.398 - - - -
75% 0.756 0.462 0.330 0.251 - - - -
90% 0.462 0.309 0.226 0.172 - - - -
None D4 pond 0.338 0.245 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.838 1.516 1.038 0.790 - - - -
50% 1.443 0.776 0.533 0.405 - - - -
75% 0.745 0.406 0.315 0.315 - - - -
90% 0.327 0.315 0.315 - - - - -
None D6 ditch 1% 2.698 1.430 0.977 0.743 - - - -
50% 1.348 0.748 0.520 0.487 - - - -
75% 0.750 0.487 0.487 0.487 - - - -
90% 0.487 0.487 0.487 - - - - -
None D6 ditch 2™ 2.720 1.456 1.051 1.051 - - - -
50% 1.418 1.051 1.051 - - - - -
5% 1.051 1.051 § § - - - -
90% 1.051 § § § - - - -
None R1 pond - - - - 0.354 0.257 0.202 -
50% - - - - 0.216 0.157 - -
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75% 5 - 5 5 - - - -
90% - - - - - - - -
None R1 stream - - - - 2.468 1.331 0.916 0.697
50% 5 - 5 5 1.289 0.713 0.547 0.375
75% 5 - 5 5 1.025 0.713 0.547 0.373
90% - - - - 1.025 - - -
None R2 stream 5 - 5 5 3.254 1.746 1.197 0.911
50% - - - - 1.671 0.906 0.624 0.475
75% - - - - 0.879 0.487 0.337 0.257
90% - - - - 0.405 0.235 0.169 0.126
None R3 stream 5 - 5 5 3.418 1.841 1.264 0.962
50% - - - - 1.770 0.976 0.676 0.515
75% - - - - 1.001 0.696 0.534 0.364
90% - - - - 1.001 0.696 0.534 0.364
None R4 stream = - = = 2.440 1.317 0.904 0.688
50% - - - - 1.642 1.144 0.877 0.598
75% § § § § 1.642 1.144 0.877 0.598
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.730 6.217 4.248 3.230 - - - -
50% 5.865 3.270 2.270 1.730 - - - -
75% 3.287 2.009 1.435 1.091 - - - -
90% 2.009 1.343 0.983 0.748 - - - -
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None D4 pond 1.470 1.065 0.843 - - - - -
50% 0.874 0.639 - - - - - -
75% - - - - - - - -
90% 5 - 5 5 - - - -
None D4 stream 12.339 6.591 4.513 3.435 = > = =
50% 6.274 3.374 2.317 1.761 - - - -
75% 3.239 1.765 1.370 1.370 - - - -
90% 1.422 1.370 1.370 - - - - -
None D6 ditch 1° 11.730 6.217 4.248 3.230 - - - -
50% 5.861 3.252 2.261 2.117 - - - -
75% 3.261 2117 2117 2117 - - - -
90% 2117 2117 2117 - - - - -
None D6 ditch 2™ 11.826 6.330 4,570 4,570 - - - -
50% 6.165 4,570 4,570 § - - - -
75% 4.570 4.570 - - - - - -
90% 4.570 - - - - - - -
None R1 pond - - - - 1.539 1.117 0.878 -
50% - - - - 0.939 0.683 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 10.730 5.787 3.983 3.030
50% - - - - 5.604 3.100 2.378 1.630
75% - - - - 4.457 3.100 2.378 1.622
90% - - - - 4.457 - - -
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None R2 stream B i B B 14.148 7.591 5.204 3.961

50% - - - - 7.265 3.939 2.713 2.065

75% - - - - 3.822 2.117 1.465 1.117

90% 5 - 5 5 1.761 1.022 0.735 0.548

None R3 stream B i B B 14.861 8.004 5.496 4.183

50% - - - - 7.696 4.243 2.939 2.239

75% - - - - 4.352 3.026 2.322 1.583

90% - - - - 4.352 3.026 2.322 1.583

None R4 stream - - - - 10.609 5.726 3.930 2.991

50% - - - - 7.139 4.974 3.813 2.600

75% - - - - 7.139 4.974 3.813 2.600

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-52: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in bulb vegetables (post-emergence, 1 x 1590 g/ha)

Intended use Bulb vegetables (post-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream - 0.593
90% 0.593 -
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75% R2 stream = 0.257
90% 0.235 0.126
75% R3 stream - 0.296
90% 0.309 0.170
75% R4 stream = 0.204
90% 0.243 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 2.58
90% 2.58 -
75% R2 stream - 1.12
90% 1.02 0.55
75% R3 stream - 1.29
90% 1.34 0.74
75% R4 stream - 0.89
90% 1.06 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R2 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch 1% and 2™ the PEC/RAC ratios are below the trigger with mitigation measures. Scenario D6 is not relevant in CEU coun-

tries.

For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and restriction sentences will have to be considered (do not apply on
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silty soils with a slope greater than 3%).

Table 9.5-53: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in bulb vegetables in pre emergence (1 x 1137 g/ha)
: Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher S Gl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
Test Spe- O. mykiss P.promelas | Danio rerio il g P. subcapitata C. riparius L_emna
cies magna magna gibba
) NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
ALY 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECw PEC grmax
Scenario | /k
(ng/L) (ng/kg)
Step 3
D3 ditch 7.109 3.63 11.28 2.22 4.84 4.90 7.64 0.87 5.92 4.379 0.00019
D4 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.462 0.00006
D4 stream 5.430 2.77 8.62 1.70 3.69 3.74 5.84 0.66 4.53 0.197 0.00001
D6 1tditch | 7.007 3.58 11.12 2.19 477 4.83 7.53 0.85 5.84 1.775 0.00008
D6 2" ditch | 7.179 3.66 11.40 2.24 4.88 4.95 7.72 0.88 5.98 10.18 0.00045
R1 pond 0.261 0.13 0.41 0.08 0.18 0.18 0.28 0.03 0.22 2.737 0.00012
R1 stream 4.688 2.39 7.44 1.47 3.19 3.23 5.04 0.57 3.91 6.521 0.00029
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, ARl

Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

R2 stream 6.150 3.14 9.76 1.92 4.18 4.24 6.61 0.75 5.13 19.99 0.00088

R3 stream 6.635 3.39 10.53 2.07 451 4.58 7.13 0.81 5.53 2.157 0.00009

R4 stream 4.706 2.40 7.47 1.47 3.20 3.25 5.06 0.57 3.92 10.41 0.00046

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses bulb vegetables (pre-emergence, 1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group
of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering re-
duced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).

Table 9.5-54: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in pre emergence

Intended use Bulb vegetables in pre emergence
Active substance Pendimethalin
Application rate (g/ha) 1 x 1137

No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re-
duction Xﬁ?etated filter strip | \ e None None None 5 10 15 20
None D3 ditch 1.926 1.021 0.697 0.530 - - - -
50% 0.972 0.542 0.337 0.286 - - - -
75% 0.549 0.333 0.240 0.181 - - - -
90% 0.334 0.223 0.164 - - - - -
None D4 pond 0.246 0.179 - - - - - -
50% 0.147 ! ! ! - - - -
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75% 5 - 5 5 - - - -
90% - - - - - - - -
None D4 stream 2.016 1.076 0.737 0.560 - - - -
50% 1.024 0.550 0.378 0.287 - - - -
75% 0.528 0.288 0.211 0.211 - - - -
90% 0.231 0.211 - - - - - -
None D6 ditch 1° 1.898 1.006 0.687 0.523 - - - -
50% 0.949 0.503 0.367 0.367 - - - -
75% 0.474 0.367 0.367 - - - - -
90% 0.367 0.367 - - - - - -
None D6 ditch 2™ 1.945 1.041 0.733 0.733 - - - -
50% 1.015 0.733 0.733 - - - - -
75% 0.733 0.733 - - - - - -
90% 0.733 - - - - - - -
None R1 pond - - - - 0.253 0.183 - -
50% - - - - 0.155 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 1.765 0.952 0.655 0.498
50% - - - - 0.922 0.515 0.395 0.269
75% 5 - 5 5 0.741 0.515 0.395 0.269
90% § § § § 0.741 - - -
None R2 stream - - - - 2.304 1.235 0.847 0.644
50% - - - - 1.181 0.640 0.440 0.335
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75%

90%

0.620

0.342

0.237

0.180

0.283

0.164

0.115

None

50%

75%

90%

R3 stream

2.446

1.317

0.904

0.688

1.267

0.698

0.484

0.368

0.694

0.457

0.394

0.238

0.659

0.457

0.394

0.238

None

50%

75%

90%

R4 stream

1.722

0.959

0.659

0.501

1.147

0.799

0.613

0.418

1.147

0.799

0.613

0.418

RAC (ng/L)
0.93 (algae)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

2.07

1.10

0.75

0.57

1.05

0.58

0.36

0.31

0.59

0.36

0.26

0.19

0.36

0.24

0.18

None

50%

75%

90%

D4 pond

0.26

0.19

0.16

None

50%

75%

90%

D4 stream

217

1.16

0.79

0.60

1.10

0.59

0.41

0.31

0.57

0.31

0.23

0.23

0.25

0.23
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None D6 ditch 1° 2.04 1.08 0.74 0.56 - - - -
50% 1.02 0.54 0.39 0.39 - - - -
75% 0.51 0.39 0.39 - - - - -
90% 0.39 0.39 - - - - - -
None D6 ditch 2M 2.09 1.12 0.79 0.79 - - - -
50% 1.09 0.79 0.79 - - - - -
75% 0.79 0.79 - - - - - -
90% 0.79 - - - - - - -
None R1 pond - - - - 0.27 0.20 - -
50% - - - - 0.17 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.90 1.02 0.70 0.54
50% - - - - 0.99 0.55 0.42 0.29
75% - - - - 0.80 0.55 0.42 0.29
90% - - - - 0.80 - - -
None R2 stream - - - - 2.48 1.33 0.91 0.69
50% - - - - 1.27 0.69 0.47 0.36
75% - - - - 0.67 0.37 0.25 0.19
90% - - - - 0.30 0.18 0.12 -
None R3 stream - - - - 2.63 1.42 0.97 0.74
50% - - - - 1.36 0.75 0.52 0.40
75% - - - - 0.75 0.49 0.42 0.26
90% - - - - 0.71 0.49 0.42 0.26
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None R4 stream 5 - 5 5 1.85 1.03 0.71 0.54

50% - - - - 1.23 0.86 0.66 0.45

75% - - - - 1.23 0.86 0.66 0.45

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (pre-emergence 1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D6 1% ditch, D6 2" ditch : 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone +
75% nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-55: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in pre emergence

Intended use Bulb vegetables in pre emergence
Active substance Pendimethalin
Application rate (g/ha) 1 x 1137
No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re- - -
duction zle?etated T T None None None None 5 10 15 20
m
None D3 ditch 1.926 1.021 0.697 0.530 - - - -
50% 0.972 0.542 0.337 0.286 - - - -
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75% 0.549 0.333 0.240 0.181 - - - -
90% 0.334 0.223 0.164 - - - - -
None D4 pond 0.246 0.179 - - - - - -
50% 0.147 - 5 5 - - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None D4 stream 2.016 1.076 0.737 0.560 - - - -
50% 1.024 0.550 0.378 0.287 - - - -
75% 0.528 0.288 0.211 0.211 - - - -
90% 0.231 0.211 - - - - - -
None D6 ditch 1° 1.898 1.006 0.687 0.523 - - - -
50% 0.949 0.503 0.367 0.367 - - - -
75% 0.474 0.367 0.367 5 - - - -
90% 0.367 0.367 - - - - - -
None D6 ditch 2™ 1.945 1.041 0.733 0.733 - - - -
50% 1.015 0.733 0.733 - - - - -
75% 0.733 0.733 - - - - - -
90% 0.733 - - - - - - -
None R1 pond - - - - 0.253 0.183 - -
50% - - - - 0.155 - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.952 0.655 0.498
50% - - - - 0.922 0.515 0.395 0.269
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75% 5 - 5 5 0.741 0.515 0.395 0.269
90% - - - - 0.741 - - -
None R2 stream 5 - 5 5 2.304 1.235 0.847 0.644
50% 5 - 5 5 1.181 0.640 0.440 0.335
75% 5 - 5 5 0.620 0.342 0.237 0.180
90% - - - - 0.283 0.164 0.115 -
None R3 stream - - - - 2.446 1.317 0.904 0.688
50% - - - - 1.267 0.698 0.484 0.368
75% - - - - 0.694 0.457 0.394 0.238
90% - - - - 0.659 0.457 0.394 0.238
None R4 stream 5 - 5 5 1.722 0.959 0.659 0.501
50% - - - - 1.147 0.799 0.613 0.418
75% - - - - 1.147 0.799 0.613 0.418
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.374 4.439 3.030 2.304 - - - -
50% 4.226 2.357 1.465 1.243 - - - -
75% 2.387 1.448 1.043 0.787 - - - -
90% 1.452 0.970 0.713 - - - - -
None D4 pond 1.070 0.778 - - - - - -
50% 0.639 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D4 stream 8.765 4.678 3.204 2.435 = > = =
50% 4.452 2.391 1.643 1.248 - - - -
75% 2.296 1.252 0.917 0.917 - - - -
90% 1.004 0.917 - - - - - -
None D6 ditch 1° 8.252 4.374 2.987 2.274 - - - -
50% 4.126 2.187 1.596 1.596 - - - -
75% 2.061 1.596 1.596 - - - - -
90% 1.596 1.596 - - - - - -
None D6 ditch 2™ 8.457 4.526 3.187 3.187 - - - -
50% 4.413 3.187 3.187 - - - - -
75% 3.187 3.187 - - - - - -
90% 3.187 - - - - - - -
None R1 pond - - - - 1.100 0.796 - -
50% - - - - 0.674 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - 5 5 7.674 4.139 2.848 2.165
50% - - - - 4.009 2.239 1.717 1.170
75% - - - - 3.222 2.239 1.717 1.170
90% - - - - 3.222 - - -
None R2 stream - - - - 10.017 5.370 3.683 2.800
50% - - - - 5.135 2.783 1.913 1.457
75% - - - - 2.696 1.487 1.030 0.783
90% - - - - 1.230 0.713 0.500 -
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None R3 stream B i B B 10.635 5.726 3.930 2.991

50% - - - - 5.509 3.035 2.104 1.600

75% - - - - 3.017 1.987 1.713 1.035

90% 5 - 5 5 2.865 1.987 1.713 1.035

None R4 stream B i B B 7.487 4.170 2.865 2.178

50% - - - - 4.987 3.474 2.665 1.817

75% - - - - 4.987 3.474 2.665 1.817

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-56:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in bulb vegetables (pre-emergence, 1 x 1137 g/ha)

Intended use Bulb vegetables (pre-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 %1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray i@ 20
buffer (m)
75% R1 stream - -
90% 0.429 -
5% R2 stream - 0.180
90% 0.164 -
75% R3 stream - 0.211
90% 0.228
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75% R4 stream = 0.153
90% 0.158 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - -
90% 1.87 -
75% R2 stream - 0.78
90% 0.71 -
75% R3 stream - 0.92
90% 0.99 -
75% R4 stream - 0.53

90% 0.69 -
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (pre-emergence 1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +
90% nozzle reduction

For scenarios D6 ditch 1% and 2" the PEC/RAC ratios are below the trigger with risk mitigation measures. However, scenario D6 is not relevant for CEU coun-
tries.

For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and a restriction will be considered (do not apply on silty soils with a
slope greater than 3%).
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Table 9.5-57: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in bulb vegetables in post emergence (1 x 1137 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%rg\_’ve"'
onged longed acute prolonged prolonged plant longed

;2? Shs O. mykiss P.promelas | Danio rerio razgzgia zzzggia P. subcapitata C. riparius Iéiebrgga - fiparlus

Endpoint LCs NOEC . |EER NOEC Elca NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

(F;';ﬁ) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730

Focus |PECe PEC glmax

Scenario (ng/L) (ng/kg)

Step 3

D3 ditch 7.121 3.63 11.30 2.23 4.84 491 7.66 0.87 5.93 4.653 0.00020

D4 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.233 0.00005

D4 stream 5.463 2.79 8.67 1.71 3.72 3.77 5.87 0.67 4.55 0.206 0.00001

D6 1tditch | 7.120 3.63 11.30 2.23 4.84 491 7.66 0.87 5.93 4.776 0.00021

D6 2" ditch | 7.179 3.66 11.40 2.24 4.88 4.95 7.72 0.88 5.98 10.18 0.00045

R1 pond 0.261 0.13 0.41 0.08 0.18 0.18 0.28 0.03 0.22 2.680 0.00012

R1 stream 4.688 2.39 7.44 1.47 3.19 3.23 5.04 0.57 3.91 6.414 0.00028

R2 stream 6.199 3.16 9.84 1.94 4.22 4.28 6.67 0.76 5.17 20.18 0.00089

R3 stream 6.587 3.36 10.46 2.06 4.48 454 7.08 0.80 5.49 3.625 0.00016
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher e, ARl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R4 stream 4.623 2.36 7.34 1.44 3.14 3.19 4.97 0.56 3.85 7.289 0.00032

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses bulb vegetables (post-emergence, 1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive
group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering

reduced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-58:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in post emergence

Intended use

Active substance

Bulb vegetables in post emergence

Pendimethalin

Application rate (g/ha) 1 x 1137

=T No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etat(ad METSIIR | s None None None 5 10 15 20
None D3 ditch 1.929 1.023 0.698 0.531 - - - -
50% 0.965 0.537 0.373 0.283 - - - -
75% 0.541 0.330 0.237 0.179 - - - -
90% 0.331 0.221 0.163 - - - - -
None D4 pond 0.242 0.175 - - - - - -
50% 0.144 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.029 1.084 0.742 0.564 - - - -
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50% 1.032 0.555 0.381 0.289 - - - -
75% 0.533 0.290 0.218 0.218 - - - -
90% 0.234 0.218 - - - - - -
None D6 ditch 1° 1.929 1.022 0.698 0.531 - - - -
50% 0.964 0.534 0.372 0.335 - - - -
75% 0.537 0.335 0.335 0.335 - - - -
90% 0.335 0.335 0.335 - - - - -
None D6 ditch 2™ 1.945 1.041 0.724 0.724 - - - -
50% 1.015 0.724 0.724 0.724 - - - -
75% 0.724 0.724 - - - - - -
90% 0.724 - - - - - - -
None R1 pond - - - - 0.253 0.183 - -
50% 5 - 5 5 0.155 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 1.765 0.951 0.655 0.498
50% - - - - 0.922 0.509 0.386 0.268
75% - - - - 0.724 0.504 0.386 0.263
90% - - - - 0.724 0.504 - -
None R2 stream = - = = 2.327 1.248 0.856 0.651
50% - - - - 1.195 0.648 0.446 0.339
75% - - - - 0.629 0.348 0.241 0.183
90% - - - - 0.290 0.168 0.119 -
None R3 stream - - - - 2.444 1.316 0.904 0.687
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50% 5 - 5 5 1.266 0.697 0.483 0.367
75% - - - - 0.705 0.490 0.375 0.256
90% - - - - 0.705 0.490 0.375 0.256
None R4 stream B i B B 1.745 0.941 0.647 0.491
50% 5 - 5 5 1.157 0.806 0.618 0.421
75% - - - - 1.157 0.806 0.618 0.421
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.04 0.58 0.40 0.30 - - - -
75% 0.58 0.35 0.25 0.19 - - - -
90% 0.36 0.24 0.18 - - - - -
None D4 pond 0.26 0.19 - - - - - -
50% 0.15 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.18 1.17 0.80 0.61 - - - -
50% 111 0.60 0.41 0.31 - - - -
75% 0.57 0.31 0.23 0.23 - - - -
90% 0.25 0.23 - - - - - -
None D6 ditch 1° 2.07 1.10 0.75 0.57 - - - -
50% 1.04 0.57 0.40 0.36 - - - -
75% 0.58 0.36 0.36 0.36 - - - -
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90% 0.36 0.36 0.36 5 - - - -
None D6 ditch 2™ 2.09 1.12 0.78 0.78 - - - -
50% 1.09 0.78 0.78 0.78 - - - -
75% 0.78 0.78 5 5 - - - -
90% 0.78 - 5 5 - - - -
None R1 pond - - - - 0.27 0.20 - -
50% - - - - 0.17 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.90 1.02 0.70 0.54
50% - - - - 0.99 0.55 0.42 0.29
75% - - - - 0.78 0.54 0.42 0.28
90% - - - - 0.78 0.54 - -
None R2 stream - - - - 2.50 1.34 0.92 0.70
50% - - - - 1.28 0.70 0.48 0.36
75% - - - - 0.68 0.37 0.26 0.20
90% - - - - 0.31 0.18 0.13

None R3 stream - - - - 2.63 1.42 0.97 0.74
50% - - - - 1.36 0.75 0.52 0.39
75% - - - - 0.76 0.53 0.40 0.28
90% - - - - 0.76 0.53 0.40 0.28
None R4 stream - - - - 1.88 1.01 0.70 0.53
50% - - - - 1.24 0.87 0.66 0.45
75% - - - - 1.24 0.87 0.66 0.45
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90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1590 g/ha) are <1 when risk mitigation options are considered:
D3 ditch, D4 stream, D6 1% ditch, D6 2" ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R4 stream: 15m no spray buffer zone + 15 vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzole reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./LL
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario and R2 stream scenario.

Table 9.5-59: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
bulb vegetables in post emergence

Intended use Bulb vegetables in post emergence

Active substance Pendimethalin

Application rate (g/ha) 1 x 1137

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etawd filter strip | \ e None None None 5 10 15 20
None D3 ditch 1.929 1.023 0.698 0.531 - - - -
50% 0.965 0.537 0.373 0.283 - - - -
5% 0.541 0.330 0.237 0.179 - - - -
90% 0.331 0.221 0.163 - - - - -
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None D4 pond 0.242 0.175 - - - - - -
50% 0.144 - - - - - - -
75% - - - - - - - -
90% 5 - 5 5 - - - -
None D4 stream 2.029 1.084 0.742 0.564 = > = =
50% 1.032 0.555 0.381 0.289 - - - -
75% 0.533 0.290 0.218 0.218 - - - -
90% 0.234 0.218 - - - - - -
None D6 ditch 1° 1.929 1.022 0.698 0.531 - - - -
50% 0.964 0.534 0.372 0.335 - - - -
75% 0.537 0.335 0.335 0.335 - - - -
90% 0.335 0.335 0.335 - - - - -
None D6 ditch 2™ 1.945 1.041 0.724 0.724 - - - -
50% 1.015 0.724 0.724 0.724 - - - -
75% 0.724 0.724 - - - - - -
90% 0.724 - - - - - - -
None R1 pond - - - - 0.253 0.183 - -
50% 5 - 5 5 0.155 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.951 0.655 0.498
50% - - - - 0.922 0.509 0.386 0.268
75% - - - - 0.724 0.504 0.386 0.263
90% - - - - 0.724 0.504 - -
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None

50%

75%

90%

R2 stream

2.327

1.248

0.856

0.651

1.195

0.648

0.446

0.339

0.629

0.348

0.241

0.183

0.290

0.168

0.119

None

50%

75%

90%

R3 stream

2.444

1.316

0.904

0.687

1.266

0.697

0.483

0.367

0.705

0.490

0.375

0.256

0.705

0.490

0.375

0.256

None

50%

75%

90%

R4 stream

1.745

0.941

0.647

0.491

1.157

0.806

0.618

0.421

1.157

0.806

0.618

0.421

RAC (ng/L)

0.23 (mesocosm)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

8.387

4.448

3.035

2.309

4.196

2.335

1.622

1.230

2.352

1.435

1.030

0.778

1.439

0.961

0.709

None

50%

75%

90%

D4 pond

1.052

0.761

0.626

None

50%

D4 stream

8.822

4.713

3.226

2.452

4.487

2413

1.657

1.257
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75% 2.317 1.261 0.948 0.948 - - - -
90% 1.017 0.948 - - - - - -
None D6 ditch 1° 8.387 4.443 3.035 2.309 - - - -
50% 4.191 2.322 1.617 1.457 - - - -
75% 2.335 1.457 1.457 1.457 - - - -
90% 1.457 1.457 1.457 - - - - -
None D6 ditch 2™ 8.457 4.526 3.148 3.148 - - - -
50% 4.413 3.148 3.148 3.148 - - - -
75% 3.148 3.148 - - - - - -
90% 3.148 - - - - - - -
None R1 pond - - - - 1.100 0.796 - -
50% - - - - 0.674 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 7.674 4.135 2.848 2.165
50% - - - - 4.009 2.213 1.678 1.165
75% - - - - 3.148 2.191 1.678 1.143
90% 5 - - - 3.148 2.191 - -
None R2 stream = - = = 10.117 5.426 3.722 2.830
50% - - - - 5.196 2.817 1.939 1.474
5% - - - - 2.735 1.513 1.048 0.796
90% 5 - 5 - 1.261 0.730 0.517 -
None R3 stream - - - - 10.626 5.722 3.930 2.987
50% - - - - 5.504 3.030 2.100 1.596
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75% 5 - 5 5 3.065 2.130 1.630 1.113

90% - - - - 3.065 2.130 1.630 1.113

None R4 stream 5 - 5 5 7.587 4.091 2.813 2.135

50% 5 - 5 5 5.030 3.504 2.687 1.830

75% 5 - 5 5 5.030 3.504 2.687 1.830

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-52:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in bulb vegetables (post-emergence, 1 x 1137 g/ha)

Intended use Bulb vegetables (post-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream - 0.420
90% 0.420 -
75% R3 stream - 0.210
90% 0.220 -
75% R4 stream - 0.146
90% 0.172 -
RAC (ng/L)
0.23 PEC/RAC ratio
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75% R1 stream = 1.83

90% 1.83 -

75% R3 stream - 0.91

90% 0.96 -

75% R4 stream = 0.63

90% 0.75 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in bulb vegetables (post-emergence 1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +
90% nozzle reduction

For scenarios D6 ditch 1t and 2" the PEC/RAC ratios are below the trigger with mitigation measures. However, scenario D6 is not relevant for CEU countries.
For scenario R1 stream the PEC/RAC ratios are below the trigger with mitigation measures and a restriction has to be considered (do not apply on silty soils with
a slope greater than 3%)

Table 9.5-5312: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in beans (1 x 1590 g/ha)

. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
Test spe- Oncorhynchus Pimephale . . | Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus
. : Danio rerio - A . riparius
cies myKkiss promelas magna magna subcapitata riparius gibba
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sfdp.r(i\_/vell—
onged longed acute prolonged prolonged plant longed
Endpoint LCso NOEC NOEC —pc NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
zg/(i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
Focus  |PECe PEC grmax
Scenario (ng/L) (ng/kg)
Step 3
D2 ditch 8.307 4.24 13.19 2.60 5.65 5.73 8.93 1.01 6.92 12.66 0.00056
D2 stream 7.354 3.75 11.67 2.30 5.00 5.07 7.91 0.90 6.13 0.931 0.00004
D3 ditch 8.233 4.20 13.07 2.57 5.60 5.68 8.85 1.00 6.86 5.181 0.00023
D4 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.627 0.00007
D4 stream 6.589 3.36 10.46 2.06 4.48 4.54 7.08 0.80 5.49 0.238 0.00001
D6 1%tditch | 8.146 4.16 12.93 2.55 5.54 5.62 8.76 0.99 6.79 2.561 0.00011
D6 2" ditch | 8.305 4.24 13.18 2.60 5.65 5.73 8.93 1.01 6.92 5.900 0.00026
R1 pond 0.339 0.17 0.54 0.11 0.23 0.23 0.36 0.04 0.28 2.745 0.00012
R1 stream 5.684 2.90 9.02 1.78 3.87 3.92 6.11 0.69 4.74 8.685 0.00038
R2 stream 7.484 3.82 11.88 2.34 5.09 5.16 8.05 0.91 6.24 26.92 0.00118
R3 stream 8.008 4.09 12.71 2.50 5.45 5.52 8.61 0.98 6.67 6.098 0.00027
R4 stream 5.695 291 9.04 1.78 3.87 3.93 6.12 0.69 4.75 9.924 0.0004

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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For the intended uses field beans, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FO-
CUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bod-
ies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-50: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in beans (1 x 1137 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Readaclls
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus =l = . .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. . Danio rerio . S . riparius
cies mykiss magna magna subcapitata riparius gibba

promelas
Endpoint LC NOEC MOIEE EC NOEC E.C NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RALC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECe PEC grmax
Scenario | /k
(ug/L) (ng/kg)

Step 3
D2 ditch 5.939 3.03 9.43 1.86 4.04 4.10 6.39 0.72 4.95 10.74 0.00047
D2 stream 5.258 2.68 8.35 1.64 3.58 3.63 5.65 0.64 4.38 0.671 0.00003
D3 ditch 5.886 3.00 9.34 1.84 4.00 4.06 6.33 0.72 491 3.969 0.00017
D4 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.417 0.00006
D4 stream 4,711 2.40 7.48 1.47 3.20 3.25 5.07 0.57 3.93 0.171 0.00001
D6 1%t ditch | 5.824 2.97 9.24 1.82 3.96 4.02 6.26 0.71 4.85 1.932 0.00008
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Slt?(:).rngell-
onged longed acute prolonged prolonged plant longed

D6 2" ditch | 5.938 3.03 9.43 1.86 4.04 4.10 6.38 0.72 4.95 6.375 0.00028
R1 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 2.852 0.00013
R1 stream 4.064 2.07 6.45 1.27 2.76 2.80 4.37 0.50 3.39 6.733 0.00030
R2 stream 5.351 2.73 8.49 1.67 3.64 3.69 5.75 0.65 4.46 19.65 0.00086
R3 stream 5.726 2.92 9.09 1.79 3.90 3.95 6.16 0.70 4.77 4.443 0.00020
R4 stream 4.072 2.08 6.46 1.27 2.77 281 4.38 0.50 3.39 7.321 0.00032

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-5113: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
beans

tntended-use Beans

o
No-spray-buffer{m) |5 15 20 5 10 15 20
Nozzlere- - -
i Vegetated-filterstrip

duction P None None None None 5 10 15 20

Neone 2721 1461 1.007 0767 - - -

50% 1424 0817 8575 - - - -

B2 ditch

75% 0.853 - - - - -

96% - - - - - -

Nene 347 1.668 1143 8-870 - = -

D2stream
50% 1591 0-861 0595 - = o -
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+5%

90%

B6-1*ditch

D&-2% ditch
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None

50%

BeLeich

D627 ditch
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Nene - - - 264 142 6-98 -
Intended use Beans

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rﬁg);etated filter strip | \one None None None 5 10 15 20
None D2 ditch 2.721 1.461 1.007 0.767 - - -

50% 1.424 0.817 0.575 0.444 - - -

75% 0.853 0.530 0.385 0.292 - - -

90% 0.554 0.377 0.280 0.249 - - -

None D2 stream 3.117 1.668 1.143 0.870 - - -

50% 1.591 0.861 0.595 0.460 - - -

75% 0.847 0.485 0.338 0.258 - - -

90% 0.420 0.252 0.179 0.162 - - -

None D3 ditch 2.697 1.429 0.976 0.743 - - -

50% 1.348 0.748 0.520 0.402 - - -

75% 0.750 0.463 0.331 0.252 - - -

90% 0.464 0.310 0.227 0.173 - - -

None D4 pond 0.342 0.248 0.196 - - - -

50% 0.203 0.149 - - - - -
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75% 5 5 5 - - - -

90% - - - - - - -

None D4 stream 2.819 1.505 1.030 0.784 - - -

50% 1.432 0.770 0.528 0.408 - - -

75% 0.739 0.408 0.281 0.214 - - -

90% 0.328 0.189 0.189 - - - -

None D6 1% ditch 2.668 1.414 0.966 0.735 - - -

50% 1.333 0.707 0.483 0.452 - - -

75% 0.675 0.452 0.452 0.452 - - -

90% 0.452 0.452 0.452 - - - -

None D6 2™ ditch 2.720 1.442 0.985 0.749 - - -

50% 1.359 0.722 0.588 0.588 - - -

75% 0.723 0.588 0.588 0.588 - - -

90% 0.588 0.588 - - - - -

None R1 pond - - - 0.341 0.247 0.196 -
50% - - - 0.204 0.149 - -
75% - - - - - - -
90% - - - - - - -
None R1 stream = = = 2.459 1.325 0.910 0.703
50% - - - 1.276 0.724 0.563 0.384
75% - - - 1.040 0.724 0.563 0.384
90% 5 5 5 1.040 - - -
None R2 stream - - - 3.233 1.734 1.188 0.917
50% - - - 1.657 0.898 0.618 0.477
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75% 5 5 5 0.870 0.488 0.338 0.257
90% 5 5 - 0.404 0.234 0.173 0.126
None R3 stream - - - 3.393 1.818 1.248 0.949
50% 5 5 5 1.745 0.963 0.904 0.508
75% 5 5 5 0.952 0.661 0.515 0.352
90% - - - 0.947 0.661 0.515 0.352
None R4 stream - - - 2.452 1.321 0.907 0.700
50% - - - 1.550 1.080 0.840 0.574
75% 5 5 5 1.550 1.080 0.840 0.574
90% - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D2 ditch 2.93 1.57 1.08 0.82 - - - -
50% 1.53 0.88 0.62 0.48 - - - -
75% 0.92 0.57 0.41 0.31 - - - -
90% 0.60 0.41 0.30 0.27 - - - -
None D2 stream 3.35 1.79 1.23 0.94 - - - -
50% 1.71 0.93 0.64 0.49 - - - -
75% 0.91 0.52 0.36 0.28 - - - -
90% 0.45 0.27 0.19 0.17 - - - -
None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.56 0.43 - - - -
75% 0.81 0.50 0.36 0.27 - - - -
90% 0.50 0.33 0.24 0.19 - - - -
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None D4 pond 0.37 0.27 0.21 - - - - -
50% 0.22 0.16 - - - - - -
75% - - - - - - - -
90% 5 5 5 - - - - -
None D4 stream 3.03 1.62 111 0.84 = = = -
50% 1.54 0.83 0.57 0.44 - - - -
75% 0.79 0.44 0.30 0.23 - - - -
90% 0.35 0.20 0.20 - - - - -
None D6 1%t ditch 2.87 1.52 1.04 0.79 - - - -
50% 1.43 0.76 0.52 0.49 - - - -
75% 0.73 0.49 0.49 0.49 - - - -
90% 0.49 0.49 0.49 - - - - -
None D6 2™ ditch 2.92 1.55 1.06 0.81 - - - -
50% 1.46 0.78 0.63 0.63 - - - -
75% 0.78 0.63 0.63 0.63 - - - -
90% 0.63 0.63 - - - - - -
None R1 pond - - - - 0.37 0.27 0.21 -
50% - - - - 0.22 0.16 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 5 5 - 2.64 1.42 0.98 0.76
50% 5 5 5 - 1.37 0.78 0.61 0.41
75% - - - - 1.12 0.78 0.61 0.41
90% - - - - 1.12 - - -
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None R2 stream B B B i 3.48 1.86 1.28 0.99
50% - - - - 1.78 0.97 0.66 0.51
75% - - - - 0.94 0.52 0.36 0.28
90% 5 5 5 - 0.43 0.25 0.19 0.14
None R3 stream B B B i 3.65 1.95 1.34 1.02
50% - - - - 1.88 1.04 0.97 0.55
75% - - - - 1.02 0.71 0.55 0.38
90% - - - - 1.02 0.71 0.55 0.38
None R4 stream 5 5 5 - 2.64 1.42 0.98 0.75
50% - - - - 1.67 1.16 0.90 0.62
75% - - - - 1.67 1.16 0.90 0.62
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in beans (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D2 ditch, D2 stream, D3 ditch, D4 stream, D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone +
75% nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-52: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
beans

Intended use Beans

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

ey No-spray buffer (m) |5 10 15 20 5 10 15 20

duction E/rstjgetated filter strip | \one None None None 5 10 15 20

None D2 ditch 2.721 1.461 1.007 0.767 - - -

50% 1.424 0.817 0.575 0.444 - - -

5% 0.853 0.530 0.385 0.292 - - -

90% 0.554 0.377 0.280 0.249 - - -

None D2 stream 3.117 1.668 1.143 0.870 - - -

50% 1.591 0.861 0.595 0.460 - - -

5% 0.847 0.485 0.338 0.258 - - -

90% 0.420 0.252 0.179 0.162 - - -

None D3 ditch 2.697 1.429 0.976 0.743 - - -

50% 1.348 0.748 0.520 0.402 - - -

5% 0.750 0.463 0.331 0.252 - - -

90% 0.464 0.310 0.227 0.173 - - -

None D4 pond 0.342 0.248 0.196 - - - -

50% 0.203 0.149 - - - - -

75% H ! ! ! - - -

90% . . . . - - -
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None D4 stream 2.819 1.505 1.030 0.784 = = =

50% 1.432 0.770 0.528 0.408 - - -

75% 0.739 0.408 0.281 0.214 - - -

90% 0.328 0.189 0.189 - - - -

None D6 1% ditch 2.668 1414 0.966 0.735 - - -

50% 1.333 0.707 0.483 0.452 - - -

75% 0.675 0.452 0.452 0.452 - - -

90% 0.452 0.452 0.452 - - - -

None D6 2™ ditch 2.720 1.442 0.985 0.749 - - -

50% 1.359 0.722 0.588 0.588 - - -

75% 0.723 0.588 0.588 0.588 - - -

90% 0.588 0.588 - - - - -

None R1 pond - - - 0.341 0.247 0.196 -
50% - - - 0.204 0.149 - -
75% - - - - - - -
90% - - - - - - -
None R1 stream - - - 2.459 1.325 0.910 0.703
50% - - - 1.276 0.724 0.563 0.384
75% - - - 1.040 0.724 0.563 0.384
90% - - - 1.040 - - -
None R2 stream - - - 3.233 1.734 1.188 0.917
50% - - - 1.657 0.898 0.618 0.477
75% - - - 0.870 0.488 0.338 0.257
90% - - - 0.404 0.234 0.173 0.126
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None R3 stream B B B 3.393 1.818 1.248 0.949
50% - - - 1.745 0.963 0.904 0.508
75% - - - 0.952 0.661 0.515 0.352
90% 5 5 5 0.947 0.661 0.515 0.352
None R4 stream B B B 2.452 1.321 0.907 0.700
50% - - - 1.550 1.080 0.840 0.574
75% 5 5 5 1.550 1.080 0.840 0.574
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D2 ditch 11.830 6.352 4.378 3.335 - - - -
50% 6.191 3.552 2.500 1.930 - - - -
75% 3.709 2.304 1.674 1.270 - - - -
90% 2.409 1.639 1.217 1.083 - - - -
None D2 stream 13.552 7.252 4.970 3.783 - - - -
50% 6.917 3.743 2.587 2.000 - - - -
75% 3.683 2.109 1.470 1.122 - - - -
90% 1.826 1.096 0.778 0.704 - - - -
None D3 ditch 11.726 6.213 4.243 3.230 - - - -
50% 5.861 3.252 2.261 1.748 - - - -
5% 3.261 2.013 1.439 1.096 - - - -
90% 2.017 1.348 0.987 0.752 - - - -
None D4 pond 1.487 1.078 0.852 - - - - -
50% 0.883 0.648 - - - - - -
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75% 5 5 5 - - - - -
90% - - - - - - - -
None D4 stream 12.257 6.543 4.478 3.409 - - - -
50% 6.226 3.348 2.296 1.774 - - - -
75% 3.213 1.774 1.222 0.930 - - - -
90% 1.426 0.822 0.822 - - - - -
None D6 1%t ditch 11.600 6.148 4.200 3.196 - - - -
50% 5.796 3.074 2.100 1.965 - - - -
75% 2.935 1.965 1.965 1.965 - - - -
90% 1.965 1.965 1.965 - - - - -
None D6 2™ ditch 11.826 6.270 4.283 3.257 - - - -
50% 5.909 3.139 2.557 2.557 - - - -
75% 3.143 2.557 2.557 2.557 - - - -
90% 2.557 2.557 § § - - - -
None R1 pond - - - - 1.483 1.074 0.852 -
50% - - - - 0.887 0.648 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = = = - 10.691 5.761 3.957 3.057
50% - - - - 5.548 3.148 2.448 1.670
75% 5 - - - 4522 3.148 2.448 1.670
90% 5 5 - - 4522 - - -
None R2 stream - - - - 14.057 7.539 5.165 3.987
50% - - - - 7.204 3.904 2.687 2.074
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75% 5 5 5 - 3.783 2.122 1.470 1.117

90% - - - - 1.757 1.017 0.752 0.548

None R3 stream - - - - 14.752 7.904 5.426 4.126

50% 5 5 5 - 7.587 4.187 3.930 2.209

75% 5 5 5 - 4.139 2.874 2.239 1.530

90% - - - - 4.117 2.874 2.239 1.530

None R4 stream - - - - 10.661 5.743 3.943 3.043

50% - - - - 6.739 4.696 3.652 2.496

75% - - - - 6.739 4.696 3.652 2.496

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-53:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in beans (1 x 1590 g/ha)

Intended use beans
Active substance pendimethalin
Application rate (g/ha) 1 x 1590

Vegetated filter strip 20

10

Nozzle reduc- | (M)
tion No-spray " 20

buffer (m)
5% R1 stream - 0.609
90% 0.610 -
75% R2 stream - 0.254
90% 0.230 -
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75% R3 stream = 0.289
90% 0.305 -
75% R4 stream - 0.212
90% 0.263 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 2.65
90% 2.65 -
75% R2 stream - 1.10
90% 1 -
75% R3 stream - 1.26
90% 1.33 -
75% R4 stream - 0.92

90% 1.14 -
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in beans (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D2 stream, D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 20m no spray buffer zone or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R2 stream: 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D2 ditch, D6 ditch 1% and D6 ditch 2" the PEC/RAC ratios are below the trigger with mitigation measures. However D2 and D6 are not relevant in
CEU countries.

For scenario R1 stream, R3 stream, the PEC/RAC ratios are below the trigger even considering risk mitigation measures and restrictions will be needed (do not
apply on silty soils with a slope grater than 3% and do not apply on terraced clay soils with a slope greater than 10% respectively)
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Table 9.5-50: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in beans (1 x 1137 g/ha)
- Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher SE, EREl
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus sl Dani .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. . anio rerio - o . riparius
cies myKkiss magna magna subcapitata riparius gibba

promelas
Endpoint LC NOEC NOEC ¢ NOEC EC NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
e 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730
(ng/L)
Focus |PECw PEC glmax
Scenario | /k
(ng/L) (ng/kg)

Step 3
D2 ditch 5.939 3.03 9.43 1.86 4.04 4.10 6.39 0.72 4.95 10.74 0.00047
D2 stream 5.258 2.68 8.35 1.64 3.58 3.63 5.65 0.64 4.38 0.671 0.00003
D3 ditch 5.886 3.00 9.34 1.84 4.00 4.06 6.33 0.72 4.91 3.969 0.00017
D4 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.417 0.00006
D4 stream 4,711 2.40 7.48 1.47 3.20 3.25 5.07 0.57 3.93 0.171 0.00001
D6 1%t ditch | 5.824 2.97 9.24 1.82 3.96 4.02 6.26 0.71 4.85 1.932 0.00008
D6 2" ditch | 5.938 3.03 9.43 1.86 4.04 4.10 6.38 0.72 4.95 6.375 0.00028
R1 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 2.852 0.00013
R1 stream 4.064 2.07 6.45 1.27 2.76 2.80 4.37 0.50 3.39 6.733 0.00030




SHA 2600 E / PENSHUI Page 330 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher el

Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

R2 stream 5.351 2.73 8.49 1.67 3.64 3.69 5.75 0.65 4.46 19.65 0.00086

R3 stream 5.726 2.92 9.09 1.79 3.90 3.95 6.16 0.70 4.77 4.443 0.00020

R4 stream 4.072 2.08 6.46 1.27 2.77 2.81 4.38 0.50 3.39 7.321 0.00032

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-51: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
beans (1 x 1137 g/ha)

Intended use Beans

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

N No-spray buffer (m) |5 10 15 20 5 10 15 20

duction Xﬁ?etamd filter strip | none None None None 5 10 15 20

None D2 ditch 1.957 1.065 0.737 0.559 - - -

50% 1.059 0.612 0.432 0.327 - - -

5% 0.640 0.403 0.292 0.221 - - -

90% 0.421 0.285 0.211 - - - -

None D2 stream 2.238 1.197 0.820 0.624 - - -

50% 1.142 0.621 0.429 0.326 - - -

5% 0.611 0.345 0.241 0.183 - - -

90% 0.299 0.179 0.128 - - - -

None D3 ditch 1.928 1.022 0.698 0.531 - - -
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50% 0.979 0.546 0.380 0.288 - - -

75% 0.559 0.341 0.245 0.185 - - -

90% 0.342 0.228 0.168 - - - -

None D4 pond 0.246 0.179 - - - - -

50% 0.147 5 5 - - - -

75% - - - - - - -

90% - - - - - - -

None D4 stream 2.016 1.076 0.737 0.560 - - -

50% 1.024 0.550 0.378 0.287 - - -

75% 0.528 0.288 0.198 0.151 - - -

90% 0.231 0.130 - - - - -

None D6 1% ditch 1.908 1.011 0.691 0.525 - - -

50% 0.953 0.505 0.346 0.308 - - -

75% 0.496 0.308 0.308 0.308 - - -

90% 0.308 0.308 0.308 - - - -

None D6 2™ ditch 1.945 1.031 0.704 0.536 - - -

50% 0.986 0.550 0.399 0.399 - - -

75% 0.565 0.399 0.399 0.399 - - -

90% 0.399 0.399 - - - - -

None R1 pond - - - 0.250 0.181 - -
50% § § § 0.151 - - -
75% 5 5 5 - - - -
90% - - - - - - -
None R1 stream - - - 1.765 0.951 0.653 0.496
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50% 5 5 5 0.919 0.539 0.414 0.282
75% - - - 0.775 0.539 0.414 0.282
90% - - - 0.775 - - -
None R2 stream B B B 2.312 1.240 0.850 0.646
50% 5 5 5 1.186 0.643 0.442 0.336
75% - - - 0.623 0.344 0.238 0.181
90% - - - 0.285 0.165 0.120 -
None R3 stream 5 5 5 2441 1.313 0.901 0.685
50% - - - 1.267 0.699 0.484 0.368
75% - - - 0.692 0.466 0.358 0.244
90% - - - 0.667 0.466 0.358 0.244
None R4 stream 5 5 5 1.762 0.951 0.655 0.498
50% 5 5 5 1.145 0.798 0.612 0.418
75% - - - 1.145 0.798 0.612 0.418
90% - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D2 ditch 2.10 1.15 0.79 0.60 - - - -
50% 1.14 0.66 0.46 0.35 - - - -
75% 0.69 0.43 0.31 0.24 - - - -
90% 0.45 0.31 0.23 - - - - -
None D2 stream 241 1.29 0.88 0.67 - - - -
50% 1.23 0.67 0.46 0.35 - - - -
75% 0.66 0.37 0.26 0.20 - - - -
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90% 0.32 0.19 0.14 - - -
None D3 ditch 2.07 1.10 0.75 0.57 - -
50% 1.05 0.59 0.41 0.31 - -
75% 0.60 0.37 0.26 0.20 - -
90% 0.37 0.25 0.18 - - -
None D4 pond 0.26 0.19 - - - -
50% 0.16 - - - - -
75% - - - - - -
90% - - - - - -
None D4 stream 217 1.16 0.79 0.60 - -
50% 1.10 0.59 0.41 0.31 - -
75% 0.57 0.31 0.21 0.16 - -
90% 0.25 0.14 - - - -
None D6 1%t ditch 2.05 1.09 0.74 0.56 - -
50% 1.02 0.54 0.37 0.33 - -
75% 0.53 0.33 0.33 0.33 - -
90% 0.33 0.33 0.33 - -
None D6 2™ ditch 2.09 1.11 0.76 0.58 - -
50% 1.06 0.59 0.43 0.43 - -
75% 0.61 0.43 0.43 0.43 - -
90% 0.43 0.43 - - - -
None R1 pond - - - - 0.27 0.19
50% - - - - 0.16 -

75%
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90% 5 5 5 - - - - -
None R1 stream - - - - 1.90 1.02 0.70 0.53
50% - - - - 0.99 0.58 0.45 0.30
75% 5 5 5 - 0.83 0.58 0.45 0.30
90% 5 5 5 - 0.83 - - -
None R2 stream - - - - 2.49 1.33 0.91 0.69
50% - - - - 1.28 0.69 0.48 0.36
75% - - - - 0.67 0.37 0.26 0.19
90% - - - - 0.31 0.18 0.13 -
None R3 stream - - - - 2.62 1.41 0.97 0.74
50% - - - - 1.36 0.75 0.52 0.40
75% - - - - 0.74 0.50 0.38 0.26
90% - - - - 0.72 0.50 0.38 0.26
None R4 stream - - - - 1.89 1.02 0.70 0.54
50% - - - - 1.23 0.86 0.66 0.45
75% - - - - 1.23 0.86 0.66 0.45
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in beans (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D2 ditch, D2 stream, D3 ditch, D4 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone +
75% nozzle reduction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduciton
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PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-52: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
beans

Intended use Beans

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

AT No-spray buffer (m) |5 10 15 20 5 10 15 20

duction E/rsg);etated filter strip | \one None None None 5 10 15 20

None D2 ditch 1.957 1.065 0.737 0.559 - - -

50% 1.059 0.612 0.432 0.327 - - -

75% 0.640 0.403 0.292 0.221 - - -

90% 0.421 0.285 0.211 - - - -

None D2 stream 2.238 1.197 0.820 0.624 - - -

50% 1.142 0.621 0.429 0.326 - - -

75% 0.611 0.345 0.241 0.183 - - -

90% 0.299 0.179 0.128 - - - -

None D3 ditch 1.928 1.022 0.698 0.531 - - -

50% 0.979 0.546 0.380 0.288 - - -

5% 0.559 0.341 0.245 0.185 - - -

90% 0.342 0.228 0.168 - - - -

None D4 pond 0.246 0.179 - - - - -
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50% 0.147 5 5 - - - -

75% - - - - - - -

90% - - - - - - -

None D4 stream 2.016 1.076 0.737 0.560 = = =

50% 1.024 0.550 0.378 0.287 - - -

75% 0.528 0.288 0.198 0.151 - - -

90% 0.231 0.130 - - - - -

None D6 1% ditch 1.908 1.011 0.691 0.525 - - -

50% 0.953 0.505 0.346 0.308 - - -

75% 0.496 0.308 0.308 0.308 - - -

90% 0.308 0.308 0.308 - - - -

None D6 2™ ditch 1.945 1.031 0.704 0.536 - - -

50% 0.986 0.550 0.399 0.399 - - -

75% 0.565 0.399 0.399 0.399 - - -

90% 0.399 0.399 - - - - -

None R1 pond - - - 0.250 0.181 - -
50% - - - 0.151 - - -
75% - - - - - - -
90% - - - - - - -
None R1 stream = = = 1.765 0.951 0.653 0.496
50% 5 5 5 0.919 0.539 0.414 0.282
75% 5 5 5 0.775 0.539 0.414 0.282
90% - - - 0.775 - - -
None R2 stream - - - 2.312 1.240 0.850 0.646
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50% 5 5 5 1.186 0.643 0.442 0.336
75% - - - 0.623 0.344 0.238 0.181
90% - - - 0.285 0.165 0.120 -
None R3 stream B B B 2441 1.313 0.901 0.685
50% 5 5 5 1.267 0.699 0.484 0.368
75% - - - 0.692 0.466 0.358 0.244
90% - - - 0.667 0.466 0.358 0.244
None R4 stream 5 5 5 1.762 0.951 0.655 0.498
50% 5 5 5 1.145 0.798 0.612 0.418
75% - - - 1.145 0.798 0.612 0.418
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D2 ditch 8.51 4.63 3.20 243 - - - -
50% 4.60 2.66 1.88 1.42 - - - -
75% 2.78 1.75 1.27 0.96 - - - -
90% 1.83 124 0.92 - - - - -
None D2 stream 9.73 5.20 3.57 2.71 - - - -
50% 4.97 2.70 1.87 1.42 - - - -
75% 2.66 1.50 1.05 0.80 - - - -
90% 1.30 0.78 0.56 - - - - -
None D3 ditch 8.38 4.44 3.03 231 - - - -
50% 4.26 2.37 1.65 1.25 - - - -
75% 2.43 1.48 1.07 0.80 - - - -
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90% 1.49 0.99 0.73 - - - - -
None D4 pond 1.07 0.78 - - - - - -
50% 0.64 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 8.77 4.68 3.20 243 - - - -
50% 4.45 2.39 1.64 1.25 - - - -
75% 2.30 1.25 0.86 0.66 - - - -
90% 1.00 0.57 - - - - - -
None D6 1% ditch 8.30 4.40 3.00 2.28 - - - -
50% 4.14 2.20 1.50 1.34 - - - -
75% 2.16 1.34 1.34 1.34 - - - -
90% 1.34 1.34 1.34 § - - - -
None D6 2™ ditch 8.46 4.48 3.06 2.33 - - - -
50% 4.29 2.39 1.73 1.73 - - - -
75% 2.46 1.73 1.73 1.73 - - - -
90% 1.73 1.73 § § - - - -
None R1 pond - - - - 1.09 0.79 - -
50% - - - - 0.66 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 5 5 - 7.67 4.13 2.84 2.16
50% - - - - 4.00 2.34 1.80 1.23
75% - - - - 3.37 2.34 1.80 1.23
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90% 5 5 5 - 3.37 - - -

None R2 stream - - - - 10.05 5.39 3.70 2.81

50% 5 5 5 - 5.16 2.80 1.92 1.46

75% 5 5 5 - 2.71 1.50 1.03 0.79

90% 5 5 5 - 1.24 0.72 0.52

None R3 stream - - - - 10.61 5.71 3.92 2.98

50% 5 5 5 - 5.51 3.04 2.10 1.60

75% - - - - 3.01 2.03 1.56 1.06

90% - - - - 2.90 2.03 1.56 1.06

None R4 stream 5 5 5 - 7.66 4.13 2.85 2.17

50% - - - - 4.98 3.47 2.66 1.82

75% - - - - 4.98 3.47 2.66 1.82

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-53: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in beans (1 x 1137 g/ha)

Intended use beans

Active substance pendimethalin

Application rate (g/ha) 1 x 1137
Vegetated filter strip 10 20

Nozzle reduc- | (M)

tion No-spray 1 20
buffer (m)

75% R1 stream - 0.454
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90% 0.454 -

75% R2 stream - 0.181

90% 0.165 -

75% R3 stream = 0.209

90% 0.223 -

75% R4 stream - 0.152

90% 0.193 -

RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 1.97

90% 1.97 -

75% R2 stream - 0.79

90% 0.72 -

75% R3 stream - 0.91

90% 0.97 -

75% R4 stream - 0.66

90% 0.84 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in beans (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction

D2 stream, D3 ditch: 20m no spray bufferz one + 75% nozzle recution or 10m no spray buffer zone + 90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R2 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +
75% nozzle reduction

For scenarios D6 ditch 1%t and D6 ditch 2" the PEC/RAC ratios are below the trigger even considering risk mitigation measures. However, scenario D6 is not
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relevant for CEU countries.
For scenario R1 stream the PEC/RAC ratios are below the trigger even considering risk mitigation measures and a restriction will have to be considered (do not
apply on silty soils with a slope greater than 3%).

Table 9.5-5414: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Step 3 cal-
culations for the use of Pendimethalin 45.5% CS in carrots, parsley, parsnip and fennel (root vegetables 1 x 1590 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. [Inverteb. Algae Sed. dwell. Higher Ssc:).rccj)\_/vell-
onged longed acute prolonged prolonged plant longed

Test species O. mykiss P. promelas |Danio rerio razgrr]]gia I?lggzgia P. subcapitata C. riparius ;fb?;]a - riparis

Endpoint LCso NOEC NOEC g NOEC E:Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

RAC (ng/L) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

FOCUS Sce- zii PEC grmax

nario (ng/L) (ng/kg)

Step 3

D3 ditch 9.944 5.07 15.78 311 6.76 6.86 10.69 1.21 8.29 5.753 0.00025

D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.311 0.00006

D4 stream 7.805 3.98 12.39 244 5.31 5.38 8.39 0.95 6.50 0.346 0.00002

D6 ditch 9.835 5.02 15.61 3.07 6.69 6.78 10.58 1.20 8.20 2.990 0.00013

R1 pond 0.358 0.18 0.57 0.11 0.24 0.25 0.38 0.04 0.30 2.576 0.00011
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R1 stream 6.561 3.35 10.41 2.05 4.46 4.52 7.05 0.80 5.47 15.01 0.00066
R2 1% stream | 8.606 4.39 13.66 2.69 5.85 5.94 9.25 1.05 7.17 27.23 0.00120
R2 2" stream | 8.826 4.50 14.01 2.76 6.00 6.09 9.49 1.08 7.36 69.25 0.00305
R3 stream 9.281 4.74 14.73 2.90 6.31 6.40 9.98 1.13 7.73 4.367 0.00019
R4 stream 6.583 3.36 10.45 2.06 4.48 4.54 7.08 0.80 5.49 14.35 0.00063

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended use carrots, parsley, parsnip and fennel, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic
organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-

sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-5515: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
carrots, parsley, parsnip and fennel

. . "
o
No-spray-buffer{m) |5 15 20 5 10 15 20
Nezzlere- - -
i Vegetated-filterstrip

duction ey None None None None 5 10 15 20

Nene 2694 1428 0:975 0742 - - -

50% 1346 8743 8516 - - - -

B3-diteh
5% 8745 - - = - -
90% - - - - - -
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50% 1.480 0798 0.548 -
5% 0768 - - -
90% - - - -
None 2664 1412 0.965 0734 - - -
50% ] 1331 0706 0482 - - - -
Deditch
5% 0.679 - - - - - -
90% - - - - - - -
None - - - 2460 1325 0911 -
50% - - - 1282 0728 - -
Rl stream
5% - - - 1.046 - - -
90% - - - 1.046 - - -
None - - - 3224 1728 1185 0.901
50% - - - 1.652 0895 0615 -
R2 1% stream
75% - - - 0.866 - - -
90% - - - - - - -
None - - - 3.320 1783 1223 0.931
50% - - - 1708 0.928 0.639 0487
R2 27stream
75% - - - 0902 - - -
90% - - - - - - -
None - - - 3402 1824 1252 0.953
50% - - - 1753 0.964 0.668 0.509
R3-stream
75% - - - 0.956 0.630 - -
90% - - - 0910 - - -
None R4-stream - - - 2459 1331 0.915 0.697
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50%

5%

R2 15t stream
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90%

None

Intended use

Active substance

Carrots, parsley, parsnip and fennel

pendimethalin

Application rate (g/ha) 1 x 1590

Ny No-spray buffer (m) |5 10 15 20 10 15 20
duction E/r;:?etated filter strip | \jone None None None 10 15 20
None D3 ditch 2.694 1.428 0.975 0.742 - - -
50% 1.346 0.743 0.516 0.399 - - -
75% 0.745 0.453 0.324 0.247 - - -
90% 0.453 0.304 0.223 0.170 - - -
None D4 pond 0.331 0.241 0.190 - - - -
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50% 0.197 0.144 5 - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 = = = -
50% 1.480 0.798 0.548 0.423 - - - -
75% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.664 1412 0.965 0.734 - - - -
50% 1.331 0.706 0.482 0.372 - - - -
75% 0.679 0.398 0.290 0.290 - - - -
90% 0.366 0.290 0.290 0.290 - - - -
None R1 pond - - - - 0.345 0.251 0.198 -
50% - - - - 0.209 0.153 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = = = - 2.460 1.325 0.911 0.704
50% - - - - 1.282 0.728 0.566 0.386
75% - - - - 1.046 0.728 0.566 0.386
90% - - - - 1.046 - - -
None R2 stream 1% - - - - 3.224 1.728 1.185 0.901
50% 5 5 5 - 1.652 0.895 0.615 0.475
75% - - - - 0.866 0.485 0.336 0.256
90% - - - - 0.401 0.232 0.163 0.125
None R2 stream 2™ - - - - 3.320 1.783 1.223 0.931
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50%

75%

90%

1.708

0.928

0.639

0.487

0.902

0.508

0.353

0.269

0.425

0.251

0.178

0.136

None

50%

75%

90%

R3 stream

3.402

1.824

1.252

0.953

1.753

0.964

0.668

0.509

0.956

0.630

0.489

0.332

0.910

0.630

0.489

0.332

None

50%

75%

90%

R4 stream

2.459

1.331

0.915

0.697

1.628

1.149

0.870

0.602

1.628

1.149

0.870

0.602

RAC (ng/L)
0.93 (algae)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

2.90

1.54

1.05

0.80

1.45

0.80

0.55

0.43

0.80

0.49

0.35

0.27

0.49

0.33

0.24

0.18

None

50%

75%

90%

D4 pond

0.36

0.26

0.20

0.21

0.15

None

50%

75%

D4 stream

3.12

1.67

1.14

0.87

1.59

0.86

0.59

0.45

0.83

0.46

0.33

0.33




SHA 2600 E / PENSHUI

Part B — Section 9 - Core Assessment

Sharda Cropchem Espaa S.L./ CEU version

Page 348 /956
Template for chemical PPP
Version June 2020

90% 0.37 0.33 0.33 0.33 - - - -
None D6 ditch 2.86 1.52 1.04 0.79 - - - -
50% 1.43 0.76 0.52 0.40 - - - -
75% 0.73 0.43 0.31 0.31 - - - -
90% 0.39 0.31 0.31 0.31 - - - -
None R1 pond - - - - 0.37 0.27 0.21 -
50% - - - - 0.22 0.16 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 2.65 1.42 0.98 0.76
50% - - - - 1.38 0.78 0.61 0.42
75% - - - - 1.12 0.78 0.61 0.42
90% - - - - 1.12 - - -
None R2 stream 1% - - - - 3.47 1.86 1.27 0.97
50% - - - - 1.78 0.96 0.66 0.51
75% - - - - 0.93 0.52 0.36 0.28
90% - - - - 0.43 0.25 0.18 0.13
None R2 stream 2" - - - - 3.57 1.92 1.32 1.00
50% - - - - 1.84 1.00 0.69 0.52
75% - - - - 0.97 0.55 0.38 0.29
90% - - - - 0.46 0.27 0.19 0.15
None R3 stream - - - - 3.66 1.96 1.35 1.02
50% - - - - 1.88 1.04 0.72 0.55
75% - - - - 1.03 0.68 0.53 0.36
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90% - - - - 0.98 0.68 0.53 0.36

None R4 stream - - - - 2.64 1.43 0.98 0.75

50% - - - - 1.75 1.24 0.94 0.65

75% - - - - 1.75 1.24 0.94 0.65

90% - - - - - - - -

PEC/RAC ratios in carrot, parsley, parsnip and fennel are <1 when risk mitigation options are considered:

D3 ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

R1 stream and R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction of 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
+ 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R2 2" stream: 15m no spray buffer zone + 15m vegetative strip +50% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction
R2 1% stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario and R2 stream scenario.

Table 9.5-56: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
carrots, parsley, parsnip and fennel

Intended use Carrots, parsley, parsnip and fennel

Active substance pendimethalin

Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re- - -

duction E/eggetated licrsem None None None None 5 10 15 20
m

None D3 ditch 2.694 1.428 0.975 0.742 - - - -
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50% 1.346 0.743 0.516 0.399 - - - -
75% 0.745 0.453 0.324 0.247 - - - -
90% 0.453 0.304 0.223 0.170 - - - -
None D4 pond 0.331 0.241 0.190 - - - - -
50% 0.197 0.144 5 - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 - - - -
50% 1.480 0.798 0.548 0.423 - - - -
75% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.664 1412 0.965 0.734 - - - -
50% 1.331 0.706 0.482 0.372 - - - -
75% 0.679 0.398 0.290 0.290 - - - -
90% 0.366 0.290 0.290 0.290 - - - -
None R1 pond - - - - 0.345 0.251 0.198 -
50% - - - - 0.209 0.153 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = = = - 2.460 1.325 0.911 0.704
50% - - - - 1.282 0.728 0.566 0.386
75% - - - - 1.046 0.728 0.566 0.386
90% - - - - 1.046 - - -
None R2 stream 1% - - - - 3.224 1.728 1.185 0.901
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50% 5 5 5 - 1.652 0.895 0.615 0.475
75% - - - - 0.866 0.485 0.336 0.256
90% - - - - 0.401 0.232 0.163 0.125
None R2 stream 2" B B B i 3.320 1.783 1.223 0.931
50% 5 5 5 - 1.708 0.928 0.639 0.487
75% - - - - 0.902 0.508 0.353 0.269
90% - - - - 0.425 0.251 0.178 0.136
None R3 stream 5 5 5 - 3.402 1.824 1.252 0.953
50% - - - - 1.753 0.964 0.668 0.509
75% - - - - 0.956 0.630 0.489 0.332
90% - - - - 0.910 0.630 0.489 0.332
None R4 stream 5 5 5 - 2.459 1.331 0.915 0.697
50% 5 5 5 - 1.628 1.149 0.870 0.602
75% - - - - 1.628 1.149 0.870 0.602
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.713 6.209 4.239 3.226 - - - -
50% 5.852 3.230 2.243 1.735 - - - -
75% 3.239 1.970 1.409 1.074 - - - -
90% 1.970 1.322 0.970 0.739 - - - -
None D4 pond 1.439 1.048 0.826 - - - - -
50% 0.857 0.626 - - - - - -
75% - - - - - - - -
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90% 5 5 5 - - - - -
None D4 stream 12.635 6.757 4.626 3.522 - - - -
50% 6.435 3.470 2.383 1.839 - - - -
75% 3.339 1.852 1.335 1.335 - - - -
90% 1.504 1.335 1.335 1.335 - - - -
None D6 ditch 11.583 6.139 4.196 3.191 - - - -
50% 5.787 3.070 2.096 1.617 - - - -
75% 2.952 1.730 1.261 1.261 - - - -
90% 1.591 1.261 1.261 1.261 - - - -
None R1 pond - - - - 1.500 1.091 0.861 -
50% - - - - 0.909 0.665 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 10.696 5.761 3.961 3.061
50% - - - - 5.574 3.165 2.461 1.678
75% - - - - 4.548 3.165 2.461 1.678
90% 5 5 5 - 4.548 - - -
None R2 stream 1% 5 5 5 - 14.017 7.513 5.152 3.917
50% - - - - 7.183 3.891 2.674 2.065
75% - - - - 3.765 2.109 1.461 1.113
90% - - - - 1.743 1.009 0.709 0.543
None R2 stream 2™ 5 5 5 - 14.435 7.752 5.317 4.048
50% - - - - 7.426 4.035 2.778 2.117
75% - - - - 3.922 2.209 1.535 1.170
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90% - - - - 1.848 1.091 0.774 0.591

None R3 stream - - - - 14.791 7.930 5.443 4.143

50% - - - - 7.622 4.191 2.904 2.213

75% - - - - 4.157 2.739 2.126 1.443

90% - - - - 3.957 2.739 2.126 1.443

None R4 stream - - - - 10.691 5.787 3.978 3.030

50% - - - - 7.078 4.996 3.783 2.617

75% - - - - 7.078 4.996 3.783 2.617

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

Table 9.5-57:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in carrots, parsley, parnsnip and fennel (root vegetables 1 x 1590 g/ha)

Intended use Carrots, parsley, parnsip and fennel
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray " 20
buffer (m)
75% R1 stream - 0.213
90% 0.215 -
75% R3 stream - 0.292
90% 0.314 -
75% R4 stream - 0.212
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90% 0.218 -

RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream = 0.93

90% 0.93 -

75% R3 stream - 1.27

90% 1.37 -

75% R4 stream - 0.92

90% 0.95 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in carrots, parsley, parnsnip and fennel (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream 1%, R2 stream 2": 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation measures. Scenario D6 is not relevant for CEU
countries.

For scenario R3 stream the PEC/RAC ratios are below the trigger even considering risk mitigation measures and a restriction will have to be considered (do not
apply on terraced clay soils with a slope greater than 10%).

Table 9.5-58: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Step 3 cal-
culations for the use of Pendimethalin 45.5% CS in carrots, parsley, parsnip and fennel (root vegetables 1 x 1137 g/ha)
- - . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Slt?(:).rngell-
onged longed acute prolonged prolonged plant longed
Test species O. mykiss P. promelas |Danio rerio 2282?6‘ r?\ggggia P. subcapitata C. riparius ;fbrgga - riparius
Endpoint LCso NOEC NOES ECso NOEC E(Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC (ng/L) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
FOCUS Sce- Z'if PEC gimax
nario (ng/L) (ng/kg)
Step 3
D3 ditch 7.109 3.63 11.28 2.22 4.84 4.90 7.64 0.87 5.92 4.379 0.00019
D4 pond 0.245 0.13 0.39 0.08 0.17 0.17 0.26 0.03 0.20 1.224 0.00005
D4 stream 5.581 2.85 8.86 1.74 3.80 3.85 6.00 0.68 4.65 0.248 0.00001
D6 ditch 7.032 3.59 11.16 2.20 4.78 4.85 7.56 0.86 5.86 2.214 0.00010
R1 pond 0.263 0.13 0.42 0.08 0.18 0.18 0.28 0.03 0.22 2.605 0.00011
R1 stream 4.691 2.39 7.45 1.47 3.19 3.24 5.04 0.57 3.91 11.13 0.00049
R2 1%t stream | 6.153 3.14 9.77 1.92 4.19 4.24 6.62 0.75 5.13 20.44 0.00090
R2 2" stream | 6.310 3.22 10.02 1.97 4.29 4.35 6.78 0.77 5.26 50.68 0.00223
R3 stream 6.636 3.39 10.53 2.07 451 4.58 7.14 0.81 5.53 3.180 0.00014
R4 stream 4.706 2.40 7.47 1.47 3.20 3.25 5.06 0.57 3.92 10.47 0.00046

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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For the intended uses carrots, parsley, parnsnip and fennel (1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive
group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering
reduced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-59: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
carrots, parsley, parsnip and fennel

Intended use Carrots, parsley, parsnip and fennel

Active substance pendimethalin

Application rate (g/ha) 1x1137

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?ewted filter strip | \jone None None None 5 10 15 20
None D3 ditch 1.926 1.021 0.697 0.530 - - - -
50% 0.972 0.542 0.377 0.286 - - - -
75% 0.549 0.333 0.240 0.181 - - - -
90% 0.334 0.223 0.164 - - - - -
None D4 pond 0.242 0.176 - - - - - -
50% 0.144 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.078 1.111 0.761 0.579 - - - -
50% 1.059 0.571 0.392 0.298 - - - -
75% 0.594 0.301 0.210 0.210 - - - -
90% 0.244 0.210 - - - - - -
None D6 ditch 1.905 1.010 0.690 0.525 - - - -
50% 0.952 0.505 0.345 0.262 - - - -
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75% 0.495 0.287 0.202 0.196 - - - -
90% 0.264 0.196 - - - - - -
None R1 pond - - - - 0.254 0.184 - -
50% 5 5 5 - 0.156 - - -
75% 5 5 5 - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.953 0.656 0.499
50% - - - - 0.923 0.527 0.404 0.275
75% 5 5 5 - 0.758 0.527 0.404 0.275
90% - - - - 0.758 0.527 - -
None R2 stream 1% - - - - 2.306 1.236 0.847 0.664
50% - - - - 1.182 0.640 0.440 0.335
75% - - - - 0.602 0.342 0.237 0.180
90% - - - - 0.283 0.164 0.115 -
None R2 stream 2™ - - - - 2.376 1.276 0.875 0.666
50% - - - - 1.223 0.665 0.458 0.348
75% - - - - 0.647 0.360 0.250 0.190
90% - - - - 0.305 0.180 0.128 -
None R3 stream = = = - 2.446 1.317 0.904 0.687
50% - - - - 1.266 0.698 0.484 0.373
75% - - - - 0.694 0.449 0.343 0.233
90% - - - - 0.648 0.449 0.343 0.233
None R4 stream - - - - 1.772 0.959 0.659 0.501
50% - - - - 1.161 0.808 0.620 0.423
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75% 5 5 5 - 1.161 0.808 0.620 0.423
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.07 1.10 0.75 0.57 - - - -
50% 1.05 0.58 0.41 0.31 - - - -
75% 0.59 0.36 0.26 0.19 - - - -
90% 0.36 0.24 0.18 - - - - -
None D4 pond 0.26 0.19 - - - - - -
50% 0.15 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.23 1.19 0.82 0.62 - - - -
50% 1.14 0.61 0.42 0.32 - - - -
75% 0.64 0.32 0.23 0.23 - - - -
90% 0.26 0.23 - - - - - -
None D6 ditch 2.05 1.09 0.74 0.56 - - - -
50% 1.02 0.54 0.37 0.28 - - - -
75% 0.53 0.31 0.22 0.21 - - - -
90% 0.28 0.21 - - - - - -
None R1 pond - - - - 0.27 0.20 - -
50% 5 5 5 - 0.17 - - -
75% - - - - - - - -

90%
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None R1 stream B B B i 1.90 1.02 0.71 0.54
50% - - - - 0.99 0.57 0.43 0.30
75% - - - - 0.82 0.57 0.43 0.30
90% 5 5 5 - 0.82 0.57 - -
None R2 stream 1% B B B i 2.48 1.33 0.91 0.71
50% - - - - 1.27 0.69 0.47 0.36
75% - - - - 0.65 0.37 0.25 0.19
90% - - - - 0.30 0.18 0.12 -
None R2 stream 2™ - - - - 2.55 1.37 0.94 0.72
50% 5 5 5 - 1.32 0.72 0.49 0.37
75% - - - - 0.70 0.39 0.27 0.20
90% - - - - 0.33 0.19 0.14 -
None R3 stream - - - - 2.63 1.42 0.97 0.74
50% - - - - 1.36 0.75 0.52 0.40
75% - - - - 0.75 0.48 0.37 0.25
90% - - - - 0.70 0.48 0.37 0.25
None R4 stream 5 5 5 - 1.91 1.03 0.71 0.54
50% - - - - 1.25 0.87 0.67 0.45
75% - - - - 1.25 0.87 0.67 0.45
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

PEC/RAC ratios in carrots, parsley, parnsnip and fennel (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduc-
tion

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream 1%, R2 stream 2™, R3 stream: 15m no spray buffer zone + 15 m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle re-
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duction + 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction
R4 stream: 15m no spray buffer zone + 15 vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario and R2 stream.

Table 9.5-60: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
carrots, parsley, parsnip and fennel

Intended use Carrots, parsley, parsnip and fennel
Active substance pendimethalin
Application rate (g/ha) 1 x 1137

No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re-
duction E/ntqe?etated filter strip | \one None None None 5 10 15 20
None D3 ditch 1.926 1.021 0.697 0.530 - - - -
50% 0.972 0.542 0.377 0.286 - - - -
75% 0.549 0.333 0.240 0.181 - - - -
90% 0.334 0.223 0.164 - - - - -
None D4 pond 0.242 0.176 - - - - - -
50% 0.144 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.078 1111 0.761 0.579 - - - -
50% 1.059 0.571 0.392 0.298 - - - -
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75% 0.594 0.301 0.210 0.210 - - - -
90% 0.244 0.210 - - - - - -
None D6 ditch 1.905 1.010 0.690 0.525 - - - -
50% 0.952 0.505 0.345 0.262 - - - -
75% 0.495 0.287 0.202 0.196 - - - -
90% 0.264 0.196 - - - - - -
None R1 pond - - - - 0.254 0.184 - -
50% - - - - 0.156 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 5 5 - 1.765 0.953 0.656 0.499
50% - - - - 0.923 0.527 0.404 0.275
75% 5 5 5 - 0.758 0.527 0.404 0.275
90% - - - - 0.758 0.527 - -
None R2 stream 1% - - - - 2.306 1.236 0.847 0.664
50% - - - - 1.182 0.640 0.440 0.335
75% - - - - 0.602 0.342 0.237 0.180
90% - - - - 0.283 0.164 0.115 -
None R2 stream 2™ - - - - 2.376 1.276 0.875 0.666
50% - - - - 1.223 0.665 0.458 0.348
75% - - - - 0.647 0.360 0.250 0.190
90% - - - - 0.305 0.180 0.128 -
None R3 stream - - - - 2.446 1.317 0.904 0.687
50% - - - - 1.266 0.698 0.484 0.373
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75% 5 5 5 - 0.694 0.449 0.343 0.233
90% - - - - 0.648 0.449 0.343 0.233
None R4 stream - - - - 1.772 0.959 0.659 0.501
50% 5 5 5 - 1.161 0.808 0.620 0.423
75% 5 5 5 - 1.161 0.808 0.620 0.423
90% - - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.374 4.439 3.030 2.304 - - - -
50% 4.226 2.357 1.639 1.243 - - - -
75% 2.387 1.448 1.043 0.787 - - - -
90% 1.452 0.970 0.713 - - - - -
None D4 pond 1.052 0.765 - - - - - -
50% 0.626 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 9.035 4.830 3.309 2.517 - - - -
50% 4.604 2.483 1.704 1.296 - - - -
75% 2.583 1.309 0.913 0.913 - - - -
90% 1.061 0.913 - - - - - -
None D6 ditch 8.283 4.391 3.000 2.283 - - - -
50% 4.139 2.196 1.500 1.139 - - - -
75% 2.152 1.248 0.878 0.852 - - - -
90% 1.148 0.852 - - - - - -
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None R1 pond - - - - 1.091 0.861 - -
50% - - - - 0.665 - - -
75% - - - - - - - -
90% 5 5 5 - - - - -
None R1 stream B B B i 2.170 5.761 3.961 3.061
50% 5 - - - 1.196 3.165 2.461 1.678
75% 5 - - - 1.196 3.165 2.461 1.678
90% - - - - - - - -
None R2 stream 1% - - - - 2.887 7.513 5.152 3.917
50% 5 5 5 - 1.457 3.891 2.674 2.065
75% - - - - 0.783 2.109 1.461 1.113
90% - - - - - 1.009 0.709 0.543
None R2 stream 2™ - - - - 2.896 7.752 5.317 4.048
50% § § § § 1.513 4.035 2.778 2.117
75% - - - - 0.826 2.209 1.535 1.170
90% - - - - - 1.091 0.774 0.591
None R3 stream - - - - 2.987 7.930 5.443 4.143
50% 5 5 - - 1.622 4.191 2.904 2.213
75% - - - - 1.013 2.739 2.126 1.443
90% - - - - 1.013 2.739 2.126 1.443
None R4 stream - - - - 2.178 5.787 3.978 3.030
50% - - - - 1.839 4.996 3.783 2.617
75% - - - - 1.839 4.996 3.783 2.617
90% - - - - - - - -
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

Table 9.5-61:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in carrots, parsley, parnsnip and fennel (1 x 1137 g/ha)

Intended use Carrots, parsley, parnsnip and fennel
Active substance pendimethalin
Application rate (g/ha) 1 x1137
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray " 20
buffer (m)
75% R1 stream - 0.153
90% 0.155 -
75% R3 stream - 0.212
90% 0.229 -
75% R4 stream - 0.153
90% 0.158 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.67
90% 0.67 -
75% R3 stream - 0.92
90% 0.99 -
75% R4 stream - 0.67
90% 0.69 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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PEC/RAC ratios in carrots, parsley, parnsnip and fennel (1 x 1137 g/ha) are <1 when risk mitigation options are considered:
D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D6 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R1 stream, R3 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +

90% nozzle reduction

Table 9.5-6216: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in lupine (legumes 1 x 1183 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

Test spe- Oncorhynchus Pimephale Dani .| Daphnia Daphnia Pseudokirchneriella | Chironomus Lemna thrqnomus

. : anio rerio - C . riparius
cies myKkiss magna magna subcapitata riparius gibba

promelas
Endpoint LC NOEC NOEC e NOEC EC NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ug/L) 196 6.3 32 147 14,5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECe PEC glmax
Scenario | /k
(ng/L) (ng/ke)

Step 3
D3 ditch 6.118 3.12 9.71 1.91 4.16 4.22 6.58 0.75 5.10 3.544 0.00016
D4 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 1.214 0.00005
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Group Fish acute ::ish pro- Fish pro- |Inverteb. [Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed

D4 stream 4.902 2.50 7.78 1.53 3.33 3.38 5.27 0.60 4.09 0.177 0.00001
D5 pond 0.247 0.13 0.39 0.08 0.17 0.17 0.27 0.03 0.21 1.067 0.00005
D5 stream 5.091 2.60 8.08 1.59 3.46 351 5.47 0.62 4.24 0.142 0.00001
D6 ditch 6.124 3.12 9.72 1.91 4.17 4.22 6.58 0.75 5.10 3.801 0.00017
R1 pond 0.255 0.13 0.40 0.08 0.17 0.18 0.27 0.03 0.21 1.872 0.00008
R1 stream 4.235 2.16 6.72 1.32 2.88 2.92 4.55 0.52 3.53 3.507 0.00015
R2 stream 5.630 2.87 8.94 1.76 3.83 3.88 6.05 0.69 4.69 9.312 0.00041
R3 stream 5.991 3.06 9.51 1.87 4.08 413 6.44 0.73 4.99 63.81 0.00281
R4 stream 4.230 2.16 6.71 1.32 2.88 2.92 4.55 0.52 3.53 28.17 0.00124

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended use lupine, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FOCUS
Steps 1-3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies
and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-631%: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
lupine

Iatended-use Lupine

. i
L
No-spray-buffer(m) |5 10 15 5 10 15
Nezzle-re- - -
i Vegetated-filterstrip
duction Pt None None None 5 10 15
Nene D3-ditch 2:004 1.062 0726 - - -
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50%

5%
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50% - - - 1.282 0701 -
5% - - - 0730 - -
90% - - - = = =
None - - - 1.824 0.983 0.675
50% - - - 1198 0.836 -
R4-stream
5% - - - 1198 - -
90% - - - - - -
RAC-(ng/l)
None 215 114 078 - - -
50% ) 1.08 059 - - - -
D3 ditch
75% 060 - - - - -
90% - - - = = =
None 225 120 0.82 - - -
50% 115 0.62 - - - -
D4 -stream
75% 059 - - - - -
90% - - - - - -
None 233 124 0.85 - - =
50% 118 0.63 - - - -
D5-stream
75% 060 - - - - -
90% - - - - - -
None 216 114 078 - - -
50% Péditch 1.08 059 - o - -
75% 059 - - - - -
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90%

None

Intended use

Active substance

Lupine

pendimethalin

Application rate (g/ha) 1 x1183

No-spray buffer (m) 5 10 15 20 5 10 15 20
Nozzle - -
reduction E/rs?etated filter strip None None None None 5 10 15 20
None D3 ditch 2.004 1.062 0.726 0.560 - - - -
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50% 1.001 0.553 0.389 0.296 - - -
75% 0.554 0.336 0.242 0.184 - - -
90% 0.338 0.225 0.167 - - - -
None D4 pond 0.254 0.185 - - - - -
50% 0.152 - 5 - - - -
75% - - - - - - -
90% - - - - - - -
None D4 stream 2.097 1.120 0.767 0.591 - - -
50% 1.065 0.573 0.399 0.303 - - -
75% 0.549 0.304 0.209 0.205 - - -
90% 0.244 0.205 - - - - -
None D5 pond 0.250 0.181 - - - - -
50% 0.149 - - - - - -
75% - - - - - - -
90% - - - - - - -
None D5 stream 2.170 L1157 0.792 0.611 - - -
50% 1.098 0.5889 0.409 0.312 - - -
75% 0.5626 0.309 0.213 0.162 - - -
90% 0.245 0.137 - - - - -
None D6 ditch 2.006 1.063 0.726 0.560 - - -
50% 1.002 0.546 0.384 0.293 - - -
75% 0.547 0.331 0.257 0.257 - - -
90% 0.334 0.257 0.257 0.257 - - -
None R1 pond - - - - 0.255 0.185 -
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50% 5 - 5 - 0.154 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream B i B i 1.830 0.986 0.678 0.523
50% 5 - 5 - 0.954 0.527 0.376 0.281
75% - - - - 0.697 0.490 0.376 0.256
90% - - - - 0.697 0.490 0.376 0.256
None R2 stream 5 - 5 - 2.438 1.308 0.897 0.692
50% - - - - 1.252 0.680 0.475 0.362
75% - - - - 0.660 0.372 0.258 0.196
90% - - - - 0.310 0.181 0.127 -
None R3 stream 5 - 5 - 2.531 1.344 0.918 0.708
50% 5 - 5 - 1.282 0.701 0.492 0.375
75% 5 - - - 0.730 0.517 0.397 0.271
90% - - - - 0.730 0.517 0.397 0.271
None R4 stream = - = - 1.824 0.983 0.675 0.521
50% - - - - 1.198 0.836 0.651 0.445
75% - - - - 1.198 0.836 0.651 0.445
90% - - - - 1.198 0.836 0.651 0.445
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.15 1.14 0.78 0.60 - - - -
50% 1.08 0.59 0.42 0.32 - - - -
75% 0.60 0.36 0.26 0.20 - - - -
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90% 0.36 0.24 0.18 - - -
None D4 pond 0.27 0.20 - - - -
50% 0.16 - - - - -
75% - - - - - -
90% - - - - - -
None D4 stream 2.25 1.20 0.82 0.64 - -
50% 1.15 0.62 0.43 0.33 - -
75% 0.59 0.33 0.22 0.22 - -
90% 0.26 0.22 - - - -
None D5 pond 0.27 0.19 - - - -
50% 0.16 - - - - -
75% - - - - - -
90% - - - - - -
None D5 stream 2.33 1.24 0.85 0.66 - -
50% 1.18 0.63 0.44 0.34 - -
75% 0.60 0.33 0.23 0.17 - -
90% 0.26 0.15 - - - -
None D6 ditch 2.16 1.14 0.78 0.60 - -
50% 1.08 0.59 0.41 0.32 - -
75% 0.59 0.36 0.28 0.28 - -
90% 0.36 0.28 0.28 0.28 - -
None R1 pond - - - - 0.27 -
50% - - - - 0.17 -
75% - - - - - -
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90% 5 - 5 - - - - -

None R1 stream - - - - 1.97 1.06 0.73 0.56

50% - - - - 1.03 0.57 0.40 0.30

75% 5 - 5 - 0.75 0.53 0.40 0.28

90% 5 - 5 - 0.75 0.53 0.40 0.28

None R2 stream 5 - 5 - 2.62 1.41 0.96 0.74

50% - - - - 1.35 0.73 0.51 0.39

75% - - - - 0.71 0.40 0.28 0.21

90% - - - - 0.33 0.19 0.14 -

None R3 stream - - - - 2.72 1.45 0.99 0.76

50% - - - - 1.38 0.75 0.53 0.40

75% - - - - 0.78 0.56 0.43 0.29

90% - - - - 0.78 0.56 0.43 0.29

None R4 stream - - - - 1.96 1.06 0.73 0.56

50% - - - - 1.29 0.90 0.70 0.48

75% - - - - 1.29 0.90 0.70 0.48

90% - - - - 1.29 0.90 0.70 0.48

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in lupine (1 x 1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D5 stream and D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream, R2 stream and R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduc-
tion or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction.

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
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(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-64: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
lupine

Intended use Lupine

Active substance pendimethalin

Application rate (g/ha) 1 x1183

No-spray buffer (m) 5 10 15 20 5 10 15 20

Nozzle

reduction E/rﬁg);etated filter strip None None None None 5 10 15 20

None D3 ditch 2.004 1.062 0.726 0.560 - - - -

50% 1.001 0.553 0.389 0.296 - - - -

75% 0.554 0.336 0.242 0.184 - - - -

90% 0.338 0.225 0.167 - - - - -

None D4 pond 0.254 0.185 - - - - - -

50% 0.152 - - - - - - -

75% - - - - - - - -

90% - - - - - - - -

None D4 stream 2.097 1.120 0.767 0.591 - - - -

50% 1.065 0.573 0.399 0.303 - - - -

75% 0.549 0.304 0.209 0.205 - - - -

90% 0.244 0.205 - - - - - -

None D5 pond 0.250 0.181 - - - - - -

50% 0.149 - - - - - - -
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75% 5 - 5 - - - - -
90% - - - - - - - -
None D5 stream 2.170 L1517 0.792 0.611 - - - -
50% 1.098 0.5889 0.409 0.312 - - - -
75% 0.5626 0.309 0.213 0.162 - - - -
90% 0.245 0.137 - - - - - -
None D6 ditch 2.006 1.063 0.726 0.560 - - - -
50% 1.002 0.546 0.384 0.293 - - - -
75% 0.547 0.331 0.257 0.257 - - - -
90% 0.334 0.257 0.257 0.257 - - - -
None R1 pond - - - - 0.255 0.185 - -
50% - - - - 0.154 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = - 1.830 0.986 0.678 0.523
50% - - - - 0.954 0.527 0.376 0.281
75% - - - - 0.697 0.490 0.376 0.256
90% - - - - 0.697 0.490 0.376 0.256
None R2 stream = - = - 2.438 1.308 0.897 0.692
50% - - - - 1.252 0.680 0.475 0.362
75% - - - - 0.660 0.372 0.258 0.196
90% 5 - 5 - 0.310 0.181 0.127 -
None R3 stream - - - - 2.531 1.344 0.918 0.708
50% - - - - 1.282 0.701 0.492 0.375
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75% 5 - 5 - 0.730 0.517 0.397 0.271
90% 5 - 5 - 0.730 0.517 0.397 0.271
None R4 stream - - - - 1.824 0.983 0.675 0.521
50% 5 - 5 - 1.198 0.836 0.651 0.445
75% 5 - 5 - 1.198 0.836 0.651 0.445
90% - - - - 1.198 0.836 0.651 0.445
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.713 4.617 3.157 2.435 - - - -
50% 4.352 2.404 1.691 1.287 - - - -
75% 2.409 1.461 1.052 0.800 - - - -
90% 1.470 0.978 0.726 - - - - -
None D4 pond 1.104 0.804 - - - - - -
50% 0.661 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 9.117 4.870 3.335 2.570 - - - -
50% 4.630 2491 1.735 1.317 - - - -
75% 2.387 1.322 0.909 0.891 - - - -
90% 1.061 0.891 - - - - - -
None D5 pond 1.087 0.787 - - - - - -
50% 0.648 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
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None D5 stream 9.435 5.030 3.443 2.657 = = > -
50% 4774 2.560 1.778 1.357 - - - -
75% 2.446 1.343 0.926 0.704 - - - -
90% 1.065 0.596 5 - - - - -
None D6 ditch 8.722 4.622 3.157 2.435 - - - -
50% 4.357 2.374 1.670 1.274 - - - -
75% 2.378 1.439 1.117 1.117 - - - -
90% 1.452 1.117 1117 1.117 - - - -
None R1 pond - - - - 1.109 0.804 - -
50% - - - - 0.670 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - 5 - 7.957 4.287 2.948 2.274
50% 5 - - - 4.148 2.291 1.635 1.222
75% - - - - 3.030 2.130 1.635 1.113
90% - - - - 3.030 2.130 1.635 1.113
None R2 stream - - - - 10.600 5.687 3.900 3.009
50% 5 - 5 - 5.443 2.957 2.065 1.574
75% - - - - 2.870 1.617 1.122 0.852
90% - - - - 1.348 0.787 0.552 -
None R3 stream - - - - 11.004 5.843 3.991 3.078
50% 5 - 5 - 5.574 3.048 2.139 1.630
75% - - - - 3.174 2.248 1.726 1.178
90% - - - - 3.174 2.248 1.726 1.178
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None

50%

75%

90%

R4 stream

| [ - - 7.930 4.274 2.935 2.265
§ - - - 5.209 3.635 2.830 1.935
§ - - - 5.209 3.635 2.830 1.935
| [ - - 5.209 3.635 2.830 1.935

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;

Table 9.5-65:

PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in lupine (1 x 1183 g/ha)

Intended use

Active substance

Lupine

pendimethalin

Application rate (g/ha) 1 x1183
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray i@ 20
buffer (m)
75% R1 stream - 0.161
90% 0.162 -
75% R2 stream - 0.196
90% 0.181 -
75% R3 stream - 0.215
90% 0.324 -
75% R4 stream - 0.159
90% 0.180 -
RAC (ng/L)
0.23 PEC/RAC ratio
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75% R1 stream = 0.7

90% 0.70 -

75% R2 stream - 0.85

90% 0.79 -

75% R3 stream = 0.93

90% 141 -

75% R4 stream - 0.69

90% 0.78 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in lupine (1 x1183 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond, D5 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone+ 10m vegetative strip +
90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenarios D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation measures. However, scenario D6 is not relevant for CEU coun-
tries.

Table 9.5-6618: Aguatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter oilseed rape (1 x 455 g/ha)
. . . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- 0. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed
Endpoint LCso NOEC NOEC —pc NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
EQ/CL) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
Focus  |PECe PEC grmax
Scenario (ng/L) (ng/kg)
Step 3
D2 ditch 2.883 1.47 4.58 0.90 1.96 1.99 3.10 0.35 2.40 4.308 0.00019
D2 stream 2.565 131 4.07 0.80 1.74 1.77 2.76 0.31 2.14 3.837 0.00017
D3 ditch 2.878 1.47 4.57 0.90 1.96 1.98 3.09 0.35 2.40 2.610 0.00011
D4 pond 0.098 0.05 0.16 0.03 0.07 0.07 0.11 0.01 0.08 0.302 0.00001
D4 stream 2.461 1.26 391 0.77 1.67 1.70 2.65 0.30 2.05 0.498 0.00002
D5 pond 0.098 0.05 0.16 0.03 0.07 0.07 0.11 0.01 0.08 0.281 0.00001
D5 stream 2.656 1.36 4.22 0.83 1.81 1.83 2.86 0.32 221 0.682 0.00003
R1 pond 0.099 0.05 0.16 0.03 0.07 0.07 0.11 0.01 0.08 0.456 0.00002
R1 stream 1.882 0.96 2.99 0.59 1.28 1.30 2.02 0.23 1.57 0.664 0.00003
R3 stream 2.646 1.35 4.20 0.83 1.80 1.82 2.85 0.32 221 1.743 0.00008

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter oilseed rape (1 x 455 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic
organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-
sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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None 0972 0515 - -
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Table 9.5-67: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter oilseed rape

Intended use Winter oil seed rape

Active substance pendimethalin
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Application rate (g/ha) 1 x 455

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Z/I;e]?etated filter strip | \one None None None 5 10 15 20
None D2 ditch 0.781 0.424 0.292 0.222 - - - -
50% 0.413 0.235 0.166 - - - - -
75% 0.245 0.150 - - - - - -
90% 0.154 - - - - - - -
None D2 stream 0.938 0.498 0.345 0.262 - - - -
50% 0.470 0.253 0.173 0.132 - - - -
75% 0.239 0.127 - - - - - -
90% 0.097 - - - - - - -
None D3 ditch 0.780 0.419 0.286 0.218 - - - -
50% 0.395 0.217 0.151 - - - - -
75% 0.218 - - - - - - -
90% - - - - - - - -
None D4 stream 0.901 0.485 0.331 0.252 - - - -
50% 0.458 0.245 0.169 0.128 - - - -
75% 0.240 0.134 - - - - - -
90% 0.119 - - - - - - -
None D5 stream 0.972 0.515 0.357 0.272 - - - -
50% 0.486 0.262 0.179 0.136 - - - -
75% 0.249 - - - - - - -
90% 0.125 - - - - - - -
None R1 stream - - - - 0.698 0.381 0.262 0.199
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50% 5 5 5 - 0.368 0.203 0.140 -
75% - - - - 0.242 - - -
90% - - - - 0.242 - - -
None R3 stream B B B i 0.971 0.516 0.358 0.272
50% 5 5 5 - 0.488 0.264 0.180 0.137
75% - - - - 0.257 - - -
90% - - - - 0.199 - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D2 ditch 0.84 0.46 0.31 0.24 - - - -
50% 0.44 0.25 0.18 - - - - -
75% 0.26 0.16 - - - - - -
90% 0.17 - - - - - - -
None D2 stream 1.01 0.54 0.37 0.28 - - - -
50% 0.51 0.27 0.19 0.14 - - - -
75% 0.26 0.14 - - - - - -
90% 0.10 - - - - - - -
None D3 ditch 0.84 0.45 0.31 0.23 - - - -
50% 0.42 0.23 0.16 - - - - -
75% 0.23 - - - - - - -
90% - - - - - - - -
None D4 stream 0.97 0.52 0.36 0.27 - - - -
50% 0.49 0.26 0.18 0.14 - - - -
75% 0.26 0.14 - - - - - -
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90% 0.13 5 5 - - - - -
None D5 stream 1.05 0.55 0.38 0.29 - - - -
50% 0.52 0.28 0.19 0.15 - - - -
75% 0.27 5 5 - - - - -
90% 0.13 5 5 - - - - -
None R1 stream 5 5 5 - 0.75 0.41 0.28 0.21
50% - - - - 0.40 0.22 0.15 -
75% - - - - 0.26 - - -
90% - - - - 0.26 - - -
None R3 stream - - - - 1.04 0.55 0.38 0.29
50% - - - - 0.52 0.28 0.19 0.15
75% - - - - 0.28 - - -
90% - - - - 0.21 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter oilseed rape (1 x 455 g/ha) are <1 when risk mitigation options are considered:

D2 ditch, D3 ditch and D4 stream: 5m no spray buffer zone

D2 stream and D5 stream: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 stream: 5m no spray buffer zone + 5m vegetative strip

R3 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction.

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for

all R scenarios.
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Table 9.5-68: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter oilseed rape

Intended use Winter oil seed rape

Active substance pendimethalin

Application rate (g/ha) 1 x 455

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstjgetated filter strip | \jone None None None 5 10 15 20
None D2 ditch 0.781 0.424 0.292 0.222 - - - -
50% 0.413 0.235 0.166 - - - - -
75% 0.245 0.150 - - - - - -
90% 0.154 - - - - - - -
None D2 stream 0.938 0.498 0.345 0.262 - - - -
50% 0.470 0.253 0.173 0.132 - - - -
75% 0.239 0.127 - - - - - -
90% 0.097 - - - - - - -
None D3 ditch 0.780 0.419 0.286 0.218 - - - -
50% 0.395 0.217 0.151 - - - - -
75% 0.218 - - - - - - -
90% - - - - - - - -
None D4 stream 0.901 0.485 0.331 0.252 - - - -
50% 0.458 0.245 0.169 0.128 - - - -
75% 0.240 0.134 - - - - - -
90% 0.119 - - - - - - -
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None D5 stream 0.972 0.515 0.357 0.272 = = = -
50% 0.486 0.262 0.179 0.136 - - - -
75% 0.249 - - - - - - -
90% 0.125 5 5 - - - - -
None R1 stream B B B i 0.698 0.381 0.262 0.199
50% - - - - 0.368 0.203 0.140 -
75% - - - - 0.242 - - -
90% - - - - 0.242 - - -
None R3 stream - - - - 0.971 0.516 0.358 0.272
50% - - - - 0.488 0.264 0.180 0.137
75% - - - - 0.257 - - -
90% - - - - 0.199 - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D2 ditch 3.396 1.843 1.270 0.965 - - - -
50% 1.796 1.022 0.722 - - - - -
75% 1.065 0.652 - - - - - -
90% 0.670 - - - - - - -
None D2 stream 4.078 2.165 1.500 1.139 - - - -
50% 2.043 1.100 0.752 0.574 - - - -
5% 1.039 0.552 - - - - - -
90% 0.422 - - - - - - -
None D3 ditch 3.391 1.822 1.243 0.948 - - - -
50% 1.717 0.943 0.657 - - - - -
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75% 0.948 5 5 - - - - -
90% - - - - - - - -
None D4 stream 3.917 2.109 1.439 1.096 - - - -
50% 1.991 1.065 0.735 0.557 - - - -
75% 1.043 0.583 5 - - - - -
90% 0.517 - - - - - - -
None D5 stream 4.226 2.239 1.552 1.183 - - - -
50% 2.113 1.139 0.778 0.591 - - - -
75% 1.083 - - - - - - -
90% 0.543 - - - - - - -
None R1 stream 5 5 5 - 3.035 1.657 1.139 0.865
50% - - - - 1.600 0.883 0.609 -
75% 5 5 5 - 1.052 - - -
90% - - - - 1.052 - - -
None R3 stream = = = - 4.222 2.243 1.557 1.183
50% - - - - 2.122 1.148 0.783 0.596
75% § § § § 1.117 - - -
90% - - - - 0.865 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

Table 9.5-69:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter oilseed rape (1 x 455 g/ha)

Intended use

Active substance

Application rate (g/ha)

Winter oilseed rape
pendimethalin
1 x 455
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Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray 1@ 20
buffer (m)
None R1 stream 0.381 0.199
50 % 0.203 -
None R3 stream 0.523 0.272
50 % 0.264 0.137
75 % 0.145 -
RAC (ng/L)
0.23 PEC/RAC ratio
None R1 stream 1.66 0.87
50 % 0.88 -
None R3 stream 2.27 1.18
50 % 1.15 0.60
75 % 0.63 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter oilseed rape (1 x 455 g/ha) are <1 when risk mitigation options are considered:
D2 ditch: 20 m no spray buffer zone or 15m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 75% nozzle reduction or 5m no spray

buffer zone + 90% nozzle reduction

D2 stream, D4 stream: 15m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90%

nozzle reduction

D3 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

D5 stream: 15m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction
R1 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
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Table 9.5-7020: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in winter oilseed rape (1 x 910 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher eSf(:).rg\_Nell—
onged longed acute prolonged prolonged plant longed

Test spe- O. mykiss P.promelas | Danio rerio Daphnia | Daphnia P. subcapitata C. riparius Lemna - riparius

cies magna magna gibba

Endpoint LCso NOEC NOEC g NOEC E:Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

zg/(i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

Focus  |PECe PEC grmax

Scenario (ng/L) (ng/kg)

Step 3

D2 ditch 5.769 2.94 9.16 1.80 3.92 3.98 6.20 0.70 481 8.779 0.00039

D2 stream 5.132 2.62 8.15 1.60 3.49 3.54 5.52 0.63 4.28 7.820 0.00034

D3 ditch 5.719 2.92 9.08 1.79 3.89 3.94 6.15 0.70 4.77 4.368 0.00019

D4 pond 0.196 0.10 0.31 0.06 0.13 0.14 0.21 0.02 0.16 0.682 0.00003

D4 stream 4.925 251 7.82 1.54 3.35 3.40 5.30 0.60 4.10 1.018 0.00004

D5 pond 0.196 0.10 0.31 0.06 0.13 0.14 0.21 0.02 0.16 0.566 0.00002

D5 stream 5.314 2.71 8.43 1.66 3.61 3.66 5.71 0.65 4.43 1.365 0.00006

R1 pond 0.197 0.10 0.31 0.06 0.13 0.14 0.21 0.02 0.16 1.119 0.00005

R1 stream 3.765 1.92 5.98 1.18 2.56 2.60 4.05 0.46 3.14 2.614 0.00012
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R3 stream 5.265 2.69 8.36 1.65 3.58 3.63 5.66 0.64 4.39 26.45 0.00116

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses winter oilseed rape (1 x 910 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic
organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced expo-
sure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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50% 0474

5% -
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None 202 167 073 - - -
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Table 9.5-71: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter oilseed rape

Intended use Winter oil seed rape

Active substance pendimethalin

Application rate (g/ha) 1 x910

A== No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/rstj;etated filter strip | \one None None None 5 10 15 20
None D2 ditch 1.563 0.837 0.586 0.445 - - - -
50% 0.815 0.472 0.332 0.252 - - - -
75% 0.493 0.301 0.217 0.163 - - - -
90% 0.311 0.213 - - - - - -
None D2 stream 1.877 0.996 0.680 0.525 - - - -
50% 0.940 0.499 0.346 0.263 - - - -
75% 0.471 0.254 0.174 0.132 - - - -
90% 0.193 0.103 - - - - - -
None D3 ditch 1.549 0.821 0.569 0.433 - - - -
50% 0.774 0.431 0.301 0.228 - - - -
75% 0.433 0.262 0.188 - - - - -
90% 0.264 0.176 - - - - - -
None D4 stream 1.802 0.956 0.653 0.504 - - - -
50% 0.903 0.490 0.344 0.261 - - - -
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75% 0.491 0.272 0.190 - - - - -
90% 0.241 0.149 - - - - - -
None D5 stream 1.944 1.031 0.715 0.543 - - - -
50% 0.973 0.517 0.358 0.272 - - - -
75% 0.498 0.279 0.196 0.149 - - - -
90% 0.249 0.158 - - - - - -
None R1 stream - - - - 1.400 0.755 0.527 0.400
50% - - - - 0.730 0.408 0.296 0.215
75% - - - - 0.730 0.386 0.296 -
90% - - - - 0.554 0.386 - -
None R3 stream 5 5 5 - 1.940 1.033 0.708 0.546
50% - - - - 0.991 0.542 0.380 0.288
75% 5 5 5 - 0.876 0.404 0.310 0.212
90% - - - - 0.580 0.404 0.310 -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D2 ditch 1.68 0.90 0.63 0.48 - - - -
50% 0.88 0.51 0.36 0.27 - - - -
75% 0.53 0.32 0.23 0.18 - - - -
90% 0.33 0.23 - - - - - -
None D2 stream 2.02 1.07 0.73 0.56 - - - -
50% 1.01 0.54 0.37 0.28 - - - -
75% 0.51 0.27 0.19 0.14 - - - -
90% 0.21 0.11 - - - - - -
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None D3 ditch 1.67 0.88 0.61 0.47 - - - -
50% 0.83 0.46 0.32 0.25 - - - -
75% 0.47 0.28 0.20 - - - - -
90% 0.28 0.19 5 - - - - -
None D4 stream 1.94 1.03 0.70 0.54 = = = -
50% 0.97 0.53 0.37 0.28 - - - -
75% 0.53 0.29 0.20 - - - - -
90% 0.26 0.16 - - - - - -
None D5 stream 2.09 111 0.77 0.58 - - - -
50% 1.05 0.56 0.38 0.29 - - - -
75% 0.54 0.30 0.21 0.16 - - - -
90% 0.27 0.17 - - - - - -
None R1 stream - - - - 1.51 0.81 0.57 0.43
50% - - - - 0.78 0.44 0.32 0.23
75% - - - - 0.78 0.42 0.32 -
90% - - - - 0.60 0.42 - -
None R3 stream - - - - 2.09 111 0.76 0.59
50% 5 5 5 - 1.07 0.58 0.41 0.31
75% - - - - 0.94 0.43 0.33 0.23
90% - - - - 0.62 0.43 0.33 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter oilseed rape (1 x 910 g/ha) are <1 when risk mitigation options are considered:
D2 ditch, D3 ditch: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reaction

D2 stream, D5 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction
D4 stream: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction
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R1 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone +5m vegetative strip + 50% nozzle reduction
R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios.

Table 9.5-72: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
winter oilseed rape

Intended use Winter oil seed rape

Active substance pendimethalin

Application rate (g/ha) 1 x910

ey No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/ntqe?etated filter strip | \one None None None 5 10 15 20
None D2 ditch 1.563 0.837 0.586 0.445 - - - -
50% 0.815 0.472 0.332 0.252 - - - -
75% 0.493 0.301 0.217 0.163 - - - -
90% 0.311 0.213 - - - - - -
None D2 stream 1.877 0.996 0.680 0.525 - - - -
50% 0.940 0.499 0.346 0.263 - - - -
75% 0.471 0.254 0.174 0.132 - - - -
90% 0.193 0.103 - - - - - -
None D3 ditch 1.549 0.821 0.569 0.433 - - - -
50% 0.774 0.431 0.301 0.228 - - - -
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75% 0.433 0.262 0.188 - - - - -
90% 0.264 0.176 - - - - - -
None D4 stream 1.802 0.956 0.653 0.504 - - - -
50% 0.903 0.490 0.344 0.261 - - - -
75% 0.491 0.272 0.190 - - - - -
90% 0.241 0.149 - - - - - -
None D5 stream 1.944 1.031 0.715 0.543 - - - -
50% 0.973 0.517 0.358 0.272 - - - -
75% 0.498 0.279 0.196 0.149 - - - -
90% 0.249 0.158 - - - - - -
None R1 stream 5 5 5 - 1.400 0.755 0.527 0.400
50% - - - - 0.730 0.408 0.296 0.215
75% - - - - 0.730 0.386 0.296 -
90% - - - - 0.554 0.386 - -
None R3 stream = = = - 1.940 1.033 0.708 0.546
50% - - - - 0.991 0.542 0.380 0.288
75% 5 5 5 - 0.876 0.404 0.310 0.212
90% - - - - 0.580 0.404 0.310 -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D2 ditch 6.796 3.639 2.548 1.935 - - - -
50% 3.543 2.052 1.443 1.096 - - - -
75% 2.143 1.309 0.943 0.709 - - - -
90% 1.352 0.926 - - - - - -
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None D2 stream 8.161 4.330 2.957 2.283 = = = -
50% 4.087 2.170 1.504 1.143 - - - -
75% 2.048 1.104 0.757 0.574 - - - -
90% 0.839 0.448 5 - - - - -
None D3 ditch 6.735 3.570 2.474 1.883 - - - -
50% 3.365 1.874 1.309 0.991 - - - -
75% 1.883 1.139 0.817 - - - - -
90% 1.148 0.765 - - - - - -
None D4 stream 7.835 4.157 2.839 2.191 - - - -
50% 3.926 2.130 1.496 1.135 - - - -
75% 2.135 1.183 0.826 - - - - -
90% 1.048 0.648 - - - - - -
None D5 stream 8.452 4.483 3.109 2.361 - - - -
50% 4.230 2.248 1.557 1.183 - - - -
75% 2.165 1.213 0.852 0.648 - - - -
90% 1.083 0.687 - - - - - -
None R1 stream - - - - 6.087 3.283 2.291 1.739
50% § § § § 3.174 1.774 1.287 0.935
75% - - - - 3.174 1.678 1.287 -
90% - - - - 2.409 1.678 - -
None R3 stream - - - - 8.435 4.491 3.078 2.374
50% 5 5 5 - 4.309 2.357 1.652 1.252
75% - - - - 3.809 1.757 1.348 0.922
90% - - - - 2.522 1.757 1.348 -




SHA 2600 E / PENSHUI Page 401 /956
Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios ab-ove the relevant trigger of 1 are shown in bold

Table 9.5-73: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in winter oilseed rape (1 x 910 g/ha)

Intended use Winter oilseed rape
Active substance pendimethalin
Application rate (g/ha) 1 x910
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray " 20
buffer (m)
None R1 stream - 0.212
50 % 0.226 -
None R3 stream - -
50 % - 0.284
75 % 0.305 0.162
RAC (ng/L)
0.23 PEC/RAC ratio
None R1 stream - 0.92
50 % 0.98 -
None R3 stream - -
50 % - 1.23
75 % 1.33 0.70

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in winter oilseed rape (1 x 910 g/ha) are <1 when risk mitigation options are considered:
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D2 ditch, D3 ditch, D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
D2 stream, D5 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction
R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

Table 9.5-7422: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in asparagus, brassicas, leek, lettuce, endive, artichoke 1% and 2" crop in pre
emergence (leafy vegetables 15t and 2" crop 1 x 1590 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher eS;e(:).rg\_/vell—
onged longed acute prolonged prolonged plant longed

Test species O.mykiss P.promelas |Danio rerio zggzgia r?]zz?]gia P.subcapitata C. riparius Ig_iebrgga - riparlus

Endpoint LCso NOEC NOEC ECso NOEC E(Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

RAC (png/L) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

FOCUS Sce- zii PEC grmax

nario (ng/L) (ng/kg)

Step 3

D3 1t ditch 9.944 5.07 15.78 3.11 6.76 6.86 10.69 121 8.29 5.752 0.00025

D3 2™ ditch 9.969 5.09 15.82 3.12 6.78 6.88 10.72 1.22 8.31 5.635 0.00025

D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.311 0.00006

D4 stream 7.805 3.98 12.39 2.44 531 5.38 8.39 0.95 6.50 0.346 0.00002

D6 ditch 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 6.119 0.00027
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed

R1 1% pond 0.415 0.21 0.66 0.13 0.28 0.29 0.45 0.05 0.35 2.980 0.00013
R1 2" pond 0.598 0.31 0.95 0.19 0.41 0.41 0.64 0.07 0.50 5.482 0.00024
R1 1% stream | 6.562 3.35 10.42 2.05 4.46 4.53 7.06 0.80 5.47 30.35 0.00134
R1 1% stream | 6.506 3.32 10.33 2.03 4.43 4.49 7.00 0.79 5.42 9.660 0.00042
R2 1% stream | 8.606 4.39 13.66 2.69 5.85 5.94 9.25 1.05 7.17 26.24 0.00115
R2 2" stream | 8.826 4.50 14.01 2.76 6.00 6.09 9.49 1.08 7.36 44.99 0.00198
R3 1% stream | 9.281 4.74 14.73 2.90 6.31 6.40 9.98 1.13 7.73 6.615 0.0003
R3 2" stream | 9.253 4.72 14.69 2.89 6.29 6.38 9.95 1.13 7.71 6.746 0.0003
R4 1%t stream | 6.461 3.30 10.26 2.02 4.40 4.46 6.95 0.79 5.38 14.40 0.0006
R4 2" stream | 6.521 3.33 10.35 2.04 4.44 4.50 7.01 0.80 5.43 21.74 0.0010

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses asparagus, brassicas, leek, lettuce, endive and artichoke 1% and 2" crop (leafy vegetables 1% and 2™ crop 1 x 1590 g/ha), calculated
PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further
PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the most sensitive endpoint, RAC =
0.93 ug a.s./L (algae).

Nip O

. imethali

licati o/ha

Nozzlere- No-spray-buffer(m) |5 10 15 20 5 10 15 20
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vegetated-filter strip None
()
None 2694
50% 1.346
P3-1%ditch
75% 0745
90% -
None 2701
50% 1.350
D327 diteh
75% 0713
90% -
None 2906
50% 1480
D4 -stream
75% 0768
90% -
None 2720
50% 1.359
D& ditch
75% 0750
90% -
None -
50% -
R1 1%t stream
75% -
90% -
None -
50% R1-2™_stream -
75% -
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90% - - - 0.932 - - =
None - - - 3.224 1728 1185 0.902
50% - - - 1.652 0-895 0.616 -
R2 1% stream
5% - - - 0.866 - - =
90% - - - = = = =
None - - - 3.320 1783 1.223 0.931
50% - - - 1.708 0.928 0.639 0487
R2 2™_stream
75% - - - 0.962 = 2 2
90% - - - - - - -
Nene - - - 3.402 1.824 1.252 0.953
50% - - - 1753 0964 0.668 0.509
R3 1%t stream
75% - - - 0.956 0.639 - -
90% - - - 0.924 - - -
Nene - - - 3.396 1.804 1.233 0.938
50% - - - 1.706 0909 0.628 0478
R3-2%._stream
75% - - - 0-893 = 2 2
90% - - - - - - -
Nene - - - 2433 1.309 0.900 -
50% - - - 1554 1081 - -
R4 1% stream
75% - - - 1554 1081 - -
90% - - - - - - -
None - - - 2441 1.308 0.899 -
50% R4-2% stream - - - 1538 1.072 - -
75% - - - 1538 1072 - -
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90% - - - - - - -
RAC(ng/k)
None 290 154 1.05 080 - - - =
50% ] 145 080 055 - - - - -
P31 ditch
75% 080 - - - - - - =
90% - - - - - - - -
None 290 154 1.05 080 - - - =
50% 145 077 053 - = - - -
D327 ditch
75% 077 - - - - - - -
90% - - - - - - - -
None 312 167 114 0.87 - - - =
50% 159 086 059 - - - - -
D4-stream
75% 083 - - - - - - =
90% - - - - - - - -
None 292 155 1.06 081 - - - =
50% ) 146 081 081 - - - - -
Déditch
75% 081 - - - - - - =
90% - - - - - - - -
None - - - 265 142 098 -
50% - - - 138 076 - -
R1 1% stream
75% - - - 1.06 - - -
90% - - - 1.06 - - -
None R1-2™.stream - - - 262 141 097 =
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50% - - - 136 074 - -
5% - - - 1.00 - - -
9004 - - - 1.00 - - -
None - - - 347 186 127 0.97
50% - - - 178 0.96 0.66 -
R2 1% stream
75% - - - 0.93 - - -
9004 - - - = = = o
None - - - 357 192 132 100
500 - - - 184 1.00 069 052
R2 27 stream
75% - - - 0.97 5 - -
90% - - - - - - -
None - - - 366 196 135 102
500 - - - 188 104 072 055
R3-1%stream
75% - - - 103 069 - -
909% - - - 099 - - -
None - - - 365 194 133 101
50% - - - 183 0.98 068 051
R3-27._stream
75% - - - 0.96 5 - -
90% - - - - - - -
Nene - - - 2.62 1431 0.97 -
50% - - - 1.67 1.16 - A
R4-1% stream
75% - - - 167 116 - -
90% - - - - - - -
None R4-2% stream - - - 2.62 141 0.97 -
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Table 9.5-75:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
asparagus, brassicas, leek, lettuce, endive and artichoke 1%t and 2" crop (leafy vegetables 1%t and 2" crop 1 x 1590 g/ha pre-

emergence)
Intended use Asparagus, brassicas, leek, lettuce, endive and artichoke (pre-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etatecj IMEMNEIIR | s None None None 5 10 15 20
None D3 1%t ditch 2.694 1.428 0.975 0.742 - - - -
50% 1.346 0.743 0.516 0.399 - - - -
75% 0.745 0.453 0.324 0.247 - - - -
90% 0.453 0.304 0.223 0.170 - - - -
None D3 2™ ditch 2.701 1.432 0.978 0.744 - - - -
50% 1.350 0.716 0.494 0.382 - - - -
75% 0.713 0.421 0.299 0.228 - - - -
90% 0.419 0.282 0.207 - - - - -
None D4 pond 0.331 0.241 0.190 - - - - -
50% 0.197 0.144 - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 - - - -
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50% 1.480 0.798 0.548 0.423 - - - -
5% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.720 1.442 0.985 0.750 - - - -
50% 1.359 0.750 0.750 0.750 - - - -
5% 0.750 0.750 0.750 - - - - -
90% 0.750 - - - - - - -
None ! - ! 0.343 0.249 0.197 -
50% R1 1% pond ! - ! 0.257 0.173 - -
5% - - - 0.257 - - -
90% ! - i 0.373 0.251 0.196 -
None ! - ! 0.373 0.251 - -
50% RiZpoid ! I ! 2.460 1.325 0.912 0.704
75% - - - 1.282 0.708 0.533 0.379
90% H - H 0.984 0.694 0.533 0.363
None H - H 0.984 0.694 0.533 0.363
50% RIS i i i 2.441 1310 0.900 0.695
75% - - - 1.262 0.692 0.505 0.369
90% H - H 0.932 0.659 0.505 0.345
None H - H 0.932 0.659 0.505 0.345
50% RiReRbTicaiy i i i 3.224 1.728 1.185 0.902
75% ! ! ! 1.652 0.895 0.616 0.475
90% g - g 0.945 0.486 0.336 0.256
None g - g 0.945 0.232 0.163 0.125
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50% R2 1 stream ! I ! 3.320 1.783 1.223 0.931
75% I I ! 1.708 0.928 0.639 0.487
90% ! I ! 0.902 0.508 0.353 0.269
None ! I ! 0.401 0.251 0.178 0.136
50% A ! I ! 3.402 1.824 1.252 0.953
75% I I ! 1.753 0.964 0.668 0.509
90% ! I ! 0.956 0.639 0.496 0.337
None ! I ! 0.924 0.639 0.496 0.337
50% RIFstEaY ! I ! 3.396 1.804 1.233 0.938
75% ! I ! 1.706 0.909 0.628 0.478
90% ! I ! 0.893 0.540 0.415 0.283
None ! I ! 0.774 0.540 0.415 0.283
50% RE 2 Sl ! I ! 2.433 1.309 0.900 0.694
75% ! I ! 1.554 1.081 0.841 0.574
90% ! I ! 1.554 1.081 0.841 0.574
None - - - - - - -
50% 1 I 1 2.441 1.308 0.899 0.694
75% am— ! I ! 1.538 1.072 0.835 0.571
90% ! I ! 1.538 1.072 0.835 0.571
None R4 2" stream - - - - - - -
50% ! I ! 0.343 0.249 0.197 -
75% ! ] ! 0.257 0.173 - -
90% ! I ! 0.257 - - -
RAC (ug/L)




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 411 /956
Template for chemical PPP
Version June 2020

0.93 (algae) PEC/RAC ratio

None D3 1%t ditch 2.90 1.54 1.05 0.80 - - -
50% 1.45 0.80 0.55 0.43 - - -
75% 0.80 0.49 0.35 0.27 - - -
90% 0.49 0.33 0.24 0.18 - - -
None D3 2™ ditch 2.90 1.54 1.05 0.80 - - -
50% 1.45 0.77 0.53 0.41 - - -
75% 0.77 0.45 0.32 0.25 - - -
90% 0.45 0.30 0.22 - - - -
None D4 pond 0.36 0.26 0.20 - - - -
50% 0.21 0.15 - - - - -
None D4 stream 3.12 1.67 1.14 0.87 - - -
50% 1.59 0.86 0.59 0.45 - - -
75% 0.83 0.46 0.33 0.33 - - -
90% 0.37 0.33 0.33 0.33 - - -
None D6 ditch 2.92 1.55 1.06 0.81 - - -
50% 1.46 0.81 0.81 0.81 - - -
75% 0.81 0.81 0.81 - - - -
90% 0.81 - - - - - -
None - - - - 0.37 0.27 0.21
50% R1 1%t pond - - - - 0.28 0.19 -
75% - - - - 0.28 - -
None - - - - 0.40 0.27 0.21
50% Rizvend ! I ! ! 0.40 0.27 -
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None I 1 I I 2.65 1.42 0.98 0.76
st
50% RISESGEam 1 1 1 1 1.38 0.76 0.57 0.41
75% I 1 i ! 1.06 0.75 0.57 0.39
90% I 1 I I 1.06 0.75 057 0.39
None I 1 I I 2.62 1.41 0.97 0.75
nd
50% RS2~ tea ! 1 ! ! 1.36 0.74 0.54 0.40
75% I 1 I I 1.00 0.71 0.54 0.37
90% I l I I 1.00 0.71 0.54 0.37
None - - - - 3.47 1.86 1.27 0.97
st
50% REFSSEEm 1 1 1 1 1.78 0.96 0.66 0.51
75% I I I I 1.02 052 0.36 0.28
90% I l I I 1.02 0.25 0.18 0.13
None - - - - 3.57 1.92 1.32 1.00
nd
50% R YEal] 1 I 1 1 1.84 1.00 0.69 0.52
75% I I I I 0.97 055 0.38 0.29
90% I 1 I I 0.43 0.27 0.19 0.15
None I 1 I I 3.66 1.96 1.35 1.02
st
50% REHSSEEm 1 I 1 1 1.88 1.04 0.72 0.55
75% I I I I 1.03 0.69 0.53 0.36
90% I 1 I I 0.99 0.69 0.53 0.36
None - - - - 3.65 1.94 1.33 1.01
nd
50% RSP iali] 1 I 1 1 1.83 0.98 0.68 0.51
75% i I i i 0.96 058 0.45 0.30
90% i 1 i i 0.83 058 0.45 0.30
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None - - - - 2.62 1.41 0.97 0.75

50% - - - - 1.67 1.16 0.90 0.62

75% e - - - - 1.67 1.16 0.90 0.62

90% - - - - - - - -

None R4 2" stream - - - - 2.62 1.41 0.97 0.75

50% - - - - 1.65 1.15 0.90 0.61

75% - - - - 1.65 1.15 0.90 0.61

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha pre-emergence) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-

duction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 1%t stream and-R3-2"-stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction e
. ; I .

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 1% stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10 no spray buffer zone + 10m vegetative strip + 75% nozzle reduction

or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R3 2" stream: 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip

R2 2" stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-76: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
asparagus, brassicas, leek, lettuce, endive and artichoke 1%t and 2™ crop (leafy vegetables 1% and 2" crop 1 x 1590 g/ha pre-

emergence)
Intended use Asparagus, brassicas, leek, lettuce, endive and artichoke (pre-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction zlrﬁg]etated filter strip | \one None None None 5 10 15 20
None D3 1%t ditch 2.694 1.428 0.975 0.742 - - - -
50% 1.346 0.743 0.516 0.399 - - - -
75% 0.745 0.453 0.324 0.247 - - - -
90% 0.453 0.304 0.223 0.170 - - - -
None D3 2™ ditch 2.701 1.432 0.978 0.744 - - - -
50% 1.350 0.716 0.494 0.382 - - - -
75% 0.713 0.421 0.299 0.228 - - - -
90% 0.419 0.282 0.207 - - - - -
None D4 pond 0.331 0.241 0.190 - - - - -
50% 0.197 0.144 - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 - - - -
50% 1.480 0.798 0.548 0.423 - - - -
75% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.720 1.442 0.985 0.750 - - - -
50% 1.359 0.750 0.750 0.750 - - - -
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75% 0.750 0.750 0.750 I - ] - -
90% 0.750 1 ! ! - - - -
None ! 1 ! 0.343 0.249 0.197 -
50% R oTg I 1 I 0.257 0.173 - -
75% I 1 I 0.257 ] - -
None ! 1 ! 0.373 0.251 0.196 -
nd
50% sl o] ! 1 ! 0.373 0.251 - -
None I I I 2.460 1.325 0.912 0.704
st
50% BRI Tiean ! 1 ! 1.282 0.708 0.533 0.379
75% ! 1 ! 0.984 0.694 0.533 0.363
90% I I I 0.984 0.694 0.533 0.363
None I I I 2.441 1.310 0.900 0.695
nd
50% R ieam ! 1 ! 1.262 0.692 0.505 0.369
75% ! 1 ! 0.932 0.659 0.505 0.345
90% I 1 I 0.932 0.659 0.505 0.345
None I 1 I 3.224 1.728 1.185 0.902
st
50% XL SR 1 1 1 1.652 0.895 0.616 0.475
75% ! 1 ! 0.945 0.486 0.336 0.256
90% I 1 I 0.945 0.232 0.163 0.125
None I 1 I 3.320 1.783 1.223 0.931
nd
50% RO TiEa) ! 1 ! 1.708 0.928 0.639 0.487
75% ! 1 ! 0.902 0.508 0.353 0.269
90% i 1 i 0.401 0.251 0.178 0.136
None i 1 i 3.402 1.824 1.252 0.953
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50% R3 1% stream - - - 1.753 0.964 0.668 0.509
75% - - - 0.956 0.639 0.496 0.337
90% - - - 0.924 0.639 0.496 0.337
None - - - 3.396 1.804 1.233 0.938
50% Relzdsiean) ! i ! 1.706 0.909 0.628 0.478
75% - - - 0.893 0.540 0.415 0.283
90% - - - 0.774 0.540 0.415 0.283
None - - - 2.433 1.309 0.900 0.694
50% - - - 1.554 1.081 0.841 0.574
75% BTl - - - 1.554 1.081 0.841 0.574
90% - - - - - - -
None R4 2" stream - - - 2.441 1.308 0.899 0.694
50% - - - 1.538 1.072 0.835 0.571
75% - - - 1.538 1.072 0.835 0.571
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 1%t ditch 11.713 6.209 4.239 3.226 - - - -
50% 5.852 3.230 2.243 1.735 - - - -
5% 3.239 1.970 1.409 1.074 - - - -
90% 1.970 1.322 0.970 0.739 - - - -
None D3 2™ ditch 11.743 6.226 4.252 3.235 - - - -
50% 5.870 3.113 2.148 1.661 - - - -
5% 3.100 1.830 1.300 0.991 - - - -
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90% 1.822 1.226 0.900 ! - - - -
None D4 pond 1.439 1.048 0.826 - - - - -
50% 0.857 0.626 ! ! - - - -
None D4 stream 12.635 6.757 4.626 3.522 - - - -
50% 6.435 3.470 2.383 1.839 - - - -
75% 3.339 1.852 1.335 1.335 - - - -
90% 1.504 1.335 1.335 1.335 - - - -
None D6 ditch 11.826 6.270 4.283 3.261 - ] - -
50% 5.909 3.261 3.261 3.261 ] ] ] -
75% 3.261 3.261 3.261 ! - - - -
90% 3.261 I ! ! - - - -
None ! I ! ! 1.49 1.08 0.86 -
50% EREET ! I ! ! 1.12 0.75 - -
75% ! I ! 1 1.12 ] ] -
None ! I ! ! 1.62 1.09 0.85 -
50% 22 ! I ! ! 1.62 1.09 - -
None ! I ! ! 10.70 5.76 3.97 3.06
50% RIS UEA i i i i 5.57 3.08 232 165
75% ! I ! ! 4.28 3.02 2.32 1.58
90% ! I ! ! 4.28 3.02 2.32 1.58
None ! I ! ! 10.61 5.70 3.91 3.02
50% i ' i ' ' 5.49 3,01 2.20 1.60
75% ! I ! ! 4.05 2.87 2.20 1.50
90% ! I ! ! 4.05 2.87 2.20 1.50
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None I 1 I I 14.02 751 5.15 3.92
st
50% ResiEstEam ! 1 ! ! 7.18 3.89 2.68 2.07
75% ] " ] I 411 211 1.46 1.11
90% I 1 I I 411 1.01 0.71 0.54
None I 1 I I 14.43 7.75 5.32 4.05
nd
50% Reizis-tea ! 1 ! ! 7.43 4.03 278 212
75% I 1 I I 3.92 221 153 117
90% I 1 I I 1.74 1.09 0.77 0.59
None I 1 I I 14.79 7.93 5.44 4.14
st
50% REHSSEEAm ! 1 ! ! 7.62 4.19 2.90 221
75% ! 1 ! ! 4.16 278 2.16 1.47
90% I 1 I I 4.02 278 2.16 1.47
None I 1 I I 1477 7.84 5.36 4.08
nd
50% 2 SR 1 I 1 1 7.42 3.95 2.73 2.08
75% ; 1 ; ; 3.88 235 1.80 1.23
90% ; 1 ; ; 3.37 235 1.80 1.23
None ! 1 ! ! 10.58 5.69 3.91 3.02
50% I I I I 6.76 470 3.66 250
R4 1%t stream
75% ; 1 ; ; 6.76 4.70 3.66 2,50
90% ; 1 ; ; - ] - -
None R4 2M stream g - g g 10.61 5.69 3.91 3.02
50% I I I I 6.69 4.66 3.63 2.48
75% I 1 ; ; 6.69 4.66 3.63 2.48
90% I 1 ; ; - ] - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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Table 9.5-77: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step

4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS asparagus, brassicas, leek, lettuce, endive, artichoke 1t and 2" crop (leafy vegetables 1t and 2" crop, 1 x 1590 g/ha) in
pre emergence

Intended use Asparagus, brassicas, leek, lettuce, endive, artichoke 1t and 2" crop (pre-
emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray " 20
buffer (m)
75% R1 stream 1% - 0.216
90% 0.218 -
75% R1 stream 2" - 0.206
90% 0.203 -
75% R2 stream 1° - 0.256
90% 0.232 0.125
75% R2 stream 2™ - 0.269
90% 0.251 0.134
75% R3 stream 1% - 0.297
90% 0.319 0.176
75% R3 stream 2™ - 0.273
90% 0.284 0.156
75% R4 stream 1% - 0.206
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90% 0.200 -
75% R4 stream 2nd - 0.205
90% 0.206 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream 1% - 0.94
90% 0.95 -
75% R1 stream 2" - 0.90
90% 0.88 -
75% R2 stream 1% - 1.11
90% 1.01 0.54
75% R2 stream 2" - 1.17
90% 1.09 0.58
75% R3 stream 1% - 1.29
90% 1.39 0.77
75% R3 stream 2™ - 1.19
90% 1.23 0.68
75% R4 stream 1% - 0.90
90% 0.87 -
75% R4 stream 2nd - 0.89
90% 0.90 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha pre-emergence) are <1 when risk mitigation options are considered:
D3 1%t ditch: 15m no spray buffer zone + 90% nozzle reduction

D3 2" ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction
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D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond 1°: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R1 pond 2": 15m no spray buffer zone + 15m vegetative strip

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% noz-
zle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation measures. Scenario D6 is not relevant for CEU
countries.

Table 9.5-78: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in asparagus, brassicas, leek, lettuce, endive, artichoke 1t and 2" crop in post
emergence (leafy vegetables 15t and 2" crop 1 x 1590 g/ha)

. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Readaclls

Group Fish acute Algae er pro-

longed longed acute prolonged prolonged plant longed
: - C. riparius
Test species O.mykiss P.promelas |Danio rerio il P P.subcapitata C. riparius L_emna
magna magna gibba
] NOEC

Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

RAC (ng/L) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

FOCUS Sce- | 7O PEC gmax

nario DHIE /k

(ng/L) (ng/kg)
Step 3
D3 1%t ditch 9.959 5.08 15.81 3.11 6.77 6.87 10.71 1.21 8.30 0.445 0.00002
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Ss%.rngell-
onged longed acute prolonged prolonged plant longed

D3 2" ditch | 9.969 5.09 15.82 3.12 6.78 6.88 10.72 1.22 8.31 0.458 0.00002
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 0.174 0.00001
D4 stream 7.805 3.98 12.39 2.44 531 5.38 8.39 0.95 6.50 0.021 0.00000
D6 ditch 9.743 4.97 15.47 3.04 6.63 6.72 10.48 1.19 8.12 0.116 0.00001
R1 1%t pond 0.438 0.22 0.70 0.14 0.30 0.30 0.47 0.05 0.37 0.209 0.00001
R1 2™ pond 0.571 0.29 0.91 0.18 0.39 0.39 0.61 0.07 0.48 0.363 0.00002
R1 1% stream | 6.562 3.35 10.42 2.05 4.46 4.53 7.06 0.80 5.47 0.135 0.00001
R1 1%t stream | 6.584 3.36 10.45 2.06 4.48 4.54 7.08 0.80 5.49 0.121 0.00001
R2 1t stream | 8.674 4.43 13.77 2.71 5.90 5.98 9.33 1.06 7.23 0.070 0.00000
R2 2" stream | 8.826 4.50 14.01 2.76 6.00 6.09 9.49 1.08 7.36 0.083 0.00000
R3 1% stream | 9.220 4.70 14.63 2.88 6.27 6.36 9.91 1.12 7.68 0.209 0.00001
R3 2" stream | 9.253 4.72 14.69 2.89 6.29 6.38 9.95 1.13 7.71 0.220 0.00001
R4 1t stream | 6.553 3.34 10.40 2.05 4.46 4.52 7.05 0.80 5.46 0.302 0.00001
R4 2" stream | 6.521 3.33 10.35 2.04 4.44 4.50 7.01 0.80 5.43 0.281 0.00001

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-79: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
asparagus, brassicas, leek, lettuce, endive and artichoke 1%t and 2" crop (leafy vegetables 1%t and 2™ crop 1 x 1590 g/ha post-

emergence)
Intended use Asparagus, brassicas, leek, lettuce, endive and artichoke (post-emergence)
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
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R No-spray buffer (m) |5 10 15 20 5 10 15 20
duction z’ne]?“ated filter strip | \jone None None None 5 10 15 20
None D3 1t ditch 2.698 1.430 0.977 0.743 - - - -
50% 1.348 0.751 0.522 0.398 - - - -
75% 0.755 0.461 0.329 0.251 - - - -
90% 0.462 0.309 0.226 0.172 - - - -
None D3 2™ ditch 2.701 1.432 0.978 0.744 - - - -
50% 1.350 0.747 0.519 0.395 - - - -
75% 0.748 0.456 0.326 0.248 - - - -
90% 0.457 0.306 0.224 0.170 - - - -
None D4 pond 0.338 0.246 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% 5 - 5 5

90% - - - -

None D4 stream 2.906 1.554 1.064 0.810 - - - -
50% 1481 0.798 0.548 0.417 - - - -
75% 0.768 0.421 0.306 0.306 - - - -
90% 0.341 0.306 0.306 0.306 - - - -
None D6 ditch 2.640 1.399 0.956 0.727 - - - -
50% 1.319 0.699 0.657 0.657 - - - -
5% 0.659 0.657 0.657 - - - - -
90% 0.657 0.657 - - - - - -
None 0.353 0.256 0.202 -
50% 0.268 0.180 - -
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75% R1 1¢ pond I 1 I 0.268 ] - -
90% i I i - - -
None I I ! 0.352 0.248 0.195 -
nd
50% SR o I 1 I 0.351 0.237 - -
75% I 1 I 0.350 ] - -
90% i I i - . - -
None I I I 2.468 1.334 0.918 0.699
st
50% RG-S Tiean I I I 1.201 0.713 0.524 0.376
75% ! 1 ! 0.981 0.683 0.524 0.357
90% ! 1 ! 0.981 0.683 - 0.357
None I I I 2.459 1.331 0.915 0.697
nd
50% R iea I I I 1.287 0.709 0.491 0.374
75% ! 1 ! 0.843 0.587 0.451 0.308
90% ! 1 ! 0.843 0.587 0.451 0.308
None I 1 I 3.256 1.747 1.198 0.912
st
50% R TR TIEAN] I 1 I 1.672 0.907 0.624 0.475
75% ! 1 ! 0.880 0.488 0.338 0.257
90% ! 1 ! 0.405 0.236 0.167 0.127
None I 1 I 3.302 1.785 1.224 0.932
nd
50% RAETEa I 1 I 1.710 0.930 0.641 0.488
75% i 1 i 0.905 0.503 0.349 0.266
90% ! 1 ! 0.425 0.252 0.178 0.136
None i 1 i 3.416 1.839 1.262 0.961
R3 1%t stream
50% i 1 i 1.768 0.977 0.677 0.515
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5% - - - 0.992 0.690 0.528 0.360
90% - - - 0.992 0.690 0.528 0.360
None - - - 3.396 1.805 1.233 0.938
50% Relzdsiean) ! i ! 1.720 0.945 0.659 0.497
5% - - - 0.930 0.531 0.385 0.284
90% - - - 0.720 0.502 0.385 0.263
None - - - 2.468 1.330 0.914 0.696
50% - - - 1.362 0.949 0.728 0.497
75% e - - - 1.362 0.949 0.728 0.497
90% - - - - - - -
None R4 2" stream - - - 2.447 1.320 0.907 0.690
50% - - - 1.438 1.001 0.768 0.524
75% - - - 1.438 1.001 0.768 0.524
90% - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 1%t ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.81 0.56 0.43 - - - -
5% 0.81 0.50 0.35 0.27 - - - -
90% 0.50 0.33 0.24 0.18 - - - -
None D3 2" ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.56 0.42 - - - -
5% 0.80 0.49 0.35 0.27 - - - -
90% 0.49 0.33 0.24 0.18 - - - -
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None D4 pond 0.36 0.26 0.21 - - - - -

50% 0.22 0.16 - - - - H i

75% I I I I

90% I I I I

None D4 stream 3.12 1.67 1.14 0.87 - - - -

50% 1.59 0.86 0.59 0.45 - - - -

75% 0.83 0.45 0.33 0.33 - - - -

90% 0.37 0.33 0.33 0.33 - - - -

None D6 ditch 2.84 1.50 1.03 0.78 - - - -

50% 1.42 0.75 0.71 0.71 - - - -

75% 0.71 0.71 0.71 5 - - - -

90% 0.71 0.71 - - - - i i

None R1 1%t pond - - - - 0.38 0.28 0.22 -

50% 5 - - - 0.29 0.19 - -

75% I I I I 0.29 - - -

90% I I I I - - - -

None R1 2" pond - - - - 0.38 0.27 0.21 -

50% 5 - 5 5 0.38 0.25 - -

75% 0.38 - - -

90% - - - -

None R1 1% stream g g g g 2.65 1.43 0.99 0.75

50% - - - - 1.39 0.77 0.56 0.40

75% - - - - 1.05 0.73 0.56 0.38

90% - - - - 1.05 0.73 - 0.38
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None ! I ! ! 2.64 1.43 0.98 0.75
50% R 2 sl ! I ! ! 1.38 0.76 0.53 0.40
75% ! I ! ! 0.91 0.63 0.48 0.33
90% ! I ! ! 0.91 0.63 0.48 0.33
None ! I ! ! 3.50 1.88 1.29 0.98
50% REFSUEa ! I ! ! 1.80 0.98 0.67 0.51
75% ! I ! ! 0.95 0.52 0.36 0.28
90% ! I ! ! 0.4 0.25 0.18 0.14
None - - - - 3.57 1.92 1.32 1.00
50% C2 20 Sie i i i i 1.84 1.00 0.69 0.52
75% ! I ! ! 0.97 0.54 0.38 0.29
90% ! I ! ! 0.46 0.27 0.19 0.15
None ! I ! ! 3.67 1.98 1.36 1.03
50% e S i i i i 1.90 1.05 0.73 0.55
75% ! I ! ! 1.07 0.74 0.57 0.39
90% ! I ! ! 1.07 0.74 0.57 0.39
None - - - - 3.65 1.94 1.33 1.01
50% 2C 2o sia i i i i 1.85 1.02 0.71 0.53
75% ! I ! ! 1.00 0.57 0.41 0.31
90% ! I ! ! 0.77 0.54 0.41 0.28
None - - - - 2.65 1.43 0.98 0.75
50% ! I ! ! 1.46 1.02 0.78 0.53
75% e ! I ! ! 1.46 1.02 0.78 0.53
90% ! I ! ! - - - -
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None R4 2" stream 5 - 5 5 2.63 1.42 0.98 0.74

50% - - - - 1.55 1.08 0.83 0.56

75% - - - - 1.55 1.08 0.83 0.56

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha post-emergence) are <1 when risk mitigation options are considered:
D3 ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

R1 stream 1°: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R1 stream 2"%: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buff-
er zone + 5m vegetative strip + 75% nozzle reduction

R2 1% stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

R2 2" stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 75% nozzle reduction
R3 1% stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduc-
tion

R3 2" stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduc-
tion or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R4: 15m no spray buffer zone + 15m vegetative strip

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-80: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
asparagus, brassicas, leek, lettuce, endive and artichoke 1%t and 2" crop (leafy vegetables 1%t and 2™ crop 1 x 1590 g/ha post-
emergence)

Intended use Asparagus, brassicas, leek, lettuce, endive and artichoke (post-emergence)

Active substance pendimethalin
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Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction zlni?etated filter strip | \jone None None None 5 10 15 20
None D3 1t ditch 2.698 1.430 0.977 0.743 - - - -
50% 1.348 0.751 0.522 0.398 - - - -
75% 0.755 0.461 0.329 0.251 - - - -
90% 0.462 0.309 0.226 0.172 - - - -
None D3 2™ ditch 2.701 1.432 0.978 0.744 - - - -
50% 1.350 0.747 0.519 0.395 - - - -
75% 0.748 0.456 0.326 0.248 - - - -
90% 0.457 0.306 0.224 0.170 - - - -
None D4 pond 0.338 0.246 0.194 - - - - -
50% 0.201 0.147 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 - - - -
50% 1481 0.798 0.548 0.417 - - - -
75% 0.768 0.421 0.306 0.306 - - - -
90% 0.341 0.306 0.306 0.306 - - - -
None D6 ditch 2.640 1.399 0.956 0.727 - - - -
50% 1.319 0.699 0.657 0.657 - - - -
75% 0.659 0.657 0.657 - - - - -
90% 0.657 0.657 - - - - - -
None 0.353 0.256 0.202 -
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50% 0.268 0.180 - -
st
75% sl I I I 0.268 - - -
90% I 1 I i i -
None I 1 I 0.352 0.248 0.195 -
nd
50% S o I 1 I 0.351 0.237 - -
75% I 1 i 0.350 - - -
90% I I I - - - -
None I 1 I 2.468 1.334 0.918 0.699
st
50% RG-S Tiean 1 I 1 1.291 0.713 0.524 0.376
75% I 1 I 0.981 0.683 0.524 0.357
90% I 1 I 0.981 0.683 - 0.357
None I 1 I 2.459 1.331 0.915 0.697
nd
50% RS ieam 1 I 1 1.287 0.709 0.491 0.374
75% I 1 I 0.843 0.587 0.451 0.308
90% I 1 I 0.843 0.587 0.451 0.308
None I 1 I 3,256 1.747 1.198 0.912
st
50% R TR TIEAN] 1 1 1 1.672 0.907 0.624 0.475
75% I 1 I 0.880 0.488 0.338 0.257
90% I 1 I 0.405 0.236 0.167 0.127
None I 1 I 3,322 1.785 1.224 0.932
nd
50% RAETEa 1 1 1 1.710 0.930 0.641 0.488
75% I 1 I 0.905 0.503 0.349 0.266
90% I 1 I 0.425 0.252 0.178 0.136
None I 1 I 3.416 1.839 1.262 0.961
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50% R3 1% stream - - - 1.768 0.977 0.677 0.515
75% - - - 0.992 0.690 0.528 0.360
90% - - - 0.992 0.690 0.528 0.360
None - - - 3.396 1.805 1.233 0.938
50% Relzdsiean) ! i ! 1.720 0.945 0.659 0.497
75% - - - 0.930 0.531 0.385 0.284
90% - - - 0.720 0.502 0.385 0.263
None - - - 2.468 1.330 0.914 0.696
50% - - - 1.362 0.949 0.728 0.497
75% BTl - - - 1.362 0.949 0.728 0.497
90% - - - - - - -
None R4 2" stream - - - 2.447 1.320 0.907 0.690
50% - - - 1.438 1.001 0.768 0.524
75% - - - 1.438 1.001 0.768 0.524
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 1%t ditch 11.73 6.22 4.25 3.23 - - - -
50% 5.86 3.27 2.27 1.73 - - - -
5% 3.28 2.00 1.43 1.09 - - - -
90% 2.01 1.34 0.98 0.75 - - - -
None D3 2" ditch 11.74 6.23 4.25 3.23 - - - -
50% 5.87 3.25 2.26 1.72 - - - -
5% 3.25 1.98 1.42 1.08 - - - -
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90% 1.99 1.33 0.97 0.74 - - - -
None D4 pond 1.47 1.07 0.84 - - - - -
50% 0.87 0.64 - - - - - -
75% 5 - 5 5

90% 5 - 5 5

None D4 stream 12.63 6.76 4.63 3.52 - - - -
50% 6.44 3.47 2.38 181 - - - -
75% 3.34 1.83 1.33 1.33 - - - -
90% 1.48 1.33 1.33 1.33 - - - -
None D6 ditch 11.48 6.08 4.16 3.16 - - - -
50% 5.73 3.04 2.86 2.86 - - - -
75% 2.87 2.86 2.86 - - - - -
90% 2.86 2.86 - - - - - -
None R1 1%t pond - - - - 1.53 1.11 0.88 -
50% - - - - 1.17 0.78 - -
75% = - = = 1.17 - - -
90% - - - - - - - -
None R1 2" pond - - - - 1.53 1.08 0.85 -
50% = - = = 1.53 1.03 - -
75% = - = = 1.52 - - -
90% - - - - - - - -
None R1 1%t stream - - - - 10.73 5.80 3.99 3.04
50% - - - - 5.61 3.10 2.28 1.63
5% - - - - 4.27 2.97 2.28 1.55
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90% ! I ! ! 4.27 2.97 - 1.55
None ! I ! ! 10.69 5.79 3.98 3.03
50% R 2 sl ! I ! ! 5.60 3.08 213 1.63
75% ! I ! ! 3.67 2.55 1.96 1.34
90% ! I ! ! 3.67 2.55 1.96 1.34
None ! I ! ! 14.16 7.60 5.21 3.97
50% RS (A ! I ! ! 7.27 3.94 271 2.07
75% ! I ! ! 3.83 2.12 1.47 1.12
90% ! I ! ! 1.76 1.03 0.73 0.55
None ! I ! ! 14.44 7.76 5.32 4.05
50% S22 ! I ! ! 7.43 4.04 2.79 212
75% ! I ! ! 3.93 2.19 1.52 1.16
90% ! I ! ! 1.85 1.10 0.77 0.59
None ! I ! ! 14.85 8.00 5.49 4.18
50% REHESIeA] ! I ! ! 7.69 4.25 2.94 2.24
75% ! I ! ! 431 3.00 2.30 1.57
90% 1 I 1 1 431 3.00 2.30 157
None ! I ! ! 14.77 7.85 5.36 4.08
50% e e ! I ! ! 7.48 4.11 2.87 2.16
75% ! I ! ! 4.04 2.31 1.67 1.23
90% ! I ! ! 3.13 2.18 1.67 1.14
None ! I ! ! 10.73 5.78 3.97 3.03
50% R4 1 stream ! I ! ! 5.92 4.13 3.17 2.16
75% ! I ! ! 5.92 4.13 3.17 2.16
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90% - - - - - - - -
None R4 2" stream - - - - 10.64 5.74 3.94 3.00
50% - - - - 6.25 4.35 3.34 2.28
75% - - - - 6.25 4.35 3.34 2.28
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-81:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS asparagus, brassicas, leek, lettuce, endive, artichoke 1t and 2" crop (leafy vegetables 1t and 2™ crop, 1 x 1590 g/ha) in

pre emergence

Intended use

Active substance

Asparagus, brassicas, leek, lettuce, endive, artichoke 1% and 2" crop (pre-
emergence) vegetables (post-emergence)

pendimethalin

Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray i@ 20
buffer (m)
75% R1 stream 1° - 0.215
90% 0.217 -
75% R1 stream 2™ - 0.212
90% 0.218 -
75% R2 stream 1% - 0.257
90% 0.236 0.127
75% R2 stream 2™ - 0.266
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90% 0.252 0.136
75% R3 stream 1% - 0.295
90% 0.310 0.171
75% R3 stream 2™ - 0.284
90% 0.297 0.164
75% R4 stream 1% - 0.214
90% 0.223 -
75% R4 stream 2nd - 0.206
90% 0.208 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream 1° - 0.93
90% 0.94 -
75% R1 stream 2™ - 0.92
90% 0.95 -
75% R2 stream 1° - 1.12
90% 1.03 0.55
75% R2 stream 2" - 1.16
90% 1.10 0.59
75% R3 stream 1° - 1.28
90% 1.35 0.74
75% R3 stream 2™ - 1.23
90% 1.29 0.71
75% R4 stream 1% - 0.90




Page 436 /956
Template for chemical PPP

SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment

Sharda Cropchem Espaa S.L./ CEU version Version June 2020
90% 0.97 -
75% R4 stream 2nd - 0.90

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

90%

0.90

PEC/RAC ratios in asparagus, brassicas, leek, lettuce, endive and artichoke (1 x 1590 g/ha post-emergence) are <1 when risk mitigation options are considered:
D3 ditch: 15m no spray buffer zone + 90% nozzle reduction
D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 90% nozzle reduction
R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% noz-

zle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 90% nozzle reduction

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even considering mitigation measures. Scenario D6 is not relevant for CEU

countries.
Table 9.5-8224: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in strawberry (fruiting vegetables 1 x 1590 g/ha, between rows)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykKiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
Endpoint LC NOEC NOEC EC NOEC E.C NOEC ErC NOEC
P 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf(:).rg\_/vell-
onged longed acute prolonged prolonged plant longed
Focus |PECe PEC gimax
Scenario r(':Xg ) (ng/kg)
Step 3
D3 ditch 7.460 3.81 11.84 2.33 5.07 5.14 8.02 0.91 6.22 4.318 0.00019
D4 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 0.987 0.00004
D4 stream 5.856 2.99 9.30 1.83 3.98 4.04 6.30 0.71 4.88 0.260 0.00001
D6 ditch 7.407 3.78 11.76 2.31 5.04 511 7.96 0.90 6.17 2.672 0.00012
R1 pond 0.308 0.16 0.49 0.10 0.21 0.21 0.33 0.04 0.26 2.240 0.00010
R1 stream 4.923 2.51 7.81 1.54 3.35 3.40 5.29 0.60 4.10 23.13 0.00102
R2 stream 6.518 3.33 10.35 2.04 4.43 4.50 7.01 0.79 5.43 97.70 0.00430
R3 stream 6.963 3.55 11.05 2.18 4.74 4.80 7.49 0.85 5.80 2.730 0.00012
R4 stream 4.925 2.51 7.82 1.54 3.35 3.40 5.30 0.60 4.10 28.48 0.00125

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses strawberry, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FO-
CUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bod-
ies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).
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&

No-spray-buffer(m) |5
Nozzlere- - -
duction vegetated—ﬂ#er—smpm

)

None 2021
50% 1010
D3 ditch
75% 0559
90% -
None 2180
50% 111
D4 stream
5% 0576
90% -
None 2007
50% 1.003
D& ditch
75% 0517
90% -
None -
50% -
R stream
75% -
90% -
None -
50% -
R2 stream
75% -
90% -
None -
R3-stream
50% -
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None

50%

Table 9.5-83:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

strawberry

Intended use

Active substance

Strawberry (between rows)

pendimethalin

Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 10 15 20
Nozzle re- - -
duction zle?etated IMETSINIR | s None None None 10 15 20
m
None D3 ditch 2.021 1.072 0.732 0.564 - - -
50% 1.010 0.557 0.393 0.298 - - -
75% 0.559 0.340 0.240 0.184 - - -
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90% 0.340 0.228 0.168 5 - - - -
None D4 pond 0.249 0.181 - - - - - -
50% 0.148 - - - - - - -
75% 5 - 5 5 - - - -
90% 5 - 5 5 - - - -
None D4 stream 2.180 1.165 0.798 0.616 - - - -
50% 1111 0.598 0.417 0.317 - - - -
75% 0.576 0.320 0.225 0.225 - - - -
90% 0.259 0.225 - - - - - -
None D6 ditch 2.007 1.064 0.727 0.560 - - - -
50% 1.003 0.532 0.368 0.330 - - - -
75% 0.517 0.330 0.330 0.330 - - - -
90% 0.330 0.330 0.330 - - - - -
None R1 pond - - - - 0.258 0.187 - -
50% - - - - 0.191 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.845 0.994 0.684 0.527
50% - - - - 0.962 0.531 0.396 0.283
75% - - - - 0.730 0.516 0.396 0.270
90% - - - - 0.730 0.516 0.396 0.270
None R2 stream - - - - 2.447 1.313 0.901 0.694
50% - - - - 1.257 0.681 0.477 0.362
75% - - - - 0.662 0.371 0.258 0.196
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90% 5 - 5 5 0.309 0.187 0.144 -
None R3 stream - - - - 2.552 1.355 0.926 0.714
50% - - - - 1.293 0.706 0.498 0.377
75% 5 - 5 5 0.718 0.506 0.387 0.264
90% 5 - 5 5 0.718 0.506 0.387 0.264
None R4 stream - - - - 1.840 0.990 0.681 0.518
50% - - - - 1.220 0.852 0.663 0.453
75% - - - - 1.220 0.852 0.663 0.453
90% - - - - - - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.17 1.15 0.79 0.61 - - - -
50% 1.09 0.60 0.42 0.32 - - - -
75% 0.60 0.37 0.26 0.20 - - - -
90% 0.37 0.25 0.18 - - - - -
None D4 pond 0.27 0.19 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.34 1.25 0.86 0.66 - - - -
50% 1.19 0.64 0.45 0.34 - - - -
75% 0.62 0.34 0.24 0.24 - - - -
90% 0.28 0.24 - - - - - -
None D6 ditch 2.16 1.14 0.78 0.60 - - - -




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment

Page 443 /956
Template for chemical PPP

Sharda Cropchem Espaa S.L./ CEU version Version June 2020
50% 1.08 0.57 0.40 0.35 - - - -
75% 0.56 0.35 0.35 0.35 - - - -
90% 0.35 0.35 0.35 - - - - -
None R1 pond - - - - 0.28 0.20 - -
50% 5 - 5 5 0.21 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - 5 5 1.98 1.07 0.74 0.57
50% - - - - 1.03 0.57 0.43 0.30
75% - - - - 0.78 0.55 0.43 0.29
90% - - - - 0.78 0.55 0.43 0.29
None R2 stream 5 - 5 5 2.63 1.41 0.97 0.75
50% - - - - 1.35 0.73 0.51 0.39
75% - - - - 0.71 0.40 0.28 0.21
90% - - - - 0.33 0.20 0.15 -
None R3 stream = - = = 2.74 1.46 1.00 0.77
50% - - - - 1.39 0.76 0.54 0.41
75% - - - - 0.77 0.54 0.42 0.28
90% - - - - 0.77 0.54 0.42 0.28
None R4 stream = - = = 1.98 1.06 0.73 0.56
50% 5 - 5 - 1.31 0.92 0.71 0.49
5% - - - - 1.31 0.92 0.71 0.49
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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PEC/RAC ratios in strawberry are <1 when risk mitigation options are considered:

D3 ditch, D4 stream and D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

R3 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzles or 5m no spray buffer zone + 5m
vegetative strip + 75% nozzle reduction

R1 stream, R2 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-84: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
strawberry (between rows)

Intended use Strawberry (between rows)

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etated filter strip | None None None None 5 10 15 20
None D3 ditch 2.021 1.072 0.732 0.564 - - - -
50% 1.010 0.557 0.393 0.298 - - - -
75% 0.559 0.340 0.240 0.184 - - - -
90% 0.340 0.228 0.168 - - - - -
None D4 pond 0.249 0.181 - - - - - -
50% 0.148 - - - - - - -
75% - - - - - - - -
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90% 5 - 5 5 - - - -
None D4 stream 2.180 1.165 0.798 0.616 - - - -
50% 1111 0.598 0.417 0.317 - - - -
75% 0.576 0.320 0.225 0.225 - - - -
90% 0.259 0.225 5 5 - - - -
None D6 ditch 2.007 1.064 0.727 0.560 - - - -
50% 1.003 0.532 0.368 0.330 - - - -
75% 0.517 0.330 0.330 0.330 - - - -
90% 0.330 0.330 0.330 - - - - -
None R1 pond - - - 0.258 0.187 - -
50% - - - 0.191 - - -
75% - - - - - - -
90% - - - - - - -
None R1 stream - - - 1.845 0.994 0.684 0.527
50% - - - 0.962 0.531 0.396 0.283
75% - - - 0.730 0.516 0.396 0.270
90% - - - 0.730 0.516 0.396 0.270
None R2 stream - - - 2.447 1.313 0.901 0.694
50% - - - 1.257 0.681 0.477 0.362
75% - - - 0.662 0.371 0.258 0.196
90% - - - 0.309 0.187 0.144 -
None R3 stream - - - 2.552 1.355 0.926 0.714
50% - - - 1.293 0.706 0.498 0.377
75% - - - 0.718 0.506 0.387 0.264
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90% 5 - 5 0.718 0.506 0.387 0.264
None R4 stream - - - 1.840 0.990 0.681 0.518
50% - - - 1.220 0.852 0.663 0.453
75% 5 - 5 1.220 0.852 0.663 0.453
90% 5 - 5 - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.787 4.661 3.183 2.452 - - - -
50% 4.391 2422 1.709 1.296 - - - -
75% 2.430 1.478 1.043 0.800 - - - -
90% 1.478 0.991 0.730 - - - - -
None D4 pond 1.083 0.787 - - - - - -
50% 0.643 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 9.478 5.065 3.470 2.678 - - - -
50% 4.830 2.600 1.813 1.378 - - - -
75% 2.504 1.391 0.978 0.978 - - - -
90% 1.126 0.978 - - - - - -
None D6 ditch 8.726 4.626 3.161 2.435 - - - -
50% 4.361 2.313 1.600 1.435 - - - -
5% 2.248 1.435 1.435 1.435 - - - -
90% 1.435 1.435 1.435 - - - - -
None R1 pond - - - - 1.122 0.813 - -
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50% 5 - 5 5 0.830 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream B i B B 8.022 4.322 2974 2.291
50% 5 - 5 5 4.183 2.309 1.722 1.230
75% - - - - 3.174 2.243 1.722 1.174
90% § § § 5 3.174 2.243 1.722 1.174
None R2 stream 5 - 5 5 10.639 5.709 3.917 3.017
50% 5 - 5 - 5.465 2.961 2.074 1574
75% - - - - 2.878 1.613 1.122 0.852
90% - - - - 1.343 0.813 0.626 -
None R3 stream 5 - 5 5 11.096 5.891 4.026 3.104
50% - - - - 5.622 3.070 2.165 1.639
75% - - - - 3.122 2.200 1.683 1.148
90% - - - - 3.122 2.200 1.683 1.148
None R4 stream = - = = 8.000 4.304 2.961 2.252
50% - - - - 5.304 3.704 2.883 1.970
75% - - - - 5.304 3.704 2.883 1.970
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-85: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in strawberry (1 x 1590 g/ha between rows)

Intended use Strawberry (between rows)
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Active substance pendimethalin
Application rate (g/ha) 1 x 1590

Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray 10 20

buffer (m)
75% R1 stream - 0.162
90% 0.163 -
75% R2 stream - 0.196
90% 0.180 -
75% R3 stream - 0.216
90% 0.231 -
75% R4 stream - 0.161
90% 0.202 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.70
90% 0.71 -
75% R2 stream - 0.85
90% 0.78 -
75% R3 stream - 0.94
90% 1.00 -
75% R4 stream - 0.7
90% 0.88 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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PEC/RAC ratios in strawberry (1 x 1590 g/ha between rows) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction
D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction
D4 stream: 15m no spray buffer zone +75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction
R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +

90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction

For scenario D6 ditch the PEC/RAC ratios are below the trigger even considering risk mitigation measures. However, scenario D6 is not relevanat for CEU coun-

tries
Table 9.5-8673: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in strawberry (fruiting vegetables 1 x 1137 g/ha, between rows)
: - . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
: - C. riparius
T_est Spe- O. mykiss P.promelas |Danio rerio il g P. subcapitata C. riparius L_emna
cies magna magna gibba
. NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
A 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECw PEC gmax
Scenario | /k
(ug/L) (ng/kg)

Step 3
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Group ETTYEET ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Ss%.rngell-
onged longed acute prolonged prolonged plant longed

D3 ditch 5.333 2.72 8.47 1.67 3.63 3.68 5.73 0.65 4.44 3.286 0.00014
D4 pond 0.184 0.09 0.29 0.06 0.13 0.13 0.20 0.02 0.15 0.921 0.00004
D4 stream 4.186 2.14 6.64 131 2.85 2.89 4.50 0.51 3.49 0.186 0.00001
D6 ditch 5.295 2.70 8.40 1.65 3.60 3.65 5.69 0.65 441 2.035 0.00009
R1 pond 0.244 0.12 0.39 0.08 0.17 0.17 0.26 0.03 0.20 2.384 0.00010
R1 stream 3.519 1.80 5.59 1.10 2.39 243 3.78 0.43 2.93 18.42 0.00081
R2 stream 4.659 2.38 7.40 1.46 3.17 3.21 5.01 0.57 3.88 70.45 0.00310
R3 stream 4.978 2.54 7.90 1.56 3.39 3.43 5.35 0.61 4.15 2.001 0.00009
R4 stream 3.521 1.80 5.59 1.10 2.40 2.43 3.79 0.43 2.93 20.79 0.00091

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses strawberry (1 x 1137 g/ha between rows), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of
aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced
exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-87: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
strawberry (between rows)

Intended use Strawberry (between rows)

Active substance pendimethalin

Application rate (g/ha) 1 x 1137
No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re- - -

duction zleg;etated filter strip | \ ;e None None None 5 10 15 20
m

None D3 ditch 1.445 0.766 0.523 0.398 - - - -
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50% 0.729 0.406 0.283 0.215 - - - -
75% 0.411 0.249 0.179 - - - - -
90% 0.250 0.166 - - - - - -
None D4 pond 0.181 - - - - - - -
50% 5 - 5 5 - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 1.559 0.833 0.571 0.434 - - - -
50% 0.794 0.428 0.294 0.224 - - - -
75% 0.412 0.225 0.156 - - - - -
90% 0.183 - - - - - - -
None D6 ditch 1.434 0.760 0.519 0.395 - - - -
50% 0.717 0.381 0.265 0.226 - - - -
75% 0.382 0.226 0.226 - - - - -
90% 0.226 - - - - - - -
None R1 pond - - - - 0.189 - - -
50% - - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 1.324 0.715 0.492 0.347
50% - - - - 0.693 0.382 0.293 0.201
75% - - - - 0.548 0.381 0.293 -
90% - - - - 0.548 - - -
None R2 stream - - - - 1.750 0.939 0.644 0.490
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50%

75%

90%

0.899

0.487

0.336

0.256

0.474

0.262

0.182

0.138

0.219

0.130

None

50%

75%

90%

R3 stream

1.825

0.978

0.672

0.511

0.941

0.517

0.359

0.272

0.514

0.353

0.270

0.184

0.508

0.353

0.270

None

50%

75%

90%

R4 stream

1.322

0.714

0.491

0.374

0.861

0.600

0.461

0.315

0.861

0.600

0.461

0.315

RAC (ng/L)
0.93 (algae)

PEC/RAC ratio

None

50%

75%

90%

D3 ditch

1.55

0.82

0.56

0.43

0.78

0.44

0.30

0.23

0.44

0.27

0.19

0.27

0.18

None

50%

75%

90%

D4 pond

0.19

None

50%

75%

D4 stream

1.68

0.90

0.61

0.47

0.85

0.46

0.32

0.24

0.44

0.24

0.17
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90% 0.20 - - - - - - -
None D6 ditch 1.54 0.82 0.56 0.42 - - - -
50% 0.77 0.41 0.28 0.24 - - - -
75% 0.41 0.24 0.24 - - - -
90% 0.24 - - - -
None R1 pond - - - - 0.20 - - -
50% - - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.42 0.77 0.53 0.37
50% - - - - 0.75 0.41 0.32 0.22
75% - - - - 0.59 0.41 0.32 -
90% - - - - 0.59 - - -
None R2 stream - - - - 1.88 1.01 0.69 0.53
50% - - - - 0.97 0.52 0.36 0.28
75% - - - - 0.51 0.28 0.20 0.15
90% - - - - 0.24 0.14 - -
None R3 stream - - - - 1.96 1.05 0.72 0.55
50% - - - - 1.01 0.56 0.39 0.29
75% - - - - 0.55 0.38 0.29 0.20
90% - - - - 0.55 0.38 0.29 -
None R4 stream - - - - 1.42 0.77 0.53 0.40
50% - - - - 0.93 0.65 0.50 0.34
75% - - - - 0.93 0.65 0.50 0.34
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90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in strawberry (1 x 1137 g/ha between rows) are <1 when risk mitigation options are considered:

D3 ditch, D4 stream, D6 ditch: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 stream, R4 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-88: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
strawberry (between rows)

Intended use Strawberry (between rows)

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etawd filter strip | \ e None None None 5 10 15 20
None D3 ditch 1.445 0.766 0.523 0.398 - - - -
50% 0.729 0.406 0.283 0.215 - - - -
5% 0.411 0.249 0.179 - - - - -
90% 0.250 0.166 - - - - - -
None D4 pond 0.181 - - - - - - -
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50% B

75% -

90% i

None D4 stream 1.559

0.833

0.571

0.434

50% 0.794

0.428

0.294

0.224

75% 0.412

0.225

0.156

90% 0.183

None D6 ditch 1.434

0.760

0.519

0.395

50% 0.717

0.381

0.265

0.226

75% 0.382

0.226

0.226

90% 0.226

None R1 pond -

50% i

75% §

90% =

None R1 stream -

1.324

0.715

0.492

0.347

50% i

0.693

0.382

0.293

0.201

75% §

0.548

0.381

0.293

90% =

0.548

None R2 stream -

1.750

0.939

0.644

0.490

50% 5

0.899

0.487

0.336

0.256

75% 5

0.474

0.262

0.182

0.138

90% -

0.219

0.130

None R3 stream -

1.825

0.978

0.672

0.511
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50% 5 - 5 5 0.941 0.517 0.359 0.272
75% - - - - 0.514 0.353 0.270 0.184
90% - - - - 0.508 0.353 0.270 -
None R4 stream B i B B 1.322 0.714 0.491 0.374
50% 5 - 5 5 0.861 0.600 0.461 0.315
75% - - - - 0.861 0.600 0.461 0.315
90% - - - - - - -

RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 6.28 3.33 2.27 1.73 - - - -
50% 3.17 1.77 1.23 0.93 - - - -
75% 1.79 1.08 0.78 - - - - -
90% 1.09 0.72 - - - - - -
None D4 pond 0.79 - - - - - - -
50% - - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 6.78 3.62 2.48 1.89 - - - -
50% 3.45 1.86 1.28 0.97 - - - -
75% 1.79 0.98 0.68 - - - - -
90% 0.80 - - - - - - -
None D6 ditch 6.23 3.30 2.26 1.72 - - - -
50% 3.12 1.66 1.15 0.98 - - - -
75% 1.66 0.98 0.98 - - - - -
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90% 0.98 - 5 5 - - - -
None R1 pond - - - - 0.82 - - -
50% - - - - - - - -
75% 5 - 5 5 - - - -
90% 5 - 5 5 - - - -
None R1 stream 5 - 5 5 5.76 3.11 2.14 1.51
50% 5 - 5 5 3.01 1.66 1.27 0.87
75% - - - - 2.38 1.66 1.27 -
90% - - - - 2.38 - - -
None R2 stream 5 - 5 5 7.61 4.08 2.80 2.13
50% - - - - 3.91 2.12 1.46 1.11
75% - - - - 2.06 1.14 0.79 0.60
90% - - - - 0.95 0.57 - -
None R3 stream - - - - 7.93 4.25 2.92 2.22
50% - - - - 4.09 2.25 1.56 1.18
75% - - - - 2.23 1.53 1.17 0.80
90% § § § § 2.21 1.53 1.17 -
None R4 stream - - - - 5.75 3.10 2.13 1.63
50% - - - - 3.74 2.61 2.00 1.37
75% - - - - 3.74 2.61 2.00 1.37
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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Table 9.5-89: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step

4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in strawberry (1 x 1137 g/ha between rows)

Intended use Strawberry (between rows)
Active substance pendimethalin
Application rate (g/ha) 1 x 1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray " 20
buffer (m)
50% R1 stream - 0.211
75% - -
90% 0.116 -
50% R2 stream - 0.255
75% - 0.138
90% 0.127 -
50% R3 stream - 0.272
75% - 0.156
90% 0.168 -
50% R4 stream - 0.201
75% - -
90% 0.141 -
RAC (ng/L)
0.23 PEC/RAC ratio
50% R1 stream - 0.92
75% - -
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90% 0.50 -
50% R2 stream - 1.11
75% - 0.6

90% 0.55 -
50% R3 stream = 1.18
75% - 0.68
90% 0.55 -
50% R4 stream - 0.87
75% - -

90% 0.61 -
PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in strawberry (1 x 1137 g/ha between rows) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 50% nozzle reduction or 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 50% nozzle
reduction

D4 stream, D6 ditch: 20m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90%
nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% noz-
zle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Table 9.5-9026: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in raspberry (1 x 1365 g/ha, between rows)
. . . Sed. dwell-
Group Fish acute Fish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher er pro-
longed longed acute prolonged prolonged plant longed
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed

;I’i:t Spe- O. mykiss P.promelas |Danio rerio E}zg?}gia r?lzzugia P. subcapitata C. riparius Ig_iebrgga - riparlus

Endpoint LCso NOEC NOEC ECso NOEC E(Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

512&) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

Focus  |PECo PEC gimax

Scenario (;Xg n (ng/kg)

Step 3

D3 ditch 6.421 3.28 10.19 2.01 4.37 4.43 6.90 0.78 5.35 4.274 0.00019

D4 pond 0.221 0.11 0.35 0.07 0.15 0.15 0.24 0.03 0.18 1.212 0.00005

D4 stream 4.899 2.50 7.78 1.53 3.33 3.38 5.27 0.60 4.08 0.177 0.00001

D6 ditch 6.477 3.30 10.28 2.02 4.41 4.47 6.96 0.79 5.40 12.66 0.00056

R1 pond 0.221 0.11 0.35 0.07 0.15 0.15 0.24 0.03 0.18 1.028 0.00005

R1 stream 4.208 2.15 6.68 1.32 2.86 2.90 4.52 0.51 351 0.517 0.00002

R2 stream 5.578 2.85 8.85 1.74 3.79 3.85 6.00 0.68 4.65 0.341 0.00002

R3 stream 5.926 3.02 941 1.85 4.03 4.09 6.37 0.72 4.94 1.130 0.00005

R4 stream 4.195 2.14 6.66 1.31 2.85 2.89 451 0.51 3.50 0.480 0.00002

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses raspberry, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FO-
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CUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bod-
ies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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None

50%

Table 9.5-91:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

raspberry

Intended use

Raspberry (between rows)
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Active substance Pendimethalin

Application rate (g/ha) 1 x 1365

AT No-spray buffer (m) |5 10 15 20 5 10 15 20
duction E/ni?etated filter strip | \one None None None 5 10 15 20
None D3 ditch 1.741 0.923 0.673 0.480 - - - -
50% 0.885 0.493 0.363 0.261 - - - -
75% 0.504 0.307 0.209 0.167 - - - -
90% 0.309 0.205 - - - - - -
None D4 stream 1.521 0.814 0.594 0.424 - - - -
50% 0.776 0.418 0.306 0.218 - - - -
75% 0.403 0.220 0.161 - - - - -
90% 0.179 - - - - - - -
None D6 ditch 1.777 0.967 0.711 0.510 - - - -
50% 0.967 0.558 0.413 0.298 - - - -
75% 0.591 0.370 0.276 0.202 - - - -
90% 0.385 0.261 0.196 - - - - -
None R1 stream - - - 1.335 0.723 0.529 0.378
50% - - - 0.700 0.386 0.283 0.203
75% - - - 0.383 0.220 0.163 -
90% - - - 0.199 - - -
None R2 stream - - - 1.754 0.943 0.689 0.492
50% - - - 0.905 0.493 0.361 0.258
75% - - - 0.480 0.268 0.196 0.141
90% 5 - 5 0.226 0.132 - -
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None R3 stream B i B 1.853 1.003 0.734 0.525
50% - - - 0.971 0.536 0.393 0.282
75% - - - 0.536 0.311 0.2298 0.166
90% 5 - 5 0.285 0.178 - -
None R4 stream B i B 1.332 0.721 0.527 0.377
50% - - - 0.698 0.385 0.282 0.203
75% - - - 0.381 0.217 0.160 -
90% - - - 0.196 - - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 1.87 0.99 0.72 0.52 - - - -
50% 0.95 0.53 0.39 0.28 - - - -
75% 0.54 0.33 0.22 0.18 - - - -
90% 0.33 0.22 - - - - - -
None D4 stream 1.64 0.88 0.64 0.46 - - - -
50% 0.83 0.45 0.33 0.23 - - - -
75% 0.43 0.24 0.17 - - - - -
90% 0.19 - - - - - - -
None D6 ditch 191 1.04 0.76 0.55 - - - -
50% 1.04 0.60 0.44 0.32 - - - -
75% 0.64 0.40 0.30 0.22 - - - -
90% 0.41 0.28 0.21 - - - - -
None R1 stream - - - - 1.44 0.78 0.57 0.41
50% - - - - 0.75 0.42 0.30 0.22
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75% 5 - 5 5 0.41 0.24 0.18 -

90% - - - - 0.21 - - -

None R2 stream - - - - 1.89 1.01 0.74 0.53

50% 5 - 5 5 0.97 0.53 0.39 0.28

75% 5 - 5 5 0.52 0.29 0.21 0.15

90% - - - - 0.24 0.14 - -

None R3 stream - - - - 1.99 1.08 0.79 0.56

50% - - - - 1.04 0.58 0.42 0.30

75% - - - - 0.58 0.33 0.25 0.18

90% - - - - 0.31 0.19 - -

None R4 stream 5 - 5 5 1.43 0.78 0.57 0.41

50% - - - - 0.75 0.41 0.30 0.22

75% - - - - 0.41 0.23 0.17 -

90% - - - - 0.21 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in raspberry are <1 when risk mitigation options are considered:

D3 ditch and D4 stream: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

R1 stream and R4 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction.

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios.
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Table 9.5-92: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
raspberry

Intended use Raspberry

Active substance Pendimethalin

Application rate (g/ha) 1 x 1365

N No-spray buffer (m) |5 10 15 20 5 10 15 20

duction Xﬁ?emted filter strip | \one None None None 5 10 15 20

None D3 ditch 1.741 0.923 0.673 0.480 - - - -

50% 0.885 0.493 0.363 0.261 - - - -

75% 0.504 0.307 0.209 0.167 - - - -

90% 0.309 0.205 - - - - - -

None D4 stream 1521 0.814 0.594 0.424 - - - -

50% 0.776 0.418 0.306 0.218 - - - -

75% 0.403 0.220 0.161 - - - - -

90% 0.179 - - - - - - -

None D6 ditch 1.777 0.967 0.711 0.510 - - - -

50% 0.967 0.558 0.413 0.298 - - - -

75% 0.591 0.370 0.276 0.202 - - - -

90% 0.385 0.261 0.196 - - - - -

None R1 stream - - - 1.335 0.723 0.529 0.378

50% - - - 0.700 0.386 0.283 0.203

75% - - - 0.383 0.220 0.163 -
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90% 5 - 5 0.199 - - -
None R2 stream - - - 1.754 0.943 0.689 0.492
50% - - - 0.905 0.493 0.361 0.258
75% 5 - 5 0.480 0.268 0.196 0.141
90% 5 - 5 0.226 0.132 - -
None R3 stream - - - 1.853 1.003 0.734 0.525
50% - - - 0.971 0.536 0.393 0.282
75% - - - 0.536 0.311 0.2298 0.166
90% - - - 0.285 0.178 - -
None R4 stream 5 - 5 1.332 0.721 0.527 0.377
50% - - - 0.698 0.385 0.282 0.203
75% - - - 0.381 0.217 0.160 -
90% - - - 0.196 - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 7.570 4.013 2.926 2.087 - - - -
50% 3.848 2.143 1578 1.135 - - - -
75% 2.191 1.335 0.909 0.726 - - - -
90% 1.343 0.891 - - - - - -
None D4 stream 6.613 3.539 2.583 1.843 - - - -
50% 3.374 1.817 1.330 0.948 - - - -
5% 1.752 0.957 0.700 § - - - -
90% 0.778 - - - - - - -
None D6 ditch 7.726 4.204 3.091 2.217 - - - -
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50% 4.204 2.426 1.796 1.296 - - - -
75% 2.570 1.609 1.200 0.878 - - - -
90% 1.674 1.135 0.852 - - - - -
None R1 stream B i B B 5.804 3.143 2.300 1.643
50% 5 - 5 5 3.043 1.678 1.230 0.883
75% - - - - 1.665 0.957 0.709 -
90% - - - - 0.865 - - -
None R2 stream 5 - 5 5 7.626 4.100 2.996 2.139
50% 5 - 5 - 3.935 2.143 1.570 1.122
75% - - - - 2.087 1.165 0.852 0.613
90% - - - - 0.983 0.574 - -
None R3 stream 5 - 5 5 8.057 4.361 3.191 2.283
50% 5 - - - 4.222 2.330 1.709 1.226
75% - - - - 2.330 1.352 0.999 0.722
90% - - - - 1.239 0.774 - -
None R4 stream = - = = 5.791 3.135 2.291 1.639
50% - - - - 3.035 1.674 1.226 0.883
75% - - - - 1.657 0.943 0.696 -
90% - - - - 0.852 - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-93: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin

45.5% CS in raspberry (1 x 1365 g/ha between rows)

Intended use Raspberry (between rows)
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Active substance pendimethalin
Application rate (g/ha) 1 x 1365

Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray 10 20

buffer (m)
75% R1 stream - 0.118
90% 0.123 -
75% R2 stream - 0.141
90% 0.132 -
75% R3 stream - 0.166
90% 0.178 -
75% R4 stream - 0.115
90% 0.120 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.51
90% 0.53 -
75% R2 stream - 0.61
90% 0.57 -
75% R3 stream - 0.72
90% 0.77 -
75% R4 stream - 0.5
90% 0.52 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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PEC/RAC ratios in raspberry (1 x 1365 g/ha between rows) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 stream: 20m no spray buffer zone + 50% nozzle reduction or 10m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle
reduction

D6 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction

R1 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% noz-
zle reduction or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle reduction
R3 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Table 9.5-9428: Aqguatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in currants and grapevine (vines early application 1 x 1590 g/ha between rows)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykKiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
_ NOEC
Endpoint LCso NOEC ECso NOEC E/Cso NOEC ErCso NOEC
geomean
(ng/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
FOCUS PEC o PEC gl-max
Scenario | /k
(ug/L) (ng/kg)
Step 3
D3 ditch 7.468 3.81 11.85 2.33 5.08 5.15 8.03 0.91 6.22 4714 0.00021
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed

D4 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 1.263 0.00006
D4 stream 5.697 291 9.04 1.78 3.88 3.93 6.13 0.69 4.75 0.206 0.00001
D6 ditch 7.533 3.84 11.96 2.35 5.12 5.20 8.10 0.92 6.28 11.46 0.00050
R1 pond 0.257 0.13 0.41 0.08 0.17 0.18 0.28 0.03 0.21 1.014 0.00004
R1 stream 4.893 2.50 7.77 1.53 3.33 3.37 5.26 0.60 4.08 0.599 0.00003
R2 stream 6.486 3.31 10.30 2.03 4.41 4.47 6.97 0.79 541 0.395 0.00002
R3 stream 6.891 3.52 10.94 2.15 4.69 4.75 7.41 0.84 5.74 1.299 0.00006
R4 stream 4.878 2.49 7.74 1.52 3.32 3.36 5.25 0.59 4.07 0.556 0.00002

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses currants and grapevine (early application, 1 x 1590 between rows), calculated PEC/RAC ratios did not indicate an acceptable risk for the
most sensitive group of aquatic organisms in several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4
PECsw considering reduced exposure of surface water bodies and the most sensitive endpoint, RAC = 0.93 ug a.s./L (algae).
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Nene - - - 199 1.08 079

50% - - - 104 058 -

Table 9.5-95: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

currants and grapevine between rows

Intended use Currants and grapevine (between rows)

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etat(ad METEIIR | s None None None 5 10 15 20
None D3 ditch 2.023 1.073 0.782 0.557 - - - -
50% 1.011 0.561 0.412 0.296 - - - -
75% 0.563 0.343 0.255 0.186 - - - -
90% 0.343 0.2298 0.173 - - - - -
None D4 pond 0.253 0.184 - - - - - -
50% 0.150 - - - - - - -
75% - - - - - - - -
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90% 5 - 5 5 - - - -
None D4 stream 1.768 0.945 0.690 0.492 - - - -
50% 0.901 0.486 0.355 0.254 - - - -
75% 0.467 0.256 0.187 0.134 - - - -
90% 0.208 0.118 5 5 - - - -
None D6 ditch 2.041 1.096 0.802 0.574 - - - -
50% 1.068 0.612 0.452 0.327 - - - -
75% 0.638 0.391 0.290 0.214 - - - -
90% 0.405 0.276 0.209 - - - - -
None R1 pond - - - - 0.249 0.181 - -
50% - - - - 0.148 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.546 0.837 0.612 0.437
50% - - - - 0.809 0.446 0.327 0.235
75% - - - - 0.441 0.254 0.187 0.135
90% 5 - 5 - 0.229 0.142 - -
None R2 stream - - - - 2.037 1.095 0.800 0.571
50% - - - - 1.050 0.572 0.418 0.299
75% - - - - 0.557 0.310 0.228 0.164
90% - - - - 0.261 0.153 - -
None R3 stream - - - - 2.132 1.154 0.844 0.603
50% - - - - 1.117 0.615 0.458 0.329
75% - - - - 0.612 0.355 0.263 0.190
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90% 5 - 5 5 0.325 0.203 0.152 -
None R4 stream - - - - 1.541 0.834 0.618 0.436
50% - - - - 0.807 0.445 0.327 0.234
75% 5 - 5 5 0.440 0.251 0.185 0.133
90% 5 - 5 5 0.222 0.137 - -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D3 ditch 2.18 1.15 0.84 0.60 - - - -
50% 1.09 0.60 0.44 0.32 - - - -
75% 0.61 0.37 0.27 0.20 - - - -
90% 0.37 0.25 0.19 - - - - -
None D4 pond 0.27 0.20 - - - - - -
50% 0.16 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 1.90 1.02 0.74 0.53 - - - -
50% 0.97 0.52 0.38 0.27 - - - -
75% 0.50 0.28 0.20 0.14 - - - -
90% 0.22 0.13 - - - - - -
None D6 ditch 2.19 1.18 0.86 0.62 - - - -
50% 1.15 0.66 0.49 0.35 - - - -
75% 0.69 0.42 0.31 0.23 - - - -
90% 0.44 0.30 0.22 - - - - -
None R1 pond - - - - 0.27 0.19 - -
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50% 5 - 5 5 0.16 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream B i B B 1.66 0.90 0.66 0.47
50% 5 - 5 5 0.87 0.48 0.35 0.25
75% - - - - 0.47 0.27 0.20 0.15
90% - - - - 0.25 0.15 - -
None R2 stream 5 - 5 5 2.19 1.18 0.86 0.61
50% - - - - 1.13 0.62 0.45 0.32
75% - - - - 0.60 0.33 0.25 0.18
90% - - - - 0.28 0.16 - -
None R3 stream 5 - 5 5 2.29 1.24 0.91 0.65
50% - - - - 1.20 0.66 0.49 0.35
75% - - - - 0.66 0.38 0.28 0.20
90% - - - - 0.35 0.22 0.16 -
None R4 stream = - = = 1.66 0.90 0.66 0.47
50% - - - - 0.87 0.48 0.35 0.25
75% - - - - 0.47 0.27 0.20 0.14
90% - - - - 0.24 0.15 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in currants and grapevine (1 x 1590 g/ha between rows) are <1 when risk mitigation options are considered:

D3 ditch and D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

D4 stream: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 stream and R4 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 756% nozzle reduction
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R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-96: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aguatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
currants and grapevine between rows

Intended use Currants and grapevine between rows

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etatecj filter strip | \jone None None None 5 10 15 20
None D3 ditch 2.023 1.073 0.782 0.557 - - - -
50% 1.011 0.561 0.412 0.296 - - - -
75% 0.563 0.343 0.255 0.186 - - - -
90% 0.343 0.2298 0.173 - - - - -
None D4 pond 0.253 0.184 - - - - - -
50% 0.150 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 1.768 0.945 0.690 0.492 - - - -
50% 0.901 0.486 0.355 0.254 - - - -
75% 0.467 0.256 0.187 0.134 - - - -
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90% 0.208 0.118 5 5 - - - -
None D6 ditch 2.041 1.096 0.802 0.574 - - - -
50% 1.068 0.612 0.452 0.327 - - - -
75% 0.638 0.391 0.290 0.214 - - - -
90% 0.405 0.276 0.209 5 - - - -
None R1 pond - - - - 0.249 0.181 - -
50% - - - - 0.148 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.546 0.837 0.612 0.437
50% - - - - 0.809 0.446 0.327 0.235
75% - - - - 0.441 0.254 0.187 0.135
90% 5 - - - 0.229 0.142 - -
None R2 stream - - - - 2.037 1.095 0.800 0.571
50% - - - - 1.050 0.572 0.418 0.299
75% - - - - 0.557 0.310 0.228 0.164
90% - - - - 0.261 0.153 - -
None R3 stream - - - - 2.132 1.154 0.844 0.603
50% - - - - 1.117 0.615 0.458 0.329
75% - - - - 0.612 0.355 0.263 0.190
90% - - - - 0.325 0.203 0.152 -
None R4 stream - - - - 1.541 0.834 0.618 0.436
50% - - - - 0.807 0.445 0.327 0.234
75% - - - - 0.440 0.251 0.185 0.133
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90% 5 - 5 5 0.222 0.137 - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.796 4.665 3.400 2.422 - - - -
50% 4.396 2.439 1.791 1.287 - - - -
75% 2.448 1.491 1.109 0.809 - - - -
90% 1491 0.999 0.752 - - - - -
None D4 pond 1.100 0.800 - - - - - -
50% 0.652 - - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 7.687 4.109 3.000 2.139 - - - -
50% 3.917 2.113 1.543 1.104 - - - -
75% 2.030 1.113 0.813 0.583 - - - -
90% 0.904 0.513 - - - - - -
None D6 ditch 8.874 4.765 3.487 2.496 - - - -
50% 4.643 2.661 1.965 1.422 - - - -
75% 2.774 1.700 1.261 0.930 - - - -
90% 1.761 1.200 0.909 - - - - -
None R1 pond - - - - 1.083 0.787 - -
50% - - - - 0.643 - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None R1 stream - - - - 6.722 3.639 2.661 1.900
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50% 5 - 5 5 3.517 1.939 1.422 1.022

75% - - - - 1.917 1.104 0.813 0.587

90% - - - - 0.996 0.617 - -

None R2 stream B i B B 8.857 4.761 3.478 2.483

50% 5 - 5 5 4.565 2.487 1.817 1.300

75% - - - - 2422 1.348 0.991 0.713

90% - - - - 1.135 0.665 - -

None R3 stream 5 - 5 5 9.270 5.017 3.670 2.622

50% 5 - - - 4.857 2.674 1.991 1.430

75% - - - - 2.661 1.543 1.143 0.826

90% - - - - 1.413 0.883 0.661 -

None R4 stream 5 - 5 5 6.700 3.626 2.687 1.896

50% 5 - 5 5 3.509 1.935 1.422 1.017

75% - - - - 1.913 1.091 0.804 0.578

90% - - - - 0.965 0.596 - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-97: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in currants and grapevines (1 x 1590 g/ha, between rows)

Intended use Currants and grapevines between rows
Active substance pendimethalin

Application rate (g/ha) 1 x 1590

I\_Iozzle reduc- |Vegetated filter strip 10 20
tion (m)
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No-spray 10 20

buffer (m)
75% R1 stream - 0.135
90% 0.142 -
75% R2 stream = 0.164
90% 0.153 -
75% R3 stream - 0.190
90% 0.203 -
75% R4 stream - 0.132
90% 0.137 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.59
90% 0.62 -
75% R2 stream - 0.71
90% 0.67 -
75% R3 stream - 0.83
90% 0.88 -
75% R4 stream - 0.57
90% 0.60 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in currants and grapevines (1 x 1590 g/ha between rows) are <1 when risk mitigation options are considered:
D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 5m no spray buffer zone + 90% nozzle reduction
D6 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction
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R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R4 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 5m no spray buffer zone + 5m vegetative strip + 90% nozzle
reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction
R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

Table 9.5-9830: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in potato (1 x 1590 g/ha)
. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
Test Spe- 0. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius szmna
cies magna magna gibba
Endpoint LC NOEC NOEC EC NOEC E.C NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ug/L) 196 6.3 32 147 14.5 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
Focus |PECw PEC glmax
Scenario | /k
(ng/L) (ng/kg)
Step 3
D3 ditch 8.238 4.20 13.08 2.57 5.60 5.68 8.86 1.00 6.87 4.756 0.00021
D4 pond 0.332 0.17 0.53 0.10 0.23 0.23 0.36 0.04 0.28 1.271 0.00006
D4 stream 6.799 3.47 10.79 2.12 4.63 4.69 7.31 0.83 5.67 0.312 0.00001
D6 1%t ditch | 8.146 4.16 12.93 2.55 5.54 5.62 8.76 0.99 6.79 2.566 0.00011
D6 2" ditch | 8.280 4.22 13.14 2.59 5.63 571 8.90 1.01 6.90 5.079 0.00022
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-

Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed

R1 pond 0.345 0.18 0.55 0.11 0.23 0.24 0.37 0.04 0.29 2.777 0.00012

R1 stream 5.691 2.90 9.03 1.78 3.87 3.92 6.12 0.69 4.74 7.480 0.00033

R2 stream 7.537 3.85 11.96 2.36 5.13 5.20 8.10 0.92 6.28 130.5 0.00574

R3 stream 8.012 4.09 12.72 2.50 5.45 5.53 8.62 0.98 6.68 8.458 0.00037

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses potato, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FOCUS
Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and
the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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50% 1487 0-802 0551 - - - - -

75% 0.772 - - - - - - -

D617 diteh

D&-2% ditch
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None 290 154 1.05 080 - = - -
50% ) 145 078 054 - = - - -
D3 ditch
75% 078 - - - - - = =
90% - - - - = = = =
None 314 1.68 115 087 - - - -
50% 1.60 086 059 - = - - -
D4 -stream
75% 083 - - - - - - =
90% - - - - - - - -
None 287 152 1.04 079 - = - -
50% 143 076 060 - - - - -
Pe-1stditch
75% 073 - - - - - - =
90% - - - - - - - -
None 292 155 1.06 0.80 - = - -
50% 146 o077 077 - - - - -
D627 diteh
75% 077 - - - - - = =
90% - - - - - - - -
None - - - - 2.65 142 0-98 -
50% - - - - 138 079 - -
R stream
75% - - - - 113 - - -
90% - - - - 143 - - -
None - - - - 351 188 129 098
50% R2 stream - - - - 1.80 098 0.67 -
75% - - - - 095 - - -
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90% - - - - - - - -

Nene - - - - 3.65 195 134 102

Table 9.5-99: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
potato

Intended use Potato

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20

duction Xﬁ?etat(ad METEIIR | s None None None 5 10 15 20

None D3 ditch 2.698 1.430 0.977 0.743 - - - -

50% 1.348 0.724 0.503 0.389 - - - -

75% 0.726 0.433 0.310 0.236 - - - -

90% 0.434 0.291 0.214 0.163 - - - -

None D4 pond 0.331 0.241 0.190 - - - - -

50% 0.197 0.144 - - - - - -

75% - - - - - - - -

90% H ! ! ! - - - -

None D4 stream 2.919 1.561 1.069 0.813 - - - -

50% 1.487 0.802 0.551 0.425 - - - -
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75% 0.772 0.429 0.322 0.322 - - - -
90% 0.348 0.178 0.322 0.322 - - - -
None D6 ditch 1 2.668 1.414 0.966 0.735 - - - -
50% 1.333 0.707 0.558 0.566 - - - -
75% 0.675 0.566 0.566 0.566 - - - -
90% 0.566 0.566 0.566 - - - - -
None D6 ditch 2™ 2.712 1.438 0.982 0.747 - - - -
50% 1.355 0.718 0.718 0.718 - - - -
75% 0.718 0.718 0.718 0.718 - - - -
90% 0.718 - - - - - - -
None R1 pond - - - - 0.344 0.250 0.197 -
50% - - - - 0.208 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream = - = = 2.460 1.325 0.911 0.703
50% - - - - 1.281 0.731 0.568 0.387
75% - - - - 1.050 0.731 0.568 0.387
90% - - - - 1.050 - - -
None R2 stream = - = = 3.261 1.750 1.200 0.913
50% - - - - 1.674 0.909 0.625 0.483
75% - - - - 0.881 0.495 0.343 0.262
90% - - - - 0.412 0.240 0.184 0.129
None R3 stream - - - - 3.394 1.816 1.246 0.948
50% H - H H 1.746 0.963 0.666 0.507
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75% 5 - 5 5 1.113 0.777 0.605 0.413
90% 5 - 5 5 1.113 0.777 0.605 0.413
RAC (ng/L)

0.93 (mesocosm) PEC/RAC ratio

None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.78 0.54 0.42 - - - -
75% 0.78 0.47 0.33 0.25 - - - -
90% 0.47 0.31 0.23 0.18 - - - -
None D4 pond 0.36 0.26 0.20 - - - - -
50% 0.21 0.15 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 3.14 1.68 1.15 0.87 - - - -
50% 1.60 0.86 0.59 0.46 - - - -
75% 0.83 0.46 0.35 0.35 - - - -
90% 0.37 0.19 0.35 0.35 - - - -
None D6 ditch 1° 2.87 1.52 1.04 0.79 - - - -
50% 1.43 0.76 0.60 0.61 - - - -
75% 0.73 0.61 0.61 0.61 - - - -
90% 0.61 0.61 0.61 - - - - -
None D6 ditch 2™ 2.92 1.55 1.06 0.80 - - - -
50% 1.46 0.77 0.77 0.77 - - - -
75% 0.77 0.77 0.77 0.77 - - - -
90% 0.77 - - - - - - -
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None R1 pond - - - - 0.37 0.27 0.21 -

50% - - - - 0.22 0.16 - -

75% - - - - - - - -

90% 5 - 5 5 - - - -

None R1 stream B i B B 2.65 1.42 0.98 0.76

50% - - - - 1.38 0.79 0.61 0.42

75% - - - - 1.13 0.79 0.61 0.42

90% - - - - 1.13 - - -

None R2 stream - - - - 3.51 1.88 1.29 0.98

50% - - - - 1.80 0.98 0.67 0.52

75% - - - - 0.95 0.53 0.37 0.28

90% - - - - 0.44 0.26 0.20 0.14

None R3 stream - - - - 3.65 1.95 1.34 1.02

50% - - - - 1.88 1.04 0.72 0.55

75% - - - - 1.20 0.84 0.65 0.44

90% - - - - 1.20 0.84 0.65 0.44

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in potato are <1 when risk mitigation options are considered:

D3ditch, D4 stream and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
R2 stream: 20m no spray buffer zone + 20m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction.

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./LL



SHA 2600 E / PENSHUI Page 492 /956
Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020

(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-100: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
potato

Intended use Potato

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

AT No-spray buffer (m) |5 10 15 20 5 10 15 20

duction Xﬁ?etatecj filter Strip | none None None None 5 10 15 20

None D3 ditch 2.698 1.430 0.977 0.743 - - - -

50% 1.348 0.724 0.503 0.389 - - - -

75% 0.726 0.433 0.310 0.236 - - - -

90% 0.434 0.291 0.214 0.163 - - - -

None D4 pond 0.331 0.241 0.190 - - - - -

50% 0.197 0.144 - - - - - -

75% 5 - 5 5 - - - -

90% ! - ! ! . . . .

None D4 stream 2.919 1.561 1.069 0.813 - - - -

50% 1.487 0.802 0.551 0.425 - - - -

5% 0.772 0.429 0.322 0.322 - - - -

90% 0.348 0.322 0.322 0.322 - - - -

None D6 ditch 1 2.668 1414 0.966 0.735 - - - -

50% 1.333 0.707 0.558 0.566 - - - -




SHA 2600 E / PENSHUI Page 493 /956

Part B — Section 9 - Core Assessment Template for chemical PPP
Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% 0.675 0.566 0.566 0.566 - - - -
90% 0.566 0.566 0.566 - - - - -
None D6 ditch 2™ 2.712 1.438 0.982 0.747 - - - -
50% 1.355 0.718 0.718 0.718 - - - -
75% 0.718 0.718 0.718 0.718 - - - -
90% 0.718 - - - - - - -
None R1 pond - - - - 0.344 0.250 0.197 -
50% - - - - 0.208 0.152 - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream 5 - 5 5 2.460 1.325 0.911 0.703
50% - - - - 1.281 0.731 0.568 0.387
75% - - - - 1.050 0.731 0.568 0.387
90% - - - - 1.050 - - -
None R2 stream = - = = 3.261 1.750 1.200 0.913
50% - - - - 1.674 0.909 0.625 0.483
75% - - - - 0.881 0.495 0.343 0.262
90% - - - - 0.412 0.240 0.184 0.129
None R3 stream - - - - 3.394 1.816 1.246 0.948
50% - - - - 1.746 0.963 0.666 0.507
75% - - - - 1.113 0.777 0.605 0.413
90% 5 - 5 5 1.113 0.777 0.605 0.413
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio
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None D3 ditch 11.730 6.217 4.248 3.230 - - -
50% 5.861 3.148 2.187 1.691 - - -
75% 3.157 1.883 1.348 1.026 - - -
90% 1.887 1.265 0.930 0.709 - - -
None D4 pond 1.439 1.048 0.826 - - - -
50% 0.857 0.626 - - - - -
75% - - - - - - -
90% - - - - - - -
None D4 stream 12.691 6.787 4.648 3.535 - - -
50% 6.465 3.487 2.396 1.848 - - -
75% 3.357 1.865 1.400 1.400 - - -
90% 1.513 1.400 1.400 1.400 - - -
None D6 ditch 1° 11.600 6.148 4.200 3.196 - - -
50% 5.796 3.074 2.426 2.461 - - -
75% 2.935 2.461 2.461 2.461 - - -
90% 2.461 2.461 2.461 - - - -
None D6 ditch 2™ 11.791 6.252 4.270 3.248 - - -
50% 5.891 3.122 3.122 3.122 - - -
75% 3.122 3.122 3.122 3.122 - - -
90% 3.122 - - - - - -
None R1 pond - - - - 1.496 1.087 0.857
50% - - - - 0.904 0.661 -
75% - - - - - - -

90%
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None R1 stream B i B B 10.696 5.761 3.961 3.057

50% - - - - 5.570 3.178 2.470 1.683

75% - - - - 4.565 3.178 2.470 1.683

90% 5 - 5 5 4.565 - - -

None R2 stream B i B B 14.178 7.609 5.217 3.970

50% - - - - 7.278 3.952 2.717 2.100

75% - - - - 3.830 2.152 1.491 1.139

90% - - - - 1.791 1.043 0.800 0.561

None R3 stream 5 - 5 5 14.757 7.896 5.417 4.122

50% 5 - - - 7.591 4.187 2.896 2.204

75% - - - - 4.839 3.378 2.630 1.796

90% - - - - 4.839 3.378 2.630 1.796

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-101: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in potato (1 x 1590 g/ha)

Intended use Potato
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray 10 20
buffer (m)
75% R1 stream - 0.117
90% 0.215 -
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PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in potato (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 90% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

75% R2 stream = 0.127
90% 0.236 -
75% R3 stream - 0.167
90% 0.305 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.51
90% 0.93 -
75% R2 stream - 0.55
90% 1.03 -
75% R3 stream - 0.73
90% 1.33 -

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction

R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle

For scenarios D4 stream and D6 ditch the PEC/RAC ratios are below the trigger even consiering risk mitigation measures. However, scenario D6 is not relevant

for CEU countries
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Table 9.5-102: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-
culations for the use of Pendimethalin 45.5% CS in potato (1 x 1137 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%rg\_’ve"'
onged longed acute prolonged prolonged plant longed

;2? Shs O. mykiss P.promelas | Danio rerio razgzgia zzzggia P. subcapitata C. riparius Iéiebrgga - fiparlus

Endpoint LCs NOEC . |EE% NOEC Elca NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

(F;';ﬁ) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730

Focus |PECe PEC glmax

Scenario (ng/L) (ng/kg)

Step 3

D3 ditch 5.890 3.01 9.35 184 4.01 4.06 6.33 0.72 491 3.849 0.00017

D4 pond 0.237 0.12 0.38 0.07 0.16 0.16 0.25 0.03 0.20 1.180 0.00005

D4 stream 4.861 2.48 7.72 1.52 3.31 3.35 5.23 0.59 4.05 0.224 0.00001

D6 1tditch | 5.824 2.97 9.24 1.82 3.96 4.02 6.26 0.71 4.85 1.936 0.00009

D6 2" ditch | 5.920 3.02 9.40 1.85 4.03 4.08 6.37 0.72 4.93 5.172 0.00023

R1 pond 0.254 0.13 0.40 0.08 0.17 0.18 0.27 0.03 0.21 2.763 0.00012

R1 stream 4.069 2.08 6.46 1.27 2.77 2.81 4.38 0.50 3.39 5.462 0.00024

R2 stream 5.389 2.75 8.55 1.68 3.67 3.72 5.79 0.66 4.49 94.02 0.00414

R3 stream 5.729 2.92 9.09 1.79 3.90 3.95 6.16 0.70 4,77 6.135 0.00027

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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For the intended uses potato (1 x 1137 g/ha), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in
several FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface
water bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).

Table 9.5-103: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
potato

Intended use Potato

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re-

duction Xﬁ?emted filter strip | \one None None None 5 10 15 20

None D3 ditch 1.929 1.023 0.698 0.531 - - - -

50% 0.965 0.537 0.373 0.284 - - - -

75% 0.541 0.330 0.237 0.179 - - - -

90% 0.332 0.221 0.163 - - - - -

None D4 pond 0.242 0.176 - - - - - -

50% 0.144 - - - - - - -

75% - - - - - - - -

90% - - - - - - - -

None D4 stream 2.087 1.116 0.765 0.581 - - - -

50% 1.064 0.574 0.394 0.300 - - - -

75% 0.553 0.302 0.220 0.220 - - - -

90% 0.246 0.220 - - - - - -
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None D6 ditch 1% 1.908 1.011 0.691 0.525 - - - -
50% 0.953 0.505 0.386 0.386 - - - -
75% 0.496 0.386 0.386 0.386 - - - -
90% 0.386 0.386 5 5 - - - -
None D6 ditch 2™ 1.939 1.028 0.702 0.534 - - - -
50% 0.969 0.537 0.495 0.495 - - - -
75% 0.540 0.495 0.495 0.495 - - - -
90% 0.495 0.495 ! ! - - - -
None R1 pond - - - - 0.254 0.183 - -
50% - - - - 0.155 - - -
75% ! - i i - - - -
90% ! - ! ! - - - -
None R1 stream - - - - 1.765 0.953 0.656 0.498
50% - - - - 0.923 0.517 0.396 0.270
75% H - H H 0.742 0.517 0.396 0.270
90% H - H H 0.742 - - -
None R2 stream - - - - 2.332 1.251 0.858 0.652
50% - - - - 1.198 0.650 0.448 0.340
75% - - - - 0.631 0.350 0.242 0.184
90% - - - - 0.291 0.169 0.128 -
None R3 stream - - - - 2.440 1.331 0.901 0.685
50% - - - - 1.268 0.699 0.484 0.368
75% 5 - 5 5 0.785 0.548 0.421 0.287
90% - - - - 0.785 0.548 0.421 0.287
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RAC (ng/L)

0.93 (mesocosm) PEC/RAC ratio

None D3 ditch 2.07 1.10 0.75 0.57 - -
50% 1.04 0.58 0.40 0.31 - -
75% 0.58 0.35 0.25 0.19 - -
90% 0.36 0.24 0.18 - -
None D4 pond 0.26 0.19 - -
50% 0.15 - -
75% - -
90% - -
None D4 stream 2.24 1.20 0.82 0.62 - -
50% 1.14 0.62 0.42 0.32 - -
75% 0.59 0.32 0.24 0.24 - -
90% 0.26 0.24 - -
None D6 ditch 1° 2.05 1.09 0.74 0.56 - -
50% 1.02 0.54 0.42 0.42 - -
75% 0.53 0.42 0.42 0.42 - -
90% 0.42 0.42 - -
None D6 ditch 2™ 2.08 1.11 0.75 0.57 - -
50% 1.04 0.58 0.53 0.53 - -
75% 0.58 0.53 0.53 0.53 - -
90% 0.53 0.53 - -
None R1 pond - - - - 0.27 0.20
50% - - - - 0.17
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75% 5 - 5 5

90% - - - -

None R1 stream 5 - 5 5 1.90 1.02 0.71 0.54

50% 5 - 5 5 0.99 0.56 0.43 0.29

75% 5 - 5 5 0.80 0.56 0.43 0.29

90% - - - - 0.80

None R2 stream - - - - 251 1.35 0.92 0.70

50% - - - - 1.29 0.70 0.48 0.37

75% - - - - 0.68 0.38 0.26 0.20

90% - - - - 0.31 0.18 0.14

None R3 stream 5 - 5 5 2.62 1.43 0.97 0.74

50% - - - - 1.36 0.75 0.52 0.40

75% - - - - 0.84 0.59 0.45 0.31

90% - - - - 0.84 0.59 0.45 0.31

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in potato (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3ditch, D4 stream and D6 ditch: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle re-
duction

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 pg a.s./L
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-104: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
potato

Intended use Potato

Active substance pendimethalin

Application rate (g/ha) 1 x 1137

N No-spray buffer (m) |5 10 15 20 5 10 15 20

duction Xﬁ?emted filter strip | \one None None None 5 10 15 20

None D3 ditch 1.929 1.023 0.698 0.531 - - - -

50% 0.965 0.537 0.373 0.284 - - - -

75% 0.541 0.330 0.237 0.179 - - - -

90% 0.332 0.221 0.163 - - - - -

None D4 pond 0.242 0.176 - - - - - -

50% 0.144 - - - - - - -

75% - - - - - - - -

90% - - - - - - - -

None D4 stream 2.087 1.116 0.765 0.581 - - - -

50% 1.064 0.574 0.394 0.300 - - - -

75% 0.553 0.302 0.220 0.220 - - - -

90% 0.246 0.220 - - - - - -

None D6 ditch 1% 1.908 1.011 0.691 0.525 - - - -

50% 0.953 0.505 0.386 0.386 - - - -

75% 0.496 0.386 0.386 0.386 - - - -
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90% 0.386 0.386 5 5 - - - -
None D6 ditch 2™ 1.939 1.028 0.702 0.534 - - - -
50% 0.969 0.537 0.495 0.495 - - - -
75% 0.540 0.495 0.495 0.495 - - - -
90% 0.495 0.495 5 5 - - - -
None R1 pond - - - - 0.254 0.183 - -
50% 5 - 5 5 0.155 - - -
75% - - - - - - - -
90% - - - - - - - -
None R1 stream - - - - 1.765 0.953 0.656 0.498
50% - - - - 0.923 0.517 0.396 0.270
75% - - - - 0.742 0.517 0.396 0.270
90% - - - - 0.742 - - -
None R2 stream - - - - 2.332 1.251 0.858 0.652
50% - - - - 1.198 0.650 0.448 0.340
75% - - - - 0.631 0.350 0.242 0.184
90% - - - - 0.291 0.169 0.128 -
None R3 stream - - - - 2.440 1.331 0.901 0.685
50% - - - - 1.268 0.699 0.484 0.368
75% - - - - 0.785 0.548 0.421 0.287
90% - - - - 0.785 0.548 0.421 0.287
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 8.39 4.45 3.03 231 - - - -
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50% 4.20 2.33 1.62 1.23 - - - -
75% 2.35 1.43 1.03 0.78 - - - -
90% 144 0.96 0.71 - - - - -
None D4 pond 1.05 0.77 - - - - - -
50% 0.63 - 5 5 - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 9.07 4.85 3.33 2.53 - - - -
50% 4.63 2.50 1.71 1.30 - - - -
75% 2.40 1.31 0.96 0.96 - - - -
90% 1.07 0.96 - - - - - -
None D6 ditch 1° 8.30 4.40 3.00 2.28 - - - -
50% 4.14 2.20 1.68 1.68 - - - -
75% 2.16 1.68 1.68 1.68 - - - -
90% 1.68 1.68 - - - - - -
None D6 ditch 2™ 8.43 4.47 3.05 2.32 - - - -
50% 421 2.33 2.15 2.15 - - - -
75% 2.35 2.15 2.15 2.15 - - - -
90% 2.15 2.15 - - - - - -
None R1 pond - - - - 1.10 0.80 - -
50% - - - - 0.67 - - -
75% 5 - 5 5 - - - -
90% - - - - - - - -
None R1 stream - - - - 7.67 4.14 2.85 217
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50% 5 - 5 5 4.01 2.25 1.72 1.17

75% - - - - 3.23 2.25 1.72 1.17

90% - - - - 3.23 - - -

None R2 stream B i B B 10.14 5.44 3.73 2.83

50% 5 - 5 5 521 2.83 1.95 1.48

75% - - - - 2.74 1.52 1.05 0.80

90% - - - - 1.27 0.73 0.56 -

None R3 stream 5 - 5 5 10.61 5.79 3.92 2.98

50% 5 - 5 5 5.51 3.04 2.10 1.60

75% - - - - 341 2.38 1.83 1.25

90% - - - - 341 2.38 1.83 1.25

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-105:

Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in potato (1 x 1137 g/ha)

Intended use Potato
Active substance pendimethalin
Application rate (g/ha) 1 %1137
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray T 20
buffer (m)
75% R1 stream - 0.153
90% 0.155 -
75% R2 stream - 0.184
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90% 0.169 -
75% R3 stream - 0.209
90% 0.223 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.67
90% 0.67 -
75% R2 stream - 0.8
90% 0.73 -
75% R3 stream - 0.91
90% 0.97 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
PEC/RAC ratios in potato (1 x 1137 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D4 pond: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D4 stream: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

R1 pond: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +

90% nozzle reduction

For scenarios D6 ditch the PEC/RAC ratios are below the trigger even consiering risk mitigation measures. However, scenario D6 is not relevant for CEU coun-

tries
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Table 9.5-10632: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-

culations for the use of Pendimethalin 45.5% CS in ornamentals (vines, early application 1 x 1590 g/ha)

;2? Spe- O. mykiss P.promelas | Danio rerio zggzgia r?]gzzgia P. subcapitata C. riparius Ig_iebrgga - ripartus

Endpoint LCso NOEC NOEC g NOEC E:Cso NOEC ErCso NOEC
geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

(F:g/i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 12 22730

FOCUS :EC o PEC grmax

Scenario (ng/L) (ng/kg)

Step 3

D3ditch | 9.955 5.08 15.80 3.11 6.77 6.87 10.70 121 8.30 6279 | 0.00028

Dapond | 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1678 | 0.00007

D4 stream | 7.595 3.88 12.06 237 5.17 5.24 8.17 0.93 6.33 0274 | 0.00001

D6 ditch | 10.04 5.12 15.94 3.14 6.83 6.92 10.80 1.22 8.37 1525 | 0.00067

Rlpond | 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1347 | 0.00006

Rlstream | 6.522 333 10.35 2,04 4.44 4.50 7.01 0.80 5.44 0799 | 0.00004

R2 stream | 8.646 4.41 13.72 270 5.88 5.96 9.30 1.05 7.21 0527 | 0.00002

R3stream | 9.186 4.69 14.58 2,87 6.25 6.34 9.88 112 7.66 1731 | 0.00008

R4 stream | 6.502 3.32 10.32 2,03 4.42 4.48 6.99 0.79 5.42 0741 | 0.00003

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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For the intended uses ornamentals, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several
FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water
bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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50% - - - 1079 0595 - -
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90% -

None 292
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Table 9.5-107: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
ornamentals (1 x 1590 g/ha)

Intended use Ornamentals
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 5 10 15 20
Nozzle re- - -
duction zle?etated filter strip | \one None None None 5 10 15 20
m
None 2.697 1.430 1.042 0.743 - - -
50% ) 1.348 0.749 0.549 0.402 - - -
D3 ditch
75% 0.751 0.464 0.343 0.253 - - -
90% 0.464 0.311 0.232 0.173 - - -
None 0.342 0.248 0.203 - - - -
50% 0.203 0.149 - - - - -
D4 pond
75% - - - - - - -
90% - - - - - - -
None 2.357 1.260 0.919 0.666 - - -
50% 1.201 0.647 0.480 0.344 - - -
D4 stream
75% 0.623 0.346 0.253 0.182 - - -
90% 0.281 0.160 0.117 - - - -
None 2.720 1.461 1.068 0.767 - - -
50% D6 ditch 1.424 0.816 0.600 0.443 - - -
75% 0.851 0.528 0.392 0.288 - - -
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90% 0.548 0.373 0.282 0.210 - - -
None - - - 0.337 0.245 0.200 -
50% - - - 0.200 0.147 - -
R1 pond
75% - - - - - - -
90% - - - - - - -
None - - - 2.061 1.115 0.8151 0.592
50% - - - 1.079 0.595 0.442 0.318
R1 stream
75% - - - 0.588 0.344 0.253 0.184
90% - - - 0.309 0.192 0.142 -
None - - - 2.716 1.460 1.066 0.7622
50% - - - 1.400 0.762 0.5573 0.406
R2 stream
75% - - - 0.742 0.419 0.308 0.222
90% - - - 0.353 0.207 0.153 -
None - - - 2.842 1.538 1.124 0.8055
50% - - - 1.488 0.821 0.6010 0.439
R3 stream
75% - - - 0.815 0.481 0.354 0.259
90% - - - 0.439 0.275 0.204 0.152
None - - - 2.055 1.112 0.8129 0.591
50% - - - 1.076 0.594 0.441 0.318
R4 stream
75% - - - 0.587 0.339 0.249 0.181
90% - - - 0.300 0.186 0.138 -
RAC (ng/L)
0.93 (algae) PEC/RAC ratio
None D3 ditch 2.90 1.54 1.12 0.80 - - - -
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50% 1.45 0.81 0.59 0.43 - - - -
75% 0.81 0.50 0.37 0.27 - - - -
90% 0.50 0.33 0.25 0.19 - - - -
None 0.37 0.27 0.22 - - - - -
50% 0.22 0.16 - - - - - -
D4 pond
75% - - - - - - - -
90% - - - - - - - -
None 2.53 1.35 0.99 0.72 - - - -
50% 1.29 0.70 0.52 0.37 - - - -
D4 stream
75% 0.67 0.37 0.27 0.20 - - - -
90% 0.30 0.17 0.13 - - - - -
None 2.92 1.57 1.15 0.82 - - - -
50% . 1.53 0.88 0.65 0.48 - - - -
D6 ditch
75% 0.92 0.57 0.42 0.31 - - - -
90% 0.59 0.40 0.30 0.23 - - - -
None - - - - 0.36 0.26 0.22 -
50% - - - - 0.22 0.16 - -
R1 pond
75% - - - - - - - -
90% - - - - - - - -
None - - - - 2.22 1.20 0.88 0.64
50% - - - - 1.16 0.64 0.48 0.34
R1 stream
75% - - - - 0.63 0.37 0.27 0.20
90% - - - - 0.33 0.21 0.15 -
None R2 stream - - - - 2.92 1.57 1.15 0.82
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50% - - - - 151 0.82 0.60 0.44
75% - - - - 0.80 0.45 0.33 0.24
90% - - - - 0.38 0.22 0.16 -
None - - - - 3.06 1.65 1.21 0.87
50% - - - - 1.60 0.88 0.65 0.47
R3 stream
75% - - - - 0.88 0.52 0.38 0.28
90% - - - - 0.47 0.30 0.22 0.16
None - - - - 2.21 1.20 0.87 0.64
50% - - - - 1.16 0.64 0.47 0.34
R4 stream
75% - - - - 0.63 0.36 0.27 0.19
90% - - - - 0.32 0.20 0.15 -

Page 514 /956
Template for chemical PPP

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in ornamentals are <1 when risk mitigation options are considered

D4 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

D3 ditch and D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduction

R1 stream and R4 stream: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

R2 stream and R3 stream: 20 m no spray buffer zone + 20 m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m
no spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./L
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 ug a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.
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Table 9.5-108: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
ornamentals

Intended use Ornamentals

Active substance pendimethalin

Application rate (g/ha) 1 x 1590
No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re- - -

duction zle?etated filter strip | \one None None None 5 10 15 20
m

None 2.697 1.430 1.042 0.743 - - -

50% ) 1.348 0.749 0.549 0.402 - - -
D3 ditch

75% 0.751 0.464 0.343 0.253 - - -

90% 0.464 0.311 0.232 0.173 - - -

None 0.342 0.248 0.203 - - - -

50% 0.203 0.149 - - - - -
D4 pond

75% - - - - - - -

90% - - - - - - -

None 2.357 1.260 0.919 0.666 - - -

50% 1.201 0.647 0.480 0.344 - - -
D4 stream

75% 0.623 0.346 0.253 0.182 - - -

90% 0.281 0.160 0.117 - - - -

None 2.720 1.461 1.068 0.767 - - -

50% ) 1.424 0.816 0.600 0.443 - - -
D6 ditch

75% 0.851 0.528 0.392 0.288 - - -

90% 0.548 0.373 0.282 0.210 - - -
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None - - - 0.337 0.245 0.200 -
50% - - - 0.200 0.147 - -
R1 pond
75% - - - - - - -
90% - - - - - - -
None - - - 2.061 1.115 0.8151 0.592
50% - - - 1.079 0.595 0.442 0.318
R1 stream
75% - - - 0.588 0.344 0.253 0.184
90% - - - 0.309 0.192 0.142 -
None - - - 2.716 1.460 1.066 0.7622
50% - - - 1.400 0.762 0.5573 0.406
R2 stream
75% - - - 0.742 0.419 0.308 0.222
90% - - - 0.353 0.207 0.153 -
None - - - 2.842 1.538 1.124 0.8055
50% - - - 1.488 0.821 0.6010 0.439
R3 stream
75% - - - 0.815 0.481 0.354 0.259
90% - - - 0.439 0.275 0.204 0.152
None - - - 2.055 1.112 0.8129 0.591
50% - - - 1.076 0.594 0.441 0.318
R4 stream
75% - - - 0.587 0.339 0.249 0.181
90% - - - 0.300 0.186 0.138 -
RAC (ug/L)
0.23 (mesocosm) PEC/RAC ratio
None 11.726 6.217 4.530 3.230 - - - -
D3 ditch
50% 5.861 3.257 2.387 1.748 - - - -




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment

Page 517 /956
Template for chemical PPP

Sharda Cropchem Espaa S.L./ CEU version Version June 2020
75% 3.265 2.017 1.491 1.100 - - - -
90% 2.017 1.352 1.009 0.752 - - - -
None 1.487 1.078 0.883 - - - - -
50% 0.883 0.648 - - - - - -

D4 pond
75% - - - - - - - -
90% - - - - - - - -
None 10.248 5.478 3.996 2.896 - - - -
50% 5.222 2.813 2.087 1.496 - - - -

D4 stream
75% 2.709 1.504 1.100 0.791 - - - -
90% 1.222 0.696 0.509 - - - - -
None 11.826 6.352 4.643 3.335 - - - -
50% 6.191 3.548 2.609 1.926 - - - -

D6 ditch
75% 3.700 2.296 1.704 1.252 - - - -
90% 2.383 1.622 1.226 0.913 - - - -
None - - - - 1.465 1.065 0.870 -
50% - - - - 0.870 0.639 - -

R1 pond
75% - - - - - - - -
90% - - - - - - - -
None - - - - 8.961 4.848 3.544 2.574
50% - - - - 4.691 2.587 1.922 1.383

R1 stream
75% - - - - 2.557 1.496 1.100 0.800
90% - - - - 1.343 0.835 0.617 -
None - - - - 11.809 6.348 4.635 3.314

R2 stream
50% - - - - 6.087 3.313 2.423 1.765
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75% - - - - 3.226 1.822 1.339 0.965
90% - - - - 1.535 0.900 0.665 -
None - - - - 12.357 6.687 4.887 3.502
50% - - - - 6.470 3.570 2.613 1.909
R3 stream
75% - - - - 3.543 2.091 1.539 1.126
90% - - - - 1.909 1.196 0.887 0.661
None - - - - 8.935 4.835 3.534 2.570
50% - - - - 4.678 2.583 1.917 1.383
R4 stream
75% - - - - 2.552 1.474 1.083 0.787
90% - - - - 1.304 0.809 0.600 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-109:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in ornamentals (1 x 1590 g/ha)

Intended use Ornamentals
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
Vegetated filter strip 10 20
Nozzle reduc- (m)
tion No-spray " 20
buffer (m)
75% R1 stream - 0.182
90% 0.189 -
75% R2 stream - 0.219
90% 0.204 -
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75% R3 stream = 0.255
90% 0.271 0.149
75% R4 stream - 0.178
90% 0.183 -
RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.79
90% 0.82 -
75% R2 stream - 0.95
90% 0.87 -
75% R3 stream - 1.11
90% 1.18 0.65
75% R4 stream - 0.77
90% 0.80 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in ornamentals (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch, D6 ditch: 20m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction
D4 stream: 20m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction
R1 pond: 15m no spray buffer zone + 15m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R1 stream, R2 stream, R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +

90% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 90% nozzle reduction
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Table 9.5-11034: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-

culations for the use of Pendimethalin 45.5% CS in clover and alfalfa (grass 1 x 1000 g/ha)

Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher eSf(:).rg\_Nell—
onged longed acute prolonged prolonged plant longed

T.ESt Spe- O. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius Lgmna - riparius

cies magna magna gibba

Endpoint LCso NOEC NOEC g NOEC E:Cso NOEC ErCso NOEC

geomean

(ng/L) 196 6.3 32 147 145 9.3 82 12 227300

AF 100 10 10 100 10 10 10 10 10

zg/(i) 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730

Focus  |PECe PEC grmax

Scenario (ng/L) (ng/kg)

Step 3

D1 ditch 6.294 3.21 9.99 1.97 4.28 4.34 6.77 0.77 5.25 8.934 0.00039

D1 stream 5.077 2.59 8.06 1.59 3.45 3.50 5.46 0.62 4.23 0.320 0.00001

D2 ditch 6.337 3.23 10.06 1.98 431 4.37 6.81 0.77 5.28 12.29 0.00054

D2 stream 5.599 2.86 8.89 1.75 381 3.86 6.02 0.68 4.67 10.75 0.00047

D3 ditch 6.266 3.20 9.95 1.96 4.26 4.32 6.74 0.76 5.22 4.380 0.00019

D4 pond 0.216 0.11 0.34 0.07 0.15 0.15 0.23 0.03 0.18 1.066 0.00005

D4 stream 4.817 2.46 7.65 1.51 3.28 3.32 5.18 0.59 4.01 0.185 0.00001

D5 pond 0.216 0.11 0.34 0.07 0.15 0.15 0.23 0.03 0.18 0.930 0.00004

D5 stream 5.164 2.63 8.20 1.61 351 3.56 5.55 0.63 4.30 0.190 0.00001
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. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
R1 pond 0.216 0.11 0.34 0.07 0.15 0.15 0.23 0.03 0.18 0.016 0.00000
R1 stream 4121 2.10 6.54 1.29 2.80 2.84 443 0.50 3.43 3.915 0.00017
R2 stream 5.454 2.78 8.66 1.70 3.71 3.76 5.86 0.67 4.55 0.357 0.0000
R3 stream 5.828 2.97 9.25 1.82 3.96 4.02 6.27 0.71 4.86 1.453 0.0001

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses clover and alfalfa, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in sev-
eral FOCUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface wa-
ter bodies and the most sensitive endpoint, RAC = 0.93 pg a.s./L.
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None 220

50% 110
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None - - - 230 123 684

Table 9.5-111: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
clover and alfalfa

Intended use Clover and alfalfa

Active substance Pendimethalin

Application rate (g/ha) 1 x 1000

= No-spray buffer (m) 5 10 15 20 5 10 15 20
reduction E/rstjgetated filter strip None None None None 5 10 15 20
None D1 ditch 1.706 0.933 0.644 0.488 - - - -
50% 0.925 0.543 0.367 0.280 - - - -
75% 0.582 0.333 0.240 0.184 - - - -
90% 0.345 0.235 0.175 - - - - -
None D1 stream 1.904 1.021 0.700 0.537 - - - -
50% 0.977 0.530 0.365 0.278 - - - -
75% 0.514 0.281 0.195 0.149 - - - -
90% 0.231 0.133 - - - - - -
None D2 ditch 1.745 0.959 0.668 0.500 - - - -
50% 0.966 0.566 0.383 0.293 - - - -
75% 0.605 0.355 0.258 0.197 - - - -
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90% 0.369 0.251 0.187 - - - - -
None D2 stream 2.048 1.087 0.742 0.573 - - - -
50% 1.026 0.545 0.378 0.287 - - - -
75% 0.515 0.277 0.190 0.144 - - - -
90% 0.211 0.113 5 - - - - -
None D3 ditch 1.697 0.900 0.624 0.474 - - - -
50% 0.871 0.497 0.335 0.255 - - - -
75% 0.520 0.298 0.213 0.163 - - - -
90% 0.298 0.199 - - - - - -
None D4 stream 1.796 0.961 0.658 0.505 - - - -
50% 0.916 0.494 0.341 0.260 - - - -
75% 0.483 0.260 0.180 0.137 - - - -
90% 0.210 0.118 - - - - - -
None D5 stream 1.924 1.029 0.705 0.541 - - - -
50% 0.981 0.529 0.365 0.278 - - - -
75% 0.509 0.278 0.192 0.146 - - - -
90% 0.223 0.126 - - - - - -
None R1 stream - - - - 1.558 0.840 0.588 0.442
50% - - - - 0.819 0.462 0.312 0.238
75% - - - - 0.461 0.312 0.239 0.163
90% 5 - 5 - 0.447 0.312 0.239 -
None R2 stream - - - - 2.058 1.106 0.759 0.581
50% - - - - 1.062 0.578 0.398 0.303
75% - - - - 0.564 0.310 0.215 0.164
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90% 5 - 5 - 0.258 0.149 - -
None R3 stream - - - - 2.139 1.142 0.785 0.599
50% - - - - 1.104 0.608 0.418 0.318
75% 5 - 5 - 0.610 0.342 0.241 0.184
90% 5 - 5 - 0.384 0.267 0.204 -
RAC (ng/L)

0.93 (algae) PEC/RAC ratio

None D1 ditch 1.83 1.00 0.69 0.52 - - - -
50% 0.99 0.58 0.39 0.30 - - - -
75% 0.63 0.36 0.26 0.20 - - - -
90% 0.37 0.25 0.19 - - - - -
None D1 stream 2.05 1.10 0.75 0.58 - - - -
50% 1.05 0.57 0.39 0.30 - - - -
75% 0.55 0.30 0.21 0.16 - - - -
90% 0.25 0.14 - - - - - -
None D2 ditch 1.88 1.03 0.72 0.54 - - - -
50% 1.04 0.61 0.41 0.32 - - - -
75% 0.65 0.38 0.28 0.21 - - - -
90% 0.40 0.27 0.20 - - - - -
None D2 stream 2.20 1.17 0.80 0.62 - - - -
50% 1.10 0.59 0.41 0.31 - - - -
75% 0.55 0.30 0.20 0.15 - - - -
90% 0.23 0.12 - - - - - -
None D3 ditch 1.82 0.97 0.67 0.51 - - - -
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50% 0.94 0.53 0.36 0.27 - - - -
75% 0.56 0.32 0.23 0.18 - - - -
90% 0.32 0.21 - - - - - -
None D4 stream 1.93 1.03 0.71 0.54 = = > -
50% 0.98 0.53 0.37 0.28 - - - -
75% 0.52 0.28 0.19 0.15 - - - -
90% 0.23 0.13 - - - - - -
None D5 stream 2.07 111 0.76 0.58 - - - -
50% 1.05 0.57 0.39 0.30 - - - -
75% 0.55 0.30 0.21 0.16 - - - -
90% 0.24 0.14 - - - - - -
None R1 stream 5 - 5 - 1.68 0.90 0.63 0.48
50% - - - - 0.88 0.50 0.34 0.26
75% - - - - 0.50 0.34 0.26 0.18
90% - - - - 0.48 0.34 0.26 -
None R2 stream = - = - 221 1.19 0.82 0.62
50% 5 - 5 - 1.14 0.62 0.43 0.33
75% - - - - 0.61 0.33 0.23 0.18
90% - - - - 0.28 0.16 - -
None R3 stream = - = - 2.30 1.23 0.84 0.64
50% 5 - 5 - 1.19 0.65 0.45 0.34
75% - - - - 0.66 0.37 0.26 0.20
90% - - - - 0.41 0.29 0.22 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration;

PEC/RAC ratios above the relevant trigger of 1 are shown in bold
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PEC/RAC ratios in clover and alfalfa are <1 when risk mitigation options are considered:

D3 ditch: 10m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D1 ditch, D4 stream: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

D1 stream, D2 ditch, D2 stream, D5 stream: 15m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75%
nozzle reduction

R1 stream: 10m no spray buffer zone + 10m vegetative strip or 5m no spray buffer zone + 5m vegetative strip + 50% nozzle reduction

R2 stream, R3 stream: 15 m no spray buffer zone + 15 m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no
spray buffer zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./LL
(mesocosms) with an AF of 1 as requested by the zZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios.

Table 9.5-112: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
clover and alfalfa

Intended use Clover and alfalfa

Active substance Pendimethalin

Application rate (g/ha) 1 x 1000

A= No-spray buffer (m) 5 10 15 20 5 10 15 20
reduction E/ntqe?etated filter strip None None None None 5 10 15 20
None D1 ditch 1.706 0.933 0.644 0.488 - - - -
50% 0.925 0.543 0.367 0.280 - - - -
75% 0.582 0.333 0.240 0.184 - - - -
90% 0.345 0.235 0.175 - - - - -
None D1 stream 1.904 1.021 0.700 0.537 - - - -
50% 0.977 0.530 0.365 0.278 - - - -
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75% 0.514 0.281 0.195 0.149 - - - -
90% 0.231 0.133 - - - - - -
None D2 ditch 1.745 0.959 0.668 0.500 - - - -
50% 0.966 0.566 0.383 0.293 - - - -
75% 0.605 0.355 0.258 0.197 - - - -
90% 0.369 0.251 0.187 - - - - -
None D2 stream 2.048 1.087 0.742 0.573 - - - -
50% 1.026 0.545 0.378 0.287 - - - -
75% 0.515 0.277 0.190 0.144 - - - -
90% 0.211 0.113 - - - - - -
None D3 ditch 1.697 0.900 0.624 0.474 - - - -
50% 0.871 0.497 0.335 0.255 - - - -
75% 0.520 0.298 0.213 0.163 - - - -
90% 0.298 0.199 - - - - - -
None D4 stream 1.796 0.961 0.658 0.505 - - - -
50% 0.916 0.494 0.341 0.260 - - - -
75% 0.483 0.260 0.180 0.137 - - - -
90% 0.210 0.118 - - - - - -
None D5 stream 1.924 1.029 0.705 0.541 - - - -
50% 0.981 0.529 0.365 0.278 - - - -
75% 0.509 0.278 0.192 0.146 - - - -
90% 0.223 0.126 - - - - - -
None R1 stream - - - - 1.558 0.840 0.588 0.442
50% - - - - 0.819 0.462 0.312 0.238




SHA 2600 E / PENSHUI
Part B — Section 9 - Core Assessment
Sharda Cropchem Espaa S.L./ CEU version

Page 531 /956
Template for chemical PPP
Version June 2020

75% 5 - 5 - 0.461 0.312 0.239 0.163
90% 5 - - - 0.447 0.312 0.239 -
None R2 stream - - - - 2.058 1.106 0.759 0.581
50% 5 - 5 - 1.062 0.578 0.398 0.303
75% 5 - 5 - 0.564 0.310 0.215 0.164
90% - - - - 0.258 0.149 - -
None R3 stream - - - - 2.139 1.142 0.785 0.599
50% - - - - 1.104 0.608 0.418 0.318
75% 5 - 5 - 0.610 0.342 0.241 0.184
90% - - - - 0.384 0.267 0.204 -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D1 ditch 7.417 4.057 2.800 2.122 - - - -
50% 4.022 2.361 1.596 1.217 - - - -
75% 2.530 1.448 1.043 0.800 - - - -
90% 1.500 1.022 0.761 - - - - -
None D1 stream 8.278 4.439 3.043 2.335 - - - -
50% 4.248 2.304 1.587 1.209 - - - -
75% 2.235 1.222 0.848 0.648 - - - -
90% 1.004 0.578 - - - - - -
None D2 ditch 7.587 4.170 2.904 2.174 - - - -
50% 4.200 2.461 1.665 1.274 - - - -
75% 2.630 1.543 1.122 0.857 - - - -
90% 1.604 1.091 0.813 - - - - -
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None D2 stream 8.904 4.726 3.226 2491 = = > -
50% 4.461 2.370 1.643 1.248 - - - -
75% 2.239 1.204 0.826 0.626 - - - -
90% 0.917 0.491 5 - - - - -
None D3 ditch 7.378 3.913 2.713 2.061 - - - -
50% 3.787 2.161 1.457 1.109 - - - -
75% 2.261 1.296 0.926 0.709 - - - -
90% 1.296 0.865 - - - - - -
None D4 stream 7.809 4.178 2.861 2.196 - - - -
50% 3.983 2.148 1.483 1.130 - - - -
75% 2.100 1.130 0.783 0.596 - - - -
90% 0.913 0.513 - - - - - -
None D5 stream 8.365 4.474 3.065 2.352 - - - -
50% 4.265 2.300 1.587 1.209 - - - -
75% 2.213 1.209 0.835 0.635 - - - -
90% 0.970 0.548 - - - - - -
None R1 stream 5 - 5 - 6.774 3.652 2.557 1.922
50% - - - - 3.561 2.009 1.357 1.035
75% - - - - 2.004 1.357 1.039 0.709
90% - - - - 1.943 1.357 1.039 -
None R2 stream - - - - 8.948 4.809 3.300 2.526
50% § § § § 4,617 2.513 1.730 1.317
75% - - - - 2.452 1.348 0.935 0.713
90% - - - - 1.122 0.648 - -
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None R3 stream 5 - 5 - 9.300 4.965 3.413 2.604

50% - - - - 4.800 2.643 1.817 1.383

75% - - - - 2.652 1.487 1.048 0.800

90% - - - - 1.670 1.161 0.887 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-113:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in clover, alfalfa (1 x 1000 g/ha)

Intended use Clover, alfalfa
Active substance Pendimethalin
Application rate (g/ha) 1 x 1000
Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray " 20
buffer (m)
75% R1 stream - 0.140
90% 0.146 -
5% R2 stream - 0.173
90% 0.156 -
75% R3 stream - 0.201
90% 0.212 -
RAC (ng/L)
0.23 PEC/RAC ratio
75% R1 stream - 0.61
90% 0.63 -
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75% R2 stream - 0.75
90% 0.68 -
75% R3 stream - 0.87
90% 0.92 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in clover, alfalfa (1 x 1000 g/ha) are <1 when risk mitigation options are considered:

D1 ditch, D2 ditch: 20m no spray buffer zone + 75% nozzle reduction or 15m no spray buffer zone + 90% nozzle reduction

D1 stream, D3 ditch: 15m no spray buffer zone + 75% nozzle reduction or 10m no spray buffer zone + 90% nozzle reduction

D2 stream, D4 stream, D5 stream: 15m no spray buffer zone + 75% nozzle recution or 5m no spray buffer zone + 90% nozzle reduction

R1 stream, R2 stream, R3 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip +
90% nozzle reduction

Table 9.5-11436: Aqguatic organisms: acceptability of risk (PEC/RAC < 1) for Pendimethalin for each organism group based on FOCUS Steps 3 cal-

culations for the use of Pendimethalin 45.5% CS in cucurbits (fruiting vegetables 1 x 1590 g/ha)

. Fish pro- Fish pro- |Inverteb. |Inverteb. Sed. dwell. Higher Sed. dwell-
Group Fish acute Algae er pro-
longed longed acute prolonged prolonged plant longed
. . C. riparius
T_est Spe- O. mykiss P.promelas |Danio rerio Daphnia Daphnia P. subcapitata C. riparius L_emna
cies magna magna gibba
Endpoint LC NOEC NOEC EC NOEC E.C NOEC ErC NOEC
p 50 geomean 50 rCso 50
(ng/L) 196 6.3 32 147 145 9.3 82 12 227300
AF 100 10 10 100 10 10 10 10 10
RAC 1.96 0.63 3.2 1.47 1.45 0.93 8.2 1.2 22730
(ng/L)
FOCUS PEC o PEC gl-max
Scenario | /K
(ug/L) (ng/kg)
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Group Fish acute ::ish pro- Fish pro- |Inverteb. |Inverteb. Algae Sed. dwell. Higher Sf%.rg\_/vell-
onged longed acute prolonged prolonged plant longed
Step 3
D3 ditch 9.944 5.07 15.78 3.11 6.76 6.86 10.69 121 8.29 5.752 0.00025
D4 pond 0.343 0.18 0.54 0.11 0.23 0.24 0.37 0.04 0.29 1.311 0.00006
D4 stream 7.805 3.98 12.39 2.44 5.31 5.38 8.39 0.95 6.50 0.346 0.00002
D6 ditch 9.873 5.04 15.67 3.09 6.72 6.81 10.62 1.20 8.23 3.560 0.00016
R1 pond 0.415 0.21 0.66 0.13 0.28 0.29 0.45 0.05 0.35 2.980 0.00013
R1 stream 6.562 3.35 10.42 2.05 4.46 4.53 7.06 0.80 5.47 30.35 0.00134
R2 stream 8.689 4.43 13.79 2.72 5.91 5.99 9.34 1.06 7.24 129.4 0.00569
R3 stream 9.282 4.74 14.73 2.90 6.31 6.40 9.98 1.13 7.74 3.613 0.00016
R4 stream 6.565 3.35 10.42 2.05 4.47 4.53 7.06 0.80 5.47 37.29 0.00164

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses cucurbits, calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive group of aquatic organisms in several FO-
CUS Steps 3 scenarios. Therefore, further PEC/RAC ratios were calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bod-
ies and the most sensitive endpoint, RAC = 0.93 pg a.s./L (algae).
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Nene 2694 1428 0975 0+442 - - - -

50% 1346 0743 6511 - - - - -
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None -

50% -
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+5%

90%

R I

Table 9.5-115:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-

tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in

curcubits

Intended use

Active substance

Curcubits

pendimethalin

Application rate (g/ha) 1 x 1590

N No-spray buffer (m) |5 10 15 20 5 10 15 20
duction Xﬁ?etated filter strip | \ e None None None 5 10 15 20
None D3 ditch 2.694 1.428 0.975 0.742 - - - -
50% 1.346 0.743 0.511 0.399 - - - -
75% 0.745 0.453 0.324 0.247 - - - -
90% 0.453 0.304 0.223 0.170 - - - -
None D4 pond 0.331 0.241 0.190 - - - - -
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50% 0.197 0.144 5 5 - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 2.906 1.554 1.064 0.810 = > = =
50% 1.480 0.798 0.548 0.423 - - - -
75% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.675 1.418 0.968 0.737 - - - -
50% 1.337 0.709 0.484 0.459 - - - -
75% 0.689 0.459 0.459 0.459 - - - -
90% 0.459 0.459 0.459 - - - - -
None R1 pond 1% - - - 0.343 0.249 0.197 -
50% 5 - 5 0.257 0.173 - -
75% - - - 0.257 - - -
90% - - - - - - -
None R1 stream = - = 2.460 1.325 0.912 0.704
50% - - - 1.282 0.708 0.533 0.379
75% - - - 0.984 0.694 0.533 0.363
90% - - - 0.984 0.694 0.533 0.363
None R2 stream = - = 3.262 1.750 1.200 0.913
50% - - - 1.675 0.909 0.626 0.483
75% - - - 0.882 0.496 0.343 0.262
90% - - - 0.412 0.252 0.194 0.132
None R3 stream - - - 3.402 1.807 1.235 0.939
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50% 5 - 5 1.723 0.942 0.653 0.504
75% - - - 0.969 0.673 0.523 0.356
90% - - - 0.969 0.673 0.523 0.356
None R4 stream B i B 2.452 1.320 0.907 0.691
50% 5 - 5 1.646 1.148 0.894 0.611
75% - - - 1.646 1.148 0.894 0.611
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 2.90 1.54 1.05 0.80 - - - -
50% 1.45 0.80 0.55 0.43 - - - -
75% 0.80 0.49 0.35 0.27 - - - -
90% 0.49 0.33 0.24 0.18 - - - -
None D4 pond 0.36 0.26 0.20 - - - - -
50% 0.21 0.15 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 3.12 1.67 1.14 0.87 - - - -
50% 1.59 0.86 0.59 0.45 - - - -
75% 0.83 0.46 0.33 0.33 - - - -
90% 0.37 0.33 0.33 0.33 - - - -
None D6 ditch 2.88 1.52 1.04 0.79 - - - -
50% 144 0.76 0.52 0.49 - - - -
75% 0.74 0.49 0.49 0.49 - - - -
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90% 0.49 0.49 0.49 - - - - -
None R1 pond 1% 5 - 5 5 0.37 0.27 0.21 -
50% - - - - 0.28 0.19 - -
75% - - - - 0.28 - - -
90% - - - - - - - -
None R1 stream - - - - 2.65 1.42 0.98 0.76
50% - - - - 1.38 0.76 0.57 0.41
75% - - - - 1.06 0.75 0.57 0.39
90% - - - - 1.06 0.75 0.57 0.39
None R2 stream - - - - 3.51 1.88 1.29 0.98
50% - - - - 1.80 0.98 0.67 0.52
75% - - - - 0.95 0.53 0.37 0.28
90% - - - - 0.44 0.27 0.21 0.14
None R3 stream - - - - 3.66 1.94 1.33 1.01
50% - - - - 1.85 1.01 0.70 0.54
75% - - - - 1.04 0.72 0.56 0.38
90% - - - - 1.04 0.72 0.56 0.38
None R4 stream 5 - 5 5 2.64 1.42 0.98 0.74
50% - - - - 1.77 1.23 0.96 0.66
75% - - - - 1.77 1.23 0.96 0.66
90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in cucurbits are <1 when risk mitigation options are considered:
D3 ditch, D4 stream, D6 ditch: 20m no spray buffer zone or 10m no spray buffer zone + 50% nozzle reduction or 5m no spray buffer zone + 75% nozzle reduc-
tion
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R4 stream: 15m no spray buffer zone + 15m vegetative strip

R1 stream: 15m no spray buffer zone + 15m vegetative strip or 20m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R3 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 75% nozzle reduction
R2 stream: 20m no spray buffer zone + 20 m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction or 5m no spray buffer
zone + 5m vegetative strip + 75% nozzle reduction

PEC/RAC ratios were also calculated based on FOCUS Step 4 PECsw considering reduced exposure of surface water bodies and the endpoint of 0.23 ug a.s./LL
(mesocosms) with an AF of 1 as requested by the ZRMS, resulting a RAC of 0.23 pg a.s./L.Furthermore, VFSMOD calculation have been done as refinement for
all R scenarios, with the exception of R1 pond scenario.

Table 9.5-116: Agquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS Step 4 calcula-
tions and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin 45.5% CS in
curcubits

Intended use Cucurbits

Active substance pendimethalin

Application rate (g/ha) 1 x 1590

No-spray buffer (m) |5 10 15 20 5 10 15 20

Nozzle re-

duction Xﬁ?etated filter strip | \jone None None None 5 10 15 20

None D3 ditch 2.694 1.428 0.975 0.742 - - - -

50% 1.346 0.743 0.511 0.399 - - - -

5% 0.745 0.453 0.324 0.247 - - - -

90% 0.453 0.304 0.223 0.170 - - - -

None D4 pond 0.331 0.241 0.190 - - - - -

50% 0.197 0.144 - - - - - -

75% H ! ! ! - - - -

90% . . . . - - - -

None D4 stream 2.906 1.554 1.064 0.810 - - - -
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50% 1.480 0.798 0.548 0.423 - - - -
75% 0.768 0.426 0.307 0.307 - - - -
90% 0.346 0.307 0.307 0.307 - - - -
None D6 ditch 2.675 1.418 0.968 0.737 - - - -
50% 1.337 0.709 0.484 0.459 - - - -
75% 0.689 0.459 0.459 0.459 - - - -
90% 0.459 0.459 0.459 - - - - -
None R1 pond 1% - - - 0.343 0.249 0.197 -
50% 5 - 5 0.257 0.173 - -
75% - - - 0.257 - - -
90% - - - - - - -
None R1 stream 5 - 5 2.460 1.325 0.912 0.704
50% - - - 1.282 0.708 0.533 0.379
75% - - - 0.984 0.694 0.533 0.363
90% - - - 0.984 0.694 0.533 0.363
None R2 stream = - = 3.262 1.750 1.200 0.913
50% - - - 1.675 0.909 0.626 0.483
75% - - - 0.882 0.496 0.343 0.262
90% - - - 0.412 0.252 0.194 0.132
None R3 stream = - = 3.402 1.807 1.235 0.939
50% - - - 1.723 0.942 0.653 0.504
75% - - - 0.969 0.673 0.523 0.356
90% - - - 0.969 0.673 0.523 0.356
None R4 stream - - - 2.452 1.320 0.907 0.691
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50% 5 - 5 1.646 1.148 0.894 0.611
75% - - - 1.646 1.148 0.894 0.611
90% - - - - - - -
RAC (ng/L)

0.23 (mesocosm) PEC/RAC ratio

None D3 ditch 11.713 6.209 4.239 3.226 - - - -
50% 5.852 3.230 2.222 1.735 - - - -
75% 3.239 1.970 1.409 1.074 - - - -
90% 1.970 1.322 0.970 0.739 - - - -
None D4 pond 1.439 1.048 0.826 - - - - -
50% 0.857 0.626 - - - - - -
75% - - - - - - - -
90% - - - - - - - -
None D4 stream 12.635 6.757 4.626 3.522 - - - -
50% 6.435 3.470 2.383 1.839 - - - -
75% 3.339 1.852 1.335 1.335 - - - -
90% 1.504 1.335 1.335 1.335 - - - -
None D6 ditch 11.630 6.165 4.209 3.204 - - - -
50% 5.813 3.083 2.104 1.996 - - - -
75% 2.996 1.996 1.996 1.996 - - - -
90% 1.996 1.996 1.996 - - - - -
None R1 pond 1% - - - - 1.491 1.083 0.857 -
50% - - - - 1.117 0.752 - -
75% - - - - 1.117 - - -
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90% 5 - 5 5 - - - -

None R1 stream - - - - 10.696 5.761 3.965 3.061

50% 5 - 5 5 5.574 3.078 2.317 1.648

75% 5 - 5 5 4.278 3.017 2.317 1.578

90% 5 - 5 5 4.278 3.017 2.317 1.578

None R2 stream - - - - 14.183 7.609 5.217 3.970

50% 5 - 5 5 7.283 3.952 2.722 2.100

75% - - - - 3.835 2.157 1.491 1.139

90% - - - - 1.791 1.096 0.843 0.574

None R3 stream - - - - 14.791 7.857 5.370 4.083

50% - - - - 7.491 4.096 2.839 2.191

75% - - - - 4.213 2.926 2.274 1.548

90% 5 - 5 - 4213 2.926 2.274 1.548

None R4 stream - - - - 10.661 5.739 3.943 3.004

50% - - - - 7.157 4.991 3.887 2.657

75% - - - - 7.157 4.991 3.887 2.657

90% - - - - - - - -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 9.5-117: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1) for pendimethalin based on FOCUS VFSMOD Step
4 calculations and toxicity data for aquatic organisms with mitigation of spray drift and run-off for the use of Pendimethalin
45.5% CS in cucurbits (1 x 1590 g/ha)

Intended use Cucurbits
Active substance pendimethalin
Application rate (g/ha) 1 x 1590
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Vegetated filter strip 10 20
Nozzle reduc- | (M)
tion No-spray 1@ 20
buffer (m)

75% R1 stream = 0.213

90% 0.215 -

75% R3 stream - 0.285

90% 0.305 -

75% R4 stream - 0.212

90% 0.267 -

RAC (ng/L)

0.23 PEC/RAC ratio

75% R1 stream - 0.93

90% 0.93 -

75% R3 stream - 1.24

90% 1.33 -

75% R4 stream - 0.92

90% 1.16 -

PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

PEC/RAC ratios in cucurbits (1 x 1590 g/ha) are <1 when risk mitigation options are considered:

D3 ditch: 15m no spray buffer zone + 90% nozzle reduction

D4 pond: 15m no spray buffer zone or 5m no spray buffer zone + 50% nozzle reduction

R1 pond: 15m no spray buffer zone + 15m vegetative strip or 10m no spray buffer zone + 10m vegetative strip + 50% nozzle reduction

R2 stream: 15m no spray buffer zone + 15m vegetative strip + 50% nozzle reduction

R1 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction or 10m no spray buffer zone + 10m vegetative strip + 90% nozzle reduction
R4 stream: 20m no spray buffer zone + 20m vegetative strip + 75% nozzle reduction
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For scenarios D4 stream, D6 ditch, and R3 stream the PEC/RAC ratios are below the trigger even considering risk mitigation measures. Scenario D6 is not rele-
vant for CEU countries.
For scenario R3 restriction will be needed (do not apply on terraced clay soils with a slope greater than 10% respectively)

Further refinement

As as further refinement of the aquatic risk assessment, applicant wishes to propose an alternative approach by using the suggestion of the RMS (NL) during the
pendimethalin EU peer review. The RMS proposed a higher tier risk assessment based on a geomen NOEC = 0.96 pg a.s./L (three validated mesocosm) with an
assessment factor (AF) = 2 resulting to an ETO-RAC = 0.48 ug a.s./L. This approach is accepted by France as zZRMS, since considers that the ETO-RAC = 0.48
ug a.s./L is still conservative and reliable for the higher tier risk assessment. Calculations for all crops, step 4, considering the RAC of 0.48 pg/L are shown be-
low. VFSMOD calculation have been done as refinement for R scenarios.

ZRMS comments:

Four different mesocosms were available to address the risk to algae, macrophytes, aquatic invertebrates, and sediment-dwelling organisms. All mesocosm stud-
ies resulted in consistent NOEC (0.23-3.8 pg a.s./L) and NOEAEC (1.1-5 pg a.s./L), confirming algae as the most sensitive group. During the Peer Review Ex-
perts’ Teleconference it was agreed that the use of the NOEAEC (recovery approach) was not a suitable option, since recovery after autumn applications of
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pendimethalin might be slower than what is observed in the mesocosms, all carried out in spring/summer. Hence, it was agreed to use the most conservative
NOEC value (0.23 pg a.s./L), together with an assessment factor of 1. Such low assessment factor was agreed due to the consistency between the results of the
mesocosm studies. In the final commenting round of the present conclusion the RMS disagreed on this approach, which was nevertheless deemed as appropriate
during the Peer Review Experts’ Teleconference. The opinion of RMS was that a geometric mean across NOEC from the different mesocosms should have been
used in the risk assessment. It must be noted that the use of the geometric mean was considered during the Peer Review Experts’ Teleconference and considered
not appropriate.

Therfore the risk was based on the NOEC of 0.23 microgram/L
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