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I1A 6.3 Residue trials (supervised field trials)

Numerous residue trials have been conducted to support the use of BYI 02960 in/on various crop@ln @6
the Annex II dossier, submitted in May 2012, only the so-called "safe uses" (lettuce and hops),@ve v

been described. In this Annex II dossier further data on additional crops are sgbmitted besi%@theQQ
"safe uses". v S @
R QO & 2
Va S i ° N
General remark: %J @ Q) NS @ @
§ IS S

SN
In this summary section (KIIA 6.3), the name DFE@WHI be use@or the meta@ ite 3%02@%- @q}

difluoroethyl-amino-furanone, which is relevam@w tested regidue @nitio& @) © @§
o v 6\ °\% ‘§

MR A N
Name Metab. No. Standerd ”%ssié%nar@%" b@’ § & % .
DFEAF M34 B{%@Z%(@iﬂu&eﬂ‘%i&;furag@qe o & o

S
NG

S S & o ¢
I1A 6.3.1 Residue trials in{he E{;}% \@ 6&9 §@ @@Q @Q § %@)
Q O N
@ &@ @’@ S @® @ (S @© &
> "SAFE USES" (Lettucend Hops). N A S
o © S o @ b SIS
IIA 6.3.1.1 Lettuce\ 2) § & o %, Q Q&

X N © 6@ °\© kN c&% o @
BYT 02960 (comm %ame:%up w\ﬂif e) is§ be @isterec@n Ededpe f&s\use in lettuce. Euro-
pean residue dataﬁm@ crops are th@refonresg?@d betow to Suppartthe intended "safe use".
Use pattern (G@ in@natior% including @ Euggj&s?an "agrim@al use? as well as the "home &
garden use" tosbe s1§0rt&43 s summarized in Té@ble 6351.1-10 @

2 N .

N ) > @ o
Table @ A-1: Use&tter&GApﬁor he spr@%pplsi@ ion @BYI 02960-containing formulations
i@a 1et@%e in @roge@ ﬁel@\(nm&em and Southern residue regions) and
S 2og

@ees{%uses@ @7&9 % o @@

9
N Q .07
@@ |©Q @QNQ¥ \Q Ang@?cat on rate Water | Interval | PHI
Descri&ion FIGO @s tre@ent 7y per season volume
@ .9 Q O (g @./ha) ™ (g a.s./ha) (L/ha) (days) | (days)
, OFF & 1] @125 N 125 200-800 - 10
”ag&é%ﬂtural" use* 5 S - S
Gyl o [ Ry 250 200-800 10 3
"home & garde}zl@@ Ft % 2 @@ 5 250 200-800 10 3
* agriculturak@based&ﬁn SL formuTagion
** "home & en'" uses with a 50 farmulati vailable to the general public via retail sale)
+ usesin l@%h the r@@%m an@outher@sidue regions (EU-N and EU-S)
<< O

In or{&' to @ort @Eyﬁfe use" of BYI 02960, sets of GLP trials were conducted in northern and
soc@?ern @opean@leld@nd in greenhouses in 2010 and 2011. In northern and in southern European
ﬁeld—@n lettuce, BYI 02960 was applied twice as an SL formulation (BYI 02960 SL 200,
containing 200 g/L. BYI 02960 a.s.), at 10-day intervals. For the envisaged agricultural use, samples
were taken immediately prior to the second application, thus representing a 1-application, 10-day PHI
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use pattern. Further samples were taken subsequent to the 2™ application, with an envisaged PHI of 3
days, reflecting the intended use of a retail-sale formulation for private home and garden use.

©

&
In the greenhouse trials, BYI 02960 was applied twice as an SL formulation (BYT 02960 SL 2§i §
10-day intervals, with an envisaged PHI of 3 days. S @ @)
@ Y

D

Residue levels of BYT 02960 and its metabolites DFA and DFEAF were an%lyzed indiyi@%lly@ %45@
summed to yield the calculated "total residue of BY1 02960)'. The mostéritical residu@ﬁeve@\vere@)@
observed in the greenhouse trials, in which a highest totXesidue val§Q (HR) of 6.@Q%g/k§as é\g
determined. The STMR in these trials was also the l@hest for ané&get, at2.2 mg@. R @© @Q}

’ N
&’ @
N

@

&

Q(@'

The number of trials conducted for each use desc

L &
rmatggn on%@o g{apﬁ?ca
& &

¥ T A

e 1§ ge@grihic
“d S

bed above @cl. info 1 #6gion
. . . . . y v R
and vegetation period) is summarized below é&tableé@.l.@— . @% %
v
o @ R @
Table 6.3.1.1-2: Overview of Europea&%&dl&%&iﬂ%%ndu%j@d in &%}Jc al're
. . coag Y 1 @
region" and vegetatidf period, ingluding-key re uls w Q
oty ndfingly el &

©

Y

€

.Oftl@ls ~ esi lev >
V@et. pg{f@d @@% q kgg%§

Dossier ref.:

TA
6.3.1.1/...

Use description
(cf. table 6.3.1.1-1)

Mo
A=

Region

&

2010 [2011 s
@

trials in EUROPE A

EU-N
BU-S

01, 02
03, 04
05, 06

Y
@57
N
B3

- 23
102293, 11-2082
S 222

102913, 11-2071
19-2212, 11-2070

86”

QN

A
SN

(22

CHN 2

"agricultural" use*

V)]

<

(@&

D

10-2223, 11-2082
10-2213, 11-2071

N 01,02

03, 04

&

G
%
uh & d "k
ome & garden @@" E;S

ol
NF4

]8&
A

\»)
S= s%?l{em EU field, G\%reeph@e N ©
e hea@mples t@en at @HI of l@fiys (field uses) or 3 days (greenhouse)

EU-N = northern E@%h'leld
*  residue lev@ﬁ shown based g&total reg'&g s in |

** resid Is shown based@g total ifettuce head ken 3Q°PHI oFS, days.
resi @e s shown ?se@ @n i ;@uem ce@ e:l silmé@ta el%% Q\@ ays
S O s & 3
Northern Europej%szdg regi %\ 2og &)
TR S &
@ QO & ©_ o O
Report: O [Ki1A 63:1.101; [N 2012
Title: % Determmati@%f thdue $3f BY1 92960 in/on lettuce after spraying of BYI 02960
@7 SRE@O in t@ field inthe @erlgws, Belgium, France (North) and Germany
Repogt No. & 162223, ated %bruar@, 201%\#
Docwment No.: -42@%2-0);& Q @Q
@ o 2 o
Report: O |KHA 6&1.1/02, 2012
Title: && Q\Deter@natio f the YeBidues of BYI 02960 in/on lettuce after spray application of
(\@ @ BYI1©29608P 200 in the field in Germany, northern France and Belgium
ReportN®. & &7 osz&lﬁted February 23, 2012
Docuient N& -425941-02-1
Z
N
Guidel@é (applies to both studies): Directive 91/414/EEC, residues in or on treated products, food and feed
GLP (applies to both studies): yes (certified laboratory); Deviations: none
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I. Materials and Methods
Nine field residue trials were conducted in the northern European residue region, as follows: @o S

In 2010, 5 trials (Netherlands, Belgium, France, and Germany [2]) were cond@d to support@% usey)
of BY1 02960 SL 200 in lettuce (] & [l 2012. K11A 6.3.1.1/01). Th@®lettuce vari fids useq
were either closed-head (3 trials) or leafy (2) varieties, as per the prevaili&%EU guidalgc\@t t}lﬁ@ﬁle.%@
Two applications were made at intervals of 10 days (9 inds#e trial) at a@@)minal rate .62§\§/ha, @Q @
corresponding to 125 g/ha BYI 02960 a.s.; the water rate was 300—6@4&& reﬂe%@g 10ra@e in &
the trial regions. All treatments were made at the scligduled rateSQ& . &© R @© @q}

N @@ R & @}
Four further trials were carried out in 2011, in France, Belgi anglé&erma@’ (2),@ complete @

data package (i}, 2012, K11A 6.3.1.1/02)@%%&11 1@%%2@;16&6 sed§ e 16@ (o%n\—heag%b
varieties, in order to comply with the upco%ing réﬁ’sion the guidance @ this &op. a%
application parameters were as in 2010;qwater sates rz(f)@ged fr& 500730 L\ . A%gm, E?lilg treat@ts
were made at the scheduled rates. Q@ (Ei%\ é\g @ w\g© é\ﬁ @ & O
© . @
G R § > § %,
Samples of lettuce heads were takien immpediately prigiyand @se ent t@é@ ﬁ@appl"iﬁation, and at
several intervals thereafter ( 7&?\914 da)@%j aﬂ@%reant i 10 ard 2 tri respectively).
The envisaged PHI was 3 days. & @@ @x & & @@@ &
D
The samples were ar%gyzed the@)aren m doa§ ithgth&bOfﬁéS ]@ and DFEAF using
methods 01304 (2010 trial) for.dhethodydetails; cf. KJIA 4.503) o 01242 (2011 trials; cf. KIIA
4.3/05). The respgetive &Qsof@he @nal{es w .01&02, @d 0.0&zmg/kg (all in parent equiv-
&\ ~ N @ L
alents). @) @\ & N &
© o & & & b &
SIS N .9 S @
N 2O N
K2 “ %@ < I Finditigs @ @
ST P
Concurrent recoverigs of 2960 and@ mef&bolit% DFA@ad DFEAF were obtained from
NN . . X : . .
samples of lettucgead% hlsg@plgxﬁiategg@ls rep@sent@;ve of all sample materials collected in
v - QIR
o N P.U S & @
V00O )
The recov%/ samples for@are@nd Af &gere spiked at levels of 0.01 mg/kg and 0.10 mg/kg, as
well as @, 1.0, andgg@ mg/kE (expressed@ BYHR02960 equivalents). Mean recoveries were all

within acceptable g@es @104@ RSIZ@&of %\larger validations sets [n>2] 2.2-10.7%, n=2-15).
N D R

these trials.

. . & @ %
Fortification 1&@15 f r@@re 02 kg, 0.05 mg/kg, and 0.50 mg/kg, as well as 0.20, 1.0, and
5.0 mg/kg ressed in 02960 equigalents). Mean recoveries were all within acceptable ranges
(90-98%RSDs @Eéfhe lafger @datior@sem [n>2] 4.3-10.2%, n=2-12).

N | | | |
Details of rer@ta ‘&shown in table 6.3.1.1-4. All trial data are summarised below in table
6.% .1—3@ b and in gr§er detail in the Tier 1 summary forms. (Residues of parent BYI 02960 as
well a@ metabolites DFA and DFEAF are expressed in BYI 02960 equivalents. From these
individual values, the "total residue of BYI 02960" was calculated as the sum of these three analytes,
expressed in parent equivalents.)
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Relevant residues of BYI 02960 were determined in lettuce head samples taken 10 days subsequent to
the first application (immediately prior to the 2nd treatment) as well as at various intervals after t@o S

final application. Analyses showed that total residue levels declined with time. ®\ Q
. N & QS
"Agricultural" use g

D
Lettuce heads were taken 9-10 days after the first treatment (before the ﬁn’a%treatment) i@%de§ ‘2”5@
represent a 1-application use with a 10-day PHI, as is env@ged for geal agricultum\lse{n\
northern European fields. Total residue levels ranged frx 0.07-0.83%ng/kg (n=9,@edia§
> R

0.23 mg/kg). o IS S
&
ek @ R . ©

S

"Home & garden" use . .
On day 0, immediately following the 2nd an@nal t@@a’}[me% residue levq§’in l@ce heads were
between 1.5 and 4.1 mg/kg (median 2.6 mglkg). @ﬂday@ﬁj— th@HI f(@ho e &

levels had declined to 0.14-3.0 mg/kg (&E@), \zsifh a m&%’ian value 0&6%71 m@kg. Residues contiued

to decrease until day 14, the final sangmg @i%ﬂt, v@@l lex@% ra%@i frg@qﬁ).o 0 g (154,
median 0.10 mg/kg). &© %,& \Q § \@' @@ S § %@)
Ve & > & 9.¢ S
@ on\&usi%s@iettw@ noi@ern@ ro@ge@ S é

Q& @ AN S N R @
In order to support the usefn the EU ofg 102960 in le%juce, 9 Va]@@rial@ere @Q%lucted in the
northern European residug regidn in the yeaps Y01 -@ 11. @ I %960 w%app@ twice as an SL 200
formulation at an ?@?@% substance fate of @25 g/h@yper t{@}tmen@ Thépplicéﬁon intervals were 9-10
days. All applicatiosis weke at th iYed rates, an trial§were, condugged according to GLP.
y pplicati e at thepequit e @gzl@ % @@g g

Th-®©.@@§\§.%@& SIR
e envisagedyagriegitural @se" néminally all%ﬁr 1 y a g/@a and a PHI of 10 days. To
evaluate thig)use, sa@{ples tvq\\v”ere téken jl%t pri@@t@o the®@nd a 1icat i.e. 10 days after the first
treatmept>For the "ho@g & @en @' , samples Were tdken in@ediately after the 2nd application
and at giral interv%@thefe\a er,@clud@?he"egvis%ée%PHggf 3 days.
§ A NS N ;@, S 5
Samples were an%iyze@r t ele\@ resai@t’es ofBYI 02960, comprising the parent compound and
its metabolit@Fd D@AF&\T e regiduesqQ] all three analytes were summed to yield a calculated
"total resi%e of BYI 0229@". @ re (é t@?tria%lg@presen‘[ed above demonstrate that:
. N

- tql\gjl residues ofv;@ I 02%6% di@pate@}apid@n lettuce heads, from levels of 1.5-4.1 mg/kg on

day 0 after the final t tmeé}to 0.14<3.0 kg on day 3 (PHI for the "home & garden" use). The

respective &@@ian valuesgyere @nd @1 mg/kg.
N ~ @
— tenda after@ing@ppl@ﬁon ofBYI 02960 SL 200 representing the envisaged "agricultural"
use ~{yotal due%level%@ged from 0.11-0.83 mg/kg, with a median value of 0.23 mg/kg.
@’ @@ @ o v
S

&
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Table 6.3.1.1-3a: Application scenario in residue trials conducted in/on lettuce after spraying with
BYT1 02960 SL 200 in the field (northern EU residue region)

Study No. Application
(CTrial No.) °\§y
ountry
Location g;(;p FL No. kg/ha kg/ S GS v HS
tety (a.s.) (a.s. IS (@i@)
Region Q <
Year P 2> O 9 A
10-2223 lettuce 200 SL 2 SF0.125 @@ 0.0417 @@8 § %3%@
(10-2223-01)
Netherlands Gisela, o &© O Q §
@ Q @
° | Butterhead ) R o S| & © &
variety Qb@ @ Rz R \© %@) @@
EU-N o R I N
2010 o %?@ ®§ & @%&\,\?’ o ®\
10-2223 lettuce 200SL 0. 0250 8 @) 34°
(10-2223-02) W\% 1T \@ 6@%” A ©é é @
Belgium Lucan, @} . @} & & N N % §
B (suched o 0| s fN oo [ & & SN
variety o D % Q\Q < \@’ E}@ D § G
EU-N S © N
2010 @Q \\2@ & (§© S NS @@Q >
10-2223 lettu 00 SL 0.1 0.0208 28 3
(10-2223-03) ;;\,.@ | Ol o & 2 O
France Abggo, © N % N %
°B$ltterl%ad ) § @x Qv %@ )
EU-N varietys 2 O | . S) é& o\@
2010 S T & e S0 Q&
(1100._22222233_04) § leuee, & %@SL\ O @ é@@n%& %@417 43 3
Germany @ “Cavernet @ %& N § R
M LolfProsso.d & 2 @Q ® %
o/ loose 1%&@ @% 0@ @" @ @%7
%ariety@ & 1 N\
10-2223 .Y letiyced 206SL [ P2 7 ed2s 0.0313 48 3
(10-2223-05) OO | &« &), O v « | =
Germany N hloe @ %\ %@ S S
QProsso D N S
©%—oo@ eaf. q ©\ . ©) @
EU-N © v A Q &4 D
2010 = L 9] @
FL= forﬁ@ition °\L 7 Q GS i%?)wt@ﬁge (BBCH-code) at last treatment
EU-Negg northern Europ§ @ s @’\ @ @
S ¥ & N Q Continued on next page...
@" SIS
$oan <R
& %\% N &
& &EF
O Q
N @ o
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Table 6.3.1.1-3a (cont'd): Application scenario in residue trials conducted in/on lettuce after spraying
with BYT 02960 SL 200 in field (northern EU residue region)

Study No. Application @9 @
(Trial No.) N $
Country C S @\H d
Location VrOP FL No. kg/ha kg/ GS 5
arlety (a.s.) (a.s. (@i@)
Region &% § § %7@
Year P P N C A
11-2082 lettuce 200 SL 2 S 0125 @0.0208 | 48 3@
(11-2082-01) o S @ S NS
Germany Aleppo @ N q Q @© Q
B | S Vi & & A
bionda, Qb@ N ) \© <) @
EU-N loose leaf “ & @6@’ %\ %@’ (@ o\y\’ §
2011 variety @) @ 2 S Qp o
11-2082 lettuce 200L o2 @ 0425 Qb.ozéo 8 éy 3¢ °
(11-2082-02) o Ny SO @
Germany Kitara Lollo | & . @} & NN (w\’ %, §
B vionde, |0 | o [T <O o IS
et B O S & O & &L
oose lea NN o §© S G
EU-N variety @ o S D @Ci @@ @? O\%
2011 & \\2@ e (g U@ TR @@
11-2082 lettu 200 SL 0.1 0.0208 % 3
(11-2082-03) ;;\,.@ | o e o 2 o O
France Qusnty © N) ) v N 9
[ T O R N N I
% i < |0 x> S
chen &@ O > - é& s
A (o R S A
NY &m \Q 00 SD™ $ 0 12@; %@%167 48 3
11-2082 ce . _ )
(11-2082-04) @© S - & % %& @Q § *0.0167
Belgium Q @J@ FQ%@S, N 9 o Q @
B | o variay | O S O gy
S SRSl SRR
EU-NAS g .o o |9 AN S)
2011 D e ] N

S,
- . JQ% = = = Q
E;Nfir?:rli;: Eu@r/gpe § Wthé (BB%? ci(z& asg me@
¢ & © S @

. Q
O © §© Qe D
S\ § R R
o\ ©\
X § S @ @} N
S FN @Q &@@
@* N
@ \%%é@ §@Q
%o Q
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Table 6.3.1.1-3b: Results of residue trials conducted in/on lettuce after spraying with BYT 02960 SL 200

in the field (northern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 @9 &
(TrialNo) | oo | oo BYI 02960- S
Country difluoroacetic diﬂu@})- tot idue of
analyzed | (days) BYI 02960 acid ethyldmino- BX] 296@1‘
GLP furtinone A o
10-2223 head 0* 0.20 <0.02 %%0.01 o o3 P
(10-2223-01) 0 1.9 02 V<001 (b 20 &
Netherlands 1 1.8 .02 @ <0.01 ©\ 1.8 @ 2
3 0.58 002 R<00L @S0 O
GLP: ves 5 0.34 @& <0.02 <0015 1Q N
4 7 0.22 <0.02 Q ,<0.04Y 25 @
10-2223 head 0* 0.08 T <0.02 @’ <0 O 0.1
(10-2223-02) 0 1.7 Q<o.g§§ : TN & IR
Beleium 1 0.43% &’ <. M %s0.01 ~ (M6
s 3 03790 2 @ b@zo.oa@@ o 0.40
GLP: yes 5 084 @ 02 Q <001 © @.3
7 Q\QQ. oo | L S<0.02 gx 01 0.
10-2223 head * "
(10-2223-03) - 0 @(1)';%1\ LY s ~ "\9<8'01© S
& AR |
France 1 . 229.02 LS <0 ¢ 1.3
3 @ B8 S| 002y O @il O 0T
GLP: yos 5 0529 @© 0@ 9 2800167 [T 05
7@ 046 > 0D Q 0.0% 0.50
10-2223 head ar <0027 |9 <%§81 © 0.40
(10-2223-04) &0 é% J @ 0.02 @) 1 ¢ 1.8
Germany é% @1:(1)§ O 2%@ N NS 10
GLP: ves 5 %@ D 087 O 002 é% « <00 0.90
1Y Q X 6 & =002 S 01 0.69
WU AN 3 Q
10-2223 head>™ [ 0%, D . 0N0.8 Q7 <0 @0.01 0.83
(10-2223-05) @5 S 0 & %4.¢§ N @ | <002 4.1
Gomary 45" S| LT & a8 <) R | o i
. [/ . .
Gryes | O %S & %0.83‘@\@ > <0.02 oo 0.86
SYes, ;8 75" @90.65 <0@2 <0.01 0.68
11-20828 head o1 @) 049 - q w0.02 O <0.01 0.22
(11-2082-01) 0 VRN 0.0 <0.01 2.7
N v &
Germany § 3 8 15 & | o % 0.017 1.6
7 0. 28 <0.01 0.56
9 P § > 0»5%’ 4 9020 <0.01 0.16
GLP: yes @Q 0y &) 43 ol Y : :
Lo S @& | D73, 0.024 <0.01 0.11
11-2082 head ~ [0 11,9 | O <0.02 <0.01 0.14
(11-2082- o 0 § @’ﬁ?’@é&@ %@ <0.02 <0.01 2.6
German ) 0 . <0.02 <0.01 0.14
i ;Q N 0033 9 0.022 <0.01 0.065
, g v .03 0.027 <0.01 0.060
GL es o
LN D14 & Qo.m@ 0.027 <0.01 0.047
DALT = days aft @ast treatment S @@) Q
* prior to last ty ent\ § Ry @
R Q 1, Q Continued on next page...
SN
¢ & 9§
@’ @@ N o
& & TS
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.1-3b (cont'd): Results of residue trials conducted in/on lettuce after spraying with
BYT102960 SL 200 in the field (northern EU residue region)
Study No. Residues (mg/kg) expressed as BYI 02960 @9 @@}
(C];)rlll?lltll'\i’o.) Portion | DALT difluoroacetic B;glggg? ] tot S id i@fj
analyzed | (days) [  BYI 02960 i ethy@im_ B 0296@@1.
GLP: furanone &2
11-2082 head 10 5.6 <0.02 w001 O & 7
(11-2082-04) -8 2.0 €0)02 &Y 0.015 2.0
Beleium 5 0.63 028 @ <001 &7 & 060 @
g Q L N
2 0.35 0030 R <001 @ | &0 o
GLP: 0% 0.25 @ 0026 & <0015 IR 8 &
$Yes 0 2.8 NS 0022 QT L0t | Q8 @
3 043 of 0.028 o’ <o§ | ¢ 04k
7 0.22 0.0 . %0 NS 0
10 012¢ | &° 0. ST S RO ¥
14 0.050° |@ @025 & @Ko.og@@ . 0.093
DALT = days after last treatment @'@ @ Q ~ © REEN
* prior to last treatment (\a% \o\ \\ S %% § % @j §@
N N
RN %@ RSN > S
PR &
Table 6.3.1.1-4: Recovery data fopBYI 02950 in lettuce N R
ry @ 5 @fjp g@ @? &© Cgo\@ @)Q
Study No. @ % ( O ecovery (%)
Trial No. 1 s Y Fm% N @ﬁQ 9 @ é§
Crop Portien % a.s@Q n g?aglon S N & o
o .
GLP i‘i@b‘/sed O metzbo g@( L . Individud> Min | Max | Mean| RSD
Year Q| S @ gé@ o recoverfes |
11-2082 lettuce N’ hea@dy @029@0 @@“ o1 |@6;1 & 106|111 109
< B S P @.10 @ 104:105 104 [105 | 105
11-2082-01 S |\© Ny 20§@ 1@& & 119|119 119
i 2 I PN e R
11-2082-04 120" o o | © «F 7| & 4 114|114 | 114
GLP: yes (o X o lsverat P wl 104|119 110 5.4
o1 N diﬂ@gaceﬁc\” 20| 0027 | 89109 89 [109 99
A & e @%Q©©%o©
S O B O {J2 [1020 8106 98 |106 | 102
N SENEN @ O
& | § v LI P40 (102 102 {102 102
@ R @Q o S & 1@§ 102 102|102 102
O G O - A6 |oyerall 89 |109 | 101 6.9
< SBYLH2960- © 2, 001 |114;123 114|123 119
@7 19 Q difluoroethiyd- |-«
N % aminofuranone 1O
O Y @@ . Q @@ 2 | 0.10 |108;109 108 {109 109
R Y @ 1 |20 107 107|107 | 107
& e § %, 1 | 8.0 116 116 |116 116
s N d 6 |overall 107 123 | 113 5.4
& o 9 &
Y § @ t§ Continued on next page...
& @ Iy °
¢ g v



Page 12 of 604

Bayer CropScience 2012-12-13

Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.1-4 (cont'd): Recovery data for BYT 02960 in lettuce

i)ﬁg:ﬁ/ é\’: Fortifi- Recovery (%)O\@ @@
Cro Portion a.s./ n cation Individual @M M %fl @jRSD
GLP P | analysed | metabolite level ndividua n VG,
(mg/kg) recoveries S . Q
Year NN
102223 |lettuce, | head |[BY102960  [15 | 0.01 [79:87;10250 [ 79 ] D17 [l04 7 107
head @ |106; < O @
10-2223-01 & 107;1082410; Y @ &
to 116;92:97:107; @ S é\a o
10-2223-05 @ gttt | G | QO 4
GLP: yes % ! ° § 9 ¥ SN
2010 571 010 @8;99;9@@’32;93 st\@ 9% %? 22
« |2 050 SP103a06 O g 406 | =105
O 2.4 105 |ompa g 1 94 93,
LY Q 08 90 9 o
o ¥ O So
o 26 @venall T &7 7| B 5917 S0 | 105
dlI@(oa(&iﬁs 12 082 |9 '2'31;94@?697 é@é é@ 116 98 10.2
S N §%6;8;95 of S .2
R % Gy Qoo € & |
d 7 @ o 05,7 90,9498 & |90 8 94 43
SN e 27 00 |2 o @§2 @ 94 | 93
o & & ds | 0 %3;1@90;9@( 90¢ | 101 | 93 47
N o § 4 2 NS
S Y 100" 9092 | 92 | 91
G N © O |1 L 2; N .
v IS e gﬁ G890 4} 89 9 | 90
§9 S Py deoveralty o @ |86 |16 | 95 | 79
GRS [Bur2gs 15 0.0V §@3;95@eo; 83 107 | 94 8.4
@© <Q Q) d&oro%n SN S 0;104;105;
R gminofur one\c@ @@ @?107%‘;%3;86;
\@5 N D @ |88:9:92:96
&@ @@ § @7 X 5©© o?gg@ @98;97;97;99 85 99 95 6.1
. S FF R (050 97:109 97 109 | 103
§ s §§ O 12 D105 [ 86101 86 101 94
@ @ ST o NS & [97:96 96 97 | 97
& PO T O R averan 8 | 109 | 95 7.7
» ST S
@’ ) @ & o>
2 Q S
Q A\ N @§ .
N (g @\ R Q)
@ oo & Q
S %,
&4 &’
S &
& Q
< @ o
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Southern Europe

Report: k1A 6.3.1.1/03, || G 2012 & B
Title: Determination of the residues of BYI 02960 in/on lettuce, head after spray apphcat@ of @
BYI 02960 SL 200 in the field in France (South), Spain and Italy
- Amendment no. 0001 to report no. 10-2213 @ & @
Report No. & 10-2213, dated February 27, 2012 % § Q& e
Document No.: M-425913-02-1 - v % fi\ﬂd
) RN
N A & 9,
Report: KA 6.3.1.1/04, [ 2012 oY vy & .0
Title: Determination of the residues of BYif¥92960 in/on ce after spr% pplication OQU @
BYT 02960 SL 200 in the field 1 in, Italy, southern ce a ortygpl 0
Report No. & 11-2071, dated February 23, 201 G RN > RSERS
Document No.: M-425784-02-1 é& @”@ > &% @%’ @6 o ~
(&) @@f M IS
> o o © S & &
Guidelines (applies to both studies): DlréePQIe 9>MI4/§§C regidues 1n°§§ on tl@ted products, food @eed
GLP (applies to both studies): Y& (certified lab@atogx)‘g\])ewa@»ns %}e @Q (&9 S

JOE R
< R

@ Ig@’late‘&ls a(? M@ds . ©© ®©© «

@ o

Nine field residue trials w%e con@cted @@%outl@n Eul@f)e as %llo@

‘”\a
In 2010, 5 trials (Frange, Ita %, n%?SpalrQZ]) Q@re c@g@uct@to su@&port ﬂ@%se of BYI 02960
SL 200 in lettuce \Q.(?!' KIA 6& 1/Q3). The ttuce&varletles used were either

closed-head (3 tidals) O&Qafy @Varle%s Kﬁ%r th&prev@‘-g E®@ guiddiice at the time. Two
applications \@ @ at 11@rvalsé§f IOQ@S (1tun ongyrial) nominal rate of 0.625 L/ha,
corresponding to 178 g/ha BYI 02960 ass.; thewyater z@ 0-70 L/ha, reflecting local practice in

the trial @wns All tr@ﬂne Nver@de at the s@eduateé@

Four further trials re caﬁled n 2Q@ m@ance&p %ortugal and Italy, to complete the data
package (- @012@ . 1/@ Afklettu@ Varlﬁés used were leafy (open-head) varieties,
in order to coidply V@@ the @pco 1% rev1@on 0{@16 EU@juldance for this crop. The basic application
parameterswere as in 20@(m®al in6ae tr@?m d@ water rates ranged from 500-800 L/ha.
@eatments@ ware m@ at th@sch@lled Qr\y%es

S P
Samé\}és of lettucetﬁyfead@ere en 1&edl§y prior and subsequent to the final application, and at
several interva]@fhereafteg to 7@ 14 @ys after treatment in 2010 and 2011 trials, respectively).

The envisag@PH&%g 3 S. R @
& é\ﬁ Q S Q

\}x ana%)lzed@or the parent compound and its metabolites DFA and DFEAF using
@f 4 (2@ trials; for method details, cf. KIIA 4.3/03) or 01212 (2011 trials; cf. KIIA
4.@). respe@twe@)Qs for the 3 analytes were 0.01, 0.02, and 0.01 mg/kg (all in parent equiv-

Again,
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

II. Findings

During the conduct of the complete set of lettuce studies in 2010-2011, concurrent recoveries of DS
BYI 02960 and its metabolites DFA and DFEAF were obtained from samples of lettuce heads. T his §
i . . m samples of S
sample material is representative of all sample materials collected in these tria S &@ @@
g N
The recovery samples for parent and DFEAF were spiked at levels of 0.0l%gg/kg and O<§ mg@ as\zs@
well as 0.50, 1.0, and 5.0 mg/kg (expressed in BY1 0296((@1uivalents). @ean recoveat\i}s Wé*i%all < @

Y @
within acceptable ranges (91-104%, RSDs of the larger validations sn >2] 2.2—@%@2—@, &
SN S R
RO &
$ Q) S

@ @

Fortification levels for DFA were or 0.02 mg/kg, e@“'\r mg/kg, and.SO/kg,@s we@s 0.20, 1.0d

5.0 mg/kg (expressed in BYI 02960 equivalents ean reco%&ies Were al]@zithir%ccepb@@ e ray\i@s
(90-98%, RSDs of the larger validations sets @> 2] @%—10 0, n&&fl 26@%’ @Q >

Q%%a @Q Q@ Q> é % AN

. @

Details of recovery data are shown in ta@@%&{.\l -6. @ triaklata r%sugm@rise@below 1 t§

02 as

6.3.1.1-5a & b and in greater detail ir@é Tié\l suary@%n&%(@esid@@\s of marent
well as its metabolites DFA and Dli@ a%expréged iﬁYI{@6f§IV31 . Féﬁ thesg

individual values, the "total residdeof I%gI 029%0" w%calc@ed i e s@of t@@ thr{e\ﬁanalytes,
N
o T EH TS
. O A S N L9
Relevant residues of BYI 62960 re d%@rml ped in lettuce head sq@les len 1&%@5 subsequent to
the first application (imm\edia prior to the2nd tr& mer@%s x@gll as at%ario@ntervals after the

expressed in parent equivalen@ \”\a

final application. An@%’ses @Eow%&hat t@are@e leg@lbs decfined @bh tir@\.
s .9 @© @ @

" . " N O A Y N o 9 N S

Agricultural" usg ©\ Sl D N @ N
Lettuce headre taken 9-O day@fter@@ﬁrs@ﬁreat t (b§§ t}@ﬁnal treatment) in order to
represent adrapplication use ng@a 10-day PI& as is®@nvisaged foggeneral agricultural use in
southe@ropean ﬁel@} T%ﬁ resi@ levels ran frg\g .0783 mg/kg (n=9, median:
0.32 mg/kg). @Qj <\ %, ©@% N w g\
N SN @ S) >
"Home & garden@@use@ S @@’% \% Q «@j@
On day 0, idiatqlg)l@ fol@@in{tﬁe 2n a@ fr@@tre%ment, residue levels in lettuce heads were
between 1.Q and 7.4 mg/@(m n 2g/kg} By @&y 3 — the PHI for home & garden use — the
levels h@declined to 639-3 ng/kn=Q:§With§§fnedian value of 1.2 mg/kg. Residues continued

. N . _
to de&r?ease until d@i@%, th%ﬁn{gl@mph@ev% hen levels ranged from 0.094-0.30 mg/kg (n=4,

median 0.17 mg/kg). @ ¢ )
@ oo & Q

@ O é@ ~ @

N O Q
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

III. Conclusions (lettuce, southern Europe)

In order to support the use in the EU of BYI 02960 in lettuce, 9 valid trials were conducted in so m O
Europe in the years 2010-2011. BYI 02960 was applied twice as an SL 200 formulation at an ggtive §
substance rate of 125 g/ha per treatment. The application intervals were 9-11 @s. All app&@atlon@
were at the required rates, and all trials were conducted according to GLP. ®©° O\Q
A SHEP SN
The envisaged "agricultural use" nominally calls for 1 s?@ at 125 g/h %@,nd a PHI of@ da s>To @Q @
evaluate this use, samples were taken Just prior to the 2n¢ apphcatle 10 days @Qgr th@rst é\g &
treatment. For the "home & garden use", samples w@ taken immédiately after @' 2nd <%phc@on LN
i $ v
and at several intervals thereafter, including the e aged PHI of dag) Q &
\ . \ 9 S
A RN,
Samples were analyzed for the relevant res1d& of @ 02@ comprlsn@he E@nt coﬁpogd and
its metabolites DFA and DFEAF. The res %ues oﬁiﬁl’l threganalyes were’summed to@eld @a
"total residue of BYI 02960". The resul@xo tl&%rlals&&%sen@ abOQ%dem@strat&that §
& o S 6
— total residues of BYI 02960 dlsigted %ldly i@lett@ he (f@’ ﬁevel 1. 9& m@g on
day 0 after the final treatment {Q0. 3% 2 m%kg or@ay 3 ”@@ne ardeg use). The
tive median val 2.9%nd 1.2%hg/kes @
respective median values %@é 9 gkey Q é

v O A
— ten days after a single dpplication of@?i( §O SL 200 — repre@mg@e envi?ged 'agricultural"
8

use — total residue lev\lsr ed from 0. fig/kg ayith g median‘valuest 0.32 mg/kg.
S S A e \e@gg
NS @ S §a S AN
& .9 N © @
v O O N @
TR s e S,
Y & o © @
N N
& 2 > @
S & & & & & \@
A @ \@ S \@ % \@
FUSS S
5 & & & .~ S
QRS T LS
@ 9O g © o .0 %
VUSSP
S\ L 4+ 9 @
& @ @ Y Ko
@7 °\ Q @ o\
Q N S0
N N S & &
S @ &@\ O
@%
QNN
&§ Q Q S ©@
AN
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.1-5a: Application scenario in residue trials conducted in/on lettuce after spraying with
BYT1 02960 SL 200 in the field (southern EU residue region)

Study No. Application @
(Trial No.) \@” §
Country C @ 2 PH
Location VrOP FL No. kg/ha kg/ GS &
ariety (a.s.) (a.si$ (@i@)
Region % @Q § 5
Year P (Q% a o g\w
10-2213 lettuce 200 SL 2 0125 @@0.0250 @@\\48 ©Q 23%@ o
10-2213-01
;rance ) Madita Head & @ N QQ @ ©
@ S S S g
F ~ R e S & &
@g@ N P \© 9 @
g & N e p NS
EUS é @@ %Q &&, S é S | R
2010 S & &I S & <
10-2213 lettuce 200SL K 2.5\ a12s 0.02p8 N N §@
(10-2213-02) . o 0 @l SIS &
Spain Dauair Q % %y N R é\ﬁ @ Q& Q
B ok P &L S o N ST 4
@ < ®\ <§ F$ @Q N
EU-S o =2 @ & @Q <7l g o
2010 &0 @ 2 SHEES
10-2213 lettude 209'SL 2 0425 -J?0.0 26 3
(10-2213-03) @szl . é @® z?§ © * "\2@ <)
Italy Rallerina & & S %, S QQ
butter ! < |0 RS
O s
EU-S @Q & § ©@ Sy @ 9.0
2010 S JO ST N - 9 @ %Q@
110622221133 N ©©U §§16ttu@e K zo@g@ W2 N 085 [*0.0208 49 4
(Spa-in -@; T | Miai Ladlp SN J? § © ‘”\7@
rR0ss0, % @ @ @ g
* 030055§f ©© < ©\
EU-S A O\@ varig! %, QY i g\
2010 'S L 'O & S
10-2213 9 ttuc 5200 7 0.125 0.0179 49 3
(10-2213-05) @ @<> § . @@ @@o @QZ Q§
Spain Q © @amo\\ N S
nd 1QHD, ,%T—,Q & @
. @Goosedegar @ @ o\%
EU-S @ variety” s [ S)
2010 " @% A AR
11-2071 . fettuce @ |, 200 %@ 2 0.125 0.0250 49 3
(11-2071-01) &@ N QQ Q
; Li R
I
S g g [
2010 N N
FL = ulat@l@ ¢§ X N GS = growth stage (BBCH-code) at last treatment

@ Continued on next page...
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Table 6.3.1.1-5a (cont'd): Application scenario in residue trials conducted in/on lettuce after spraying
with BYT 02960 SL 200 in field (southern EU residue region)

.(S'tudy No. ) Application @9
Trial No. D
Country
Location S;‘;p FL No. kg/ha kg/ & GS v HS
tety (a.s.) (a.s: IS (@i@)
Region AN
Year P 2> °\© 1@ A
11-2071 lettuce 200 SL 2 §F o125 Juoo179 | Gds of 3O
(11-2071-02) « ©< @ S éﬁ
Italy Lollo Rosso, @ & @% Q @
loose leaf @@ R &° @ & © &
EU-S variety Q N % 9 @
@ N e B ]S
2010 . R R > -
11-2071 1 200 S @ v 0.1 156 48 3
(11-2071-03) e_tt_uce © S & Q%ﬁ ©® G S éy% o °
France Pltlce, %% \ 6 é § @
looge leaf & AN & o (&9 w §
variety Q@ K\ w\g@ o\& %© é\? @ QS Q
DA ARSI SEENGCEIN & ¢
& @ s N D :
EU-S Q dTn ] S of & Y
201 ool g &y OO
5111--220077]1-04) lettu§ 20(§ ) oi@%o @0.01%6 39 3
Portugal oli%%;lf:,f @Q 9 « - @ @@
variet s @ § v §
P Oy . é& s
@Q N R S o 1 .0
s Sl ST TS s e
Cy & LN @ @ @
FL = formulatio Q © Q é\ G%i@owtl‘ﬁs;age (@CH-C@ at last treatment
EU-S=south%n Europ@ Y & % é\@ ¢§ S &@7@\7
S & & & & & o
&@ s @ O\Q @Q o\© * °\©
X
§) DS °\© @ & @Q
oo e &
@ O & .0 o . O %
A N
S AR
& SR IR &@ &
S ¥ & Q
e . & & Q
@ B § N g
< Q & 9
¢ & ¢
AN % S
Y ™ ISEEN
S A
& &
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Table 6.3.1.1-5b: Results of residue trials conducted in/on lettuce after spraying with BYT 02960 SL 200
in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 &%
(TrialNo) |, BYI 02960- S
ortion | DALT . . . .
Country analyzed | (days) BYI 02960 difluoroacetic dlﬂu@})- tot idue of
GLP ¥ y acid ethylémino- | BYI 296@1.
furznone A ¢
10-2213 head 0% 0.04 <0.02 %%0.01 O ep7 %@
(10-2213-01) 0 2.6 02 CI001 5 N6 &
France 1 0.57 .02 Q@ <0.01 ©\ 0.602 A
GLP: ves ; 029 < o002 &@Q 2818%9@ & 05 O
By 7 0.15 @ 00 o L <0u® | 19 @
10-2213 head 0% 0.80 T, @ <0 O ¢ 081
(10-2213-02) 0 3.8 o000 02 5 | v 3%
Spain 1 3.5 & o.& % .02@6 S 3
3 27Q 03 g 2002 o 227
, 4 2 v 03 02 4 &
GLP: yes 7 gﬁ% N o.ogy\\Q TN Ol &le
10-2213 head 0* 52005 @ 093 001k 9
(10-2213-03) 0 Q@zm\ o (804 2| ¢ 0. 7
RS RIS Wy
GLP: yos 5 R 21 & @© o.@ S ©@20_01©@ N 027
7.@ %009 N %@@ @Q _ 0.03 & 0.15
10-2213 head x 03 <001 0.41
(10-2213-04) %’ é% 5 | @ 003" o - %?82 2 3.7
Spain D1 S0 & | e w Q.02 %, 3.1
4 @ . 2.(1© ?J@ S % 0. 2.2
%G 2. D e 005 0.0 2.1
GLP: yes S Q S
y ég@@ &% §§ﬁ \\?3 ST g00® o Q02 13
10-2213 he 0%, 0 Q @? @0.01 0.07
0 R SN
(10-2213-05) @5 S 0 & 2.$ AN 2 @ | S$6<0.01 2.9
Spain o O @ ST N <0.02 § 0.0l 2.0
(S © I ¢ Q@o.o 0.2 1.2
GLP- © s g 021e.” | @y <002  «J" <001 0.24
1yes, @9 L 72 S0 L2 | <001 0.20
112078 |head @ @y | N 043 @ =.0.0460 0.021 0.49
(11-2071-01) . S SR 0.0 0.031 2.7
Spain Q |83 & G5 = S 06 0.046 1.6
@Q 47 @ %\0.7&@’ Q997 0.034 0.90
GLP: ves QeS| Loos7 (4 @@.11 0.024 0.71
o o O w | %033, O 0.15 <0.01 0.19
11-2071 head 0% 559 | O 0051 0.011 0.61
(11-2071- o N 739 19 0039 0.023 7.4
Italy 9 X @ 30 +[70.083/0.032%* 0.045 3.2/0.052%*
@\ 77 s g4 O 0.13 0.025 1.5
GLR:Jes %, & .24@ 0.11 <0.01 0.37
RS D14 & 170 0.12 <0.01 0.30
11-2071 Bead o | ) <0.02 0.015 5.4
(11-2071-03) Q° ) <0.02 0.024 3.5
France N 4 @.69 <0.02 0.014 0.72
& & 1S Q0239 <0.02 <0.01 0.42
, @ 0.29 <0.02 <0.01 0.32
OLPyes & o Q?@ 3.5 0.020 0.022 3.6
< SF S 3 0.72 0.035 0.020 0.78
S & T O 0.25 0.032 0.011 0.29
&7 & 10 0.20 0.047 0.012 0.26
e 14 0.094 0.046 <0.01 0.15

DALT = days after last treatment

* prior to last treatment **residues in control

Continued on next page...
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Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.1-5b (cont'd):

Results of residue trials conducted in/on lettuce after spraying with
BYT102960 SL 200 in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 @9 &
(TrialNo) |, | BYI 02960- S
Country anal;ze d| (days) BYI 02960 difluoroacetic diflugxo- tot id e;)i
GLP acid ethylamino- BXl 296@@
furanone A :
BYI 02960 SL 200 ) Q e 2
11-2071 head -10 <0.01 €0.02 & 7<0.01  w ]  x0.04 &
11-2071-04 8 1.8 022 @ 002 O o 18C P
;oﬂugal ) s 0.92 v8.031 AR 001 @ o O
2 0.27 @ 0027 & <0017 R N
: 0* 0.11 N 0029 Q o <004 @15, @
GLP: yes 0 19 of 0.02 7 <o & 19 o
3 0.35 0.@ . 01 <\ «;»5@ 0.39°
7 0.16 &« | &° 0. N %.01©© ~ 020
10 006" @ 0034 & <0.08 0.11
14 0.046 b o038 & <0.01 S f(@%.owy
DALT = days after last treatment RN ) N ¢
* prior to ljl}s,tS tgrle;trmZISlt e @ o\\ @\ &6 &% S @y\g X §
QKNS QY @9 & O
ot & .8 X @O @ ©
< (NN
Ry o D § o & &
o v S @S O @© N
AR KRN @Q ©
R & & o % &
S & o ® SRS
SOV s v S
X @ 9 S 6@ °\© é &% o\@
8 E T
FOE TS g s &
F o s . on O
S S QO 9O« o Q@ S o
& N 73 Xy
.9 N~ @ o
= o & & SRS
A Q\@ \Q o \@ o \©
SENES) R
TS &0 9y
TS IS s S
o O & .9 o .9 @
VW 0O O S & D
¥ o K & o
=) N @% W2 %
@7 °\@ Q @ N
Q AN N 7 Q
5 S S
S v &@\ O
@%
&SR
@ O Q & ©@
& e oe
% § SN
NP N
& & <
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Table 6.3.1.1-6: Recovery data for BYI 02960 in lettuce
Study No. Fortifi- Recovery (%) .
Trial No. C Portion a.s./ cation @ <
rop . n . . . N
GLP analysed | metabolite level Individual Min MaxC Meaigp RSD
Year (mg/kg) recoveries @Q§ AL
10-2213 Lettuce, | head [BYI 02960 15 | 0.01 [79:87:102; 106@]@: 79 |11 | @4 | 107
head 107;109;11 SERS
10-2213-01 ?%49;161% O 4 %@c
to ©) %, S Q
10-2213-05 5 | 670 |88:90.96%2:93 & 9@\ @ @%’z
GLP: yes 2 ko050 |103;6 00 e Sios. P
2010 @ § q O 1%
280 10 |94 oo afox | 94 © i@
27| 50 39098 ¢ & ﬁ@ 98 @@94
26 fgveralld & n Do % 47100 | 10.5
difluoroaceti® |12 1 0.02) 9693:948597; 0] 86¢ [ 116 98 [10.2
acid S | '@ 112; 68@ 9 @% o>
& N 89 9{&5 - ©
@S 3. pooss 90@98 % 90 {98 ° 94 | 43
R S Q@ 294 Y @ 92Y| o4, | 93
@ %? 2050 o bo3:; 1(@0 9@@2 @@f) LBt 93 | 4.7
a &@ @ 2 10@990 ©>90 92 91
SN e |27 s 0% ¢, 7| 89| 90 90
6 O & dpe o & 7 @6 |116 95 | 7.9
N~ %BYIO‘?%O- 150] 0.0@@ 87;93; 95:]00; <83 | 107 94 | 8.4
L <) diflaprocth@a | 3 . mo 1 105 @
4 o8 @gofur@one SHES g\
@ < S © b IS @ 88 90 2 96
@@ \© & EEN R %.1@@ 85598: @-v 99 | 85 | 99 95 | 6.1
o B L~ BN 8.50 109 % 97 |109 103
& « QO | O « | S
R S P §io >86 @ 86 |101 94
N S @ Oz [%s0@ 97@6 9% | 97 97
AL S 2 [overall | O 83 [109 95 | 7.7
11-2071 Lettugey)} head  FBY102080 «[1 exo 01 J88 88 | 88 88
@2@ AN § O %@’ 3 01@6 98;111:95 95 | 111 101 | 8.4
11-2071-01 S ST & S e
to @ DS o o |& 10@ 104 104 | 104 104
11-2072-04 Q" © 9 SN &5 Joyeran 88 | 111 99 | 838
GLP:yes Saifiggroacei® | 1P 0.02 |87 87 | 87 87
2011 1o lwd RS
SR o - S | 020 |113:95:95 95 | 113 101 |103
X o @ N @ @
S o O R 4 |overall 87 | 113 98 | 11.3
@"° & @g% 1 | 001 [105 105 |105 105
N A oroeth 1-
<© Q amln fanone
> @@ @© ) 3 | 0.10 |98;105:99 98 |105 101 | 3.8
| 4 @ 4 |overall 98 |105 102 | 37
IS Q” . o
ST
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Greenhouse
Report: K11A 6.3.1.1/05, | 2012 LD
Title: Determination of the residues of BYT 02960 in/on lettuce after spraying of BYT 0296 @ @
SL 200 in the greenhouse in France (North), Germany, the Netherl@ds and Italy @, A
Report No. & 10-2212, dated February 22, 2012 > SRS
Document No.: M-425829-01-1 N @\ &
) e 9
@ P > (g\\”
Report: KiiA 6.3.1.1/06, N 2012 @ ¢ o 2 L@
Title: Determination of the residues of BYI 82960 in/on lettoeafter spray@\%lica@ of & D
BYT 02960 SL 200 in the greenhoug@&h northern F @ce, Italy, Spﬁr@and Ger an@)© @
- ) S N
ReportNo. & | 112070, dated February 23, 20%@/ ~ . Z? [ O o @
Document No.: M-425786-01-1 @ S (o4 R\ v <
N
o @ & e S
Guidelines (applies to both studies): D1rec§ve 91/@4/]5}3@&?651(1@ in or@ treg{e&/ pro@ts fg@@nd/&ed
GLP (applies to both studies): yeg%ertlge% lab%\ory) @pwatl(ﬁ% non® @
@ S NSNS
Q@%\éﬂQ\ sy &EES
1. M@} 3 O & &
aterjals an&Met oul's @ < .
Q 9 Q L 5
< @ & O @© X
Nine residue trials were COH@GCI 1n\Eur® ieenhous%s a&@l owéd )
@ \ 2

In 2010, 5 trials (France, “@e [2],t e erla@% a al&were Gﬁuc@%o support the use
of BYI 02960 SL 20@‘1 lett @ A Y(i?b 1.1/69). Tklett ¢e varieties used were
either closed-head ‘[I‘lalQ or ledby (2 %@rletles as he @vall&g EU @ndance at the time. Two
applications we@%a e\z@ 1nte§%ls of 1 dagg\(l 1 jivone tedal) af Q"Z @@1 rate of 0.625 L/ha,
correspondin éha BY 102980 a. sg%@e w@%ﬁwr ratéwas ‘©*\ —GO@L/ha reflecting local practice in
the trial re@yns A@[reat ménts @@re r%de at%e sch led rates. é&w
& @ N\

Four féﬁher trials w. % cavr*e@oug;\ﬁn 20 fln Fo]Q@ce Spaln <?many, and Italy, to complete the data
package (- @2 KI%% 6. 1/06% 3@ the 1al the lettuce varieties used were leafy
(open-head) Varl%es @atlo& ran@ers w&re as in 2010 (interval in one trial: 9 day);
water rates ed firg n 40&600 k(ha. n a& re% ments were made at the scheduled rates.
% O X & o

Sample ettuce hea@ we%ken%me@tely@or and subsequent to the final application, and at
several intervals thé@afte%up t(%g% or l@days {(Rer treatment in 2010 and 2011 trials, respectively).
Thé\enwsaged PHI was @aysg §

N @ &

NI

The sample@ver %ﬁly@ for the paggnt compound and its metabolites DFA and DFEAF using
methods é? metiod details, cf. KIIA 4.3/03) or 01212 (2011 trials; cf. KIIA
4.3/05 \Q e r ect @for the 3 analytes were 0.01, 0.02, and 0.01 mg/kg (all in parent equiv-

alentQ @
@ &

&
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II. Findings

During the conduct of the complete set of lettuce studies in 2010-2011, concurrent recoveries of DS
BYI 02960 and its metabolites DFA and DFEAF were obtained from samples of lettuce heads."@"ﬂhis §

sample material is representative of all sample materials collected in these tria ,é @
R

The recovery samples for parent and DFEAF were spiked at levels of 0. Ol%gg/kg and 0. <§ mg@ as. ©
well as 0.50, 1.0, and 5.0 mg/kg (expressed in BY1 0296((@1u1valents) %@\fean recov \s Were rovall @ @
within acceptable ranges (91-104%, RSDs of the larger \Y lidations s@fn >2]2. 2?&9 %§ @;
@ Q >

Fortification levels for DFA were or 0.02 mg/kg, 'D'\’ mg/kg, and’ 50/kg>@s we@s 0.20, 1 0%1@({
5.0 mg/kg (expressed in BYI 02960 equivalents).YMean recm@nes W@re al]@nthlr%ccepb@@ e ra%@s
(90-98%, RSDs of the larger validations sets @> 2] @f@ 10@ 0, n& 126@%’ @ > %

@

i A, g
Details of recovery data are shown in ta@%ﬂ 3\\1 -8. @ triabylata &%sum@nse@below i1l tab

6.3.1.1-7a &b and in greater detail in @ quglb Sury ry fQrins. Y&ﬁ@mdg@ sent B@ON@ as
well as its metabolites DFA and D @ a%exprés&?ed i BYI O@6f§}wal§ th@g
individual values, the "total res1d1@of I%gI 02960" w%calc@ed a SLéﬁof t@ thrge analytes,
expressed in parent equlvalen@ \”\a © @ &@ @Q& @b @ K

S @ S
Relevant residues of BYI (5@960 fre d%@rm d in lettuce head sq@les len 1&%@5 subsequent to

the first application (1mmed1a prl%r to thes? 2nd € mer@% ell as at%arlo Qntervals after the

final application. An@yses %w@&hat t@al re@e lg@?s decfidred @bh tm&e

: > @ N NN
On day 0, immed} tely‘( 1owﬁag th&ﬁnal trea me&t\remdt@ levelgin 1@:@06: heads were between 1.5

and 7.7 mg/k edl@ 3.9 e/kg) By (@@) @qe envizage I - the levels had declined to 0.80-
6.0 mg/kg @=9), with a medlan@llue % @/kg Residugs coed to decrease until day 14, the

final sa@’mg event, V\@en 1%@% ra@d from 0. 21@ 7 g (18%4 median 0.28 mg/kg).
NN

(?

§®> NS \© vi,\ & b%
@ % @ncl %
usions @ttuc eenhouse)
o g

In order tc%upport the us@in t %@Y I (@%60 u@? ttuce, 9 valid trials were conducted in
Europe@reenhousg:s@@l the Lears 26%0- 2@ B{%2960 was applied twice as an SL 200
form&atlon at an ac?@e su%tanc@te o@jﬂS § per treatment. The application intervals were 9-11
dayss All appllcatlons at @e requad r and all trials were conducted according to GLP.

N ) .
The greenhof§e use calls @ sprays at@25 g/ha and a PHI of 3 days. To evaluate this use, samples
were takeﬁg se\@al m@vals gﬁer thé final application, including the envisaged PHI of 3 days.

Samples wcaa‘n foNhe relevant residues of BYI 02960, comprising the parent compound and
1t%@ ab es DF an@FEAF The residues of all three analytes were summed to yield a calculated
"total @due of BY102960". The results of the trials presented above demonstrate that:
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— total residues of BYI 02960 dissipated rapidly in lettuce heads, from levels of 1.5-7.7 mg/kg on
day 0 after the final treatment to 0.80-6.0 mg/kg on day 3 (envisaged PHI). The respective median
values were 3.9 and 2.2 mg/kg. @f S
S
— based on a comparison of the residue values from field and greenhouse test@ and using the samey,
use pattern, it is evident that the greenhouse use yielded somewhat higher%tal residueéin lett&cg

than did the field uses. %% \@ 0 § %@@
© & &S & e
v R o & & &
& S) %o SRS
@ & & VO &
S) Q@&&@&
L @S D LS S
A A T S
v, O & &%
SEIT s s e
AN NS MRS,
Q& S & & & °
St & . O (OIS @@)
A R A S
S o L .
RN o O § o O S
o = ¥ S @ O 0
I N X S S N
o O N O Q& 92
Na P8 e &Y
F ey &5 s 0
@& @QQQQ@ @
S QO NTN N o 9 N
@©©\&K@\&\©§@§
¥ S 0 O « & D
N SH SR
© SR L
S Y AP S
N T8 Ve &8
Q Q
§&©\@%é&©
@9@@@%@&’@@
@ O .0 & .0 @
©©©\\\©
¥ o K & o
) Q%o@%
@7 O@Q@@\
Q\%\&OQ
B %QQ@’@@
A @g@)\ Q&@
° AN
&@%%é@&@Q
§Y§©%©@
> O o
S e S
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Table 6.3.1.1-7a: Application scenario in residue trials conducted in/on lettuce after spraying with
BYT1 02960 SL 200 in European greenhouses

Study No. Application &9 @
(Trial No.) N §
Country
Location g;(;?e ¢ FL No. kg/ha kg/ $© GS @( d :{@
y (a.s.) (a.s. IS @
Region O 2
Year P 2> N C < &
(110(;22221122 o lettuce 200 SL 2 SF 0125 @@0.0208 @@‘49 § 23%@ A
2212- o
France Kitonia, @} &© @% Q 3 .
R leafy variety N Rl &1 & 9 ¢
EU-N a4 N L PR \© 9 @@
2010 . @@w LS @g@’ R >
10-2212 lettu 200 S % 0.1 208 48 3
(10-2212-02) T L S & éﬁ SRy S éyﬁ% %
Germany Antoni, w\% N @ N @Q @
I leafy variety @} N @} & é W;\ N & ©§
&N NN
EU-N R« &N @ o § @ e
2010 ST S & 9 =
10-2212 lettuce 0S| W25 13.qQ)° 48 3
80-2212-03) ) ﬁ§@ N - 6§ @ o @@ S &
crmany or o, & o
B e | S 9 N
ey, | & e S
EU-N S O O O
2010 S TN e K g 9 & O
600-22221122 " §* lauee, & %@SL\ S @@12% %@208 45 3
-2212- N
Netherlands \@ @%ardia,& @\ %& > § Ry
CEES I T RN SR B
P . varlety%@ @ @ 04 @ é,(;\?
° QO < K
S e |© O
letoe A {@ SL@j 2% 125 0.0250 45 3
%
Capp o \% < @
¢ cinagy o\@ o | S @
b&rhe& Q\ & >
v 1ety§ @%y" . % %@
b Q .
lettice N[ 208SL .Y 2 0.125 0.0208 48 3
S "\@ Q® §
@ﬁent 5 @ &
ope f Q
% vy X @
O & |°
D
FL = forqn latio@ @ Q %§ GS = g_rowth stage (BBCH-code) at last treatment
EU—%noﬁ%@i Eurofyy @ EU-S = southern Europe
€& o

&

Continued on next page...
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Table 6.3.1.1-7a (cont'd): Application scenario in residue trials conducted in/on lettuce after spraying
with BYI 02960 SL 200 in European greenhouses

Study No. Application
(Trial No.) \@”
Country
Location S;‘:'?ety FL No. kg/ha kg/§© GS @(d:{@
(a.s.) (a.s Q N
Region O § v
Year P 2> a " s
11-2070 lettuce 200 SL 2 0125 J©00208 | ©F7 of 39
(11-2070-02) <§ @ S éﬁ
Italy Expedition @} S @% NEES .
RZ, Green % R &’ S & © &@
incised-leaf Qb@ NG N \© 9
EU-S variety o o é@f D %@J SN §
2011 Q @ S o> @g&bf @éﬂ 5
11-2070 lettuce 200SL 0. .0250- 3 ”
(11-2070-03) w\% 1T \@ 6@% Ao @? @
Spain Oak Leaf, @} . @} & & N R % §
leaf variety Q K\ S ‘SN % é\ﬁ @ N O
EU-N @ @@\ S S (@E? O @Q g
BAIRN 0 AF. S £
11-2070 ettuced> 20Q SL 0.1 0.0208 3
(11-2070-04) SN g < oo S 2 e
Germany Judjta, hedd N O @ 9
Tettuce 9 SN Qv % NS
S @ o S
S 6 O |y . é& s
S Ty e © & OMEEN
EU-N & S -9 N |2 « | @
2011 O O M NN @ [
FL = formulatio Q © Q é\ G :@owtl‘ﬁs;age (@CH-C@ at last treatment
EU—N=n0rth%m Europ®” %% % U-S = (f?em E@@pe © %
A 2.9 & O O
Q O & 9O o & D
N @ PRSI N
@ @ @ @ o\% @ @
o O ¢ .© o ., 0 @
VOO & D
AN SRS %Q & @
& @ @ y Ko
@7 °\ Q @ o\
N NSRS
v Q
e . & & Q
@ B § N e
< Q & €W
¢ & ¢ &
AN % Q
&S
S A
& &
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Table 6.3.1.1-7b: Results of residue trials conducted in/on lettuce after spraying with BYT 02960 SL 200
in European greenhouses

Study No. Residues (mg/kg) expressed as BYI 02960 @9 &
(Trial No  [Portion | ./ BYI 02960- S
Country analyze (days) BYI 02960 difluoroacetic diflugrp- tot. idue of
d y acid ethylamino- B¥ 0296 ll
GLP furfnone A X
- * ©
10-2212 head 0 0.23 <0.02 LS00l [O8 626
(10-2212-01) 0 1.5 @9).02 Y <001 NS
France 1 13 w002 | @ <001 &) 14D P
3 1.4 o <002 42 <00, @ | ey o
GLP: yes 5 1.2 @ 002 & <©00D° R © o
7 1.4 A 002 QU o <ot < 4 &
10-2212 head 0* 27 & <0.0 N2 b\w %@ 239
(10-2212-02) 0 6.7 ) N 0 Y
Germany 1 3 S |& 002 & @<0.@§ 2.4
3 2.% & Vg & o o @.0 o ’
GLP: yes 5 k3 N X <0. .01 1.
7 43 N | > <o&o%> ﬂ;&% 2001 1§
10-2212 head 0* 013, v 2002 s« ) 916
(10-2212-03) 0 @Q 5. . o .o&@' § i @ © 5.3
$ > o NS
Germany Q4 <0.02 €9.01 . 4.7
3ogh w35 P @6 <%Zj§&z N @QD‘%Q@ S3s
GLP: yes 5 23@ @ 002 R e 0§ 24
i R V- 0.024_ 8,01 1.8
- * o "L00L D
(]100-22221122-04) head \@% §© @g9§@ @x %% *o § 8:&% (3):?2
Netherlands W 1S 6 250 Y . Q02 % 06 25
Q) w & 29 § §9\ 0.03© & <0202 2.5
GLP: yes 5 . 0, 0.03 2.0
g § &7 : N Ys?&\ 9 @@% S oom 1.0
\)
et S B @ S 06 L 0 10
- = N . % . .
Ttaly o TN g 27 S & <000 S 0.02 2.7
. o 3 8 92 0.02 1.8
> 4”3y & S
GLP: yb& 1 Q= 0.02 Q 0.01 1.3
< Mﬁ\\@ Az"é@ % @% "\C o 0.0 0.01 0.78
11-2070 head) 0 60 @ | © <002 <0.01 3.0
Voo
(112070-01) | @ &) 3 é 21K 0022 0.011 22
France % O) O 08§ @0.026 <0.01 0.62
GO @ (> 89 o] & 0028 <0.01 0.43
GLP: yes ST 18 ¢° | @ 0.026 <0.01 0.21
11-2070 &7 [head ¢ 087 @ 4.1§ 0.040 <0.01 4.1
(11-207002) S 3Q N E 0.059 <0.01 0.80
S
Htaly S K @3 < 0.073 <0.01 0.52
10 ¢ 320 0.098 <0.01 0.42
GLP: yes @° g& <D 018 0.13 <0.01 0.27
11-2070 Jhead <\ w, 6 0.029 0.024 7.7
(11-2070-03 N S o 0.035 0.027 6.0
Spain (S| © 7 SF 4.6 0.055 0.037 47
@ 8
S g@ K§© 2.9 0.061 0.038 3.0
GLPges Y O] & 2.6 0.069 0.049 2.7

*D%@ da er las@zeam@t
P

T to treatment

o

Continued on next page...
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Table 6.3.1.1-7b (cont'd): Results of residue trials conducted in/on lettuce after spraying with

BYT102960 SL 200 in European greenhouses

Study No. Residues (mg/kg) expressed as BYI 02960 @9 &
(Trial No.) | Portion | BYI 02960- S
Country analyze (days) BYI 02960 difluoroacetic diflugrp- tot. idue ;)i
d acid ethylamino- B¥ 0296
GLP furanone AL R
11-2070 head 0 3.7 0.027 =0.015 o &3 2
(11-2070-04) 3 26 @036 <Y 0014 27 &
Germany 7 0.87 §0.043 Q@ 0010 © §0§ﬁ@ J
10 0.46 0.053 <0.01 0 ®
GLP: yes 14 0.23 @ 0.041 < 00107 [Q e &
=d =) N ‘ Sy S > N
e o e & VO 5 &
N 9 &F < 4 @6 > N
© %@ & @ 6@ © S % &’
3 % @ R & 9O & 9
NS @}\ &@ O 9 & o &
SR y O &S s
Ry o D § O O O
o = ¥ S @ O 0
N N Lo o ©
é @Q @& v SRS ©
Q . N .
& ¢§ @7&9@ @ §© §9\ Q é& O
Fs .88 NG
) > NN S @ X
F s oS R
5 © % N R %
S DNy @ © o &7
'S & O GG
§§D N éﬁ °\© 6&’ & @Q
T FEF s 8
v O & O . O @
© L 8 Q 9o D
AN L 4+ 9 @
& % @ I NN
o\ ©\
S U Sl
= N S & &
S A O
G @ © 9
& vs% % &
& & & ©§’
& N) % Q
S SIS
S
¢ &
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Table 6.3.1.1-8: Recovery data for BYI 02960 in lettuce

Study No. Fortifi- Recovery (%) .
Trial No. C Portion a.s./ cation @ >
rop . n . . . N
GLP analysed | metabolite level Individual Min Max@ Meamy}’ RSD
Year (mg/kg) recoveries @ D AL
10-2213 Lettuce, | head | BYI 02960 15 | 0.01 [79;87;102; 106@]@: 79 |11 | @4 | 107
head 107;109;11 ISERSI
10-2213-01 o ?%49;161% NS
to NIEES
i
10-2213-05 5 | 670 |88:90.96%2:93 & 9@\ %) | B
GLP: yes §
o1 O'y 2 5050 103&@6 403 1dp6 (f@lok
287 10 | 9294 o S]] 94 Y o
27| 50 39098 ¢ & ﬁ@ 98 @@94
26 foveralkd &, n o 117 f100 |10.5
difluoroaceti® |12 1 0.02) 9693:948597; 0] 86¢ [ 116 98 [10.2
acid éﬂ @ 112; 68@ Q @% o
& : N s 9{% - ©
@S 3. pooss 90@98% 90 {98 ° 94 | 43
SESEFS Q@ 294 Y @ 929 94, | 93
& @
Q %? 2050 o 93 1(@0 9@@2 @@f) LBt 93 | 47
a &@ @ 2 10@9 90; ©>90 92 91
SN e |27 sy |98k 89| 90 90
SO dos ol | o .9
% o N @26 | overall S ®6 | 116 95 | 7.9
"~ %BYIO‘?%O- 150] 0.0@@ 87;93; 95:]00; <83 | 107 94 | 8.4
diflgproeth@d- | &1 . mo 1 105 @
ISR L
4 o8 @nofu@none SHES g\
@ < RS DS @ 88 90 2 96
@@ \© & Vo |5 %.1@5@ 85598: \A-v 99 | 85 | 99 95 | 6.1
o B é% > N 050 109 % 97 |109 103
& & .9 & Bre. 160
X ™ > \@2 §~io 6: 10 86 |101 94
\@ﬁ & @ @ &2 [%o@ 97@6 9 | 97 97
AL RS 2 | overall | O 83 [109 95 | 7.7
11-2071 Lettugey)} head  FBY102080 «[1 exo 01 J88 88 | 88 88
@Q AN @ > %@’ 3 01@6 98;111;95 95 | 111 101 | 8.4
11-2071-01 S ST & S e
to @ S LY o |® 10@ 104 104 | 104 104
11-2072-04 Q" © 9 SN &5 |vyeran 88 | 111 99 | 838
GLP:yes Saifiggroacei® | 1P 0.02 |87 87 | 87 87
2011 1o lwd RS
N o - 9 | 020 [113;9595 95 [113 101 |10.3
R o @ N @ @
S o O R 4 |overall 87 | 113 98 | 11.3
@° & @g% 1 | 001 [105 105 {105 105
S oroeth 1-
<© Q amln Janone
> @@ @© ) 3 | 010 |98;105;,99 98 [105 101 | 3.8
| 4 @ 4 |overall 98 |105 102 | 37
& T TR
cL T
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ITA 6.3.1.2 Hops

BYT1 02960 (common name: flupyradifurone) is to be registered in northern Europe for use in ho@ ©©
Thus, European residue data in hops are presented below to support the 1ntende%'safe" use. [@ v
pattern (GAP) information is summarized in Table 6.3.1.2-1. @J@ & @g
D
. .. @ AN &)
Table 6.3.1.2-1: Use patterns (GAPs) for the spray application of BYI 02 -containing rmufations:,
\a @

Q )

Applic@on rate && Water Q” lnte@al @Hl@
per treatme per seasonQ @}Ol“@ & © &
(¢ a.s./h @ (L/ha) @ayg\{@ (@)

AN 21

O & &

%

In order to support the EU "safe use" Qi B

(g a.s@a) o
2@9@1300
@
X
north@rn
European fields in 2010 and 201 1

in/on hops in European fields

No. of
appls.

L. Reg.
Description

©

EU-N 1

EU-N = northern EU residue region
* use based on an SL 200 formulation

"safe use"*

&
@ K
\\ 6 % ©©%

gﬁ% %ets LP %als V\@ co@

20 o
S
0 SK.200 (Containing 2 a.&%as

PHI was 21 days.

Residue levels of BYI 03@%’1)
summed to yield the calculat

S

N
and@s m@%ol§ DFA
otakgesidu©of B@)

&

&

&
>

applied once. Samples were takenat Vzﬁ@ous pé&rva@xbse@bent t@@le
@ N S

&

D

and EAF%@@ere a?@iyz

296@ Tétal resi due lgv@ determined in the

&
2

&

trials reached a maxgipum of 2.4 @‘kg @rled@es gath a@ MROT 1. ng/kg

K

N

v

&

@

a@gi?alt@ﬁ Théenvisaged

9
dividually and

N
The number oféﬁlls @ducteé“for ¢ach us@esorlﬁed ‘ég% @ § 1nfom§at10n on geographical region

and Vegetatlobpen@@ is
@
Table % Over@§>v f@rop

re

%

Qnarlz% beldw i in t@ﬁe 6
~

S
e@residue tri§ c

@)

© >

a@egei&mon p&riod %ﬁeludl@ key @}ults

@
X

ongﬁted @\vhops per geographical "residue

No@ tri R levels*
Use description @@ Qo § % S :gelkeve ° Dossier ref.:
@ I@ n eget @peno(@ Q g/kg) Report No.
(ef. table 6.3.18%1) @@ 2 | oy 1A 6.3.1.2/...
N @ ZQ@ 2 S -=HR  STMR
tmé@@in EUROPE &) A F
Q R @& . Q green cone.
N s O 9 Q 0.87 047
safebse EU @\ Q 8 . 10-2225, 11-2076 01, 02
| @ dried cone:
g @ @§ Q 2.4 1.1
EU-N = northe@ resid&ﬁgioné R
*  residue regults bas@n total @Sidues ample@mn on day 21 (= envisaged PHI)
<& § S
S % Q
@’ @@ N o
S
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Northern Europe (residue region)

Report: KIIA 6.3.1.2/01, -; -, A. 2012 @ 16
Title: Determination of the residues of BYI 02960 in/on hop after sprayi% of BYI 0296(@‘ 2004
in the field in Germany A @ &S
Report No. & 10-2225, dated February 13, 2012 Q@ B
Document No.. | M-425351-01-1 » ~ @@ 2
2 P SN o @
Report: k1A 6.3.1.2/02, [N LA 2012 &7 S O 9 s
Title: Determination of the residues of BYL 62960 in/on hopafter spray a catlo »i BY, 396
SL 200 in Germany 162 % %b @ 6%
Report No. & 11-2076, dated February 13, 20@@ N @” Q @ o @
Document No.: | M-425339-01-1 . RGN I NS
>
C T 5 & & &
Guidelines (applies to both studies): Directive 91/@94/EE@res1d@ in or on treated pro@cts @vanq@i%sed
GLP (applies to both studies): ye&ﬁ%erﬂﬁ\qﬁ’ labogatory); @th]@ﬁ ng)n@ Ko @
@ g, O I
Q@ Q&\ o @ v\go W\? @ Q& S)
@ ‘5& @ @' @ @ &
By (S @Q N
L @}/{ate Is an@ﬂ\’[et@ S X N
Q S A

Eight residue trials were corf@ﬁte&m the @@rther{l lggr(@?an re@%»ue ;\@on a5 follfo@w@

i n @nan@%rer%:onduc%d to @pon the use of
BYI 02960 SL 20(§\ops { §12 KTIA 6.3 Z/@nd /Q?) A single application
was made 21 day fo @he pro@tedigrvest ata m@?nale on 6 L/hg; corresponding to
120 g/ha BYI 0 N Watéﬁ rateg were %%0 3@% L/hﬁreng ]@ practice in the trial
regions. All @atm@ Wg%@nade@ the'se edlgd ra @ %@
9

Sampl@ green hopes %e ta@ 1mmedlat§ su@uengﬂ@t?he final application and at several
intervals thereafter (up to &days:@fter t@me{j& Th&enws@ed PHI was 21 days. (In two trials, the
PHI samples Wer@ake%on d %ne ot‘@r onday %) In addition to the green cone samples,

en afthe @r sa\.s,p 1n@t g§(nominally days 14, 21, and 28) and dried

according to§tandard pracbé» a\ﬁry CORNES ar%the p@lary traded commodity from the grower to the
market. % %:Q .9 @
& 2 Q v & @\%
The samples Werep\gﬁal @% for @e pa@t camgpound and its metabolites DFA and DFEAF using
method 01304 (cf. KII&4. 3/@}) TI% resf@ctive LOQs for the 3 analytes were 0.10, 0.20, and
0.10 mg/kg (a&@h pa%egt 2@‘16 , yieldirig a calculated total-residue LOQ of 0.40 mg/kg.
@
EN @éﬁ O § 9" IL Findings
< & <
Durgg the @%u@ the 2010 studies, both validation and concurrent recoveries of BYI 02960 and
it%etab@@es DFA andDFEAF were obtained from samples of hop cones (green and dried). (The
Valida@ work was done due to the fact that hops are considered "difficult to analyze" but were not

additional cones Wﬂf@@

included in the original validation set for method 01304. Details of the validation recoveries are



Page 31 of 604

Bayer CropScience 2012-12-13

Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

presented in chapter 4.3 of this dossier with method 01304.) In 2011, samples were analyzed for
concurrent recoveries.

& &
Concurrent recovery samples for parent compound and DFEAF were spiked at levels of 0.10 kg @y
and 1.0 mg/kg, as well as 5.0 mg/kg (expressed in BYI 02960 equivalents). ]\/@1 recoveries@ gregy,
cones in 2010 were 80-94%, with RSDs of the larger validations sets (n>2) 8§6.0-13.9%; n= 1—&%

2011, mean recoveries were 85-91%, with RSDs of the larger validation se% (1.0 mg/kg@z)f 0. @3%&

n=1-3. All values were within acceptable ranges. VC@ Q@§ @g}g @\\ K @@ @
O

Mean recoveries in dried cones in 2010 were 103-112%%6, with RSD %f the larg@ahda@ms @@§ @Q}

[n>2]) of 1.4-7.2%; n=1-6. All of these Values considered to be _# ert@ be@use, even i Qj'

case of values over 110%, they were only margina y h1gher a@ he D vaiues v@e very, fow; 480,

in the cases of the exceptions, the overall me@ of @ecox@ an@iyses @lthe @en n;z}rlce w1th

each individual analyte were 107% and 108%, wi@bver S]@of 6. 2@ an%4 2%. 20@'

recoveries were 79-91%; n=1 for each %&@cen&@ﬁon.\\ [} &% §
@ \

For DFA, concurrent recovery samg@s wq%;splk\ﬁb\at l@gﬁs 0&(@20 \@g a§ @kg, @@well as

5.0 mg/kg (expressed in BYT 02969 eqt@/alent@} Meay recq eries 1@greeé‘% 3@? 20 }Qwere 83-
99%, with RSDs (of the largerQ@hdaﬁbns set&fn> @ of §2% 1@ 9%; =1 @©In 2011, mean
recoveries were 79% and 88%, with an R@of t@ larg%gvallda%lon s&@l 0 @Jg/kg) 0@3 2%; n=1-3.

All values were within acc@@ptabl@ang@ & . % @ @'y\?
< S, Q & S
In dried cones, mean®FA r@ow;§ n 2@10 W 8- 1@6%, with R%@ of @% larger validations sets
(n>2)of 3.1 and @A) n«%l 6 01 tecoveries a@ 7%@@% 7&4 n=¢ for each concentration.
The values were@? W%Qm acc&ptab%xrange&\ &\ N %@
S O & & O § @
Details of l@ﬁovery@éta are showa in t@le 6. @k 2-4. @?1 trigl data,?c summarised below in table
6.3.1.2- b and in &éter g@@\;ﬁll 1@% Tier 1 suf@ma rms\{Res1dues of parent BYT 02960 as
d DFEAF @ expressed in BYTS ‘&2960 equivalents. From these

well as 1ts etabolite% FAa
ROXIEY ..
individual valuesh tal resj of BYI 0 was cal&lated as the sum of these three analytes,

expressed in pareft e le @’ N N
retnogl o) & 5§ §
& O o
Relevant r%ldues of BYI®296§Vere ggermm?d in fp cone samples taken at various intervals after
RS
apphca@ o\@ Q @ o
@ S @ Q

S (o8 N
Analyses of green cones@w@hat toal res@e levels generally declined with time. On day 0,
immediately fo@@wmg%treat t, rue l@ls in green hop cones were between 0.79 and 2.7 mg/kg

(median 1.3 4g/kg), By 21 “¢he egyisaged PHI (samples were taken on day 20 in two trials and
day 22 in mle fu@r tri ‘@levelﬁ%ad declined to <0.40-0.87 mg/kg (n=8), with a median value
of 0. 47\@=g/k esi e ued to decrease until day 26-28, the final sampling event, when levels

rang@&fron@%40 06 m?gékg (n=8, median 0.41 mg/kg).

The re@@le behaviour was somewhat less predictable in dried cones. Whereas a decline was generally
evident over time, in three of the trials, residue levels at the final sampling interval (28 days) were
higher than at the PHI (day 21). Residue levels on day 21 (20 in two trials, 22 in one other) ranged
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from 0.56-2.4 mg/kg, with a median value of 1.1 mg/kg. On day 28 (day 26 and 27 in one trial each),
they were generally lower, at <0.40-2.3 mg/kg (median 0.71 mg/kg). Taking the highest residues at
relevant sampling intervals into consideration (either day 21 or 28), residues ranged from 0.61- @o @@

o,

2.4 mg/kg; the median value was 1.2 mg/kg. ®\
@

III. Conclusions (hops) . N
S
. S s & & @
In order to support the use in the EU of BYI 02960 in hops, 8 valid t @Q were condgcted @he é\g S
northern European residue region in the years 2010—@1 1. BYI 02960 was appli@gonce@ an ZO(@Q}
e at therequifed rates, and &ll
Ow a ]@ eq\ué& ra@gs an
X N . T T AN
& &) N N IS S
Q T &> o L @ S
To evaluate this use, samples of both gree%nd dg@l hopgones&ere ta@n a@evera@ter@ ft
the final application, including the envi@ P@Pof &\ays.@amp&%wgr@nalégd for the re@nt
residues of BYT 02960, comprising t are O%ompg}@ld a&ﬁ“its Qﬁ@abol' \s DEgyand AFQThe
residues of all three analytes were &@meg‘%o yie&@ ca@ate&%ta@ldu BY@%% The
results of the trials presented abov@den@nstrat%that: S @Q ®) ©@ @Q \%
Q@ . © @§ @ @ S @© LN
— total residues of BYI 02960 di ipated@idl)@n gre&?n op @@r{esf{{@m leggls of 0@9-2.7 mg/kg
on day 0 after the treatfgent to@OAQ%@W g qn day 21 (eng@g@ged@ﬂl). ;&7@ respective
median values Werig 13 and9.47 %g/kg(@ 6@ § « R §
S O g & O
— in dried cones, éﬁldu eveLs @?o t@%@d to ﬁ:li@%ith ffhe. When eygluating the highest
residues at re@%an “s\gmpliﬁg\lntgévals (&Q}er di?%Zl ordn ‘m§tria§1\\ﬂ&ay 28), residues ranged
©) @

formulation at an active substance rate of 120 g/ 1 applicatio
trials were conducted according to GLP. Y

from 0.61- 24 matkg, with a me@ian 0&61@2 g Q@
@ %y\g %@ % é\ @ @ @7%
S AN
S P R

N N
5 & & & .=~ o
o NS s & o
N
S\ L 4+ 9 @
@’ 2 S @ o
°\ Q ®\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
&%“ﬁ@@
&§§©%©@
&¢ls
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Table 6.3.1.2-3a: Application scenario in residue trials conducted in/on hops after spraying with
BYT1 02960 SL 200 in the field

Study No. Application &J @
(Trial No.) . N
Country C S HI >
Location V;‘r’ﬁty FL No. 1;5/:1;1 1((;gg§ Gs [© (a
Region N @ L
Year % ©) & e
10-2225 hop 200 SL 1 @ o012 [£0.004 3CH: 218
(10-2225-01) Hallertauer X @@ @%%-75@ P
Germany Gold & Q 9 SES)
@ & ¢ R | O
] K\ S NI v 9
EU-N %@l N L P \© 2 Q@
2010 & 9° é@j o W f® \% %
10-2225 hop 200800 | P 0.1 F005501 75 21,
(10-2225-02) Magnum A @%” \@Q Q% g & é éﬁ% @&
Germany {\9 0 N S < Q\@ (v% §
— KN RN P & |8
DA N ARSI SIS § § @ 2
RGN S o | =
EU-N RMe g D& 9.9 L ~
2010 LS & @i@ @? & | & -
10-2225 hop 20 0.1 0.0055°| @ 20
(10-2225-03) Hallertauefs, 0§L N < o2 2 e
Germany M um © @Q & o % @ QQ
I ! @ o o
@ p O | & . N O
S RS QS O S
EU-N N @ S X q N
2010 @ S L9E @Q & | @
10-2225 & <fop & 200 Y|V 0§@ _0.0055 85 21
(10-2225-04) ©© §?Ha1@tauer e K‘% %& S v
@ | Tradition, . P @@ o %@
D @% © o 1@ "
° @ Q\Q @% @ 9 Q\©
2010 Q| © &].9 K| D
11-2076 7 Lhop %200 1 Q 0.15 0.006 75 21
(11-2076-01) éialle@uer ¥ § S &>
Germany @ Q| migeetfriih’s, N ° @
EU-N % © § @'jg ; @@ %@
2011 @7 j\@ PR &@ S
FL = fdgmulation v\} @ o8 gi gr@a stage (BBCH-code) at last treatment
EU-N= northern Eurgpe @ @\ @ &©
@ o o Q Continued on next page...
S % %,
g &
S &
> Q
&% O @ o
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Table 6.3.1.2-3a (cont'd):

with BYI 02960 SL 200 in the field

Application scenario in residue trials conducted in/on hops after spraying

Study No. Applicati S
gri;}ltNO.) pplication &9 §
ountry N
Location S;‘;ﬂ ty FL No. lzf/:l;l lzg/;l§© GS @( :ll
e s : o |
Region s | &S
11-2076 hop 200 SL 1 @ o1s £.0.006 BBCH: 2LQ
81-2076—02) Magnum X @@ o373 9 é\g@ &
ermany %@% Q& &@w Q @@ 3
@@ S - @@ h \& %@ @@}
EU-N N @@“ %Q &&\ %@J <© ~ |
2011 Q Cm Q% V@’ S & S
11-2076 hop 2008L | @1 @ o 0.0 6 2
(11-2076-03) Hallertauer RGN RS = §° . &
Germany Tradition Q@ Qé\ w\g@ O\& %é W;\ q ég S
D RS § §9 @ 2
SEEAE R A R
EU-N RMe g D& 9.9 L ~
2011 ®@ v, @ $ 2 &1 & B&
11-2076 hop 20 0.1® 0.0075 - H: 22
(11-2076-04) Tettningerss, 0§L S I 2 9 e, T8
Germany .9 S) @Q § & NN @ 9
NS S ~ S
SHR IR & \@
EU-N S @ NI § S q S
2011 &ls T rPPele de
FL = formulation @V N\ G&= grawth stag BCHQ}de) at &t tr§ggnt &
EU-Nnortheropg@@6 ‘2”\9© %@ K%Bo %\9 @b S %@
.9 %@ % b\ © @ fog
> e O & S
A o S o S N
o N R, ~
§§D DS °\© @ é @Q
@ S g Lo o @
© L 8 Q 9o D
5 § &8
@’ 2 @ @ N
SEN o
N % @ @§ N
g &@\ &©
@%
@ O é@ < @Q
O - N
¢ & ¢
< N) % S
N S
S
&
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Table 6.3.1.2-3b:  Results of residue trials conducted in/on heps after spraying with BYI 02960 SL 200

in the field
Study No. Residues (mg/kg) expressed as BYI 02960 &9 @@
(C];rlll?lltll.\lo') Portion DALT difl " B}:102960- totalrc ue of ¥
Y | analyzed (days) | BYI 02960 tHuoroacetic iflusp- BYE02966,
acid ethyldmino- %al Q
GLP furanone A
10-2225 cone, green 0 13 <0.2 %0.1 R Q 1% \y\g@
(10-2225- 7 0.62 (502 <\9<0.1 0,92 Q
01) 14 0.29 =02 @ <0.1 0939 @
Germany 21 0.52 <02 R <0l AR o.@ S
28 0.16 <0.2 <0.1 Qo
q &
GLP: yes cone, kiln-dried | 14 1.5 % 0.27 Q & <08 & £ &@
21 081 of 020 [ <0 Ol ol @
28 1.1 . 049 Ml 2N | %168
10-2225 cone, green 0 0. o’ 02 &, SRS 79
(10-2225- 8 o.ﬁ' = &5 & 01T 4 7
02) 13 D19, B D2 R @ 9 49 ¢
Germany 20 | SO1S KN <0 D1 o 0.4
27 @°<0.k %@ <62 © %Xo.l N é\a <0
GLP:yes | cone, kiln-dried 3 &3Q %532 \@ %<o'§\ > ? O zo.@ é L0384
70| <01, by <02 o o1 &Y |- Swoa
10-2225 cone, green @ o 1.40 @7 & SIS 1.7
(10-2225- N7 PR R @Q & <o.1© q 0.84
03) ~ 14g &6 & | gp <028 - <G4 0.66
Germany o| 200 @©0.2 @ 02 ol <2 0.50
. \ 8 I <0.] @2 ©2 %, O.l@@ <0.4
GLP: yes cone, kilpdried §14 5 19 O o\©0.2§é§ <Q% 1.7
&P gns s b |k
& : :\ 2 Q @(\ : :
el It S S SR (R oL
- - <0. <0. .
04) ©© @J@ %@ 149 w017 & ©©<0.@§ @ <01 0.47
0.14 <0. <0.1 0.44
Germany\% N éx%? @%mi O o \é’}’ <0.1 <0.4
GLP: y&© | cone, kilipgftied §14 0.54 <§ 2 202 Q <0.1 0.84
& dpl ke | oa | b
o . ) <0. <0. .
_ X 8§
DALT = days after 15t trea@t § @@, Q\% IS @§ .
@ o < . Qo .0 Continued on next page...
AN >
Q \ X NS >
AN SRS %Q & @
o & @ &S
& SEN < &
Q A\ N N
& N TIPS S
S ¥ & O
@"° N
@ O é@ < @Q
2 Q



Bayer CropScience

Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Page 36 of 604

2012-12-13

Table 6.3.1.2-3b (cont'd): Results of residue trials conducted in/on hops after spraying with
BY1 02960 SL 200 in the field

& D
Study No. Residues (mg/kg) expressed as BYI 02960 %\ P
(Trial No.) . BYI 02960-
Country Portion DALT difluoroacetic di @;- total Fésiducof
analyzed (days) | BYI 02960 ocid cthyldmino- BYI 02960
GLP ﬁ\ranone S e %
BYT 02960 SL 200 \g) & S O
O T N I R TR TR e
01) 21 0.51 q <022Q& «010° R 0§ @
Germany . 0.39 <0.2 @@f <§k & 0 &
cone, kiln-dried [ 21 1.0 Q‘? (%6 o @O. 6\ %@15@
GLP: yes 28 1.8@,\\ 2 @ Ro 0.1((\ ° 2.3,
3 %
e e ST d &
2 21 R N < A\ 1 4
?}e)rmany 28 @58.100\\\ ® iﬁ S| a0l & w0
cone, kiln-dried | 21} 086" A (&<0257 | 7 < S 0%
GLP: yes 28 P «%1 S w02 ST @ é .61
11-2076 cone, green ) 2.1 \ S &1 e [ V24
o1 41 F Bl T
0G3e)rmany 26, | 093 o /\7&<0{@ J2 a1 9 os
cone, kiln-driég | 200" | 2.0 O Y027 ‘@0.1%@@ 2.4
GLP: yes ~ |2 | Do EEE NS 0.79
11-2076 , S0P oe O <02 N 0.91
(11-2076- COIZ@?@%H XS & $ §9\ E&é@ 5 ;%1 0.41
2 0.1 <0.1 <0.4
%?rmany & o @8@ oM P &2 g <01 0.41
%@@é kih&ried 2 4 » 5 0. o<1 0.73
GLP: yes L9 28 %029 ¢’ | < q <0.1 0.59
DALT:dgy\@ﬁer last treat@%nt @g@ @ & Q@y @@ \6@7
&@ @ @ @% Q N . O
o 0\ % o\ \
SN SR
O IS N
@ O .0 & .0 @
Q O O N D
SRR
S § g8
o\ ©\
S A\ N N
b @" v @\ &©
@ =) § Ny @Q
< Q & W
¢ & ¢
& N) % S
S
S LT s
€ o
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Table 6.3.1.2-4: Recovery data for BYI 02960 on hops
Study No. Fortifi- Recovery (%)
Trial No. Cro Portion | a.s./metabolit n cation <©
GLP P | analysed e level | Individual | Min | May Meag;} RSD
Year (mg/kg) | recoveries &y @Qc A
10-2225 | hop cone, [BY102960 |6 | 0.10 [89:89,91;94;00] 89 [10% | Q7 | 72
green 95,107 Q N o
300-2225-01 5 10 85;86;8&%,98 85 - 398\% 6.0
10-2225-04 1 87 @ 87¢,7 | & B | @
GLP: yes 12 Joverall | & 89 92 6.8
2010 difluoroacetic %@ 0.20 2:95;99; ,\k©91 T15 ¢ 99°| 89
acid 100;116° Q & &
4 O |7 |
510 17679838404 | 6 |08 (083 | 82
S red 50 |86 SR NN
ol (OO 7658 115 | or |17
R Q| k|
BYI02060- N6 [N0.10% [68:7379:850 | 68 | 967 o83 [13.9
diflugfoethyl-> Q & 9@6 NS SN &
aminpturagiQie | =, S é\a é@ g S
&© > ) @6;7%@;84;9@ § 96 81 | 7.8
R o ol ys.o@so@ o’ 80 80
Ol Ul ovellll | & 1S o 96 82 [106
coffe, Y1 02 6 | 0.10 & T02,10%103¢, [102 = |106 104 | 14
kilp:dried 5& @ o |¥ 1045105106~ | ©
N KN 9 § 56 1.&©“ 10 ,108@; 57 |11s 111 | 32
LS9 O | gusls \@5
T T e @ﬁ SR (IEEC M PIEA R 112
§ S P pQoveral” | « @ |12 |us | 108 | 42
©© § A d@%mroa@ic 6| 020 196;92103; | 82 [ 106 98 | 8.9
2 KO N é\”s @@1.0 103:105;106; | 101 | 110 106 | 3.1
s B SlE TlelS s
A IS oo Y|S0 98 98 | 98 98
@@& OO W) 12 Yoverald 82 [110 101 | 7.3
BYR02960: ¢ |6 { 010 |89;100;106; 89 [108 103 | 72
2 @ § i oroetqg;f- S| S5 [107;107;108
©@ @Q G 1nof{@1onc\3 v
@© S 8 @5@%.0 108;109;110; | 108 | 114 11 | 22
% o N) @’%f’ L2 % 112;114
@7 - N &@ | 50 112 112|112 112
o N O L@ 12 |ovenal 89 |114 107 | 62
@° © &@ @ &© Continued on next page...
PR ) SR
@ < Q & ©@
& &S
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Table 6.3.1.2-4 (cont'd): Recovery data for BYI 02960 on hops

Study No. Fortifi- Recovery (%)
Trial No. C Portion | a.s./metabolit cation @ @
rop n . . . 4
GLP analysed e level Individual Min | Maxy, Meagy RSD
Year (mg/kg) | recoveries &y @Qc A
11-2076 | hop cone, [BY102960 |1 [ 0.10 |90 @] 90 | 90~ 0
green 30|10 [sassisss |84 (8 o ssef 07
11-2076-01 %, . 9
to 4 |oyerll & 84 90°, & é.l
11-2076-04 difl tic |1 20 |88 U 880 8 | ©
GLP: yes aéiél oroneee 2 %2 @Q % Qg@ S q
2011 3%@ 1.0 @79;820 ,\k©77 ng@@ 7§§ 3.2
A% " | overall @@) Q 77& 88, th 5.9
BY102960-  [1 |.0.100(91,> @ 1791 91
difluoroeth @f 2 %Q g% é}’ ©® i
aminofuranone |« @) b@ & & % . o
& 5 L % %7,9%91 S 579 &Y | @ro | 23
S o> 4 ghoverall T | S 91 < 90 | 2.1
11-2076 | hop cone, | BYRD2960% | & | odo O 90 & 9 | 90
kiln-dried 'S X N | ¥ro ]7 § @Q &% &@ 87
11-2076-01 Q o7 Doy O O o
112076-04 @ . 2@C Ver/}%;% —= Céﬁ LN : i
-2076- di tic | I 73 73 73
GLP: yes § Q&(l:?(?oroé * g @OQ &ﬁ O\@ 2 ©
2011 o O > il [0S @ 40| 70 70
~ I IS g %
| Sle & éj@ c%@ L g0 | 73 72
3 102960- 10 Qro S 1079 79 79
@ S @ 1ﬂ“‘%hyl'@ <§9 @ © @&
S ) oo [ Aming/ rargle Y S &
& YRS o NRE of N 91 | 91 91
O & .9 |9 & & |Sag) @ 79 |91 85
@ 2 D v Y ¢ o
S & & & SRS
A I SIPCHR
SIS
@ 9O g © o .0 %
W OO0 oD
SRS %Q & @
=) % S @ %
@7 o Q @ N
S A\ N @§ 9
b @° v &@\ &©
@ O é@ < @Q
%o Q
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> "FURTHER USES"

The following paragraphs describe all uses to be intended for registration in Europe besides the t@o @©

"safe uses" lettuce and hops, which have been submitted in May 2012. ®\ 03
N &@ @®
g N
I1IA 6.3.1.3  Pome fruit - apple =N § § %)
@ R N N &
% @ & S O @
BYI 02960 is to be registered in Europe for use in pome truit. Euro residue da@ in a@e ar ©§

therefore presented below to support the intended us@}Use patternq(GAP) infor@on , chu%@ the@%}
in

European "agricultural use" as well as the "home &garden use" to dbe ort@is s@t)marize N
o @ & @
Table 6.3.1.3-1. L @S D LS S
Table 6.3.1.3-1: Use patterns (GAPs) for %e sprag‘mppll@%%ion &YI @96 -contai@g f@las
in/on apple in Europe@\ﬁeldi\ \\ [} Y, Q" x §
Q@» ° @ N Q R NS S
. @Q %Npp@io@e &> > § § §y p
Description Reg. O'é\ per tFeatment 6per s@on @Q W ) terval 7 PHI
applst | & (e %g @ « viglime ©J S
& ed) @ @FhmpR | aady] @y | day)
EUN [Y 26 | Q607 & | @120-380 250-%0 | 14 14
"home & garden"* G ) > & 4 =
ELSY 1V | & 678 {68203 w} 2503008} na 14
. N EUN [ &) ¢ & 239 @use | 230508y | na 14
agricultural S | 1. 60F & 6015 | 0o
- D @ %, 00- 0)°250-&( n/a 14

(C
N
EU-N = northern Europeﬁ%wé/sidu@@fgiono @ @J—S = souther@pea @idue gion @
*  "home & garden" Wiﬂxa L SOQEnulatio%vailaﬁlg to the%ggneral p@ via éﬂ sala)@

% agricultural d L 200 formul AN
T zgil:c;]atgrljcruse cro(\)r@ght (@{()). Ti:%&gn basq&@a ma@ﬁﬂ 01’@@, cque@&& m@ﬁ}\éo or 203 g a.s./ha, respectively.
Y .
& 9 SN @ 3 Ny ,
In order te support thy of BYI 029@fY, sets ot Gg trlere\c@ﬁducted in both the northern and
southeff European re ueor\e@b}ons in Ol%@ﬂd ;\(@1. Inorther®and in southern European apple
trees, BYI 02960 \applﬁied tw@ as&r@ﬁiL fi ula&@n (BY%O296O SL 200, containing 200 g/L
BYT1 02960 a.s.),Gat 14-day int&ls, @ept the residue tri@conducted in southern Europe in 2011,
Q° % N
where only a s@hgle @ catgg wasthade © . O o
Q o O S O
o R @
At the b@ning of th@grogr@ the éjﬁis%%)GA&speciﬁed two applications in both northern and
southern*Europe. H@Vever this GAP wagc ar}g@ in southern Europe, and only one application
beoe@e the curren%@AP{?%use&@ tha@egi he trials conducted in southern Europe in 2011 were
performed acco@mg to the n%\@ér (c@rent) GAP. In northern Europe, the 2-application scheme will
be supporte@r hom%‘& en u@ye@(SL @5 , while the main agricultural use (SL 200) will also be
limited to i nglewgpplicgfion. v, QO
NG
In the 910 tids ar@ort% 2011 trials, samples were taken immediately prior to the second
ap@atiom@@%fms r@’ect@ conditions representative of a 1-application, 14-day PHI use pattern. In all
trials, @165 were taken at various intervals subsequent to final application, with an envisaged PHI
]

of 14 , reflecting the intended worst-case PHI.
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Residue levels of BYI 02960 and its metabolites DFA and DFEAF were analyzed individually and
summed to yield the calculated "total residue of BYI 02960". The most critical residue levels were
observed in the northern European trials, in which a highest total residue value (HR) of 0.37 mg/

was determined. The STMR in these trials was also the higher of the two sets, at 0.12 mg/kg. Q\ 43

S)

The number of trials conducted for each use described above (incl. informatié on geogra h;&cal rgg on

and vegetation period) is summarized below in table 6.3.1.3-2. v\% . @§ %@
\
¢ & goLe

Table 6.3.1.3-2: Overview of European residue trlal@onducted mle per geo@aphw@%e 1§e @%}

region" and vegetation period, in ing ke resé@s
g g p ﬁ g key @ Q . @ o @}

. D Y AN
No. of trials o D f.:
Use description ) ' é& @ Resnd@fklevei@ @6 N [POSser re
(cf. table 6.3.1.3-1) Region | Veget. period 5 gng g&@y Regiprt 1\& A
2010 | 2013 < Y Rrvg &3
trials in EUROPE _@% AR @ &U & R %
"home & garden" EUN 6 @Q‘ QRZO S JE 024, 11@77 01,02
£ EUSS | 6 4 4 @ OS[BS 0.0 30782 03,04
EU-N = northern EU residue region, EU-S = sou hern @ resi egio < DY ~ S
R A '
NS S @ Q

Northern European residue Fegion,

&)
& O @© ©
Report: KHA 6363001,
Title: Stermination 0@\% resi@ues o 0 in/on appl@}\ter spraying of BYT 02960

20Q§£n the f@i mﬁﬁrmany, F ran&rt he Netherlaggs and Belgium

Report No. & ) 10-2U71, datkd Ju]KS 201§\ O @
Document No.%® 458@)1 1
© N\
50 >
Report@ KII@() 3. @‘02 > § i _ S 01%
Title: ctrmi %@n the resr@es BY1 029 in/eg apple after spray application of
1 02%0 SL in l@ﬁel%‘ixp Ger@ny, no%em France and the United Kingdom

Report No. & %y/l 1-26%7, da@%ep@berb F&,%Olé ch}
Document No.:g; | M 32%5@—1 ©) @j\

N SN S

Guidelinegyapplies to bo%studie@j‘) @ﬁecn’ & l/4%@v{éEC, residues in or on treated products, food and feed
°N EC Gitlanggworking document 7029/V1/95 rev. 5
A | USEPA OCSPP Guideline No. 860.1500.SUPP

GLPYapplies to both Egtudi@ N yé%(cer@d laboratory); Deviations: none

9

C
@° T

N
RIS
& é%a @@ §9 Materials and Methods
Y XS Q

Ten &séfd re@e trigls Woei’&?onducted in the northern European residue region, as follows:

In 201 @ trials (Germany [3], northern France, the Netherlands, and Belgium) were conducted to
support the use of BYT 02960 SL 200 in apple (] &l 2012. k1A 6.3.1.3/01). Two

applications were made at intervals of 14 days (13 days in one trial) at a nominal rate of 0.205-
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0.375 L/(haxm), corresponding to 50-75 g/(haxm) BYI 02960 a.s.; the water rate was 500 L/(haxm),
reflecting local practice in the trial regions. (In two trials each, the application rate was 50, 60, or
75 g/[haxm CH]. The intended GAP now specifies 60 g/[haxm CH]; all trials from the 2010 pro n D
can be considered representative, as the difference in rates is 25% or less, and thus within the EXs @y
acceptance criteria for use pattern comparability.) All treatments were made a@e scheduled@ates. @)
@ S
Four further trials were carried out in 2011, in Germany [2], northern Fran‘% and the Un@Qd K@om,@
A C N e "4\7
to complete the data package (- & -, 2012,A 6.3.1.3/@. The bamc@&pph&@ n @Q %)
parameters were as in 2010; application rates were 0.300 L/(haxm) i@l trials, cor@pon@g oY é
60 g/(haxm) BYI 02960 a.s. Water rates ranged fro, %50—450 L/dgaxm). The aé?ficati int@@als @Q}
ranged from 13-15 days. Again, all treatments v@@ ade at tl{SC edé@d rat@ é % @}
(N N\ L @

o

o " S
Samples of apple fruit were taken immedia&l pri@@an%i&%seﬁnt @e ﬂ?@ ap li%atio , and at
u§ to @ days@fter
S)

several intervals thereafter (up to 21 days%ter trggfmen@n 201Q and fmeghin
. DTS Sy S
2011). The envisaged PHI was 14 daysg_ N @} N, & o é\y N §
S . O
NOA QN O @» S
The samples were analyzed for t{@parm& comg%md%a?d 1& etalolites HFA § D&@AF using

method 01304 (for method detai‘@ cf.déillA @93/03 @The pect@ O'\ for@he 3 “analytes were

=
@ ~ e & O O
0.01, 0.02, and 0.01 mg/kg ( paréﬁt ec%@ient@y & &@Q S
OUEEN N o2
& & @@ @ N v 9
S § oy & %,
« & o - Fifllings© & O
&
N > @) AN
Validation and ccﬁrre]&recoy\e%s qﬁ?@‘/ I {2960 its abo@es DFEgy and DFEAF were
obtained from ple%&f appl%»fruiK This ple@teriaﬂ@s repié ent@e for all sample materials
collected in tiRge trifls. VafationQecoviries f@%ﬁppl@uit @$ cogglucted within study 10-2172
(cf. KITA 6@.1.3/03.), a%itionagg@cove&hes w@ conc@ted@oncur&é’ltly to the analysis of all samples
(concu Nt recovene%ﬁCo entgecoveries fo§ud1g§@0-2@ﬂ and 10-2172, as well as concurrent
N 1—2&%7 angJ 1—2(@ Weiiyeﬂongin pareﬁ%l. Thus the same recoveries are
reported for the reSpectiye studj @ SR ES) >
M S SO RN
g X N o SR
The recovery@amplé&s for, ent&hd DF WaKe Splgd at levels of 0.01 mg/kg and 0.10 mg/kg, as
well as l.mg/kg (expressed ig@YI 025 Oﬁ@lVal{g@). Mean recoveries were all within acceptable
ranges (Q6-101%, RS@of th@larger@alid@ms [n>2]4.4-13.0%, n=1-9).
S SN
X %y § A O
Fortification levels for DB w@ or 0.0@m ®ge, 0.05 mg/kg, and 0.20 mg/kg, as well as 0.50 mg/kg,
and 1.0 mg/k%@?pr ssed 1 I O eq@Valents) for trials conducted in 2010 and 0.02 mg/kg,
0.20 mg/kg@ 1.6&mg/k Xpreg%'ed in@ Y1 02960 equivalents) for trials conducted in 2011. Mean
recoverie@were Witl@'@acc@ble ranges (85-94%, RSDs of the larger validations sets [n>2]
2.9-8.@‘5@n—. AN S
NS
Dg@?s o@covery data§e shown in Table 6.3.1.3-4. All trial data are summarised below in table
6.3.1 @ & b and in greater detail in the Tier 1 summary forms. (Residues of parent BYI 02960 as
well as its metabolites DFA and DFEAF are expressed in BYI 02960 equivalents. From these

&

Oy

recoveries for studigs
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individual values, the "total residue of BYI 02960" was calculated as the sum of these three analytes,
expressed in parent equivalents.)
& &
On day 0, immediately following the 2nd and final treatment, residue levels in apple fruit were; 43
between 0.13 and 0.57 mg/kg (median 0.18 mg/kg). By day 14 — the envisagi@HI — the I@vels @)
were 0.09-0.35 mg/kg, with a median value of 0.12 mg/kg. g S O\Q
3, & & o
, , R S %
The analytical results of the 2010 program revealed that t&fil residue lexels had reach@a "&%ﬁeau @Q @
level" by the nominal PHI (14 days). In those trials, theKak residueé@vels were 5@11@ on @ 145 ©§
(5 trials), or day 21, the final sampling interval (1 tri@ However,4n some crop@ésidu@eve ©had @Q}
not yet reached their peaks at the nominal PHL a\A

©

efore, steps \%re focn t(@lsur@hat highest @}
residue levels were captured. Additional samplis were con&ted%-w agd 35@ daoyw%?ter <

treatment in the 2011 program. In 2011 trial%’\}he higjtest regidue l?ei%els \@%fe S%§on da?lS 12%?rial),
day 21 (1 trial), day 28 (1 trial), or day 36 %trial)@\f @ Q - S @? & \
RN S .9
S :
N

N A A §
Peak residue levels at any relevant sa@ing{ﬁterva&@m cd@%s p&s@appgeatlo er t@é’ comfete set
of trials ranged from 0.09-0.37 mg@ me@n &{?mg/@ \@’ @@ R ©
@ X (o8 @j@ &@ & & S«
Evaluation of representativitys § I ' N S

mplin%?integval of o r@? (16A71-05, day 21;

w@—eya@%‘ced{or its ré%refe§ivity.

SE NS § R © & QO

In the 2010 paclg@n tréal 1Q—2§1 -Q\gf(}nd -06 resi@s shd®wed ‘i&ormal@decline behaviour. The

PHI of 14 days igCleagdy Withﬂa,\the qQnge of\%cliriﬁg residdies. Hals @171—01, -02, -04, and -05

essentially sh@yved "@iteau@chavi@r", wqt res@ﬂes rgraini airl@constant from the PHI to the

final samplggg date, Often %eq\v’en g@)r to%e P@day 330 da@ﬂ). idues in trial 10-2171-05

showe @ highest Var@%ilit er f@ The increése in@idu@from 0.15 mg/kg on day 14 to
0.17 mg/kg to day 2%@1@ e Caused by @%lin&and ac%l%iti(gally, typical biological and analytical
variability. Thus,@@en &1 e text&"gﬁﬁ all ofﬁﬁe trifds, thg}trial can also be seen as yielding

: R
representative redlts, @ - SEEENY
@ R @Q O . O @
TR AN
In 2011, "permal" declin@eh Nur o@ leagy“platé@u behaviour” was evident seen in the samples

taken fr@ day 14 on&@‘ds. Qial 11@077@, whié\ﬁ showed peak residues on day 36, showed a very
minqr%increase in reues Q{er ti@, frO@%. 1 bqug/kg on day 14 to 0.13 mg/kg on day 36. The same

trendhis true for trials 11 77-@} and 1@207@ 4, where peak residues were found on days 28 and 21,
respectively, W@n%very%mino } cr ov@ﬁime, from 0.35 mg/kg on day 14 to 0.37 mg/kg on day 28

and from 0. i@mg/kg n 14 t09.15 @g/kg on day 21, respectively.
& N X Q

IS @)

@ @ © > ) )
These %@crea ar%/ery @1, with the difference of only 0.01 mg/kg or 0.02 mg/kg; they are also
Withi{\\the s@ of Qatiapihity caused by sampling or biological or analytical variability. Thus, taken
in@?co@t of all of th§[rials, these trials can be seen as yielding representative results.

&

Thus the trials summarized here are considered to be valid and representative of the use described.

As highest residue levels Ware se& on ghe' fing
and 11-2077-03, day 28). he gi¥ire st of trial
y %) @ £

al

=
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ITI. Conclusions (apple, northern Europe)

In order to support the use in the EU of BYI 02960 in apple, 10 valid trials were conducted in thg
northern European residue region in the years 2010-2011. BYI 02960 was app ©d twice as a 2
formulation at an active substance rate of 50-75 g/(haxm) per treatment, supp@rting a GAP oF <
60 g/(haxm). The application intervals were 13-15 days. All appllcatlons&gere at the re&red@e &
and all trials were conducted according to GLP. @ & %\ S @

N @ @ ©\ @ &@
Samples were taken immediately after the 2nd apph@mn and at s&@ral 1nterval§herea@r 1n§d1n
the envisaged PHI of 14 days. They were analyzg@r the relevar@rem@és ofBYI 02960, co@l— &
prising the parent compound and its metabolites TWFA and DF%;F Ql@ res(;&ues ala thpgy@ana

were summed to yield a calculated "total rem@te of @I 02,%%” 7@% re of t@e trlalsﬁareseﬁ%d
R

above demonstrate that: S o
@ @ R Q &
% % @Q @? @

v
— total residues of BYT 02960 dech n%‘khat ple\ﬁsult b@veeno\{?% fi ]@Vtion §sche
nominal PHI, from levels of 0. 13@ go@ay tert@ § eat t0@9 0@25 mg/kg

on day 14. The respective me@n V%@ues A/ re 0 lgng/k d 0 \
@ N W

— analytical results revealedi%at totﬁ’ res e levels gene%ally le rea@@ed t platea@of residue level
at the nominal PHI. In@le fev@ases@ h peak I 31dues Wer@eac lat%f@lan at the nominal
PHI, the residue leve1§were§n§everthe eSS ?\ @thoé%t the P L O

— peak residue le@ at auy rel@t sa@phng %er@>l4@ys &09 ap@%atlon) ranged from 0.09
-0.37 mg/kg @dla&@B Q}/k%L \ @ @

S o Oy S
S % & S

— the trlal%reporte@here Are coggidered to yitld reprggentative resglss suitable for MRL evaluation,
smc@ﬂdue levels@d at@st r@ed a plateagat th@%ms ed PHI of 14 days. Deviations are
accétable and ma$Pb @m d by n@ﬁal a@ablht\%calgg by sampling or biological and/or

analytical aspe§ S

D
&

\ @ @
N K @ & S Qb
@ ©© < \@ Qo 0O &
© L 8 Q 9o D
S\ L & 9 @
o & @ &S
& & QL &@ &
S @ &@\ O
@%
§ \%% § N @Q
% Q
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Table 6.3.1.3-3a: Application scenario in residue trials conducted in/on apple after spraying with
BYT102960 SL 200 in the field (northern EU residue region)

)
FL= mulat@ﬁ ¢§

E =no,

&

rn European r

o
&’ﬁue region

GS = growth stage (BBCH-code) at last treatment

Study No. Application &f @
(Trial No.) N N
Country @ o
Location Crop FL kg/ha k GS o )
Variety No %g‘ (da)
Reei (a.s.) (a%s.) IS @\ I
egion O 2)
Year 1 Ch N ‘;8\ 19 L@(&%
10-2171 apple 200SL | 2 |o. @] 0.0100 7 1
(10-2171-01) Pinova (0. 50kg/[ham@ @© § é\a &
Germany %é% Q& &@% Q @@ o)
I % S o
g R|.©
Q N L @ S
EUN ﬁ§$y§©§
10-2171 apple 200 L@ %§)0.1§%§9 > @15;0.015@' S @ 14,°
(10-2171-02) Gala %% o (\Q\ 01%@% § N @ §?J
Germany SN o NN q
@ o .S O SIS
5y S = <
EU-N Q S S © S 9 W
10-2171 apple@f7 : 27)0% 26@0.15%7 59y ML, éﬂ 12
(102171-03) Jonold o 7 5| s |G ] .
Germany © Q & N
I [ SR S S R
Q ¢§ «J? © @6 S é N \@
EU-N S @ & o | &
2010 &l o > @
10-2171 > Mple& ?BOS& R %.12 7 @ %%.0100 79 14
10217104 Galaxy K1 (0050 ke/[@*m])
( ) O < 4 R 6
northern Fran ¢§ % o N \@ @@ S %@
S O @ o
S SIS <
A ONENN NERNER
EUNAS g .9 S RO
T §Q\ &1\ = ‘60©§L &”\2 fd?ls - 0.0120 85
10-2171 pple . . 14
(102171-05) @ %Sta@@ @éﬁ o] (0.0 kg [haxm])
Netherlands @& O (S Q| © v
. SR
d 7
N @% N
& o
EU-N . 9 NN
2010 > NN
10171 & T 29SL 12 [0.169 0.0150 85 14
(1(%171—06) . Star O @@v i (0.075 ke/[haxm])
Belgium @ o g Q
S
O § > @
S FO O )
EUN @ @Q < @Q
20108 O ©
S T

Continued on next page...
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Table 6.3.1.3-3a (cont’d.): Application scenario in residue trials conducted in/on apple after spraying
with BYT 02960 SL 200 in field (northern EU residue region)

Study No. Application éf @
(Trial No.) N §
Country
Location \C}rop FL kg/ha kqg@ GS & H@
ariety No (da)
Reei (a.s.) g. 4) IS @\ I
egion O & 2
Year s M a " (g”\w
11-2077 apple 200SL | 2 |o. @0.0240 | ¢,79 140
(11-2077-01) Jonagold & 60 ke/Thax1pfR @ Q§ SIS
Germany 2) N Q Q
I R 4 S & O Y
S @ §® & ¥
EU-N Q @ 2, Q ° 1,
5 1 200 L@ ‘&9@%1 5 @} @:%)133& 1\
11-2077 apple . . S 14¢_°
(11-2077-02) (‘%aearly % \%@ (@ﬁ?él/[%xrn% < éy &
northern France variety i\ﬁ oS S ° O § §
I R I RS S P
S 5
DN BRSO 2
EU-N @ TS @N S @b @Q @@@&
2011 - %@ % & K é D X N
11-2077 1 K200 § 2 @0.1 R 0.024 14
(11-2077-03) %Oelimestig& @ g (O%kg@@m&@ 2 6%7
Germany %%}gum"© @@Q §7@ © § @ @@
I L o N
S S O
EU-N ISERECEN Sl O & O
2011 @ & S Q@ > §9 @ © @&
11-2077 S | &ple .S | 280 ST ENAT @ @020 77 14
(11-2077-04) D }Vonathan > & (og ke/@rmD) =y
United Kingd@ @J@ %ﬁlig?sctt 9 « 9 | S @
I 218 & %
’ @ W
wn T F S S8
2011 g\g\ S A S @%"1\ 55 N
FL = formulation = growth st (BBQ%%COde ast tr men@
EU-N = northern European@s due (&2 @ °\& N N
@ O Y o . O @
OO0 OO S & D
S\ SRS %,Q & @
& o vey
N ©\
S NS
h @" N &@\ <
N &
@ ?s% § & @@Q
& & & ©§’
<< O % S
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Table 6.3.1.3-3b: Results of residue trials conducted in/on apple after spraying with BYI 02960 SL 200
in the field (northern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 éy @@
(Trial No.) . N :
Portion | DALT @
Country BYI 02980- | total g&?ue f
analyzed | (days) [ BYI 02960 DFA D“}g’@ BY1 03960 @@
GLP T
10-2171 fruit 0% 0.02 <0.02 <Y1 Q0. %
(10:2171:01) | 0 0.14 < 30,01 S 0.:1):5‘/9/j Q
Germany 5 0.05 % @%0.01 )’ 08 @
10 0.05 <002 Q <0.01 @ Y08 §
GLP: yes 14 0.07 002 &© <001 &) Q0 $
21 0.07 0.02 Q<001 ¢ 0. @
10-2171 fruit 0% 0.07 Y <0.02 ,%0.01R g 10
(10:2171-02) | 0 0.14 Q@? <002 @ °\@<0 6\ 'S .17@@
Germany 5 0.12 & &0.02Y AT &S 018
10 0.14 Q | @ o o o |
GLP: yes 14 0.14% ~ Q 0.0 ® @; <
21 0.1 o 003 s <0.@§ 15 9
10-2171 fruit 0* 3 O | @00 @ 01 & | 0.(%$$§
(10-2171-03) 0 15 90 |5 <q . 01 S 0.
Germany 5 Qu.10%. L[S g&% 0 ©<0.01@ & en
0 & 0.08% Lo S S 0@ Sl
GLP: yes 14 7 0.02 1 S 0.10
21 @ ol @ @§<o.9@® N 01 39 k008
10-2171 fruit * 0.0 <0.02 (2. @00 D 0.05
(10-2171-04) | g\’ é& 0.1 ol @0 N D <o,o<l% & 0.13
northern Ds S| 00 4 @ x 0.10
France \10§ @8 6 S 6@ <0. « %001 § 0.09
s 1 .06 . <0.0 0.09
GLP: yes S 2 &S00y & <0 O §<O.Gi\ 0,08
10-2171 fruj L0+, [ Q03 0.03,°9 1 0.08
(10-2171-05) rg) O 530 N <0§@ @) %0%1 0.23
Netherlands |7 F 5 | K012 & <00 S oo 0.15
& @Q %@ ol &y 02 & | g <001 0.20
GLP: yes 02 ¢ .02 <0.01 0.15
&O@,@ 21 o @4 Sy k@’o%@ G <001 0.17
10-217 fruit 03 .. O < Q <0.01 0.06
(10—217}%06) ml \@ i@g@ s o.@@ \D <0.02 <0.01 0.16
Belgium § 8IS & éko.% <0.01 0.17
A1 & QU4 <0. <0.01 0.17
N R R e
) S . . . . . .
DALT = dayg after last treatm@g) ©\ Q ) @©
* prior to@eatment % N @%\: L9 %
N R @ ©\ Continued on next page...
Q A\ N @} .
& v LB g ©
S ¥ o o O
LA NSRS
&~ v @
O VRN
& &S
< N) % S
{N @@ @ o >
¢ & T
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Table 6.3.1.3-3b (cont'd): Results of residue trials conducted in/on apple after spraying with
BY1 02960 SL 200 in the field (northern EU residue region)

StuflyNo. Residues (mg/kg) expressed as BYI 02960 &f d@@
g)rli?lltll'\i’o‘) Portion | DALT BYI02989- | total \ue i
analyzed | (days) BY1 02960 DFA DF]%? BY1 42960 @&
GLP: R
11-2077 fruit 0 0.16 0.044 1 Q 02 9P
(11-2077-01) 15 0.043 5 %001 S 0N S
Germany 22 0.043 963 @§<001 D @ﬂz @Q
29 0.044 0,063 ©Q<0.01 o S .12@9 S
GLP: yes 36 0.051 %@x 0.069 Q <0.01 &é\a Q o.;ﬁ@ &
11-2077 frui 0 0.11 <0.02 01 0.
(11-2077-02) i 14 0.064 Q@ <0.02 N @001 \@ @.094 @}
Prance 21 0.063 0028 IS <o D 0%0.09%@
28 0.062 6& @@ o.o&? ¥ 01 &S 009
GLP: yes 35 0.057 | 002 & 00! @ IS @w %
11-2077 frui 0 054 -~ %0.02 <0. V.57 &
(11-2077-03) i 14 éﬁ% o\\ 003 @ < N 0.3§
) % q A
Germany 21 25 o> |a, 088 o %0.01 @ 0.9
3 &©ogz2¢§ J @2\@ Q%g@ & 3
GLP: : ' : N
11-20??S fruit 0 O© ?7 @‘i@ @%.0@@ &m ST ~020
(11-2077-04) 14 o\%’.ll @ <0 001 & 0714
United 2% 0.1 2021 P, @x00 D" 015
Kingdom IO 9 §) §@§8y > th%l 2 0059
< , 020, o« & .
GLP: yes @ S Q Q@ o Q é& ~ @
DALT = days after last tggatment © @ @ S §9 ™ Q AN
S é X § N Q @@ N @
N o
F Ve a0 <
& & <O © N & @é o @
& &) % N Q X
° Lo R @ @ @
> o O & & N
A 9 .9 & .0 O
FOFSTEE S
& & & & .~ &
@ - SN
e XY S O @
A N
AN L 4+ 9 @
o & @ &S
@7 S N N §® ©\
o < S . © Q@ 3
S A O
G @ © 9
SO F Ve
& &EF
> Q
PSRN
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Table 6.3.1.3-4: Recovery data for BYI 02960 in apple

Study No. Recovery (%)

Trial No. Porti ) Fortili & Qb
Cl'Op ortion a.s. . n cation o\
GLP analysed | metabolite ( I::’V/f(') Individual | Min f\Max Mean@S@&
Year S8 recoveries Q & I
102072/ apple | fruit |BYI02960 | 9| 0.01 |89;90;94;94; | 89°| 107 S8 |
10-2171 96;99:99; | <\ § § 2
FA00; 107 &% s &
(10-2171-01), 51 0.10 R8: 90; 94; 90| 88 9%»3 9" 4@ %@
2?0-2171-06) o % © %o & ©
6 %@ 76; 88; 8: 92; | 76 | Q01 4P o2
GLP: yes 94; 101 9 g IS N
2010 > rera > - sl ] 2| <
DFA Y3 PRS; 89:92; |87 [ @00 | 2 | %5
S i@@ ;10 R B
O 3®0s 03,9093 o 039" 5
St S S 1 e | s
©Q (ﬁf 4 @50 @@;91@%;9%@ 90 @96@ 93 2.9
@ eN10 N3 83 7@@ 93 82| 86
R & © S |9 &© ©@ (SIS
& > [ oggnall | @ $ 1 Rrbo 90 | 66
w | BYT 0290 94 0.01_]75; 84 85; 862 78| 95 T 86 | 67
o EAF§§ d ®187. 2@2?;8 X \% &
SR I - S I S R Nl ¥
. St e Os|fo. @ omes; og: | 69 97 | 90 | 13.0
TS o & 7 ° O «
NSRS N o 145 §53;9 194 | 70 | 100 | 89 | 123
@@ \© < N 2100gy |
NS R | & L o 20kdveraly 69 | 100 | 8 | 99
11-2078/ Pappl®]  frwt Y102960 |.3%P o. 897,139 | 89 | 103 | 96 73
11-2077", % g S I 93-9%%] 80| 97 | 90 | 99
° g}g < @7 . 193 7 .
(11-202891), RN of 100 %93, © 93 | 93
1
(112077-04) R f’ O & ovelall | = 80 | 103 | 93 | 73
FAS 31 0.020 [§9: 9597 90 | 97 | 94 | 38
GLP: yes 2 @ N) @2@7 " Q@
5011 @@ P 7| \@ 3 [00.20 W%9; 92; 99 89| 99| 93 | 55
N ¥ & K8 % 1@ 87 87 | 87
% QQ @" 2l 7 |dverall 87 99 | 93 | 48
§° A (B0 3 00.010 [95; 98; 109 95 | 109 | 101 | 73
& NS é@FEAQ 3] 010 [88:93:96 88| 96 | 92 | 44
@° 1 & 1| 1.0 |100 100 | 100
S S /& § @“Q 7 | overall 88| 109 | 97 | 67
AN > Q
& &EF
S Q
&S o<
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Southern European residue region

Report: Ki1A 6.3.1.3/03, || N T 2012 & 4 o
Title: Determination of the residues of BYI 02960 in/on apple after spragg of BYI 029@
SL 200 in the field in France (south), Italy and Spain A @
Report No. & 10-2172, dated July 5, 2012 Qp Q
Document No.: M-434603-01-1 ((\Q a@ G
Y 2
P O O&” @
Report: k1A 6.3.1.3/04, [N ; %@2012 S 9 U Lk
Title: Determination of the residues of BY @ 2960 in/on a after spray @phcat@fof & D
BY1°02960 SL 200 in the field in SQ{ ern France @)am )taly an rtuégl O @
Report No. & 11-2078, dated October 16, 201%@ N @ © @
Document No.: M-439845-01-1 o \@7 y\:\ @’ 6\ > ?&@
2 & N
S & & Y-S
@ K © & g
Guidelines (applies to both studies): D&‘%‘uve%\\mM \C % es 1&% on, t@ted duct%&g food @ feed
@@me wg King- do ument 955 Q
EfA OCSEP Gujdline 1\@ 860 0.8 &
GLP (applies to both studies): @ yes (certlf;edﬁab(yf\{tory), \llan@@ nop\@ f«Q o
& 7 N\ S N\
o & ¥V F PG U
AR S AN &@ 2 ©
N1 @teri@ and®ethods @ 2 9
L@ © 2 o R @ Ao
bt o, 5
Ten field residue trialfwere gondugted in so he@urop@, as fi ws(:x N
et ¢

&
@
In 2010, 6 trials §h&1@ﬂaﬁ Ital}%ﬁQ] did Spa@§2]) @re c@iucto support the use of

BYT1 02960 S%}@OO i L2012, IIA 6§ 3/033\’ Two applications were made
at intervals of 14 df% at a%@mn@l ratef 0. l%() 375¢§(ha><rr9 corggsponding to 50-75 g/(haxm)

BYI 029@ a.s.; the wa@ﬂ rate&ﬁs 5@5 7L aX@ remg@@;l practice in the trial regions.

\
(In two trials each@e app%ca@ate %@s 50@0 oré / ha m CH]. The worst-case intended GAP
_ for the "home 4ad ga@ 5 Q@’Spccmes 6@ g/ [ CH], with a GAP of 60 g/[haxm CH]
\ \

for the agric al
LA ar ISP

Within @cope of th@ome gard@?z use@mhe t];'ﬁs@from the 2010 program conducted at 60 and

75 g/YL}alaXm CH] can@ co 1dere‘%repre$ntatw%®as the difference in rates is 25% or less, and thus
within the EU's acf:%'ptar&§ critéxia for € pa@n comparability. As for the trials at 50 g/[haxm CH],
although they d@”mr from the «e@ws@d G&by 26%, they were nevertheless evaluated below for

@

their Valldlt@ %y
@
@ $ 9
All trents @re mag% at @ scheduled rates, except in one trial (Spanish trial 10-2172-05, 1% appl.
unde@sed ' O‘V@ > by 15%), but this deviation was well within the EU's standard

ac@anc@mtena@? @

Four further trials were carried out in 2011, in France, Spain, Italy, and Portugal, to complete the data
package ([ I < . 2012. K11A 6.3.1.3/04). In 2011, only one application was made,
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at a nominal rate of 0.34 L/(haxm), corresponding to 68 g/(haxm) BYI 02960 a.s; water rates ranged
from 400-450 L/(haxm). All treatments were made at the scheduled rates.

& &
In 2010, samples of apple fruit were taken immediately prior and subsequent to the final applisationgy
and at several intervals thereafter (up to 21 days [20 days in one trial]); in 2@, samples Weéré ta]@y

immediately subsequent to the application, and at several intervals thereaftef®{up to 35 (gys [34\gys
@)

in one trial]). The envisaged PHI was 14 days. &% . § %@)
A N
© ) &S @@

The samples were analyzed for the parent compoundEd its melites DFA @nd [@AF@&ing ©§
method 01304 (for method details, cf. KIIA 4.3/03@% The respeggve LOQs f@%e 3@1&}@@ we
0.01 mg/kg, 0.02 mg/kg, and 0.01 mg/kg (all in pt equivalent 2} @ é &

> \@ & DN & @@

LA A @b : e

O S & oo

AL Eandingy, Q s O & &
SRS IR - I

N

During the conduct of the complete s ap@%\studg@?in ?\Q&I O-%&@, vzggatio %d C@%ul‘l‘@@
recoveries of BYI 02960 and its m&t@olit%DFz&%d D@@AF@e ?medﬁ sé‘{)les @&f apple
fruit. This sample material is rep@ent@'ve ofg]l sangple mate¥ials @ ecté‘% thes triaeg\fy
Validation recoveries for app] @uitc\i&e con@cted@tbi&@udy@&ﬂ cf. @A 683,1.3/03),
additional recoveries were cBa ucgid coné}rentg to th@analys@s of a&l@s?amp@s (conctrrent
recoveries). Concurrent ré&overi& for %&lies 22171 and l()%—217®s W@}as c%%)tlrrent recoveries
for studies 11-2077 and ﬁ—Z(@wer@%done i ar . T@th%éame re%everi§are reported for the
respective studies. é\’ 0% @S& @ § &:\ Q é& é\

L & O 3

R : & P
The recovery sa@es r©pareia;c\an DFEAR%\/ereQTﬁked a}(?ev f O@% mg/kg, 0.10 mg/kg and

1.0 mg/kg (esse@n BY@)296(@qui@Q@ntS}%§Me§cov s wgje all within acceptable ranges
1010 L . 200 s
(86-101 /:),\@SDS of esgrger \%@datlo% sets@sp 2] 13@0 %, n@@).
QO $) <o

Fortiﬁ%iion levels f%r@bF&%reg%r 0.0g/ng@OS m?kg,@nd, 0.20 mg/kg, as well as 0.50 mg/kg
and 1.0 mg/kg (essed%l B 296°@§equi@nts)©Me recoveries were all within acceptable
ranges (85-94%, RSDs®P therger @fidatigiis sct@fn > 9-8.60/, n=1-6).

ges (8504, ROTERPSTpeet SRS sghin = g=9-8.6%, n=1:0)
Details of%covery data a@ sh in %ﬁe 6.&3—6. 11 trial data are summarised below in table
6.3.1.3—@ b and in \f@ater@ ail in%he ]@ 1 sué’mary forms. (Residues of parent BYI 02960 as
well a its metabolﬁiﬂi@DF%nd @EAF@ exgareSsed in BYT 02960 equivalents. From these
indiMdual values, the "tdg res@’ue of Y1 02960" was calculated as the sum of these three analytes,

; a ; @ S
expressed in pi@nt eq%lvale J) %@ )
N
Relevant &mdue@‘f B@@296§were @[ermined in apple fruit samples taken 14 days subsequent to
the ﬁrs‘t@pplicg%n i me@ly prior to the 2nd treatment) in 2010 and 14 days — and at various
other@%ﬁew@f a@ ¢ Stagle application in 2011.
¢ &

In the @O trials, residue levels declined somewhat between the day of the final application, on which

7

7

they ranged from 0.11-0.24 mg/kg, and the nominal PHI (day 14), on which they were between 0.05-
0.11 mg/kg; the median values were 0.16 and 0.09 mg/kg, respectively. However, these values reflect
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two applications. To evaluate the intended one-application GAP, residues in samples taken
immediately before the second treatment in 2010 (corresponding to 14 days after the first treatment)
were found ranging from 0.04-0.12 (median 0.06 mg/kg); these were quite similar to those from DS
samples taken 14 days after the single treatment in 2011 (0.051-0.11 mg/kg, median 0.09 mg/k%. 6§
S &@ S
In the 2011 trials, on day 0 immediately following the application, residue le®®s in apple fruit weéé\
between 0.19 and 0.25 mg/kg (median 0.19 mg/kg). By day 10 (8-10 dag@%the levels we@re § %@2
0.06 mg/kg-0.12 mg/kg, with a median value of 0.09 m /@ On day 1 the envisag}d PQQI\— t @
levels were 0.051-0.11 mg/kg, again with a median value®of 0.09 mg&®. These res@%s sh@a faidy ©§
constant residue level by 10 days after the applicatio@they appeargp have reach@“a "plé%au" ®vel. X

. , @
Median values of 0.08, 0.07, and 0.08 mg/kg at thexZl -day, 28-day} an%}%-da@mp@ag 1n€t§rvals,@}
respectively, further support that the residues hadYeached a pl@au. N oy 6\ R, L

%, PSS NN

9
Q @ N v
As residue levels have reached a plateau byday I@fesidé)vah@@ymeas§ed i %y—@am ta°
"normally" in the 2011 trials can be eva@&ted Q}etbe&%ﬁh tityse ta{% beté@en agplications i§
2010 study, i.e. 14 days subsequent t ﬁ];iﬁapplié@lone\ esiq&@valu%}ro e en@%e set @ trials

in samples taken 14 days after one &Q 1ca<§§n r d fr$ 0.({—@?128&1@, a@ @dian@@f
R
0.07 mg/kg. RV o D ®© o & & ~
& N TSy o ¥ s
In some of the trials, the highest rglevant @@sur&d resi%}e wasQ@g)en aiq@ter @jnpling%tervals that at

the nominal PHI, even if thg leve@rem@ed Q(z) similar. Wl%len cQl 1der@ thqu’@k residues at any

sampling interval >14 da}s p l—apé%licati RO Ve§@e co@et et of trixds, 16@8 ranged from 0.04-
0.12 mg/kg (median @7 mgke). °

~ N S
e §5,0 o
SO S YSN O e S
@) @\ A N AN & %,
o o & & & b &
S S N9 & 6 @
Evaluationgf representativity: © N 04 Y
G N o . : @ @ _
In all t@ residues shoyved %rma@eclme beh@ou@ectlg&fter the application, but seemed to
reach a plateau lev v@thi&ﬂ% fo&lowin@%ys. L his E)ihavioikwas independent of the number of
S-S
s Fe L0
@ S P &
In 2010, pesid we <<aetet‘i‘is).jnede%l day&@(‘[h final day of sampling), in 3 of the 6 trials.
However, &goser examinatdn r \als the @%due@evels had reached a "plateau", starting on
approx.@ 10, in al] {1@@15. ile thvah@therﬁé%lves reflect a 2-application scheme, they are
neverj@eless of impg‘ﬁance;%l nc@jstan(@ theg€neral behaviour of BYT 02960 in apples.
N § N $
Trials conduc‘;{,@i\n 2011 all Watea@behaviour around day 14. Only in trial 11-2078-01 was
an increase @esid&% evidsht, frém 0.0&J mg/kg at day 14 to 0.058 mg/kg at day 35 . Additionally,
in trial 11@2 78—@%651’@25 in@eased@om 0.082 mg/kg at day 14 to 0.083 mg/kg at day 21. These
minor ii@easay%:I du%@ampling aspects and, additionally, biological and/or analytical
Variagtiﬁ?ty. @s, ;&
re@gent@@/e results.

applications (1 ordy?
9

i@rﬁhe context of all of the trials, these trials can also be seen as yielding
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And, as it is evident that residues had reached a plateau level by approx. day 10 in general, values
measured after a single application in 2010 can be evaluated together with those in the 2011 program,

as a complete set of trial data. @ @©
N S
S)

In 2010, applications in two of the trials were at a rate of 50 g/(haxm). This is@% less than @e ratey,
to be registered for home & garden use, 68 g/(haxm), and thus is nominally d@side of the %’s 'gria
for comparability (£25%). The residue values from these two trials 14 day%after the fér@ppl@on%@
were each 0.06 mg/kg. Taking a/l 2010 and 2011 trials it account, rues at that s@}npl@inte
. . . . @
ranged from 0.04-0.12 mg/kg, with a median of 0.07 mg/kg; if the tv@rlals in queggon a@xcl d,

the values still range from 0.04-0.12 mg/kg, still wit@ median of 807 mg/kg. T@'resu@ are @fmlyé}

within this framework, not representing an extrelue in any V&% ﬁs, t@e tv@trial@s@ can be@}
included in the evaluation of this use. @ > % AN

7o

AN D .
> T K o

R
S S P
III. Conclusions (aéble, ithern Euro anr%\dug fogion)

@ N @ &ﬁ @§ SO

& o
K\ N DR N & §
In order to support the use in the E@QB%O29&(§n apgj%, 1&@1id s Wﬁon@ted @y southern
Europe in the years 2010-2011. BT 02@9)60 W@appli@ as @L 20@1or tio@iceo@om trials
and once in 2011, at an active sta,n\%@ rate &9’ 50-2&/0}@% p@reat@nt ir@lo and 68 g/(haxm)
per treatment in 2011. In 2049, t applic@m i%erval %fryas l44ays. 5@ appdications were at the
required rates except for némor d@iatio@@in a, gle trial,

which ngt%\ les@an 2@% and, therefore,
well within the EUs standard @epta(%ce cri x‘$ %}@ rial§ere§§0nducf&i acc@ing to GLP.
2”\7 o @ o

A AN
SE NS S & S <
Samples were anal@@éd fi the;é@zan@f‘&idues of 8@029 ) con&prisin@he parent compound and
its metabolites 0 FE@ € residg}s of éﬁ» threedmalyt@ wegdSummed to yield a calculated
total remdue@BY@? 96&@ The @sult@@tl:e%mls @ent OV@demonstrate that:

.9 S T o o
— in %@910 trials, to{ﬁ\f res’%& le\@j declined figm theay o&the final application, on which they

ranged from 0.1 1\8@24 mg/Kg, 40 the @?nai@ I giay 14&@n which they were 0.04-0.12 mg/kg.

%ﬁ?@ere 16 ar@).% @g/k; At sampling intervals 10 and 21 days

X
dia@@ﬁlue&%f O.l@(@and Q9 mg/kg were determined.

on S
SN

- residue%in samples ta@n i dia[%g bef@g@ the @cond treatment in 2010 (corresponding to
140@ after the fl\@ treat@ent) WRre f@ld atgl\fnilar levels (0.04-0.12; median 0.06 mg/kg) to
th&se from sam&?@ takeﬁ) 14 d@s aft@%the siggle treatment in 2011 (0.05-0.11 mg/kg, median
0:09°mg/kg). ¥ & &

@° S @ S
| & e &R . . .

— in 2011, ¥Qpal r@Q%les Y1 §2960 @sclined somewhat in apple fruit sampled after the single
application a@t th@@omi@% PHI%@om levels of 0.19-0.25 mg/kg on day 0 after the final
treatQyent t@’.OS 1c0.11 %@kg on day 14. The respective median values were 0.19 mg/kg and
O.i@’mg/@@ A}@@ s{:é&ent sampling intervals (days 21, 28, and 35), median values of 0.08, 0.07,

@ d O.@mg/kg weresyetermined.

The respectivdig}
after the ﬁnal@ppli@t
Y ©©

— analytical results revealed that total residue levels often had reached a plateau by the nominal PHI.
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as the residue levels reached a plateau after approx. 10 days, 2010 residue results from sampling
intervals after the first application (but prior to the second one) can also be taken to support a 1-

application use pattern on apple trees with 14-day PHI. @o &
@\ Q
peak residue levels at any relevant sampling interval (>14 days post 1-appliggfion) range&@o @
0.04-0.12 mg/kg (median 0.07 mg/kg). w
S S %@

the trials reported here are considered to yield repres%@?tlve results $y 1table for MR,\L ev&l\\mno
since residue levels at least reached a plateau by the entvisaged P @a 14 days. @’%ght §1at1 n %
the data are acceptable and may be explained by @mal Varlabégty caused by@'mphf{% asp@s or C&

biological and/or analytical variability. Q o @

@

QU f/
@7@ f
Q)
%7
/
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Table 6.3.1.3-5a:  Application scenario in residue trials conducted in/on apple after spraying with
BY1 02960 SL 200 in the field (southern EU residue region)

Study No. Application @
(Trial No.) \&” §
Country
Location Grop FL kg/ha k Ol as JoPER,
ariety No. (a.s.) (a%s)) (@i@)
Region % § § 2
Year Ch R N o (g”\w
10-2172 1 200SL | 2 [oN35 @] 0.0100 [ %5 140
(10-2172-01) Cata é((??;wg/[hax@ @ § & S
southern France %@ Q& @@ Q ®© @
o & &
& « @ R O @ @
EU-S 4o é@ﬂ O LD \&, %@
2010 S @f S @% @Q
10-2172 1 200 SL 0. y0.012 ¥5 14¢_°
(10-2172-02) ?%fda W\% \%ﬂ Q060 4 /%ax@? ©© @’ (%
southern France @} N q & & g @% s §
SEPS RS RS I -
> | , NN @ G
EU-S N > s S @é TS
2010 & \\;@ @@9 @PS U@ @ O @(@ S
10-2172 1 00SL | 29]0.1 0.01 14
(10-2172-03) 2%%@ (&\ RN (‘%7(%5 1<axm§@ % &
SRR R O RS L
RS R
EU-S @Q T & e | é\f\ SR RN
2010 RS RN 9 o
10-2172 & Ea%%>plc | 20080 2~ 0.1 @ S0 76 14
(10-2172-04) © QY onathan 3 (8,050 k xm]
Italy @ 6§ ‘2”\?@ @C S . f;ﬁ § Q a:
: SRS >
S 5 O @ o & s
S(gjl_g N \)@ "\@ %, O@% \© o INS
INa) & S
10-2172 S |apple 200 SLQP 2 D0.163(Istappl.), | 0.0103 81 14
(10217205 @ §old§ > S 0.1@§(2ndappl.)
Spain St & P O Q’ | (054 kg/(haxm),
©) Q \\ D (] st Appl.),
' S O %Q of  @.051 kg/(haxm)
S @ - Q@ @ @ o\% (2nd Appl.)
N
2010 o NN
102192 S NG SLY™ 2 [0.188 0.0150 81 14
(1(;%172—06) @iia@\ @@ &© (0.075 kg/[haxm])
Spain o 2 Q
< §” %
) S KOS ©@
EUS @ o 0 O
Q
20108 O Q

FL= @mul%@ﬁ K@%

E

= southérn European r

o
es§ue region

GS = growth stage (BBCH-code) at last treatment

Continued on next page...
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Table 6.3.1.3-5a (cont’d.): Application scenario in residue trials conducted in/on apple after spraying
with BYT 02960 SL 200 in field (southern EU residue region)

Study No. Application &f @
(Trial No.) N §
Country
Location \C]rop FL kg/ha k & GS o H@

ariety No. (25 (aﬁg ((}i@)
Region § § %@
Year ’a < N A
11-2078 apple 200SL | 1 [ogs4 @] 0.0170 | &35 O 140
(11-2078-01) Granny 1(0:068 ke/[ha g T o S S
southern France SmithQ @ & Q R ®© @l
- LI S PR S
EU-S Q'? o @ ~ Q@ % R <

<2 N3 RV Q S RS

2010 Ql @ X @} @E’ o>
11-2078 apple 200 §L 0. 0.0151 | 1 14"
(11-2078-02) Golden w\% \@ﬂ &@?8%%&&;@9 S © @ @
Spain Smoothy; SN q & AN @% % §

yellow var. Q@ K\ ° %© Ko & O

fresh D S X @ § @ 2

consumptl% 7 N %o ®\ S @@ S

a C @) ¢
EU-S @ &@@ Qé? <§ @@ o ©© @@ N
2010 s 5 @ @n of &
11-2078 applé 20 1 1 0.051 78 14
(11-2078-03) gabgs varic@| O ) %’068 1<g/[ha @ G
Italy precoce % 2) @} @ 9 §§7
I :
@6 S é N S
SN Q| &
> 2 @
c E’}a {\\ Qg@ @& S
11-2078 | 200 04 0.0170 77 14
Sman® S U [ [0 e
> O & \
2010 F§ N @Q S® @
S

7 17
FL = formulation GS =w wth@e B@I -code) at last treatment
"5 R o ‘ )

S &
5 ©Q§ N
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Table 6.3.1.3-5b: Results of residue trials conducted in/on apple after spraying with BYI 02960 SL 200
in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 éy @
(Trial No.) Portion | DALT BYI 029 total ros f@;’@
Country analyzed | (days) | BYI 02960 DFA § otal reghue o
DFE BYI 0860 caff]
GLP LA
10-2172 fruit 0% 0.03 <0.02 <000 0065
(10-2172-01) 0 0.12 <0.02 <41 Q" 0.1 )
southern 5 0.06 <Q (0.0l NG
France 10 0.04 @ 0.01 QV N07 @
14 0.06 02 Q<001 @ Se09x &
GLP: yes 21 0.04 £ 0.03 0% <001 x| 008 (P
- fruit * Né ~ @
oA |™ 0| o g5 on N good d %ﬁi‘ &
southern 5 0.08 <0.02 @ <0 NEENAIRS
9 0.07 002> 4 O 0.10%
rranee 14 007 O & 4|7 %01 S L 040
GLP: yes 21 003, & ng O BT & g oo
10-2172 fruit 0* 007 N N02y |9 0@ .05 &
%
e || 0| g ] S ¢ o s v
10 ML LK 99 @ §éoﬁo1<§@ L %07
GLP: yes 14 Q& 0.040° <002 & @<§ ST =007
2 %@4 2 0 0%@@\2 S Zﬁ @U@ N 0.08
10-2172 fruit 0xZ . 03 @ <0, 01 v, 0.06
(T I S Rt S s S G A
a . 3 . .
’ g |O g @l 00, IS @ 2P| ol
GLP: yes S 144 004 § @ 0.§ %00l X 0.07
o) 21D 6005 © 06 & | o <001 D 010
10-2172 fruit o[ 0% [ 0.0® 02 Q" <0.6% 0.12
(10-2172-05) §9 SO ) @% > @Sg.o @ | <y 0.24
Spain S 4 N > 4\\ N <0. @ 01 0.17
S U %, 0.140> 003 &) =s001 0.18
GLP:yes & & 1© | ©0m” gp Q@;m & |g <001 0.13
5 KO (%1 %ﬁ a0-05 ; <0.01 0.17
10-2172 -7 [ fruit 3 0% -01/0.08%* | <0 <0.01 <0.04/0.09**
: RS o N S
EESIRIC RO IR AR O I
Q|4 1 0 = K003 <0.01 0.15
GLP: yes S| 14 & o | O <0.01 0.15
D § 20§ 08-Sl 0 <0.01 0.13
DALT = days @@ last t@%nen@g "\V \© %\U @ v

*  prior to lgst treatment A Q
**  residuegiyere <LOQ in the "trea sa ut O.(@mg/k%@ﬁ the "control". This may be due to a sample mix-up.
Thus,&¥9 mg/kg will{@onsic@d to beTorre

Continued on next page...
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Table 6.3.1.3-5b (cont'd): Results of residue trials conducted in/on apple after spraying with
BY1 02960 SL 200 in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 @
(Trial No.) |Portion |DALT BY102960- | total residun of oy
Country analyzed | (days) BYT 02960 DFA DFE BYI Oﬁ%“c a
GLP v cad
BYI 02960 SL 200 T &S
11-2078 fruit 0 0.16 <0.02 <Y1 Q.1%;, K4
(11-2078-01) 10 0.031 <0.02% 29.01 NO00el QY
southern 14 0.021 <0. @=0.01 @) 51 @
France 21 0.020 <0.0 ©Q <001 @ 0508 S
28 0.020 {7 <001 &1 QU0
GLP: yes 35 0.022 @ 025 Q<001 2 |, o @
11-2078 fruit 0 0.16 ”0.023/0.%** @<0.01R O 490.0@**
(11-2078-02) 8 0.079 00310083 ', " <0 &, R0/12/03*
Spain 14 0.066 @636/0@21*1§7 Al 7 S 0.11/6041%
21 0.047 © %@0.04 Y ot 001 @ | o.% .
GLP: yes 27 0.038 @ 0.0 Q 0.0 @) @‘? SN
34 0,040 |~ 0057 s |2\ <0. 1 §@
11-2078 fruit 0 0 . @02 & @ 00 ] x0.19
(11-2078-03) 10 @8 W ZS0.02S T R @.01@ S 0089
Ttaly 14 Q@ 52% L& 04 V| SR00LS D (s
21 | & 003 S 0035 S | O<w@” w070
GLP: yes 28 065 % o2 S © I O] "S0060
35 W 0%931@ .036@ %3@ - s @@)\ 0.078
11-2078 fruit N 0.22 <0.02 0.0 0.25
(11-2078-04) % é% 0.0 0> 0@ s N 2 0.094
Portugal . 0. §| 0.02 A L < 0.082
21 N 0053 025 %901 § 0.083
GLP: yes & 28(§ %@@.037 S @6 0.022 é% <00k 0.069
o 3 RS o.(i@ S o\i%z - ©°<0.08, 0.078
DALT = days after la reatn@# Q\QD %, . Q ©

* prior to last treatr

o NS &
residues in c@l 6@@@ o & 3 @

2 2 & © @
S SN SR
& FE5 5T

FEEFSEF &S
& & & & .~ o

QRS T LS
o O ¢ .09 o O @

N

S\ L & 9 @
2 S @ o
@7 N Q\ §®©\
o *§@o@’ Q@@
S @?&@\ O
@%
§\%<\§9 §@Q
2 Q
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Table 6.3.1.3-6: Recovery data for BYI 02960 in apple

Study No. Fortifi- Recovery (%) .
Trial No. C Portion a.s./ cation ) &
GLP "P | analysed | metabolite | " | level Individual | Min| Max Meaf@ RSDQ§
Year (mg/kg)|  recoveries O D A
10-2171/ apple fruit  [BY102960 | 9 | 0.01 [89;90;94;94; [eg9 | 107 [ e \@8‘”’
10-2172 ?8;799;99; 100:5 0 § S %@
80-2172-01), 5 0.10v§8; 90; 94; 9@& 88 g%\ TR @@ @
(10-2172-06) N[99 % o | | S
6| L& |76;88;903; 76 &01 700 @%.z
GLP: yes %@ w10y | P ol @
2010 Z%L@Oerall @@ % Ql@ &4 @
DFA 6 [ 092 87B8: 8992, for87 [J00 02 [
§ @ |07 gy o
NE 9.05 gh3; 93 & 57 & @% %8°
RO L IN 020N 92y, D) |O92 [ 92 @
N N N v q
@ 8| 0% 19691 996 908 96 93 P 2.9
Q.4 % & G P9
&© % ESX) %% 82&’3;8@@ @ 8 | 86
91 SRR
@Q o S|t | S O 297300 Moo | 66
O BYR2960<] 9 | @01 475 8159; 8 7 9 86 | 6.7
*" | QFEAF § 4 87; 8@1;@%%;0 % % &
o |0 &g Fls T & le
ST %9 § g0 §~?92, 987 96; %, 6% 97 | 90 [13.0
&9 @ @ @ @ o, 7 K % o\ A
@ v @’ @ | 63 10§9 70; 8@,90;@; &70 | 100 89 123
EENCESINK 4 e
SHlIN o . 20 [gverall 7 @ O[] 69| 100 | 88 | 9.9
11-2077/ Bple @ @ | BOI02960°] 34 0.01 103§ 97 89| 103 | 96 [ 73
@
11-2078 o KO I N N ‘ 0. ;@0; 80| 97 | 90 | 99
(11-20788). RS @’ 1| @0 3 S 93 | 93
o A R &% 7 [Qverally = 80| 103 | 93 | 78
(11-2078-04) S O S ! N
S OFA-” || 06 &?@5; 90 9 [ 97 | 94 | 38
gOLlPli yes 9 @ é Q}% ©3 | 020 ¢9%99:89 89 99 | 93 | 55
,{@ P @© o\@ \©\ 1 P10 Y7 87| 87
& Q L9 87| 99 | 93 | 438
@ 2 Q@f BY@%@ﬁ \%@401 98: 95; 109 95| 109 | 101 | 7.3
§ A &FEAF@§ 330°0.10 | 93; 88; 96 88| 96 | 92 | 44
O % @Q e Q @\)@ 1.0 |100 100 | 100
o N &gl fovent 88 | 100 | 97 | 67
@ O é@ ~ @
2 Q
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ITA 6.3.1.4  Berries and small fruit - grapes

BYI 02960 is to be registered in Europe for use in grape. Euro—pean residue data in grape are @ Qb
therefore presented below to support the intended use. Use pattern (GAP) inforgation, 1nclud1® the
European "agricultural use" as well as the "home & garden use" to be support@ 1S summar@& in @

Table 6.3.1.4-1. % @ @ o
) X
Table 6.3.1.4-1: Use patterns (GAPs) for the spray apph%?on of BYI @960 contau@g fo@a‘uc@ @
in/on grape in European fields & @Q % é\’ @
Appliiifion rate O ate Ingeval HL&
Description FIG ?Spl(;f per treat per sedon - @olu@;@ & K é@
(g a.5%ha) 60@ (gﬁ@ha)& (Idha) &day"s% (days)

"home & garden"* Ft 2 AL00 @g} @QZOO Q«@j na T @’ rﬁ@ﬁ 14 &
agricultural** Fr 1 S TS 109 (V00-1Q00 |« na ol
*  "home & garden" uses with an SL 50 formulatipg Q

Vail O%to th ér%ral b%c via e@ sale)R,, N
R TS &

** agricultural use based on an SL 200 formulatjeg @

)
za 1;5;3 ;;prilocr;}t:i:;n and southern residue regloQ$ @ N @% ©\ ©§ @Q §‘p ) %@
9 9 S < ©@ ©© S
N (o8 @ @ Q D &
In order to support the use 0@ I 02960 @@ of, QLP trials WG&@OI‘ML@Cd %northeg and southern
European fields in 2010 ag 201 &n t ,_g,’ and southern E&&eam@mdu@x%glons BYI 02960
was applied twice as an ﬁ forgyplation (BY 96 l@ 2 Co%glmng 200 g/@YI 02960 a.s.), at
14-day intervals. Th@enws@ed I@ Was®4 da§reﬂ@%ﬁng th@nteléﬁd w&%ﬁ case GAP.
S LAY
Residue levels @Yg@@@ a&g} it metab&g\s D@% and@% EARG er@alyzed individually and
summed to y the cula@d "tot@ resﬁi@ of %W 102850". @QX e m@t critical residue levels were
observed 11@5he nor@érn residue @glom,%n Wl’@h a hl@es‘&ta ree value (HR) of 0.50 mg/kg was
o
determi @B The STM@O\fn t@ tr1 as also the@lghe Q theawo sets, at 0.26 mg/kg.

\
The number of tr1 S condul ted eac"lwse d@rlbe&bo‘%}(mcl information on geographical region
and Vegetatlon p@lodum rlzeé@elo%% tab<©6 3. 1@-2
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Tier 2, ITA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.4-2: Overview of European residue trials conducted in grape per geographical "residue

region" and vegetation period, including key results

2s° 6
o No. of trials Residue levels Dossi‘@'ref.:d@
Use description Reei v iod (mg/kg) R N @l Qi
(cf. table 6.3.1.4-1) | Region | Veget. period ) @rtNo. | oA
2010 | 2011 HR STMR @§ &6.3.1.@@
trials in EUROPE é m@ é@ o
EU-N 5 4 9 088 0.26 0-2218, 11-2689 ‘\Ojl, 0§‘
"home & garden" @) v
EU-S 4 4 8 @3 0.18x7] 10-2219, %@090{3 03%@ g
EU-N = northern EU residue region, EU-S = southern EU residue region & Q) Ko Q\) @ KQ
) © & @
Northern Europe residue region 25@ §
S

Q _
KA 6.3.1.4/01, |G

Report: } @) (@?ﬁ (7»
Title: Determination of the residues f\BYI 42960 11@ Gr %ft@r @raylmg and Sprayin

volume of BYI 0296@ 200Nn thgl@éld m\%ermal@ Frang} (No&éﬁ and@@lglul@
Report No. & 10-2218, dated Au@st 228012, >
DoIZument No.: | M-437138-01- 15&@ v \ - \@ m§ @Q N "%@

@ 2 & & & & N O

Report: KIIA 6.313/02, 20120° ¢ S
Title: Determjznation es O@YI 078%0 in/on gra@fter lsgg%l or v-volume spray

applicagion of BYI 02%0 SL@O in Germangdnd n&herr&ﬁnce@
Report No. & 112089, d@Aug@st 17,012 & .9 % .
Document No.: &ﬁ%%%l N o O & N

NEFSERCEN QO o & @
Guidelines (appg@ to b%@ studie%: Direc@@ 9 1/4Q}/EEC,§%S§%% onQp treated products, food and feed
SRS Q EC guidancg worki nt 7029/V1/95 rev.5
A US FPAQCSPP gghidelineNo. 860.1500.SUPP

GLP (apg’@gs&to both stuc{g%?): {&’ @s (certyed l@orato@g De‘e&@%ns none

o .9 & .0

@\ &\ @ o\@ w\y\ C:g %

Q @ @ﬂ Maﬁenals&nd N@-ods
@ ©© \
Nine field &mdu trials c@ue 1@1 the @@ﬁhe@uropean residue region, as follows:
@ ) %

In 2010,

to 100 g/ha gﬂ 02
regions. & rea

(10- 22

F
data p

trials (Ge@any 2],
of BYY 02960 SL 550 m§

were made at iiggtvals of 14 days

9%%21. S

S

nts @pte
5 g@rdosecﬁ)y 5%); this deviation was within the EU's standard acceptance criteria.
Q) @

)

N .
nosthern F{ance ) and Belgium) were conducted to support the use

éﬁ@f—, 2012, KIIA 6.3.1.4/01). Two applications
-

(g?ﬁays one trial) at a nominal rate of 0.50 L/ha, corresponding
e witer ratg was 200-949 L/ha, reflecting local practice in the trial

¢ at tKQ scheduled rates, except for the first application in one trial

@
urthéptrials @ere @rled out in 2011, in Germany (2) and northern France (2), to complete the
ge (_, 2012, KIIA 6.3.1.4/02). The basic application parameters were

similar as in 2010; the water rate was 200-800 L/ha. All treatments were made at the scheduled rates.
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Samples of bunches of grapes were taken immediately prior and subsequent to the final application,

and at several intervals thereafter (up to 21-28 days after treatment in 2010 and up to 42 days in 2011

trials); samples of the grapes themselves (destemmed berries) were also taken at day 14 in 201@@@@

on days 21 and 28 in 2011. The envisaged PHI was 14 days. \ @
b

The samples were analyzed for the parent compound and its metabohtes@)FA and D %AF u%ng

method 01212 (cf. KIIA 4.3/05). The respective LOQs for the 3 ana;}ytes were 0@ 0§ ancf@

0.01 mg/kg (all in parent equivalents). VC@ @& é\, @\ @Q @
S
S S R SR
@ & o R O &
IL. 1ngs Q @@° @ & @ @}
Q') N @y \ <&

QO
Validation of bunches of grape was done Wlt® me 01@ (cf&IIA @/OSQ@@Concu}em ~
recoveries of BYI 02960 and its metabolit DFA@d D@AF vre obt@led rom sa@ﬁ)le%@bu
of grape" and "berry". These sample m&férlals\?e rep&\enta@e of@%sam@ ma;@rlals collect

these trials. @ ; NS @ S)
S ix @“ N & & &e &

The recovery samples for parent @ D%AF 1@}mncl@ wer@plke& levéﬁ) of @ mg@g and
0.10 mg/kg, as well as 0.80 m (c{fwessed&% B%@E&(@qmnts) @stu@O -2218 and at

levels of 0.01 mg/kg, 0.10 n¥/ g,@d 2. Oé%/kgéexpre sed in @?I %5@0 e%walentg in study 11-
2089. The recovery sampkgs for @rent Fin" wer@me@t 16V94§ of 0.01 mg/kg and
0.10 mg/kg, as well as 0% g (e%)ress n - 29&q ivalents)'n bot@tudws Overall
mean recoveries WGI‘@I wifm a@&ptab@rang 7 1@8%, @rall &Ds 1 8-12.2%, n=3- -0).

Fortification lev@§ in %FA&Wer or (. 02\g§g/k 5.20 rnﬁg, 1. §%g/kg (study 10-2218) or

4.0°mg/kg (s 9g)%©xpres@d 1n§%§ I 0%260 eqfvale for@le sample material "bunch",

and 0.02 n@jkg, O 2 mg/kg, an@ .0 /kg (@press&&(l 02 O equivalents) for "berry".

Overall&@an recover@?j}\’ver t@ acceptable@angel 9640 overall RSDs 5.1-16.5%, n=3-6).
o\ °\ %

Details of recoverﬁa‘[a ar% sﬁ in table 6. 3?&4 4. &ll t al data are summarised below in table

6.3.1.4-3a&b ar@?a i ter, e T@l su@yma rms. (Residues of parent BYT 02960 as
well as 1ts oht@@ expressedin BYI 02960 equivalents. From these
1nd1v1dual%alues the "to@ res e of 0" w@s calculated as the sum of these three analytes,
express@n parent e&@/aler@ \v\’

@

N
On ﬁay 0, 1mmed1ate1y f§bw1 the 2@ am@al treatment, residue levels in grape bunches were

between 0.22 afd .53 mg/k ¥ 0. 3@g/kg) By day 14 — the envisaged PHI — the levels had
declined to 044 g/ w1th\:%?mec@n value of 0.24 mg/kg. The analysis of samples of the
destem e mlté’ be ) ta@ at da@ 14 showed that there are no obvious differences in residues
betwe uncan in th pes themselves. The residue levels in berries ranged from 0.11-

0.52 mg/kg q ibg/kg; n=5) on day 14, with values of 0.13-0.44 mg/kg in the corresponding
bu@ sa@%es (med1an<§2 mg/kg). The same behavior was evident in bunches and in destemmed
berrie@en on day 21, with residues of 0.17-0.50 mg/kg (median 0.26 mg/kg) and 0.16-0.40 mg/kg
(median 0.25 mg/kg), respectively; and on day 28, with residues of 0.21-0.34 mg/kg (median

0.26 mg/kg) and 0.18-0.44 mg/kg (median 0.28 mg/kg), respectively (n=4 in both cases).
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The analytical results revealed that total residues often had not yet reached their highest levels at the
nominal PHI (14 days). This was already evident in the 2010 trials, in which peak residue values &&re &
seen on day 21 (1 trial) or day 28 (2 trials), the final day of sampling. In order to capture the &
maximum relevant residue levels, additional sampling was conducted 35 and ays after tr@men@
in the 2011 program; in those trials, the highest residue levels were seen on d® 14 (1 tria%Zl (Q\Q
trials), or day 42 (1 trial). < @)
% 0\ Q, 34\7

: . X, @ . < o @
Peak residue levels at any relevant sampling interval (>14 days posthcatlon) ovef the §npl set ©§
of trials ranged from 0.18-0.50 mg/kg (median 0.26 @/kg). & é\’ R 0O KN

& >
N 9 Q& %,
o 3 %

Evaluation of representativity:

Q @ X
nal s@plin@ﬂerv@of fou@ria (10—2@8—0@/ 2@ :

As highest residue levels were seen on the %

10-2218-02 and -03, day 28; and 11-20%%0 %§° 42&?% entdye set@f\*&ri@l@as recevaluated foiQts

representativity. Q@ gé\ %@ °\& %© é\y\ § & §t
&© 6%% °\© § \@ @@ N @ 9

In the 2010 package, trials 10-22 103 [%—05 e@gentia@g sho "pl@eau @Vm@@ﬂ Wifsg\fesidues

remaining fairly constant from. e P}g\to the Bhal &ﬁpli&@date @y 14 @da}@). Iq trial 10-2218-
01, there was an apparent "jéknp" in the re@ues Qn the %1211 day, witk&ﬁ@e dags21 vah@ of 0.49 mg/kg
nevertheless being only oalﬁprox. 9% m@@ g) the PHI Tgial 1@218@ sho&%d a constant

ainy ab, IQ% betwéen the@al two intervals,
reaching 0.45 mg/k @%’day . @% @ Q &:\ QO A S
>

increase in residue levels>r0r§§§y 7 an bu

N o &
O Y @ @
ISy N again 2vided. st D N g o
In 2011, "plateagy behdyiour wgs again evidgnt, es&éatlallﬁi all the@%ls. Only in trial 11-2089-
01 were the pegk resigties f@dnd at @e ﬁ%@am%ifng infrval 63\ 8 n@kg on day 42. However,
again, this gglue is c@ly ab%ﬁt 15%) mox%than@at at @y 14@and t ‘; ourse of the residues over time

was qu&?@ariable, Witﬁv}?mal %es a@ falls betwe&y saniiling (8&:& These changes are generally

quite small, and ma? Qrzl)par@ at‘g&ibutab@g Sarp in& blologeal, and/or analytical variability. Thus,
taken in the contf a&%f thegpals, this triafy

N,

% R
SIS S
Trials 10-2 I@bl agg -02 @ abox% ca&@so be Viewed 1n a larger context. Although the peak
values in %se two trials ave a@g th@ghe&alue@n the set presented here, there is reason to
believe@ they Woul\({'@lot cégtinue inc@e %g&r’eciably, as most trials showed "plateau”
beha&iaour with pe%\gg%sidu@g me@red @}on-@ inal sampling events (day 14, 1 trial; day 21, 3
trialdy day 35, 1 trial). to a@iitiona@tati@%@al factors applied in MRL-setting, even slightly higher
. N . ; @J

residue Values& @ould not lik hay e@ct on the MRL proposals.

A
Thus the tﬁg§a onsidred t&pe suffitient to evaluate the use described.
G i

N
§\9 @@Q@@%@
@ & <

&

an al® be %gen as yielding representative results.
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III. Conclusions (grape, northern European residue region)

In order to support the use in the EU of BYI 02960 in grape, 9 trials were conducted in the northern @y
European residue region in the years 2010-2011. BYI 02960 was applied twic&@s an SL 200@ @)
formulation at an active substance rate of 100 g/ha. The application interval&®&ere approyél dagg@
All applications were at the required rates, except for minor deviations in a%ingle trial, v@ich wggre
less than 25% and, therefore, well within the EUs standa?r@cceptance 'teria. All tr@r@ﬁ weie\ @Q @
F TIs&e
@ 3 S R O &
Lo ©) @
Samples were taken immediately after the 2nd a@tion and at s erntert@% th@after inclu%gag

conducted according to GLP.

the envisaged PHI of 14 days. They were analyzed for the rel@ant fesiduespgf B‘%{)Z%@%@ §

comprising the parent compound and its met@lites@’A &Y DFE&F. 7@ res@es ofo all tt&f
analytes were summed to yield a calculate%‘total@@idu@q BYQY2960% T result@f th@ﬂ
presented above demonstrate that: g\ﬁ \0\ \\ S <Y Q" s
@ N . QO O & & §
Qd A QN SN
— total residues of BYT 02960 dec&@ il}%@unc@@gra@et\&g@ﬁ t@al ica@ andghe
nominal PHI, from levels of 0@—0.% mg/@ on dgy0 af@he f@a tre@%ent@o.l?%&44 mg/kg
on day 14. The respective@dian\%lues ®ere Q§ mg/@y an§24 m@kg, ecggely.
& &
& S o LD
— analytical results revga@@d that@tal @du &els ée@émllx had@ ye@ach@%%)wir peak levels at
the nominal PHI, but Eat @eau %ehavi W@JideI@ v §
S o, & s O
— peak residue le@ at y relé@pnt %@pling %C@zlé@@ys &ost-ap@ication) ranged from 0.18-
0.50 mg/kg é@di. 6 n«i‘g%(g \\ é\ N @ &
& GO S
S & O O« g
— despite ghe delay@a %gyainmgiﬁf%})f th@gnaxisf@\m reﬁue levels, trials reported here are
considlred to yield eopresefiatived®ults suitablefor MRL eyaluation.
@ yo@@p\ @ %\é@ M @Lu
D) SRS S
— there was no %ﬁent di&fferﬁ bet{g&een re@ues éﬁ)un&?es and in the grapes themselves
- .
(destemmed bérrie @ . SEERN
s >

¢ o .0 @
9 :
M
= UGG
& L2 QYL
< N &9
. S S
S A O
G @ © 9
& IE Vo
O VRN
T & O
N &
@’@@%
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Table 6.3.1.4-3a:  Application scenario in residue trials conducted in/on grape after spraying with
BYI1 02960 SL 200 (northern European residue region)

Study No. Application &f @
Plot No. S
(Trial No.) @@ @®
Country Crop P
Location Variety FL No. ke/ha ke/ig GS (days)
(a.s.) %s.) § S >
Region L R N . <) &
S P O 5
10-2218 grape 200SL | 2 0.100 0.0125 |9 89> o
10-2218-01 Miiller o & ¢ R (§4 <
Germany Tf}lll}trgau; % R & S & © &@
white 7 @
o B R O TP R S
2010 S o
10-2218 grape 20 s(? @? &’ o.@é§ Q?mzs““) S @ 14°
10-2218-02 Spatbur- | > N R ©© @ @
Germany gunder; @} . @\ &6 ©& o R w §
Sy & &R L &S0
O & LS @ S & ¢
LS RS F SR
2010 & D & (g O e
10-2218 a@pe ] 200SL 0.1 0.0500 14
10-2218-03 &hrd - oS e O 2 o &
northern France e v&ie N) ) v N %
ISR BRSNS R
S ¢ S| [0 « S
X Q S
EU-N § v | @ § & RN
2010 O [ | @ -
10-2218 ©© © gr@%® *200@5 :gm S70.10@ ﬁ%soo 85 14
10-2218-04 @ Caberni& @ %& Q § Y
northern Fran@ anc; N %) @Q Q @
e b8 Tl &
< & IS S
9 @ @“ @ P Q\
SO SRy (P N
2010 &Y | @ S ﬁ@ SEEFN
10-2218 e Q20 2 Q> 0.100- 0.0111 85 14
10-2218-05 @ R gm;@ﬁ é\ . &> @ 0.105%
Belgium Q © S
@
0\%
g \!g S
EU-N N o -
2040 " SRS
FL = formulation _ « " &Q @GS = g&%%vth stage (BBCH-code) at last treatment
EU-N = northem@urope%ﬁesid gio@ Q
* the first app ion@s overdQsed by 5%. ©@
N & @© §9 Continued on next page...
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Table 6.3.1.4-3a (cont’d.): Application scenario in residue trials conducted in/on grape after spraying

with BYT 02960 SL 200 (northern European residue region)

Study No. Application &f @
(Trial No.) N §
Country Cro 6 2 PH

. p
Location Variety FL No. lzf/:l;l l((ag/;$ GS ( di@

_ S. 8¢ oS
Region Q & %)
Year P (Q% a ° (g”\w
11-2089 grape 200 SL 2 SF 0100 00125 | %5 140
11-2089-01 Miiller @@ @ § é\” S
Germany T}ﬁl}tfgall; %@} Q& @% Q @@ @
0 ) [ Ca

varlety @g@ @\ " ) @Q $© w\?@ @@
S Sl &S Sl g v
11-2089 grape 2008L 2 @ 0 [DoRsT| O éy 148 °
11-2089-02 Spitbur- v,V Sy A S @
Germany gUndtCT; red @} N @} & & W;\ N é’ ©§
e O R O
S Q)
EU-N &3 é \Q @\@I E?@ @Q § %@:
RMe g D& 9.9 L ~
2011 @ |« 2 @ é\ @ @)} S @@ 5
11-2089 graped 200 SL 0.1 0.0500 14
11-2089-03 Chafon- ¢ § < oo S 2 e
northern France n% :Vhlt@ @@ §Z@ « N @ Q@
"\% 1ety @“ Q
ISTR TR B 20 QNN B
EU-N SRS @ § N Q) q &\
2011 § § S $ & @@ . %%
11-2089 ) 00 S | 20.1 0500 83 14
11208904 &’ @k;%)grr%t % S §© §@ %
northern Fran@ N Fra@ red § N %) @Q Q @
Va%ety & N 7] Ro
R Ao @% Q @ o8
g & S A
EU-N §§> O & \@Q + & Ry
2011 B
FL = formulation JGS @iwth@%ﬁ (%@H—c") at la§eam\§h
S o o

EU-N = northlrop@ resid&fagion\

AN

¥ o & &2 &
é@% ~ QQ@%@@@\%
% S @ @®
N . @@}@Q&@
&@%%§§©Q
v
§Y§©%©@
> O o
@ Q
QQ%@
R N
@ & <
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Table 6.3.1.4-3b: Results of residue trials conducted in/on grape after spraying with BYT 02960 SL 200
(northern European residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 @@
(Trial No.) . N
Portion | DALT ap
Country analyzed | (days) | BYI 02960 DFA BYDIFOE”@? ];‘;;’I‘“ 5 c"@ﬁ
GLP § v
10-2218 bunchof | 0% 0.18 <0.02 <6y . Qo21e @
(10-2218-01- | grapes 0 0.36 <0.0 001 S03Q° &
T) 7 0.43 0. @%0.01 o V)
Germany 14 0.38 0.0 Q <0.01 @ 44 Xy §
21 0.42 .06 O° <001 | Qa9
GLP: yes berry 14 0.46 0.05 Q 001 & [ 055 D
10-2218 bunchof | 0% 0.05 Q) <0.02 N\ '<0.01 > s Y
(10-2218-02- | grapes 0 0.33 “ 02 é@’ > <0 @@ \%.36§
T) 7 023 & 02 g 01 0.2
Germany 14 0.23 0.040° @ 01 Y |& 0 .
21 0%@ @ %0@ 6@ A 28 S i @
GLP: yes 28 0. Q.B7 L~ <0.0 45 @
berry 14 @0 N[ D04 S O ol o8 | 035
10-2218 bunchof | 0% Q0085 L. 00y @ | 00 K g2
(10-2218-03- | grapes 0 | & 0200 S 00 S | O S Q7
T) 7R 02 @@ @05 S L w S| 020
France 14 @ €[4 .06 @ 201 0.22
2 0B Voor 5001 & & oo
GLP: yes | o 01%> &, 0gl K [ 7<0.06 0.26
berry A4 |V ¥ & 007 . <@ w] 0.26
10-2218 bunchof | ~ 0% 0.04 @0.020 20.01 0.07
(10-2218-04- grapesé\a %@ %@0.19 © ©©<o.0& é &<o.£§® 0.22
T 0, <0. 0.13
annce @ 14, § . > 04 @@ o 01 0.13
S P2 ML 00687 @ 01 0.18
GLP: yes o) D 28 %0060 |8 0.06 § %0.01 0.13
Berrypy | « ¥ | T 006> B @ © |@ <001 0.11
102218 , D [bunchof {_ 0* «[Z g9 O He @ <00 0.12
(P20 e @ BS] Saee | SR L O 01 023
. S . o . .
Belgium @\ ™S o.& N2 <0.01 0.17
S L o> N9 @f @03 5 <0.01 0.23
GLP: yes 9 A 28@ 16 | A 0038 <0.01 0.20
werry OF &7[. ©0200 [O <0.00° <0.01 0.23
) \w)
DALT = day z&gr last tr\ejatm@@) ©\ Q 2) @®
* prior to@eatment % ) @%: @@2 %,
. Q N
@\ S) > @§ N Continued t
%, %, S ] S @ ontinued on next page...
S ¥ & Q
e . & <& Q
§5E Vo
”\5 Q & 9
& ES
< N) % S
{N @@ N o
& & TS
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Table 6.3.1.4-3b (cont’d): Results of residue trials conducted in/on grape after spraying with BY1 02960
SL 200 (northern European residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 @@
(Trial No.) . N
Portion | DALT ar
Country BYI 029% total r eqf
analyzed | (days) [ BYI 02960 DFA DFE§ BYI 62960 c@
GLP ~
11-2089 bunchof | 0% 0.079 <0.02 <6y . Qolley @
(11-2089-01) | grapes 0 0.33 <0.0 001 S0867 &
Germany 14 0.26 0. Q@<0.01 o 3@ R
21 0.21 0.078 <001 @ § 9 R
GLP: yes 28 0.20 4089 L7 oo o QoS S
35 0.21 %@0.12 Q5001 036° @
42 0.22 o 0.15 00l B 038 N
berry 21 0.22 0069 @ P~ <0 w030
28 021 & @Y %@ @6 N 03170y
11-2089 bunchof | 0% 023 | «,20020° @] 01T & 0 .
(11-2089-02) | grapes 0 0.5 @<(g§§?ﬁ R <00 O
Germany 14 0, B0 | 0@ o 42/0QF 1+
21 2 o 0754 @ 01 Q7 A o.sb
GLP: yes 28 25 % %0.(%& ] GO0l <03
3 1O .22;@% So. o 00 SRS
42 0.3 0.1 <0. Q.48
Q A N
berry 21 2 oY Q077D 4 1 O 0.40
q ] @
2§§® . %{3% @0.088Y S o 01 | 044
11-2089 bunch of 0.0 & <0 & w70 0.12
(11-2080-03 | grapes | & S 1 @ <0 Q gall .9 042
France ST B § msee B g1 0.18
o 2LSh P18 S @C@o.m@ N 2001 &) 0.23
GLP: yes ] 28 & 0.14 IS SIS éx<0.£§ 0.21
35 0, S5 4 <0. 0.23
& @ |O Iy @%5 @ <@l 021
QI - 9 N
bry 6(\21 N o 012 QO 0.05% I X0.01 0.19
LO @@ i;@ Q°0.15V 5 0092 § o201 0.25
11-2089 buncfost * 0070 < @,@2 <0.01 0.10
(11-2089-049 | grapes 0 o2 6 O 02 @ @ <001 0.29
France sQY & 14 21 Q0.0 N <0.01 0.24
A L@ 2O 013 | O odde . O <0.01 0.17
GLP: yes O %% & 0 N Q038 <0.01 0.21
S S @ 003 @f Q054 <0.01 0.16
9 4 wé @@eo% e 0058 <0.01 0.15
@erry OV 2¢y° [..©0.120° | O 0.083 <0.01 0.16
D TO & KS 0 D BY6o <0.01 0.18
DALT=d fter last treatmeijtj § @%&: o % %@
* prior to, treatment o\@ @ N
S A\ N 7 Q
~ SIS
S ¥ & Q
e .o & Q
SIE Vo
O Q & W
N
¢ & T
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Table 6.3.1.4-4: Recovery data for BYI 02960 in grape

izz:i;lil\;o.. . For'tiﬁ- Recovery (%) @o @
Portion a.s./ cation . S
Crop lysed | metabolite | " | level N @
GLP analysed | metabolite o key| Individual | Ming Max Mem@%RS&
Year (mg/kg) recoveries & D
10-2218 grape | bunch of [BY102960 [3 [ 0.01 [102;106; 116 | 07 [ 116 | &8 |87
grape 1| 010 |102 b2 [ 1029 o <
(10-2218-01), <€ & . S
to 2 | 080g105:107 @] 105 0y 18] @ | @
2218 Q ~ &
(10-2218-04) 6 |ovgrall X102 [uB] W [ ©
GLP: yes DFA 3 | @2 65;84@91 o) 65&©01& %3 @921.1@
2010 IQ 20100 @] 10R] 109 o | @
2 19 |980s | @Y s Joo | S8
B ot fO &7 s 4S5 | w2 | 6
BYI 02968 {3 qo>0.01 @102:Q3; 107 12, | 109 1@ >
Q@ ]2 | 0% 4991009 EOXD 100 |00 ©
O D 6o§verai§ T S w10 0% | 33
grape | berry 10g960 |2, | Ry 1@?108 Q | ® | ¥ | 08
@ . W @90 @ @ 107 a7
NS 092" © q
% ol 050 109 109 | 109
& Q) S @7 SH P
5 |Q @] overa O | Q97 B | 108 | 08
N 3 - N
. @DFA S 6@\\0{ S; 8 T8y 86 | 82
4 (S L @020597 © é& a1 o7
& NIV 9
L D X @ N ) | Y7
SRS LY M e @ s | 97| 90 | 103
& <§ o DFEng%g@ 25 00k 103507 o | 103 [107] 105
P KN 0D 108 <7 | 106 | 106
@ & @ @7 @ 050 1\@’ 101 | 101
A v, O o4, Ruenail| . © 101 [ 107 104 | 26
S SIS
§ b N @ & >
9 % <§@ @,&9 Y Continued on next page...
e Ky & o & e
O @ R o @
<) N @% y %o
@’ NS ISEREN
S N &9
= S & &
S @ &@\ O
@%
s A& &8
& S @
%o Q
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Table 6.3.1.4-4 (cont’d): Recovery data for BYT 02960 in grape
Study No. . R (%) o
Trial No. Portion For'tlﬁ- e @ @
Crop | analyse ta.ls)./l't n cla tloln ° Q§
GLP d metabofite (mev/f() Individual | Mind], Max Me@g% R%)
Year gike recoveries N & O
11-2089 grape | bunch of [BY102960 [2 [ 0.01 [98;93 93 [ 98 [96
grape 1| o010 |11 S0 | P e W&
(11-2089-01), < ] S|
to L] 20 gglon @] 101 | 1¢~ S L@
(11-2089-04) 4 |ovgall SRR SERS
GLP: yes DFA 2 | @2 |70 83@ 70 O783 7Y @
2011 G S D N
lQ@'ZO P, | @ TR ’@ % Q@
I VT EE NS @ | | ‘
S A PSR SN
BYI 02968 [2 @0.01 @96; K~ 11O HES
DFEARSG * [N 00 [9® oD @é{? 96 &le
7N SEEES éﬁ & §§
Q@ oY |8 o7 ~ g1 107 O
O @%%40%/6%1@ T % 1\3@ @ | 75
berry 102960 |, | 0®% |9 o 96 |
@ .~ |4l @;§ @ 05 A 95
A g @ o
# SOl1 o 050 T1047 . 2| 194 | 10
& Q) & @v SH P
5 |Q @[ overa Q|95 L4 | 98 | 50
N
<[ DFA M Lo §3 v 83 83
Q ¢§ wf”) ©1 <©0.2g§ 82 é N iz% 82
NIV ©
@ L D @ o @ | 90
S S SN S TR @ L2 | 90 | 85 | s
P <§ o 02966 by 75 ol B 7
Dl PDFEART LT ode 949 94 | 94
% -2 &
@ & N @7 050 & N 93 | 93
A OO o3, Ruerali] . O 75 | o4 | 87 |122
S SENNS®)
§ h N @ & >
o O ¢ .09 o O @
Q O © SN NN
¥ o K £
5 P I
@7 °\@ Q @ N
Q AN N 7 Q
A (g Q\ R Q
s N
SIS R
& o &
& & & ©§’
S QS
SR
S
¢ &
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Southern Europe

Report: k1A 6.3.1.4/03, || EGEN: T 2012
Title: Determination of the residues of BYI 02960 in/on Grape after Spraying and Spraying&@v- 4 @
volume of BYI 02960 SL 200 in the Field in France (South), Spain and Italy N %
Report No. & 10-2219, dated August 22, 2012 S o S
Document No.: M-437131-01-1 €§ N <
S 3
Report: KIIA 6.3.1.4/04, % 202 Y S &
Title: Determination of the residues of BYI 02 in/on grap er high or lgvol spr@%@ &
application of BYI 02960 SL 200 in thg field in southh France, Spaig and ﬁ@ @ D
Report No. & 11-2090, dated September 18, 2012842 Q N o @
Document No.: | M-438482-01-1 @)QZ% Z RO o &
° D
& e’ @ Y\\q\ ® & 6 © % §

Guidelines (applies to both studies): Directiv@1/4 1 @EEC ?@sidu@n or @reat@rod%ts, foo%and feec

EC 'dance@@rkin@%ﬁcun@t 7029 I/&evﬁ Q) @’ @&

USSEPA QESPP QlidelingyNo. 868) 500GIPP <
GLP (applies to both studies): V@ (ceptified lab@atong%eviﬁns: 1@}6 @n@ @&9 o

NSRS > &
TS S S
N Rratals s Meds X O P S
@ k Matepials ay Megh dsQ& [ § N
. o * . 'S N %
Eight field residue trials wege co@cted@$ the @uthern@uropean re@ue @gmn{f@follows:
"~ S S
@ o >

In 2010, 4 trials (Frapge, Sp [2],{{1%5 Ital}@ We@ond&ted t&pp&@ the t@f BYT1 02960 SL 200

in grape (-

14 days at a no

Sample@

, 2@2, K 6.3.7%/0 Twaggpplications @ere made at intervals of

r@l ra@@)f 0.&&L/ha,§:§0n§}ond§g to l(@@:@g/h @%’ 103960 a.s.; the water rate was
200-1000 L/h@@eﬂe@g logyl pra&e i&@% tr%&regi@. All§
rates, exce%in oneial (1\?}2221@204,

the EU'séandard accegiincesq
ASEEEGTS

eatments were made at the scheduled

a%?lica%@gls ung dos@f; y 1@?3-9 2%); this deviation was within

eria@’ QN

o & .0
n 2QJ1, in@uthe@ France, Spain (2), and Italy, to complete the
, @ﬁéﬁ 2, Jg%?A 6.8.4/04)" The basic application parameters were
treéﬁent{were 1&96 at@@% sc%e?{lled rates.

© @

BN

bunchesoo%rap@gwere @ken@med@\t@ly prior and subsequent to the final application,

D .
and q&several interdals the%after@\p to @-280@ s after treatment in 2010 and up to 42 days in 2011

trial$); samples of the gt?§es té?mselv@ (de

med berries) were also taken at day 14 in 2010, and

: %
on days 21 an&@@ n 291 1. eged@ﬂ was 14 days.
@

The sampies We@ana@@ed @the g%ent compound and its metabolites DFA and DFEAF using
metho 21§€cf. A 4Q/05). The respective LOQs for the 3 analytes were 0.01 mg/kg,

& &

&

0.02 @/kg@ 0. g/Re (all in parent equivalents).
SIS
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IL. Findi ’
indings @ Q@
Ko
Validation of bunches of grape was done within method 01212 (cf. KITA 4.3/0&¢ Concurre&@ @)
recoveries of BYT 02960 and its metabolites DFA and DFEAF were obtained®om samples of bugches
and of "berry". These sample materials are representative of all sample r&a%rials collect@l in e . ©

Qy

o X

trials. © @ v\’\ \\ @Q @
¥ S & § & &
The recovery samples for parent and DFEAF were s@ed at level Q@0.0l mg/k@%d 0.1 m%» , as @Q}
well as, 1.0°mg/kg (study 10-2219) or 2.0 mg/kg -ﬁc 11-2090) (expréssed i@YI @960 @}
equivalents). Overall mean recoveries were all #hin accept rarges (9% 04‘@0%{&&%8@.5-
7.7%, n=3-5). S & Oy SO
o R O @

@
Fortification levels for DFA were or 0.0@/&%\).20@%/1(&@@ 2®ng/}<@§u 10-2219) 02§
4.0 mg/kg (study 11-2090) (expresse BS@QM%QN%MV%I%MSX@@ the@&a\mpl ateri@ "be@®y" and
"bunch of grapes". Overall mean r&@verl}%wer A Wi{@ﬁ a&@ab@mge 8—9@ ové@all RSDs
2.2-17.1%, n=3-5). R & & S § @) @@ @Q \%
o & TS S U
Details of recovery data are &h@ow%n\tabl@& 1 §-6. A&Z]b}?%ial @% an&@mm@iised be@ow in table
6.3.1.4-5a & b and in greaéer detddin t@bﬁer ary forms. (@idu@i%@f pa@%t BYT1 02960 as
well as its metabolites DFA a FEAF are&Xxpres @l in @ 0@&60 equ%valen@? From these
individual values, the&’otal @sidl@e B@O29§%was§@lculat@i as @ sun&%f these three analytes,
expressed in paren@uiv@é@ents@.)@ § @Q & o @
QQ ©\ & N \\ é\ S~ §
On day 0, imiate@s follo®ing tKd ZHng% ﬁ@lﬂtrea nt, due@vels in grape bunches were
between 0.¢§ and 0.50 mg/kg (\_rik@zlian %31 nﬁ@kg). Ry dav@14 — envisaged PHI — the levels had

declinedé®0.08-0.26 ngg’k ian value ¢80.14RQg/kg\
ecme&% O %g Og,@\@t a@lanza?eéﬁ\o @;@g@

N N N\
The analysis of ss oﬁhe %émﬁi@?fmf&’berr&akﬁ day 14 showed that there are no
differences in res@f@duesQe we, un@ﬁ%s an{%’f the@rape@ﬁemselve& The residue levels in berries
ranged from@&o.@@ m%@(me’dian 06" mgrkg; n=4) on day 14, with values of 0.08-0.23 mg/kg in
the corres%nding bunch s&mp %me 0 1&Mg/k@). The same behavior was evident in bunches
and in l@es taken @t\ Gy 21Qvhere sidh@were\%'.l 1-0.27 mg/kg (median 0.16 mg/kg) and 0.11-
0.28 &g/kg (media@ﬁ ng/kg)%spe@ely;&ﬁ on day 28, with residues of 0.10-0.31 mg/kg and
0.1230.32 mg/kg, respectiyely @edian 28 ngy'kg in both cases); n=4 in all cases.
@° N
S AR e§ N ; -
The analytig@resul(s Pevedied thatvotal ggsidue levels often had not yet reached their highest levels at
the nomindl HI@ da@@. T@Was a@eady evident in the 2010 trials, in which peak residue values
were se€ on '{.5?') 21 tria@r on day 28 (1 trial), the final day of sampling. In order to capture the
maxi@\}im r@%an dyélevels, additional sampling was conducted 34-35 and 42 days after
tr@%en@the 2011 p@am; in those trials, the highest residue levels were seen on day 14 (1 trial),

21 (2 i), or day 42 (1 trial).
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Peak residue levels at any relevant sampling interval (>14 days post-application) over the complete set
of trials ranged from 0.08-0.33 mg/kg (median 0.18 mg/kg).

& @
Evaluation of representativity:

As highest residue levels were seen on the final sampling interval of three trlal@O 2219-01 @% 0@
day 21 and 28, respectively; and 11-2090-01, day 42), the entire set of trials Wis re- evalu%% for&
representativity. &% . @ %@)
\ .
O & N N @ 2
In the 2010 package, the trials generally showed "plateaﬁehawour" @uh res1dues@%)mal§g fa&y
constant from the PHI to the final sampling date (da to day 2% R @ @
D oy
Trials 10-2219-03 and -04 showed residues reacg a platea Vel bgg day ®$ W1®>eak %@uei@
day 14 or 21. In trial 10-2219-02, residues s@ved '@rma}% Cll@eh@’our @ly, fo%we by a
slow increase in residues up to day 28. However @% incggase 11Qes1du§bet een d@%l @ 8

very small, only 0.01 mg/kg, indicating &ﬁa‘[ a &%au@%xa @bee&%che@ Th@«\glcrease as 4130
within the scope of variability caused k¢ sa %ng, brologigal, andrdr a tlczggﬁpectQ Q
U e g0l \%@ o

K

o

S

S N
In trial 10-2219-01, residues shov@d noé%nal d%hne behaviopat fir) thenéé’ach a p}ageau level by

day 7 to day 14, followed by @ppar\&at un@a mg@ rek@aes 0@16 ﬁn§ da@m 623 mg/kg on
day 14 to 0.28 mg/kg on day<28. & @ ©
N © & @ S 2
o O O
In 2011, "normal" declin}be@our as ev@§ 1@1als §20 —02 and=04, ‘@1 reaching a plateau
level by at least day @é’ In tf@als §090 1 a $ regﬂues @nau@ falrQ\constant over the entire
sampling period rial N -209 1ghes of 3 n%/kg wegg found on day 42, i.e. the
last day of sam, weveig, 1ncreas§ is V@%}/ sm@ -? e c@@rence per sampling interval
of just 0.01 g, & e co ere@ 1th1% on blh@ due to sampling or analytical
erTor. Thu@@taken 1@the context@f alng the @als rla@an alﬁtbe seen as yielding representative
results. @

NS O

N
Trial 10-2219-01 § ab Ve cagplso b&wew@m th&argﬁntext Even given the "jump" from
0.23 mg/kg on da 14 Q a/k @1 the 1fal s@plm tay of this trial, there is reason to believe
that re51dueuld @) co ue t’e%c 1mb\a preeia ly n “hone of the trials did the residues climb
higher ove%tlme than res@les ctly after tl@ pph@%on Thus, it can be assumed that even if
values 1@15 trial W@r@o ineQase, tl@y w@d stﬂio\\b’e in the same range as the highest residue seen in
the rgst of the trlalsi®33 %/kg),@ad w@ld thre{gore have no effect on the critical data used to
evalvate and establish 5. ¢ @

A T
Thus the tri@are €N ideﬁy‘[o b?é\valid@nd representative of the use described.
AN

2
EN SIS
@ Q

é\ & & S
@ @ @ﬁ“l Conclusions (grape, southern European residue region)
In ord@ support the use in the EU of BYI 02960 in grape, 8 valid trials were conducted in the
southern European residue region in the years 2010-2011. BYT 02960 was applied twice as an SL 200
formulation at an active substance rate of 100 g/ha. The application intervals were 14 days. All
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applications were at the required rates, except for minor deviations in a single trial, which were less
than 25% and, therefore, well within the EUs standard acceptance criteria. All trials were conducted

according to GLP. @o >
N N
o
Samples were taken immediately after the 2nd application and at several inte thereafter, ¢ udi@

the envisaged PHI of 14 days. They were analyzed for the relevant residues &FBYT 029§& O\Q
thr

comprising the parent compound and its metabolites DFA and DFEAF. Tl% residues of § %@2
analytes were summed to yield a calculated "total residu%@ BYI 0296 The result@s@’ th@ﬁals @Q @

presented above demonstrate that: Q @ § é\, ©§
Q©

© o
@ < S
— total residues of BYI 02960 declined in bunc grapes betwten Qﬁn@ppliéﬁon an?the@}

nominal PHI, from levels of 0.18-0.50 mg/kg S day 0 aft@ne fing tre@lent@0.0S&—%%@/kg

on day 14. The respective median values &re O@% mgékg an(éi@@m g&kg, %@eci\;ay. %
% o
@ K Q &
— analytical results revealed that total r&@e@%els @n hagnot )@l&reag&th&@peak level@ e
nominal PHL @ o & 0O > é\g S)
SIS SR S I
&© % N %, \@’ N) @ @ ©
— peak residue levels at any reles@nt S@plin%nterv@(ZMs PESK- patio@@ang@from 0.08-
0.33 mg/kg (median 0.18 @g)\”\a © ¢§ @ @§ S @© é
e SO ¢ 2 o
— despite the delayed a}t@’mmenl@ th@a e§tdue levels, tI%e tri@ep@@d he@%re considered to
yield representative re\sultsgﬁ)itabl% for M Ny S N %o §
S S &N O A S
N @ ? X Q) AN
— there was no e\&nt ferep&etv@@n resi ues'@%un%lg@s aniin the@rapes themselves
(destemmed@ by 16% & s BN
>y & .0 9O «7 & D
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Table 6.3.1.4-5a: Application scenario in residue trials conducted in/on grape after spraying with
BYI1 02960 SL 200 (southern European residue region)

Study No. Application &f @
(Trial No.) e $
Country C S @\H d
Location rop FL kg/ha kg/ GS ©
Variety No. (25 @l (gi’@)

_ s. ¢ ol |
Region © é
Year P (g‘”\% S & A
10-2219 200 SL 2 SF 0100 200500 | %5 14| @
10-2219-01 Chardon- @@ @ § é\” ©&
southern France nay; white @} & @’ Q|0 @l
r variety QN Q &' @ & ) o

Qg@’ N LW \ 9 L
«| 9 F O N SN N
EU-S Q @ g}ﬁ @j& b@’ @’< & S .
2010 - @  Q o Q @ N
10-2219 grape 268Q,SL 2N 100 0. 85
10-2219-02 Bobal;red | &, X && S & §@
Je— SHRNIES N -
DY &7 | o]
$ &S O SNE Y
Ve o Dl 9.0 L
EU-S o |2 of | &S 9«
2010 & ¢ © @ o
10-2219 grapev 20@ 8L < 2 o 0200 (%0016 81 14
@
O

10-2219 RS ) 200 N2 <] 0.087% B0110- 81 14
10-2219-04 ©© @@ ﬁ%i@t;red@ K(@ o §o.o§ @0.0112
Spain var ty%@ @ @ 03 @ @7‘”\7

s

NS SEEN

4 . O o Sl =~

| O &0 o | D

EU-S N @ 2 L0 Oy
2010 2 & N S

: N
FL = formulati@@ @Q ©® °\v G&%row&%&lge B‘S CH-code) at last treatment
EU-S = sout&m European res@e re@ é\\?Q @@ @
@ L3

@7 ) © QQ @ Q\% Continued on next page...
N Sy & D
N S S S
S .Y o o O
2 A g N
& ~ @
O - N
N
@ (CHEN
© S



Page 76 of 604

Bayer CropScience 2012-12-13

Tier 2, IIA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Table 6.3.1.4-5a (cont’d.): Application scenario in residue trials conducted in/on grape after spraying
with BYT 02960 SL 200 (southern European residue region)

Study No. Application &f @
(Trial No.) @) §
Country
Location s;(;?e ’ FL N kg/ha kg/$ GS @(d :l@
y 0 (a.s.) (a.s: IS N
Region % Q § 2
Year s, P ;g\ N
11-2090 grape 200 SL 2 F 010 @0050 | %3 140
11-2090-01 Ugni blanc; S oy NS
southern France white @} & @’ Q|0 .
variety % Q % < & Q) &@
<A N S
EU-S % @0 @ %\ %@ @ o\% %
2011 Su KN G@?T 5
11-2090 grape 200SL 2 4 0 £0.010 N\ l4e °
11-2090-02 Bobal; W\% 1@ \< A ©© © @y @
Spain red varicty N @\ 6 o N §

ﬁu
’s @@/“
<) f/
7 Py
70 »
a
o,
@@ f/
@@%
- .
%@ ’
N
@)

D %
R g O & QO OHRN
011 2 W &P S| Y
@y D
11-2090 srapev 20QSL 2 00 2 0.0 79 14
11-2090-03 %(r;;:lo; é @Q} Z?§ © @% %
Spain white % 2) § @% Q° Ko N QQ
Varlct@ 2 Q 6 Q & @

N TN e K 8 © ¢ O

&l o Sl | e
EU-S SO Y N NS @ |
2011 S ) > .8 S
11:22000 O 55| erap® 200SL, B 2 @10 @ 0.010 81 14

> | g . N
11-2090-04; Lambruséo; | & &y @ @ >
aly S Fed vagitey | & IR SN
J— e O T

) .0 & & D

SN @Q PO R
BU-S S TR N P
2011 2 O o - Q |© %

FL = formulgon GS = gr@%ﬁ st@BB%@ode)@%@aSt tr@ent

EU-S =50 n European @iduer n @ Y
< N &@ N
h . T @ @ O
G @ © 9
& O v @
Y O & 9
N
@ (RN
S S
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Table 6.3.1.4-5b: Results of residue trials conducted in/on grape after spraying with BYT 02960 SL 200
(southern European residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 d@@
(Trial No.) Portion | DALT N @
Country BYT 029%49- total restlue of
analyzed | (days) [ BYI 02960 DFA DF%@’@ BY1 05960 @@
GLP R
10-2219 bunchof | 0% 0.09 <0.02 <.01 Q o. %
(10-2219-01) | grapes 0 0.32 2 {*«o.m S @g%\ é\ﬂ
France 7 019 %&3 @ <001 @Q \923 @
14 0.17 . 05 ©Q <001 @ §0.2 v B
, 21 0.22 0.05 <001 & | Q0.
GLP: yes @ S
berry 14 0.15 Q7 004 Q] ¢ <0.0K 0 9
10-2219 bunchof | 0% 007 Q <002 | @ <ob .10.9
(10-2219-02) | grapes 0 0.29 “ &0 Y N 1 6\ \% o.si%
Spain 7 011 & | @ 0.9% @g .01@§ 0,15
GLP: yes 21 81;1)% X \%gébQ %bzgm Y @S &
: 28 Q 0.08 =) <@ 0.208
berry 14 210 (.9 0> O Doy [ 0
10-2219 bunchof | 0% OMN.1 USO8 @ S <o, Y 14
(10-2219-03) | grapes 0 | A 0.4‘% “’%.ozg\ § < § %@‘850
Ttaly 7 IR e o D00y O @01 &7 NTold
4@ W00 VL 0w Q‘\K @).01@© 012
GLP: yes 5%&@ S 8'0% ®06 @Y ¢, zo.m o) 0.16
w008 & 006 & 0@l 0.13
berry S o P €01 =, 0.16
10-2219 bunchof | = 0% 0.03 @ <©»2 (0.0 0.06
(10-2219-04) grapesé\ﬂ @§ %@ 0.15© (6 °<0.02 é ' <0?@§L@ 0.18
Spain @ N6 § w S @&0.0 Q <01 0.11
4, 0’5 <0. 01 0.08
CLp S 02 G TS N <§% ) @0l 0.08
e ol D 28 w004 ST 002 S| oo 0.07
%)fgserw& & 0\\” 003 &@” 0&&%02@ @ <001 0.08
DALT = days #fter last treatment %, O @ g
* prior t %@% treatment & L @j ©© %§ ©\
Residues calculated and@%pressid\as Y% 02960 ©©% N . &\
IS %,
Ml SR SRR
- @Q @@ O @@’ @\ ©© @j@ Continued on next page...
QOO O N O D
S\ & ©\ %,Q @@@ @
& o & @ E
SEN o
Q A\ N N
N S "\@ Q@ )
(AN Q
s N
G @ © 9
& O v @
2 Q
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Table 6.3.1.4-5b (cont’d.): Results of residue trials conducted in/on grape after spraying with
BYT102960 SL 200 (southern European residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 @
£
g)rli?lltll'\l *) | Portion |DALT BYI 02 total o 5
y analyzed | (days) [ BYI 02960 DFA DF@’@_ B‘;{*I‘ @i 60“&
GLP .
BYI 02960 SL 200 = . O o 9
11-2090 bunch 0¥ 0.072 o1 4<0.01 N WEES
(11-2090-01- | of 0 0.24 X056 Q@<o.01 & @%30 \,\g@ &@
T) grapes 14 0.10 & 0.14 <0.01 [ @0.26@ 9)
France 21 0.081 @ 0.17 7 <0.01 R 020 &
28 0.073 Q) 022 R 0014 0 A
GLP: yes 35 0.055 Q@’ 026 « | @%0.0IR° 4 2 @
42 0.083 025 & P <08 N %033
berry 21 0.086 & | @2 0.1 & S 0.28
28 0091 © v\y@ %@% ey 01 Uk o
11-2090 bunch 0% 0. P <t KN <0@§ ©.077.9
(11-2090-02- | of 0 0 O 00240 ED < % 0.2
T) grapes 14 @52%\ %@ 0.02% Q <01 N é’ 0.
Spain 21 OIS | &o001 <@ 11
28 | 2003 o7 w051 T | a0 & 210
GLP: yes 35| Q0043 DB |7 < S| 0 0.089
2 4 0853 02| Soogd L« 1. o | Yol
berry 20 'N0.0 O 0T @Y 5001 Y8 ol
2 0.0g & 054 K [« <006 0.12
11-2090 bunch | %o+ |© 5 & 0.0 NN 0.058
(11-2090-03- | of S0 012 § @ 0.§“ i vﬁl § 0.18
T) grapesz 14 ©0.0640 085 K <0.04 0.15
Spain 1 207 | & 00 & © <00 018
& | 28 § mqgg ST 0,090, <001 0.15
GLP: yes S o34 - 8050« [..9 0.0 o 1 0.15
O N\ B2 4[ 00m3ey [ o Y 0.14
- ; r
Pery S| 20 | O o0sd” of @079© @ <001 0.14
5 Y ey 0%38 S| @ 089 ES <0.01 0.13
- @ Ko * p
o [ @ U e ST e |
T) grapes Mg, O N 0.064 & <0.01 0.17
Ttaly | & 0553 5 é%o.om% <0.01 0.13
@Q A 28 é@ Q053 U 0.0%% <0.01 0.13
GLP: yes Q35 @049 I 05 <0.01 0.15
< OF @] Yo | § o <0.01 0.15
berry §i @9 & | ©0.098 <0.01 0.19
»
Y IR A S 1.2 0077 <001 0.15
DALT = @/s after last trgatment Q &Q ©\
* priogo\tao last treatmenég\g % @ @ SN
Resitues calculated and expr@§d as gﬁ 0296@ §
e & & Q
gE v,
< Q & W
A
& S
TL TR
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Table 6.3.1.4-6: Recovery data for BYI 02960 in grape

Study No. . Recovery (%)

. Fortifi- °
Trial No. Crop Portion a.s./ N cation . @ @6
GLP analysed | metabolite 'ev/‘l’(' Individual | Ming}, Max Mea@%RS&@j
Year (mg/kg) recoveries S & A
10-2219 grape | bunch of |BYI02960 |2 | 0.01 |110;98 oF | 110 | a0 &

grapes 2 | 0.10 |108;97 fw 108|903 ¢ 9
(10-2215-0D). 1| 1.0 (os o 95| 9 N
(10-2219-04) 5 |overalt Q| 9 1@& A | ze8 &
GLP: yes DFA 2 | @p2 [97;95 & 95 097 [Nv6 P o
2010 2 @ﬁ,@).zo 02:96%  ¢ff 92@ %68 94 I
@20 |y 2 PN & |
4 |oall [ S a7 s [vao
BYI02960- 2 £.0.01 9390 & o1 P 93 9 .
: &
DFEAF, ~ 2\@0.&@ 1% S| & 104?© 1@ @
R R N A A I GUEN IS L O
K &5 e & @0 Frosd 98 T 60
grape | berry 1020607 |1 o.0f™ 103y @@“’ 16y | 1 O%J
o 1@ Q@ o O b7 [ Go7 'S
ad =~ % @ S &
N @0 103 R o 103 D103
Nola @ [38]overgy | SN | U@ | 197 | 104 | 25
2 [Brag” & Q02 83w N8B |83
§\ S @§§T b 020 02 ¢ %1002@%\102
VNS g 12009 O & ¥ 9
Sé - S S [ V]agh | @ | @3 | 102 | 95 | 108
R RN %0596@\ 1 pNo01 02 102 | 102
P Q§ o AF @1 <01 106 ™ 100 | 100
9 >l = N |9 O @
o b A | T s | 107|107
& S S & 3 leveralhgs S 100 | 107 | 103 | 35
, 9 o\@) s O\@) T LY
%
FrFSTE S
9 @ Y (S
QRS T LS
@ O ¢ .0 © .0 @
Q 0O JO S & D
O o R @@@ @
<) S .
2 @ & N
2 Q N
Q N S0
& S S
S A O
G @ © 9
& Q% N &
@@} @Q @© §9
O <
< @ N
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Table 6.3.1.4-6 (cont’d.): Recovery data for BYI 02960 in grape

izz:i;lil\;o.. Fortifi- Recovery (%) R @
Crop Portion a.s./ n cation O\@ S
GLP analysed | metabolite 'ev/il Individual | Ming}, Max Mea@%RS&QF
Year (mg/kg) recoveries S & O
11-2090 grape | bunchof |BYI102960 | 2 | 0.01 |104;95 95 [ 104 | 40 B
§11'2090'01)’ grapes 2| 010 [89;103 ﬁ9 103./99 & §>
0 °\ @
(11-20-90-04) 1| 20 Gios @ 108 | 10 o | @
5 ovgray QQ 89 1@8® &7 §
GLp yes DFA 2 | @2 62; 105 62 Joo "1 5™ g
5011 2@@.20 92,96 A 9 9D % o
1T a0, |80 | @ c AN
s [ogfal (7 &7 e JS00 \88\17.1
BYI102960- | 2 ¢0.01@100: Q7 Y 108 | 1000} 1 &
PIEAES P13 o0 (9106 &% ) @§$ 406 | 10 v
Q@ M o3 © é}os §§03 ISR
O A5Gl @ OF o2 1069 108 | 41
grape berry @\’I 0(%960 % 0.@ 6? @v éﬁ @ o\i\?
@ A @0 o) @ 04 904
S S 1y 20 £103&@ 2 108 [ 1039
% S O S overal Q| xef | @ | 103 | 15
~ 78 100
A\ | DFA o1 2 §§0 K100
& S L S02gfor & & P o1
& S 2 | D 18 |33 @é% 85
SRE O et @ s | 100 | 92 | 82
S & o 02900 1LM0.015[97 & 97 | 97
> o] = |DFEA 2 o 109 .2 | 102 | 102
o B e e
2 & & &£ D120 (%7 O | 107 | 107
A KRS an| 3 Qerat| ., O o7 | 107 | 102 | 49
» & RN
& @Q O W Oy
Sy i SRS
o N F.O & O @
RS
AN L 4+ 9 @
& @ @ y X
@7 N Q @ @\
X < S @ @§ N
S ST RS
w &@ &©
@%
S N
& <
& &EF
> ¢
< @ N
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ITA 6.3.1.5

Fruiting vegetables — tomato, incl. eggplant (solanacea)

©

BYI 02960 is to be registered in Europe for use in tomato. European residue data in tomato are
therefore presented below to support the intended use. Use pattern (GAP) information, includié% the @

European "agricultural use" as well as the "home & garden use'

Table 6.3.1.5-1.

' to be supportedds summarizZ@ in
end

o

D
3 S & o
% 0\ Q, @ ?4\9
Table 6.3.1.5-1: Use patterns (GAPs) for the spray applié@)n of BYI (@960—00ntain'&g fongﬁatio§
in/on tomato in European fields (southern residue regydn) and greeous S & $
N RS SEIRS)
& & R Q
N
No. of Applle%tlon rate.  Q cyVate S | Ingerval © P%@
Description F/G ) er treatiit er sedson . | @volumé O o @
p p o \
appls. . By D ) N
(gasha) (g % a) %? ) é (dayg)” | €days)
175 o O OO0 O & 4 e
G 2 450 0 y N
"agricultural" use* me@? GO L/(haxgn) B @ @
D) \W)
. NP 1433 7500750 & ni K
"home & garden"** 2 (}L%ZS ] 25 & @0-75@ Jéﬁ ) V3
:* ?E(r)il:élt(;ral u;e t')'ased on an SL 200 formul&g’o_n @ S v _ U ‘ @\)j @Q § . %«@
garden" uses with an SL 50 fo atlon(%vallabl the ge@al puba retailale) Q < N
T uses in southern residue region (EU-S Y\\ﬁ @ @y@ @ S @ @@ B
i core rate per meter plant foliage heli esting 1M greenhouse badgg’on a rax: heig 2 m, equating t&hax. 223¢ a.s./ha.
g eng g e

fields and in greenhouses\’m

In order to support the usecof BY&9 @
an%z 1
. . %, {
was applied twice as@n’SL fgrmul

14-day intervals.
intervals. In both,

& 9
Residu@els of BYI @960@ its

the gse in @en@g@es, BY10
asey\ the erfyisaged PHI«KX 3 q\iéws, reflocti

greenhouse, ell 6§§1e %@nded@orstq&g@se f@d

S %

@tabohtes DEA and®

ofBYI 02960

@)
60yRet

2 1.
&EQ lgion (BY

summed>to yield th c%cuhage "total resie
. st gl s of Y1 Q0
observed in the grgghhoyse’trialgin which a highest ©fal r§§1due value (HR) of 0.50 mg/kg was

determined. The@@T

©@

The numbey of trials con

©)

o,

used
(o

@)

N

and Veg@ﬁon period&@ sun@arizeelo@n t%ie%ﬁ& 1.5-2.
Qo N

%, @
Tables 6.3.1.5-2: %Ver W O&uropégl re@e trials conducted in tomato per geographical "residue

AN N

©

N - o gy_, . . .
&@ region"” & Velon @md, including key results

A
théR triglowas.al¥o thehighestor both sets, at 0.14 mg/kg.
oY LOST O

Q N
@cte \rea Qse

N N L9
S LP trl@a;ls were cgi@hct@@»n' SO t@em European
& BN
oyf@ern E@pe n ﬁeld-@mwn@n

%s@o, co&ini@
2050 wafa

ato, BYI 02960

200 @L BYI 02960 a.s.), at

waslpplied as il@he field, but at 10-day

g@ae p@ed agricultural use in the
@

g
EAY were analyzed individually and
", Jhe most critical residue levels were

@ribe@above (incl. information on geographical region

R
S No. ials i Dossi f.:
Use desceiption §ﬂ> ol & ﬁ@ Residue levels ossier re
@ Redidn @et. period (mg/kg) Report No. A
(cf. tables .3.1.%7@) >
& 1D o | 201 HR  STMR 6.3.1.5/...
ST S
"ag?lcu/ﬁ@l" use G 4 4 8 0.50 0.14 10-2190, 11-2085 03, 04
"home \ygarden" EU-S 4 4 8 0.11 0.08 10-2186, 11-2087 01, 02

EU-S = southern EU field residue region, G = greenhouse



3 . Page 82 of 604
Bayer CropScience 2012-12-13

Tier 2, ITA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

Southern European residue region (field)

Report: k1A 6.3.1.5/01, || G 2012 IS
Title: Determination of the residues of BYI 02960 in/on tomato after s@)fing of @ @
BYI 02960 SL 200 in the field in France (south), Italy, Spain aff®Portugal <
Report No. & 10-2186, dated September 6, 2012 AN o § G
Document No.: | M-438184-01-1 » Y SN -
@ (]
X S @ \? S
Report: KIIA 6.3.1.5/02, 2012 O S QO &
Title: Determination of the residues of 02960 in/on t%?nato@jfer s@/ appKgation o &w
BYI 02960 SL 200 in the field iQSpain, ltaly, Pogtugal 488 Greec® © & @
Report No. & 112087 dated September 1752012 ¢5° & & 0 & N 0®
Document No.: | M-438275-01-1 O 9 & & ¥ & .
R S N A
Guidelines (applies to both studies): Dﬁgcjctivoe&l 41438EC, rgsilues @@ ong%)z)ited @duc% food @ feed
Gu@i}lce WO in%d@cum O%@H/% s & O
. OUs B 0CSRP Guideling NO¥ 860:3500. & ¢
GLP (applies to both studies): Q| yes (certifjed lab%tory);‘@viati@% no;@s@ ey Y
o . U S 008 O o
L S S @ g Q
v & & 0 ©
N §z % and Vi SR
& O L Materi@s and Methods & & %@
Ve &S § Y S
Eight field residue tr@ Wer(§ond%%)ed in guth@Eurbpe, asiéﬁlowég\; N
N Q> @) S
Q@

In 2010, 4 trials @u‘[h@{@% ralic%, Ital%Sp ithand Nﬁuga@@vere@%ndu@@é to support the use of
BYT1 02960 8%@00 i@mat@(‘ & , 2012, KA 6. .5/01)24.\”TW0 applications were made
at intervals of 14 df% at a\zﬁ\mmil@l ratef 0.628 /ha@rrespgldin&% 125 g/ha BY1 02960 a.s.; the
water ratiwas 600—10@/}18@&{160 local prac@'ce in trialregions. All treatments were made
at the $haduled rates@l"h&@he{g applicgdn r&t@used% 200@@%5 11% higher than the rate to be

registered, thus w@ithifﬁthz@s aee@@tangécrite@for%s% pattern comparability.)
NG A

ouJ 201\@m S&@i, Ita@: Portugal, and Greece, to complete the data
,@2, R 6.%@@5/0@ The basic application parameters were similar
to those 82010, excepbthat @icats W@ ma{@ﬁt a nominal rate of 0.563 L/ha, corresponding to
1 12.§§Jg/ha BYI 02;\;9‘@ a.s.;%we W%Er rat@vas 6@@ 1000 L/ha, reflecting local practice in the trial
regivns. Again, all treat@ts ?@sre ma®R at thscheduled rates.

@° SIS
Samples of atc&i%?t \@ tak&e imr@diately prior and subsequent to the final application, and at
several inte al@here@r to Ror 14 days after treatment in the 2010 and 2011 trials,
respecy)§¥e e&isag%@ﬂl was 3 days.
S

Tk@%m @Wercg@‘;mal%@ed for the parent compound and its metabolites DFA and DFEAF using
metho@)l304 (2010 trials; for method details, cf. KIIA 4.3/03) or 01212 (2011 trials; cf. KIIA
4.3/05). The respective LOQs for the 3 analytes were 0.01, 0.02, and 0.01 mg/kg (all in parent equiv-

alents).
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II. Findings

Validation of tomato fruit was done within method 01304 (2010 trials; for method details, cf. KII : S
4.3/03) or within method 01212 (2011 trials; cf. KIIA 4.3/05). During the conduct of the complste set@§
of tomato studies in 2010-2011, concurrent recoveries of BYI 02960 and its m@ooli‘ces DFA%@nd @
DFEAF were obtained from samples of tomato fruit. This sample material i@presentatiée of al»kQ
sample materials collected in these trials. ?&% . O § %@)
@ @ ‘3”\7\ \O\ @Q @
The recovery samples for parent and DFEAF were spike?it levels of Q01 mg/kg aé) 0.10Wwig/kg\as ©§
well as 0.50 mg/kg for trials conducted in 2010, and@%@ mg/kg forggials conduct@vin 200 (e@esse
in BYI 02960 equivalents). Mean recoveries Wer within accebl°nge@86-l %, RSDs 0{@}
the larger validations sets [n>2] 4.2-10.9%, n:). . @@ "\ ¥ D . %’\,@ @
o Q @@ ) &% @’% &§ \ AN
Fortification levels for DFA were or 0.02 %g/kg, %5 m@§ég, 3@50 %/k (expre@d 12‘@ @} o
BYT1 02960 equivalents) for trials condui%&d in 26810 a{ﬁsODZ@g/k %320 g kg,@d 4.0 /k§
(expressed in BYI 02960 equivalents) €&r tri kcon%l@ted{g%msl&.a eaag}cov 1S W@ all ygthin
acceptable ranges (88-96%, RSDs &@ e lgger \g&l\l@&ltic@@sets\[@ 2@’-62 n= @% &

. qu@@g@@@@@@.@@\&
Details of recovery data are shagmn in table 6. .5—?67@%11 t@ dat@re su@nar@ be&gw in table
6.3.1.5-3a & b and in greate@ail inthe 1 ummary%orm&@(Rgs@les %parent@YI 02960 as
well as its metabolites DOF@Eand AFare e (C ssed 1@7 BYI O29§£®qu'v" nts,, @om these
individual values, the "total res%ue of BYI .Q\‘: 0" @s ca@zt d as the%um o@ese three analytes,
expressed in parent e@ivalmﬁ) @ @ §© §9\ Q é& é\

<& @

On day 0, immeg}fgiy &Owéé%e 2%%1 al@ﬁnal gﬁgtme@@, resi@% le\?@@ in tomato fruit were
between 0.07@/1{5; 0.]@mg/k&meg{% 0.%{11;;/1(@. By&dy 3 @S%the envisaged PHI — the
levels were@<0.04—(f.@7 1 mé?kg, wash a r%dianue 0f§08 mgrkg. %,

N Lo R @ @

S & | -~ .

The arébrtlcal resu Veag%th%&total r@ﬁu&@@els oftén had not yet reached their highest levels at
the nominal PHI @ays This s evi@@nt i@@ae 2(@ packages for other crops, although peak

residue values fdPtomgpes w seempn in gue triafds well. In order to ensure that the
maximum r nt r@due Evels ag@ca;&t@d, @tio a@jampling was conducted 14 days after
treatment ig the 2011 pro@am;@hosg@ialsé?% hi&
day 10 @mls). © QQ @ @ o
N N & ©\
@ D
Male\’num residueﬁ%’velg@ any. @ejvan‘@am@g interval (>3 days post-application) over the
complete set of@gtals ranged fkom @4—0& mg/kg (median 0.08 mg/kg).
& B
Q% ® %% ©@
S
'f{Z) of r@resem‘%)tivia@Q
As h]@‘fest @due levels were also seen in samples taken after the envisaged PHI of 3 days —on day 5
(t@ﬁ 0-@6-04),@@ @ 1-2087-02), and on day 10 (11-2087-03 and -04) — the entire set of trials
u

was re@

t residue levels were seen on day 7 (1 trial), or

ated for its representativity.
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In the 2010 package, "plateau behaviour" was evident in all four of the trials at PHI 3. Only in trial
10-2186-04 were residues on day 5 (0.08 mg/kg) higher than on day 3 (0.07 mg/kg). However, this
increase is very small, and even within the scope of sampling or analytical variability; also, as ’ S
mentioned, a plateau level appears to have been reached. Thus, taken in the context of all of th&rlals,@@
this trial can also be seen as yielding representative results. S &@ @)
v N
In 2011, "plateau" behaviour was evident in all four of the trials, as seen in%he sarnple§ t@%n f@l dgf)
3 onwards. In trials 11-2087-01, -02, and -04, a very mil@increase indues was sg}n oxé%tim N
from 0.083 mg/kg on day 3 to 0.096 mg/kg on day 10, an 0.089 g on day 3 @@6.09§1g/ n
day 7, and from 0.064 mg/kg on day 3 to 0.067 mg/k@%n day 10, r&spectively. @se "ifreasdd are@g}
very small; they are also within the scope of anal %1 error or variabilifg Eau@ by émpli%g. Th@

taken in the context of all of the trials, these trialstan also be &€n asyieldigg re ntatiyg restifs.
; @ﬁ&@ %Z@p@e\ of

Sy

Thus the trials are considered to be valid a% repr%ntat'@%’ of tk@@use d@crit@@ é @ @§ o
YOS DD
&N S @@0\©%% £
@ N 0K O O &9
Q & v NS

II1. Conclusio&@tom@, so@%ernﬁro&@n r@gue I -on§y %@
RVpy & D %? o & QS
In order to support the use in t{&EU, g&BYI J8960 @om ®, @d trial@wernd&ged in the
southern European residue réglongjg the y@s 20&0-201@ YI§96O\@15 apglied tw@e as an SL 200
formulation at an active supstanc&ate %@25 per treatment in%@O a@%at an §etive substance
rate of 112.5 g/ha in 2011\, bothpf which support t @nten& ug&rate (1.5 g@ The application

intervals were 14 day@” All @pli(@mns wgre at e re iired rafek, anéall triéh were conducted
. S S
according to GLP, & & < @

O NN N W0 e & O
O N Ny Y @ N
Samples wer@en Qimedi@ely af@r th@d a@iicat' and ©> seV@al intervals thereafter, including
. <, !\ . . .
the enV1s?g@ji PHI of 3 da?/s. T@ we%analg@d forfghe relevant iy dues of BYI 02960, comprising
the par%i\pompound a@” its abo@é DFA and {F EA@The@emdues of all three analytes were
summedto yield a e%@g{llat%@ ot%residﬁf BY] 02&6(%%‘) . lge, results of the trials presented above
demonstrate that%@ § %& é;? &"7\ 6&’ QO >
v
SN @@? N SN

— total resi of BYI O%@O ifitpma @uit dggin%gjmewhat between the final application and

the nomynal PHI, fronNeve 0.Q¥5 .17@%/1@ @n day 0 after the final treatment to <0.04-

0.1 I@kg on day\ L7 Th@spect@e m@an v&ﬁfes were 0.13 mg/kg and 0.08 mg/kg, respectively.

N N
%o @ S 3 @ N

— analytical results rev@&d tht total idu&vels often had not yet reached their highest levels at

the nomin;&@?ﬂ. Howey, the@@incr@%es" are very small; they are also within the scope of

Variabili@ause\ﬁy S

q >y QO &
O R

— desp{e theaye%attai@nt of the maximum residue levels, the trials reported here are

cmmder@) y)éﬁ repfesentative results suitable for MRL evaluation.

AN

- pe@sidue levels at any relevant sampling interval (>3 days post-application) ranged from <0.04-

0.11 mg/kg (median 0.08 mg/kg).

ling%iolo@cal, and/or analytical aspects.

7o
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Table 6.3.1.5-3a: Application scenario in residue trials conducted in/on tomato after spraying with
BYT102960 SL 200 in the field (southern EU residue region)

Study No. Application @
(grialt No.) o\@ §
ountry
Location \C];?p FL kg/ha kg/ S GS o )
ety No. (a.s.) (a.ss IS (("li@)
Region O § 2
Year P 2> a " (g”\w
10-2186 tomato 200 SL 2 X 0.125 2)0.0208 @7 3@
(10-2186-01) Perfect Peel S o & S
southern France (Hybrid @ & @% Q Q -
variety) % R o S & © @
Q@ N 7 Q \© 9 ¢
EU-S « & @@, O %@J (@ \% §
2010 Q %@2@ S o @%&y @ 3
10-2186 tomat 2008L 0. 0208 8 3¢°
(10-2186-02) h(/)lril;:o?m W\% | T \@ 6@9 N9 @y @
Italy (Multiple S o | & ST IS §
_ use variety) 3@ (ii%\ é\” @\ @ §3\9 @ @@ . S)
& @ s N N ¢
EU-S Ve o » @@ @6 & @Q o
2010 e P g -
10-2186 toma 200 SL 0.1 0.0125 3
(10-2186-03) Malgﬁ § < oo S 2 ¢
Spain (Teynate d© N 4 @ 9
I AR R Foad PN
& & P9 @@ 1O & &
EU-S Q] @ & q A S
2010 § {%} &) 7@ P 2« —
10-2186 mat 00 8L 2 0.12& 20179 88 3
(10-2186-04) @© HO144 & % %& N § Y
Portugal ] < Ingustry & NS @) %@
O\@Q °\® %, @Q © ’ §\©
EU-S O] & O 4 8
2010 & N /@Q > LY © s
FL = formulation ©Q N} (&) GS =°@xowth@ge (B<§H—code) at last treatment
EU—S=souther0pe@ resid@@r)egi NN °@\ >
% & § %:Q &) @ Continued on next page...
2 @ o
& & Q &
S N &9
= N S & &
h s © Q\ @ &©
G @ © 9
S
&S v
& & & ©§’
S QS
SR
S &Y
€& &
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Table 6.3.1.5-3a (cont’d.): Application scenario in residue trials conducted in/on tomato after spraying
with BYT 02960 SL 200 in field (southern EU residue region)

Study No. Application éf @
(Trial No.) N §
Country
Location S];?ity FL No kg/ha kg/$© GS @%;{@
) (a.s.) (a.s: °
Region % § §\ 2
Year F 2> \§ o A o
11-2087 tomato 200 SL 2 0113 _@oolel | o2 3@
(11-2087-01) Malpica; @Q @ § & S
Spain Tomate de @ S @\9 Q Q o)
_ industria % Q % < & @)
EU-S o > P N \© 4 &
2011 . @w Oy @g@’ SR
11-2087 tomato 200 SIO %G 0.1 161 86 3
(11-2087-02) Discovery & @@9 Qi«% S S éy% o °
[taly F1; ) %% ¢ AN 6 N § @
I Pocessing | &7 N $T1 8 Sl & oo | &
EU-S tomato Q g&\ %, ° N @3\9 @ @ o
2011 O KLY Y oY & ¢
11-2087 tomato 200 SL 2 Q13 &Y 00825 [ D85. | 3
(11-2087-03) oty S 2 P @6 @® &© @gz &
Portugal Indu@ o <« (o4 @ o &) é
Yool © K e S %
© © N % N <)
N @ & @% Ro @ Qw
EU-S @ > O | P 9w \Q
2011 @w@ © § 2@(?7» SN S0 @© Q&
11-2087 tdfato sL |7 113 188 87 3
(11-2087-04) 02 itz | ¥ N og@ & @ %@
Greece G Mlat growing ~ AN Y
Q . @
o < 8§ g
VN g, . @© S) .
“ e Ao SRS @ fog
EUS &8 OIS & S
2011 A a4 . O A ", O
FL = formulation @ & é’ OG@: gro%&b stag%&BBCH—%%de) at last treatment

A
EU-S = southern E ean re§idue r Lo @
< g L AP S
St ¢ S .o
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Table 6.3.1.5-3b: Results of residue trials conducted in/on tomato after spraying with BYT 02960
SL 200 in the field (southern EU residue region)

Pt

N4

Study No. Residues (mg/kg) expressed as BYI 02960
(Trial No.) Portion | DALT @ X
Country analyzed | (days) | BYT 02960 DFA B}?&i@' ];‘;;’I‘lor@ “;’g
GLP 200 C
102156 ot | 0° =001 0.2 Yy SO00ES
(10-2186-01) 0 0.04 <0.02 <01 o 0. G
southern 1 <0.01 %2 &%0.01 N <Q0 é%
3 <0.01 2 <0.01 v N4 @
France 5 <0.01 02 Q@ <001 @] SS0.04x
GLP: yos 7 <0.01 @g<0.02 &© <0.01 SR <0.

o Vo
10-2186 fruit 0% 0.03 =) <0.02 N 008> 006 &
(10-2186-02) 0 0.06 Q@’ <0.02 N, | @ <0.01 \@ .09, D
Italy 1 0.03 0028 IS o<owm | L 0,0%@

3 0.05 6& @@<0. > <]° .m@@ S 0.0

_ 5 0.03 < QP 0.01 < @%6 .
GLP: yes 7 003,  ® @2 Q 00 O M6 S
10-2186 fruit 0% 04 O 520020 1O 1 5 0.0
(10-2186-03) 0 @1 N7 | D<00d @ D01 [0
Spain L Qe S @ ] Gl g om

R SRR

GLP: yes ; S Q %@O < N A
U N2 2| & 0.0 K 01 o 0.11
10-2186 fruit 0 s 0.04 O <x2 @Y @<0.01© S 0.07
(10-2186-04) b o 0. ] @%oz NN <o.@% 0.11
Portugal el |O @ .02 Q< <) 0.10
<3 @04 & <0.8s W 01 QY 0.07
GLP: ves 5 . 6005 6@ <0 N 00165 0.08

Y SR 57008 ¥ 002 o | & <O&T 0.08
11-2087 fir 0¥ %ﬂ 3 0.0 <0.0 0.13
(1-2087-01) §@ S0 - S Q073 O©<o.oé§” g @01 0.10
Spain < 3 & 0.053 ™ [ 00 D @0.01 0.083

o O B S 00 «f xg o2 & <0.01 0.084
GLP: yes D o | 0057 ¢ 00295 |@ <001 0.096

: 1 804N | 90035 A <001 0.086
11-2087 & fruit 0 036 <602 N\ <0.01 0.066
(112043>) ) @ o;d%@ é@g 5 \D@ 9,02 \© <0.01 0.17
Ital N %0 0.02 <0.01 0.089

Y | 0062 @ S 023 <0.01 0.095
GLP: yes % QS% 1 2§ 0048, N S <0.01 0.083
oS ¢ 0.04% 38 <0.01 0.091
11-2087 ) fruf® b@‘* S 17 o] 002 <0.01 0.047
(11-2087-0 0 © 5 4 g2 | @<0.02 <0.01 0.17
Portugal a 3 @ .O% |= <0.02 <0.01 0.063
@’ ] IR 0.0 & <00 <0.01 0.057
GLPaees Q % S 08 O <0.02 <0.01 0.055
6 O QY I 4 Q <0.02 <0.01 0.054

- ; O Hx NS
11-2087 @it 0 &@ @ 0026 <0.02 <0.01 0.056
(11-2087-04) . Q01K <0.02 <0.01 0.15
Greece ) %, 0,034 <0.02 <0.01 0.064
é N S @ 23 <0.02 <0.01 0.053
6P yesar | & @10 032 0.025 <0.01 0.067

LY 140 0.021 0.026 <0.01 0.057
DALT; s;\f’lays 2 (v last @mem\g
*p i$0 lasatmet@’ o@

<9©
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Table 6.3.1.5-4: Recovery data for BYI 02960 in tomato

Study No. Fortifi- Recovery (%) o
Trial No. Cro Portion a.s./ o | cation d@@
GLP p analysed | metabolite level Individual | Min| Max Me RSDp
Year (mg/kg)| recoveries | O @ A
10-2186 tomato fruit  [BY102960 [10] 0.01 [93;94;94;950593 | 104 B8 |Q7
97; 98; 98;
(10-2186-01), 102; 104;?@5 . )Q é %@
to 3| @ |83:91; 9% 83 | % &
(10-2186-04) ? B & § @
SR EUNELD s 90 @@%8 §5 PR
GLP: yes S N
GLE. %@ overall Y% &@ 104R 90O 5.2
DFA @ 0.02 |87:88; 9%94; 587 947 | &2
Q@’ @1@6; 100\1@101 R &1 %@ @C@
& | 367005 94;%;97%@’ $> 97°h 95 Xy 1.6
X

© X 0@' 9&5; E%@?O;
N LY@ &; 92 4
v > 16 overa}(jé? &% Q

Og
K
/@ /“;

RN AL O sxgton] 92 57
WEA 080" [73,81; 872584, o} 860 7.3
SECOIIE SIS P o @ @Q %
of @ o] PR e
9 9 §§0.1 S 83;@993@© g7 93> 89 | 62
N« |F] m 952; W & o5 [109
~ O Ai6|ayeran S T LD 34107 88 | 84

9 qé%6 _ 106
5 NGRS B 5 ©  &J%05] 105
(11-2087-04) & S \Q N O@%ver@% « @ | 98|106| 103 | 35

@
11-2087 tomato o fruit > B@§029§ x| 0.0k 98402 C7T @8102| 100
S ¥ |
(11-2087-01), éﬂ

NN

GLP: yes S @6\ S DFA S k2| .0D7 §%€91w\\g 91 {100 [ 96
4

2011 F SO 9 & gijnge o 84| s4
L9 2D O | 1T |74 97| 97
&Q\ @@@ § 4 SIS g4l100| 93 | 76
= &\ v, [DFERF S\[2 0.01 96;99 96| 99| 98
N SRS ;@’ 1Q 0.] (101 101 | 101
o & & > - 114 114 114
@ @Q @? 9 o (§
) (©) @g@ N @ V} 4 ;Verall 96 | 114 | 103 | 7.7
2 o S g Z 0
S S @ & o
> o o Q
¢ . @& & Q
@ . § v @
< Q & 9
SN
@ (CHEN
S Q
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Greenhouse
Report: k1A 6.3.1.5/03, || G T 202 & Jb
Title: Determination of the residues of BYI 02960 in/on tomato after spray application o N
BYI 02960 SL 200 in the greenhouse in Germany, the Netherlan@rance (Nortlga d
Belgium @ AN @
Report No. & 10-2190, dated March 1, 2012 % § @ 2
Document No.: M-426300-01-1 o - W2 K\ﬂ
9 < S @
Report: KIIA 6.3.1.5/04, 2012 OF W S L P
Title: Determination of the residues of B 02960 in/on @ato ngd che@‘{om to alter ©Qray @
appl.ication of BYT 02960 SL 20 e greenh%se in C@ any @e Nei rlan% Italy@i
Spain N @y N\ b
Report No. & 11-2085, dated March 3, 20| @sf < & SO0
Document No.: M-427056-01-1 N }(\/ @9 @@7 & v A& ,,@E% & ”
TN o
Guidelines (applies to both studies): I@%ctlv@MM@EC r&ldues@ or ?iseat @odu® foo§ d feed
@ guﬁéﬁnce @%ﬂ(mg@@cum@ﬁ@ 702@1/95 _
GLP (applies to both studies): A yes @’rtlﬁed\labora%fy) ]@thm@ non@” $ w\:@
AN

o & O & O 0 O
v S @ & 9
Q@ "\%@ KRN @Q &

@
@&’ gaten@s and@%tho&s §@ @6@ %@
o T
Eight residue trials wegg cond@%ed 1ﬁ@the gr@nho , as f@low& \@
~ & o & & S <

the use of BYIE®60 8} 200 & tonfiato ( & 2013,KIIA 6.3.1.5/03). Two
applications v@re e a‘mg@erv Is of 10 days, (f@ in o} trialQt a pBinal rate of 0.625 L/(haxm),
correspon%%g to 125 gihaxm @6 @ the w@’er was®50 L/(haxm), reflecting local
practmé@ the trial re@gns, §reat entgwere n@de atghe sc uled rates. (The higher application
rate used in 2010 V@l l%sighe@ﬁhan t\l@ ratew{g}be I%glstereé thus well within the EU's acceptance

criteria for use pgifern c%npar@lty é)g\g %@, & @b
@

& ~ .0 @
Four further tals w%‘fe catded m n 2@ in @}'fmar@ the Netherlands, Italy, and Spain, to complete

the data @kage (] I@A &3.1.5/04). The basic application parameters were
similar {0 those in 2@0 exgep th@{apph@@ 10ns@re made at a nominal rate of 0.563 L/(haxm),
cor{%ondmg to 112.5 m)%@JYI (Y 560 a{@ Again, all treatments were made at the scheduled

rates. 5
& @ &
WOV
Samples o matsQ\gfruit re taken in@%diately prior and subsequent to the final application, and at

In 2010, 4 trials ( rma@ the-y ert@%s iorthe;ﬁ@rancé@@gnd lgu@w/ere conducted to support

several jf@ervalg@jhereaftér ( 7 days after treatment in 2010 trials and up to 14 days in 2011 trials).
The eftvisag Hl@s 3 @?s.
& @ Iy o
) N

The sa@g&s were analyzed for the parent compound and its metabolites DFA and DFEAF using
methods 01304 (2010 trials; for method details, cf. KIIA 4.3/03) or 01212 (2011 trials; cf. KIIA
4.3/05). The respective LOQs for the 3 analytes were 0.01, 0.02, and 0.01 mg/kg (all in parent equiv-
alents).
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II. Findings
Validation of tomato fruit was done within method 01304 (2010 trials; for method details, cf. KI

and its metabolites DFA and DFEAF were obtained from samples of tomato f@ This samg@
material is representative of all sample materials collected in these trials. g

The recovery samples for parent and DFEAF were sp1ke@ levels of O@j&l mg/kg and:@\’lo Q@‘kg,
well as 0.50 mg/kg or 1.0 mg/kg (expressed in BYI 0296‘. D equivalent§d Mean recc@nes@re
within acceptable ranges (86-95%, RSDs of the lar@ahdatlons &fs [n>2] 4. 2@0 9%@ 1 é@
o 2 Q& @§
Fortification levels for DFA were or 0.02 mg/kg 05 mg/kg @ad 0.5Q mg/l@ (20 @study&)@ as W} as
0.02 mg/kg, 0.20 mg/kg, and 1.0 mg/kg (201§Tudyggxpre§,’sed m@ﬁ’ 1 Q2960 Valenﬁ) %F
re—coveries were all within acceptable ran%s (88@%, S OQ@%?C 1ar§r V@d&l‘[lm@%ets 1 1%
6.2%, n=1-7). ST O @ % §
Q@ N @
Details of recovery data are showni@tab1@§3 1 %% A@ﬁ\lal d% ar. @amm§ b@ty)w 11@’@able
6.3.1.5-5a & b and in greater detafRin tlg% Tier @Jsumn@ry fo§ (R@ld%@f pa@ﬁ BYi\\(’D%O as

well as its metabolites DFA a FEAY are e%res equr len@© Frow these
individual values, the "total ¥esidug of BY@@Z%& was @glcula@%pas Q@sun@f these%ree analytes,
expressed in parent equlvﬁnts S @ %

(?

N V\’
S o O & & $\ &

On day 0, immediate@follo@mg 2nd@nd find@™ reat@%nt, ré8due @fels @\tomato fruit were

between 0.07 and mgkeg (;n%an 07 mg/Kg). @ day & — t&e envi@ged PHI — the levels

were 0.08-0.37 @ kgﬁglth a ﬁg%dl%ivalue%g% 1 ﬁag/kg@ @
s & o £ o

The analyt@}l resul@reveﬁyed i@ tot&gemd&level@fad net reached their highest levels at
the no@l PHI (3 da@@a @ady evidenQin t 010 gmls in which peak residue values
were seeh on day rialgy, or day 7 (1 @T) the Tingl day O&Samphng In order to capture the
maximum relevanéldue&leve addli‘mnal S phn@was %)nducted up to 14 days after treatment in
the 2011 progra@ in t@ § th@@ighesg}’e51d®lev%§were seen on day 3-4 (3 trials), or day 14

1 trial

( )- @ @ @ Q \ @
Max1m\@emdue leveq@ at aQ relevgzﬁ sa@h erval (>3 days post-application) over the
compii:te set of trla@angé%from@bw 0‘0 m@@ (medlan 0.14 mg/kg).

@° &@\ @ &

N < R

Evaluation Q@"epr&s%tatr}ﬁ Y @
As hlghesﬁgemd@ eveb@/ere @en on e final sampling interval of two trials (10-2190-02, day 7; and

11 208 4 4) %he er%@ set of trials was re-evaluated for its representativity.

In@?ZOé@package res%%les essentially showed "plateau behaviour", with residues remaining fairly
consta@rom the PHI to the final sampling date (day 3 to day 7). Even in trial 10-2190-02, in which
residues peaked on the final day of sampling (day 7), there was only a very minor increase in residues
over time, from 0.13 mg/kg on day 3 to 0.15 mg/kg on day 7. These "increases" are very small, with

\
A §§gz
@
%

o

4.3/03) or within method 01212 (2011 trials; cf. KIIA 4.3/05). Concurrent recoveries of BYI 02960 «§
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the difference per sampling interval of only 0.01 mg/kg, and also within the scope of analytical error
or variability caused by sampling.

o
starting at the PHI. In trial 11-2085-04, there was an continuous increase in re es over tinf ror@
0.24 mg/kg on day 3 to 0.35 mg/kg on day 6 to 0.45 mg/kg on day 10 and to 50 mg/kg (@%ay JQQ
Between day 3 and day 6 as well as days 6 and 10, there was an increase @r time of 0.0 mg/§ and ©

In 2011, trials 11-2085-01 to -03 showed slightly decreasing behaviour or at least "plateau" levk

4

0.10 mg/kg, respectively, while between days 10 and 14 @bre was onlydn increase o@sidlge%mf @
0.05 mg/kg. However, 0.50 mg/kg found at the last sam%ng day is & highest res@e V@ fog&i in ©§
any of these trials. It will "drive" the MRL (see KII@J.Z), and s must be c@dere@are@ y @Q}
during MRL-setting. @ 2} @ é SN
9, N % \ © @
X N . T T AN
SN N S B
III. Concl si@ns %ggnatt@ﬁgree@use)@ @ S % °
4 S A
. NSO - S TR .
In order to support the use in the EU O@YI 60 irf@omaté, 8 va trl%s\zvere €Ondu in
greenhouse in the years 2010-2011. @ I 0 w& app@ twiéé’as a§8L 2o tion, at an
active substance rate of 125 g/(ha@t) per @éatmeﬁt i %(ﬁo a@ﬂ 12&/(ha@n) p @rea};@&nt in 2011,
both of which support the intenggd useé?te (1(&.5 %§§ax @QD he$pplic@ion i$rva S Were approx.
10 days. All applications w@t thé%qu@@d ra‘zs, and aft trialx e @ndu%e acc&ding to GLP.
kN g N -
5 O N W T Q&
Samples were taken imﬁ%diate%/ after fRe 2n§ppli@iion at ses%éralag rv§y\hereafter, including
the envisaged PHI of@daysﬁhey&v re ana ze@r th&geleve&resi@es ofBY1 02960, comprising
the parent compoug@and jts met ite&A and DF@F. e resi@es of %11 three analytes were
summed to yielc@@&alc&@ed '&&al resitue {&BYI (@60"@@ r@ﬂts e trials presented above
demonstrate t@ S o & (g %& S >
S SR IR A S
4 A Y Y .
— total regidues of BY@Q296@ema@d fairlyrcongtant 1at&@ut between the final application
and/%ls% nominal PRI, frp\r@evels of 0.@1%0.307\@g/kg%n da&@after the final treatment to 0.08-
0.37 mg/kg on@l The g@’ctiv&@edi@walué%were 17 and 0.13 mg/kg, respectively.
i 8
— analytical @ults@ alegd, atot\oq-ﬁl resfue [e¥ls oft® had not yet reached their highest levels at
the nomindl PHI. ®© N Q\ 2)
N QL e @
o & @ &S
— peak tesidue lev®t any relevant sa§g ﬁ@rval (=3 days post-application) ranged from 0.09-
. O D
&%0 mg/kg (médian 9§§4 mé@j) Q §
@° S @ S
— despite thedela e%ﬁtt%@ent @he mgimum residue levels, the trials reported here are
consid& to &9 d representgtive ®ults suitable for MRL evaluation. (Care must be taken during
M%@lcu@on to @/alu@ the effect of the HR of 0.50 mg/kg on the MRL proposal.)
K% @@ @ 5 v
¢ & T

&

S

o
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Table 6.3.1.5-5a: Application scenario in residue trials conducted in/on tomato after spraying with
BYT102960 SL 200 in the greenhouse

Study No. Application @
(Trial No.) O\@ Q
Country @ a
. Crop ) PH
Location Variety FL No. IEE/:I? l((a Q; GS ( ga@

. e e @ @\ I
Region % Q |o 2
Year s (Q&g a 0 (g”\w
10-2190 tomato 2008L | 2 o @f 00167 | %2 @ | @
(10-2190-01) Albis (0%%65 kg/[hax@ @ Q§ & S
G X Q

ermany § Q& o &@ N Q) @
Greenhouse @ . @“> Q \© w\?@ @@}
2010 . L. >Ry .
10-2190 tomat 200 S 2@0.256, & 016 74 3
(10-2190-02) Doloress ‘o S (0455 ke/ m])E@ B S ) o °
Netherlands W\ﬁ% N N 6 % ©© @ @
— Q@\g\g&év@ @x}&©§
S-S
> & LTS @0 2
Greenhouse @ CA 6&9 ®\ @é @Q §y . %
2010 & g@ Q\fb (g U@ @ sO @(6@ S
10-2190 tomat 00SL | 2%70.1 0.016 3
(10-2190-03) Cris$ A o e | 18§5 kg{%xm@% & 5
France toggto  Q N 2 Q& @ 9
] wwe@ %@ ©§' 6@ & x% o §*’
Greenhouse y @ S @ § \“;\ © & é\
2010 § @i ©) %@ - > @@ . @%3
10-2190 atog > 0N 2J0.1887 @ 0167 86 3
(10-2190-04) _ S’ IMadison % (0123 ke/fixm))
g L
Belgium @ N g, AN &) Q Q
_@ 21 S @z N
N 1% R @ \@
Green@e . @g . § @ Q> @Q § Q\©
2010 O O & O > A
FL = formulation > @ § @& ig&)ﬂ%b SgQBBé@code) at last treatment
@ O & .© S . O @
Q ©© N Q\ é’@\ & Continued on next page...
S\ L 4+ 9 @
@’ .9 QQ @ @ "\%
S N &9
S @ &@\ O
@ . S
& &EF
> Q
< @ N
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Table 6.3.1.5-5a (cont’d.): Application scenario in residue trials conducted in/on tomato after spraying
with BYT 02960 SL 200 in the greenhouse

Study No. Application @
(Trial No.) °\§y §
Country Cro @ 2 PH
. P
Location Variety FL No. IEE/:I? l((a Q; ©s (Qi@
Region % § § 2
Year ChA ,g&’ ° &
11-2085 tomato 200SL | 2 [o @ 0.0150 @\\38 Q| @
(11-2085-01) Mikano (0%2?3 ke/[haxgf o NS
Germany Q@ S @@ Q ®© @
I R g Sl & &
SR (R I
Greenhouse ) Q@' %\ %@ S \% N
2011 Ql @ 7 & i N
11-2085 tomato 200 §L 0 0.0150 R5 34, °
(11-2085-02) Komeet w\% \@ﬂ e&@é %/[Qhamﬂ% S F g L
Netherlands Tomato @} \ ) & & N @% %G §
Q N A & & P SN S)
D S & SNE -
& @S ®\ Ol & |
G Q © ¢ @ @ @ Q <) AN
reenhouse @ | = R 4 @ N IS q
2011 = - of 7 R I O &
11-2085 tomdte, 20 2 S 1 0.0850 81 3
(11-2085-03) chesry & @© 3 &0@213 ke/ha ) | %
Italy Gerbus {° I 3
vToma&@% & O 6@ O « )
) Y cher @ < tﬂ\g\ © & K\
&L M & NS e
N) é °\® v o 9) 9 N @
Greenhouse S & \\ S N @ S
2011 Q B @ |5 @
11-2085 O o5 oma, 2008L _ (@2 Zg?is 0.0150 83 3
(11-2085-08) cherry S ll@kg/[hag’n

)
Spain FCruin
@%‘gﬂ§ @ @% @Q $§ o\
) O R S S I S S
Greenhouse

2011 9 9 < .
FL = formul%ion GS = gr@%ﬁ %t&@\(BB%{%@ode)@%@aSt tr@ent

% "N O @ Q@ &
S ¥ & Q
&@% %% g @ N
N
& o &
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Table 6.3.1.5-5b: Results of residue trials conducted in/on tomato after spraying with BYT 02960

SL 200 in the greenhouse
Study No. Residues (mg/kg) expressed as BYI 02960 &9 d@@
(Trial No.) Portion | DALT S @
Country analyzed | (days) | BYI 02960 DFA BYI029%4- | total ypallue of
DF%@ BYI & 60@
GLP o
10-2190 fruit 0* 0.03 <0.02 <001 Q o. &7
(10-2190-01) 0 0.11 < X001 B N(%) Q
Germany 1 0.06 < @ <0.01 @% 09 @
3 0.06 <0°02 Q <001 @] PPN §
GLP: ves 5 0.06 £<0.02 O <001 &7 Q700 $
1Y 7 0.06 @002 o <0019 0 @
10-2190 fruit 0* 004 o7 <0.02 <00 q 07 @
(10-2190-02) 0 0.14 Q@) <0.02 D o <0l 6\ vs%.n@
Netherlands 1 0.11 & &°0.02~Y ~QUL | S 014
3 010 Q %@<$ > ol | SV
, 5 0.11 N < 0.0 © <
GLP: yes 7 0.@% N %Q <0<g§ P @?5 @
10-2190 fruit 0* D3 @0.02%, @ 2001 & |5 o.§
(10-2190-03) 0 @8 COIN N <0§§ v\g @‘}0.01@ § 0.
northern 1 S -0?@% o < <&0 & <00 < %11
France 3 1S 00 002 & | O <0 S | =0.08
5 R s & Q@eooz@ L §®)1 S| son
@
GLP: yos 7@( %08 > <o.g@ Q S N 0.11
10-2190 fruit b 0.02° & 02 & [a”<0.® 0.05
(10-2190-04) e & 0y @ z@.’oz Q> §§Ql %@ 0.07
Belgium ST e § SV TP 0.07
- & B0 a8 &g’ | o
@/\1@ 7 fm\? S @02 o <0. 0.07
11-2085 it [ 0*° 15 R R 01 0.18
(11-2085-01) | &7 o 0 & o 029 N O <0.0§ 9 ool 0.32
Germany § @Q Q0. v L 2 § <0.01 0.30
3 o 0.2 \f@ oS 02 QO |@ <001 0.28
10 2 0.0 vy <0.01 0.25
GLP: yes., 9 @ @&

S A 14 f@%s o 0 <0.01 0.18
11-2088 frujt @], (D 0.04s> , P <to2 . ¥ <0.01 0.075
(11-2085-02) O | & 0@ O 60.02 <0.01 0.17
Netherlands @ 3 J N)97 @7 ®<00 <00 1 0 13

2) é% 7é RPN |, <0, <0.01 0.11
£ €5°0.0 < <0.01 0.11

GLP: @ ) . D
@D O N 0&@ " go.oz <0.01 0.086
11-2085 friit [ O0* " LB & | @0.02 <0.01 0.16
(11-2085 % 0 .34@ 1% <0.02 <0.01 0.37
Ttaly ] 3R 03 & <002 <0.01 037
N & S > O N 0.027 <0.01 0.27
GL P s NO|IQ0 - 'S 0.034 <0.01 0.32
i 014 & 025 © 0.054 0.010 0.32
11-2085 Ofruity o & 0.06 0.022 <0.01 0.099
(11-2085-04) \% %0 0.026 <0.01 0.27
Spain O S3 0.037 0.015 0.24
o | S ¢ o 027 0.063 0.021 0.35
GLP: vo® @@ 1@@ 0.32 0.10 0.026 0.45
X & O Jd 0.36 0.11 0.029 0.50

D day@&?ﬁ[er las@eatn@t

* pifor to |d@treatment
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Table 6.3.1.5-6: Recovery data for BYI 02960 in tomato

Study No. . Recovery (%)

. Fortifi- °
Trial No. Crop Portion a.s./ i cation . @ a@b
GLP analysed | metabolite ( n'ﬂev/f(') Individual | Ming}, Max Me@@» RSD |
Year gike recoveries N { O
10-2190 tomato |  fruit |BY102960 [10 [ 0.01 [93;94;94; 93 | 104 8 2

omato Tui 95 97. 08, é 0 @QQ @@ $§>
10-2190-01), 8; 102; 104; N |
go ) VC 104 @ g}a @\ @Q
(10-2190-04) 3] 040 83919 | 83 <91 Q@&S 472 o
q
GLP: yes 3 g@éo 90; 98,@8 e 90&© 98& 95¢,7 4.8@
2010 1 gofoverall o] sR| 1@| 9 | &
DFA 71 092 [87@8 o0 | @7 [ @p1 {94 w2
S @(% ﬁ%;&%& ~ @fg\
S & N T
O[3 Po0sGoa 07 & P | | @
o 4o | ogp 5;@% 83|92 4, 88 Q§10
Q | W & & g
O SielSenit P o s 1] @ | 5a
RYT 02960 08y |73381; 820 P5 P86 | 73
@ -DFEﬁ @81@9 S @6; ; ©@% §©
RS T 4R 9M: 93 Y O
Yol O34 016y |83:88 93| L@ 3| 89 | 62
o R N (D 1S sy
N Q& &0 |89y |87 07 |95 1109
& o G « L [TnSi0r | s | 84
11-2085 tomaggy frul? | BVI 02980 LS008 100> O 180" | 100
Sl - SER TR o |@oo | 100
(11208501 | &5 NS« S0 N @ s | o
\ .
(11-2085-04) 5 & O O <13 Foverld @§ @ | 94 | 10| 98 |35
GLP: yes o\@ % %QJF <\ @ 0%z & ¥ 93 93
2011 £ 5» § K 3@.20%58 S 98 | 98
. X PN NS TR NS 92 | 92
NS SRS =
N S | ov&ll | 92 98 94 | 34
“ @ S| BYR02964 T1 1Q0.01 498 98 98
»  _Q < |<-DFEAFQ D
q o IV N 1@\ 0.40 | 100 100 | 100
N O @ R | @ v 87 | 87
&L o | U &3 jgval 87 | 100 | 95 | 74
N\ )
T
h . T @ @ O
G @ © 9
& N v @
% Q
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ITA 6.3.1.6  Fruiting vegetables — sweet (bell) pepper (solanacea)

BYI 02960 is to be registered in Europe for use in sweet peppers. European residue data in pepp@ Q@
are therefore presented below to support the intended use. Use pattern (GAP) information, inclding @7
the European "agricultural use" as well as the "home & garden use" to be suppested, is sumr&@me%@;
Table 6.3.1.6-1. v N
SIS
s”\% O .9
Table 6.3.1.6-1: Use patterns (GAPs) for the spray appligtion of BYI@Q%O -contaiffing t%{ﬁdat' S @
in/on peppers in European fields (soithern res1due@10ns) and gi@?enho@ 5 ®)

@ & Q Q LN
No. of Appl:i§§1ti0n rate. Q @°Wa§ «L\nterval@ P@@
Description F/G apl;ls per treatflont | per gason 0" volu S o @
' (gasfha) G° (§§§ /haf% @@'a é@ (days) p(days)
"agricultural" use* G 2 lﬁ > 45(@ b@ 750° @& 10 SIS
gﬁ%haxxg@ L/(bs@m) @? @
home & garden™* | F" 1 S U gy 95 ST s7508 wa I3
3 1:@5 WO N225 %, | £300-75@ @Q‘m 3
* agricultural use based on an SL 200 formul t1 @ Ry ‘@ N N @/
** "home & garden" uses with an SL 50 fo tion (ava able to the gengral publl® reta@e) < @ %
T uses in the southern residue region (EU-S) Q @ ~
i core rate per meter plant foliage hel%@l"estmﬁ% greenh@ée ba@n a m@helgh@z m, equdting tx Z&g a.s./ha.

AN
In order to support the EU, @safe @ of § I OZ@O set@of GLP trl®ere§0ndu@d in southern

European fields in 2010"3nd 2041 and 1@the enh@ses ) C‘)Q 011. ™ so@rn @%pean field-grown
peppers, BY1 02960 @s ap@§ tw&c@@ as an L @ula‘k@n (B@“ 0290 SL 2QU; containing 200 g/L
BY102960 a.s.), a -da&mterv Fe us®dn re@nhou@s BYIQ296O as applied as in the
field, but at 10-dayinter&ls. &Bi both%ﬁse Sthe emgsage@ v@ 3 dsgs, reflecting the planned

agricultural us \\ th@‘een@use KNC]KQQ\?’HIC @nd%wors@se Q%éﬂ use.

Residue @y@els of BYI @960@ its %boh@ D (@’ E&@ere analyzed individually and
summéhio yield thg c@lculat@?"total resigue of, B@I 02960". L@ most critical residue levels were

observed in the gr Eous&trlal W 1@ a @Eﬁl resﬁ%e value (HR) of 0.63 mg/kg was

determined. Th&ﬁ M@p th@al@was dtso th 1ghf«>@j the two sets, at 0.27 mg/kg.

The numbgr of trials cone(@w eac se ribe@bove (incl. information on geographical region
d % d loviein tablé.3.1.6-2.
an Veg@ n perio )@ surn@}rlzec@) 0@1 ab\

< YN
N f” @@ @\@ @Q &§\
G @ © 9
& O § S @
Yy O & 9
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Table 6.3.1.6-2: Overview of European residue trials conducted in peppers per geographical "residue
region" and vegetation period, including key results

oos >
NO. Of trials Residue levels @er Z§
Use description : f.:
o ;p116 ' [ Region Veget. period (mg/kg) %@ £t No. @
(cf. table 6.3.1.6-1) 2010 | 2011 | X2 HR STMR 1§
S
trials in EUROPE ) © . @ s:%Z
"agricultural” use G - 8 8 § 027@11-2081 &Y 03¢ | %@
. . R [102182,0 & &, O
home & garden EUS | 4 | 4 8 & 025 \).@ 11_20%\9 Q M@Ozﬁ
EU-S = southern EU field residue region, G = greenhouse Q7 X @Q @ é N
\% . @ b @ D N
'S © N B % IS N RS
Southern European residue region (field) © w\y@ g}ﬁ @% @@’ 03 & % .
> @ K @ S
. < @
Report: KIIA 6.3.1.6/01, S

Title: Determination of t s, of B 029§n/o eet p ra Sp@g of BYI 02960
SL 200 in the field (south), Itakyg, Spaig ahd Petigal 9
Report No. & 10-2187, dated then%er 27 %)12 @ ®© @w S ~
Document No.. | M-439089-01g] S @ é S 9 .
T
i @ Z o@ o O
Report: KIIA @3.1.6/@, &S W9

Title: Deterniinatiof of the residu §/on sweet peﬁper afis Spray application of
B%DZ96Q£§L ZQQ% the fietd in & thep& ranc §%pamf\\nd Itag(

Report No. & \2083 dated ten@% 2@2 §’ @
Document No.: @83 04l . @ RS (\A\@

N @&
(®©6 o > *

Guidelines (ap@es tz@th sg@@zs) lbl)rectl%s9l/4 @EEC@%ldu@l or @treated products, food and feed
& SEC G%danc@vorkm@do ﬁgent 7(}@/VI/95 rev. 5

& & | UgBA OCSPP Guidelin@No. §60.1500.SUPP (applies only to 11-2075)
GLP (a%lzes to both stz}é’%es)z» D yes (cer@%d laQQatory)&Devi%\l%ns: none

S N & Q U "\y
<) Q § g§” Ml,af‘erlalsg}nd N@lods
Q@ ©® @@ o\
Eight ﬁeld%remdue trials Wyre c@ductg@n th@j@)uth@ European residue region, as follows:
In 2010§;ﬂals (Fr@? It yQSp , andRorty \were conducted to support the use of BYI 02960
SL %b% in sweet péﬁoer 201 KI%%.S. 1.6/01). Two applications were made at intervals
of 14 days at a @tinal rago .625%@/ha, gorresponding to 125 g/ha BYT 02960 a.s.; the water rate

was 500-80 %’ha&g}%gct' ocafﬁpract@e in the trial regions. All treatments were made at the

scheduledqates, geept fa siggle tred®hent in one trial (10-2187-01, first application overdosed by
6%). q@@e hi %hcatl rate used in 2010 was 11% higher than the rate to be registered, thus
well é\ffhm @EU ceptarnce criteria for use pattern comparability.)

@ °

Four er trials were carried out in 2011, in France, Spain, and Italy (2), to complete the data
package (-, 2012, KIIA 6.3.1.6/02). The basic application parameters were as in 2010, except
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that applications were made at a nominal rate of 0.563 L/ha, corresponding to 112.5 g/ha BYT 02960
a.s.; water rates ranged from 600-750 L/ha. All treatments were made at the scheduled rates.

Qb
Samples of pepper fruit were taken immediately prior and subsequent to the final applicatiorixand agyy
several intervals thereafter (up to 7 or 14 days after treatment in 2010 and 2@ trials, res l@Ve
The envisaged PHI was 3 days. w

\
N § S o
The samples were analyzed for the parent compound €& its metabdlites DFA aﬁ@ DF&?&F @
method 01304 (2010 trials; for method details, cf. KIFA 4.3/03). @ e respectl@ LO§ for o @ “the 3 %
analytes were 0.01, 0.02, and 0.01 mg/kg (all in pare@equwalent% @ R 0o @Q}
FAC I IO
II dlngs N @ 6\ &
R R @ °\ R
@ % & @’ > AN
Validation of pepper fruit was done within gtudy @18’&%f Ks / 6/0 Con@%‘rer@
recoveries of BY1 02960 and its metabo&%@s D&% and@F EA@Vere@%tal eDcon rrently th

analysis of the field samples of sweetj ~ pegxﬁmt

0&%’1 stui%s &@ sa@&e ial k@repre@ntatlve
for all sample materials collected 1&@ese g@ls \Q % \ @@ S ©
The recovery samples for par ncL\BEEAF Were @@ﬁed a@evel@f 0. Oﬁlgﬂ%@dnd &10 mg/kg
(expressed in BYT 02960 eqmvale&ts) as @1 as 1.0 m;‘kg (exgresseg%i B\@O2960@qulvalents) for
2011 trials. Mean reﬁcovémes wé all@}hl eptible ranges (8@02‘1@9\8Ds§(% the larger
validations sets [n>2] 636.6% <%) 6@ § “ %o §

& @ S 9o ¢
Fortification level R@ wer@r 0 G@ng/kg and@) g, a&well ag,1.0 mg/kg (expressed in
BYT1 02960 equlgﬁen%%\ or 20‘$L tr Is. M@%\IIGC%%IIQS v@re§@%tb %a\”cceptable ranges (90-98%,

RSDs of the ler % at10® sets@> ZN —4 %fa gé)

L9 o
Details @ecovery dat@ire n 1@& 6 3 1.6&> All“@al d@g are summarised below in table

6.3.1.6-3a & b and I%great‘@g ctag in th Lrer 1§u ar%;}a fmgs, (Residues of parent BYT 02960 as
well as its metabofijes DF an EARare e@ress@m 102960 equivalents. From these
individual Values@@the @ 1 reSydue @BYPQ?@@" as clﬁulated as the sum of these three analytes,
expressed 1ent @gulvaéﬁf’tsé\ Q @\ S
5 9 @

On day @mmedlatej llov@g the%hd a@ﬁnal\treatment residue levels in pepper fruit were
betw&gn 0.069 mg/l?[g\and %32 m@(g (n@mn@j% mg/kg). On day 3 — the envisaged PHI — the
levels were 0.05-0. 25 mggre, v@h a méRan e of 0.13 mg/kg.

@° N
The analyti reswk%eveﬁ tha?tq\\total@mdue levels often had not yet reached their highest levels at
the nomind] HI@wdayép@ Th@vas aﬁ@ady indicated in the 2010 trial packages for other crops,
althougl@peakldu valu r peppers were seen on day 6 in one trial as well. In order to ensure
that the ma:@t anteesidue levels are captured, additional sampling was conducted 14 days
af@ﬁrea@nt in the 20?@ program; in those trials, the highest residue levels were seen on day 14 in 3

trials. (9
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Maximum residue levels at any relevant sampling interval (>3 days post-application) over the
complete set of trials ranged from 0.05-0.25 mg/kg (median 0.17 mg/kg).
& &
S S °
Evaluation of representativity: @
< O

As highest residue levels were also seen in samples taken after the envisaged®HI of 3 days — on-day 6
(trial 10-2187-04) or on day 14 (11-2083-01, -02, and -04) — the entire set&% trials was r@eval@d %)

: - NS
for its representativity. VC@ @& é\, @\ @Q K@
N N SIS

In the 2010 package, either "normal" or "plateau" re@w behavioug was evident@’all o of 1R tria
at PHI 3. Only in trial 10-2186-04 were residues ay 5/6 (0. 12g/°higk§ tha@%n d% N
, and even, @thin%b scapg of @mplin&pr @@
analytical variability; also, as mentioned, a p@au 1@@@1 ag Is tG&?’ZIVe @n r~%§hed. S R
N oy & ° & @ &
In 2011, peak residues were determined@@the Qwﬁedul&%“PHIB day{ﬁn tcri\@§l -2083-03, a th§
similarly high levels at the day-10 sal@nggi@ges%%re @ "pl&@au"ﬂ%ln @Ql -2@-01, 2,
and -04, residue levels increased sl&@ly a@%o at eLT; ic%@fro e PEYo theSinal égmpling
event (day 14). Although it is the@etic%ly po%ble thf the alue@nighé&nti to iiaé\}?ease
slightly, the slow and generally@regutar natuf@of t&§r "a @nsim@ the faet theak@@sidues were,
in fact, seen at earlier samplig in‘g&rvals i§ of Qhe tri(%l?s in this pac{@e; agy the fa@ that none of
these trials represents a L'rémarka@" V@, e.g&he HR, in thig dat@t W@ﬂ see@@m indicate that
the values are indeed partof (@pop@}ationﬁ r xsent@e @{the whbdte. E@?lever, as they are
close to the HR, whig@ditsel @ an j ortagt "drg@' oﬁ&% MR@(SG%HA @‘7&2), these trials must be
considered careful@urir@i&g Ml}l_@tti@ @Q @@ o @
@Q N\ QO \\ é\ S @ X
@© @6 S & K@) @%\a o § @%
© I1I. @oncf&ions@pwee%pep, sm@rn@f@rol%?an residue region)
> & & SR
In orde@to support t Gise Q@e %J of B@‘TDQQ@in eppers;§ Vvalid trials were conducted in the
southern Europea@sidue&regi thqe@@ears@lo-él. % 02960 was applied twice as an SL 200
formulation at a@ctiv@ubst e ra@f L2\§g/ha@@r tregienent in 2010 and at an active substance
rate of 1 12.@a p@@'eat nt i&%l &@th @hi h g%jpport the intended use rate (112.5 g/ha).
The application intervals @ere @rox. @day%@All @ications were at the required rates except for a
very mi@ eviation i\@ne t@ and@l tz@s Wgs%onducted according to GLP.
NS .
Sarﬁps%es were takeira}ﬁmr@@late wafter t@? 2n§?plication and at several intervals thereafter, including
the envisaged Bgjt of 3 days. ey&re apabyzed for the relevant residues of BYI 02960, comprising
the parent c ou&d%?ld Qmetabo ites@FA and DFEAF. The residues of all three analytes were
summed tQ_ eld@eam@@ed "S&al resfue of BYT 02960". The results of the trials presented above
demone t}@ O
K% @ @ 5 §

- @al res O%YI@%O remained fairly constant in bell pepper fruit between the final

appiCation and the nominal PHI, from levels of 0.069-0.32 mg/kg on day 0 after the final treatment

(0.11 mg/kg). However, this increase is very sma

to 0.05-0.25 mg/kg on day 3. The respective median values were 0.12 and 0.13 mg/kg.
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— analytical results revealed that total residue levels often had not yet reached their highest levels at
the nominal PHI.

o

— peak residue levels at any relevant sampling interval (>3 days post-application) ranged fron&&g— @§
0.25 mg/kg (median 0.17 mg/kg). @
glkg ( g/kg) @Q & Qg
N

— despite the delayed attainment of the maximum residue levels, the trialﬁﬁpor‘[ed h(;:r@Qre @§ %@)

considered to yield suitable results for MRL evaluati@hough carust be takemt} ev{%te t
. . R (OIS
effects of peak residue levels determined at the final sampling 1nta1. @ S é\g ©§
@ & & VO &
N o S '\
@ v L@ RO o @
L @S D LS S
& &) N N IS S Y
Q @ X @% v @y
W\% SN S D &> & @
o O @ . SN & &
SIS S
$ T Y VS N IS
Ve o » & 9 .0 O ~
o & TS S U
R & &
& O N @ S
© O & & NS
~ % 9 § @ S e R N
v 9 O ¥ .0 & )
F T S 0O
@ S o L @Q @ @
S QO NTN N o 9 N
F D Na a8 §@ N
& £ .0 O « SIS, @
LA SEE RS
S & & @ o T
N T8 Ve &8
@) Q
§ RENIIAN > & >
@ 9O g © o .0 @
QOO O N O D
¥ o K & o
<) S &P S
@’ 2 Q @ SIS
i AN NG RN
. S S
N (g @\ R &©
@" N
g &S Q
@ < Q & ©@
& e oe
& Q
&% O~ @ o
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Table 6.3.1.6-3a: Application scenario in residue trials conducted in/on peppers after spraying with
BYT102960 SL 200 in the field (southern EU residue region)

Study No. Application @
(Trial No.) \&” §
Country
Location \C];?p FL kg/ha kg/ S GS o )
ety No. (a.s.) (a.ss (("li@)
Region % § AN 2
Year P 2> O 9 A
10-2187 : 200 SL 2 §0.125-0.133/0.0250- | %2 @ | @
(10-2187-01) Swoet. of 00250 |@ » & S
France Albi SN N Q S
7 Q N S
] : S
o S - < \© 2 @@}
Q \ > o,
2010 NI S
10-2187 ] 2008L | o2 b O. 9.0179 5 3¢ °
(10-2187-02) Is)vev%lgfr W\% I \@ 6@9 A ©é S @y @
Italy Ividor SN > | « S Y §
SO PSRN S RO
EU-S SR S & &Y L
2010 R ¢ 9 O G 9 Lo o~
10-2187 N A 200SL | @ 20.1 0.01569 3
(10-2187-03) Efv%‘éi,@ « § o o 2 o &
Spain Cagboni - § S 2) 1 ° &
Q Italiano | & § & S R $ Qw
SR I = R SN X
ST ) PO A A BN
S R - . @
10-2187 Pppere > | 208D [ R 520128 | Q0179 79 3
(10-2187-04) N % %& §© § 2o
Portugal N . 9 N %) @Q Q @
o S R I PR
> D S S SRR
. O SES RS
EU-S §> &\ é\ﬂ . O @j & AN
2010 _ %) > N
FL = formulation E Q% § OGS ﬁ&%wthe (B@I—code) at last treatment
EU-S = southe@lrope@@esidéﬁegioﬁ\gj \@ O\ @
@ ©\ Q @S@ @ Continued on next page...
) o & @% NN
@7 N Q @ ©\
T A @ o
N S N
(AN Q
e . & <& Q
S % %,
@ Q Q & ©@
@ o O
S Q
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Table 6.3.1.6-3a (cont’d.): Application scenario in residue trials conducted in/on peppers after spraying
with BYT 02960 SL 200 in the field (southern EU residue region)

Study No. Application @
(Trial No.) o\éy N
Country @ o
Location s;(;?et FL kg/ha kg/$ Gs 2 THE,
y No. (dafd)
Rei (a.s.) (a.ss IS @\ I
egion O & 2
Year P (Q% a o (g”\w
11-2083 , 200 SL 2 SF 0113 @o.o018s | ¥l 3@
(11-2083-01) Swroet @Q @ § & S
France Albi @} $ Q R |9 Q
I (i Q@ Q & @ & (@) &@
Q N @ %) @D
EU-S > Lo BN I
2011 | 9|y N xS
11-2083 ] 200 ST¥ 0.1 | &dD161%] 2 3. .
(11-2083-02) et A @%ﬁ q Q 0.0188 § @z?% @&
Spain Lloret i\ﬁ \\ o &é S §
P & g .ol Sl & a8
3Q KK é\g S > § @ @Q G
EU-S SSRGS > ¥ &S i
) O N
2011 R a9 Ol O 0 L oS
11-2083 Y A B00SL | @ ko1 0.01880 3
(11-2083-03) 5&%@ § o < & % ég"
Itali Adipa & N3 9 ] @ ©
EU-S A @ © § 6@ S Qg\g N §
2011 S @ s P P @ S S
11-2083 , SL 2 113 0,0130 82 3
(11-2083-04) et » S R, LQ @@@ § @
Ital @Q Cleor < \\ SN @ | ©
el SR T S
| N . ST SEN
TR > @’@ @ v ©@ I~ \é’g\]
}l; ; fsfor/n%ltitionE @%r(};@@%ge @BCHm@w@?) a%{@treg&ﬁ §\U
soutnern £uro Tres1 regle@ o\ @ @ @
%) A
Y ©® @? . @@ é\ § @ﬁQ
Q0O S & b
O 9 K8 @
S ¥ oF L2
2 @ o
@7 °N Q @ N\
3 NI AN
N § N RS
e . & & Q
&3 £ .~ <
& & & ©§’
< N) % S
SIS
S
NS
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Table 6.3.1.6-3b: Results of residue trials conducted in/on peppers after spraying with BYT 02960
SL 200 in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 d@@
(TrialNo) |, |0 . _ BYI 02960- N @p
Country analyzed | (days) BYI 02960 difluoroacetic dlfluor@5 total r; ue of
y y acid ethyla@lo- BYI &/ 60@
GLP furarndne A R
102187 Fruit 0% 0.05 0.03 =).01 L O 00
(10-2187-01) 0 0.09 %001 > o @@ o
France 1 0.06 @' <0.01 @09
3 0.08 03 R <001 @] SIS S
GLP: yes 3 8845t @ 88% S =001 é\g R 0‘&?
. Q <0.01¢" 0. @
10-2187 fruit 0* 0.01 0" <0.02 @’ <0.0R _Q 04 @
(10-2187-02) 0 0.05 Q@? <0.02 @ S <Gl 6\ . &%.08@
Ttaly 1 0.03 0.0y N w0l | 'S 0.06
3 002 O | @0 > 2B001% o 0
GLP: yes S 002% g Q <0l () @ @&
: 7 0.60° ) _N002s5 " [ < 04
10-2187 fruit 0* 4 e @X0.02%, " Qq 01 QA 0.2§§
N
(10-2187-03) 0 25 & S W] %00 § 0.
Spain 1 O .2(}{% . W2 TS0 4 €23
3| o2 o] 00 S ©@ & NS
, 4 0eh2 0.03 01 N 0.16
GLP: yes 7.@ wn U |S o.ﬁo@g S Q009 017
10-2187 fruit & 0.0 002 2.9 <0 P 0.07
(10-2187-04) 0 | o ol @0 s S @%’% 2 0.11
o |© <0.0 01 0.11
Portugal N § & o L Q01 &
3N 0.08 @ <0. T”\go.m@© 0.11
GLP: yes & %@ 0.08 S) <© a0 S | w04l 0.12
Jis - ©{§ 0 %@ S \3\(; 3 O <0 0.09
11-2083 f 0%, 0 0.0 @10 0.077
(11-2083-01) § O & 093 O s o.@g @ 010 0.20
France o O é 012 045 § "0.010 0.17
SN Ooi, ¢&f 658> |@ 0010 0.19
ars ol 1% P @ AR 4 M | 08
D S o
11-2088\ fruit @] , (o <0.010 0.15
(11-2083-02) O | Q0 <0.010 0.069
Spain S 3 <0.010 0.14
s S
Oty @ &9 @x@ <0.010 0.20
11-2083 fruit | Oo* <0.010 0.074
(11-2083 % PN <0.010 0.32
Italy & 7 3R <0.010 0.25
<0.010 0.17
GLRU%s v @% . <0.010 0.22
. @’14&@ <0.010 0.14
(07{\
11-2083 fruity <0.010 0.049
(1 1-2083-04§ \% ﬁ <0.010 0.075
Italy O S o <0.010 0.077
@ @Q 5 7©© <0.010 0.065
Gr & S| 20010 014
<0.
N A

)
DQT = daig%fter last treatrient

* prior @t treatment
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Table 6.3.1.6-4: Recovery data for BYI 02960 in peppers

?:;Z{;I\;o. Fortifi- Recovery (%) R @
) C Portion a.s./ cation . @ L
oip TP | analysed| metabolite | ™ | level Indivi . % g
(mg/kg) nd1v1dl.1al Min §Max Mea@ RS
Year recoveries @ & D
10-2187 | fruit [BY102960 |6 | 0.01 [94;97;098; 94" | 103 83
weet | 101; 101; 103 &% @@9 > &
30-2187-01 4 0.10v§9;91;93;9€7§ 89 | 95 9§ @’\\
10918704 10 | overall Q| s | 16| W | s K
GLP: yes DFA 6 89;91; 992; | 89 994 [N2 [©°1.9
2010y %@2 93;94& ch é o q &@
4 Q020 |86:%7;92; 9] 863 &@ 9 @
00 [ovagt | &F <O [ & |0 [ o
BYI102960- 18 [«001 £79;88@3:93889 79 ®©7 944 90 66,
DFEAF A | > @94;9Q@ ¢ & o) & ¢
LN 04Q" 88,@1;93&%3 \@ x93 |, 91 6
& o N ~ %79/@9@9%@91 D 5.1
11-2083 | pepper, | fruit BY&@%O@ 2 \\0.01%*93;&6@’ @@ 93] 1028798 &
sweet Q o % 0.88 301 © é% & @
11-2083-01 & |0, 49
o @ o |4 (B0 94 lo2 g 98
% S \ @ e
11-2083-04 o o ex16 doverall | &~ .9 88| 1025 97 | 61
§OL1P1: yes & [DX @© §é‘ 0,027 [0, 101 ST ¢ [ | 08
> D o 4 @20 599 Ko 87 <§95 91
Q o s o |2 @.ov; 95:99° & 9| 97| 96
& | & < Yo | @ | st [ 01| 95 | 43
Ol a° @BYI 02950- ]2 | 001 (8788 87 | 88 | s8
S @© o|PTEF «®2 gov10d%6; o] % |02 | %
S SN § 165 [99: %05 <7 | 99 | 105 | 102
=~ S N & rall & \@’ 87 | 105 | 96 | 77
RS &~ 0 &~ O
> O & Lo O
§ A S & é&
% @ & RS ©©
o N .U O .0 @
Q O O O N D
Y S K 9 O
<\ § 5, @ %@
@’ NS @ @ N
S N &9
= S & &
S A O
G @ © 9
& ws% N &
@@} @Q @© §9
O Q
< @ & <
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ﬂ
G X
‘ R
I Matéﬁals ﬁ Mgilods S @%’ @@
GG
Eight residue trials were conducted in tl@%reeﬁ@%use@g\s fol&@s: ©&% S)

Greenhouse
Report: Ki1A 6.3.1.6/03, | 2012 &
Title: Determination of the residues of BYI 02960 in/on sweet pepper gr spraying of N @

02960 SL 200 in the Greenhouse in France, Spain, Italy, Greece the Netherld8dS &
Report No. & 11-2081, dated August 17, 2012 (o8 R
Document No.: M-436855-01-1 S f@ A
Guidelines: Directive 91/414/EEC, residues in or on frgated productsé%ogl and feedy;\ KN 7 é\”

EC Guidance working document 7029/@% rev.5 @ @) Q\ @

US EPA OCSPP Guideline No. 860.}500.SUPP @Q %@ N {5\\’ §
GLP: yes (certified laboratory); Deviatio@none é . Q) N @)@ @

& [ O o
RN

@@/

S v
N 5
R &N & @ & & SO
In 2011, 8 trials (France [2], Spaini@, Ital@%ﬁ], @%Gre@;pe [@%@er@du@ to g@pport@e use of
BYI1 02960 SL 200 in sweet pepp@( P12, KHA 6@ .6/&@. Ty appb@tioné\yere made
at intervals of 10 days (13 in @€ trial) dt a nominal @te okl 63$haXm), cor pOI@ng to
112.5 g/(haxm) BYI 02960 &%.; the water@ste §§ 50050 L/(haxmpreflecmg loa%al practice in the
trial regions. All treatmeg@ were@aade@g the edl@d ratgs withstly ex@ion one trial (11-2081-
01) in which both app{gation@ere gyerdo @ by @42@%@159 &/ haxmﬁf Woh@ is outside of the
EU's nominal accepgnce cri@ria @SW%@T hus@s tri \must co@dere&?arefully in the
evaluation of the dafa pa@age.\g NN - Q @@ & @
\ & S N @
@) N AN & 2y
o O @«
Samples of p@per 6@1‘[ v&{%@ take@m%diatyl@prio@d subpeque@ to the final application, and at
several ir;t\é’@/als thereafl@r (up &@4 @ afte&eatm@t). &he em@%ﬁged PHI was 3 days.
< D

o X
&@ . @ . @ SO § o N Q
The samples were y. rt are@m@nd @gd its mtabolites DFA and DFEAF using
5

ZC@O
method 01212 (cgmp%f/o
Q)

(&

in Kg?’ént @auiv @5). @§

§ he&&pegg@ LO@ forghe 3 analytes were 0.01 mg/kg,
0.02 mg/kg, apd 0.01@ a
Q © OD é\ >

NS K & @
@% o\@@ QQ @%’ QL. Findings
Q@ o

5. Ry b g . .
Validation of pepper fruggdvas g?ne witfn stiges 10-2226 (soil drench study; available on request)
and within stud@{ -20§ 1 (cf, IIA@.I.& ). Concurrent recoveries of BYI 02960 and its
metabolites JQrA a&féDF Wef&obta;@ed during the conduct of all studies in sweet pepper. This
sample material jsyepresentativgvof al@mple materials collected in these trials.
el Srepregatigo
N AN |
The Q%bver@@m &3 for parent and DFEAF were spiked at levels of 0.01 mg/kg and 0.10 mg/kg, as
W@s 0.2®and 1. mg@ (expressed in BYI 02960 equivalents). Mean recoveries were all within
accept@ ranges (96-105%, RSDs of the larger validations sets [n>2] 3.1-8.1%, n=1-7).
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Fortification levels for DFA were or 0.02 mg/kg, 0.20 mg/kg, and 0.40 mg/kg, as well as 2.0 mg/kg
(expressed in BYI 02960 equivalents). Mean recoveries were all within acceptable ranges (96-97%,
RSDs of the larger validations sets [n>2] 4.0-13.4%, n=1-7). @o
N

o,

Qb

v
Details of recovery data are shown in table 6.3.1.6-6. All trial data are summag{s®d below in @%2?@
a

6.3.1.6-5a & b and in greater detail in the Tier 1 summary forms. (Residues & parent BYé &96@\
well as its metabolites DFA and DFEAF are expressed in BYI 02960 equiv%lents. Fro

o

individual values, the "total residue of BYI 02960" was %@@ulated as turn of thes&\\t}ree@%’ﬁalyt
R @S

X
&
expressed in parent equivalents.)

@
On day 0, immediately following the 2nd and ﬁatment, resi%e lis in@ppeéﬁruit were @}
between 0.11 mg/kg and 0.93 mg/kg (median 0. rng/kg). O@ay 5\ th@@nvisged PR~ S
levels were 0.12-0.56 mg/kg, with a median @’ue ofdf19 mgrkg. (*’ Yy O > ~
% @& °

< ¢ ¥ Y«

o @ R s O @
The analytical results revealed that total{%sid&i%vel&&sten h&yl not@ readBed thejr highest leygls at
the nominal PHI (3 days). In these tré@, th@éﬁghe%@sid@%ev%@/ere T§@\en (@y lﬁéﬁ oneQrial,
QN o $

and on day 14 in 5 trials. o N ©\ @@ @@ $ %@
Ve o & 9 .0 O ~
Maximum residue levels at ar@leya& samp@lg i@val @3 d ost-a lic@n) &yer the
] N N @ @)
complete set of trials ranged%rom&ﬁ-&@mg/]@ (me%?an 0.2¢ mg/k\ffﬁ & .
e QO N O AN

o @ S R @ X

Evaluation of represema%vity % § @} § * N

Trial 11-2081-01 wa@verd@ed pPIQY; 41% con@?&erabl@larg%devi on than those nominally
deemed "acceptabl@%n thg EU ( %\:)s@or this rea@ re@ of &he triaggt various sampling
intervals were e@%a “&k% the%\ont t of t}x@%ﬁtirq&bepper%ree usqéxs\ogram presented here.
Residue level critgal sarfipling Qentsiyere Q@se to B medn oS the entire set of trials. On day
0, imme(ya@ly afterthe ﬁr%l a&@@catio&stS O.2%ng/kg@a!§termi in this trial (median of all trials:
0.22 mg4s). Similarlyshe @es f@j e.g. day 340.23

relevant interval (0.27 mg/kg) eg@very@ﬁlar@ th%iespec&w median values over all trials, 0.19
and 0.27 mg/kg. {us, %espite noi&nal 0\&&’%10%@, thi@trial can be considered to be valid and its

kg)@sd from the maximum at any

data representati@. @ . SEERN
@ R @Q O . O @
QO O O > D
In additio%as highest re@ue Is wers als@%en i@samples taken after the envisaged PHI of 3 days

—on da@ (trial 1 1;2\@81—0 1§01 on @y 1@ 1—2@@3%7—02 and -05 through -08) — the entire set of trials
was ggevaluated forGbs re&%sent@@rity. @§ \©

N % > VS
Either "normal' @t "pla;[eau" idu@?%hav@lr was evident in three of the trials, 11-2081-01, -03,
and -04, in wich peak regigiies were meggured on day 3 or 10. Similar behaviour was observed in
1 1—2081—&@ and @ as @1, in@tbich 59& residues were seen at the final sampling interval (day 14);
residui@svels hes%two @ were erratic from interval to interval, but fairly steady over time, and
ong @mml@m@@hl %ﬁr

In the @aining three trials, residue levels increased steadily from approx. day 5 or 7 on, reaching

at,ddy 14 (by 0.02 mg/kg) than at other earlier but non-consecutive intervals.

their peak levels on day 14, the final sampling interval. Peak total residue levels here were 0.20, 0.40,
and 0.18 mg/kg, meaning that none of these results is particularly close to the HR (0.63 mg/kg); even

S
> > ST

ese § ©

@

&
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if residues were to continue to increase, there is little indication that they would "arrive" at a level even
close to the HR. This would seem to indicate that the values are indeed representative, and can be
used in MRL evaluation. @o S

The HR, 0.63 mg/kg, is itself derived from a day-14 sample (trial 11-2081-06),8it as stated @
previously, the trial in question seems to exhibit "plateau" behaviour. As the®R is an im n
"driving factor" of the MRL (see KIIA 6.7.2), this situation must be consui%ged carefull\ urin L
setting. VC@ @& @«:}, \ @Q @
s O &
Q)
III. Conclusions (seppers, gr(%nhoﬁgé) @ N &
2 i~ N s
In order to support the use in the EU of BYI g@@ @%ee@ppe&s 8 va w trla@vere Sonducted in
European greenhouses in the 2011 season., BYI 60 v@%” ap;@ tw1@ as an SL 2@» for tlo&a‘t
an active substance rate of 112.5 g/(haxrﬁw)y er, tmatm 0 Th@pphcaﬁon 1r@§va]&were 10813 m JS.
All applications were at the required <7 A/ fhﬁw )&bpt]&l&)f on@rlal,@ whighsthe @pllc ]
were overdosed by approx. 42% (1 5/ [h ]) tl@ trlq§§ que@’on V\éﬁeva @ed 0Byits
residue results and is considered d@) to be vali % All @als wedp cor@ted&cor@ to QEP
@ % S &

Samples were taken immedi ﬁy after the a%hcatlon%nd g’ever@lnte@)als the@after including
the envisaged PHI of 3 da@ The® Werednalyz&d for tl@relevant ré@ueﬁf BYYI\@%O comprising

&
the parent compound andNts m%abohtes DFASInd @EAF Qrhe res1due§$9 all fhree analytes were

Q
summed to yield a ca@late«@otak{ggldu@zo B 29@% Th@esuf thgtrlals presented above
demonstrate that: @ g § 'S > @©
@@ \© &\ A \ \ @ @ @

— total resid@ of @ 02980 rem@y edg’g@’ly c%nstant@ belpe %’11‘[ between the final
application and {R% nomtnal RHI, from levels of 0.¢p0.93 mg/kn day 0 after the final treatment
to 0. %0 56 mg/kg @yda)@ Th@spectlve m@dan s w@s@o .22 and 0.19 mg/kg,

@ w
tively. N N @@ \ . %

R & O

— analytical res@ts rexghled § tot@ﬁesu&% 1ev§s ofte@d not yet reached their highest levels at
the noml@HIQ o\ \ o\ v

— peak #&&idue levels @ any@%van@amp@ag mg\ﬁ/al (>3 days post-application) ranged from 0.12-
0. 63 mg/kg (med@l 0. %mg/@
N S Q @

— despite the dgjayed attaingient e m murn residue levels, the trials reported here are
consider @o V. e%su%%ﬁ resisdts fO@M L evaluation, though care must be taken to evaluate the

effectsQ ea@semdu eve@ieterﬁ@led at the final sampling interval.

FFaE
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Table 6.3.1.6-5a: Application scenario in residue trials conducted in/on peppers after spraying with
BYT1 02960 SL 200 in the greenhouse

Study No. Application @
(CTrialtNo.) 5 °\§y §
ountry C ORI
Location V;ﬁ)ety FL No. IEE/:? l((agg GS @( d i"“@
Region S 2 2
Year s A a o (g”\w
11-2081 : 200SL| 2 o1 2 0.0150 | €31 3@
(11-2081-01) Swroet (0.159 kg/[haxmBER @ § & S
France Ealileo t/yBez Q‘%@ Q& & R @© @
I amayo o & &
length @@ 0@) Q ) >
N, @ \ 9 QO
Greenhouse N Q@' %\ (04 S R @
2011 & @@ R N 52}% (o§ o
11-2081 pepper, 200 Sk | 2 y0.199203Q°  [0.0150- | B9 éy 3¢, °
(11-2081-02) sweet e (0N 3 kgdlhaXm] 0. @
UL RN X
France Almuden; SN AN @} & NN @g’ % §
I RGPS S S N
S S AR AT i PO
Greenhouse ) & (G N
2011 o |2 |& & Ll P
11-2081 200 S 2 21499225 @ L 0.01509 , 3
(11-2081-03) E&%&ij@ § & (0.:13 kg/[@@m]}\@ & §9
Spain Arggn;  Q N Y Ll & 9
g&c%lho se © N $ ¥
Upcppcr@% o © P \@ & e
Greenhouse S v < @ § v Q K\
11-2081 S 200 S 2 9214225 .0150 89 3
(11-2081-04)©©© §§\€V%pcr& ) qi% %\j (0.3 kg/ m])@%
. Elv :
k) v Caqulk\?orni % @\ ¢§ © @
e e
NI &
Greenhouse Q\’ AN NIEE v N
2011 @Q@ » @fm@ ;%9\ © Q© x©
11-2081 epp F200 S 2 0.1 0.0150 83 3
(11—2081—05@@ Ssw N 8 2o (@113 ke/[haxm])
Italy cxPleary Q\ ("@\
Ye 10W§ '%: <) @
@7@ Q N &é§ @\@
Gre@@ouse % 3 @ N
20N, Il SN B P
11-2081 s peppe @0 S 2 [0.135 0.0150 83 3
(11-2081-06) &@ A 1&“. &\ @ (0.113 kg/[haxm])
Ttaly S\ tC m;i;% ©@
@) (SN
Q
Greerthguse § @ %§

201 @ o
FL formu‘@f}on GS = growth stage (BBCH-code) at last treatment

*In the trial, the applications were overdosed by 40.6-41.8% due to the wrong height of crops used as a basis for the
calculations for the application rate.

Continued on next page...
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Table 6.3.1.6-5a (cont’d): Application scenario in residue trials conducted in/on peppers after

spraying with BYI 02960 SL 200 in the greenhouse fm@o
Study No. Application N
(Trial No.) S @@ S
Eount.ry Crop @@ I’Fﬁ
ocation . FL kg/ha kg/hil GS
Variety No. (a5 $) § @S) 2
Region @ (\9 S © &
Year Y D g}g e @
11-2081 pepper, 200SL| 2 [Q169-0.175 ©Y 0.0150- 9 8%@ IS
(11-2081-07) sweet 113 kg/[fhax&]) | 0.0225Q) S
Greece Rico N) R 22 S © N
G @ AN % Q \© <) @
. CHEA G O T <&
A A N IS S A N
Q w X @jﬂ v @ N
Greenhouse @ @© Q > @& 2 O
2011 iz\% ° /(\Q é f(\\@
11-2081 , 2008L .3 o225 7 S e0150 & N
(11-2081-08) sweet é@\q S j@iu &g/[hagga )& 5 8@&’ Q
Netherlands Stayer; Q° A . § @ > O @ e
Yellow  § ©f > RN Q) RS
Q > & 9.0 © =
@ | | & @ S«
ASTES D @ ’ ©
Greenhouse o < & @ & o\@ &
2011 o ol S| @ a P
FL = formulation GS = g;%wth stige (BBC%cod last me @Q R @v
L aC il
S TS e § 8 RN
& .9 & 2 @
S @ O YN Y e
O s oo & O
¥ §£O O & L8 e
K © D § S
S N
N 2 O & O 8
SENES) Q
§ RN > & >
o O ¢ .09 o O @
NN I
SRS ,@ & @
S NN®) %o
& 2 Q & &
2 ¢ S) @ @§ S
S ST RS
(N &©
@" N
&SR
@ < © ©@
S &
& Q
< @ & <
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Table 6.3.1.6-5b: Results of residue trials conducted in/on peppers after spraying with BYT 02960

SL 200 in the greenhouse
Study No. Residues (mg/kg) expressed as BYI 02960 éy @
(Trial No.) . BYI 02960- o &
Portion | DALT . . . g
Country analyzed | (days) BYI 02960 difluoroacetic d1ﬂu0r® total r; ue of
y y acid ethyla@lo- BYI §2 60@
GLP furarndne A R
11-2081 fruit 0* 0.11 <0.02 oY1 L O 01
(11-2081-01) 0 0.22 < 20,01 025 S
France 1 0.19 @%0.01 ¢l @22 @
3 0.19 0:031 R <001 @ 023 S
GLP: ves 5 0.17 0031 (P7<001 & | Q02
Y 7 0.17 %@ 0040  Q <001 & 0. @
10 0.20 @’ 0.063 5001Q"  d 027
14 0.16 4 0087 b @ 0013° Y 926
11-2081 fruit 0% 0.053 & | ©°0.026> J° Al &7 | S 008
(11-2081-02) 0 0.15 %@ 0. @ 01 @ o% .
France 1 0.13 @9 2 Q 0.0 (§ @ &
3 0.1 N.0265 S| <0. 15 &
GLP: 5 080 v | ov0.03 N Q0T & | o O
: yes 088 |2 20, P <01 o | 0B
10 O8.066 > I 0& 4 §0.01<§@ L opu
14 | & 70080 B0 N | <00 § @20
11-2081 fruit 0 | X e ©| £0.028 O §<§>1 O | °~N o017
(11-2081-03) 0 @& w23 W @@m.o@@ @ 01 § . 026
Spain § N0.25 0% @Y ¢ 001 D" 0.28
& 028" Y 02§ [ 008 0.28
. & |© o O <D N TR 0.23
GLP: yes X
Ly ST s S & o P 10 0.18
o 10S) P14 Q Y 000 « 015 0.19
1 1| 013 g 0037 O | A 00 0.18
11-2081 fi 0% o Y .02 <001 0.051
(11-2081-04) @§Q S0 & © B084 N, [+ <o.g§@ o %ﬁl 0.11
Spain 1 0.07 <0. 01 0.11
8 O @6 @ &o% N <02 ST 001 0.12
GLP: ves @ 005 .9 @02 O | <0 0.084
RN 7 2 @&356 D | @oo & <001 0.087
S & 10y @’ 29 & O N <0.01 0.062
AL @] 14 0.0 © a8, O <0.01 0.099
11-2081 fadd | <0 [ 0.0 o 002 <0.01 0.18
(11-2081-05) %Q 0 § 09 @ | ©<o. <0.01 0.32
Ttaly 2) 5% 1 é @25, o 0 <0.01 0.28
e St Y| ¢3S ¢ 1 <0.01 0.34
. g O ~ 0, N 0.042 <0.01 0.25
GLP:yes 9 DT W P @@0.053 <0.01 0.24
S 410 g, D =P 0.098 <0.01 0.33
& LB 14Q 0258 7 0.14 0.012 0.40
11-2081 fryiQ * o@* ] 0.024 <0.01 0.43
(112081-06) v @% I @ 0.029 <0.01 0.93
Ttaly R CARY 0.78 &© 0.022 <0.01 0.81
@ NS ES <002 <0.01 0.56
GLP: ves Q° %, 0.57 0.022 0.011 0.61
-y é N %Q% 0.032 0.014 0.51
7 & [Olo $ 36 0.030 0.012 0.40
9 @ Y 140 0.55 0.054 0.022 0.63
DALT ®udays affys last @mer&

* pri®’0 las @atmer@? K
&8 <
@ Continued on next page...
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Table 6.3.1.6-5b (cont’d): Results of residue trials conducted in/on peppers after spraying with
BYT1 02960 SL 200 in the greenhouse

Study No. Residues (mg/kg) expressed as BYI 02960 éy ) @
(Trial No.) Portion | DALT BYI 02960- N @§
Country difluoroacetic difluorgy, total ue of
analyzed | (days) BYI 02960 acid ethyla @0- BYI 42960 @
GLP furanone a é\
11-2081 fruit 0* 0.041 0.032 g‘?%\m L O 0.083 %@
(11-2081-07) 0 0.26 3 40.01 S 00
Greece 1 0.15 7933 @%0.01 ¢ @19 @
3 0.15 0.062 ©Q <0.01 @] O .22@% §
GLP: 5 0.099 @ 0053 ¥ <001 & | QI
- Yes 7 0.090 &7 0086 Q<001 & 0€ @
10 0.10 Q@ 0.13 @@0.0IQ q @%24 @
14 0.089 0.16 2 <001 NN 26
11-2081 fruit 0* 0061 & | 200 VoA &7 S 009
(11-2081-08) 0 0.12 L 9 <. @ @@’.01 'S 04% .
Netherlands 1 0.1 @ < Q 0.0 ® N
3 0.1 °\5) .02 Q <0 15 9
_ 5 NN @}0.02&@ X é\a w, 0.1
GLP: yes 7 2R P X PR VX & 016
10 ov s> K 002 7| $H0 @ 49 gl
14 | & 014 033N | 70§ < P18
\w) NV 5
DALT = days after last treatment N 9 @@ @© &@) ©@ @Q S
* prior to last treatment @ o\& (4 &@ Q @ é
AN %
~ N O N @ N @ N 2
Table 6.3.1.6-6: Recove ta fo@BYI@@g@f)ep&ers & @ &
K
Study No. S N Y S’ S Regdvdry (%)
Trial No. (@ PortfBn s | § cati@%\’ o «
Cr ana- ", | n @
GLP ©© \@fsed& etatylic °@)§ndw®al @%in Max | Mea | RSD
Year Q D XN @g/kg recd§eries n
11-2081 Deppery|  fryt (%YI 02%96% 7 g o.o@g\f 94:Q8; 8&%@; 88 [109 |98 6.4
Y sweet @ ; 109;
o Ro L,
(11-2081:@y (ONIINN @7 5 [ Q10 N08; [8; 94 [110 [103 | 6.1
& ) @ S S)
to o s N S 101»;\ 0;94
(11-2081-08) R § o\© & 0&p g 98 | 98
9 | & M Q0 J& R 103|103
GLP: yes SRS < >
2011 @ ©@ S |- Q| 14 PverallY 88 [110 [100 | 6.2
o § ?FA Q | @& 0@ 91:89:90:93: | 89 [125 |97 13.4
S R @%f’ A2 | F[90;102; 125
@’ 2R N &@5 9020|8998 97; 89 | 98 |96 4.0
| Jale gl B
N o & R @ 040 | 95 | 95
@"° N @@ Q|20 o 04 | 94
&
5@& \% § O o |14 | overall 89 |125 |96 9.5
&Q Nl © BYI 08960- {7 | 0.01 [90;97:85; 85 [106 |98 8.1
| &8 (O SDFEAF 106; 102;102;
< Q@ S 105
NS RS
& @ @§ W 5 | 0.10 |107; 100; 100|108 |105 3.1
Q© & D 105; 103; 108
@ 1 | 020 |96 9 | 96
1| 1.0 |106 106|106
14 | overall 85 108 101 6.7
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ITA 6.3.1.7  Fruiting vegetables — cucumber, incl. zucchini and gherkin
(cucurbits — edible peel)
& &
BYI 02960 is to be registered in Europe for use in cucumber and related crops (zucchini, gherl@. g
European residue data in cucumber crops are therefore presented below to su the inteni use.d
Use pattern (GAP) information, including the European "agricultural use" as ell as the "hgme
%)
X
A N @
) & S T @

Table 6.3.1.7-1: Use patterns (GAPs) for the spray ap@lication of B@B%O—conta@iing @fmul@ms ©)

in/on cucumber and related crops @uropean ﬁ@s (southern r&idue ior@?dnd @Q}

garden use" to be supported, is summarized in Table 6.3.1.7-1. %y O .9

o & &
greenhouses Q <) Q S &
@ 5 (% 2 & § ; iz\@ %&\@
No. of é"l’“c@@’“ r@ % Sater S Interval PHI

Description F/G eatm‘@’gf @!lume@’

appls.

V4
=%
2
24,
/i

& .
p:g r.s./h@ \ (L %ays)@?@
Y

o @ &
"agricultural" use* G 2 Q@g/éi}i%m)iéﬂ @45()@@ §ﬁ28§§ (@ © 3
s G

q .
, 1 q12.5 MR D 50030 N na | 3
"home & garden"** Ft - =
8 & s@ g9 & Qjﬁgs | 3P750F 14 3
agricultural use based on an SL 200@nulati"e& @ & Q @ é
* "home & garden" uses with an SL%Q, onr%ition (avé»@le to{le generg%?public ia retailosa@ &

P
*
T uses in southern residue region (EU-S)
.
+

S
core rate per meter plant foligi ight. "@ting @en@ase%n a ma@h%eight @ eq‘iy@i\ng t(%r!g? 225 ga.s./ha.
@ o o

In order to support th@se 0§YI&%60, @e% of. @P tf@}s we@con@eted iﬁs%them European
fields and in green@lses@ 2010350d 2631, In'S ut@ Eur&ean ﬁeld-g@wn cucumber and gherkin,
BYT 02960 was @%li d\t@vice @an é\i?orr%ﬁ%ﬁoi&YI G§600®ntaining 200 g/L

BYT1 02960 a.§ at lésday i@erval© orqs@@use&%ﬂ gre@aous YI@QZ%O was applied as in the
field but at@O—day @ervaﬁ\.’ In Bgth c%s, th%@nvisaf@d PHI was 3days, reflecting the planned

. o . R, R . @ .
agricult®! use in the enh e, a 1 as the in@nded~Qorst-gase field use.
'S g o SRS

. N .
Residue levels of §\I> 02960 a K; m"e&%olik@?)ﬂ&ld F%AF were analyzed individually and
summed to yield@@w c@la‘[ tota@sid@%f B 0296Q". The final residue levels of BYI 02960 in
all cucumbe@it sles&ken ator aﬂg@he Q@sa ec@HI for this crop of 3 days after the final
applicatio%were 0.09-0.7®mg/4@\n thy Qoutl@%) ﬁe@ials (median 0.21 mg/kg) and 0.18-
0.52m in the grgiﬁous ediaf0.3 ]@g/&”

% . ¢ @ ° o . . .
Thé&wumber of trials con@cted@fer cacRuse @crlbed above (incl. information on geographical region

ion @tiod) i i login table 6.3.1.7-2.
and Vegetat§ @ id) Issu arlﬁbe @;)Q n table 6.3.1.7
O Q
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Table 6.3.1.7-2: Overview of European residue trials conducted in cucumber per geographical
"residue region" and vegetation period, including key results

2s°
o No. of trials Residue levels Dossi‘@'ref.:d@
Use description Reei Veset iod (mg/kg) R N @I Qi
(cf. table 6.3.1.7-1) || c8'on | Vesel perio > @rtNo. | oA
2010 | 2011 HR STMR @§ &6.3.1.@@
trials in EUROPE é m@ é@ o
"agricultural" use G 4 4 8 043 0.31 0-2189, 112667 °\04_§>, 04§
"home & garden” | EU-S | 4 4 8 &4 0219] 102184, %@06&3 01,69 |
EU-S = southern EU field residue region, G = greenhouse & Q) %”\9\/ Q @ KQ
@ S Q S @
S) R o & A &
» N RO 6 @
Southern European residue region (field) . XN @ 6\ R, L
LA A N S
Q. @ A L& Q%\;’ Q> _
Report: Ki1A 6.3.1.7/01, |GG P01 © o & &
Title: Determination of the r@%ues fBYI % 60 infn cu%ﬁber a@r spraying of §
BYI 02960 SL 200 @e ﬁ@&m Frafe %1 ). Spfn and&}ly RS
Report No. & - 10-2184, dated Se1® be%, 2012@ N \@ S @ @ @
Document No.: | M-438188-01-1c S N ¢ NN
9 T S ) ©
@ 2 204 & @(b a S § @
Report: KIIA 6. 3@@/02 N B Q
Title: Determ%atlon ere YI 02960 in/on gh@@] afte&ﬁray @plication of
BYT 62960 SL 200 in e ﬁel@l souﬂ;ern F@fce, SPein aﬁaly©
Report No. & 112066, dagsd Sepfgnber 0, 201@ S M)
Document No.: %;@’3832@1 & @ \ ?”\9 © © K\
SN N Y D
&9 %\o§§®§@
&2 D > & Ro
Guidelines (ap@fes t%@@th s%@s): O Dlr&nve 9@914/ s in@y on treated products, food and feed
& © Gui e Wof@ng dcume 29/VI/95 rev. 5
S &S & J@B'EPABCSER Guiddd 60.1500.SUPP
GLP (z{éﬁies to both zstz@es)., S) yes (@sﬁlﬁgd@borat&ﬂy), D\\Watlons: none

@ & N ERP S
g o &
@ @ @© o\@l N@erlal@and Miethods
c@ﬁg in e souﬂa@m European residue region, as follows:

Eight ﬁ@emdue trla@were du
N o
fio, 4 s Phunce Tty S
In 2019, 4 trials (séﬁther§ neg, ftaly. nd 31h [2]) were conducted to support the use of

BYT 02960 SL g0 in cucuml%@( & , 2012, KIIA 6.3.1.7/01). Two applications were
made at intz@ls of 4¥ daygat a nm;niat of 0.625 L/ha, corresponding to 125 g/ha BYT 02960
a.s.; the walst rzﬁvas 5 8§/ha w¥lecting local practice in the trial regions. All treatments were
made a@% sC 5 led $es.

be reéﬁeredus %1 w1«t§g1 the EU's acceptance criteria for use pattern comparability.)
LT

Four fi %r trials were carried out in 2011, in France, Spain (2), and Italy, to complete the data

package (N & . 2012. K114 6.3.1.7/02). A112011 trials were conducted with gherkin

varieties, in order to properly represent a typical array of sizes of this crop over the two-year span of

e higher application rate used in 2010 was 11% higher than the rate to




Page 115 of 604

Bayer CropScience 2012-12-13

Tier 2, ITA, Sec. 4, Point 6: Flupyradifurone (BYI 02960)

the trials. The basic application parameters were similar to those in 2010, except that applications
were made at a nominal rate of 0.563 L/ha, corresponding to 112.5 g/ha BYI 02960 a.s.; the water rate
was 500-600 L/ha, reflecting local practice in the trial regions. All treatments were made at the @ @

scheduled rates. S @
@ @® @

Samples of cucumber fruit were taken immediately prior and subsequent to t§&final appli atlon, @%
at several intervals thereafter (up to 7 or 14 days after treatment in the 20?1%$§md 2011 tridds, § %@2

respectively). The envisaged PHI was 3 days. VC@ Q@} @3\’\ @\\ K @@ &@
Q)
The samples were analyzed for the parent eompound@xd its metab Ql%es DFA an@FE/@ us@ @Q}

method 01304 (for method details, cf. KIIA 4.3/03 ,,» The respectl L s fo e 3 @alytes were @}
0.01, 0.02, and 0.01 mg/kg (all in parent e vivaley ts AN
g/kg (all in p q )- @ O N

”\7
Q @ NN W
IL. Efidingsy’ Q@ s @ o @% 7
S0 BE Q @
ST N > &% Q w
Validation of cucumber fruit was don @Hh]g{%tud i®2 18Q&(cf A 6 &} 7/ Du@qg th@

conduct of the complete set of cucyreber s%hes %010@ 1 1\ cu @c re erleéfn BY@)296O

and its metabolites DFA and DFE@F w%e obt@jmd fr@n sa@ @ucu@é@r f@ Th@sample
material is representative of g @amplé%maten@é cofjected i ials.
N i @}@ s Y&
N 9
The recovery samples for @rent @d D F 4 S e splked at levels %@ Ol@g/kggéqn mg/kg,
0.10 mg/kg, and 1.0 mg/kg (e esse in B 2 @equl Mean%cov@s were all within
acceptable ranges (9(&02%, th%_;lyarger Q da%%s set@n %ﬂ 6- 7@% n=1-6).
@ 2 @
N
Fortification lev@§ fo Q@A We 092 mg/@o Oﬂ&ﬁqg/kg%d 0 g@, as well as 0.20 and
1.0 mg/kg (esse@n BY@)Z%(@quW@@ntsE}Me{? s wgje all within acceptable ranges
(87- 100%,@SDS otthe 1arger Veﬂ’@?datlojgsb sets@sp 2] @o-1 1@3%, n2y-6).
~
48 § & SIS ©\
Details of recovery @f% aress W%n tab@ 3. }Q©4 All trialata are summarised below in table
6.3.1.7-3a & b andyh greatér d in fhe Tler@vsum@iry grms. (Residues of parent BYI 02960 as
well as its metab@ﬁes@ A DF@’F arei%&pre@ed in®YT 02960 equivalents. From these
individual VS they tota&émdu&of BY 296@ wa&calculated as the sum of these three analytes,

expressed fn parent equivalent
On d@ﬂ/ 0, 1mmed1at*®/ folk%mng@e 2n@ad ﬁ@ treatment, residue levels in cucumbers/gherkins
werdbetween 0.12 and mg@ (meian 0. §mg/kg). On day 3 — the envisaged PHI — the levels
were 0.07-0.67@g/kg, agal ith dla@alue of 0.15 mg/kg.

< § o
The analytical re@l‘ts re@@aled @t totﬁesidue levels often had not yet reached their highest levels at
the nom@al P@S days). @ was already evident in the 2010 trials, in which peak residue values
Wereﬁeen 0@%y &2 trisls), or on day 7 (2 trials), the final day of sampling. In order to capture the

@?
@7
7 p

mé@ ur@levant res1c%§ levels, additional sampling was conducted 9-10 and 14 days after treatment
in the @1 program,; in those trials, the highest residue levels were seen on day 3 (1 trial), 9 (2 trials),
or day 14 (1 trial).
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Maximum residue levels at any relevant sampling interval (>3 days post-application) over the
complete set of trials ranged from 0.09-0.74 mg/kg (median 0.21 mg/kg).
There was no evidence of a difference in residue behaviour between gherkin and "normal" cuc&ber Q
varieties. @b &@ S

@ R
Evaluation of representativity: % § § %
As highest residue levels were seen on the final samplin%@terval of th &g trlals (10- 2;@4 oz@m
day 7; and 11-2066-01, day 14), the entire set of trials way re-evalua \\'-) for its repr@ntat@y @he ©§

Q©

2010 package, trials 10-2184-01 to 03 essentially sh@ed "plateautg aviour" \R@Y resides @Q}
remaining fairly constant from the PHI to the ﬁnphng date c ay 30 da@ Oaly in fria
10-2184-04 was there an apparent "jump" in the s1dues on tl@v\wﬁnakday, w@h theg@y -7 %ﬁle 0
0.22 mg/kg representing approx. twice the re@ue I@S segq on d@?/é 2- 4@, @@ S

S % & °

@’ ) Q Q S @

In 2011, "normal" decline behaviour wa{%\nd WNn trigl A 1 18%6- 0?&%&1 the@emalg;ng trla eau
was again seen in the samples taken f] da&% onwards. R%al 1&@)66-&1 W sho@d hl@est
residues on day 14, showed a very @or @ea res@s %@’tl 2 n@g oigglay 3 to

0.16 mg/kg on day 14. These ”mQaseg@ are vegy small, wi edi renc@@ﬁer s@)le i{t\\érval of
only 0.01-0.02 mg/kg; they are@so yv%hm th(@’scop f v @blh Qaused By saggplingand analytical
error. Thus, taken in the coritext Q&all of @@ trlak this C%ja ca&a& Kg@een@ yleldl? representative
results. . © @Q § o . @ v\’®
s g & S v S
Trial 10-2184-04 (cf@oveﬁ(\a@an jewed § % ]@Eer colext. é&ll ofé‘ﬁe general evidence
from the remaining$fials mdlcat@ha‘(gj@ldue levels@d t(@tﬂatt% in tl@phase between days 3 and
14. Even given "J%Qp” to Q>2 g/kg %\6 ﬁ{%l sampding ¢§& of @? trial, there is reason to
believe that r ues@ould it con@lue tQ 1m@ppre ©$ d@lon even if they were to reach
double thek%iay -7 l@els they W@lld sjﬂg not@ hlgh@thal@[he hig ghe st residue seen in the rest of the
studies @4 mg/kg) a@” th@oul Ve no pam@lar e“@ct o@ﬁhe critical data used to evaluate and

tablish'MRL
establis . @ o @ %\ « %
@ NI
Thus the trials ar@con@redﬁe @@[d ar@epre@sﬂtati@of the use described.
Y " ¢ . ©) ) g
© C 9 S

N N
(& ©\ K @@ @é
) X3
@’ I1I., @ncll@ons (c@cun@r, %@\ﬂlern European residue region)

>

In oNer to support%e u@gn ﬂ@\EU of%YI @60 in cucumber, 8 valid trials were conducted in the
southern Europ@n remgue r 1@@6 ye@% 2010-2011. BYI 02960 was applied twice as an SL 200
formulation &an &{1%@ sybstance rate ol 25 g/ha and 112.5 g/ha per treatment in 2010 and 2011,
respect, bot@’f W]@l su@ert théShtended use rate (112.5 g/ha). The application intervals were
approx>Q™ da;@ All&ppll@ns were at the required rates, and all trials were conducted according to
GLP& @ S

@& & ey
Sampl@vere taken immediately after the 2nd application and at several intervals thereafter, including
the envisaged PHI of 3 days. They were analyzed for the relevant residues of BYT 02960, comprising
the parent compound and its metabolites DFA and DFEAF. The residues of all three analytes were
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summed to yield a calculated "total residue of BYI 02960". The results of the trials presented above
demonstrate that:

s
N

— total residues of BYI 02960 remained fairly constant in cucumber/gherkin fruit between theginal @y
application and the nominal PHI, from levels of 0.12-1.0 mg/kg on day O a@ the final tr@men@y

0.09-0.67 mg/kg on day 3. The respective median values were 0.15 mg/kfat both datg @\Q
2 & 2
— analytical results revealed that total residue levels oftef%had not yet ched their hg%es%&rels I @
the nominal PHIL X Q @ @ S %
& @ V\g Q @Q @q}
— peak residue levels at any relevant sampling @al =3 days %st °hca@%) ra@ed fror% 0. O@%
0.74 mg/kg (median 0.21 mg/kg). Q') . @? ‘\ <
N 2D &, SN
S) @ AN .
— despite the delayed attainment of the m%lmur@emdl@%e:vel@@ﬁe tr@s r%&)rted @e aI@? @&
considered to yield representative re@s su&t@ble Q\MR@\/aluﬁi%n N é\ﬁ % §
2 S)
— the residue behaviour in gherkn&@% "r@@smal"\c(%cum@% VK@’les @gmll@@ @ é’@
o © O § $ &
W s & Y8 s
S < e ©
K O N 2 ¢
e QO N O Q Q
A % %9 § @ S e L
v e O ¥ .0 & )
S PTE e S %o ¢
@ S o L @Q @ @
N Q N v AN o 9 @} Q
SRR WS
D & 0 9O «¥ N O @
N & O
% - N &
S & & & NN
A 2 O & O 8
SE®) S
§ RN > & >
@ 9O g © o .0 %
QOO O N O D
Yo K &2
3 § &S 9@
& N R N
N AN L9
S @ &@\ O
@%
@ \%% § § @Q
LS Q
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Table 6.3.1.7-3a: Application scenario in residue trials conducted in/on cucumber/gherkin after
spraying with BYI 02960 SL 200 in the field (southern EU residue region)

Study No. Application &f
(Trial No.) N P
Counie, o |y o | o] s PR
Variety No. (g.s.) (ag‘ ;$ ((}i
Region § § %7@
Year P 2> N A
10-2184 cucumber 200 SL 2§ 0125 JB0.0250 | O38 of 39
(10-2184-01) Marinda; @@ RS é\”
southern France Gherkin @ S @% Q ®© @
=\ R e S & &
EU-S o NN 7 O 9 &
2010 . oo | LS @g@’ S
10-2184 b 20080 @ |Rv0.1 156 73 3
(10-2184-02) Llanoverde N > @Q §§ S S @5% & °
Spain ®, \\ > &é § N §§@
¢ N DS Ol & o |8
SEPSN RSN SHF - (s
EU-S S5 LE S & ¢
2010 =
10-2184 cucumb@® Bosig] @©§12 <\\ @%6 Q@ 82 3
(10-2184-03) }\/Ieﬁ N - @ > e S &
s S P 9 S e
’ 9 & N AN &
N N AN
EU-S @ NS I 200 S N B
2010 N BRGNS 2@(?7» SN S0 O & O
10-2184 cigumbed sL |7 @125 27 79 3
(10-2184-04) @@@# &_&:p&ﬁbde N °§ $ @ %@2
France O P @\ %& 3 § B
ﬁ O T NS e
9 > v v
N ol I P
EU—S&@ .9 O S Q © o\©
2010 O O &l O | D
FL = formulation @© % @ @ = g@f\@{h stag%D)(BB@code) at last treatment
EU-S = southern @ropea@idue@)@lon @@ °©\ § @@j@
ST DAY
AN L ,%Q & @
@’ & QQ @ @ N Continued on next page...
< N &9
@
& N S Q
o @ &@\ - &©
NCY N
& o &
& & & &
<< O SN
N S
S
¢ &
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Table 6.3.1.7-3a (cont.): Application scenario in residue trials conducted in/on cucumber/gherkin
after spraying with BYI 02960 SL 200 in field (southern EU residue region)

Study No. Application
(Trial No.) °\§y
Country C @ » PH
Location V;?}; ty FL No. kg/ha kg/ $ GS @( d a@
(a.s.) (a.s’ Q N
Region % S §
Year P 2> SR s
11-2066 gherkin 200 SL SE 0.113 200188 | %5 3@
(11-2066-01) Raider F1; & § @ § é\g
southern France Cucumber %@ Q& @% Q ®© @
N S
4 R 2R RO Iy
@ N e B ]S
| 9| &S oo g S R
S TS F b
2011 - > @& Q g o & 5
11-2066 gherkin 260SL N 2N 113 0. 73 >
(11-2066-02) Poomac; | @r <} @ | &@} SISy & §)
Spain short Q N Ko @\ %, @3\9 @ < S)
cucumber &3 é Q\Q \@7 E? N §y G
EU-S Q S o & N
11-2066 gherk 20 ’ 0.1 0.0188 S 3
(11-2066-03) Suso:Tield g; & S {7 .9
Spain gigkin Q @Q Y N, @
AN S o S LN
S B O . & \Q
EU-S S e § oS SN
2011 @@ K\’? &) 7@ Noull IS =
11-2066 gherkin 00 L < 0.11& 20226 87 3
(11-2066-04>©©© Geetriglino di) & PRI § ~
Italy g@@ pa&?; smal N NS Q @
frui ) % D 03 @
RS & & & & &
EU—S& . @ @ @% Q b o\©
2011 @\ O A | N
Eb Sforsrztlti::; o @due Tg&i; @6@ =° i@f@{h s%g%)(BBC@@code) at last treatment
<) Q O @
O © A
% & ©\ %’Q & @é
& o & @ & O
< N &S
O < S g &
¥ Q
&9
@ O § ~ @
Y O & 9
&Y
O N
< & S
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Table 6.3.1.7-3b: Results of residue trials conducted in/on cucumber/gherkin after spraying with
BY1 02960 SL 200 in the field (southern EU residue region)

Study No. Residues (mg/kg) expressed as BYI 02960 &9 @
(Trial No.) | Portion | DALT BYI 029 cotal red fé§
Country analyzed | (days) | BYI 02960 DFA DFE @ B‘;{;‘ Or@ “ceé
GLP {000 cag
10-2184 fruit 0* <0.01 0.07 0 ©0.0%8
(10-2184-01) 0 0.05 0.09 01 O 0.1 &
southern 1 0.05 0 <\< 01 S O é\a
France 3 0.06 @ <001 & A @
5 0.05 12 <0.01 D19
R D01 2] Sond P
GLP: yos 7 0.03 & 014 . 001 57| Q0
z Vo
10-2184 fruit 0* 0.05 S 020 N <0 0.3 &
(10-2184-02) 0 0.04 Q@’ 018 . | @ <00 \@ @23 @
Spain 1 0.05 0.17 Q@) S ™ . %0'2‘1&@
3 0.04 5% &2 013 @%0.01 | N 021
GLP: ves 4 0.06 ko 0297 @ X001PV k& .
b 7 003 @ @ K <061 ) o
10-2184 fruit 0* <0QF O] 0030 kD b 0.0
(10-2184-03) 0 @Qo '~ L@ 093N Q .01, $ & o
Italy 1 @QIM(&K éﬁ § @§9 &<0.0, ) 0.0
30| (P00 4o @@ <0y § @07
L 9087 o] i g S o
@ ﬁg m @ : Z)?ﬂ § Q N @ :
10-2184 fruit NN O ool @Y % <0019 & 0.09
(10-2184-04) (O ] @%06 § [l <0 0.13
southern g | O @ 07 Q> 201 9 0.15
France 2 @ & & 00es % RIS 0.10
N 4§ 002 & 6@ 00 o %0016 0.12
ares | & Bl 00 & oo &g amt | o2
11-2066 g@ﬁy S0 Q <@ \\\’ Q0054 | 1 0.074
(11-2066-01) 0 2055 ‘0. 01 0.12
southern ©© D 3 N %, 0042 0.084 §) #520.01 0.12
France > ] .0 | 9wl g Loss & | g <001 0.13
‘o @ | 0l 003 & @%.11 L <001 0.15
14 23 0.1 <0.01 0.16
GLP: yes Ay Y N
11-2068 fruit @[ , 0 00gk> , P B0 . O <0.01 0.17
(11-2066-02) O | XS 0T N« 0.0968> <0.01 0.31
Spain 348 wg7 ©°0.088 <0.01 037
p N ) o
o D 7 é 3082 0 <0.01 0.31
GLPiyes  ly O 109 & 0.06% S <0.01 0.27
: « | |0l 19 <0.01 0.24
11-2066 fruit | Q0* @ Q&9 2 | @031 <0.01 0.40
(11—206@ e 0 QQD 4 o@@@ %@ 0.36 <0.01 1.0
Spain {3 0.31 . 0.35 <0.01 0.67
p . Q Ky S0 05 0.56 <0.01 0.64
SIS 6 0.67 <0.01 0.74
GLPsyes @14 ¢ 0 1541@@ 0.66 <001 0.69
(g o] ]S |t | R
Ttaly <§ N S @ 6 0.045 <0.01 0.10
ol I SH S S 0.066 <0.01 0.10
GLP: ye& ©@ 9Q <0.01 0.10 <0.01 0.12
A | K <0.01 0.090 <0.01 0.11
DALRE dayer las@“eatn@
* pror to la@streatment

@
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Table 6.3.1.7-4: Recovery data for BYI 02960 in cucumber/gherkin

Study No. Fortifi- Recovery (%)

Trial No. Cro Portion n?:t;- n cation @ d@@
GLP P | analysed | DU level | Individual | Min| Max | Meagel RSDgp
Year (mg/kg) | recoveries @ D1 A
10-2184 cucumber |  fruit  [BYI029 [ 6 [ 0.01 [98;103;102; [eg8 | 103 | 88 | &5
60 97,97, 88 R Q N
§10-2184—Ol), | o.oz® 96 w, P 96 96\3 906\@@ o f
(0]
(10-2184-04) 4| O égS’QI’Q D] 90 é@@’ @@g %@§ §@
Q ;\ D
GLP: yes 2 | @ 92; 9&© 90”92 R @C @
2010 1werall o' | & 18| 90| 58
DFA |®] 0.02 @,11@@63; 88 [0 «JO0 15
&’ 03; {@A; 88 . L
7y
Y1 { D042 @ | ol 0z | S o
S 3G 0P 987 B8 D7 8|8 | o
5 SN S
o $20 < K7 o795 &vo5 S

1 S 9

O« O
QT (S 2 1036 | 9 9wl ®
P é S| overatt \gﬂ § @)\%

S

0; 89:96; P 84 400 [>92
@ % T | @3?00@%?; RS R
<& oFEsE aNC ©
o Sl § le| o |7 & D7 | ep7
% 4 | L0107 8%00; o 82qV100 | 94 | 6.1
@ b O] 2. Ok O
IS S S OES |o
o |& 18 [957103Q  [495 | 103 | 99
§y d f%%@ o | 13| o @@@ & @sa 103 | o4 | 60
11-2066 um it o BYTQRA| 5 4°0.01 V07894 142> | 97 | 112 | 102 | 62
gﬁeﬂé@ ) Q60 K%) @% S 9@ @
81-2066-01’ KA TR o @0 @9;94; 94 93| 94 | 94 | 06
(11_20%@@@ S & 2 (10 5 8900 89 | 90 | 90
Lp. 9.9 & [ioverdlr |- 80 | 112 | 97 | 638
GLP: yes @§\ $ﬁ @@ i{&% &5 | @02 62% 1ot:106; [ 77 106 | 96 [119
N ’
b Y O J° S O@No.z@.@ 81;91;95:89 | 81 | 95 | 89 | 66
Q9 O O O Q\ P> | B [87:86 86 | 87 | 87
) L 91 | Fral 77 | 106 | 92 | 93
@7 °\@ ) BYI0RM @ 0.01 [95;99;101; | 94| 101 | 97 | 3.0
“ 1S |0 s 94: 96
N > @f@ N d%AF@
@° O @ 4] 010 [90;9497:97| 90| 97 | 95 | 35
£oAe §” & R 2 0 e 90 | 101 | 100
. <§ Q ©@ 11 [overall 90 | 101 96 3.9
o o ©
T s
< O @ N
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Greenhouse
Report: Ki1A 6.3.1.7/03, | N T 2012 @ 4 o
Title: Determination of the residues of BYI 02960 in/on cucumber after gpray appllcatlo
BYT 02960 SL 200 in the greenhouse in France (South), the Net@@nds German@and I@y
Report No. & 10-2189, dated July 23, 2012 (og
Document No.: M-435235-01-1 S f@\ G
& R
Report: k1A 6.3.1.7/04, | EGEGN: ﬂ 2012 &7 S 9 &@
Title: Determination of the residues of BY[2960 in/on cuctinber after s applf@atlon@ N >
BYI 02960 SL 200 in the greenhousxin Greece, Ita@ sz;;lnoand Roriugale . @
Report No. & 11-2067, dated September 24, 2@@7’ N o XN O o w
Document No.: M-439079-01-1 0 @7 w\;\ © 6\ Y $

C  Cx
Q T AN N W o

(O © .
LG SR

Guidelines (applies to both studies): D&ectwe% 4144 s\ C, r Kdues 1ﬁ§\1§ on trkegited g@ducgig food @ feed

Gu@g\ce WQr ng dgcum 17029 1/95
) EfA OGSRP Guideline I\@’%Q g& &

GLP (applies to both studies): Q yes (certlf}ediabo}ggtory), @watl@? nop@ @ N

Cy

= 7 D K S WO
@ N~ U S @
N Wrials Ha Méthoi@Q o o

%)
o & & & T S T
Eight residue trials wer¢eondugted in tf2 gre@ou as fo@%s: )
« & 6 O ¥ N &

% )
In 2010, 4 trials (F@ch the%et an %erm@% ar@ﬂtaly@were c@ducte% to support the use of
BYT 02960 SL 260rin u@lmb&f%( 126@% @ 1 7@@5 Two applications were
made at intergdB of ays@ll daém n@®trial %a n@mal @ of 0.525 L/(haxm), corresponding
to 125 g/(hgxm) BY&0296%a.s. ,@m wager ratewas 7§~§L/(ha®n) rg%ectmg local practice in the trial
regions. ‘All treatmentsivere ea sche le ates@e er application rate used in 2010
was 1 %ﬁigher than @e rate% be registe@d, thuSwell \%iﬂthin,g@ EU's acceptance criteria for use
\) SO
pattern comparab@ & Q o\ @% o
A
SW carr@ Out 1@ 201 @m Gréace, Itg@ and Portugal (2), to complete the data
%0

package (| IQ(HA Al 7&)@ @basw application parameters were similar to

those i m , except thgt ap t10 @ade dta nominal rate of 0.563 L/(haxm), corresponding
to 112.5 (haXm) B@@ 029, 0 a.s.nAll ttmen?@)vere made at the scheduled rates, except in one
trlagi%here the firstbapplj orrqyas ovédose -(- 10% (corresponding to 124 g/[haxm] BY1 02960
a.s.; water rate @8 L/[haxm @owe@r d%&atlons were less than 25% and, therefore, well within the
EUs standar ce&@:ﬁ:e ciferia. w%
@
NS O
) ; . : . .
Sampleg8F cug@mber it V&@ taken immediately prior and subsequent to the final application, and
at se\?&al 1r@rval@ere& r (up to 7 or 14 days after treatment in the 2010 and 2011 trials,

re@twe The@’nw@ed PHI was 3 days.

Four further t
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The samples were analyzed for the parent compound and its metabolites DFA and DFEAF using
method 01304 (for method details, cf. KIIA 4.3/03). The respective LOQs for the 3 analytes were

.01, 0.02 .01 kg (all i ival .
0.01, 0.02, and 0.01 mg/kg (all in parent equivalents) @ Q@
® @
@ @ @
o < NS
II. Findings w & &
3 o & 2

% ° Q %
Validation of cucumber fruit was done within study 10-289 (cf. KIIA . 1.7/03). D@ng Q% @Q

o S5 . @
conduct of the complete set of cucumber studies in 2010-2011, connt recoveriy of B@OZ%@ ©§
and its metabolites DFA and DFEAF were obtained @m samples & cucumber f@t. Th@ sa%@e LN

Q @
material is representative of all sample materials cofected in thesgria D S S
P p Q‘O()@ Q Q &

S &
L @S D LS S
The recovery samples for parent and DFEAF&ere s@ed @Vels@y\\f 0.0@ﬁg/g@,oz rrﬁ/k B
0.10 mg/kg, and 1.0 mg/kg (expressed in BY1 0294@ equ@ent@ or 2(@ sa&p es, @ at s %ZJ'\
0.01 mg/kg, 0.10 mg/kg, and 1.0 mg/kg {M I{.\Meagkcovﬁies v&% all Withinsggceptable ra@s

(90-102%, RSDs of the larger validat@s setdfn > %6%@%, nR6). @Q § § S

o & . L (N &
S NN N N
Fortification levels for DFA wereQ02 J@Jg/kg, @204 mggkg, a@& 10®®g/k§é We@ O.Q%mg/kg and
1.0 mg/kg (expressed in BY§§6O ﬁ\&ﬁvaler@’) fog@lo i@hple@nd at V61§ 0.02 mg/kg,
0.20 mg/kg, and 1.0 mg/kg 1 01% Mea@cov&ries W@ge all Q%]in&@eptq@je rang@ (87-100%,
RSDs of the larger validatfons set®[n>2¥0.6-K& %&n= 1-6). § @ &?

\ )
5, @ 9 O O : §
Details of recovery d@e are &row, tab]®6.3.1 L30. %Nrial dRa aréumn&ﬁ*ised below in table
6.3.1.7-5a &b and@ grer det4ihin @T ier 1 sum@y @s. (&esidu@ of parent BYT 02960 as
well as its metal@lites RFA arfd%F AF are@preé%d in BYT 02680 eqdivalents. From these
individual Va, the¥total @siduc® B‘f&@g29qgﬂa Wa%@kul as @e sum of these three analytes,
> (o

i i N >
expressec;i igyparent quiéalentk)(% % D @

@
N AN
A @ § S < O .
On day 0, 1mmed1ata%f foltewing ghe 211@?1 fing tre&tment, gmdue levels in cucumbers were
between 0.15 and §;36 r%ig?(g (mppdian B.26 m@g). Qn day 3 — the envisaged PHI — the levels

were 0.17-047, r%/k%Qz h@ eiiiaéj@alué\c)&f?.zés@mg/k@

Q O O O N S
The analy'%al results rev@’led @ totsid@%eve@%ﬁen had not yet reached their highest levels at

the non@l PHI(3 (la\%/). THg was @ead@vide&c\\l’n the 2010 trials for various crops, including
cucu&ber, in Whic;i&ak régjidue @lues @re seglt on day 7 in one trial, the final day of sampling. In
ordérto ensure that the r@im@ relevant regiytue levels are captured, additional sampling was
conducted 10 &@1%14 dgys a trent i@he 2011 program; in those trials, the highest residue
levels were @n og\a%y 3 ﬁals‘%ﬂor dgyl0 (2 trials).
@ SR ©
Maxingn rese 16%6}8 at@ relevant sampling interval (>3 days post-application) over the
comgié\t’e s%@tri r§é§: from 0.18-0.52 mg/kg (median 0.31 mg/kg).

&

$

Evaluation of representativity:

As highest residue levels were seen on the final sampling interval of one of the trials (10-2189-03, day
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7) and at intervals later than the PHI in others, the entire set of trials was re-evaluated for its
representativity.

& &
In the 2010 package, trials 10-2189-01, -02, and -04 essentially showed "plateau behaviour", wi Q
residues remaining fairly constant from the PHI to the final sampling date (da@o day 7). G@ly in
trial 10-2189-03 was there an apparent "jump" in the residues on the final daf@with the d —% Val&GQOf
0.52 mg/kg. However, this value represents only a small increase over tk@sidue levgl\@ee? @day&@

1-5 (0.41-0.47 mg/kg). © & LGS

N Y
In 2011, a plateau was again seen in three trials (1 1—@7—01, -02, 43) in the sanzéj\Fes takh fr&»@ day&

onwards. Trial 11-2067-04, which showed highsidues on da%lOéwe@n in@@ase %1 resid@es
over time, from 0.25 mg/kg on day 3 to a peak vatie of 0.43 né@kg on day ks thegsas ﬁoﬂ@wec&l@a

decrease, at least to the previous "plateau" 16&1 of I@dues%on d%;\\m %%0 mg&). o
& & 8 $ &
Trial 10-2189-03 (cf. above) can also be{é@en i{?his e&ﬁext. s res{ﬁ%es op@%&:d at day 10,"and,

essentially reached a "plateau" earlier, ere@@ﬁttle&so@exp&c@thatm\e re@%s i@is tri@
(g

Q)
would continue to climb appreciablys N < N)
pp é@ CARNIRNENGE - &
% 9 S © o &
Thus the trials are considered @)e \{,a\ﬁd and @pres@ativ th@@e des@be@ é
% @
W OO o SN L9
o 2 © @© 3 S § @ X
> Conclusi @by Q
Q%clum (cu¢thmbegy reg&houseﬁ )
& @@ e & O O & O
In order to suppor& us&yn the§ 0@’ I 029%0 i@cu Wor, 8 {alid tr@ls were conducted in
greenhouses in 1@? ye <?010&%1 IKBYI G%%O v@% appld twi& as @L 200 formulation at an
active substa®y rate@i 25@/(haxf®) andg@Z.S@‘(haX per &gsatmept in 2010 and 2011,
respectivelggboth o Whiclth\’sup épt the%tend?@»use @e (1%.5 g/ ><m]). The application intervals
were a@x. 10 days. &l apggatic@were conduCtred %%sf@hedged except for a minor deviation in a

single trial, which was wellwithig the E@e?ccegtanc&crlterii%ﬁor use pattern comparability. All trials

@

were conducted ardi g%o Glgix &"7\ 6&’ © >

@ @) N @ Q
Samples Wekenme@el after tl@g@nd a@ica%@jand at several intervals thereafter, including
the envisa%d PHI of 3 d@s. W%nalyg@d fo@ghe relevant residues of BYI 02960, comprising

the par ompoung arel 1ts tabolItes ' an . e residues of all three analytes were
he p pound a8l i bolf#s D EAF. The residues of all th ly

D
sumlgc’d to yield a @ulaﬁ@ "tot@resid@ of 02960". The results of the trials presented above
dembnstrate that: § & R §
@° S @ S
& A N . o .

— total res@s 0® 102360 reﬁ)&ame@alrly constant, or even increased slightly, in cucumber fruit

betweeq the @1 ap@@:atio@and thShominal PHI, from levels of 0.15-0.36 mg/kg on day 0 after

@
the f@al tregfth

n%) 0. @.47 mg/kg on day 3. The median values were 0.26 mg/kg and

e

O.Q%mg@m arfd,3, respectively.

AN

- ana@cal results revealed that total residue levels often had not yet reached their highest levels at
the nominal PHI.
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— peak residue levels at any relevant sampling interval (>3 days post-application) ranged from 0.18-
0.52 mg/kg (median 0.31 mg/kg). @ >
D

— despite the delayed attainment of the maximum residue levels, the trials re@ed here are @ @)
considered to yield representative results suitable for MRL evaluation. @ <

5 & F e

@, &% PG é%
Table 6.3.1.7-5a: Application scenario in residue trials cdducted in/chumber a@? spg@ g\%@ g
BYI 02960 SL 200 in th h @)
in the green 2778% @@ &(g\g Q U©@ é}
Study No. Application o &
(Trial No.) @f@ N L 5@ R \© 2 @
Country Crop & @ %\ TR \Y\’ g@lﬁl
Location Varint FL Oy (@@ kgha & m GS
y No. Gas) & | 'Y Q\(days)
) ) @) a.s.)Q (a.s. ® @? &
Region W\% N q S @
Year N AN PN Az@ ST - A .
10-2189 cucumber 50 SLA S 2 492138231 w.° | erot6 O3
(10-2189-01) Columbia 5@6 > \@ (o.&/{{@’m] § § <§ 2
southern France @ > ) @Q? @) N
I o |2 ¥l S| g
Greenhouse Q& ~ S o S @Q 2 S é
2010 ool ] s g S %)
10-2189 w@mber® 20803 [ (9250 o <] s@e7_ L7 81 3
(10-2189-02) R\oxaI@ “ (5§ 0. 125Gk Ihgm]) | §
Netherlands o > 2 @é? N Q N
NS BEZ N é\a g S
§ .9 o 9
RS & & |
Greenhouse ©© B S > § e
oo & o & e S,
U@J 9,
10-2189 cucimbe® |208SL K2 | 0250 | 0.0167 89 3
(10-21 891%@’? Carmegy’ S~ QNO. 12/[ha§m )
Germ o @ ©) S Q N O\@
N S PO KN
N @ PO AR AR N
@ § S ¥ N & S
Greenhouse @ ¢ ¢ . ¢ ©|, Q] @
2010 9O 91,0 O S &>
10-2189 £ Lcucumbd” |0 S| 2 447250 0.0167 73 3
(10-218604) «[Marin® F1 280125 ke/haxm))
Ital < N o @
. SIS
| Y6
@° SNV Q&
Greenhouse & % %,
2010 @ N Y
FL=forml@%on @)@V @U § GS = growth stage (BBCH-code) at last treatment
S QS
& @ § N Continued on next page...
¢ & <
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Table 6.3.1.7-5a (cont’d.):

Application scenario in residue trials conducted in/on cucumber after
spraying with BY1 02960 SL 200 in the greenhouse

Study No. Application éf @
. . N
g)r;?lill‘\;’o.) Crop 6 @\H d
Location Varmety FL | o 1:5/:1;1 Q@l((ag/sh)l Gse|”, gi@
Region S 2 2
Year s i : S
11-2067 b 200 SL 0N381-0.226 @ 0.01501 7 3@
(11-2067-01) ;1:1:;221“ ((??;3 kg/[ha @ § NN
4 % SENS
Greece long variety @ N Q Q Q
Q@ R SN I
Q @
Greenhouse P @6§ iﬁ;y\ v 6\ o\y\’@ @
2011 Sl @f @5 @@% r§ =
11-2067 cucumber 200SL 0.5%9-0.2 0.015 77 3&.°
(11-2067-02) Edona W\% - %ﬂ Q113 %am%) ©< O'(LS @? @§
Italy @} N @ .S & W;\ Q> a;\% ©§
I S R o
N O R S A
Greenh RMe g H & 9 .0l O |~
eenhouse @ | &l g @ NS ©©
2011 & - Ol @ S
11-2067 cucuiwber ¢ _| 20@SL |x2 23086 o O 0.0130- &3 3
(11-2067-03) Digoverd®” | o P (G113 ke(hatk): [ 0
Portugal Swall f%its 9 ©§ 6@& 012@@‘2/ [g%m])>F % @@
SR K o
N T e & S © & {
Greenhouse @ é . @ § D @@ o @
2011 U@ | D @\ % Y @ @
11-2067 Q Greucymber 200 25 0.0150 | 77 3
(112067000 Slkadidn: N &5 @3 @%ﬁm@)
Portugal 32?12161%9@ @ D - o8 @@J \@7‘”\7
g g .9 N KON EEERS)
Greenhouse @ &\ N § QS
2011 S| ol wof © s
= formulation g S ﬁlﬁyw & - at last treatmen
*FLTh f?t lp; QQ ?b o 9@(}5 @go Othe (B@I code) at last treatment
€ TIrSt a] \Q) on W@ Ver(é@ y & (1] \ N
AN SN %’Q & @é
N N o ©\
%, § @ D O
s @ S
G @ © 9
@Q ?s% O b ©@
S &
O Q
< &
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Table 6.3.1.7-5b: Results of residue trials conducted in/on cucumber after spraying with BYT 02960

SL 200 in the greenhouse

Study No. Residues (mg/kg) expressed as BYI 02960 &9 ) @
(Trial No.) Portion | DALT o
Country analyzed | (days) | BYT 02960 DFA B}{)IF‘;:” - ];‘;;’I‘lor@ ue oftd
10
10-2189 fruit 0* 0.03 0.05 007 0.0
(10-2189-01) 0 0.21 0.05 <01 o 0. 4
Lo | g | e s
France 5 0.11 12 @Q@ <001 @ 024 ~
GLP: yos 7 0.06 & 0.15 <0.01 SR 0.2§ &
10-2189 fruit 0% 0.05 =) 008 N 20018 0.14 &
(10-2189-02) 0 0.12 Q@ 010 & | @<0.01 \@ @9.22@@
Netherlands 1 0.13 w &’ 0-09©@j \7\ S o\% 0.23°

3 010 & | o&ﬁ 7 Aol @@ 0.32

_ 5 0.15 0 @ &0.01 < @z .
GLP: %y

yes 7 0.\&%\ R %@3 GQ N <o§® ) D4 oy
10-2189 fruit 0* O] 0150 50! . 0.1
(10-2189-03) 0 @0 | Dok D @0l O & 0.§
Germany 1 ©Q).22§§ & & ool 0.

3 0.16p Q30 o §<o.0® & ow
GLP: yes 5 @ 0107 T 50308 |7 < @ ] 041

T4 2| 04D R D 0.52
10-2189 fruit 0 ° 0.04 0wy @Y <001 O B 010
(10-2189-04) (8 & 0. q 07 & o <0. 0.34
Ttal 6 |© 0 @ .06 <0 9 0.26
taly 3 @19 0,085 B SIS 0.28

S KoY 2 QO

5 . 6014 S 6@ 0. N 20.01 & 0.22
GLP: yes SR 0082 JdO 4l0 O | & <00N 019
11-2067 fr 0% > 22 S O0.05 ~ <0.0T 0.089
(11-2067-01) §@ S0 S Qu ~ .9 o.o&? o <@l 021
Greece O 34 o 0.12@ S 0453 §2 &.01 0.17

0. 088 20.01 0.17
Giryes P @ Qg@ O 0t _of MosS |@ <00l 018
& 1 8016 N | @015 Ay <001 0.18
11-2067 & fruit ¢’ 0%y 01 051 N\ <0.01 0.071
(11206692) @l é}@ 0.@1& \D *&w45\© <0.01 0.15
Ital N % 04 0.14 8 <0.01 0.33
Y Y K s & So <0.01 0.28
GLP: yes 2 <5§ 10 & 04" |70 <0.01 0.32
. @@ 1&4? ¢.20.078 6 <0.01 0.29
11-2067 ~Q fru BREENERN 0.11 <0.01 0.15
(11-2067-0 S0 O N5 2 @@ 0.12 <0.01 0.28
Portueal LN 13 % %, 0.15 <0.01 0.29
ortuga . .

. @7 o\@ 7R 0048 0.22 <0.01 0.28
GLP:yes K\@ P @ O@M N 0.20 <0.01 0.25
11-2967 fruit Q> 0% ¢ @6%84&© 0.062 <0.01 0.16
(11-2067-04) | @, 04 0.19 0.057 <0.01 0.25
Portugal @ a° L 0.1R 0.078 <0.01 0.25

o g 0.12 <0.01 0.32
, N O10 58 0.37 <0.01 0.43
GLP: yes & [
| S G 1 0.13 0.16 <0.01 0.30
DALT g—%%ys a ast tm&%ment@
* pri%Qo last men§ N
& & N

&

@/&v ~
@
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Table 6.3.1.7-6: Recovery data for BYI1 02960 in cucumber
Study No. Fortifi- Recovery (%) .
Trial No. C Portion a.s./ cation @ @
rop . n .. . . N
GLP analysed | metabolite level Individual | Min| Max Me RSDgp
Year (mg/kg)| recoveries | O @ A
10-2