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CpP9 FATE AND BEHAVIOUR IN THE ENVIRONMENT .
Introduction . @6
Isoxaflutole is an herbicidal active substance and was included into Annex I%f Directive 9@14 b@
Directive 2002/68/EC (dated 11% of July 2003) on 1%t of October 2003. L &@ ©®

This dossier contains only summaries of studies, which were not available a@jthe time o@;he fnex I

inclusion of isoxaflutole and were therefore not evaluated during #hed first EU\r@/ieyv\%f thig

compound. All other studies, which were already sub d by Baég@éor the Anné%ﬂl ingly sione @

contained in the Monograph and in the baseling dossier (Dgd89256-01) Frdvided by Bayer©
o by Baver

CropScience. @ $
p Q o & & @) &@
@ N L @ N \© 9 @
Intended application pattern & @6@’ 'Y %@’ S \% g§
The formulation is intended for use as a h&y ici&@agai@t brq@ leeed$‘d grass v%eds and

maize. The critical use pattern for this form&glatipﬁ@é s@arise@as follows. & S @j @§
e fsdbas
> > @ S

A
Table 9- 1: Intended application ern K\ X @ w\a© 6\9 £@ &7»@ S)
Crop Timing of mber afy Apgﬁcatim axim Ma¥imu ppl'c@ion rate,
application NQQapp% @interv@ i\§)el rage @Q indi@@aloé%ﬁtment
B R @ [d§1 @Q[L 1 © @© [g a.s./ha]
SRS N @ g isoggflutole
Maize, NS Q) SN Q AN
Pre-emergence BBCH 0(2@13 Q 1@\@ §@ 041> QD @q@ 100
@ Y
St ¢§ %@ © & \@ é N "\@
> TS e § SN
@ Q- © § Q @@ @
Compounds é@%@ssm thi&%oc ment \\ é\ S @

{ v
ve subgdance(€) theg@@ow@ metabolite re @ddressed in this document.
S o
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Table 9- 2: Active substance and metabolites addressed in this document
Report name Molecular formula | Occurrence . @g/ @6
Structure molar mass @ v
IUPAC name Other names / codes @b @ o
CAS name (04 N . §
[CAS registry number] L &
Y9
Isoxaflutole (parent substance) {% N N X
0 SO,CH, C@u F; N 04 Parent s@\s’ta Qused aé &@
359.32 g/mol @ test md#rial iall é\ﬁ o
Q@ N rep Q @Q}
Veold & 04
%, N L@ \ & Y
RGN S I N I
I NN 2 - Y A N
© &9@“ é\g @x b@ S S o
(5—cyclopropyl—1,2—oxazol—4-yl)-[2—methyls§})fony{—@3 @ afl t % Q> © @j @
(trifluoromethyl)phenyl]methanone (IURAC) | ¥Om §n3® Q\Q é\g N §
Methanone,(5-cyclopropyl-4-isoxazo {2— K\ é\g PARQ01772, é\ﬁ @ & Q
(methylsulfonyl)—4-(triﬂuoromethy@@leny&@- (9CHy § § §y %@)
(CAS) R & L Q &N
CAS no: 141112-29-0 @ v v D
. . (S)
Diketonitrile v % § S . ©
£ }Soil afobic

So&naerobic
% hotolysis
4

iotic hydrolysis

N .
RN
2—cyclopr0®l©carb y1-3< @nethy@llfon@%@j— ft@o\’

triﬂuorO@thylphe yl)—3-ox0pr@nen%loe { C)
ony

Benze ropanenitril@@-(cy rop 2- IS
(m: sulfonyl)—b-a@)—4—°(t orom thylé(@AS)@

CASno: 143701F3] <> A © O
. . A
Benzoic acid &

N
&7 T F2 048 Soil, aerobic
% 68.22 g/mol Soil, anaerobic
@7 HO Soil photolysis
>
N R
2-mesyl-4-trifforomethylbgnzoic acid (IUFA RPA 203328
Benzoic @ Z-QQe y AE B197555
(CAS) N %o Q Pyrasulfotole-benzoic
CAS 11@'142994:06-7 acid
w N BCS-AB49990

S 6 v IFT acid
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Report name Molecular formula Occurrence
Structure molar mass @ @
IUPAC name Other names / codes N §
CAS name S &
[CAS registry number] y § N f\®
RPA 205834 S
Enamine-amidine tautomeric forms: Cis Hi4FsNO4 S &% Soil, aerob'c© . § %@
O O SOCH 36894 g/mol <8 | Soil, anaggobic «
20 @Q@ Water/éﬁim@ é\g@ é@
| § Q& S R ®© é}
H,N CF, ¥ N & | O o @
IR I \ LN
& 2R N
I Q @ g}ﬁ @% 6@ o3 & % R
O O SOLCH, | @ Q & O &4
o S AN > S 0
R SEERN §
@ N 9 A Q 2o @ & Q
— N Ciix é\g Q\ Q}S\’ § @ @
HN Cerp N Y v S 2
. . R o B O @ O N
2-(1-aminomethylidene)-1-cycippropyd3-(2-nfgpyl-4- (WA83 S @ @© &
@)

triﬂuoromethylphenyl)prop@@ 1,3-dione (FgPAC) AE%692&@ &
N O :

CAS no: n.a. PR @ | HOSBY16134 ;6@ 2
Met 14 "~ AN % o S NS
o (e SIS @6 Ciufhe Fyp0s 8 | Photblysis, buffer
' N jgﬁ g/r@l © A
»
&S
@@@ © %@
mie?
) Péak 14, ©
enenitrile (IUP » A éﬁ o\© @\ “QE Codd None

BCSCode: None
pS;

CASno:na. 9 % (&@ AN
Met20 @ O ¢ .¢ © O @

Q - S 5@15 Hix F3 N O4 S Photolysis, buffer
359 g/mol

AV R
(2&42)—@01@%2-( Visulfony)-4; M20
(triﬂuor& ethyBphenylgtethytene } -356®ohex-4- Peak 20
eneni (IU&Sl © § AE Code: None
CAS.fo: ng)> h\% Q BCS Code: None

N .
& & T

&
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CPO.1 Fate and behaviour in soil
Information of this and the following sections (CP 9.1.1 and CP 9.1.2) are already given in the &A S
Please refer to the corresponding section in the MCA. > v

g .
CP9.1.1 Rate of degradation in soil 2\ § @@\ ©

%
For further information on the fate and behaviour in sm@ease refer t& MCA Sectlwxl pgﬁlts 7 @
and 7.1.2. Q &’ N &
© ¥ § 0
<©

%@
CP9.1.1.1 Laboratory studies Q'?Q}
CP9.1.1.2  Field studies w\? . \\ @

@’
CP9.1.1.2.1 Soil dlss1pat10n@tud%s % @@

For information on field dlsSLéfon Si';%,le @le@é e réfer 0\@‘) A Settion 7, poi@ A @ .
@ & 908
CP9.1.1.2.2 Soil accg%)lu tlon s 1es
For information on ﬁ@ acck@.l at;\ﬁ@studlg ple ref@ét@() M@ Segtion 7;&%‘[ 7.1.2.2.2.
o & & O
- ©
CP9.1.2 bn@m the sml% D o

For 1nf0rrnat10n r&lhty‘udleéﬁea&@fer @M ect6§ , p@k 7.1.4.
S

CPo. \1 Laborator d@
181 LabogaloryStidiet”

For information o ora %/ st S pl@e reforto MC

Py
CP9.12.2 @Lyslﬁter@-dle@ {@\ S &
(@) ~

For 1nf0rr&§n on ly51m§ﬁr s@s p@e refe? to ’A Section 7, point 7.1.4.2.

Y
CP9. 1§ Flevl@lea(%mg %ﬁdle@&® \Q§

Forﬁi’lformatlon on ﬁeld@acm@smdle%ple@ refer to MCA Section 7, point 7.1.4.3.

CP9.1.3 Es@ﬁatlﬁf ci%ce atlons in soil

New cal@%la‘u@ wer@per@‘-ed to reﬂect findings from new studies presented in the active

%

S&@fon 7, point 7.1.4.1

substang d@ ion \\*Fate and behavior in the environment”. In addition these calculations
co%®ereq%@% mo@’rec@b guidance documents for exposure calculations.
Ca ul&@s of predicted environmental concentrations in soil (PECsi) are presented below.
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Predicted environmental concentrations in soil (PECs)

Endpoints for PEC;i @§
Table 9.1.3- 1: Modelling input parameters for isoxaflutole 6 @® @
y N N &
Endpoint Isoxaflutole and mefdbolites A
Value used for modelling @) oy 2
\ Q,
Isoxaflutole ©) N z\g A @“Q
DTso [days] (non-referenced field DTsp) ayA RN @&
O
RPA 202248 @} &U é\g R @ @
DTso [days] ) N 53, NS &
Maximum occurrence [%] ol NS N> 9 WY
Molecular mass correction & &’ @M w1 P &U@ (\@y ° v
Q O N o W
DT oyl S TS v e T AP
DTso [days axintm injtial P alculg®d, therefore T
S T T e O ES
Maximum occurrence [%)] JUETS \g U 6297% @ NS
Molecular mass correction N @ & @ 268@%@ E f@ &
A Non-normalized worst-case field @50 from¥ix sets of field trial 2001@/[ 2(@@18 Ql%)
B conservative approach using a ]@eu o-tiﬁ@ DT@@@JJ) S & @ Q
€ conservative approach N (o3 @Q @ é&
D molar masses of isoxaflutol&and RPA 202 are 'dentic?%(2 & o\@ &
E molar mass of RPA 203328, dividegt by th@molal@mss of isoxaflutole SO s 9
o © K >
h S & @ 6@ & x% S
. N N
PEC;,i modelling roac@ § é% © & K\
@
Calculations wer sedéi a s‘lm%e fitst tle&ppro@ (E {-7 she@Q as@ng even distribution of the

compound in upper O

Crop interception

taken 1nt<§%’2:count depegdi
@ e

recomp@datlons of

D
§ QO

PEC;ou for 1S(@§ﬁutg®@and

%
\

m soil laye¢t A st

@ard&%ﬂ

v

ﬁe@@oht§ @

«§

For 1soxaﬂu§§e the%et@ﬂesﬁ&EA @248 @3\ RP®203328 were considered.
Y720 0

dex 51ty 0 g/ciw’ was assumed.
reduge the amoun%%f &c@npo d readhing tH®soil and therefore this has been
Wt@tage at a

atiof0’The interception rates follow the
dw, ter gul@i ce paper, (P@CUS 2002) for maize.

Repm@ 3; £2013;M-469725-01
Title; =\ i onm@ ntal sucentrations of Isoxaflutole and its Major Metabolites
N RP 4202248 and RRA 203328 in Soil (PECsoit) Following Application at 100 g/ha
@°| to Maizedn Eurdge
Document No: | M469835-0 k] (VC/13/007M)
GuldehneQ EU ission, @@O, Guidance Document on Persistence in Soil (Working
@ > | Dotument); 9188/V1/97 rev.8
§ @@ OCU 97, Soil persistence models and EU registration
$ @ €§$ CWS, 2002, Generic Guidance for FOCUS Groundwater Scenarios, Version
o) LIS
GLP:-© No (calculation)
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Methods and Materials: The predicted environmental concentrations in soil (PECsi) of isoxaflutole
and its metabolites were estimated using a simple first tier approach (Excel sheet). D@ed o

application data used for simulation of PECs.i were compiled in Table 9.1.3- 3. Q\ §

O
S &@ ©®
Substance Specific Parameters: PECs.; calculations were based on the DT@’of 2.8 days(worgg.case
of field studies; non-normalized) for the parent compound 1soxaﬂutol&j¥5urther com@und @oemﬁg@

input parameters are summarized below. v@@ @& @3\” \\ @@ @
o § & &
5 S Q& x
Table 9.1.3-2:  Input parameters for PECsoi for 1s0x£3tole and its @tahohges A < Q) &@
Compound DTso Max. occurrenc@f soil l%lar m%& \Molxlwﬁlass @@rre@ﬁ
[days] %k | Sllgmall YU O factor
Isoxaflutole 2.8 10 @ ;\a 339 W o . -
RPA 202248 53.4 N0 o By 959 VY o 1& &
RPA 203328 -e 1620 N 268%\ d 268/359 g
max1mum initial PECsi calculated, there@ no Q\Pso neéded & ~ N v
lar mass of RPA 203328, divided by$he mofas masgf is utolels o S ©
®mo $s 0 b m& @4’ 0@ ;@ Q) @
SEEN S
Table 9.1.3-3: Application patter‘@use(@for PE(%sml ca@latlo fi 1so®§lut m@Q 0\”\9
(@&
@ © @plwgﬁ%n Q MRS ount Reaching
Individual FOCUS Cro& Rate I&terval ]@z\fﬁt . 9 BBCH Soil per Season
Crop Dsed fo%))n é‘ Se@@ﬁ @ Y Intercepti@} “Stage C@ application
lnterce}g @% Sros 1% AN
[g a.s. 7ha) [da@] %] NS [g a.s./ha]
Maize — GAP N o) 2 YO - i
and simulation - Ze& © §X 19\@ § RS \g@ & OQN?’ 1> 100
@ @ SN N © o & U
NIRRT S
Findings: Thox an ) a@mum@EC &Valu@ or isoXaflyfple ang,its metabolites are summarised

in the follo@ymg table ”1?%1916 ma@@u@oﬁ @n an@’ong@rm P@soﬂ values and the time weighted
averag@ues (TW @aﬂu ¢ and its m§’001 are @Vlded thereafter exemplarily for 1 x
100 g a.s./ha. No PEC witfistime %tlmeﬁlghfed avg@ge cc&%entratlons have been calculated for the

<
bolite RPA 2 28
metabolite @ @ § %@’ - S
Table 9.1.3- 4@ (An@al) ]\’éﬁmumeECs\%@f 1sa@9utd€®and its metabolites for the uses assessed
@ '%ﬁso @tol% RPA 202248 RPA 203328
Uggattern & Q s&/kgl\q\ img/kg] img/kg]
- S
\%Ialze,l IOﬁ%a.s.é%'@ S @Q Oi%%@ 0.1333 0.0617
S NSRS
v
&4 <’
o & © ©§’
<D SRS
v O~ IS
S g TS
&« 8
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For information on water/sediment studies please refer to MCA Section 7, point 7.2.2.3.

&

m1§alis

rob@lineralisation in surface water studies please refer to MCA Section 7,

ation in surface water

Water/sediment study

IFT + CSA SC 480
Table 9.1.3-5: PECsou (actual) and TW Ason of isoxaflutole (1 x 100 g a.s./ha)
Isoxaflutole @ ©©
Time PECsoil TW Asoil éQ\ @
[days] [mg/kg] [mg/ " o
Initial 0 0.1333 S S \Q
1 0.1041 01181 Q
Short term 2 0.0813 _ 0.1052 D & 2
4 004950 00846 T <O oY g
7 0.0236% o 0.0633 @2 § v, &
14 0.0042 ST S P
Lone t 21 0607 ® 0.0255 ° < @
ong term 28 500001 F0R O o @
50 0.0000 @ . 06308 N\ |v,~
100 f§ 0gono N [ %}‘MOS@@@ %&’
¥ w <) & 7 S o
‘”\% \@ \@ bQ %6 § @j §@§
. . & Y Sohat N
Table 9.1.3- 6:  PECioi (actual) and T\%@mu O{Z@A %\00\4@48}1% 100 @.s./hQ\ f(@@ é\a S
Q Z} \ § %\“RPA%ng@gbe Sl
[ ECsoil @ T‘@soil @
@g;sl 9| 2 [@g] SHPGET
Initial SN 00333 < a2 D
b ol PS¢ 0.1316 < - 720.1835
Shortterm ¢ | Q2 ¢  ©0.1299 K 0316 2
~ 4 7| & odges 2012998
N Q) 19 O onig Y o 0.1275D
§© 5:? < \%?).iél% . QO 0.1219
& S 0. O | 1167
L@ ter{© < 28 00927 S @ @%1118
o O 4 & [ o0eop & 0.0981
S %@ G@100 ~ f@o.og@@* O @ 0.0747
% IS @ ©
S Oy SSHEBN
'S & .S &@@y)@©%\©
Table9.13-7:  PEC (actual) of RPA 203328 ggloo &a.s./ha%
g S |& DL RPA 203328
& O > Tgn@@ o BECai® TW Asoi
QL_C g Iddys] pmg/kg] [mg/kg]
A\ [ Initial O Q0 ©&° 0.0607
2 Y @ @ .
i N S
¥ Q
CP9.2 @ate and b avi@ in water and sediment
@ ) Y @
N Q) 9
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S
CP9.23 Irradiated water/sediment study @@
S
For information on irradiated water/sediment studies please refer to MCA Sectigy 7, point 7. @
N & ©®
g N
CP9.2.4 Estimation of concentrations in groundwater § L o
% o\ Q, @ '24\9

@
New calculations were performed, to reflect ﬁndings?vfrom newdies pres@i’%d i§he a@@fzipve &
substance dossier, section 7 “Fate and behavior 1n@§e environment”. In addlt@ﬂ the@ cal@ tlo%&

consider the most recent guidance documents for gXposure calculatrons.&)° @ S &
Calculations of predicted environmental concent Q ions in gro@dwa%gr (PE@W) arese&t%d below
® @ Q o & &

Endpoints for PEC,y w\% N \\ S S ©@ o §@
Table 9.2.4- 1: Modelling input para%érs kk}ox t@tole\& & %\ /{@Q ﬁé’ Q

Endpoint O7 S . 1sox§?lutca1e @nd g@abol@ N2

) . “Value nsed forafodellie o .~

Isoxaflutole N TS DN O 9O .

Aqueous solubility [mg/L] SO | 'S (A O 6.2020°C), ¥ 0o

Vapour pressure [Pa] N S S Qy 3.22%107[20°C), D

DTs soil [days] 2 P g7 §’ o 09(geomean) Aq> .7

Koe [L/kg] & @ QP98 menmPs o>

I/n & g [« 7 ISR NERN

RPA 202248 o) NI N

Aqueous solubilityymg/LR NS L Q €22660420°C) @

Vapour pressureé{Pa] S N & W 09°0)

DTssoil [days) & © QO «Y & 155\geopgan)

Koo [L/kg] & e : @y 349 (mean)

In N SO &Y Y O 08k

Formafion fraction @ &) S e R, orf

RPA 203328 N R N

Aqueous solubilityying/L] Q S Q ®) 110000 (20°C)

Vapour pressure (f@a] @ S RS @U 0(20°C)

DTso soil [day&@) QY ¢ |Y © O 0 11.4 (geomean)

Ko [Lkg] ¥ ¥ O S O 1.17 (mean)

I/n R 9 9 0. 649

Formatidif fraction , @ Q <

A Geometric mean ofQormaliged fiehd DTs¢from \)%atory trials (- 2013a & ¢, M-464596-01-1 &
164899-01-1) v g i g LK

B /&thmenc mearkKoc fr@gﬁa@e of sQoﬂs &©

eometric abpratory BjFso abor@jory trials a -
cG n&l ra @ lab I | 2013a & b, M-464596-01-1 & M
464592-01-

D Excludipgsedi \t O KN O

E Conser@tive $ cade) m@
RIS

PEC,w n@%)ellmg appr@h

The pcted environmental concentrations in groundwater (PEC,y) for the active substance were
calculated using the simulation models PEARL and PELMO following the recommendations of the

FOCUS working group on groundwater scenarios.
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The leaching calculations were run over 26 years, as proposed for pesticides which may be applied
@ﬂy ©©
every second and third year, respectively. The first six years are a ‘warm up’ period; only theast 2007
écentile of t&@ave@@
annual groundwater concentrations in the percolate at 1 m depth under Ditreated pl@aﬁo swere
evaluated and were taken as the relevant PECgw values. In respect to &h% assessmep\t@f a po enti&f@

a worst @e. The ef&etivN%ng-@‘- @
groundwater concentrations will be even lower due to dilution in th undwater 14er. § é\ﬂ &
According to FOCUS, the calculations were cond @%d based opdmean soil hé@-ﬁivesfe@ced @

@op intergptlon fl r@&we @ ar%)unt @% a

compound reaching the soil and therefore t?é%)has been tak nt%%co@epe@ingo gﬁathe gﬁ%wth
stage at application. The interception rates fajow thHgFO re meggatio able 9.2.4+2).
ge at app p O Qggsn 1 le X )

every year. The simulation length increases to 46 and 66 years for pesticides which are applie

years were considered for the assessment of the leaching potential. The 80®

groundwater contamination this shallow depth refl

standard temperature and moisture condition

: s 9O & &
Table 9.2.4-2: FOCUS groundwater c%@\in:il%:%tion@%\ahjei @ f($% éﬁ\@ (\&9 E @§
v C stagés, <
AQQ @% o ante@%btiqé@)] N §9 @ &
Crop Bare — Q eaf Ste y F ring’Y | . Sénescence
emergence . dgy%‘opm@ Selo on éé% @Q \Ripening
ANV U BBEH stage)> )
00 - 09 o 10619 & | gR0-395 ~ 40989 90 - 99
maize 09 D N5 §J 50 RN 90
@ S EENN
% @@ ©@o\©‘&% )
F TS e &g 00 ¢
CP9.24.1 Cﬁula&on 0&%nc&ﬁrations in@?ou@vatgr @
NN S @ L
Predicted en@@fn@al C@%entéétio @gr &dw@;er (P§ ) v
gw
g . 14% Q\%m N Q %@
For isoxa@%{}ole, the metabpolit @248@nd RP@ 2@28 {@ assessed.
Report: <« ‘ |3 I 2013;M:469721-01
Title: | Predicte Vir@@len (@onceirratidns of Isoxaflutole and its metabolites RPA
S e . e
P24 dR@%}Q in & ung}@ter (PEC,w) Following Application to
<D ' WVlaizeh Burope at\l@) g/hg
Document No: M-469724e91-1 (F/13/007L) o
Guideg@?} RQCUS.2000, SANC@R(321/2600
FOCUS 201, Genesl Gu@ce for FOCUS Groundwater Assessments, v. 2.0
GLR; No (&lculafon) & &
Q) Q

Materials anet aods:

isoxaflutol d

4.4.4) and F

its\aneta

weregg@pig&@ng@ e?i@—l
@ & <

&

pre@%‘ted Q%Vironmental concentrations in groundwater (PECgy) for
tes were cal@ulated using the simulation models FOCUS PEARL (version
OC@Q PE@O (@rsion?&ﬂ Detailed application data used for simulation of PECg,
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Table 9.2.4.1- 1: Comparison of simulated and actual use pattern

FOCUS Crop Application Amount Re&gfng {\6
Individual Used for Rate Interval Plant BBCH | the Soil pe easm@
Crop Interception per Season Interception Stag@ applica
[g a.s./ha] [days] [%o] @§ Ig as. /ha]@
Maize SAP 1 maize 1100 i 0 413 | Orx 1@
< @ NN & @

Application dates for the simulation runs were defined f?owmg the Qop event da@% of @res tive &

crop and scenario (Table 9.2.4.1- 2) as given by @CUS (200 @ rop 1nterc@ ion \@s t@n 1n@
account according to the BBCH growth stage, ammended by OS ( o @

6 YRS
o N Y
Table 9.2.4.1- 2: First application dates and l@ate%@form@%n f@oxa@ole a@used@r the .
simulation runs % Q @7 @&
32

. OMa o S §

Indlz@@ml gi&p W\g@ &g%gle mp&gat@‘% @Q é\g Q
N § %
S

O
o, %
Repeat %t@rval@f@’Ap% Eveng %@ry ye@ é
- Q
f@phcat&gn Tecl@lque@@ S@}' S S é

Abélute /§élat1v g %ﬁbsol@ M{\@ y\?@
§“ /%&p Date ™™ §

S
N IKS‘)Ma@ 1
Sth ay
@) S‘h &y
§ =
h M@
@ @ lst
S O 7"March
&@ ) @éipril
o
Further input paggmeters\for 11 isoxa le and its metabolites are summarised in
Table 9.2.4.13. @
Q 2 >
NS) @ 3l
Table 9.2 3: Substa% specifi¢ an odege atedipput parameter for PECgy calculation of isoxaflutole
and rt{ etabohites A ©\
\% Parameteﬁ‘\g &) ] Ghit 7] Jsoxaflutole RPA 202248 | RPA 203328
Molarmass ‘0 hlgmol]” [[ O 359 359 268
Water $8lubiljty, (2&@ [mel] DO 6.2 22660 110000
Vap@y Pres§uye (2 [Ra] o 3.22E-07 0 0
FrémidlickExponept o [-] O 0.935 0.876 0.649
Blant upfake factor S [-] 0.0 0.5 0.5
\%Tso@w@ @Y [days] 0.9 15.5 11.4
& [ Ko @” [mL/g] 79.8 34.9 1.17
QQ K& [mL/g] 46.3 20.2 0.63
S

&
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Findings: PEC,, were evaluated as the 80™ percentile of the mean annual leachate concentration at
1 m soil depth. PEC,, values for isoxaflutole and its metabolites RPA 202248 and RPA 2033@&1‘6 ©©

given in the following tables. Q\ g
@ @ @
S N Q
Table 9.2.4.1- 4: Maize: PECgw (PEARL and PELMO) of isoxaflutole and its r%eta olites RPA@@QZZ@d %
RPA 203328 (1 x 100 g a.s./ha .
(> 100 as/ha) e & N
Isoxaflutole REX 202248 @ RPX203%28 @ | @

PEARL PELMO PEARL PELMO PEARL. [ SPELMO é

FOCUS Scenario PECgw PECgw PECw PES: R PEOm o
[ng/L] [ng/L] /L] o gg;,g/u o | (R
<0.001 <0.001 N\ 0.001@° 200 | ©0.0849
<0.001 <0.001 S 0600 U 1068 L7 0329
<0.001 <0.001 9 010 0 @mvs o | 0328

<0.001 <0.008| [ @0.0369 | 0033 | &05739 | L9497,
<0.001 <0.90Y 0.007 | 0.0d00 [ O 0.084 g§
<0.001 <4001 - 0601 . 0001 080 AV 0
<0.001 &S00k [ Q00010 @001y | &001&]  <0.001
<0.001 [ &<0.0017 <0.0017 | <0.000 | ©70.020 | %.70.009
5 %) S O )
@ TS G Y
SIS AN @ ©
Conclusion: There are no E%ncems for. oun@vater fom the: actis subi@nce @i%%oxaﬂutole and its
metabolite RPA 202248{?accor9anc@vith use@atter@ﬁ)r th‘é@curr?eg@fo@ation. For the non-
relevant metabolite RRA 20 , thé&result®of tl@@imu\l@ionow&l a ma\)@lum concentration of
1.0 pg LN S @% @ § §’ Qo &
@ s .9 Q @ @
S QST N e 9 @&
The metabolite&ﬂ’A 328 %not@olog@lly Y:ilst,ive % as een deﬁred non-relevant during the
European rev@w Q@es&&@ Ann@x 1 %ﬂclusié@. Tl@ on-gglevan@ of RPA 203328 according to

Sanco/22°1@)00—rev.10?§igs als@es‘@d ir&ocur@ym N4 of @%’s submission and supported by
N

inform@n given in @EF@%M 1 on@tile re@e d@itio@h plants.

o o\ o °\

9 < & .9 & )

) S
2 @é ol ~ S @©
CP9.24.2 @Additionalfield fests O © @
L QOO N S S
No additional field testln@tlas@vure @g@ @
& N y R
@7 o Q N &@ ©\
v o Q
@ oo & Q
@ O é@ ~ @
L Q@

! Reasoned opinion of EFSA prepared by the Pesticides Unit (PRAPeR) on the modification of the residue
definition for isoxaflutole. EFSA Scientific Report (2009) 323, 1-26
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CP9.2.5

New calculations were performed, to reflect findings from new studies presented in the @‘a

Estimation of concentrations in surface water and sediment

3,

N

substance dossier, section 7 “Fate and behavior in the environment”. In addi@on these catlons

S

ve @6

consider the most recent guidance documents for exposure calculations. & IS
Calculations of predicted environmental concentrations in surface water (P%Csw) are pres©@vted @w. %
. 9
Endpoints for PEC © < SO
points for oW g @ @@ ©\ S0\9@ &@

Table 9.2.5-1: Modelling input parameters for 1s0xaﬂl§tole and its mz fabolites 2 QQ @@ Q)

Isoxaflutole : Q 20 & & © Q Y

Endpoint e Value used@sr moéﬁlin\%® & @

isoxaflutole N o G > oy .

Aqueous solubility [mg/L] Q VS 6.2 QUE) oo

Vapour pressure [Pa] > @7%) @% x 16 (20°C) S ((@ & °

DTsj soil [days] REE N DA A NIRY

Koo [L/kg] S @ & ATI8ER, & w §

I/n QLS & & 08y & o Y

DTS5 total system [days] <2 oy - % MRS Q 2

DTso water [days] Q - N @367 e oY

DTso sediment [days] a w1 o L @ £S8610005° O

RPA 202248 N e 0 X @Y e ~

Aqueous solubility [mg/L] & y@ S @y N 22660,20°% .

DTso soil [days . 15. 0

(geo—mear[l la%o]ratory) > “ § @§ @Q ) @ ~ %SQ @\Q

Ko. [L/kg] S g 7| T &N Q MIE N

1/n D O S & 4 0876 F

Maximum in soil ﬁ?ﬁ Q REES Q & IOQ\@

Formation fracm\@ N & @ w

DTy total syt [dagy] O @ N § 37

DTS5y water [days] R ™~ L 237

DTso sedimént [days] ,& ol 9 ﬂ 37/1000P

Maxinfim in water/seditfent [@5] N ®) % Q" 703

RPA 203328 NS N N

Aqueous solubilityying/L ] R Q ©) 110000

?Tso soil [dlays] 9 @ § @@7 0\% IS @V 11.4

geo-mean labggatory)O™> e Q Q o8

Ko [Lkg] ® V¥ (O a D 1.17F

1/n 7 S 9 @ -

Maximgt¥ in soil (%] © Q\J 9 (@@ @ 62.0

Maximum in water/s@mem\[%] N LW 10.8

Fogmition fraction™ N Q K n.a.

DTso total system [days] 5 . @ o &@ 1000

DTso water [day$] s & X | RQ 1000

DTsosedimgf[days] ) & v X 1000

RPA205834 v O & 9

Aqueous@olubiliy [mg/] &7 29

DTsossg\ﬁ [day@ AN Q 1000 (worst-case)

Koedb/kel @ o - 0 (default)

™ = -

Maxipaih in soil [%] 2.3

Maximum in water [%] -

Maximum in total system [%] 26.4

Formation fraction n.a.
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Isoxaflutole :
Endpoint Value used for modelling RS
DTso water [days] 76.2 € N §
DTsp sediment [days] 76.2 € D D
DTs total system [days] 76.2¢ & & &2
A Geometric mean of normalized field DTso from aerobic soils (-2013, M-464@§6-01—1) S NS
B Arithmetic mean Koc from a range of 4 soils and 1 sediment . § 2
€ Geometric mean, degradation DTso ¥ {*ﬁ %\ N &
D1000 days used for Step 3 calculations S @) Q\ @ &@
E Arithmetic mean Koc and Freundlich exponent from a range of 13 soils (excluding sedt) O é\” ®)
Arithmetic mean Koc from a range of 3 soils @ S Q Q @
n.a. not assessed @@% ) w@f é A @@ \(}
AR I NN
S @ 85 & O
PEC,, modelling approach N nggﬂ @Q Q@ & v @& @% %
. . , . @
Calculation of PEC values for the act@@sul&ﬁmce@ccor@ng t%ﬂ)CU@Q % §
. . 8 @ & o S QN
FOCUS,y is a four step tiered approa S w, S s C} QS Q
Step 1: In this, the most conservati%e ste@all nputs a@ons\i red.dy a si£ lo@g tésthe water

body and a worst-case PEC,y, and Cse%is cal%lated© O o RN

Step 2: A refinement is made &hereBy indi@ual@dir‘lﬁ@lnm@ wa borongdifferent entry

routes are considered. Scenatios gie\alsoﬁsid&red foc%@j OrthQ‘@Ile an&@)uth{%n Euro@e separately but

no specific crop scenarios@e defined. @Q @ . @ %,

Step 3: An exposure asSessmént u ing readistic @st—c& seenarios 18 ma§ The scenarios are

representative of a %ltur@' co ‘1ons@in Eugope a&:a% constder @atheré\aoil, crop and different

water-bodies. Sin@on&useﬁ@;moc&@ PRZ@?, O 4&d T%XSW@

Step 4: PEC V&l@g ar%ned&b\y c%sider%jg\nitiéﬁtion @asgor spéeific scenario descriptions on
2

a case-by-cas§a5i3© Q O « & ©© S @
5 (O % AN N > e

S & & & o o & "
A 2.9 & O O
Predicted enviro %ntal&conc@ati fisin %}face@%zater éECsw) and sediment (PEC;eq)
O (&

PEC,, and PF@C% ﬁ@x@ tole i %bo@s S

For isoxaﬂu@e, the%et@ites\@A 2@248,®’A 203328 and RPA 205834 were assessed.
NG

2
Repm@
Titheg,

N

I R

;2013;M-469717-01
Pre dOErota ncentrations in Surface Water (PECy) and Sediment

”,,\\ sed) @ IsoxatTutolédand its metabolites RPA 202248, RPA 205834 and

@° | RPA 203328, Ellowiiz Application to Maize at 100 g/ha
Document No: . FM-468717-04-1 (VC/13/007K)
Guidelingss™ =1 FOGUS 2003, SANCO/4802/2001 rev 2
@ @)@ FOCUS2007, SANCO/10422/2005 v. 2.0

GLPg ™ § -Wo (c#lpulation)
M@§ A . o .

erlal{% nd Methods: Predicted environmental concentrations in surface water and sediment
(PECS@d PECsq) of isoxaflutole and its metabolites RPA 202248, RPA 203328 and RPA 205834

have been calculated for the use in maize in Europe.
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At FOCUS Step 2 the application period was set to March to May. Details of the parameters used in

the calculations are summarised in Table 9.2.5- 2. @ ©©
‘@ v
: 2” O
Table 9.2.5-2: Comparison of actual and calculated use pattern (for FOCUS st%§&2) & S
Application t Re@hing@
Individual FOI?S IeJdS fg ::Op Rate Interval Plant ”\\%browth th& il pe@easm P
Crop Intercention per Season @nterceptlonq& Stage R appi'*c}ltioq@ﬂ @
P [g a.s./ha] [days] [%] Q| BBCH @, [g%%?s./hé ©&
Maize, GAP @} &U ‘*\a Q
and simulation maize 1x 100 % OQ s 00- IQ 1(@
. . @ & &
identical 5 Q Q @ & @

&

%

X

At FOCUS step 3, actual application dates \@ e de&mn&dﬁ %% A% es‘q@e a phcat%l tlmer)
included within SWASH. Details of the p%amete@ use(@n the ulations @ sumt@rlse@e V@

) &

& N
Table 9.2.5-3:  Application dates of 1s§ﬂu%l%for %&OC@S Ste&@calc@mr@ é\’ Q
& (7O L) ngze @Q} N § %@)

Parameter Q o o S 1 @g/l("@ ©@ S| o
PAT start datw&\@ \w\’ Y @ &@ @Q D d
rel./absolute v § & @ Absélute \@ &
Appl. metiad O @Q §@ o ground splgég§ @ y\?@
(appl. type) @ o| & 9 @Al\%) £ §
No o@p 1. %, N |®) N ~
Tl & SN
@mdgw rang@ QS ~ ©© @30 @
Apbl. 1Qt@val NN é@ 1 @& Q
N AN
App@lorj\\@ &@ & Ayl Dag &> PAT Start Date
\@ T el Orrapril O [ T 20" April
&@ N e 260Rprilt,” L |O 26 April
& O 2ehapil 26% April
wo « O6h ApRl O 9t April
O | S 1985Aprilgy 26" April
SR AV Ap 227 April
< A L D7 ARkl 221 April
@7 N J,@ 278 March 7% April
S @ @ "\
N Y e e R
Compound sp&@ﬁc input da Nare mar@d below for (Table 9.2.5- 4).
SET
o O & ©§’
S 2
NS
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Table 9.2.5- 4:

Substance parameters used for isoxaflutole and its metabolites

. & D
Parameter Unit Isoxaflutole | RPA 202248 | RPA 203328 | RPA 205834 N @§
Molar Mass g/mol 359 359 268 E} 361 @ @
Water Solubility mg/L 6.2 22660 110000@@ 29 & S
Vapour Pressure Pa 3.22e-7 - - - Q> Q\
Qo - 2.58 - -% . © 2 %@
Koc mL/g 79.8 349 417 NI
Degradation & @ @) Q\ %”\g@ &@
Soil days 09 | 155 Si4 %@m@ AR
Total System days 036 @ 237 4 1000 K7 76 S é}
Water days 036 =) 237 B0 Sl 362 S
Sediment days 0.36/1 237/10((% . @000 \@6.2 9 @@
Max Occurrence % %\ AR o\% R,
Water / Sediment | % <€) 75&5 Qé é@’ Q@ 25.4
Soil % - N g0 0 3 o @ °
* 1000 days used for Step 3 calculatignd °~, S\ S S
SIS ES e F
EH &y o & @@
Findings: & NN ®\ D @Q S %@9
Step 1 and 2: The maximum PEé%alué@ for s 1. 4ad 2 1V n@nt blesEelow.™
p gveg
SN GO S v &
§ S S O
Table 9.2.5-5: Maximum PECsw é 1 PE@@ Val@ for 1@Kalutol%an@s met&g@htes@ Step 1& 2
<N
_— FOCUS ls%xaﬂt{%ole g 1;{\@ 202@ RP%Z%@ RPA 205834
sepattern . enario | PECw » JoPEC ECo | PECieO @. PECsa | PECow | PECi
& [ug/L@ [m /L] D [ng/kgl | [mg/L] &lug/kgl [ng/L] | Ing/kgl
Step > 3108 7 2404 9\ 32507 KBO M548 0.18 1.02 0.00
Maize S S A Y §I@ Y
1% 100 g a.s./ha| N> @U {@gle @92 P 0.2%& 695 (@2.06 249 0.03 0.39 0.00
S-EU $thele | “0.92¢, | 044 lsd1.27a0 3.92° | 2491 0.06 0.54 0.00
S & MRS
A & @ Q . ,O

tables below. Ti

N
Step 3: The ma)‘;@ PE@SW an@EC @/alu ﬁor %kzvant%CUS Step 3 scenarios are given in the
dependent

this summary,Jecause) ey@%
Q

@C \Y es orgg verage concentrations are not included in

§elght
re ndbused gy the risk assessment.
Sy
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Table 9.2.5- 6: Maximum PEC,w and PEC;eq of isoxaflutole and RPA 202248 for all scenarios at Step 3

following application to maize (1 x 100 g a.s./ha) ¢ @
N @§
Compound Isoxaflutole RPA 202248 @Q o
FOCUS scenario PECen PECisc PECew @ PECsa Q\Q
[ng/L] [ng/kg] [ng/L] [ug/kgfb@ § 2
Bi (ditch) 0.524 0.074 VCQ 0335& o.@%sy I & o
(pond) 0.021 0.005 g1 9 7«
D4 (stream) 0.442 0.018 &Q S0016Q S (5%@
D5 (pond) 0.021 4 @023@ & 0.054 L) &@
D5 (stream) 0.446 Q011 N, 0,009 &@15 & @@
D6 (ditch) 0.524 5 0.0%0 SR TE 9 Q@a.m\% N
R1 (pond) 0.021 Q% N @ozzb@’ 0039 4 .
R1 (stream) 0363 <\ @029\@ Qs ~ 096 @ o
R2 (stream) 0482 V| ooz O 18 N Q" =021 $
R3 (stream) 05132 LS 0 N 0061 S Y S S
. 5] N S .
R4 (stream) 036° & 00 4, 00 S 0 ©

Q S o & I .

Step 4: The maximum PEC$nd Pl%scd Yatues for 1soxa%uto§'for refevant FOCUS@tep 4 scenarios

and different buffer zoneggre giggh in {be ta @% belo@? Time- We@ed @oncentrations (7d-
TWA,y) are included in"this s%‘lmary,%eca the@were @ed in'the rigk ass@wnt (for 5 m buffer
only). é\ﬂ @7 % @6 °\ é Q& ~

& o &y <

9 < & L@
Table 9.2.5-7: § @PE svand 7dZTW Aw valires and@Csed @\Isoxaﬁutole for all scenarios at Step
foll %e

g a&phcatgn tom ¢! gél»ﬂo gés /ha)§dlffel%nt buffer zones

@’ L, AN X
. Gmpound s %@ f(@% & @isoyf\@utole@,
CFOCUS scerario | OPECa | « PECD" | T TWAGY | PECo | PECua
Y gl D [nglky] [ng] [ng/L] [ng/kg]
Buffer@© (&@ Ko @\’m ™~ @ 10m
D3 (disch) O [70.178 | ©0.028° | @6.0170 0.091 0.013
DafPond) © & 0:019 ) 0.695 £ 0.0056 0.014 0.003
(stream) 86 @%’ , G208 %@ 0.00203 0.099 0.004
4Ds5 (pond) =2 | R0.019 &Q.o%\ 0.000077 0.014 0.003
%, | DS (stream)®> Oo.@ {7 0ges 0.00121 0.100 0.003
N | D6 ditch)y @ 72 Y o 0.000212 0.091 0.013
R1 (p&id) @0.04@@ @0.004 0.00210 0.014 0.003
R@tma % é 0.53 @ 0012 0.00395 0.081 0.010
R2 (stradin) O 203 g 0.009 0.00259 0.107 0.005
AR5 (st@hm) Q0.216 0.023 0.00992 0.114 0.013
o[ R4 Gotreamys S 0182 0.041 0.0194 0.182 0.040

Q© a v@@%t—casg@ d—T@ values

&




8 . Page 21 of 21
Bayer CropScience 2013-11-25
R

Document MCP: Section 9 Fate and behaviour in the environment

IFT + CSA SC 480
& D
CP9.3 Fate and behaviour in air %Q\ N
For information on the fate and behaviour in air please refer to MCA Section @oint 7.3. &@ @@
g

CP9.3.1 Route and rate of degradation in air and transpo&i%fia air

NS
For information on route and rate of degradation in a’@band transp via air pleds re@ to 1\@ @
. . R o S S o
Section 7, points 7.3.1 and 7.3.2. g Q %, SENS)
@ N o R O &
) Ve & & <
CP94 Estimation of concentrationsfor other l@ates oFexposur N\ 2 @@
et iBhcdaRbordiny é:@’ AT
There are no other routes of exposure if the uct gg;usedaccording to gond agficultural pragtice.
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