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8 Fate and behaviour in the environment (KCP 9)
8.1 Critical GAP and overall conclusions
Table 8.1-1: Critical use pattern of the formulated product
Use- | Member Crop and/ F, |Pestsor Group of pests Application Application rate Remarks: Conclusion
No. | state(s) or situation Fn, controlled . .
©) Fpn Method / | Timing / Growth | Max. num- | Min. inter- | kgor L prod- | g orkg as/ha Water PHI e.g. g safen- PECgw
(crop destination | G, | (additionally: devel- Kind | stage of crop & ber val between uct/ha L/ha (days) | er/synergist per
/ purpose of crop) | Gn, | opmental stages of the season a) per use | applications | a) max. rate a) max. rate ) ha
Gpn | pest or pest group) b) per crop/ (days) per appl. per appl. min / max )
or season b) max. total b) max. total
| rate per rate per
crop/season crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL Maize F susceptible weeds: Foliar BBCH 12-18 1 N/A 1.0 L/ha Mesotrione 200-300 | Not A
Capsella bursa-pastoris | spraying 100 g as/ha L/ha relevant
Galinsoga parviflora
Thlaspi arense Florasulam
Matricaria chamomilla 3.00 g as/ha

Matricaria martima
Anthemis arvensis
Viola arvensis
Centaurea cyanus
Stellaria media
Geranium pusillum
Polygonum convolvulus
Brassica napus
Persicaria maculosa"

moderate susceptible
weeds:

Chenopodium album
Echinochloa crus-galli
Galium aparine
Solanum nigrum
Capsella bursa-pastoris
Galinsoga parviflora
Thlaspi arense
Matricaria chamomilla
Matricaria martima
Anthemis arvensis
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Viola arvensis
Centaurea cyanus
Stellaria media
Geranium pusillum
Polygonum convolvulus
Brassica napus
Persicaria maculosa
Amaranthus retroflexus
Anchusa arvensis

medium resistance:
Echinochloa crus-galli

susceptible weeds: Foliar BBCH 12-18 1 - 1.25 L/ha Mesotrione 200-300 Not
Chenopodium album spraying 125 g as/ha L/ha relevant
Galium aparine

Solanum nigrum Florasulam

Capsella bursa-pastoris 3.75 g as/ha

Galinsoga parviflora
Thlaspi arense
Matricaria chamomilla
Matricaria martima
Anthemis arvensis
Viola arvensis
Stellaria media
Geranium pusillum
Polygonum convolvulus
Brassica napus
Persicaria maculosa
Amaranthus retroflexus
Anchusa arvensis

moderate susceptible
weeds:

Echinochloa crus-galli
Galium aparine
Solanum nigrum
Capsella bursa-pastoris
Galinsoga parviflora
Thlaspi arense
Matricaria chamomilla
Matricaria martima
Anthemis arvensis
Viola arvensis
Centaurea cyanus
Stellaria media
Geranium pusillum
Polygonum convolvulus
Brassica napus
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Remarks @) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule d) Select relevant
table heading: (GR) (e) Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0
(b) Catalogue of pesticide formulation types and international coding should be given in column 1
system CropLife ® No authorization possible for uses where the line is highlighted in grey, Use should be
International Technical Monograph n°2, 6th Edition Revised May 2008 crossed out when the notifier no longer supports this use.
(©) g/kgor g/l
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants,

columns: 2 Use official codes/nomenclatures of EU Member States
3 For crops, the EU and Codex classifications (both) should be used;
when relevant, the use situation should be described (e.g. fumigation of
a structure)
4 F: professional field use, Fn: non-professional field use, Fpn: profes-
sional and non-professional field use, G: professional greenhouse use, Gn: non-
professional greenhouse use, Gpn: professional and non-professional greenhouse
use, |: indoor application
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or,
when relevant, the common names of the pest groups (e.g. biting and sucking
insects, soil born insects, foliar fungi, weeds) and the developmental stages of the
pests and pest groups at the moment of application must be named.
6 Method, e.g. high volume spraying, low volume spraying, spreading,
dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the
plants - type of equipment used must be indicated.

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

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

C
- No safe use

1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time
of application

8 The maximum number of application possible under practical conditions of use must
be provided.

9 Minimum interval (in days) between applications of the same product

10 For specific uses other specifications might be possible, e.g.: g/m? in case of fumiga-
tion of empty rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection
products.

11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment
(usually g, kg or L product / ha).

12 If water volume range depends on application equipments (e.g. ULVA or LVA) it
should be mentioned under “application: method/kind”.

13 PHI - minimum pre-harvest interval

14 Remarks may include: Extent of use/economic importance/restrictions

Table 8.1-2: Critical use pattern of MEZOFLOR 103 SC grouped according to dose
Grouping according to dose
Group Intended uses Maximal dose
1 Maize 1.25 L/ha
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8.2 Metabolites considered in the assessment
Table 8.2-1: Metabolites of mesotrione potentially relevant for exposure assessment
Metabolite | Molar mass Chemical structure Maximum observed | Exposue assessment
occurence in com- required due to
partements
MNBA 245 SN Soil: 57.2 % PECqw: 0.081 pg/L

T Surface water/sediment: | PECs: 0.052 mg/kg
N*o 7.9% grougdwater : PECswised: 19.59 pg/L

100% /0.63 pg/kg

0:?:0
CH,4

AMBA 215 Oy__OH Soil: 9.7 % PECqw: 0.076 pg/L
Surface water/sediment: | PECsi: 0.008 mg/kg
NH, 24.6 % groundwater : | PECsused: 8.99 pug/L

25% /8.55 ng/kg

o:s|:o
CH;

SYN 546974 201 OH Surface water/sediment: | PECsgused: 0.65 ng/L

33 % /88.71 nglkg

~
e /O
N Si
d’f‘ CH,4

ZRMS comments

Information relating to mesotrione metabolites are in line with EU agreed endpoints as reported in EFSA Journal
2016;14(3):4419 and have been considered in the exposure assessment presented in this report.
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Table 8.2-2: Metabolites of florasulam potentially relevant for exposure assessment
Metabolite | Molar mass Chemical structure Maximum observed Exposue assess-
occurence in comparte- | ment required due
ments to
5-OH Florasu- 354.26 oH Soil: 71.6 % PECgw: 0.013 pg/L
lam F Surface water/sediment: PEC;oii: 0.003
N-’/J\N"N ﬁ 99 % groundwater: 85% mg/kg
= 1l /0.30 pg/kg
F
DFP-ASTCA 304.20 Soil: 17.8 % PECqw: 0.002 pg/L
F Surface water/sediment: PECsir: 0.001
NN ﬁ 8.9 % groundwater :85% mg/kg
HO =N t|:|) /0.19 pg/kg
ﬂ
o
ASTCA 192.13 N T Soil: 40.0 % PECqw: 0.201 ug/L
\>—5—NH2 Surface water/sediment: PECsii: 0.001
HO\U)<N o 53.8 % groundwater :67% mg/kg
/0.10 ng/kg
TSA 248.17 _ ﬁ* Soil: 15.9 % PECqw: 0.164 ug/L
p S—NH, groundwater :85% PEC,ii: 0.000
N~ 3 mg/kg
PECsw/sed:0.0g Hg/L
/0.02ug/kg
ASTP 247.20 HC. Surface water: 58% PECswised:0.17 pg/L
N,/rl\,,zN o /0.10 pg/kg
\'\>75—N|-|2
%N i
F
TPSA 248.17 Mo Surface water: 21% PECswised:0.49 pg/L
10.20 ug/k
. Q\Nf“ o ng/kg
\>—-s—0H
A~
F
5-OH-ASTP 233.18 /Ict Surface water: 29% PECswrsed:0.22 pg/L
N /0.17 ng/kg
% Nl

ZRMS comments:

Information relating to florasulam metabolites are in line with EU agreed endpoints as reported in EFSA Conclusion
on the peer review of the pesticide risk assessment of the active substance florasulam EFSA Journal 2015;
13(1):3984 and have been considered in the exposure assessment presented in this report.
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8.3 Rate of degradation in soil (KCP 9.1.1)

Studies on degradation in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

8.3.1 Aerobic degradation in soil (KCP 9.1.1.1)

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.3.1.1 Mesotrion and its metabolites

Table 8.3-1: Summary of dark aerobic degradation rates for mesotrione - laboratory studies
DTso (d)
0
Soil type pH*) water | © C/% DTs0 /DTao | 50 pF2/ | St. @ Method of
MWHC (days) 10 kPa**) calculation
sandy loam (EERTC) 6.4 20°C /192 11.6/38.5 8.2 18 SFO
Loam (Toulouse) 1.7 20°C /252 4.3/ 143 4.0 16.4 SFO
clay loam (Pickett Piece) 7.1 20°C /282 5.3/17.7 5.3 6.5 SFO
clay loam (721) 5.6 25°C /28% | 20.2/(67.1) 32.3 4.1 SFO
silty clay loam (722) 5.7 25°C /302 10.3/ (34.2) 16.5 3.9 SFO
silt loam (723) 5.4 25°C/26% | 17.6/ (58.5) 28.2 3.4 SFO
loamy sand (724) 4.8 25°C /142 23.8/(78.9) 311 4.3 SFO
loam (725) 5.8 25°C /25° 6.1/ 20.3 9.5 7.6 SFO
clay loam (727) 5.1 25°C /282 20.8/ (69.2) 32.4 6.4 SFO
sandy loam (728) 5.9 25°C /252 7.2/ 24 9.7 5.6 SFO
silt loam (729) 5.6 25°C /26" | 12.7/ (42.2) 20.3 1.6 SFO
clay loam (730) 53 25°C /282 17.1/ (56.9) 26.9 8.9 SFO
Silty clay loam (731) 6.1 25°C /30° | 14.1/(46.9) 226 1.0 SFO
Silty clay loam (732) 5.0 25°C/30° | 14.0/ (46.4) 22.4 5.3 SFO
Silty clay loam (741) 5.7 25°C /302 28.7/ (95.3) 44.3 45 SFO
Silty clay loam (742) 7.2 25°C/34.4% | 9.7/ (32.1) 15.5 5.5 SFO
silt loam Richmond 6.2 25°C /32.04° 13.2/44.0 14.68 3.1 SFO
(Vispett & ovsht- (Average
eyn,1997) DTsoref of
- 155 &
silt loam 6.2 25°C /32.04° 11.8/39.3 13.9 4.9 SFO
Richmond Days given
(Subba-Rao, 1996) identical
soil de-
scriptions
in these 2
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studies).
silt loam Richmond 6.1 20°C /32.04° 14.2/47.2 115 4.6 SFO
(Miller, 1997)
Geometric mean Yes - degradation increases with increasing pH.
pH dependence DT50 y = -9.766x pH + 77.692 12 0.4687 (non-log)

*) Measured in [medium to be stated, usually calcium chloride solution or water]
**) Normalised using a Q10 of 2.58 and Walker equation coefficient of 0.7
2 FOCUS default; measured pF2

Table 8.3-2: Summary of dark aerobic degradation rates for MNBA - laboratory studies
Soil type pH*) water |t. °C /% MWHC /[[))TI'ZZ ZE))‘EOp(g;/ (i;) (I:\glitttllggig;
(days) 10kPa**)
silty clay loam (722) 5.7 25°C | /30a | 0.6/1.89 1.0 10 SFO
loam (725) 5.8 25°C /25a 0.5/1.5 0.8 10.8 SFO
sandy loam (728) 5.9 25°C /25a 5.1/16.97 6.9 3.1 Decline from peak
silt loam (729) 5.6 25°C /26b | 1.66/5.52 2.7 3.88 SFO
clay loam (730) 5.3 25°C /28a 2.81/9.35 4.4 14.17 SFO
Silty clay loam (731) 6.1 25°C | /30a | 15.7/52.3 25.2 1.6 SFO
sandy loam (ERTC) 6.4 20°C /19a 6.2/20.7 4.4 21.89 | Decline from peak
loam (Toulouse) 7.7 20°C /25a 5/16.65 4.6 13.08 | Decline from peak
silt loam Richmond 6.2 25°C | /32.04b | 1.1/3.67 1.3 11.2 SFO
(Subba-Rao, 1996)
silt loam Richmond 6.1 20°C | /32.04b | 6.3/21.03 5.1 20.13 | Decline from peak
(Miller, 1997)
Geometric mean (if not pH dependent) 34
pH dependence No
*) Measured in [medium to be stated, usually calcium chloride solution or water]
**) Normalised using a Q10 of 2.58 and Walker equation coefficient of 0.7
3 FOCUS default; Pmeasured pF2
Table 8.3-3: Summary of dark aerobic degradation rates for AMBA - laboratory studies
Soil type pH*) water | t. °C/% MWHC DTS(OQ)DTQO il((j))‘:gp(;%/ St. (x2) C“;&Zg%g;
a*x)
Wisborough 4.9 20°C/ 7.8 3.7 5.52 DFOP DTg/3.32
Wisconsin 6.4 20°C/ 33/109 235 7.98 DFOP K2
East Anglia 7.9 20°C/ 58.7/195 47.4 3.66 DFOP K2
Spinks 6.7 20°C/ 10.2/34 9.7 6.94 FOMC
Richmond 6.2 25°C/ 13.6/45.2 16.0 14.8 SFO
Richmond 6.1 20°C/ >1000 >1000 26.6 SFO
Geometric mean (if not pH dependent) 145
pH dependence No
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8.3.2 Anaerobic degradation in soil (KCP 9.1.1.1)

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
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- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

Table 8.3-4: Summary of dark anaerobic degradation studies for mesotrione
- t.0C/% DTso/ DToeo DTso (d) .
Soil type pHa) MWHC (days) 20°Ch) St. (x2) Method of calculation
Wisconsinsilt | 6.2 25°C/ 4 days/ 14 r’=0.98 first order (linear least
loam cyclo- days squares fit of natural log of
hexane-label concentration vs. Sampling
interval).
Wisconsin silt | 6.2 25°C/ 4 days /12 r’=0.97 first order (linear least
loam phenyl- days squares fit of natural log of
label concentration vs. Sampling
interval).
Geometric mean (if not pH dependent)

4 Measured in [medium to be stated, usually calcium chloride solution or water]
b Normalised using a Q10 of 2.58

Table 8.3-5: Summary of dark anaerobic degradation studies for florasulam
Soil Selected .
2
Soil name type OC | pH | condtions | best-fit r ;I/t'f)?slz Param.| Value 3152 I(Dj‘;gg
(USDA) model | &rror [days] | [days]
Speyer 2.2; | Sandy 20°C; G./
TP- loam 3.9 | 7.3 |soil: water| SFO 8.66 | 0.986 k 0.0375 | 18.49 61.43
labelling ratio 1:2
Speyer 2.2; | Sandy 20°C; G./
phenyl- la- loam 3.9 | 7.3 |soil: water| SFO 9.86 | 0.980 k 0.0376 | 18.46 61.31
belling ratio 1:2
Averaged values: 0.03755 18.47 61.37
*) The abbreviations used to describe the visual fit: V. G. — very good, G. — good, I. — intermediate, P. — poor.
Table 8.3-6: Summary of dark anaerobic degradation studies for 5-OH florasulam
. Selected .
. Soil type : e | r2 | Visual| Para DT50 DT90
Soil name (USDA) OC | pH | condtions k;relztjzlt error | fityR2| m. Value [days] [days]
Speyer 2.2;| Sandy 20°C; G./
TP- loam 3.9 | 7.3 |soil: water| SFO 7.75 | 0.984 k 5.0 E-4 | 1386.29 | 4605.17
labelling ratio 1:2
Speyer 2.2; 20°C; G./
phenyl- label{ Sandy | 3.9 | 7.3 |soil: water| SFO |11.18| 0.966 k 6.4 E-4 | 1083.04 | 3597.79
ling loam ratio 1:2
Averaged values: 5.7 E-4| 1234.67 | 4101.48

*) The abbreviations used to describe the visual T1t: V. G. — very good, G. —good, I. — intermediate, P. — poor.
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8.4  Field studies (KCP 9.1.1.2)

8.4.1 Soil dissipation testing on a range of representative soils (KCP 9.1.1.2.1)

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.4.1.1 Mesotrione

Table 8.4-1: Summary of field degradation studies for mesotrione
Soil type .
(indicate if bare |, =CCUON | hpie | pepeh | DT DTeo | g | DT Method of
or cropped soil was (country or ) (cm) (days) (days) 4] (days) calculation
used) USA state) actual actual Norm®
clay loam(bare soil) France 6.0 | 0-10 7 73 - - sgrt 1%t order -
linear regression
clay loam(bare soil) Italy 6.1 | 0-10 5 59 - - sqrt 1%t order -
linear regression
sandy loam(bare soil) Italy 8.0 | 0-10 4 39 - - sgrt 1%t order -
linear
regression
sandy loam(bare soil) | Germany | 6.2 | 0-10 7 78 - - sgrt 1%t order -
linear
regression
loam (bare soil) Germany | 5.8 | 0-10 / / - - sqrt 1%t order -
linear regression
loam (bare soil) Germany | 7.0 | 0-10 3 36 - - sgrt 1%t order -
linear regression
sandy clay loam| Germany | 6.9 | 0-10 3 38 - - sqrt 1% order -
(bare soil) linear
regression
Geometric mean (if not pH dependent) -
pH dependence Not reported

9 Measured in [medium to be stated, usually calcium chloride solution or water]
b Normalised using a Q10 of 2.58 and Walker equation coefficient of 0.7, values are DegT50matrix
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8.4.1.2 Florasulam and its metabolite

Table 8.4-2: Summary of field dissipation studies for florasulam and its metabolite
Aerobic conditions.
Florasulam Field dissipation of florasulam was examined in six field trials — four in Northern Eu-
(Parent) rope (Germany, UK- two trials, and North France) and two in Southern Europe (south

France and Greece). The results were kinetically re-examined following FOCUS Ki-
netics (2006), but are not reported due to the low reliability of the fitting.

5-OH Florasulam
(Metabolite 1)

Aerobic conditions metabolite formed from parent — Florasulam.

Field dissipation of 5-OH florasulam was examined in six field trials — four in North-
ern Europe (Germany, UK- two trials, and North France) and two in Southern Europe
(south France and Greece), in which florasulam was applied as parent compound. The
results were kinetically re-examined following FOCUS Kinetics (2006), but are not

reported due to the low reliability of the fitting.

Table 8.4-3:

the exposure assessments: Triggering endpoints

The kinetic endpoints for Florasulam and its metabolites recommended to be used in

Kinetic o
Type of Compound parameter DT50 DT90 Type of Kinetic
assessment [days] [days] valueb? model
symbol value
Florasulam k 0.1617 4.29 14.24 L;n SFO
Soil expo- "o o1 o rasulam K 00233 | 29.75 98.82 L:n SFO
sure assess-
ment DFP-ASTCA k 00150 |  46.16 153.33 L:n SFO
(PECson) ASTCA K 0.0027 |  259.05 860.55 L n SFO
TSA K 0.0040 | 171.68 570.33 L:n SFO
Florasulam k 0.4472 1.55 5.15 L;n SFO
Ground- 5-OH Florasulam K 0.0463 | 14.98 49.73 G:n SFO
water ex-
posure as- DFP-ASTCA k 0.0417 16.62 55.21 G:n SFO
sessment ASTCA K 0.0023| 297.47 659.66 G:n SFO
(PECow)
TSA K 0.0083| 83.74 278.17 G:n SFO
Florasulam k 0.4472 1.55 5.15 G;n SFO
Surface 5-OH Florasulam k 0.0463|  14.98 49.73 G:n SFO
Water ex-
posure as- DFP-ASTCA k 0.0417| 16.62 55.21 G:n SFO
sessment ASTCA K 0.0023| 297.47 659.66 G:n SFO
(PECsw/PE
CSED) TSA k 0.0083| 83.74 278.17 G:n SEO

1) All values recommended for GW and SW exposure assessment are normalised.

2) L (Longest lab value), G(Geomean lab value), n (normalized)
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Table 8.4-4: The maximum soil concentrations and kinetic formation fractions recom-
mended for metabolites to be used in exposure assessment calculations.

Type of value:
Compound Observed maximum in soil: Kinetic formation fraction — ff
Value [%] To be used in: Value [%] To be used in:

5-OH Florasulam 71.6 Soil and SW exposure 0.854 GW exposure as-
assessment sessment

DFP-ASTCA 17.8 Soil and SW exposure 1.00 GW exposure as-
assessment sessment

ASTCA 40.0 Soil and SW exposure 0.781 GW exposure as-
assessment sessment

TSA 15.9 Soil and SW exposure 1.000 from ASTCA GW exposure as-
assessment 0.219 from DEP-ASTCA sessment

8.4.2 Soil accumulation testing (KCP 9.1.1.2.2)

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.4.2.1 Mesotrione

Table 8.4-5: Soil accumulation for mesotrione

Soil accumulation and plateau concentration Not triggered. Same as initial PECsoil.

8.4.2.2 Florasulam

Table 8.4-6: Soil accumulation for florasulam

Soil accumulation and plateau concentration § | No accumulation observed in the field studies

85  Mobility in soil (KCP 9.1.2)

Studies on mobility in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984
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8.5.1 Mesotrione and its metabolites
Table 8.5-1: Summary of soil adsorption/desorption for mesotrione
. ocC Soil Kd Kdoc KF Kroc
Soll Type 6] | pHY) | (mLig) | (mLig) | (mLig) | (miig) | "
Wisborough Green silty clay loam 2.63 51 4.46 171 0.902
Wisconsin silt loam 1.58 6.2 0.74 47 0.921
Toulouse clay 1.79 6.5 1.25 70 0.915
Garonne loam 1.03 7.8 0.15 14 0.971
Visalia sandy loam 0.53 8.2 0.13 25 0.959
Wisconsin silt loam 1.28 6.1 0.61 48 0.947
ERTC sandy loam 0.58 6.4 0.33 57 0.950
Pickett Piece clay loam 3.31 7.1 0.97 29 0.932
Garonne loam 0.87 1.7 0.16 18 0.954
Champaign (1:2 ratio) silty clay 3.0 4.4 6.16 354 0.94
loam
Geometric mean (if not pH dependent)
Arithmetic mean (if not pH dependent) 0.94
Median
Worst case 14
pH dependence Yes, sorption decreases as pH increases.
Kfoc
y= 8583.4e78 (|og) r2 0.8977

9 Measured in [medium to be stated, usually calcium chloride solution or water]

Table 8.5-2: Summary of soil adsorption/desorption for MNBA

Soil Type 0c% | 5 | i) | i) | by | iy | 2

Wisborough Green silty clay 2.63 51 0.16 6.1 0.32
loam
Wisconsin silt loam 1.58 6.2 0.05 3.2 0.61
Worst case 3.2 0.9°
Geometric mean (if not pH dependent) -
Arithmetic mean (if not pH dependent) -
pH dependence No

9  Measured in [medium to be stated, usually calcium chloride solution or water]

b FOCUS default
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Table 8.5-3: Summary of soil adsorption/desorption for AMBA
Soil Type 00 | oy | iy | mig) | g | enidg | V"
Wisborough Green silty clay loam| 2.63 5.1 3.2 122 0.83
Wisconsin silt loam 1.58 6.2 0.71 44.9 0.85
Toulouse clay 1.79 6.5 0.91 51.0 0.85
Garonne loam 1.03 7.8 0.18 18.1 0.82
Visalia sandy loam 0.53 8.2 0.12 23.9 0.90
Arithmetic mean (if not pH dependent) pH de- 0.85
pendent
(51.9)
Worst case 18.1
pH dependence Yes, sorption decreases as pH increases.
y= 1865e‘°-5“3§’f(zlcog) r20.9062

4 Measured in [medium to be stated, usually calcium chloride solution or water]

Table 8.5-4: Summary of soil adsorption/desorption for SYN 546974
Sofl Type oc% | | i | g | mig| miy U
Gartenacker Loam 1.8 7.2 30.63 1702 0.82
18 Acres Sandy Clay Loam 2.2 5.7 220.07 10003 0.96
Marysville Clay Loam 1.6 7.6 432.49 27031 0.96
Sarpy Silt loam 1.7 6.5 376.10 22124 0.88
Seven Springs Loamy sand 0.6 5.2 19.56 3260 0.84
Arithmetic mean (if not pH dependent) 13000 0.89

Worst case
pH dependence No

8.5.2 Florasulam and its metabolites

Table 8.5-5: Summary of soil adsorption for florasulam
. . Adsorption Freundlich adsorption isotherm
Soil properties S
distribution parameters
Soil type Soil type pH | OC Kd | Kdoc Ks Kreoc | Un| R2
(USDA) [%0] [mL/g] | [mL/g] | [mL/g] |[mL/g]

Kenslow Loam 4.6 3.8 -=-- 0.47 12.37 | 0.91 | 1.000
Fuquay(M444) Sand 4.7 0.64 0.35 54 0.35 54.69 | 1.00 | 0.978
RefeSol 01-A Sandy loam 5.1 1.0 0.30 30.00 | 1.02 | 0.996
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Calke Sandy loam 5.4 3.6 0.30 8.33 | 0.95| 1.000
Pewamo (M 445) Clay 5.7 2.4 0.94 38 1.88 78.33 | 0.92 | 0.995
Kenslow (94/16) Silt loam 6.1 6.8 0.90 13 1.47 21.62 | 0.94 | 0.998
Lufa 6S Clay 6.6 1.8 0.04 222 | 1.04 | 0.996
RefeSol 06-A Clay loam 6.7 1.9 0.08 421 |0.94| 0.998
Catlin (M 461) | Silty clay loam | 7.0 2.2 0.33 15 0.89 4045 | 0.88 | 0.992
South Witham Clay loam 7.1 3.8 0.10 2.63 | 098 | 0.995
Longwoods Sandy loam 7.2 1.5 0.03 2.00 | 0.89 | 0.989
Lufa 5M Sandy loam 7.3 1.0 0.03 3.00 | 0.95| 0.994
Speyer 2.2 (94/14) | Sandy loam 7.3 3.9 0.14 4 0.13 3.33 [ 0.95| 0.810
Hanford (M 466) | Sandy loam 7.4 1.0 0.08 8 0.22 22.00 | 0.86 | 0.943

Arithmetic mean values for the whole data set (n = 14) 0.45 20.37 |0.945

Median values for the whole data set (n = 14) 0.26 10.35 | ----

Table 8.5-6: Summary of soil desorption for florasulam
Soil properties Adso_rpti_on Freundlich adsorption iso-
distribution therm parameters
Soil name Soil type pH oC Kd Kd ocC Ks Kroc 1/n R2
(USDA) [%] |[mL/g] | [mL/g] | [mL/g] |[mL/g]
Kenslow Loam 4.6 3.8 - 0.77 20.26 | 0.92 | 0.999
Fuquay (M 444) Sand 47 | 064 | 1.24 194 131 |204.69| 096 | 0.89
RefeSol 01-A Sandy loam 5.1 1.0 0.51 51.00 | 1.05 | 0.993
Calke Sandy loam 5.4 3.6 0.37 10.27 | 0.95 | 0.999
Pewamo (M 445) Clay 5.7 2.4 2.00 82 425 |177.08| 0.89 | 0.98
Kenslow (94/16) Silt loam 6.1 6.8 1.45 21 2.33 3426 | 094 | 0.99
Lufa 6S Clay 6.6 1.8 -—-- 0.53 29.44 | 0.97 | 0.999
RefeSol 06-A Clay loam 6.7 1.9 0.15 7.89 | 0.93 | 0.997
Catlin (M 461) | Silty clay loam | 7.0 2.2 1.05 49 2.19 99.54 | 0.88 | 0.97
South Witham Clay loam 7.1 3.8 -—-- 0.35 9.21 | 0.94 | 0.962
Longwoods Sandy loam 7.2 15 0.10 6.67 | 1.08 | 0.989
Lufa 5M Sandy loam 7.3 1.0 0.04 400 | 0.93 | 0.953
Speyer 2.2 (94/14) | Sandy loam 7.3 39 0.50 13 3.94 |101.03| 0.64 | 0.78
Hanford (M 466) Sandy loam 7.4 1.0 0.49 50 3.18 318.00| 0.64 0.79
pH dependence, Yes or No No




MEZOFLOR 103 SC/FLOCORN 103 SC
Part B — Section 8 - Core Assessment
Applicant version

Page 22 /82
Template for chemical PPP
Version July 2023

Table 8.5-7: Summary of soil adsorption for 5-OH florasulam
. . Adsorption Freundlich adsorption isotherm
Soil properties distributi
istribution parameters
Soil type
Soil type pH | OC Kd Kd OC Ky Kroc | 1n R2
(USDA) [%] | [mL/g] | [mL/g] | [mL/g] |[mL/g]
Fuquay (M 444) Sand 47 | 0.64 0.20 32 0.24 37.50 | 0.98 0.986
Calke Sandy loam 5.4 3.6 0.29 8.06 | 0.83 0.997
Pewamo (M 445) Clay 5.7 2.4 0.72 30 1.73 72.08 | 0.90 0.998
Kenslow (94/16) Silt loam 6.1 6.8 0.66 10 1.55 22.79 | 0.90 0.999
RefeSol 06-A Clay loam 6.7 1.9 0.12 6.32 | 0.87 0.999
Catlin (M 461) | Siltyclay loam | 7.0 2.2 0.23 11 0.69 31.36 | 0.88 0.994
South Witham Clay loam 7.1 3.8 e 0.16 421 | 0.79 0.997
Lufa 5M Sandy loam 7.3 1.0 0.06 6.00 | 0.86 0.994
Speyer 2.2 (94/14) Sandy loam 7.3 3.9 0.28 7 0.07 179 | 1.01 0.827
Hanford (M 466) Sandy loam 7.4 1.0 0.16 16 0.21 21.00 | 0.95 0.892
Arithmetic mean values for the whole data set (n = 10) 0.51 21.11 | 0.91
Median values for the whole data set (n = 10) 0.225 | 1453 | --—--

pH dependence, Yes or No No
Table 8.5-8: Summary of soil adsorption for DFP-ASTCA
Soil properties Freundlich adsorption isotherm parameters
Soil name Soil type pH oC Ky Kroc 1/n R2
(USDA) [%] [mL/g] [mL/g]
Calke Sandy loam 5.4 3.6 0.88 24.44 0.84 0.999
South Witham Clay loam 7.1 3.8 0.63 16.58 0.80 0.999
Lufa 5M Sandy loam 7.3 1.0 2.36 236.00 0.91 0.999
RefeSol 06-A Clay loam 6.7 1.9 0.45 23.68 0.86 1.000
Average values (n = 4) 1.08 75.18 0.85
pH dependence (yes or no) No
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Table 8.5-9: Summary of soil adsorption for ASTCA
Soil properties Freundlich adsorption isotherm parameters
Soil name Soil type pH ocC Ky Kroc 1/n R2
(USDA) [%0] [mL/g] [mL/g]
Calke Sandy loam 5.4 3.6 1.34 37.22 0.91 1.000
South Witham Clay loam 7.1 38 1.27 33.42 0.94 0.999
Lufa 5M Sandy loam 7.3 1.0 2.97 297.00 0.95 1.000
RefeSol 06-A Clay loam 6.7 1.9 0.98 51.58 0.94 1.000
Average values (n = 4) 1.64 104.81 0.94
pH dependence (yes or no) No
Table 8.5-10: Summary of soil adsorption for TSA
Soil properties Freundlich adsorption isotherm parameters
Soil name Soil type pH ocC Kr Kroc 1/n R2
(USDA) [9%0] [mL/g] [mL/g]
Calke Sandy loam 5.4 3.6 0.26 7.22 0.98 1.000
South Witham Clay loam 7.1 3.8 0.36 9.47 0.94 0.998
Lufa 5M Sandy loam 7.3 1.0 0.64 64.00 0.87 1.000
RefeSol 06-A Clay loam 6.7 1.9 0.25 13.16 0.98 0.999
Average values (n = 4) 0.38 23.46 0.94
pH dependence (yes or no) No

Agueous photoproducts of Florasulam — values determined theoretically using KocWin:
- for ASTP: Koc = 60.22 mL/g;
- for 5-OH ASTP: Koc = 77.74 mL/g;
- for TPSA: Koc = 41.52 mL/g.

Table 8.5-11: The adsorption parameters of Florasulam and its major degradation products rec-
ommended for use in GW and SW modelling.

Adsorption parameters
Method of
Compound Ke Kroc 1/n determination Remarks
[mL/g] [mL/g]
Florasulam 0.26 10.35 0.945 batch sorption studies none
5-OH Florasulam 0.225 14.53 0.91 batch sorption studies none
DFP-ASTCA 1.08 75.18 0.85 batch sorption studies none
ASTCA 1.64 104.81 0.94 batch sorption studies none
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TSA 0.38 23.46 0.94 batch sorption studies none

. Value can be used
TPSA ndd | 60222 n.d. \I/Cﬂﬁe ﬂ:ﬁrm}lgiu:f%ztl only for STEP1-2
y g SW modelling
Value can be used
Val t i th 1-
ASTP ndd | 77.749 n.dD icZIL:e ﬂilﬁrm}lgi%vﬁ;zl only for STEP1-2
y g SW modelling
Value can be used
Val t i th {-
5-OH ASTP ndd | 4152 n.dD icZIL:e ﬂilﬁrm&f\j’vlﬁ%& only for STEP1-2
yusing SW modelling

1) n.d.—not determined;
2) The presented value is Koc;

8.5.3 Column leaching (KCP 9.1.2.1)

Mesotrione:

According to information obtained from peer review EFSA Journal 2016;14(3):4419 column leaching for
active substance mesotrione is not required.

Florasulam:
The examination of the column leaching of Florasulam was performed on columns filled with three dif-
ferent soils:
- loamy sand (Cuckney), having the pH = 6.6 and OC = 0.8%;
- sand (Elvendon), having the pH = 7.6 and OC = 1.1%j;
- sandy clay loam (Marcham), having the pH = 7.7 and OC = 2.0%.

The amount of the applied Florasulam corresponded to the application rate of 15 g/ha.
Following application the columns were leached for two days with 393 mL of 0.01 M CaCl; solution
(equivalent to 200 mm of rainfall) applied to the top of the column at a constant rate

Table 8.5-12: The distribution of radioactivity in soil and leachate following the column leaching

Results obtained column filled with:

Compartment Cuckney loamy sand | Elvedon sand soil | 'archamsandy
soil (pH 6.6) — %AR | (pH 7.6) - %AR clay loam soil
(pH 7.7) -%AR
Soil Soil horizon —
0-5cm 1.3 0.4 3.3
5-10cm 1.6 0.2 2.1
10-15cm 4.0 04 3.0
15-20cm 3.7 0.6 3.4
20-25cm 5.0 1.2 8.1
25-30cm 5.9 25 9.4
Total AR in soil 215 55 29.3
Leachate Leachate fraction —
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Fraction 1 (0 — 18 hours) n.d.n n.d.n 0.1
Fraction 2 (18 — 26.5 hours) 8.5 0.1 9.1
Fraction 3 (26.5 — 43 hours) 56.4 82.6 441

Fraction 4 (43 — 45 hours) 12.0 9.4 14.4

Total AR in leachate 76.9 921 67.7
Total AR recovered 98.4 97.6 97.0

1) n.d.-not detected;

Table 8.5-13: The composition of the radioactivity in the leachates

Composition of the leachate
Expressed as % of radioactivity Expressed as % AR
o . .
Column | Leachate I/: a?ri tlzr; In leachate
Flora. Y | 5-OH- Flo. ? | Comp. 1| Flora.? | 5-OH-Flo.?| Comp. 1
(RT 315 (RT 27.2 (RT 24.8| (RT 315 (RT 27.2 (RT 24.8
min) min.) min.) min) min.) min.)
2 8.5 93.2 6.8 0.0 8.0 0.6 0.0
Cuckney 3 56.4 69.4 30.6 0.0 39.2 17.3 0.0
loamy
sand soil 4 12.0 59.6 40.4 0.0 7.1 4.8 0.0
Total 76.9 -—-- ---- ---- 54.3 22.7 0.0
3 82.6 54.8 41.9 3.3 45.3 34.6 2.7
Elvedon 4 9.4 50.8 49.2 0.0 4.8 4.6 0.0
sand soil
Total 92.0 -—-- ---- ---- 50.1 39.2 2.7
2 9.1 70.5 29.5 0.0 6.4 2.7 0.0
Marcham 3 44.1 58.0 31.4 10.7 25.6 13.8 4.7
sandy clay
loam soil 4 14.4 65.4 34.6 0.0 9.4 5.0 0.0
Total 67.7 -—-- -—-- - 414 21.5 4.7

D Flora. -Florasulam
2 5-OH-Flo.- 5-OH Florasulam
Aged residues leaching

Not performed, as the results of the
other exneriments nrovided suffi-

8.5.4 Lysimeter studies (KCP 9.1.2.2) and Field leaching studies (KCP 9.1.2.3)

Mesotrione:

According to information obtained from peer review EFSA Journal 2016;14(3):4419 nor column leaching
neither field leaching studies for active substance mesotrione are required.

Florasulam:
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8.6 Degradation in the water/sediment systems (KCP 9.2, KCP 9.2.1, KCP 9.2.2, KCP 9.2.3)

Studies on degradation in water/sediment systems with the formulation were not performed, since it is
possible to extrapolate from data obtained with the active substance.

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.6.1 Mesotrione and its metabolites

Hydrolytic degradation

Hydrolytic degradation of the active substance and metabolites > 10%

pH 5: > 96.3%AR parent at 25°C over 30 days

pH 4: > 91.7%AR parent at 50°C over 4 days (**C- Cyclohexane and “C- Phenyl-labels)
stable

pH 7: > 96.8%AR parent at 25°C over 30 days
pH 7: > 97.2%AR parent at 50°C over 4 days *C- Cyclohexane and **C- Phenyl-labels)
stable

pH 9: : > 96.4%AR parent at 25°C over 30 days

pH 9: > 95.5%AR parent at 50°C over 4 days (**C- Cyclohexane and “C- Phenyl-labels)
stable

Aqgueous photochemical degradation

Photolytic degradation of active substance and metabolites above 10%

Direct photolysis (Eya, B.K., 1995): DTs of 81-88 days at 40°N

DTso of 89-97 days at 50°N. No major metabolites found.

Quantum yield of direct phototransformation in water at | > 290 nm
Not reported

Indirect photolytic degradation of active substance and metabolites above 10%
Indirect photolysis (Oliver, R.G., 2005): DTs of 19.5 days at 40°N

DTso of 20.5 days at 50°N
No metabolites >10%AR found
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‘Ready biodegradability

Readily biodegradable (yes/no)

No data.

Not readily biodegadable

Table 8.6-1: Aerobic mineralisation in surface water of mesotrione

Parent
DT50 /DT90 whole DTso0/DTeo
System identifi- | pH pH | t.°C | sys.(suspended sedi- | St. Water (pelagic St. | Method of
er (indicate water | sed | b) ment test) x2) test) (x2) | calcula-
fre;:]ﬁztr?r?g)me phase | a) Atstudy | Normal- At Normal tion
temp ised to study ised to
(20°C)b) | (12°C)c) temp | 120¢C)
(20°
Cb)
Group A, low 73 | NA| 20 N/A N/A N/A | 382/1 | 712.7/2 | 3.06 SFO
conc (Natural 270 413
water)
Group B, high 73 | N/A| 20 N/A N/A N/A | 329/1 | 613.8/2 | 3.66 SFO
conc (Natural 090 071
water)
Group C high 7.3 N/A | 20 N/A N/A N/A | N/A N/A N/A N/A
conc, sterilised
(natural water)
Group D, refer- 73 | N/A| 20 N/A N/A N/A | N/A N/A N/A N/A
ence (Natural
water)
Group E,low 7.3 7.4 | 20 | 253/842 472 2.63 | N/A N/A N/A SFO
conc (Natural /1599.8
water & sed)
Group F, high 7.3 74 | 20 | 228/758 425 1.87 | N/A N/A N/A SFO
conc (Natural /1440.2
water & sedi-
ment)
Group G, high 7.3 74 | 20 N/A N/A N/A N/A N/A N/A
conc, sterilised
(Natural water
& sed)
Group H, refer- 7.3 74 | 20 N/A N/A N/A N/A N/A N/A
ence (Natural
water & sed

4 Measured in [medium to be stated, usually calcium chloride solution or water]
b  Temperature of incubation=temperature that the environmental media was collected or std temperature of

20°C.

9 Normalised using a Q10 of 2.58 to 12 °C for the purpose of the application of Guidance on Infor-
mation Requirements and Chemical Safety Assessment. Chapter R11: PBT/vPvB assessment

(ECHA, November 2014).
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Table 8.6-2: Aerobic mineralisation in surface water of MNBA

Ml\e/fi:gkte Max in total system 9.7% after 60 days (n=2, 11.3%, 8.1%). No DT50 values calculated;
(NOA437130)* no clear decline phase observed
DTso /DTeo whole St. DTs0/DTeo St
System identifi- | pH pH | t.°C sys. (suspended (x2) | Water (pelag- | (32) | Method of
er (indicate | water | sed | b) sediment test) ic test) calculation
fresh, estuarine | phase a) At Normali At Nor
or marine) study | sedtox study | malised
temp 0cC) temp to
x°Cc)
Group A,low 73 | N/A| 20 N/A N/A N/A | N/A N/A | N/A N/A
conc (Natural
water)
Group B, high 7.3 N/A | 20 N/A N/A N/A | N/A N/A N/A N/A
conc(Natural
water)
Group E,low 7.3 74 | 20 N/A N/A N/A | N/A N/A | N/A N/A
conc (Natural
water & sed)
Group F, high 7.3 74 | 20 N/A N/A N/A | N/A N/A | N/A N/A
conc (Natural
water & sedi-
ment)

a) Measured in [medium to be stated, usually calcium chloride solution or water]

b) Temperature of incubation=temperature that the environmental media was collected or std temperature of
20°C

c) Normalised using a Q10 of 2.58 to the temperature of the environmental media at the point of
sampling. (note temp of x should be stated).

*  No other major metabolites observed in aerobic mineralisation study

Table 8.6-3: Mineralization and non extractable residues studies

System identifi- . o Non-extractable res- | or-extractable resi-
Lo pH Mineralisation - dues. Max x% after n
er (indicate pH idues. max x% after
- water x% after n days. : days (end of the study)
fresh, estuarine sed n d(suspended sedi- .
- phase (end of the study). (suspended sediment
or marine) ment test)
test)
Group | A, low ND
conc | water) 7.3 N/A | (CO., | after | 60 n.r n.r
(Natural days)
Group B, high 0.3% (CO:, after 60
conc (Natural 7.3 N/A days) n.r n.r
water)
Group E, low ND
conc (Natural 7.3 7.4 (CO, | after | 60 n.r n.r
water & sed) days)
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Group F, high
conc (Natural 7.3 7.4 | 0.3% (CO; after 60 n.r n.r
water & sedi- days)
ment)

n.r = Not reported

Table 8.6-4: Water / sediment study distribution of mesotrione

Parent Distribution (max in water 98.7% after 0 d. Max. sed 4.3% after 1d)
) pHwater |[pH| t DTso/ | St. DTso St. DTso St. | Method of
Water/ sedi- phase |sed| °C | DTew | (x2) | /DTew | (2) | /DTew |(¥2)] calculation
ment system a) Whole water sed
(radiolabel) sys.C)
Basing 20 2.6 6.8 25 6.2 n/a n/a SFO
(Phenyl) 7.86
Basing 20 4.2 13.3 4.2 13.3 n/a n/a SFO
(Cyclohexane)
Virginia 20 55 12.3 5.3 13.5 n/a n/ a SFO
(Phenyl) 7.40
Virginia 20 7.2 14.4 7.0 13.4 n/a n/ a SFO
(Cyclohexane)
8.4/78 | 76| 20 6.6 45 6.7 3.4 n/a n/a SFO
Calwich (aerobic/
(Phenyl) anaerobi c)
7.4/75 |6.1| 20 11.1 35 11.0 3.3 n/a n/a SFO
Swiss (aerobic/
(Phenyl) anaerobi ¢)
Geometric mean at 20 °C b) 5.6 55 n/a

3 Measured in [medium to be stated, usually calcium chloride solution or water]
)  Normalised using a Q10 of 2.58

Table 8.6-5: Water / sediment study distribution of MNBA

Distribution (max in water 7.4%* after 3 days. Max. sed <1%%*). Max in total system 7.4% after
3 days. *Detected in Cary., 1999. Not detected in Graham R, 2013 kinetic formation fraction
(ki/kqp): Not available

Metabolite
MNBA

Water/ pHwater | pH |t°C DTso St. DTso St. DTso St. | Method of
sediment phase sed /DT | (x2) /DTeo »2) /DTeo (x2) | calculation
system a) whol.sys. water sed
n/a n/a n/a n/a n/a n/ a n/a n/ a n/a n/ a n/a
Geometric mean at 20°C b)** n/a n/a n/a n/a

a) Measured in [medium to be stated, usually calcium chloride solution or water]
b)  Normalised using a Q10 of 2.58
** 1000 day default value used in risk assessment
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Table 8.6-6: Water / sediment study distribution of AMBA

Metabolite Distribution (max in water 15.8% after 46 d. Max. sed 8.8 % after 46 d). Max in total system
AMBA 24.6% after 46 days, kinetic formation fraction (kf/kdp): Not available
Water pH pH | t°C DTso St. DTso St. DTso | St Method of
/sediment water sed /DTo | (x2) /DTeo | (x2)| /DToeo | (¥2) | calculation
system phase a) whole sys. water sed
n/a n/a nfa | nla n/a n/a n/a nfa| nla n/a n/a
Geometric mean at 20°C b)* n/a n/a n/a n/a

*

1000 days default value used in risk assessment

Table 8.6-7: Water / sediment study distribution of SYN546974

Metabolite Distribution (max in water 9.4% after 29 d. Max. sed 25.6% after 102 d). Max in total sytem
SYN546974 33% after 29 days. Kinetic formation fraction (kf/kdp): Not available
Water pH pH | t.°C DTso St. DTso St. DTso St. | Method of
/sediment water | sed /DTeo x2) /DToo | (x2) /DTeo | (x2) | calculation
system phase | a) whole sys. water sed
n/a n/a n/a | n/a n/a n/a n/a n/a n/a n/a n/a
Geometric mean at 20°C b)* n/a n/a n/a n/a

* 1000 days default value used in risk assessment

Table 8.6-8: Mineralisation and non extractable residues studies

Water pH H Mineralisation x% | Non-extractable resi- | Non-extractable residues
/sediment water Ee d after nd. (end of | duesinsed. max x% | in sed. max x% after nd
system phase thestudy). afternd (end of the study)
Basing 7.86 55 73.7 (101 DAT) 73.7 (101 DAT)
(Phenyl)
Basing 27.8 63.8 (101 DAT) 63.8 (101 DAT)
(Cyclohexane)
Virginia 7.40 15.6 64.5 (101 DAT) 64.5 (101 DAT)
(Phenyl)
Virginia 26.8 48.4 (28 DAT) 44.7 (101 DAT)
(Cyclohexane)
Calwich 8.4/7.8 7.6 6.3 60.7 (102 DAT) 60.7 (102 DAT)
(Phenyl) (aerobic
/anaerobic)
Swiss 7.4/7.5 6.1 11.4 45.0 (102 DAT) (102 DAT)
(Phenyl) (aerobic
/anaerobic)
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8.6.2 Florasulam and its metabolites
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Table 8.6-9: Route and rate of degradation in water of florasulam

Process

Experimental conditions

Obtained results

Type of sample

Degradation kinetics

Identified metabolites

The experiment performed at
T =50°C on three sterilised
buffer solutions: pH 4
(phthalate) buffer, pH 7
(phosphate) buffer and pH 9
(borate) buffer, incubated for
up to 7 days

pH 4 sterile buffer

stable — DT50 > 1000 days

none detected

pH 7 sterile buffer

stable — DT50 > 1000 days

none detected

pH 9 sterile buffer

DT50 = 2.0 days

“hydrated” Florasulam —33.8% AR (DAT 3), transient;
5-OH Florasulam — 77.6% AR (DAT 7), hydrolytically stable

Abiotic
hydrolysis

The experiment performed at
T = 25°C on three sterilised
buffer solutions: pH 5 (citrate)
buffer, pH 7 (TRIS-maleic)
buffer and pH 9 (borate) buff-
er, incubated for up to 30 days
or up to 90 days (pH 9 buffer
samples); additionally pH 9
buffer incubated forup to 9
days at T = 20°C

pH 5 sterile buffer

stable — DT50 > 1000 days

none detected

pH 7 sterile buffer

stable — DT50 > 1000 days

none detected

pH 9 sterile buffer

DT50 =99.1 - 100.1days;
DT90 =329.2 - 332.4days

“hydrated” Florasulam —16.85% AR (DAT 90), transient;
5-OH Florasulam — 30.82% AR (DAT 90), hydrolytically stable

pH 9 sterile buffer
T=20°C

DT50 =219.6 — 225.3days;
DT90 =729.4 —748.3days

“hydrated” Florasulam — 12.10% AR (DAT 3), transient;
5-OH Florasulam — 13.25% AR (DAT 7), hydrolytically stable

Direct

The experiment performed
using sterilised pH 5 buffer
solution irradiated for up to 32
days with natural summer
sunlight at latitude 40°N and at
constant T = 25°C

Irradiated samples

at 40°N spring DT50 =80 d.,
summer DT50 =46 d.,
autumn DT50 =159 d.;

quantum yield @ = 0.074

TPSA —17.4% AR (DAT 32); stable

Dark control

No degradation observed

No degradation observed

photolysis

The experiment performed
using sterilised pH 5 buffer
solution irradiated for up to 15
days with artificial sunlight -
Xenon lamp light having the
intensity of 466 W/m? « nm, at
constant T = 20°C

Irradiated samples

at 40°N spring DT50 = 121d.,
summer DT50 =64 d.,
autumn DT50 = 2484d.;
quantum yield @ = 0.0321

TPSA —58.3% AR (DAT 15); stable

Dark control

No degradation observed

No degradation observed




MEZOFLOR 103 SC/FLOCORN 103 SC

Page 36 /82
Part B — Section 8 - Core Assessment Template for chemical PPP
Applicant version Version July 2023

Direct and
indirect
photolysis

The experiment performed
using non-sterile natural river
water irradiated for up to 16

days (42.6 days of natural

summer sunlight at 40°N) with
artificial sunlight
- Xenon lamp light having the
intensity of 466 W/m? s nm, at
constant T = 20°C

Irradiated samples

days,
DT90 = 95.77,
quantum yield not determined

at 40°N in summer DT50 = 28.83

TPSA -21.9 % AR (DAT 16);
ASTP - 21.9% AR (DAT 16);
DFP-ASTCA - 7.5% AR (DAT 16); all compounds stable

Dark control

No degradation observed

No degradation observed

The experiment performed
using non-sterile natural lake
water irradiated for up to 30

days with natural summer

sunlight at 51.5°N, at the tem-
perature of surrounding (10 —
30°C)

Irradiated samples

at 51.5°N in summer DT50 =
3.23 days,
DT90 =10.73;
guantum yield not determined

5-OH Florasulam — 16.6% AR (DAT 3);
5-OH ASTP - 28.9% AR (DAT 7),
ASTP —9.8% AR (DAT 30),
DFP-ASTCA -8.9% AR (DAT 7);

ASTCA - 53.8 % AR (DAT 30)

Dark control

DT50 = 528.48 days,
DTo0 =1771.22;

5-OH Florasulam — 9.7% AR (DAT 15)

Ready bio-
degradabil-
ity

Test performed in line with

OECD 301B Guideline (Modi-

fied Sturm Test) at T =20 —
24°C

Florasulam as a test
compound

29 days;
Florasulam is not readily bio-
degradable

2 % Florasulam mineralised after

Not applicable

Test performed in line with
OECD 301B Guideline (Modi-
fied Sturm Test) at T =20 —

24°C

5-OH Florasulam as a
test compound

eralised after 29 days;

biodegradable

1 — 3% of 5-OH Florasulam min-

5-OH Florasulam is not readily

Not applicable
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Table 8.6-10: Distribution of the Applied Radioactivity (AR) in the test systems.

rasulam, DAT 59;35.2 —

phenyl Florasulam,

Water/ AR distribution in the system [%0]:
Sediment Characteristic of the . . . . L .
system and system: Max. in water Max. in sediment - ex- NER Mineralisation level | Identified metabo-
test phase tractable *C02) lites
compound
Sediment’s texture | Sand-loam 101.83 —[*“C] - 35.23 — [“C]-phenyl 11.49 - [*C]- 8.05 — [**C]-phenyl 5-OHFlorasulam
Sandy loam class - USDA phenylFlorasulam, Florasulam, DAT 60; | phenyl Florasulam, | Florasulam, DAT 182; (both labels)
sediment H | Water phase - DAT 0; 36.44 — [“C] —TP Flo- DAT 182; 1.93 — [*C] —TP Flo-
system; P P i 99.83 — [*C] -TP rasulam, DAT 182; 9.28 — [*C] -TP | rasulam, DAT 100 and
[**C]-phenyl Sediment 5.4 Florasulam,DAT 1; Florasulam,DAT DAT182;
Florasulam 60;
and [4C]- OcC- Water <0.0013
TP Florasu- content phase—
lam DOC [%]
Sediment 2.2
[%]
Incubation tempera- 20
ture [°C]
Sediment’s texture | Clay-loam 106.12 —[*C] - 37.87 — [**C]-phenyl 11.13 - [“C]- No mineralisa- tion 5-OHFlorasulam
Clay loam class - USDA phenylFlorasulam, Florasulam, DAT phenyl Florasulam, | observed (both labels) (both labels)
sediment sys- H Water phase 6.6 DAT 0;101.00 - 60;38.94 — [*“C] -TP | DAT 182;8.06 —
tem; [*C]- P P : [**C] TP Florasu- | Florasulam, DAT 182; | [**C] —TP Florasu-
phenyl Sediment 5.9 lam,DAT 0; lam, DAT 182;
Florasulam
and [“C]- OcC- Water 0.0020
TP Florasu- | content phase—
lam DOC [%]
Sediment 2.9
[%]
Incubation 20
temperature [°C]
Calwich Sediment’s texture Silt-loam | 97.9 — [**C]-phenyl | 31.0 — [**C]-phenyl Flo-| 10.7 - [“C]- 3.2 — [*C] —phenyl Flo- | 5-OHFlorasulam
Abbey Lake class - USDA Florasulam, DAT

rasulam, DAT 100;0.5 —

(both labels)
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water pH Water phase 7.9 0;94.0 — [**C] -TP | [**C] —TP Florasu- DAT 100;10.8 —  |[*C] TP Florasulam,
/sediment Sediment 73 Florasulam,DAT 0; | lam,DAT 59; [**C] —TP Florasu- |DAT 100 and DAT100;
system;[**C]- ¢ : lam, DAT 100;
phenyl Flo- OoC- Water phase 5.3
rasulamand | content -TOC
[“;C]- [ppm]
TP Florasu- -
lam . Sediment 4.4
[%]
Incubation tempera- 20
ture [°C]
Swiss Lake Sediment’s texture Sand 98.8 — [**C]-phenyl | 27.8 — [**C]-phenyl Flo- | 5.6 — [**C] - 4.1 — [**C] —phenyl Flo- | 5-OHFlorasulam
water class - USDA Florasulam, DAT | rasulam, DAT 100;33.2 |phenyl Florasulam, |rasulam, DAT 100;0.0 — | (both labels)
/sediment H Water phase 6.7 0;98.0 - [**C]- |- [**C] TP Florasu- DAT 100;2.9 - [*4C] —TP Florasulam,
system;[*“C]- P P i TPFlorasulam, lam,DAT 59; [**C] TP Florasu- |DAT 100-no miner-
phenyl Flo- Sediment 5.2 DAT 0; lam, DAT 100; alisatio n observed,;
rasulam and
[4C]- ocC - Water phase
TP Florasu- | content -TOC 10.9
Sediment 0.8
[%]
Incubation tempera- 20
ture [°C]
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Table 8.6-11: Distribution of the Florasulam and 5-OH Florasulam in water/sediment systems (% AR).

Water Distribution of Florasulam in the system Distribution of 5-OH Florasulam in the system
/Sediment
t h teristic of th tem: . . . . . . .
Sﬁszoﬁ?_d Characteristic of the system Max. in water phase Max. in sediment Max. in the system | Max. in water phase | Max. in sediment [%
[20AR] [9%6 AR] [%AR] [%AR] AR]
pound
Sandy loam | Sediment’s texture Sandy 101.83 —[“C] - 8.73 - [¥C] - 99.00 - [**C] 83.14 - [**C] 35.06 - [*C]
sediment class - USDA loam phenyl phenyl Florasulam, DAT | —phenyl Florasu- —phenyl Florasulam, —phenyl Florasulam,
system; H Water phase 76 Florasulam, DAT 0; 0.25; lam, DAT 60; DAT 60; DAT 60;
[*4C]- P P : 96.24 — [*C] -TP 4.22 - [C]-TP Flo- | 91.91 - [**C]-TP | 64.36 — [**C] TP Flo- 32.84 - [*C]-TP

phenyl Flo- Sediment 5.4 Florasulam, DAT 0; rasulam, DAT 2; Florasulam, rasulam, Florasulam, DAT 100;

rasulam DAT 60; DAT 60;

and [C]- ocC Water phase <0.0013

TP con- — DOC [%]
Florasulam | M Fsediment o6] | 2.2
Incubation 20
temperature [°C]

Clay loam | Sediment’s texture | Clay loam 106.12 —[*C] - 5.22 - [*C] - 98.21 - [**C] 63.15 — [**C] 35.06 — [*C]
sediment class- USDA phenyl phenyl Florasulam, —phenyl Florasu- —phenyl Florasulam, —phenyl Florasulam,

system; H Water phase 6.6 Florasulam, DAT 0; DAT 7; lam, DAT 100; DAT 100; DAT 100;

[4C]- P P : 101.00 - [“C] -TP | 6.12-[“C]-TPFlo- | 89.58 - [C]- | 57.04—[*C]-TPFlo- | 32.54—[“C]-TP
phenyl Flo- Sediment 5.9 Florasulam, rasulam, TP Florasulam, rasulam, Florasulam,

rasulam DAT 0; DAT 7, DAT 60; DAT 60; DAT 60;

and [C]- ocC Water phase 0.0020
TP con- — DOC [%]
Florasulam | " | sediment [o6] |~ 2.9
Incubation 20
temperature [°C]

Calwich Sediment’s texture Silt loam 95.9 - [*C] 5.1-[*C] - 87.2-[*C] - 57.5 - [*C] - 29.7 - [*C] -
Abbey Lake class - USDA —phenyl Florasulam, phenyl Florasulam, phenyl Florasulam, phenyl Florasulam, phenyl Florasulam,
water/ sed- H Water phase 79 DAT 0; DAT 1, DAT 59; DAT 59; DAT 59;

iment sys- P P i 93.0 - [**C]-TP | 6.2 —[*C] -TP Florasu- | 91.9 —[*C]-TP 59.4 — [**C] -TP Flo- | 32.5-[**C] -TP Flo-
tem; [**C]- Sediment 7.3 Florasulam, lam, Florasulam, rasulam, rasulam,
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phenyl Flo- | OC Water phase 5.3 DAT 0; DAT 0; DAT 59; DAT 59; DAT 59;
rasulam con- | —TOC [ppm]
14072
andT[P €] tent Sediment [%] 4.4
Florasulam Incubation 20
temperature [°C]
Sediment’s texture Sand 96.5 - [“C] 3.6 -[“C] - 74.9 - [**C] - 53.3-[“C] - 21.6 - [“C] -
Swiss Lake class — USDA —phenyl Florasulam, phenyl Florasulam, phenyl Florasulam, phenyl Florasulam, phenyl Florasulam,
water/ sed- H Water ph 6.7 DAT 0; DAT 3; DAT 59; DAT 59; DAT 59;
imentsys- | P phase : 97.9 - [“C]-TP 4.0-[“C]-TPFlo- | 73.3-[“C]-TP | 54.9—[*C]-TPFlo- | 28.4—[“C] -TP Flo-
tem; [**C]- Sediment 5.2 Florasulam, rasulam, Florasulam, rasulam, DAT 100; rasulam,
henyl Flo- DAT 0; DAT 7, DAT 59; DAT 59;
P rasEJ/ | amo oC Water phase 10.9
and [*“C]- con- | —TOC [ppm]
TP Nt [ sediment [%] 0.8
Florasulam -
Incubation tem- 20
perature [°C]
Table 8.6-12: Endpoints for florasulam
Water/ Sedi- Persistence Kinetic endpoints
amngntz?[/sctgnri Characteristic of the system: Whole system Water phase Sediment
DT50 | DT90 s DTs50 | DT90 S DT50 | DT90 Kinetic
ound
p [days] | [days] Kinetic model [days] | [days] Kinetic model [days] | [days] model
Sandy loam Sediment’s texture class | Sandy | 6.74 22.38 SFO; 6.12 | 20.32 SFO; 0.54 1.80 | Kinetic analysis per-
sediment - USDA loam y2err = 4.45; y2err =5.27; formed, but its results
system; R%2=0.994 R?=0.992 not reported due to
[Cl-phenyl | PH Water phase | 7.6 the low reliability
Florasulam Sediment 54
ocC- Water phase— | <0.0013
content DOC [%]]
Sediment[%] 2.2
Incubation temperature 20
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[°C]

Sandy loam Sediment’s texture class Sandy |11.29 37.49 SFO; 10.51| 34.91 SFO; 1.37 4,55 | Kinetic analysis per-
sediment sys- -USDA loam y2err =5.44; y2err =5.65; formed, but its results
tem; [Y*C]-TP R? =0.986 R2=0.987 not reported due to the

Florasulam pH Water phase [ low reliability

Sediment 5.4
OcC- Water phase— | <0.0013
content DOC [%]
Sediment[%] 2.2
Incubation temperature 20
[°C]

Clay loam Sediment’s texture class Clay- [26.9 89.34 SFO; 23.29 |77.38 SFO; 431 |14.33 Kinetic analysis per-

sediment - USDA loam y2err = 9.58; y2err =7.97; formed, but its results

system; R%=0.964 R%=0.972 not reported due to the

[4Cl-phenyl | PH Water phase | 6.6 low reliability

Florasulam Sediment 5.9

ocC- Water phase— | 0.0020
content DOC [%]
Sediment [%)] 2.9
Incubation temperature 20
[°C]

Clay loam Sediment’s texture class - | Clay- |24.42 |81.13 SFO; 22.07 73.31 DFOP; 3.82 |12.68 Kinetic analysis per-
sediment sys- USDA loam y2err =5.46 y2err =4.28; formed, but its results
tem; [Y*C]-TP R2=0.988 R2=0.992 not reported due to the

Florasulam pH Water phase 6.6 low reliability

Sediment 5.9
ocC- Water phase- | 0.0020
content DOC [%]
Sediment [%)] 2.9
Incubation temperature 20
[*C]
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Calwich Sediment’s texture class - |Siltloam|8.25 |27.41 SFO; 7.98 | 26.53 SFO; 0.41 (1.35
Abbey Lake USDA y2err =4.76; y2err =3.28; Kinetic analysis per-
water/ sed- H Water phase 79 R%=0.995 R2=0.997 formed, but its results
iment sys- P P i not reported due to the
tem; [*C]- Sediment 7.3 low reliability
henyl Flo-
P ras?;llam OcC- Water phase— 5.3
content TOC[ppm]
Sediment[%] 4.4
Incubation tempera- 20
ture[°C]
Calwich Ab- Sediment’s texture class | Silt loam |9.89 32.85 SFO; 9.98 | 33.15 SFO; 0.42 |1.40
bey Lake wa- -USDA y2err = 4.50; Kinetic analysis per-
ter/ sediment H Water phase 79 R%=0.995 y2err = 4.08; formed, but its results
system; [**C]- P P i R?=0.996 not reported due to the
TPFlorasu- Sediment 7.3 low reliability
lam
ocC- Water phase— 5.3
content TOC[ppm]
Sediment[%] 4.4
Incubation tempera- 20
ture[°C]
Swiss Lake Sediment’s texture class Sand |25.05 89.19 SFO; 24.01| 79.76 SFO; 1.85|6.15
water/ sed- -USDA x2err =4.71, x2err =3.97, Kinetic analysis per-
iment sys- H Water phase 6.7 R%=0.988 R?=0.992 formed, but its results
tem; [*C]- P P i not reported due to the
phenyl Flo- Sediment 5.2 low reliability
|
rasuiam OcC- Water phase— 10.9
content TOC[ppm]
Sediment[%] 0.8
Incubation tempera- 20
ture[°C]
Swiss Lake Sediment’s texture class Sand |25.49 84.66 SFO; 24.30| 80.72 SFO; 456 |15.16
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water -USDA y2err =.45 R? y2err =4.30; Kinetic analysis per-
/sediment sys- =0.985 R2=0.991 formed, but its results
tem; [“C]-TP pH Water phase 6.7 not reported due to the
Florasulam Sediment 52 low reliability
OocC- Water phase— 10.9
content TOC[ppm]
Sediment[%] 0.8
Incubation temperature 20
[°C]
Geometric mean 1503 | 5036 | - 14.05 | 46.74 | - 1.44 4.76
Water Modelling Kinetic endpoints
[Sediment Whole system Water phase Sediment
system and Characteristic of the system:
test com- Y ’ DT50 | DTo0o Kinetic model | DT50 | DT90 Kinetic model | DT50 | DT90 Kinetic model
pound [days] | [days] [days] | [days] [days] | [days]
Sandy loam Sediment’s texture class | Sandy
sediment sys- -USDA loam g g < < g <
tem; [4C]- , o o o o o o
pH Water phase 7.6 SFO; @ @ @ @ @ @
phenyl Florasu- J2erT = 4.45; o T @ @ @ @
lam Sediment >4 1674 |[2238 R? = 0.994 2 | 2 = 2 | 2 S
Water phase | <0.0013 a a a 8 s 8
oc | -DoC ] 5 | & 5 5 | 2 5
w w w w w w
content e giment[%] 2.2 z z z z z z
Incubation temperature 20 S S S = = =
[°C]
Sandy loam Sediment’s texture class | Sandy
sediment sys- -USDA loam % % % 5 5 5
tem; [“*C]-TP So | Sa S o Sa | Sa S
pH Water phase 7.6 SFO; 20 |8 ) 22 | 3o 8 @
Florasulam b ] oo |5 @ S @ -3 |5 @ S @
Sediment 5.4 e =544 |\ & 3 |23 23 23 |23 2 3
' 11.29 [37.49 R?=0.986 S5 |85 S 5 S5 |85 =3
@D @D @D @D @D @D
Water phase | <0.00 o o o S e S
ocC —DOC [%)] 13
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content | Sediment[%] 2.2
Incubation temperature 20
[°C]
Clay loam sed- | Sediment’s texture class Clay
iment system; -USDA loam P < < < g p
14 _ — — — — — —
[*C]-phenyl pH Water phase 6.6 SFO; & & & & & &
Florasulam J2erT =9.58: = = = = = =
Sediment 5.9 P 3 3 3 3 3 3
26.89 89.34 R?=0.964 (3D % é é (SD g
Water phase | 0.002 o o IS% o a o
oC - DOC [%] 0 o o o o o o
w w w w w w
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Incubation temperature 20
[°C]
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Sediment 0.8
[%]
Incubation temperature 20
[°C]

Geometric mean

15.03

50.36
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Table 8.6-13: The kinetic endpoints for Florasulam and its major degradation products deter-
mined in aquatic environment.

Kinetic endpoints — DTso [days] to be used in SW
Maximum detected in aquat- modelling
Compound ic environment .
Whole system Water phase Sediment Phase
Florasulam Not applicable - 15.03 15.03 15.03
parent compound

5-OH Florasulam 99.0% 1000 1000 1000
DFP-ASTCA 8.9% 1000 1000 1000
ASTCA 53.8% 1000 1000 1000
TPSA 58.3% 1000 1000 1000
ASTP 21.9% 1000 1000 1000
5-OH ASTP 28.9% 1000 1000 1000

In case of florasulam the geomean whole system DTsg value was proposed to be used as input parameter for

both water and sediment phase. This was due to the fact that in both water/sediment studies although this

compound was found predominantly in water phase, where it underwent degradation to 5-OH Florasulam, its

small amounts, up to 9% AR, were found also in sediment phase, where it quickly dissipated. The kinetic ex-

amination of the data showed that this process was much faster than in water phase, but the reliability of the

derived kinetic endpoints was low, due to the low concentrations of Florasulam in sediment. It may be postu-

lated that the process of dissipation of Florasulam from sediment was a mixed process, partly being degrada-

tion to 5-OH Florasulam (the indication for this is the fact that the formation pattern of 5-OH metabolite in

sediment is correlated with the dissipation of Florasulam from sediment) and partly the release to water col-

umn. Therefore the use of FOCUS default DTso = 1000 days for Florasulam in sediment does not seem sup-

ported by experimental results. Similar justification can be given to use the same value for water phase — de-

tection of Florasulam in sediment in quantifiable amounts may indicate that at least at the beginning of the

study, despite low adsorption properties, Florasulam partly migrates to sediment from where it is either back-

released to water or degrades to 5-OH Florasulam. Therefore the determined net kinetic endpoints for water

phase represent rather dissipation than degradation. It shall be pointed out however that due to low adsorption

properties and high solubility in water Florasulam is expected to be found mainly in water phase. For this

reason it can be stated that there is enough evidence for using the whole system geomean DTso as an input

parameter for both water and sediment in SW modelling at all tiers at which it was carried out. As for the me-

tabolites the proposed values are FOCUS defaults mainly due to the fact that no clear decline was observed

for any of them, hence it was not possible to determine the kinetic endpoints.
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8.7 Predicted Environmental Concentrations in soil (PECsoit) (KCP 9.1.3)

8.7.1 Justification for new endpoints

Studies on concentrations in soil with the formulation were not performed, since it is possible to extrapo-
late from data obtained with the active substance.

Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.7.2 Active substances and relevant metabolites

Table 8.7-1: Input parameters related to application for PECs calculations
Use No. 1
Crop Maize
Application rate (g as/ha) Mesotrione 125 g/ha
Florasulam 3.75 g/ha
Number of applications/interval 1/0
Crop interception (%) 25
Depth of soil layer (relevant for plateau concentration) (cm) 5cm
Table 8.7-2: Input parameter for active substance(s) and relevant metabolite(s) for PECsil
calculation
Compound Molecular Max. DT50 Value in accordance to EU end-
weight (g/mol) | occurrence (days) point y/n/
(%) Reference
Mesotrione 339.3 - 44.3 EFSA Journal 2016;14(3):4419
MNBA 245 57.2 25.2

AMBA 215 9.7 1000

Florasulam 359.29 - 4.29 EFSA Journal 2015;13(1): 3984
5-OH Florasulam 345.26 71.6 29.75
DFP-ASTCA 304.20 17.8 46.16
ASTCA 192.13 40.0 259.05
TSA 148.14 15.9 171.68

8.7.2.1 Mesotrione and its metabolites

Table 8.7-3: PEC.. for mesotrione on maize

PECsoil maize

(mg/kg) Single application
Actual TWA
Initial 0.125 0.125
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Short term 24h 0.123 0.124
2d 0.121 0.123
4d 0.117 0.121

Long term 7d 0.112 0.118
14d 0.100 0.112
21d 0.090 0.107
28d 0.081 0.101
50d 0.057 0.087
100d 0.026 0.063

Plateau concentration (5) after year 20 0.0 (nho accumulation) -

PEC..i of metabolites

Table 8.7-4:

Table 8.7-5:

PECs.i for MBMA on maize

PECsoil Maize

,(Ar\?)%/lli(ggtion 516 Single application
Actual TWA
Initial 0.052 0.052-
Short term 24h 0.050 0.051
2d 0.049 0.050
4d 0.046 0.049
Long term 7d 0.043 0.047
14d 0.035 0.043
21d 0.029 0.039
28d 0.024 0.036
50d 0.013 0.028
100d 0.003 0.018

Plateau concentration (5) 0.0 (no -

after year 20| accumulation)
PECs.i for AMBA on maize
PECsoi Maize

,(Ar?)%/lli(gzition 77 Single application
Actual TWA
Initial 0.008 0.008
Short term 24h 0.008 0.008
2d 0.008 0.008
4d 0.008 0.008
Long term 7d 0.008 0.008
14d 0.008 0.008
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21d 0.008 0.008
28d 0.008 0.008
50d 0.007 0.008
100d 0.007 0.007
Plateau concentration (5) 0.027 -
after year 20
PECaccumuIation 0.035 -
(PECaCt +PECsoiI plateau)

ZRMS comments
Mesotrione

PECsil calculations has been accepted for the active substance mesotrione and its metabolites MNBA and AMBA.
The input parameters used in calculations were taken from the endpoints available in the EFSA conclusion on
Scientific EFSA Journal 2016;14 (3):4419. Interception is appropriate to the proposed BBCH of crops (guidance
2014). It is noted that for mesotrione the maximum non-normalised laboratory DTso of 34.3 days was recommended
for calculation of the soil exposure in EFSA report. However, DTso used by the Applicant was accepted by zZRMS
because it does not affect the outcome of the PECs. Moreover, due to lack of potential mesotrione for accumulation
in soil (DTso <60 days) the soil risk assessment is based on initial PECsi Values.

The acceptable predicted environmental concentrations of mesotrione and its metabolites in soil are appropriate to
be used for the subsequent risk assessment

Mesotrione: PECs = 0.125 mg/kg

MNBA: PECs = 0.052 mg/kg

AMBA: PECs = 0.008 mg/kg

8.7.2.2 Florasulam and its metabolites

Table 8.7-6: PECsqi for florasulam on maize
PECsoil maize

(mgrkg) Single application
Actual TWA
Initial 0.004 0.004-
Short term 24h 0.003 0.003
2d 0.003 0.003
4d 0.002 0.003
Long term 7d 0.001 0.002
14d 0.000 0.001
21d 0.000 0.001
28d 0.000 0.001
50d 0.000 0.000
100d 0.000 0.000

Plateau concentration (5) 0.0 (no -
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after year 20

accumulation)

PEC..i of metabolites

Table 8.7-7:

PECs for 5-OH florasulam on maize

PECsoiI

(mg/kg)
Application 2.58 g/ha

Maize

Single application

Actual TWA

Initial 0.003 0.003-
Short term 24h 0.003 0.003
2d 0.002 0.003

4d 0.002 0.002

Long term 7d 0.002 0.002
14d 0.002 0.002

21d 0.002 0.002

28d 0.001 0.002

50d 0.001 0.002

100d 0.000 0.001

Plateau concentration (5) 0.0 (no -

after year 20

accumulation)
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Table 8.7-8: PECsi for DFP-ASTCA on maize
PECsoil Maize
,(An;)%/lli(ggtion 0.56 g/ha Single application
Actual TWA
Initial 0.001 0.001
Short term 24h 0.001 0.001
2d 0.001 0.001
4d 0.001 0.001
Long term 7d 0.001 0.001
14d 0.000 0.001
21d 0.000 0.000
28d 0.000 0.000
50d 0.000 0.000
100d 0.000 0.000
Plateau concentration (5) 0.0 (no -
after year 20| accumulation)
Table 8.7-9: PEC;.i for ASTCA on maize
PECsoi Maize
(mg/kg)

Application 0.8 g/ha

Single application

Actual TWA
Initial 0.001 0.001-
Short term 24h 0.001 0.001
2d 0.001 0.001
4d 0.001 0.001
Long term 7d 0.001 0.001
14d 0.001 0.001
21d 0.001 0.001
28d 0.001 0.001
50d 0.001 0.001
100d 0.001 0.001
Plateau concentration (5) 0.000 -
after year 20
PECaccumulation 0.001 -
(PECact +PECsoil plateau)
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Table 8.7-10: PEC.. for TSA on maize

PECsoil MaIZE
(mg/kg)

Application 0.25 g/ha

Single application
Actual TWA
0.000 0.000-

Initial

ZRMS comment:

Forasulam

The calculations of PECs submitted by Applicant have been accepted.

The degradation endpoints used for florasulam and its metabolites were in line in the LoEP (EFSA Journal 2015; 13
(1):3984).

The results of PECs calculation are presented from Table 8.7-6 to Table 8.7-9.

8.7.2.3 PECsoil of MEZOFLOR 103 SC

Table 8.7-11: PECsoil for MEZOFLOR 103 SC on maize
Active Application PECact PECwa21d | Tillage depth | PECsoil plateau | PECaccu =
substance/ rate (g/ha) (mg/kg) (mg/kg) (cm) (mg/kg) PECact +
reparation PECsoil,plateau
(mg/kg)
Mesotrione 125 0.125 0.107 5 - -
Florasulam 3.75 0.00375 0.001 5 - -
MEZOFLOR 1328 1.328 - - - -
103 SC

ZRMS comments:

Based on an application rate of 1328 g/ha and 25 % crop interception calculated PECs is 1.328 mg/kg
The results of PECs for the active substances and its metabolites will and formulation are used for the ecotoxicolog-
ical risk assessment.

8.8 Predicted Environmental Concentrations in groundwater (PECqw) (KCP 9.2.4)

8.8.1 Justification for new endpoints

Studies on concentrations in groundwater with the formulation were not performed, since it is possible to
extrapolate from data obtained with the active substance.
Reference to:
- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
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EFSA Journal 2015; 13(1):3984

8.8.2 Mesotrione, florasulam and relevant metabolites (KCP 9.2.4.1)

Table 8.8-1: Input parameters related to application for PECgw calculations
Use No. 1
Crop Maize
Application rate (g as/ha) Mesotrione 125 g/ha
Florasulam 3.75 g/ha
Number of applications/interval 1/0
(d)
Relative application date 7 d after emergence
Crop interception (%) 25
Frequency of application Annual
Models used for calculation FOCUS PEARL v5.5.5, FOCUS
PELMO v6.6.4,

Table 8.8-2: Application dates used for groundwater risk assessment
Crop Scenario Application dates (absolute)
Maize Chateaudun 09.05 - 30.05

Hamburg 12.05-29.05
Kremsmiinster 12.05 - 29.05
Okehampton 29.05 - 08.06
Piacenza 21.05 - 05.06
Porto 09.05 — 30.05
Sevilla 15.03 - 03.04
Thiva 25.04 - 06.05

8.8.2.1 Mesotrione and its metabolites

Table 8.8-3: Input parameters related to active substance mesotrione and metabolites for
PECgyw calculations
Compound Mesotrione MNBA AMBA Value in accord-
ance with EU end-

point y/n/
Reference*

Molecular weight (g/mol) 339 245 215 EFSA Journal

Water solubility (mg/L): 160 160 160 2016;14(3):4419

Saturated vapour pressure 0 0 0

(Pa):
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Compound Mesotrione MNBA AMBA Value in accord-
ance with EU end-
point y/n/
Reference*
DTso in soil (d) 279 -pH<7 34 14.5
54-pH>7
4 — worst case
Transformation rate 0.0249-pH <7 0.0510 to AM- 0.0478 to CO2
0.1284 —pH >7 BA,
0.173 — worst case 0.1529 to CO2
Kfoc (ML/G)/Ksom 156.6/ 90.8 —pH <7 3.2/1.86 105.6 /61.3-pH <
17.39/10.12—-pH>7 7
14 /8.12 — worst case 21.8/126-pH>7
18.1/10.5 — worst
case
1/n 0.94-pH<7 0.90 0.82
094 -pH>7
0.97 — worst case
Plant uptake factor 0.0 0.0 0.0
Formation fraction - 1 form 0.25 from MNBA
mesotrione

* Delete row in case of no pH dependency

Table 8.8-4: PECgw for mestorione and metabolites on maize (with FOCUS PEARL 5.5.5)
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chateaudun <0.001 0.006 <0.001
(pH <7)
Hamburg 0.005 0.081 0.019
Kremsmiinster 0.002 0.014 0.002
Okehampton 0.006 0.039 0.006
Piacenza 0.004 0.012 0.003
Porto < 0.001 0.011 < 0.001
Sevilla <0.001 <0.001 <0.001
Thiva < 0.001 0.001 <0.001
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chateaudun <0.001 <0.001 0.004
(pH >7)
Hamburg 0.002 0.010 0.036
Kremsmiinster <0.001 0.003 0.031
Okehampton 0.005 0.011 0.076
Piacenza <0.001 <0.001 0.006
Porto <0.001 <0.001 <0.001
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Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chateaudun <0.001 <0.001 0.002
(worst case)
Hamburg <0.001 0.005 0.026
Kremsmiinster <0.001 0.002 0.028
Okehampton 0.002 0.007 0.067
Piacenza <0.001 <0.001 0.004
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
Table 8.8-5: PECgw for mestorione and metabolites on maize (with FOCUS PELMO 6.6.4)
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chateaudun <0.001 <0.001 <0.001
(pH <7)
Hamburg <0.001 0.004 0.001
Kremsmiinster <0.001 0.002 <0.001
Okehampton <0.001 0.005 0.001
Piacenza <0.001 0.001 <0.001
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
80™ Percentile PECgw at 1 m Soil Depth (pg/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chéteaudun <0.001 <0.001 <0.001
(pH >7)
Hamburg <0.001 0.001 0.004
Kremsmiinster <0.001 0.002 0.013
Okehampton 0.002 0.009 0.038
Piacenza <0.001 <0.001 0.003
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
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80 Percentile PECgw at 1 m Soil Depth (pug/L)
Crop Scenario
Mesotrione MNBA AMBA
Maize Chateaudun <0.001 <0.001 0.001
(worst case)
Hamburg <0.001 <0.001 0.007
Kremsmiinster <0.001 0.001 0.022
Okehampton 0.002 0.009 0.059
Piacenza <0.001 <0.001 0.005
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001

ZRMS comments:

Mesotrione

The PECgw results are acceptable to describe predicted environmental concentrations of mesotrione and its metabo-
lites in groundwater. All input parameters considered in the groundwater modelling for mesotrione and its metabo-
lites were EU agreed values (EFSA Scientific Report 2016;14(3):4419. In simulations PUF value of 0 was assumed
for all compounds is in line with recommendations of the most recent version of the FOCUS Groundwater Guid-
ance.

PECgw for mesotrione and its metabolites AMBA and MNBA are below 0.1 pg/L for all modelled scenarios.

Therefore, no unacceptable risk of groundwater contamination is expected for the formulated product according to
the intended uses.

The assessment relevance of the non-relevant metabolites in ground water according to SANCO/221/2000 —rev.10
document was reported in the dRR Part B10.

Nevertheless, additional simulations may be required by the sSMS that do not accept calculations performed using
FOCUS models.

8.8.2.2 Florasulam and its metabolites

Table 8.8-6: Input parameters related to active substance florasulam and metabolites for
PECyw calculations
Compound Florasulam | 5-OH Flo- | DFP-ASTCA ASTCA TSA Value in
rasulam accordance
with EU end-
point y/n/
Reference*
Molecular weight 359 345 304 192 148 Yes / EFSA
(g/mol)
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Compound Florasulam | 5-OH Flo- | DFP-ASTCA ASTCA TSA Value in
rasulam accordance
with EU end-
point y/n/
Reference*
Water solubility 6360 354 87400 250000 10900 Journal 2015;
(mg/L): 13(1):3984
Saturated vapour 1.0 * 106 2.7*10° 3.0% 10 2.0*10° 1.0*10*
pressure (Pa):
DTso in soil (d) 1.55 14.98 16.62 297.47 83.47
Transformation rate 0.382to 0.046 to 0.0326to | 0.0023 to TSA | 0.0083 to CO2
5-OH DFP- ASTCA;
Florasulam ASTCA 0.0091 to
0.065 to CO» TSA
Kitoc (ML/g)/Ksom 10.35/6.0 14.53/8.43| 75.18/43.61 | 104.81/60.79 | 23.46/13.61
1/n 0.945 0.91 0.85 0.94 0.94
Plant uptake factor 0.0 0.0 0.0 0.0 0.0
Formation fraction - 0.854 form | 1.0 from 5- 0.781 from 0.219 from
florasulam OH DFP-ASTCA | DFP-ASTCA
florasulam 1.0 from
ASTCA

Table 8.8-7: PECgw for florasulam and metabolites on maize (with FOCUS PEARL 5.5.5)
80™ Percentile PECgw at 1 m Soil Depth (ug/L)

Crop Scenario

Florasulam | 5-OH florasu- | DFP-ASTCA ASTCA TSA
lam
Maize Chateaudun <0.001 0.002 <0.001 0.125 0.023
Hamburg <0.001 0.008 0.002 0.151 0.033
Kremsmiinster <0.001 0.005 <0.001 0.116 0.023
Okehampton <0.001 0.010 0.002 0.117 0.022
Piacenza <0.001 0.002 <0.001 0.136 0.021
Porto <0.001 <0.001 <0.001 0.065 0.012
Sevilla <0.001 <0.001 <0.001 0.053 0.009
Thiva <0.001 <0.001 <0.001 0.175 0.025
Table 8.8-8: PECgw for florasulam and metabolites on maize (with FOCUS PELMO 6.6.4)
80™ Percentile PECgw at 1 m Soil Depth (pg/L)
C S i
rop cenario Florasulam | 5-OH florasu- | DFP-ASTCA ASTCA TSA
lam

Maize Chateaudun <0.001 0.002 <0.001 0.158 0.139
Hamburg <0.001 0.007 0.001 0.168 0.152
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Kremsmiinster <0.001 0.007 0.001 0.152 0.126
Okehampton <0.001 0.013 0.002 0.143 0.089
Piacenza <0.001 0.003 0.001 0.125 0.097
Porto <0.001 0.001 <0.001 0.086 0.074
Sevilla <0.001 <0.001 <0.001 0.057 0.082
Thiva <0.001 <0.001 <0.001 0.201 0.164

The Predicted Environmental Concentrations (PECgw) of mesotrione, florasulam and their major metabo-
lites, were calculated with FOCUS PEARL 4.4.4 and FOCUS PELMO 5.5.3 on the basis of EU agreed
endpoints. Eight scenarios were taken into consideration: Chateaudun, Hamburg, Okehampton, Krems-
miinster, Piacenza, Porto, Sevilla and Thiva.

Obtained PECgw of mesotrione and its metabolites (MNBA, AMBA) as well as PECgw of florasulam
and its metabolites (5-OH florasulam, DFP-ASTCA\) in each scenario are significant below the trigger
value of 0.1 pg/L and therefore the use of MEZOFLOR 103 SC according to recommendations does not
pose a risk of groundwater contamination.

Obtained PECgw of ASTCA (3/8 scenarios in PEARL, 5/8 scenarios in PELMO) and TSA (2/8 scenarios
in PEARL, 3/8 scenarios in PELMO) are slightly over the trigger value of 0.1 ug/L and therefore the use
of this plant protection product according to recommendations may pose a risk of groundwater contami-
nation. Therefore, further justifications are summarised in dRR Section 10 — Assessment of the relevance

of metabolites in groundwater.

ZRMS comments:
Forasulam

Calculations of PECgw for active substance and its metabolites were accepted.

The endpoints agreed at the EU level (EFSA Journal 2015; 13(1):3984) were used in PECgw modeling.
Relevant active substance metabolites were considered too.

The recommended FOCUS models were used: FOCUS PEARL v5.5.5 and FOCUS PELMO v6.6.4 models.

The maximum PECgw for active substance is below the trigger value 0.1 pg/L for proposed patter use in spring
maize. The PECgw for florasulam metabolite ASTCA and TSA are slightly over the trigger value of 0.1 pug/L

The assessment of the relevance metabolites is performed in B-10 section.

8.9 Predicted Environmental Concentrations in surface water (PECsw) (KCP 9.2.5)

8.9.1 Justification for new endpoints

Studies on concentrations in groundwater with the formulation were not performed, since it is possible to
extrapolate from data obtained with the active substance.
Reference to:

- Peer review of the pesticide risk assessment of the active substance mesotrione EFSA Journal
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2016;14(3):4419
- Conclusion on the peer review of the pesticide risk assessment of the active substance florasulam
EFSA Journal 2015; 13(1):3984

8.9.2 Mesotrione, florasulam, relevant metabolites and the formulation (KCP 9.2.5)

Table 8.9-1: Input parameters related to application for PECswisep calculations
Plant protection product MEZOFLOR 103 SC
Use No. 1
Crop Maize
Application rate (g as/ha) Mesotrione: 125
Florasulam: 3.75
Number of applications/interval (d) 1/0
Application window March - May (relevant for
STEP 1 and 2 only)
Application method Foliar spraying
FOCUS SWASH v5.3, FOCUS
Models used for calculation PRZM v4.3.1,
FOCUS MACRO v5.5.4,
FOCUS TOXWA v5.5.3,

FOCUS SWAN v5.0.1,

Table 8.9-2: FOCUS Step 3 Scenario related input parameters for PECswised calculations
for the application of MEZOFLOR 103 SC
Crop Scenario Application window used in modelling
Maize D3 12 May — 11 Jun
D4 17 May — 16 Jun
D5 17 May — 16 Jun
D6 27 Apr — 27 May
R1 10 May — 09 Jun
R2 08 May — 07 Jun
R3 08 May — 07 Jun
R4 17 Apr — 17 May

8.9.2.1 Mesotrione and its metabolites

PECswised

Table 8.9-3 Overview of the risk assessment of compounds listed in residue definitions triggering
assessment of effects data for the environmental compartments (EFSA Journal)

Compound Ecotoxicology lowest regulatory acceptable concentration

Mesotrione 0.77 ng/L (Lemna gibba)

MNBA 4200 pg/L (Pseudokirchneriella subcapitata)
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AMBA 1400 pg/L (Pseudokirchneriella subcapitata)
SYN546974 9500 pg/L (Lemna gibba)
Table 8.9-4: Input parameters related to active substance mesotrione and metabolites for
PECswised calculations STEP 1/2 and 3/4
Compound Mesotrione MNBA AMBA SYN 546974 Value in ac-
cordance to EU
endpoint y/n/
Reference
Molecular weight (g/mol) 339 245 215 291 EFSA Journal
Saturated vapour pressure 0 0 0 0 2016;14(3):4419
(Pa)
Water solubility (mg/L) 160 160 160 160
Diffusion coefficient in water | not required for | not required |not required for | not required for default
(m?/d) Step 1+2/ for Step 1+2/ Step 1+2/ Step 1+2/
4.3x10° 43x10° 4.3x10° 4.3x10°
Diffusion coefficient in air | not required for | not required |not required for | not required for default
(m¥d) Step 1+2/0.43 for Step Step 1+2/0.43 | Step 1+2/0.43
1+2/0.43
Koc !/ Krom (ML/Q) 156.6/ 90.8-pH | 3.2/1.86 |105.6/61.3-pH|27031/7438.5| EFSA Journal
<7 <7 2016;14(3):4419
17.39/10.12 — pH 21.8/12.6—pH
>7 >7
Freundlich Exponent 0.94-pH<7 0.90 0.82 0.94
1/n 0.94—-pH>7
Plant Uptake 0 0 0 0
Wash-Off factor from Crop | not required for | not required |not required for | not required for
(1/mm) Step 1+2/ for Step 1+2/ Step 1+2/ Step 1+2/
0.05 (MACRO) 0.05 0.05 0.05
0.50 (PRZM) (MACRO) (MACRO) (MACRO)
0.50 (PRZM) | 0.50 (PRZM) | 0.50 (PRZM)
DTs0,s0il (d) 27.9-pH<7 3.4 14.5 0.1
54-pH>7
DTs0,water (d) 55 1000 1000 1000
DTs0,seq (d) 5.6 1000 1000 1000
DT50,whoIe system (d) 56 1000 1000 1000
Maximum occurrence - Soil: 57.2 Soil:9.7 Water: 33.0
observed (% molar basis with Water:7.9 Water: 24.6 | Sediment 33.0
respect to the parent) Sediment:7.9 | Sediment:24.6

Total system:
7.9

Total system:
24.6




MEZOFLOR 103 SC/FLOCORN 103 SC Page 62 /82

Part B — Section 8 - Core Assessment Template for chemical PPP
Applicant version Version July 2023
PECswised
Table 8.9-5: FOCUS Step 1,2 and 3 PECsw and PECsed for mesotrione (pH<7) following
single application of MEZOFLOR 103 SC to maize
Scenario | Waterbody |Max PECsw Dominant entry route 21 d- Max PECsed
(ng/L)* PECsw,twa (ng/kg)*
FOCUS Day nr (since (ng/L)**
start simula-
tion
Step 1 35.62 0 Spray drift, run off, 12.62 53.98
drainage
Step 2
Northern | March-May 5.29 4 Spray drift, run off, 1.85 7.97
Europe drainage
Southern | March-May 9.97 4 Spray drift, run off, 3.5 15.30
Europe drainage
Step 3
D3 ditch 0.6559 135 drainage 0.03520 0.1659
D4 pond 0.07121 351 drainage 0.06655 0.09835
D4 stream 0.5649 150 drainage 0.05815 0.08510
D5 pond 0.04820 409 drainage 0.03865 0.05555
D5 stream 0.5976 147 drainage 0.02292 0.04109
D6 ditch 0.6553 117 drainage 0.03291 0.1612
R1 pond 0.09593 81 Run off and erosion 0.05941 0.07797
R1 stream 2.014 81 Run off and erosion 0.08428 0.4518
R2 stream 1.564 74 Run off and erosion 0.04940 0.4138
R3 stream 4.181 84 Run off and erosion 0.1644 0.8845
R4 stream 4.523 58 Run off and erosion 0.2100 1.224

* single applications should be marked.
**  twa-time as required by ecotox

Table 8.9-6: FOCUS Step 1,2 and 3 PECsw and PECsed for mesotrione (pH>7) following
single application of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max Dominant entry route 21d- Max PECsed
PECsw PECsw,twa (ng/kg)*
FOCUS (ng/L)* | Day nr (since (ng/L)y**
start simula-
tion
Step 1 - 41.87 0 Spray drift, run off, 14.91 7.09
drainage
Step 2
Northern | March-May 4.34 4 Spray drift, run off, 1.52 0.72
Europe drainage
Southern | March-May 7.99 4 Spray drift, run off, 2.81 1.35
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Scenario | Waterbody Max Dominant entry route 21 d- Max PECsed
PECsw PECsw,twa (ng/kg)*
FOCUS (ng/L)* | Day nr (since (ng/L)y**
start simula-
tion
Europe drainage
Step 3
D3 ditch 0.6560 135 drainage 0.03543 0.06782
D4 pond 0.02653 150 drainage 0.01322 0.006637
D4 stream 0.5618 150 drainage 0.002535 0.01829
D5 pond 0.02649 147 drainage 0.01253 0.006410
D5 stream 0.5862 147 drainage 0.001807 0.01453
D6 ditch 0.6552 117 drainage 0.03288 0.06589
R1 pond 0.02868 81 Run off and erosion 0.02088 0.01057
R1 stream 1.324 75 Run off and erosion 0.02814 0.08876
R2 stream 3.193 74 Run off and erosion 0.09651 0.3302
R3 stream 3.975 84 Run off and erosion 0.1294 0.3521
R4 stream 4.32 58 Run off and erosion 0.1664 0.4823

*  single applications should be marked.
**  twa-time as required by ecotox

FOCUS Step 4
Table 8.9-7: Global maximum PECsw values for mesotrione (pH < 7), following single ap-
plication of MEZOFLOR 103 SC to maize according to the central EU zone
GAP according to surface water Step 4
RAC =0.77 Scenario STEP 4 florasulam
ng/L
Vegetative 1 3
Nozzle strip (m)
reduction
No spray 1 3
buffer (m)
None R1 Stream 0.72 0.3012
None R2 Stream 0.9441 0.3997
None R3 Stream 1.211 0.4195
None R4 Stream 1.923 0.6654
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PEC/RAC ratios above the relevant trigger of 1 are shown in bold

Table 8.9-8: Global maximum PECsw values for mesotrione (pH > 7), following single ap-
plication of MEZOFLOR 103 SC to maize according to the central EU zone
GAP according to surface water Step 4

RAC =0.77 Scenario STEP 4 florasulam
ng/L
s : 4
Nozzle P
reduction
No spray 3 4
buffer (m)
None R1 Stream 0.2932 0.2287
None R2 Stream 0.3998 0.3118
None R3 Stream 0.4195 0.3273
None R4 Stream 0.924 0.2324

PEC/RAC ratios above the relevant trigger of 1 are shown in bold

In Step 4 the SWAN model was used. In modeling, all scenarios were taken into consideration. Simula-
tions were provided for mesotrione (pH<7) for 1m and 3 m buffer zones, and for mesotrione (pH>7) for 3
and 4 m buffer zones.

Taking into consideration risk mitigation calculations for MEZOFLOR 103 SC use in maize, following
risk mitigation measures should be applied:

- 4 m buffer non-spray zone with 4 meter vegetated filter strip.

Metabolites of mesotrione

Table 8.9-9: FOCUS Step 1 PECsw and PECsed for MNBA (pH <7) following single applica-
tion of MEZOFLOR 103 SC to maize
Scenario | Waterbody | Max PECsw 21d- Max PECsed
(ng/L)* Dominant entry PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 19.59 0 Spray drift, run off, 19.44 0.63
drainage
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Table 8.9-10: FOCUS Step 1,2 and 3 PECsw and PECsed for MNBA (pH >7) following single
application of MEZOFLOR 103 SC to maize
Scenario | Waterbody | Max PECsw 21d- Max PECsed
(ng/L)* Dominant entry PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 19.59 0 Spray drift, run off, 19.44 0.63
drainage
Table 8.9-11: FOCUS Step 1,2 and 3 PECsw and PECsed for AMBA (pH <7) following single
application of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 8.12 0 Spray drift, run off, 8.04 8.55
drainage
Table 8.9-12: FOCUS Step 1,2 and 3 PECsw and PECsed for AMBA (pH >7) following single
application of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)y**
start simula-
tion
Step 1 8.99 0 Spray drift, run off, 8.92 1.96
drainage
Table 8.9-13: FOCUS Step 1,2 and 3 PECsw and PECsed for SYN 546974 following single
application of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 --- 0.65 0 Spray drift, run off, 0.33 88.71
drainage

ZRMS comments

Mesotrione

The PECsw/sed calculations for mesotrione have been approved for applications proposed in GAP.
PECsw and PECsed calculations were carried out according to the FOCUS recommendations. The
Applicant has been used FOCUS models: STEPS1-2 and Step 3. PECsw/sed were also carried out at Step
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4 according to FOCUS L&M Guidance. The Applicant used the geometric mean value. In opinion of the
ZRMS this is acceptable, as being in line with current requirements concerning selection of Kfoc to be
used for modelling purposes.

PECsw/sed are acceptable to describe predicted environmental concentrations of mesotrione and its me-
tabolites in surface water and sediment and are appropriate to be used for the subsequent risk assessment
for aquatic and sediment organisms.

MS should identify risk reduction measures at the national level.

Poland
In accordance with national requirements, only D3, D4 and R1 scenarios were taken into consideration.
The max PECsw and proposed mitigation measures are presented in the tables above.

8.9.2.2 Florasulam and its metabolites

Table 8.9-14: Input parameters related to active substance florasulam and metabolites for
PECswised calculations STEP 1/2
Com- Florasu- 5-OH DFP- ASTCA TSA TPSA ASTP 5-OH Value in
pound lam Florasu- | ASTCA ASTP accord-
lam ance to
EU end-
point y/n/
Refer-
ence
Molecular 359 345 304 192 148 248 247 233 EFSA
weight Journal
(g/mol) 2015;13(1
Saturated | 1.0E-6 | 27E-6 | 30E6 | 20E-6 | 10E-4 0 0 0 ): 3984
vapour
pressure
(Paat
20°C)
Water 6360 354 87400 250000 10900 6360 6360 6360
solubility
(mg/L)
Kfoc 10.35/6.0 | 1453/ 75.18/ 104.81/ 23.46 | 41.52/24.0 | 60.22/34.9 | 77.74/
(ML/g)/Ko 8.43 4361 60.79 /13.61 8 3 45,09
m
Freundlich | 0.945 0.91 0.85 0.94 0.94 0.945 0.945 0.945
Exponent
1/n
DTso,s0it (d) 155 14.98 16.62 297.47 83.47 1000 1000 1000
D Tso,water 15.03 1000 1000 1000 1000 1000 1000 1000
(d)
DTsosed (d) | 15.03 1000 1000 1000 1000 1000 1000 1000
DTso,whole 15.03 1000 1000 1000 1000 1000 1000 1000
system (d)
Maximum - Water and Total Total Total Total Total Total
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Com- Florasu- 5-OH DFP- ASTCA TSA TPSA ASTP 5-OH Value in
pound lam Florasu- | ASTCA ASTP accord-
lam ance to
EU end-
point y/n/
Refer-
ence
occurrence Sediment: | Water and | Water and | Water and | Water and | Water and | Water and
observed 99 Sediment: | Sediment: | Sediment: | Sediment: | Sediment: | Sediment:
(% molar Soil:71.6 8.9 53.8 Soil: 0.0001 58 Soil: 21 Soil: 29 Soil:
basis with Soil: 17.8 40 Soil: 15.9 0.0001 0.0001 0.0001
respect to
the parent)

PECswised

Table 8.9-15 Overview of the risk assessment of compounds listed in residue definitions triggering
assessment of effects data for the environmental compartments (EFSA Journal)

Compound Ecotoxicology lowest regulatory acceptable concentration
Florasulam 0.118 ng/L (Lemna gibba)
5-OH- .
florasulam 3.78 ng/L (Lemna gibba)
DFP-ASTCA 0.3 pg/L (Daphnia magna)
ASTCA 0.3 pg/L (Daphnia magna)
TSA 0.3 pg/L (Daphnia magna)
TPSA 100 00 ng/L (Pseudokirchneriella subcapitata)
ASTP 88 00 ng/L (Lemna gibba)
5-OH ASTP 100 00 pg/L (Pseudokirchneriella subcapitata)
Table 8.9-16: FOCUS Step 1 and 2 PECsw and PECsed for florasulam following single appli-
cation of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 --- 1.27 0 Spray drift, run off, 0.81 0.13
drainage
Step 2
Northern | March-May 0.06 4 Spray drift, run off, 0.04 0.01
Europe drainage
Southern | March-May 0.09 4 Spray drift, run off, 0.06 0.01
Europe drainage
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Table 8.9-17: FOCUS Step 1 PECsw and PECsed for 5-OH-florasulam following single appli-
cation of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 2.04 0 Spray drift, run off, 2.03 0.30
drainage
Table 8.9-18: FOCUS Step 1 and 2 PECsw and PECsed for DFP-ASTCA following single
application of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)y**
start simula-
tion
Step 1 0.26 0 Spray drift, run off, 0.26 0.19
drainage
Table 8.9-19: FOCUS Step 1 and 2 PECsw and PECsed for ASTCA following single applica-
tion of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw.twa (ng/kg)*
FOCUS Day nr (since route (ng/L)y**
start simula-
tion
Step 1 0.56 0 Spray drift, run off, 0.55 0.59
drainage
Step 2
Northern |  March-May 0.05 4 Spray drift, run off, 0.05 0.05
Europe drainage
Southern | March-May 0.09 4 Spray drift, run off, 0.09 0.10
Europe drainage
Table 8.9-20: FOCUS Step 1 and 2 PECsw and PECsed for TSA following single application
of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)y**
start simula-
tion
Step 1 0.08 0 Spray drift, run off, 0.08 0.02
drainage
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Table 8.9-21: FOCUS Step 1 and 2 PECsw and PECsed for TPSA following single application
of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 0.49 0 Spray drift, run off, 0.48 0.20
drainage
Table 8.9-22: FOCUS Step 1 and 2 PECsw and PECsed for ASTP following single application
of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21 d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)y**
start simula-
tion
Step 1 -—- 0.17 0 Spray drift, run off, 0.17 0.10
drainage
Table 8.9-23: FOCUS Step 1 and 2 PECsw and PECsed for 5-OH ASTP following single ap-
plication of MEZOFLOR 103 SC to maize
Scenario | Waterbody Max PECsw 21d- Max PECsed
(ng/L)* Dominant entry | PECsw,twa (ng/kg)*
FOCUS Day nr (since route (ng/L)**
start simula-
tion
Step 1 0.22 0 Spray drift, run off, 0.22 0.17
drainage
ZRMS comments:

The calculations of PECswi/sed for florasulam and its metabolites submitted by Applicant have been accepted. All
input parameters for active substances and its metabolites are in line EFSA conclusion 2015;13(1): 3984.

PECsw values were calculated in Step 1 and 2 for active substances and their metabolites for proposed uses in GAP.
No further calculation was needed.

PECswised of MEZOFLOR 103 SC

RAC for mesotrione is 0.77 pg/L (Lemna gibba), whereas calculated concentration of active substance in water
obtained using drift loading calculator is 0.596 pg/L when using 1.5 m mitigation distance.

RAC for florasulam is 0.118 pg/L (Lemna gibba), whereas calculated concentration of active substance in water
obtained using drift loading calculator is 0.018 pg/L when using 1.5 m mitigation distance.
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8.10 Fate and behaviour in air (KCP 9.3, KCP 9.3.1)

Table 8.10-1 Summary of atmospheric degradation and behaviour

Compound Mesotrione

Direct photolysis in air Not studied - no data requested

Quantum yield of direct phototransformation Not determined

Photochemical oxidative degradation in air DTso of 17.635 hours (1.5 days) derived by the Atkinson
model (AOP version 1.8). OH (12h) concentration assumed
= 1.5 x 10° OH/cm®

Volatilisation from soil surfaces and plant surface (BBA guideline): <10%

after 24 hours

Vapour pressure (Pa): <5.7 x 10 Pa at 20°C (99.7% pure)
Henry's Law Constant (Pa.m3/mol): <5.1 x 107 Pa m% mol at
20°C

Metabolites not applicable

The vapour pressure at 20 °C of the active substance mesotrione is < 10° Pa. Hence the active substance
mesotrione is regarded as non-volatile. Therefore exposure of adjacent surface waters and terrestrial eco-
systems by the active substance mesotrione due to volatilization with subsequent deposition should be
considered.

Table 8.10-2 Summary of atmospheric degradation and behaviour

Compound Florasulam
Direct photolysis in air Not studied - no data requested
Quantum yield of direct phototransformation Not determined
Photochemical oxidative degradation in air DTso of 1.706 days hours derived by the Atkinson model
(version 1.92). OH (12-h) concentration assumed = 1.6 E-6
Volatilisation ;rom soil surfaces (BBA guideline): negligible after 24
ours

from plant surface (BBA guideline): 1.7% after 24 hours
Vapour pressure (Pa): 1 x 10-5 Pa at 25 °C (99.7 %)

Henry's Law Constant (Pa.m3/mol):
3.29 x 10-5 Pa.m3/mol (pH 5) at 20°C

4.35 x 10-7 Pa.m3/mol (pH 7) at 20°C
2.94 x 10-8 Pa.m3/mol (pH 9) at 20°

Metabolites not applicable

The vapour pressure at 20 °C of the active substance florasulam is 10° Pa. Hence the active substance
florasulam is regarded as non-volatile. Therefore exposure of adjacent surface waters and terrestrial eco-
systems by the active substance florasulam due to volatilization with subsequent deposition should be
considered.
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Appendix 1  Lists of data considered in support of the evaluation

List of data submitted by the applicant and relied on

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
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List of data submitted by the applicant and not relied on

Title

Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner

GLP or GEP status Y/N

Published or not
List of data relied on not submitted by the applicant but necessary for evaluation

Title

Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner

GLP or GEP status Y/N

Published or not
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Appendix 2 Detailed evaluation of the new Annex Il studies

Appendix 3  Additional information provided by the applicant (e.g. detailed
modelling data)



