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CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED _ . S
\@ @§
A dossier on trifloxystrobin (CAS No. 141517-21-7) was submitted in Januarg 1998 by the Nbvartis
Crop Protection UK Ltd to the EU RMS United Kingdom for agricultural 4se as a fung‘gcde.
substance was subsequently transferred to Bayer CropScience. The RMS*evaluated datasin a
Monograph / DAR and distributed the DAR to the MSs and the E @Bean Commi&sion. ﬁr&@
examination by the SCFCAH with participation of experf®)from the M8s Wwas establi&l%d l@tand@g
Committee on April 2003. Finally, trifloxystrobin was i%cluded into nex I of th% ou ir%e
ed i@the G ial ©
@

91/414/EEC by the Commission Directive 2003/68/EC of 11 JulyQ003 as pubkis Q e Qffic
Journal of the EU of 16 July 2003. This decision ed into forcéy 1 Qctobe{@)% @
> 9 S &

7o

oy @ R O @
. Y e N e D . RS
CA 6.1 Storage stability of res1d%gs @@ %Q &% @% IS
Plant matrices @Q Q@ & @@: é @ @& :
Table 6.1-1 Summary of storage stab@t}if of té%oxy@szt{\obin &i@)lan@tru{@ (&g §
@y o ) S
v )
Analytes Plant matrix& (@Q @%;%tapiég N N c%ﬁg@g §y @efer%ce
Grape Q S N @@ NI N
Cucumer ‘&f@ @® QS @® Q& @ An@@@ﬁd ssier
Trifloxystrobin oo N A @ Annex Poigt KCA 6.1/01
y &g to 24 month <18¢? 1999
CGA 321113 Wheat Qmonthyy | I8 (1999)
Sab gra@ S L © § Q‘\Rep . 154/96:;

3 at, straw & N
Wh‘e%t, whalh plang ©§ %@x $

S Al iy | g,

@ Apgle, pgn@ NI >
) PR ut, itineat R :

Trlﬂoxysﬂoblb@) éPea lt%layé @to lk&nth%

% DoeNo. M-038193-02-1

O o ko

@ Annex II dossier

9)
@

§@ @& & | Annex Point KCA 6.1/02
a B | M.C. (1999)

oAy ¢§ Peanut, ol 5 L9 o @ @ Report No. 160-97;
© Pota&@ K S @ LS Doc. No. M-038204-02-1

N Crapgiice &1
\% \) \9)
TrifloXystrobin °\(&f:grn, g@éﬁma@ial ©@’S to ¢ months §§ -18°C

cGa321113 397 Ofinge, . @;\a & 5 KCA, 6.1/07
CGA 357261 & Qég{api} = @%& \% & H;Imﬂo(iom
CGA 35726 Rygigtain C o O eport No. ;

@ | O°R : o, Doc. No. M-468560-01-1
cGAa3313® | O B%@ ryseedt N S D - o
CGA 373466 Y R & @

& e Qg TSy

> &9

The stprage stabil@of i uoes@f trifféxystiobin and CGA 321113 in plant matrices was already
inveﬁtigated in two plan ora@\stabili studigs and evaluated during the peer review under Directive

91/414/EEC. Irizshe Annegédosso inferim reports were submitted ( 1997,

- 1997) y@h UQ&%% 18pr 12%month, storage stability data. Updates of these studies with 24
respective& 8 mionth sy age&tabilit&}ata (i 1999, ﬁ 1999) were submitted at a
later timgpointgpd are@%por@ in Appendix III of SANCO/4339/2000-Final, 7 April 2013, as studies
whichg&%%re s@nitte%duriﬁ@t e evaluation process but were not cited in the draft assessment report.

& BN

@ .
is rgg8on the@inak@mr‘[s (including storage data up to 18/24 month) are summarised again

F
below@@
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Report: KCA 6.1/01, I 1999 (aiready submitted) ; M-038193-02-1 < &7
Title: Stability of residues of CGA 279202 and its metaboh%}CGA 321118»in de«é@;)
freeze stored analytical specimens of grapes, cucumber@tatoes and wheat le
plant, grains and straw) S O
Document No & | M-038193-02-1 %) ~ W2 &
Report No: 154/96 O @ ¢S & .
Guidelines: EU Council Directive 91/414/EEC Annex I, @% A sectiom%ﬂ an(@me I pat
A, section 8 residues in or on ted product§) food and fegx < <) @

GLP yes @@7 NG o R 9O o @

NG
NAESENCE S,

Q o %
Report: KCA 6.1/02, # 999 L@*ea%@lbm@ed) £ M-038204-02-1
Title: Stability of CGA-279202 aqn C&Q\%ﬂ%} in %)ps a@processed ﬁ@ 1nder
&

freezer storage coéﬁltlor@\ @} @ @ A
DocumentNo & | M-038204-02-KR  « > & @ > & & @ %
Report No: 16097 &S RS S @ & S

A, sectjo resNuesQ@%or on @ated%rodu@s foed and feed

Guidelines: EU Coungj} Dlr%%y?{/e 9@ 14/@6 A@éx ILSpart P@sect@% a%glknnex III, part

GLP ves o o @@@ §® v < 7 9
~ S RS
Test system %G @ 9 S) 6@ @ N @

%o S)

In the first study @;@99 san@g@s of@ape®ucu@bers p@tatoeékand wheat (whole plant,
grain and straw)y wer€ homegeniséd and fortlf@ with abdut Q th/kg trifloxystrobin and
CGA 321113, h aw: 1O m kg). med&tely after farfificatiph, a sample was taken to
determine theJnitial@esidud® (fortification, fe Veg;’l"h?a for@ied specimen were deep frozen
at below - 1@5c and nalys%\d aft@’@z 4,% 12 %&, and m(@ths
SEAS
, 1999 ﬁmpl@ of af)%le f&@ apple wet pomace, peanut nutmeat,
pbtato nul e@’)and %& were fortified with 0.5 to 1.0 mg/kg

21 1{&eac atel @#lﬁca‘uon a sample from each matrix was
1t1@%s1d fo icati eve@ The remaining fortified samples were deep

\ s%d aft om&%&l sto&ge intervals of 2, 6, 12, and 18 months.

In the écond study; (|
peanut oil, peanu \y
trifloxystrobin a

taken to dete ine t
frozen (appré. —200@) a

e
Flndln@onclusml@ Q @ @

No significant dec%%e ofq%mdu%was @}servafter the tested period of 18 or 24 months. Thus the
resitues of trifloxystroby chnd A 3213 stable under freezer storage conditions for at least 24
months (grape@@ucumbers &Qotato@ and &heat) or 18 months (apple, apple wet pomace, peanut
nutmeat, oil hay%‘fap frice, potato g nules). Hence, the results of the presented storage stability
studies ml@ thevresu ftK rom the ue trials with respect to the stability of trifloxystrobin and
CGA 32@13 1n°tozen ple@For details, see Tables 6.1-2 to 6.1-5.

<& &
& e




B . Page 7 of 197
Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
Table 6.1-2: Storage stability of trifloxystrobin in plant matrices (-, 1999) . @
Crop / Matrix Average recovery (%) / Storage time (months) é @ @§
S)
0 2 4 8 12 U Q@ 24&@ @@
Grape (berry) 100 103 93 109 114 Y103 @@9 ;Q\ o
Cucumber (fruit) 100 96 100 © 89 93 95 [ 89\@D @a
@) @y \ @ @
Potato (tuber) 100 96 93 95 5y 91 g § fi\\g é
@
Wheat (straw) 100 107 @7} 106 94 169 15 @> @Q}
. \ &
Wheat (grain) 100 99 Q?Qm. 10& @ Q 95\@ 1(@ @@
Wheat (whole plant) 100 100 101@° @ 98 %@J 12@ °\\:1%0 ko
6" s
Table 6.1-3: Storage stability of C@Zl 1£@n pfl&@t’ mg S (w1999) @j @

& e ) Stosald Q
Crop / Matrix Ayerage re&very (%) 7 Sto tim onth N
SRS S @ & o
ES W | N4 \ @ 18 S 2
Grape (berry) ]@ &@04 Q% 2@%@@ @ 2&\\)1 12 %@w 96
: ’ S 6. @ D
Cucumber (fruit) @)0(& 1@ &102 q 86 \é’@ % 92@ 85

Potato (tuber) _ @ 1009 @§9 LD o5 97 QIOSQ 98, 103
N

Wheat (straw) o, @0 £ 1020 @‘;Z) Q98 92 § 111
w

Wheat (grain)@Q 10§ @ §04 Sr 1%3© &8 & 90 96
Wheat (Wl@plalx)© 400 &98 9{© é@l o 9@@ 106 102
S S
Table 6.1-4:@)@ @%’agé@tbll@?f t &floxy%@%m 1@ant n@%ee@%_ 1999)
@/Mamx iY § & @AXerageé%ve%?% /QSt@ge time (months)
< & O 2> A 12 18
Apple (fruf@ @ §?17 > \%@80 @q ©Q2 95 82
Applmace@© @Q 1\&&@ © 10{© ;@j 94 91 81
Peaiiyt (nutmeat) @é Q@O @%g O@@?@ %@ 90 87 86
anut (hay) ° 107 1083 75 119 99
* Peanut Eoﬂ?§ 3 . ;&% @& @ 117 94 102
N o & Y o
Potato (gggyiules) & 102©@ 99 75 70 84
Grap}(@nce)\% @@ 9o @ % 92 106 108
SR



B . Page 8 of 197
Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
Table 6.1-5: Storage stability of CGA 321113 in plant matrices (_, 1999) @o S
Crop / Matrix Average recovery (%) / Storage time (months) é «§
& @of
0 2 6 12 @@ 18 @@
Apple (fruit) 89 75 112 % 7@@ @h@\ %
Apple (pomace) 108 82 (104 &%7 \24;\68 N é\f
N @ < ©\ @ @
Peanut (nutmeat) 111 71 78 DQ 87 @ 72@ (i\\g é
O
Peanut (hay) 101 95 %@& 99 Q& 93 &@w @) @@}
Peanut (oil) 84 11 1o @@9109 Q & 107 ¢ @}
. é@ N § O AN
Potato (granules) 97 09 ©) @ £ q 8¢ N
Grape (juice) 116 S ‘&9@ @3\985 @@67 Tl <96 S s
p 2 \@9 Q < ®) é@ @&
Bl US S O
&N o &g o S

A new study was conducted in 0@ &%eck@‘r sta@hty
isomers CGA 357262, CGA 357261, CGR331499, and'meta

373466 in plant matrices: m@ %@ @ ©© @ ©@ §@ . S

Report: KCA 6:1/07 \\201&}%\4 46856091-1

Title: Stordge stablity @G 202, CG§{572@§CG@ 7261 CGA 331409, CGA
321713 g@ CGA 373 in pl@nt matyices.for 24 months §

Document No & @% 468560-015 $ §f\ oo

Report No: %1/075@64@0%5@ Q %@ & @

Guidelines: ©©\J @ula‘ué}i Now1107/2809 of@e Eurdope ﬁrlia@t and of the Council,
(2 @ECQ@ulde@e 506, @b @
GLP . 9 y% X@ o) & Q@?K@ &
&@ @ @ @ ISR @) K SR Q
Test system \ O O & RN
The stability of; 920 rlﬂ%ystrog%, C(JQ 353262, CGA 357261, CGA 331409, CGA

321113 and '3’ ﬁ 6 for 2 i&deﬁoze@ﬁorage was investigated in plant matrices
cva

covering thed ive S omﬁmdlty\groups gh®water content, high oil content, high protein

content, high starch cont@ hi § cid % ‘[en@j

Samples of corn gre@mat g e see beanﬁl seed, rye grain and orange fruit were fortified with
CG§Q79202 (triffoxystr@bth),. 262Q€GA 357261, CGA 331409, CGA 321113 and CGA
373466 at 0.10 mg/kg @ﬁme@ately after ification, a sample was taken to determine the initial
residues. The t&hai I;g fopgfied samplesQvere stored deep frozen at -18°C or below until analysis

after nomi @or&g\g s of T3, 672, 18, and 24 months.
For analys&s @sﬂdue @alyt@d metT‘@d 01313 was used with a limit of quantitation of 0.01 mg/kg.
O

Findiiigs / C@%lu@ <
NQ gm@n‘[ decrease@f residues was observed after the tested period of 24 months. Thus the
residu trifloxystrobin (CGA 279202), CGA 357262, CGA 357261, CGA 331409, CGA 321113

and CGA 373466 are stable under freezer storage conditions for at least 24 months. Hence, the results
of the presented storage stability study validate the results from the residue trials with respect to the
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stability of trifloxystrobin (CGA 279202), CGA 357262, CGA 357261, CGA 331409, CGA 321113
and CGA 373466 in frozen samples. For details, see Tables 6.1-6 to 6.1-11. @6
° %>
Table 6.1-6: Storage stability of trifloxystrobin in plant matrices (-@; 2013) &@Q @@
Crop / Matrix Average recovery (%) * / Storage time (gaonths) N
0 1 3 @ 6 l& 18 N 240, Q)
@ S @ @
Bean (dry seed) 100 132 97 116 @7 112@ § X é
| S © 5 RN
Corn (green material) 100 95 Z 96 § 95 . &1@ 04 ) @
Rye (grain) 100 95 Q,SZ'? 95® @% oz\@ 9, @@}
N 2
Rape (seed) 100 74 8@@“ y@% %100 @J@@J a\\ ‘N9 v
. @ Q <
Orange (fruit) 100 9@ @d @ 92 Q Q e [(\1 6 q %@ @&
SIS
Table 6.1-7: Storage stability O@A @gﬂ 13 %ﬁanty&atrlg&@ E, 20 &i’ Q
N ) &)
Crop / Matrix S @erage %coveryﬁ%% giorage e (m@ s) 2,
N 2 S 19, <8 RN
& @? 3@ P S 12O I® 24
Bean (dry seed) %wox 1@ &102 11%@ Og@ & 113@ 109
Corn (green material&é) 100© @%5 é(}() %§ 86$ 119
Rye (grain) é\y (@ 5 1130 @é’ O3y & W \@6 123
R d 10 & NSNVEN Qo S 9 114
ape (seed) @ @ & @@ @

Orange(ﬁ@% \© i% 108\ 103 § 2 11@@ 119 125
T 5 e

Table 6.1-82; @Brage stability of %A 3%61 in @§nt @amce . 2013)
@p / Matrix ® @ @erage @overy*?{\% */ S@(age time (months)

: S

@ %§9 \© SHE é% E% 12 18 24
\l
Bean (d% séed) @ @0 @@’ 96\% ©@6 @j@l 11 113 102 119
Corn¥&een météria )EQQ 10{\ &0 é)\ 88 2y 89 95 111 98
g rain) & \iggl @%\: 870@@) %@ 91 88 100 83
N

ape (seed) N %00 8 Q90 81 100 103 95

Q S D P L o
v | Orange (fruit) > @ Qo7 Q> 100 105 109 115 100
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Table 6.1-9: Storage stability of CGA 357262 in plant matrices (-, -; 2013) @o S
Crop / Matrix Average recovery (%) * / Storage time (months) é @§
D
0 1 3 6 12 8 24, @
S| w &
Bean (dry seed) 100 115 105 93 IOgQ 114 @@8 @,7@\ %@
Corn (green material) 100 88 78 80 8 103 S 90°,
. © <’ @Q @
Rye (grain) 100 90 86 85 9 B § v é
& © S| Qp
Rape (seed) 100 69 %@ 79 § 89 @ 89 < @
Orange (fruit) 100 94 Q@ 96\ Q 10 %, @@}
9’ >
Table 6.1-10: Storage stability of CGA 3@409&%1@@21&1@ (ﬁﬁ 2@3) (@% <
Crop / Matrix %vera&\ecov&%% *@tora@%ﬂe (n@%ths ) %, s §
~
o L} 2Pl L] @ i
Bean (dry seed) 100, 8] 109 | N1 8§ @if §§> 03] W’
. Q @ o O & 9 @ O
Corn (green material) @ }@'@ § 85 @ @@ 92
Rye (grain) %O 86 s 89&@ ) o5 P g6
@ . 1 Q {2 o
Rape (seed) \@) 10(@ @§7 ) 67§ @7@ %, 70@ %&, 78
Orange (fruit) o @0 2 91@%§ Qg-’ O 95 & o Qo6 91
S TTO & S §y & O S
Table 6.1-11: &S tora@%stagﬂi%of 6GA 35@4660i@ant§@tric@§(“ -; 2013)
Crop/rix @(Q} @) é\ %@ragﬂ@%@cove %0) *rage@me (months)
L9 Tr e A 0 g e 18 24
@n (dry seed) @ @Eoo s |, @3 fo12a O g7 116 112
o\ %, N . %\
Corn (green @erlal) 106> N 3 S 89® 88 92 102
& S S
Rye (gram@ 0 @@’ 113\ @l@é @ 29 113 122 114
Rape@ed) ©® @Q 100 &3® N 97@ 110 105 87 122
@ § '%T"Q @)% 3@ 10 103 12
%ﬁge (fruit) - o, 92& 123 126 9 7
o\ . N\
* Day 0 1 &9
. ay SQ@ma 1@ rec?v%g @ @\
N (g @\ R Q
¢ . & & Q
S %,
@ < Q & ©@
& e oe
& Q
PSRN
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Animal matrices

Table 6.1-12 Summary of storage stability of trifloxystrobin in animal matrices . @ Q

Analyte Animal matrix Stability Storage @© Refer, l& ©®

conditions @
Muscle (meat) Annex II dossi @

@ Annex Point KCA 6.1%3
Trifloxystrobin Liver nnex Pot
to 12 months_{ <-20°
CGA 321113 Milk Up to 12 mon Sv@ <-20°Cgs | M€ (1999
Q Report 2307 301
Eggs ®

g . Doc. No. M-03§213- o@

%
>@§

@”

N | . . R & &
The storage stability of residues of trifloxystroland CGA 3211 13@ anirfal maf@ices B4 alr@%ly
investigated in an animal storage stability study and gvaluat ur'gigbthe iww under Djrective
91/414/EEC. In the Annex II dossier an integith rep wasggubrm@ged ( to 4

1997) with
month storage stability data. An update of @1 @ 12 Sehonth stora@ s;@
(_g 1999) was submitted ata lat&g timé poing,_and &%rep@d in App
SANCO/4339/2000-Final, 7 April 20 @as SQ y w@h wag subl@{ed dwring t@@ evaéf@tlon

but was not cited in the draft assessmét repst "\a N @
For this reason the final report (II@JdI% storag5 data@p to @nont@ 1S § ari@ ag&é’below:
@ S @ & ©

y@

&
Report: KCA 6.1703, — M, C.; 1999 (diteadgsubmitted) ;M-038213-02-1

=4

Title: Stabidity of &A—%@ gﬂd CGX 321113 @eag@allk, &% eggs under freezer
stor}ge conditions © S @ @Q . R §

Y

7 o o
DocumentNo & |ME038233-021° . & > O & 5
Report No:

&

B0197, 11632 S Y O @ o
Guidelines:

Q\)b \éouﬁ%ﬁ Dy ectlve&$/4lﬁ@EC Aﬁlex pa%%sectlon 6 and Annex III, part
@© sec‘@n 8 r@due@é@or @&otreat@?pro s, food and feed

GLP S @\ © g >

N
A @@”@@@@@ @Q\&@\&

Test system §§3 & éﬁ \© "\a\ é\ %

@
Samples of micle @r ilk ‘n % Qé%’s were h@iogenlsed and fortified with 1.0 mg/kg
trifloxystrobi -@. @] 3\@5210 . Qmme®ately Gfter fortification, a sample was taken to
determine the 1nitial resi %&ﬁicak@n leyéd). Tléemammg fortified specimen were deep frozen

at belov@oc and an@/sed aftpr no al & valsof 3, 6 and 12 months.

& ©\
Findings / Conclu& n @ \ @ \
No\mgmﬁcant dgcrease@f I @ as b@rved after the tested period of 12 months. Thus the
ifl% :&W 2111Q are stable under freezer storage conditions for at least 12
ts ofi%he pi@gsented storage stability studies validate the results from the

feeding tr@ Wl@resp stab@y of trifloxystrobin and CGA 321113 in frozen samples. For
detalls,{@ Ta&@s 6.1- -14.
~ S §
$ &8 3
¢ &

&
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Table 6.1-13:  Storage stability of trifloxystrobin in animal matrices (_, 1999)

Matrix Average recovery (%) / Storage time (months) é 93
0 3 6 &y, L i S
R N
Beef muscle 97 115 103 120
R ©® @DQ %
Beef liver 104 106 (s 81 3 > Q o
Milk 105 1o ¥ Q@ @@71 § %@ S
& © SIS ? LN
Eggs 111 @ O& 95 . Q 79 @
& 8O o &
Table 6.1-14:  Storage stability of CGA 32111§im am@al ma@es (—o é&) :§

Matrix gverage very@) / S@e tlm§runonth @ @ @& o

0&%\\3@\&5%©

& >
Beef muscle 10@@ @@0 Q\ 12 @ @ @ @&
Beef liver @5 oS 118&’ S @ NI
Milk @ 105&@ @@’) é§ @@ @87 ©© ®®© 15&2\
Eggs v @\\13 < &, 94 Q & 0&9 G 1

v

Stability of residue sanW@ § é;\ @© & §\

The storage stabfity (@%CS{E&% residues in sa%l@le ggtract is @rally checked during the
development of fhie applicable analytical reSidue methods
Efte apgli Hical refid f §

>y & 0 &
In analytic method 0131% (M@I91149 -02-1 %gefer tQpd.1.2 all a8 g tes were found to be stable in
tested extrgcts of corn faree ter@ idne (se@ ram) rape (seed), orange (fruit)
and h one, kiln dI@ fo\@t least s at 4 + 3%C.
%
In analytical me @d 0 OO ( — 539@02 lgefe@o 4.2), trifloxystrobin and CGA 321113
were found to be stab@ ovm@kld ; milk and poultry’s eggs for at least seven

days. In addi tri ys@éﬁm w&s ou& ob @bl in"bovine fat and meat for at least 4 days and in

bovine liver for at least 13ylay A 113 @as foaid to be stable in bovine liver and fat for at least
4 days, @ it dechne%abm@ % i@pov @%eatﬁsylthm four days.

1& S

Q
Additipnally, dur1$ re an@yse regular sample sets, the analytical performance of the
methods must be chec concu ent@coveries on each sample set. Therefore the relevant

information on@he stability ] t};ﬁl oraAny intermediate step can be derived from the fortification
experiments %rform%ﬁ tdation. Every analytical batch does contain at least one
concurrent fecovery whiglpis h&dled \)0 stored in parallel to the residue samples. If the recoveries in
the fortifi san@es ar€withjnacceptable ranges, stability is considered to be sufficient.

§ ©
{*ﬁ @@ @ %,
@ @
& 2

&S
&
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CA 6.2 Metabolism, distribution and expression of residues S
&g
S
CA 621  Plants § @ &
& ¢ 8
SIS
Summary of plant metabolism in the DAR of April 2000 &% \@ @ \25@

N
The original dossier contained plant metabolism studiés with tri .5? strobin o @ébhe , ppl&@nd &

cucumber using *C-radiolabelled test substance w1thg:wo differe @label positisgs. A §d1
have been evaluated already by the RMS and res ve EU au ertles they Q@ no epeat n th#
supplernentary dossier. Only a short concludm@ ary o the oldgs dler pr@nted@n Sec@%n
6.2.1 on “Metabolism, distribution and express of remdu&@’f of thss dos@r ll‘gddltl(ﬁ% fo t@lew
studies not contained in the original dossier. @ @ é\g @% @,

%
Trifloxystrobin (methyl (E)- methoxym&‘% {(@ o- [1%((1 0,0 tr1 uorQ-m t@)ethyl@ene&m
o-toly}acetate, IUPAC) is a fungicide belonging to t groupo f s 1 cepou
mode of action involves inhibition mltﬁﬁon@a ratloa%m f §HIC rlﬂo@strobm
consists of a mixture of four diastéréom with_the pﬂﬁt uBkta nfi tlon@@f the two
C=N double bonds) being the déiinant isomer. Th@four mer@ t@@ech 1 pro »duct have a
typical composition of parent-E@? EA@ Z/E /Z —@ 8 1 @ 0.7.& N

Trifloxystrobin was '*C- lab§led n~ both the@vvo ph@iyl rlnﬁs o@ae mo\f@ule dor investigation of

metabolism studies in p and NS
- § & T8
CEEN é "D
S Q &
gly -phefiyl-Ul-'*C; abpr. [14C-GP]
s

@ﬁuo@eﬂqﬁen@ UL-!C; abbr. [14C-TP]

S T
SENES

The ra@mhemlcal % 1ty &@ne test sance\g met&f)oll&m studies was usually higher than the

chemical purity 1n§ techhical ter1a£ N

e

9 %
In this part of @e do onal@%mt tabo@‘u s‘a@%s are reported that were not included in the
original dossfer for @nn @mc %{)n %jw olispn of trifloxystrobin in wheat was repeated since
the orlgm§metabohsm dle§ ystrébin in@heat revealed very low residues and, therefore,
only cop¥ficted strucfare e datlo@ of @tabe@%es could be performed. Therefore, the US EPA
required a new wh \net 011s tudy@aat wasonducted in 2002. An additional metabolism study
on &ar beet Wa%\aco 1n (ﬁ@er to demonstrate a common metabolic pathway of
trlﬂoxystrobln in at lea thre@dlf ent C @ groups. This study was submitted to the EMS ‘The
Netherlands’ Qq‘ne framewe@k of &ta 11s1@ent of temporary MRLs in root and tuber crops. A further

metabolis dy iq perf%ed@ 1997 was submitted to USA for registration, but not to the
EU. This st dy I@@ed JMPi@(FAO 2004)'. As these studies were not part of the original
submls@ for§mnex nclu@on they are now summarised in this dossier.

@@@’$

'FAO Qt/he UN, 2004. Trifloxystrobin. In: pesticide residues in Food —2004. FAO Plant Production and
Protection Paper, 178, 240-270.
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In their recent “Reasoned opinion on the modification of the existing MRL for trifloxystrobin in beans
with pods” EFSA concluded (EFSA Journal 2013;11(4):3199): @

“The metabolism of trifloxystrobin after foliar applications in pgi@iary crops @% b
investigated in apples cucumbers, wheat and sugar beet and the dgtails of the ﬁetabdﬁ%m
studies are given in the previously issued EFSA reasoned opinion (EFS 20 1{%
metabolism study in peanuts was assessed by the @/IPR (FAO, 2@@% % \ é\g

@
The metabolism of trifloxystrobin (E/E ISOHICIYIH prima @r)ops was c@nple%d @@mly©
proceeded via cis/trans isomerisation (Z/E is@aer, Z/Z isomer, E/Z 1som@fand é@ava@of t
methyl ester group to form the metabglite (E,E)—mef%xyi@'mo [1-(3«trifluor
phenyl)—ethylideneamino-oxymethyl]-pk&nyl} -acetic ‘acid (CGA 32 llx%etagﬁhte ).
Trifloxystrobin was the major companent of@mdu@ na opk@’ves edsg cept:ng anut
kernels®. Metabolites, including CGARB21113) Wegbelo®he rfgeer v 10‘@TRR in

all samples of wheat, apples, cu bers‘&ean@s andQ@ugar bt ves to ith<the
exception of sugar beet roots. In“sugar beet r \btwo@eta @es were aty]\\gvels exceedi@ay the
trigger value: the metabolite &93 ( etab(@te 16% acco@ted & of @e T9§at 0
DALA) and 15 % of TRR (@Q @%e oht@@gﬁl 1 1@’%co@ed for 1% of
TRR (at 21 and 45 DALA&
@ @ \

The peer review as @%@d t ?&metab@isméﬁ frui@and é@mtmg@ege@es %ad cereals. The
conclusion was tha e eede accor & to @mmgfjlr path@ay and that the
residue deﬁnltlon@r mc%iorm@and assesSment shom@w?@lse th® parent compound
only for these cfop groyps (Un%d K& 000 .“Jl\/IPT%ﬂcon& ded@t the metabolism of
trifloxystrobimin pea@a wé simifar to thy metd olis§§0bs ved in Wheat. The metabolism

of @he M@ application, after the

study on sygar becPwa bmﬁ%@ed i §newor
3 6
conclusio th@eer re er C\ouncﬂ ec 1@91/&4/EE@(EFSA 2009a)°.

AN
Based.6h tﬁ ings fron@ﬁ r%}e@bolim&l stugy; in r<§and t&ﬁer vegetables and the residue
trials on 1 arrd, roo@)vegeéab es oé@uss sprm@, h@ cabbage, celery, leek, turnip,

swgées salsify sparsnip, pars 00 here the m@pabolif&CGA 321113 [M5] occurred even
&%@ igher levéﬂ tha riﬂoxcystro , EESA hagyrecommended in previously issued
reasoned opinions’to c0@ider @ poss] le inclusia@s of this metabolite in a revised risk
assessme@iidue&deﬁ on f’&gplan@ ities (EFSA, 2009a, 2009b, 2012)°.
N S
Since @he res@%e d@? mgh@ted t@t the@etab@‘te CGA 321113 is not found in beans with
pods@FSAﬁ%on es %Qa th@emd \deﬁ@lons for enforcement and risk assessment as
agesed in the eer re oyls%nal Qpphcable to the crop under consideration. The
ent remd& deﬁr@lon se gun (EC) No 396/2005 is identical to the residue

2 EFSA 2011: EFSA Joum@%ml@}(l) 19% 26§
3 Trlﬂoxystrobln@prese%ted about 2
observed in t esid&%{FA 004)”\9
* Thoa: {2-[4:(2,3- drox§eh-me l—phe?@l)-Z—hydroxy—ethylideneamino—oxymethyl]—phenyl}—methoxy—imino
acetic a@l\/{et Bolite 16). ©
5 DAR®n the 8dtive @tane&?ﬂoxystrobm prepared by the RMS the United Kingdom in the framework of
Co%%l Diregtive o ffi14/E8C, April 2000.
®EFS @%a EFSA Scientific Report (2009) 273, 1-27

EFSAZ009b: EFSA Scientific Report (2009) 314, 1-27

EFSA 2010: EFSA Journal 2010; 8(6)1648, 28 pp.

3 the @R and an extensive formation of composed triglycerides was
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definition for enforcement derived in the peer review. EFSA proposes that the inclusion of the

metabolite CGA 321113 in the risk assessment residue definition for plant commagdities ©©

should be further discussed in the framework of Article 12 of Regulation (EC) No 396/@@05.” 03
@

The common metabolic pathway for trifloxystrobin in the primary crop@%vheat, applé&ﬁu()it@@ld
cucumber fruit taken from the DAR on trifloxystrobin, Annex B.7 (2000) ig shown in Fi@ 6%@ 1. 2

v N
© O e @
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Figure 6.2.1- 1: Metabolic pathway of trifloxystrobin in plants (according to the DAR on
Trifloxystrobin, Annex B.7, April 2000)
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Additional plant metabolism studies with [14C-PG]- and [14C-TP]-trifloxystrobin @ @b

5 S
Wheat @ @ @
The metabolism of trifloxystrobin in wheat is very complex according to the 1n1t1a1 metaﬁlsn@dle
that were included into the original submission for Annex_] inclusion. Ussg; both “C-abel sm et
30 metabolic fractions were detected, none of them acc%ﬂmg more 7% of T 1n ure %
and straw following two spray applications of 250 g as/ha or 500 g as?ha. Addltlo@ die s a 1ng &
higher efforts on identification and characterization @%metabohtesgesulted in tl@fdentl@:atl (N
main residue components and a proposal of the abolic pathv@y bay-still feft um@entlﬁe@a h
number of metabolites. Therefore, the metabolisgy of trifloxy obn; ifwheat as&@mve@@gat -Q' d
the new studies were summarised in the follo&ng ab@jlcgem w\? %@’ \

w\a

o @ ¥ & oo
Report: KCA 6.2.1/09, £2002; M-070885-01-1 <& @
Title: Metabolism of [tr@oror&e hyl-phenyl —W&T riﬂdxystrola@a in Spring )@eat

DocumentNo: | M-070885-01-1.% & & «© o~ O & @

Report No: MR-027/02 & @S Ny O &S =

Guidelines and US-EPA O@P?S {‘35@ 13Q§Nat@j of ]@ :J Pla&>> N
@ ©

data requirements: | PMRA Ré&E: DACO Plan@tudy&
EU D1r§§t1ve<&l/4l4@ C athendedipy the%omj@sswp @Hec@{e 96/68/EC

GLP yes 2 G S L a % =
) ¥ O
. %, @@ &2 O @@ S N \@
Executive Summa Q& @ O §’ Q AN
@ § Q @@ A

following tw@pr pli 4tlons a@smgf&use 0 g@s/ha. @he wheat plants were cultivated

outdoors ang treated at the growéh stages BBEH 33 Whea}iuy was sampled three and mature

straw at@gram 35 da w\’dfte@{e lagt&ipplicati on@he t @radmactlve residues (TRR) amounted to

5.20 nfé% qu/kg in h@ 6. J@lg equ/kg @qstrgv&@nd 0°%20 x&@equ/kg in grain, expressed as parent
5

equivalents. @)
FUF I

All samples w re mu cte@@ith Qoni /wager (4/1, v/v). From wheat hay 92.3% of TRR
was extractabig; from stra&ﬁnd grain 9% and 66.9% of TRR were extractable. An increase of the
released r§idues was ao@eve mi¢RwayeZsup at enhanced temperature, resulting in a total

The metabohs&%f [@luoro&eth}&\phen@m ”‘C}trlgogstr @1)1 Wasﬁlvestlgated in spring wheat

portion tracted resjdue Q P 97.9%% of ﬁ‘@m hay and 91.0% of TRR from straw. Diastase
digestiow of grain t@ydro starchgl cre the total portion of released residues to 88.3% of
TRRxIn total, 80.2%y of (4. l@mg @ as identified in hay, 67.1% (4.11 mg equ/kg) in straw
and 61.4% of TRR (0.07&mg @%/kg@ reu@

The metabo ﬁ%&ﬂox obirtin wheat was very extensive as all four stereoisomers of the parent
substance att%lgast freeand s€yen conjugated metabolites could be identified. None of the
isomers @xcep e pafent spbstance, and metabolites exceeded 10% of TRR in each of the wheat

cornm% tles@ % §

Aanﬁ portlon of @ parent E/E-isomer was isomerized to the Z/E, E/Z and Z/Z stereoisomers.

A ma etabolic reaction revealed to be an ester hydrolysis to form the corresponding carboxylic
acid. hermore, hydroxylation occurred at the imino-methyl group and at the trifluoromethyl phenyl
ring in the meta-position. Significant portions of the hydroxylated metabolites were conjugated with
glucose. The imino-methyl group was partly oxidised via hydroxylation to a carboxylic acid group.
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Two very minor cyano metabolites arising from the elimination of the ester/methoxyimino-group
(probably via the carboxylic acid intermediate) were formed only in hay and straw. @3 ©©
N S
In each wheat commodity the parent substance E/E-trifloxystrobin proved @be the mai@%esi e
component (>10% of TRR). All other residue components appeared at levelsdgss than 10% %fTRP@
N
. . - < S in Fi o
The proposed metabolic pathway of [14C-TP]tr1ﬂoxystro®1 in wheat is shown in Flgv@Q.Zl-@. Y
@ N @@
, \g R &
Material and Methods @ S é\a o
RO &
Test Material g ) o
° 8. &
Structural formula N %,
S &4
N o &
@ Q> S)
05
H,C" QON > @14(3@1361
Q 0 5 ORI
& TS P&V
Chemical name @ -mthox§imi 0-{2-[1-é-tri&rogn§ﬁlyl- enyl)-&thylideneamino-

oxymyethy enyd}acetid@cid methykester FUPACYH
2 2 ieder QUPAQ

> Q0 N
@E}-@meth@;yim@%) -2»-{@ 1- [&triﬂ;@%meﬂ@)phenyl] ethylidene]

v
A@DQ @hmm&”oxﬂ@ethy nzege aceﬁic cid @ethyl@er (CAS)
Common name <& & | Triftdxystrobin_ Q & & @

CASRN O & MIsImal7, o YV &7

Empirical fortulasy  « "CoHFsN:Oy | & &7 © @
Companoy\%’bde 2 G{\Qvfi 279202 © Y e @

NN

Molarﬁigs (non-labedied) @)8.4 @%nolg\% Q = .9

Label O & [tr@orqn@%ylj@%nyl%b”@@ rifloxystrobin, abbr. [14C-TP]

Specific radioac@ﬁ%y Q g@@ M,&e?mgtgt%Oﬁ %Ci/g\@ﬂ.l Ci/mole

Radiochemicappurityo™  598%radiceHPLCOadioBL.C)

Identity ¥ <O Confirmedpy HREC/MRMS and 'H-NMR
%) @

Vi 5 & ¢ &>
Test Pldnts N
N Q YN

S T O o
Test plant @ | Spring wlﬁtﬁ@

Variety &@ o Q}hass@w Q

Study desig@@ N @ Outdgor stiddy in a 1 m* planting container
(®)

Growth %ﬁge at @ < ”@'o spr%f applications at growth stages BBCH 33 and 69,
application @@ @)ray interval: 42 days

.. 4 Hay, 3 days after the last application.
@ Mature straw and grain at growth stage BBCH 89, 35 days after the last
application
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Sowing of wheat grain, preparation and application of the test mixture

Main experiment N @ﬁ
Sandy loam (72.4% sand, 22.6% silt, 5.0% clay, 1. 02% organic carbon, pH @[CaClz]) wa@itlle

an outdoor planting container with a surface of 1 m*. Spring wheat was sowgpand cultivatéd outd@rs
during spring and summer 2001 at -test facility (Germany) of Bayer AG. The nth
temperatures ranged from 8 to 20°C, the mean sunshine @rlods frorn 9“9@% 242 houfs(mon@{ @

natural precipitation from 22.7 to 104.7 mm/month.

& @Q @@ § &
Supportive experiment @
An additional supportive experiment was condu@n a plant co@ame@%ur @ of 08§ g 2) f(%»ed WQ%
sandy loam to generate a higher amount of 4etabolites. The co ine te ~ en
vegetation hall that was surrounded by a net ence augprotegted a?gamst&a exi«h}e glas‘s,, roof.
Spring wheat was sown into the container &b th &ime titne a the @aam {xpern%nt The
container was watered if required. The r%ults & this @lppof@/e e%perlm@t are @bt s@n 11@%11e
Findings’ Section. & \ \\ % §

@ @ & @ \ @ &

The wheat plants in both experlrneweﬁg\\treate@&y t%@ foh@y spra pp pro 7 weeks

(BBCH 69, end of flowering). The singde ap tiopyAte w@app OX 2 as/h% The Water volume
rate was approx. 800 L/ha a@he Q%ﬁn annual ugy rat%pro 500 g as/ha or bdth experiments
radiolabelled [14C- TP]trlﬂGXystr&in W lesc@/ed in EC 12§ &@for lation and diluted with

water to yield the spray sahtion y 10n w evenly s edﬁ r tl&%ﬁrface of the plant
containers using a flat™fan n %zle tha b@ﬁy (outd §xpenmem) or by a

computer controlled track sp @portl ex @’mer«@ s
track spggyer (& £S S R

The stability of t@s‘[ @@s‘[a c@/as@ﬁ ed y&o—lgﬂc l@fore agg after each spraying. Both

plant contamer@er%@emhzéd an&treatesk 1t ﬁiffere@ p§id@ %requlred for cultivation of

after emergence of the plants (BECH 3303 node at foast 2§§m above 27 g Weeks later

healthy plant% K @ @@ S @
Harvest ang)processmg% %@ % b\ v @ é&%
SN I P S

LS
Three days after@eco dhapplicagtion @eat plant in the @1 growth stage were cut shortly above
the soil surface. omplete sarfiple W@dﬂe rogu temperature for four days, cut in pieces
and homogenize@wit@ul ﬁ ge@ﬁsm&%hlgl@peeder At maturity, 35 days after the second
application w plar@, we&e@cut #bove, the soﬂ@urface The seeds were collected by hand
yielding the otain sa pl @Q e u alnn@ars @\d l?s were combined with the straw sample. Straw
nd ée% ho;@g enised with liquid nitrogen using a high-speed

was cut ifpieces. Straw piece$;a
stirrer. pulverlze% ant r@terlal was stQred i @a freezer at < -20°C.

Alii}u%ts of the homoge@§ t cof@nod s were extracted with acetonitrile/water (4/1, v/v, 4x)

using a hlgh—S@aed stirrer. { li@ses @re separated by filtration. The combined extract was

radioassayed %oncg@ate d partitioncd against dichloromethane yielding an organic and an

aqueous ph @ T@phas e§were separ%?d, radioassayed, concentrated and analysed by radio-HPLC.
@

The ren@anm 11 of h d straw after the primary extraction were exhaustively extracted with

acetoql %lle/ @ V/‘:as)y at 150°C using a microwave device. Extract and solids after extraction

@adlo@sayed
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Enzymatic digestion of grain matrix R

o

The remaining solids of grain after the primary extraction were hydrolysed by the starch-digestingyy
enzyme diastase (10 days at room temperature and addition of little sodium azige to prevent @icrokggal
degradation). The hydrolysate and the filtered and air-dried solids were radioggsayed. An ah%uot ofthe
diastase hydrolysate was further hydrolysed with concentrated HCI at 100SC after addl? of@len

to extract less polar aglycons that exhibited some volatilization 1n ysis expegiments 1thgé;
toluene. The resulting aqueous and organic phases were Qoassayed analysed b@mdlo\l" C

K%
Radioassaying and analysis & é\g R § C&

% Q < @
Radioassaying (measurement of the radioacti was co@cted @/ li % I@lla‘u@@ co
(LSC). Quenching was automatically compens sated @fmg @sextem\dl rd @?ohd h.gamples, ere
firstly combusted and the formed 14CO2 a@orbe(@in %elkal scigfibtatio qulg The %etectlon
limit was set to twice the instrument backg%und proxO cp@ % & @7 @&
©)
Radio-TLC was conducted on silica @1 &ges (Si60 FZ%? F@owm%\ap v\g theesidue
solutions the plates were developed@er & C stan@ of 1@ w%@ﬁ tw olve s (1) hexane :
diethyl ether : tetrahydrofuran : ic 46id : ‘water (10:70: VIV 2) ehloroform :
methanol : formic acid : water (7520:423, v:v:&v). 1oac c sp @we & ete by @Bio-Imaging
Analyzer. Co-chromatograp nopSactive Peferenve s& ar%y were isualized by fluorescence
extinction following excitation w1£§ merc@UV clight. & @ ©)
% Q @ v @ 9

Radio-HPLC was condissted a RI% cc@a 0 x Q%?nm 5 pn@m&]@sme) operated with
different gradient mixtyres @ate@nd abetonitti (bo@ corita 1n1% 1% acétic acid) at 40°C. The

HPLC system wai@uppe wit rad@nom@ glass scin
pL). The column&eco

@y was d by com §? mJ cted agd eluted radioactivity. The
eluted radioacti nted&o 94 7 - 103\§% of the inj (Wlf@)ne exemption 91.5%). The
limit of quan%@atl LOQ) was ef@eakt@;ze ofgwic e detedtor background. The HPLC-
LOQ depen@d)e on the use&sepa%tlon con 1t1®§@and§ged @twe&? .001 - 0.01 mg equ/kg.
X

LC-M @d LC-MS/ % es fi dentlﬁcauo@Qf ﬁoht@ were performed with a combination
of TQS mass spectre%neter @@nnee@d to @@PL&syst m w1th &RP column (250 x 2 mm, particle size
5 pm) and a ra onitor. T P colw@h was) op ated with gradient mixture of water and
acetonitrile (botfsolvenfs containi %0 1W0 aci onization was achieved by electrospray
ionization. ]%@hter@ w gep&w&ted @mg al@on as @llision gas.

Enzymi@hydrolysm 0@00 atee;a% ite Qlas conducted with cellulose (straw) and B-

ator «(?ell volume approx. 400

glucosi (grain) FoPl H R ana 51s z NMR spectrometer was used.
o ¢ &
indings @ @\ @

N &N
Total radioact@@ residues ar@the@tract@iliw

Q )

N & @
The total rfad ioa@e re@@ues @RR) vﬁe determined by summarizing the radioactivity in the primary
extractsqa extr, cted t matrix. TRR amounted to 5.20 mg equ/kg in wheat hay, 6.13 mg
equ/]%\m stan equ/kg for grain.

Th po of radloactlve residues extractable with acetonitrile/water accounted for 92.3% of TRR in
wheat &ay, 71.9% of TRR in straw and for 66.9% of TRR in grain.
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Partitioning of the extracted residues into methylene chloride resulted in the following distribution

between organic/aqueous phases: 53.0/39.3% of TRR for hay, 47.8/24.1% of TRR for stra@nd ©©

26.2/40.7% of TRR for grain. S Q\ g

@

An additional portion of radioactive residues could be extracted from hay 5. @ of TRR by %ﬁlCI‘OV@VC

support, from straw: 19.1% of TRR by microwave support, and from graing 21.4% of TRR by d@tas

hydrolysis of the starch matrix. The non-extractable re51d®s amounted i turn to 2. 1%\ TRl@n h

t0 9.0% of TRR in straw and to 11.7% of TRR in graln @§ @\ @
K

The residues released from grain by diastase diges@r and were Q@drolysed u@g hy@chl§ a &

and partitioned between toluene and water. 10.5% of TRR portro@d 1n@ the @amc‘p‘hase aftd 10%

£ h h g S)
of TRR remained in the aqueous phase. 0k @ \ & N s
o . 9 Yy @6 ~
Residues in wheat hay, straw and grain Q @ $ @ @,
The composition of the radioactive resi%ﬁes in{&heat &N magyre @t stra®y and%ram fo$ @fwo

foliar treatments with [14C-TP]trifloxygfrobijfnis pre@lted it Tabl r c@é&rans mers
of the parent substance and at least ee éﬁ\d 8 c@v%"ug met@ohte ere er

The parent substance E/E-trlﬂox%rob@ was @@e m res om a heaNommodrtles
amounting to 31.1% of TRR] n@ﬁkg) m@’ay, 3% O@T R@ /kgbm strésy and to 19.6%
SN
of TRR (0.024 mg/kg) in grain: « R < @ (@
C N Y @

9
The identified componeits of the extradled r§oac ity indFable 82.1- @er %buped as isomers of
the parent compound and as ffee’ and%onjugated cos@ me§abohg&s In t@ 80.7% of TRR (4.19
mg equ/kg) was id ed ifPh ys@ 1%@A.11 qukg) in straw @nd 61¢¢% (0.074 mg equ/kg) in
rain. N @
g S Q s @
F OO NS e s

N &
Significant ar&@mts @the pgrent éE s&rﬁ%r were tra@fom&nto the other isomers (reaction 1 in

the metabolic pathvay, Figure 6,2. 1 @ of p@ent q&‘fners accounted for 43.5% (2.26
mg equ/k,é@of the TRRjn ha 1.5 geq @ straWyand 39.7% (0.048 mg equ/kg) in
grain. the indivigial isemers Showed simglar spe they were differentiated by co-

chromatography w %% respectr& refe@ce staq arglx g\

)

Apart from 1son@12a e m&n m boh@@aetlon in wheat was the hydrolysis of the
ester group (r@ctlon@ gtr@t cor@ound@ urth@more, the hydroxylation (reaction 3) of the
imino- methy roup@glnd 0 a& e m -pos@)n 0@1@ 1,3-disubstituted trifluoromethyl ring were
importan $§1gn1ﬁcant portro ©of yd@ryl & metabolites were also detected as glycoside
conjug (reaction, 4@ The@rethy gro arﬂy oxidized (reaction 3) to the carboxylic acid
grou&?A minor rea@on s elimipatiograt t <ﬁ&hoxyrmmo -group, probably via a carboxylic acid
intermediate, to form cy -me&bohte@n ha@nd straw (released after microwave support).

@ S
The enzymatrg@tarc hydr &1s FShe gré% matrix with diastase resulted in polar residues and polar
matrix co enfst 1d not barated either by chromatography or by partition between
orgamc/a%reous@hase? he re acid hydrolysis step and a simultaneous organic/aqueous
partitiomowere~ifvol usid® hydrochloric acid and toluene. This procedure resulted in tentative
1dent@eatro cle@g ge products containing the trifluoromethyl phenyl ring linked to an acetyl group

fo@ed by, ydro@latr@of the phenyl ring and glucoside conjugation.

The osed metabolic pathway of [trifluoromethyl-phenyl-UL-'“C]trifloxystrobin in wheat is
presented in Figure 6.2.1- 2.
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Storage stability of trifloxystrobin and its metabolites in wheat R

Qb

The extraction of hay, straw and grain samples of wheat was initiated within two wzﬁ aftef@ﬁ
sampling. The radio-HPLC separations for the quantitation of the isomers of nt compoufl an
metabolites were also performed within 1-2 weeks. The extracted solids werggkept frozen until ﬁn@‘ler
extraction and the corresponding extracts were analysed without delayy Repeated ectm@s an
analyses of stored wheat samples were conducted in a pagallel metaboli %tudy w1th¢& xyl- gg
radiolabelled trifloxystrobin. These analyses confirmed @storage sta@ty the re51®s &@

For diastase digestion the extracted grain was 1n@ated twice ior ten days @Woon@te @aturg\
Microbial degradation during this incubation was ﬁ%lded by adm@ture@f htt@“sodlum azide. &

N 9 9

Conclusion C& @ @6@3 %\ %@’ 6\ o > @
@’

Following two foliar treatments of sprlng heat [lﬁé)) TP]&O obl@lsmg @1gle rat@
approx. 250 g as/ha different wheat co od tics w \extr%ted Fé aceforitrile/water i&
release radioactive residues. From wh ssampl@threé&iays ert e\se trea 3% of
TRR was extractable, from straw ys r th¢kecoud treag@ent 71. 9% and
66.9% of TRR was extractable. & @e ]gjs 3{@ é)

Q @ @
The portion of released res1 f%lwbe 1n@fease§by #rows e supp@rt a@nhaﬂe@d temperature
(hay, straw) or diastase dlges,t on of star § ain. These prey duye@res d in arincrease of the
extractable radioactive re@jlue (&\to 9% f{¥m hay, 91%@6 of*TRR fréam straw and up to
88.3% of TRR from grain. In %otal 8627% @4 19Gxie eqiitkg) W id@lﬁed in hay, 67.1%

(4.11 mg equ/kg) in staw an(ﬁé 4‘%@9f TR@(O 029 mg.g /kggﬂ gr@gl.

The metabolism trobl@va $§ry extensm@ all féur St&reOISO@CI’S of the parent substance
and at least ten en@onj ted m\%b ites couldrbe $t1ﬁe@ﬂone of the isomers, except
the parent su@\ce m@boht@ excedded 1 o of @R 1 h %?g%e wheat commodities.

A s1gn1ﬁc§f@ portion of@e par@@ ﬁ@me@/as 1s0@;er12@ﬂ to tl@’Z/E E/Z and Z/Z stereoisomers.

Besideg"@somerizatiophe bolic rea@ aled&) be ester hydrolys1s to form the
corresponding carboxylic dsid- F w@@he hydgoxy, @;on 0g¢ sourred at the imino-methyl group and at
the trifluorometh enyl ing inpthe m%pos1 Signrtficant portions of the hydroxylated metabolites

were conjugatedawit Thef%nmo%meth groupswas partly oxidised via a hydroxyl to a
carboxylic ac@ growp. T\@ Veyy@nln()@cyan@meta%htes arising from the elimination of the
ester/metho@mmo@ﬁrou@rob@y Q\tvhe acid intermediate) were only formed in hay
and straw%" he proposed eta ic 14 TP]trifloxystrobin in wheat is shown in Figure
6.2.1- é

) )

% S . . o

In &éh wheat cof%nodgg he"sparent@lbst e E/E-trifloxystrobin proved to be the main residue
component (>1 % of T oth@ residue components appeared at levels less than 10% of TRR.

Therefore tl@arent %wbsta eﬁ@erve analytical target for monitoring and risk assessment.

@
&éﬁ@@}@&@



B
Bayer CropScience
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin

Page 23 of 197

2013-11-12

Table 6.2.1- 1: Composition of radioactive residues in wheat following two foliar treatments

[14C-TP]trifloxystrobin at a use rate of 250 g as/ha

@h

Wheat commodity Hay Straw > Gral U@j
TRR [mg equ/kg] 5.20 6.13 R 0.120 o2
Parent/Metabolite No. | [%TRR] | [mg/kg]* | [%TRR] [mg/kzg* [%TR [ gl*eh
Parent isomers 43.5 2.26 c35.5 k% 3 9%7\ "wl)/ 048&
CGA279202, E/E 1 31.1 1.61 | X143 488 196 107 0.02% o
CGA357262, 7/7 2 2.0 011 4 24 [9014 |x63 g oho8
CGA357261, Z/E 3 6.7 035 53 Q o3 kso | 9o
CGA331409, E/Z 4 3.8 0480~ 3.6 | . @22 5.8 |9 0.067
Free metabolites 103 | 054 9 341 | 2.0 | 217N 0026
CGA321113 5 1.6 008 | 42 G o6 9268 | oD.003 -
CGA373466 6 03 «J° 002 [N L&, | l1e] (12 [ %gf{”
NOA414412 12 210" [ <011 @ 70 [0 04> | 524 06
NOA443152 10 I3° 0.0 | 8.5 of 640 469" | . 0.006
BO172741 11 | ep9 T 002 41> | §025 07 5 LY 0.002
BO172631 40 | -7 - & & & 0o O - -
BO172323 9.7 & - 7] %09 .9 a5 -O -
BO17372 4 | o- O T 09 " [Q0.06y7 @ -
NOA413163 N9 k377 @.19@% &8 035" 829 0.004
NOA413161 & 8 ad | Tngd [ 18 o] w1l [T 03 <0.001
Conjugated metabifiies . | 268 139 > 76 | 046 3.4 0.004
NOA414412 coaP1 [ S27 > 357 [Doas~] 83 @& 063 - -
NOA414412:6hj. 2P 125 | 63 [0 028 | 075 004 - -
NOA443152 conj.f0| “T9” | ¢, 8.1 00 > 227 [«.70.14

NOA443452 conj.2  [F#10%q> 0807 | 0.050 | 7 <]7 0.04 34 0.004
BO172%M1 conj. 1. @ “1.l™) 45 4= 028 | ™ 7 - -
BO172741 conj. 29°| “fy” | £3.7. 7] 819 LB 0.07 - -
BO172631 conj2 [S%0” > 03° | 9002 | B 0.08 - -
BO172323, e’ 0 P 00 | 1 0.07 - -
Characteriged fractions S ) K @f@ @

Organicfactions & o 49 |02 43 0.26 10.5 0.013
Aqueous fractions S N 0.50 6.0 0.37 16.4 0.020
Mitrowave fraction§ o> \“3.2Q 17 13.5 0.83 - -
Non-extractablg,® @ A 0.11 9.0 0.55 11.7 0.014
Total identified > @ “80.7 o,|  4.19 67.1 4.11 61.4 0.074
Total cha@acter@%d f, s 17.99 0.89 23.9 1.46 26.9 0.032

“n”: q;i%ugamet%ohte«@g] number n; * [mg/kg]: mg parent equivalents/kg plant matrix

& & 5

©®

@
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Figure 6.2.1- 2: Proposed metabolic pathway of [14C-TP]trifloxystrobin in wheat
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Report: kca 6.2.v10, | R . 2002 ; v-072024-01-1 O
Title: Metabolism of [glyoxyl-phenyl-UL-'*C]Trifloxystrobin ir}@ring Wheat@)™ Y
Document No: | M-072024-01-1 @ LS
Report No: MR-028/02 < o N o
Guidelines and US-EPA OPPTS 860.1300, Nature of Residues — Pl@nts 5> \°\ N
data requirements: | PMRA Ref.: DACO 6.3 — Plant Study Q @@ Q %@

EU Directive 91/414/EEC amendgd by the Coq‘@hssmn Diregtive 9(@8@@ q»\\C
GLP yes ) QR o A < v @

- S @
Executi o @?\@@@\U&@@@
xecutive Summary 8 © N "\7 IS N 2o

The metabolism of [14C- GP]trlﬂoxystrob%l wa@fnv &ated@ spring witsat fol@mn@vo @ay
applications at single use rates of 250 gaas \$ha. % wlfs% pla werg%ﬂtwe@d omtdoors and tref$ed at
the growth stages BBCH 33 and 69. @%a‘[ e%x wa @mp}gé“thrq&@ld ure w al@$§’grair© days
after the last application. The total @diog&tive ére@due ‘ﬁRR)@mouﬁ tod, @J equ@§g in hay,
6.12 mg equ/kg in straw and 0. 26 g eq g in g allbexpre@ ent @;ulvagbts

S
All samples were multiple eX@cted"@h etomtrl@?watQ@@/ lﬁv) rom wl@at hé% 1% of TRR
was extractable; from straw"and am 76 0 an¢66 5° of TRR werg Txtraggable, An increase of the
released residues was aclfigved @ mi aV port at enhanc @en@ature% esulting in a total
portion of extracted resi?i’ues 98. 6% of \Q' nd 93.3% of R@rom straw. Diastase
digestion of grain to rol th &S| rch ind rea the total peation ef released residues to 93.5% of
TRR. In total, 8@% RR(5. /kg) WS 1d®ﬂﬁe%n hay,@O 4%%4.31 mg equ/kg) in straw
1

and 48.2% of T 2@1@ eqL g)m graiq. \@ @ @& @@

<O S S -8 .
The metabohof teitloxysBobin B Whe%t wa@ery efensiveNds all four stereoisomers of the parent
substance and at 183t 11 Tree amg 8 ¢ Juga &d metapdlites coll%%igﬁ identified. None of the isomers
except theparent substghee a etalfotites e ee d 10% n each of the wheat commodities.
A @w @ ® . é@ %, O

A significant port f tl@ﬁ)ar @E/E ) erW Wwas 1S&merlze§\to the Z/E, E/Z and Z/Z stereoisomers.
Besides 1somer1 m ébohc @’actm@ revgaled to be ester hydroly51s to form the
corresponding catrbox 01%> ydréxylatid@ occurred at the imino-methyl group and at
the trifluoro; ﬁ; g indl {@mo%@lgm 1€ant portions of the hydroxylated metabolites
were conjuga ed with ghyy 0 yl up was paﬂly oxidised via a hydroxyl to a

se \ he no-
carboxyligsacid group, Two @ery gio wquetabolites arising from the elimination of the
ester/méthoxyimino- oup (p%bably via xylic acid intermediate) were only formed in hay

and straw. The s olicqgeactidns w@e also observed with the alternative trifluoromethyl
phenyl radiolabel. @ & O
@° SN &

However, a&@%ional%éry ar m@%bolites were only detected when using the glyoxyl-phenyl label.
These metdboli ithe on\ggltmn HY extracted or with microwave support or after enzymatic
hydrolyS@%f thisstarcliyin , were isolated from the aqueous phase following organo-aqueous
partmoi%g h@]or lar abolites released from grain were identified as phthalic acid and its
derm&twes @t bolites of this group were characterized by a combination of phase partitioning,
ra radio LC&PLC MS, hydrolysis, methylation and acetylation. Based on these methods
the St{ﬁ of a new metabolite was elucidated with very high probability, i.e. the “cyclic keto
alcoho¥] SA04271. This metabolite was released from grain at similar portion as the parent substance
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In each wheat commodity

the parent substance E/E-trifloxystrobin proved to be the main residue

component (>10% of TRR). All other residue components appeared at levels less than 10% of TRK” @b
' S
The proposed metabolic pathway of [ 14C-GP]trifloxystrobin in wheat is show&@ Figure 6.i .@%
g .
Material and Methods < N
%% °\© Q, § %@
Test Material @ & Q\\ @Q @
K o & S
Structural formula Q R @© @Q}
S
L S ¢ &
> D .S
S T
v @y AN
@ S & °
AN * dehotes t@e 14@@61 @
. X
S & %
& & 0

Chemical name

(E, eth(@j’lmlm {2-[ B5¢3-trifluoro @nyl@hyl@@leammo-
oxy thy@ phen%l} ace@ ac1 thyl@ster. (gs )

@ &
$ -0~ (me xy1 1no)- - 1 [Q@tnﬂ@om@jlyl)phe@yl ethylidene]
ox;@eth@benzen acetlc amd@qethj@s‘[er ?@AS)

Common name A mﬂoxys&c?obln@ @% S Ry @
CAS RN S pMIs217 S N O A SN
Empirical formula 9 . CuHpFNeds, O g ~
Company code Y O | €6A279202.N 7 &7 @ &
Molar mass (p&a- lab@d) \408.@m0§lg@ Ny
Label & [gl@xyl—p\heny]ggﬁ—14(?@§riﬂox%trobg\% abbr. [14C-GP]
Specific j(@dloactlwty S AW h@@’%g =%7.0@Ci/g\\§g?7.4@gmole
Radio¢hemical purity? . 998% (radiceHPLC Sadio-FLC). >
Identity 0 & Cofifirmed By HPEC/MSMS and 'H-NMR
QO
T N @ § éﬁ% v $ @ﬁ@@
TestPlants (@ o O 7 O O
¥ S 8L P
Test plap@ & ing @heat N - N
Variety @ ?hasgs . Q
Study ydesign S O’ui(%or study if@'1 m? planting container
Growth stage afy)® - o spgay apglications at growth stages BBCH 33 and 69,
application & ® 4{3 praeg\ erva 2 days
Harvested e‘g/lm(@“tles § H@/, 3 day§ after the last application.
@ tgre straw and grain at growth stage BBCH 89, 35 days after the last
@ N application
) )
FE T

&
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Sowing of wheat grain, preparation and application of the test mixture

Main experiment N @ﬁ
Sandy loam (72.4% sand, 22.6% silt, 5.0% clay, 1. 02% organic carbon, pH @[CaClz]) wa@itlle

an outdoor planting container with a surface of 1 m*. Spring wheat was sowgpand cultivatéd outd@rs
during spring and summer 2001 at -test facility (Germany) of Bayer AG. The nth
temperatures ranged from 8 to 20°C, the mean sunshine @rlods frorn 9“9@% 242 houfs(mon@{ @

natural precipitation from 22.7 to 104.7 mm/month.

& @Q @@ § &
Supportive experiment @
An additional supportive experiment was condu@n a plant co@ame@%ur @ of 08§ g 2) f(%»ed WQ%
sandy loam to generate a higher amount of 4etabolites. The co ine te ~ en
vegetation hall that was surrounded by a net ence augprotegted a?gamst&a exi«’Qle glas‘s,, roof.
Spring wheat was sown into the container &b th §ime titne a the @aam {xpern%nt The
container was watered if required. The r%ults & this @lppof@/e e%perlm@t are bt s@n 11@%11e
Findings’ Section. & \ \\ % §

@ @ & @ \ @ &

The wheat plants in both experlmeweﬁg%eate@%ﬁy t%@ foh@y spra pp pro 7 weeks

(BBCH 69, end of flowering). The singde ap tiopyAte w@app OX 2 as/h% The Water volume
rate was approx. 800 L/ha a@he Q%ﬁn annual ugy rat%pro 500 g as/ha or bdth experiments
radiolabelled [14C-GP]triﬂ(§§&ystr&1l?in W@lss%ved in EC 1& {@fo lation and diluted with

water to yield the spray sahtion y 10n w evenly s edﬁ r tl&%ﬁrface of the plant
containers using a flat™fan n %zle tha b@ﬁy (outd §xpenmem) or by a

computer controlled track sp @portl ex @’mer«@ s
frack spggyer (& £S S R

The stability of t@s‘[ @@s‘[a c@/as@ﬁ ed @o—lgﬂc l@fore agg after each spraying. Both

plant contamer@er%@emhzéd an&treatesk 1t ﬁiffere@ p§id@ %requlred for cultivation of

after emergence of the plants (BECH 3303 node at foast 2§§m above 21 g Weeks later

healthy plant% K @ @@ S @
Harvest ang)processing%% %@ % b\ v @ é&%
SN I P S

LS

Three days after eco d\applfsgtlon @eat plant in the @1 growth stage were cut shortly above
the soil surface. co ete sample W@dﬂe rogu temperature for four days, cut in pieces
and homogemze@wm@uld oge@um Qg%hlgl@gpeeder At maturity, 35 days after the second
application, «g at w@ cut ove @e sm@urfac@’ The seeds were collected by hand yielding
the grain sam le. ars a chaf@@\ver mbined with the straw sample. Straw was cut
in pleces raw pleces and g w enised with liquid nitrogen using a high-speed stirrer.
The pul i@zed plant. Q%%enal@zas stored m& fre%ar at <-20°C.

Alii}uots of the homoge@§ t cof@nod s were extracted with acetonitrile/water (4/1, v/v, 4x)

using a hlgh—S@aed stirrer. { li@ses @re separated by filtration. The combined extract was

radioassayed %onc Pate d partitioncd against dichloromethane yielding an organic and an

aqueous ph@ T@phas e§were separ%?d, radioassayed, concentrated and analysed by radio-HPLC.
@

The ren@anm 11 of h d straw after the primary extraction were exhaustively extracted with

acetol %lle/ @ V/‘:&)y at 150°C using a microwave device. Extract and solids after extraction

@adlo@sayed
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Enzymatic digestion of grain matrix R

o

The remaining solids of grain after the primary extraction were hydrolysed by the starch-digestingyy
enzyme diastase (10 days at room temperature and addition of little sodium azige to prevent @icrokggal
degradation). The hydrolysate and the filtered and air-dried solids were radioggsayed. An ah%uot ofthe
diastase hydrolysate was further hydrolysed with concentrated HCI at 1Q0°C. The hlysa@ way,
portioned against ethyl acetate to isolate less polar aglyiég%rThe resultlggy ueous aneegorgam ha@g

were radioassayed and the organic phase analysed by ra LC @ @ @
K @

Derivatisation of metabolites %@} §© é\g Q @§ @Q}

’ &
Methylation with diazomethane QQQ} . @
The polar metabolites in the aqueous phase fr&m gral%extr n @ d ani\\t’e d1‘&§golved
in methanol and diethylether. For generdfion of dla eth <Ci me yl-N itroso-p-
toluenesulfonamide dissolved in diethyl %her d@ped@n‘to a@oluno of % 1@ th e

a wateghath

glycol and diethyl ether in a small flow- ﬂ%oug{}las& arafdy tha s ge@ y heated in

The developed diazomethane/ether vagpur veas dire y t,refﬁsferr@ w1tl&§ ge str ogen
into a small glass tube with the £ nﬁ%&boh@' me@ﬂnguml t10 emamed

constantly yellow. The resulting §§utlon s coﬁeentra%%’d tg 1tr0 ots of the
metabolite before and after methyTationdyere afial se@y TL,
@y @9] @ y @ @ @

o @
Acetylation with acetic acid @ rlde S @Q 2 @
In a parallel experlment,@}he p me@@) @ in th@aqueous p@ase § rén extraction were
purified, dried and re-dissolved in pyr § acm@a‘hhyd?ﬁde in @ closed’glass vial. After 5-
hour incubation at reom tefhperatéwe th@solu@n Wa@ condentrated to, ess using a rotary
evaporator. Small @unts OF et @bl waye re dl dded ringthis cm\lcentratlon procedure to
destroy exceedin tic deid a,n ri %§nd to com 1st1&ate of@le pyridine. The remainder
was re- dlssolve ht atel%l}d &alyse@&\/ ra &HPL@

‘”\a
kS §
"\
. S & @
Radio mg (measgréme Qf t‘h@@admacﬂw@ w ﬁond@ed by liquid scintillation counting
(LSC). Quenching "'vs%as aﬂt@matl%lly c@pen%@ed u&ng any \external standard. Solid samples were

firstly combusted apd the CO»a in @y alkaline scintillation liquid. The detection limit
was set to twice @e 1n@me$ ackg@‘und (%ppro§20 q@

Radioassaying and @alvsf&

@
Radio-TLC ‘Whs co@duc@ onﬁﬁica @l platg \ (Sl@ F2s4). Following application of the residue
solutions @? plates were ed - a,dfstan Qf 15 cm with two solvent mixtures (1) hexane :
diethyl @er . tetrah @ofur@ fo @ ter (10:70:10:1:2, v:v:viv:v) and (2) chloroform :
methanol : formic : water (7530: 4 @}V VIR . Radioactive spots were detected by a Bio-Imaging
Analyzer. Co- chr@hato@phe& non-dtive &erence standards were visualized by fluorescence
extinction following excitation with mercurg UV-light.
@ g (3 Q@‘? g

Radio-HP as%@ﬁdu on i?R column (250 x 4 mm, 5 pm particle size) operated with
different dien&hix‘c S o@’ater artd acetonitrile (both containing 1% acetic acid) at 40°C. The
HPLC ystem §%s equippedQvith a radiomonitor with a glass scintillator (cell volume approx. 400
ul). The c@mn % very, was examined by comparison of injected and eluted radioactivity. The

@ radigg t1V1t@émo ed to 97.5 — 106.0% of the injected one (with one exemption 122.4%). The
lim ntlﬂcatlon (LOQ) was set to a peak size of twice the detector background. The HPLC-
LOQ depended on the used separation conditions and ranged between 0.001 — 0.01 mg equ/kg.
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LC-MS and LC-MS/MS analyses for identification of metabolites were performed with a combination

of TQS mass spectrometer connected to a HPLC system with a RP column (250 x 2 mm, particlgSize &
5 um) and a radiomonitor. The HPLC column was operated with gradient mixture of water andy
acetonitrile (both solvents containing 0.1% formic acid). Ionization was a@kved by el sp@g
ionization. Daughter ions were generated using argon as collision gas. g

Enzymatic hydrolysis of conjugated metabolites was_.conducted wﬂsb%cellulose &@raw%@nd &
glucosidase (grain). For "H-NMR analysis a 300 MHz I\%@ spectrom@r was used. o S

R @ § ) @

Findings %@} §© é\g Q @§ @Q}

o & & &
Total radioactive residues and their extractabilit Q} @ Q \© %@2 @@

2 v
The total radioactive residues (TRR) were d@gfxrmm@ by radl@lv ity in thy %P imary
extracts and the extracted plant matrix. amyp nte 5 m u/k@ln Wl‘@ .IQ@%g
equ/kg in straw and 0.262 mg equ/kg foggram\\ \ %
Q
The portion of radioactive residues @aot %1% w1®acet@rﬂe@§ater $€@oun£y for@ 1% of TRR in
wheat hay, 76.3% of TRR in stra\gand f01%’6 S‘V\e)f TRi%’ln gggn @ @ %@2
S

Partitioning of the extracted @ldue‘%&mto m@hyl§ c %&% @ulted @ th@llomg distribution
between organic/aqueous ph@ses 1/@0% &f TRR h&' SQ (926 3 @ of TRR for straw and
16.3/60.2% of TRR for gr@ @ 9
An additional portionsf radm@%lve @mdue@oul extr@ted om %y 4. S@f TRR by microwave
support resulting @tal era E@' of 98. 6%§ from Straw®16.9%, of TRR by microwave
support resulting & tot xtrac@n Q@@'j 2% of T: a 5@ ron&gram @7.0% of TRR by diastase
hydrolysis of the; ta@ atrix resultmg k&%tal &tract@n S‘V@ TRR. The non-extractable
residues amougded ipim 1@1 4%@ T§E@m hagg, t0 % 1n straw and to 6.5% of TRR in
grain. @ @

N e
The regiflites release m giain b astase d ion {ge h@?olyzed using hydrochlorlc acid and
partitioned betweerfq% yl deetate and w ‘gg RR p&‘iﬁtloned into the organic phase and 3.0%
of TRR remained jjthe aqueou, ase’\
Residues in whgat ha@%raw%d g@n ©\ Q @’

Q0 O O S o

The compesition of the r§10a§e re \- es 1@wh %ay mature wheat straw and grain following two
foliar tr ents w1th\|§@1c -TRJtriflox str0® 1 @sented in Table 6.2.1- 2. All four cis/trans-isomers
of th@\g)arent substaﬁ@ an(%t leaggll fr@f\\md § conjugated metabolites were observed.

The parent substance E@g trl% yst@m WQS the main residue component in all wheat commodities
amounting to 4! 3‘V%ﬁT 43& g/kg) hay, 18.6% of TRR (1.44 mg/kg) in straw and to 11.1%

of TRR (0 m%gg

The idef ﬁed nent the extracted radioactivity shown in Table 6.2.1- 2 were grouped as
isomets of th@pare OmMAQ nd and as free and conjugated (glucoside) metabolites. In total, 85.9% of
@5 lg eqike) @s identified in hay, 70.4% (4.31 mg equ/kg) in straw and 48.2% of TRR

@qu/kg) in grain.

Significant amounts of the parent E,E-isomer were transformed into the other isomers (reaction 1 in
the metabolic pathway, ). The proportion of parent isomers accounted for 53.1% (3.18 mg equ/kg) of

.12
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the TRR in hay, 29.3% (1.79 mg equkg) in straw and 17.9% (0.047 mg equ/kg) in grain. As the
individual isomers showed similar MS spectra they were differentiated by co-chromatography wigh'the ©©
respective reference standards. Q\ o3
& @
Apart from isomerization (reaction 1) the main metabolic reaction of triﬂox@obm in whéat wasthe
hydrolysis of the ester group (reaction 2). Furthermore, the hydroxylation (reaction 3) &F the@mo
methyl group and also at the meta-position of the 1,3-disubstituted trifluoromethyl pQle ri
important. Significant portions of the hydroxylated @abohtes w@ also detegted a \lyco§ @
conjugates (reaction 4). The methyl group was partly oxidized (r@lon 3) to a@arbo . Aé
minor reaction was elimination at the methoxylmlnoéoup (reactign 5), probabl@’la a &bm@c acj
intermediate, to form cyano-metabolites in hay>and straw (r€leaseq” aftgts microwave ppagt
Following cleavage of the bridge between the pkényl rings, lyoxy@pheny OK W% sfﬁlte%ly
degraded to different minor label-specific m&aboht@; suc@ th&cya Benz acids 1ts oxidation
product the phthalic acid and, by further ehn@a‘uq&"f wa@f to Q@@g cyc/#eto @ohok (SA%271)
The “cyclic keto alcohol” (SA04271) w@l IQ%d fr@the @ter Irse fo@)wmggthe ﬁr@xt @éon
of grain with acetonitrile/water a@r‘u o0 of e extﬁct ag@nst Q%hl @eth polar
tO

metabolite was investigated by HPlGSMS«and way tenﬁ@vely ntlf cohol”. It
has been demonstrated by TLC thgkthis nfétabolite is differen a11 densation
product phthalide. Following methylaéon di metl@y

§@ethy on p?oducts were
observed that obviously r d i?\ﬁn methylatgp o&'ﬂffet pro cts Qfter %pening of the
cyclobutane ring. Following&aceté%anon AQA271, three aee ylat prO@letS we@e detected. The
main acetylation product ayas identifiedas §O-acet ated benz $@ formed after ring
opening of the cyclobutdne ri Acidi®h g SAQ4 71 2 HGL& OOQ@ hours) proved the
hydrolytic stability ofithis p@é%bolf% and@xc ce fa pate 1al conjugate. These
investigations indicgfed the™“cor 1%@&1% of%e structure@ thl&metabohte with a high

probability. @ & P \ @ @ g @@

& \ NI )
The enzymati @tarc@dro@ms oéﬁhe % m x Wl@ dlast§ re uth\?ed in polar residues and polar
matrix com onents@hat c%uld be 101 ated her by chromatograph or by partition
between - -Qr anic/aqueods ph fore acid h ly: s@’tep using hydrochloric acid was
involv llowed bygrgani¢iiqueo partlg\lon ethyl et@ Two aglycons were detected in the

organic phase. Thg hEN ai %eomp@gent s plithalic acid a&%ompamed by a small amount of its
condensation pr \.. gl alide twé&obvm&’ly fo@nedgle to the harsh hydrolysis conditions.

@
The proposed@ @etab&@c pa@ay 01<P14C-©%]trl\i@xystr@m in wheat is presented in Figure 6.2.1- 3.

9
Storage s];a%lhtv of trlfl%xvstrq an;ﬁis met@ohte@n wheat

The @tractlon of Ql% st;%w a@ gral@ sam @s of wheat was initiated within two weeks after
sampling. The radio-HP tions® uantitation of the isomers of parent compound and its
metabolites we?ﬁlso perforr& wittgn 1 Weeks The extracted solids were kept frozen until further
extraction a@ e C(%@Spo g Xl acté@ sre analysed without delay.

Repeatetract@n an@aly@’ of stoQ?ed grain samples were conducted five and six months after the
initial ‘@aym he meta pattern of the aqueous phase containing the major portion of the
extra@%‘d re <"e es & vmpally identical after all storage periods and thus confirmed the storage
st y 0 o~ curre@%nﬂ@ystrobm residues in starch-containing samples for at least six months.

For dlﬁlse digestion the extracted grain was incubated twice for ten days at room temperature.
Microbial degradation during this incubation was avoided by admixture of little sodium azide.
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Conclusion .

&
Following two foliar treatments of spring wheat with [14C-GP]trifloxystrobin using single usetates oy’
approx. 250 g as/ha different wheat commodities were extracted with aceto i¥ile/water 4lay~/v
release radioactive residues. From wheat hay sampled three days after the s@nd treatment-94, J% of
TRR was extractable, from straw and grain sampled 35 days after the second treatm76 3@ an%

66.5% of TRR was extractable. R
&8 o
The portion of released residues could be increased by microwave &ipport at en@ncem §mre©
(hay, straw) or diastase digestion of starch in grai hese procedures resulte an f@reas
extractable radioactive residues up to 98.6% of TRR from hay, @ 2%@51’ T fromtraw d up |
93.5% of TRR from grain. In total, 85.9% of (5.13 @equ/k@ was 1 n‘m{l@i in fmy, @4

(4.31 mg equ/kg) in straw and 48.2% of TRRQQ) 126 @ﬁ equk®) 1mgg\cun @ \

SN

S)
The metabolism of trifloxystrobin was ve exte e aséf) fou@terem m of th@are@bs@we
and at least 11 free and 8 conjugate@leta{(ﬁ ites (%uld @ ide oneof the 1Somer§>and
metabolites except the parent substanc c%id@d 10‘@01‘ I&R in ¢@r oﬁgﬁe W COI@@Odlt

%

A significant portion of the paren—lso@er Wa%»ﬁom?éﬁﬁed the @ E/@}n ﬁer@@%omers.
Besides isomerization the mam etabplic réactiogSreve @e ster hydeolysissto form the
corresponding carboxylic acig-Purthétmore, @dro ation ccu at the’ imig-methyl group and at
the trifluoromethyl phenyl ring in the m- ion, Significant pg n,s &7 the drOX}@ted metabolites
were conjugated with gl@ose @e m@o m@yl grodp was paﬁ@ 0 %ﬂsed via a hydroxyl to a
carboxylic acid group."Two yery m fHor tabol@e% aﬁ%ﬁ’ng k@ elimination of the
ester/methoxyimino-group ( ablyvia tl@carb@(yhc\eg 1ate) wée only formed in hay
and straw. The sargp meta @ctlo@ were) also&@bser@\g w1t® he &\ema‘uve trifluoromethyl
phenyl radiolabel {Sge befs e)

S SRR N @Q S @ @@
However, ad @mai@y pelar m@%bol e@were\pnly @tecte&hen using the glyoxyl-phenyl label.
These metabolites her“&onve%tlonally extraded ith @icrowdve support or after enzymatic
hydrolysx&%f the starch%m grayl, w isoldted fro the@queods” phase following organo-aqueous
partiti . Major olités released @ gral we@§ identified as phthalic acid and its
derivatives. Other tabolitgs of this iﬁ WCI"&C ar cterlze y a combination of phase partitioning,
radio-HPLC, radl rol

at1 n and acetylation. Based on these methods
the structure of @ ne\@neta 1te elu*&idate w1th high probability, i.e. the “cyclic keto
alcohol”, SAO@H ol;t&@vas r@ased@om n at similar portion as the parent substance

In each w&E§at commod1 34 th are b§t:§@ce @trlﬂoxystrobln proved to be the main residue
compo@ (>10% o @R) Qll othe ponents appeared at levels less than 10% of TRR.
Thergfore the paren‘i@abst ce m serv@s an& ical target for monitoring and risk assessment.

e iace migpserygps ang|

> o RS

S &
&@%%g@Q
v
T & O
N &
N @@%
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Table 6.2.1- 2: Composition of radioactive residues in wheat following two foliar treatments with
[14C-GP]trifloxystrobin a use rate of 250 g as/ha

Wheat commodity Hay Straw oY Gral U@‘
TRR [mg equ/Kg] 5.98 6.12 N 0262 o2
Parent/Metabolite No. | [%TRR] | [mg/kg]* | [%TRR] [mg/kgi* %TRRg? mg;@ eN
Parent isomers 53.1 318 | 293 179" | 179v | 00475
CGA279202, E/E 1 40.3 241 | 186 (\@14 161 10 0.028
CGA357262, 7/7 2 22 013 4 23 | O014 | =J8 & Q05 ¢
CGA357261, Z/E 3 7.1 04237 53 @ 038 k29 | ©003@
CGA331409, E/Z 4 3.6 0y 30N | L @19 F QY |9 0049
Free metabolites 8.9 .53 & 335 [~ 2.050 9.2 07050
CGA321113 5 1.3 008 | 88 & o33 |9 1A | ohoog -
CGA373466 6 02 «0 0ol [so 260 ] 20128 09 [© %§\?
NOA414412 12 0.7¢° | Q04 @ 65 o 040> | L34 6
NOA443152 10 0352 L 0030 B9 of 0% 4 1@ ..0.005
NOA413163 o | &0 T o022 50 | 03167 B8 0,005
NOA413161 8 lo, -«?| @2 & &P J 00 003, 0.001
FWHO115C 540 1w 009 7| 0.9 @18 | 3.0 0.009
FWHO115D 3] @07 & o |[TDi12 0 [«007 ] @l 0.008
BO172741 "N I A Q- -
BO172631 A a0d 2 Y O] 07 o w04 P - -
BO172323 D] 39 & & o D 0.5, ~0.03 - -
Tentatively identified wietabolite RN (I} N

SA04271** O ' 59| @t JT00L” | » 15 009 9.6 0.025
Conjugated metablites ™ | ¢23.7. | 442 &> 61° [=.0.37 4.9 0.013
NOA414412 conj. 1 F012° 2407 | 0.13a | @3 <7 0.02 - -
NOA4M412 conj. 2 Y “12 68 4 0400 | ™05 7 003 - -
NOA443152 conji” | “fo” [ £7.2- ] £43 o 20 0.12

NOA443152 coff2 4510787 14 %0.07@ R 0.02 3.4 0.009
BO172741 ¢d@i. 1 O 1] .37 P 029 | ©12 0.07 - -
BO17274kconj.2 | ®1” |25 Q] M5 oY - - - -
BO1726&F tonj. @407 0.®° [&0.00°]| 09 0.06 - -
BO172323 conj. <[ 39" | ~0.2 4~ 009 0.9 0.05 - -
SAQ4375%* @&‘) ~ - Q] & - - 1.5 0.004
Characterized fpactions 2 B

Organic fragtipns _ =) ﬁ %05 o] 0.03 2.7 0.16 16.4 0.043
Aqueous @%uo@ Q |5 1079 0.64 11.4 0.69 29.0 0.076
Microwa¥e fralons, = _Q 1.5 0.09 8.7 0.53 - -
Nonaextractsble @ 2y 1.4 0.08 6.8 0.42 6.5 0.017
Tétal idefitified 85.9 5.13 70.4 431 48.2 0.126
Total(g@racterized 12.7 0.76 22.8 1.39 45.3 0.119

“ 9

: conjugated metabolite with number n * [mg/kg]: mg parent equivalents/kg plant matrix
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Figure 6.2.1- 3: Proposed metabolic pathway of [14C-GP]trifloxystrobin in wheat

(e}
@\@ )
0 Wz M £ :
T E) . c
/Py @@ &\@M W o 5 > - 5 w 8 s .
3 A N A O & < & ¥ o _ 8 § _
N Q = M S % € = 8 3
= H -t -Iyoat
g@ : 2 2 2 58 % 3
@ % o wi @ 5 ® 3 £ L
(&) £ = =Y [

/ N ~ZE 5 N = O.W.Mnnv.ms.w
M.e,O ) .W ..bhocdm.m
33 ® S D O
<0 /Z 8 ) 23
5§ z o 2 HOIOIOIOIOr M
z2 g P o

&

' )

v

(o)

3

o

4

"M40"

glucoside conjugates, "M39",

B0O172323, M39

\’E\l\/
O
NS
N
E
CGA357261; ZE, M3
O. /£
N C
~ .0 %
N~ CH,
CGA373466, ZE

[
g@\
g
(@] e} ()
\ w S o
C3 (@] &) [} O
T M o < T
(@] o) [
© I}
T I »




B . Page 34 of 197
sayer) Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
Figure 6.2.1- 3: Proposed metabolic pathway of [14C-GP]trifloxystrobin in wheat (contd.) @ S
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Sugar beet .

metabolism studies became available on sugar beets. In order to broadedSthe use sp m@f
trifloxystrobin the metabolism was investigated in a crop of the category r@pt and tuber &ops Two

o

After submission of the original submission for an Annex I inclusion of trifloxystrobin ad@itionafyy’

studies using the [trifluoromethyl phenyl] and the [glyoxyl phenyl]-14C %bel are sumlse@ th%

following abridgments.

©@ < &

< © & @\\ &
Report: KCA 6.2.1/11, I 2000 :a1-069117-010° %@ S L& .9
Title: Behavior and Metabolism of Tgr\éﬂuoromethy@he%L (U) ] QA-27QQ;02 i&@
Field Grown Sugar Beets 4 @ Q ¢ @
Document No: | M-069117-01-1 « e @’ Q - N
Report No: 99MK09; 1266-00 © @ S & O @ o ]
Guidelines and | US-EPA OPPTS 860@1%00 Nature of Resides %lants 9%) 2 & @
data requirements: | EU Directive 91/4 1%/ E@mnen%d ssian Diregtive 96/68/E
Agricultural Che c; cal Es@%vs a e%@tronﬁar@%emj@hsmﬁdy (@85)
GLP yes N N NG
\\)J N A
i @Q &@ @@”) @6 @Q\? &© ©© @Q ~
Executive Summary Q @ & @Q (S é%
$ o % .
The metabolism of [ 14C@"P trl@» yst in inve 1gated in @gar et folfdwing three spray
applications at single uséwates ©f appro as/ (1x @ﬁhcaﬁ%n ra§ ng 395 g as/ha. The
plants were cultrvated\goutd@ THe first @eat t W%S congductedgat the. h stage BBCH 39

(leaves covered 9 of g und@ TwgZsubs atmen wébe performed at 3-week spray
intervals. Sugar b és sam) one da)%lfter tre - enthd hagested 21 and 45 days after

the last treatme@. T wereksepagated m\ 1age)§n &§t (%%s) An additional overdose
experiment ed t@ardr e cha cte%atlon@ad ideftification of metabolites.

The total &%wactrve res@ue@ @ ps @’ the 1X ap %@atlon @te experiment amounted to 2.28 —
4.13 rent equlv nts/ (m gqu/k hour-afte \ich treatment and decreased to 0.45
mg equ/kg 45 da;@ﬁ@er t&&last applicagipn. The TRR levels gn the beets were generally low ranging
from 0.010 to 0.0 g equ/kg oug{ﬁrﬁ,ut beggampling. >

R

The predomm@at p &%} @R@ could b@conv@%onaf@’@extracted with acetonitrile/water. From the
tops approx 97% re e@cte@d fr@n the beets approx. 79 — 100% of TRR. Where
the extraction yleld was lower 1gn ion.w 7 addltlonally extractable with use of microwave
causing aluated terp ratuf@ In turn, th&w tractable residues were low, i.e. approx. 1 — 5% of

in the tops anﬂ%pm&8 /o @“' R in the beets. These non-extractable residues in the beets
corfesponded to 0.0002 OOMg edkg @le two later harvest dates (21 and 45 days after the last

application). @° @ &

& > § SR

The metab@m NrifloXystrobin in @ar beet was very intensive as approx. 20 metabolites were
detected ity botkltops @d r(@. Most of these metabolites appeared at very low concentrations
(<<10%® T]@ Two me ites revealed to be major in the roots. The carboxylic acid CGA321113
(M5 EE- Is fer) nted for 9 — 11 % of TRR and its triply hydroxylated derivative (M 16, Ili9,)

ted r 10 @IS‘V@f TRR. Additional minor metabolites were identified as CGA373466 (M6,

KI@yhc acid), NOA443152 (M10, hydroxylated ZE carboxylic acid) and NOA414412 (M12,
pheny droxylated EE carboxylic acid) and their glycoside conjugates, respectively. The metabolic
pattern observed in the 1x application experiment was confirmed by the overdose experiment.

@
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Some of the plant metabolites of trifloxystrobin were also observed in the soil. The carboxylic acid
CGA311113 (M5) revealed to be the predominant residue component in soil. The parent sub @6

was very low at the two later sampling dates. Q\ 03
& @

The proposed common metabolic pathway of [trifluoromethyl-phenyl- U=§14C]tr1ﬂ0)<}%trobn® in

plants (wheat w, cucumber ¢, and sugar beet sb) is shown in Figure 6.2.1- % § @ @@

Based on the structures identified, the metabolism of tr@(ystrobm 1@1gar beets @aears\t@ pro@d @

via different transformations: @

@ C&

e (Cis/trans isomerization of trifloxystrobin an(@ydrolyms of@le meghyl ﬁe &@

e Methyl ester cleavage to the major metabolitellls (= M5 %}Aﬁ @13) c1%@ns J&@her zaton
of M5 to metabolite 124, (= M6, CGA373§@6) ) S

e Single and double hydroxylation of the @ﬂuq&eth s hen@*rm& MS@sultlgg in I%taboh‘ge
I (= M12, NOA414412) and its s&égeom@’er & w1tli@ub§quent ggalycom@ co@a‘m@ to
form metabolites II;o or Iy,

% \ AN
e Hydroxylation of the methyl ﬁ&l‘m@@% of @ ate l% 2- @lhdfmga ﬁ%}(yn@hyl gboup to
0

metabolite Iz, (= M10, NOA4 ith S@seq@ gly®s1de n rmgnetabolite
111, and threefold hydroxylat@ of phenyl alﬁ m thy gr@ th@maj ordnetabslite fraction
II190 (M16) that consisted of s&ve @150 3eac m@g acco n%é"’ < 0.0 mg equ/kg
(investigated in the parallghstudywith 4C "‘C" -lakef, s low) é
e Formation of bound resfﬁves tg a low ent.& @ 2
e The parent substance%veal@ to @he ﬁ\‘@’) regldu g%mp@nt m@@%gar beet tops and
roots and, therefore, % pr@sed (%s mar %& s1<é%e analysis. §
N SO NN
T & SRS Q &
Material and Me@s < Q@ )
§ .9 Q @
~ ST S N <
Test Material & @\ S N AN %,

Y & o o &

Structural ula ¥ 9
N WY
A F .5,
F &S
5 oo
@ QO ¢ .0 @ * denotes the '*C label
Ol R
~) @i
Chemi@é&{lame °\w % -methq 'mi@&Q [ 1-(3-trifluoromethyl-phenyl)-ethylideneamino-
% § <\ oxymyethylizphe @L}acetlc acid methyl ester (IUPAC);
N o R 9
@° éﬁ‘ me’@xyimino)—}[[[[1—[3—(triﬂuoromethyl)phenyl]ethylidene]
/@& %% amifQ oxyé‘ne hyl]benzene acetic acid methyl ester (CAS)

Common game %, ©° | Trifloxysfobin

CASRN? @ VY  @#1517-217

Empﬁfeal f()@\;{ﬂa @ v\; C20H19F3N204

Company épde 0 < | CGA 279202

Molar /p@s (non-labelled) | 408.4 g/mole

Label — [trifluoromethyl-phenyl-UL-'*C]Trifloxystrobin, abbr. [14C-TP]

Specific radioactivity 1.0 MBg/mg = 27.03 mCi/g (1x dosing experiment)
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0.9 MBg/mg = 24.32 mCi/g (overdose experiment) P
Radiochemical purity 95.8 — 98.7% (radio-HPLC, radio-HPLC) & 4 &
Identification LC-MS/MS with ESI ionization N (©) 0

& L
Test Plants A § @ %
- 2 2

Test plant Sugar beet VU @ é}” D @}’
Variety Kassandra Q 9 N §
Study design Outdoor study at a 4 n&@blot in SW1®'1and &© @@) @
Growth stage at Three spray applic, s begmm% at grqg%h sta% BBCH 39dgrop @
application cover complete, foliage caver: Qo o%gfound%pra terydly 3 WEeks.

Second and third)appliegtion at growth stabg&BCﬁ];ﬁ§9 43

Harvested commodities Complete su%r bee&%ﬁiants@ne hoty y after €hch eatme@ an @ay@

and 45 da er the las&%phc@mn Q% plar@ weggﬁdlwde
(foliage) @id roets’(beetd). 9&

DEFSERS o
Sowing and cultivation of sugar be%t prep@fatlon%nd applicati of ;@ test @%sta,n& ‘”\9
@ @2 SAES)
N @ .
Sugar beet seeds were sown@nto 1Qam 11 (49.6% sand, 30@@) si 20 2‘®cla 1.45% organic
carbon, pH 7.8 [CaCl]) o%"thre&outdc& ploﬁg locaggd at ﬁuese&g stétion

Witzer S§plot§or the main CYII@ §pplication rate) had
ere n fi

a size of 4 m?. Two addition lots Zan ovegydos and a contro periment. The sugar

beet plants were cu@ atecf§ sua agnc ral (ﬁsndm@s in¥spring~and summer 1999. No
additional pest1c1d eatlgent W§J fats ed tlﬁ)u - Qiit th@tudy, apart @grom application of the test

substance. @ \ @ @& Q
[**C-TP triﬂo@rstr Wi s@mxed@wth%blan@EC 1@ fon@§§uo@ The resulting formulation was

suspended@gl water to prepare%e S re Dhe ncent on of the test substance in the
formula@ﬂ arnounted p§ A) Three month Wlng the first of three foliar spray
treatménts were per,f(@hed the first tr@ﬁment@he sﬁ%ﬁr b& reached the growth stage BBCH 39
and their leaves Dﬁ%d aﬁprox @% ofShe m}nd Tfwo sub%equent treatments were conducted after

spray intervals s. A gfiall plot sprayer withfourcFEEJET flat-jet nozzles was used for each
spray treatment, ratedwerecl30 g as/ha (@Qapp]é@ion), 137 g as/ha (2™ application) and 128
g as/ha (3“@ plication) éﬁultiffg in a_fotal* Qgse rate of 395 g as/ha (1x application rate). The
homogene&r of the spr: m1 e wasscon repeated radioassaying before and after each

spray e\@t @9 Q @ @ o\%

N
In affvextra overdaﬁ e@lmpr@’ for @’ er@n of a higher amount of radiolabelled metabolites
additional plants were s@’ayed@ the sa e days as the 1x use experiment with a higher-concentrated

spray mlxture%1 he use T of¢his trig]> were 692 g as/ha (1 application), 693 g as/ha (2m
application) 7& as/ 3 aﬁplica@n)
Q

Samphngand m%essn@ of w@r beet plants

<&
$ugar @et pl r&’collected one hour after each application as well as 21 and 45 days after
thé@ lication. T plants were divided into tops (leaves) and roots (beets). At each plant

sampli 5011 core samples (0 - 30 cm depth) were additionally taken. The soil cores were separated
into three horizons: 0 - 10, 10 - 20 and 20 - 30 cm.
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The plants samples (tops and roots) were chopped with plant copper in presence of liquid nitrogen.
Fine homogenization was performed using a kitchen mixer. Aliquots of the homogenates were @6
for radioassaying. The remaining pulverized samples were stored in frozen condlgn (a@ﬁ

approx. -18°C). @

The homogenized plant samples were extracted 6-times with acetonitrile/ ater (4/1, vivySor a@st

hours using a mechanical shaker. The combined extract.was analysed sy radio-TLCy So \@ctra&g
from the foliage (TOP extracts) were concentrated and [@tloned aga@t n-hexane @voth ses wgre @
analysed by radio-TLC and radio-HPLC. Incomplete@%e tracted s@es were sul@eque§a tedé

with 1-propanol/water (4/1, v/v) at enhanced tempergthres (100 — k50°C) using @ﬁwro@ve o@n alg\
the extract analysed by radio-TLC. @) &

& TS 6 &
Clean-up of crude root extracts was carried Qut by @hd pltase ex@}cth&@’m &8 eéﬁhdge@ The
cartridges were washed with acetonitrile an® OII@HC]@%for “‘ prw§y etomt e/water

extracts were first concentrated to remove_the acety 1tr11@and then wer d to thp ca es \ e
loaded cartridges were rinsed with watet*oll W%d b \‘hmor@/lth & onlt ¢/0.Q1N HCl ~ te
residues were analysed by radio-TLC u@j g the, solv?&@ mlgc\t‘*&res 2. ®édnd 12\? (se 4%10W@a @

. < . .
Enzyme cleavage of an aliquot o &ﬁohagé@’xtrac%s Was%rfo ed w@ﬁ—@om (3?@%, shaking
overnight) following evaporation t© dryjess afid re-diszoluti & @te er atpH 4.65. The
resulting mixture was extract@lth, gthyl accbite ana&@cd b le- radfecHPLC.

Shoriz N g 9 o
Soil core samples of the same sa&hng@ y an@horizor were conﬂ@ned -drie®homogenized in a
disk mill and radioassayed. They were tHen ¢ acte ith @e“tonlfzﬂ?e/w% (4/{<§7v/v) in the same was
manner as done with plant S%@) es. The cor@meé@xtra&@ver%&lso %&alysed @radlo TLC.
@ S QO
Radioassaying andéﬁ%alv% @ \ @© @@ o @
@ N\ & ~ N @

Radioassaym@ @eme@ of @ ra 1@0‘[1%@% W% con@ed bt% liquid scintillation counting
(LSC). Quenching fgras amoma ica ly §0 ens Fed r@xt standard. Solid samples were

firstly ¢ Bhsted and the for bsofbed in a lk@nne séhitillation liquid. For quantification
of the 1oact1V1ty the ots i radio- TLC e s % ge@\mth the spots were scrapped out,
suspended in methanol and rad@assa aft@g a tlon yfs scintillation cocktail. The LOQ for
radioassaying wa 15 - g e g fq&%ﬁhe tap (f%age) and 0.002 — 0.005 mg equ/kg for the

roots.
@ @ @ § @ﬁQ

One and t\ﬁ@dlme(g%lo radmﬁ’LC@ duct@ on silica gel plates (Si60 Fiss). For two-
dimensional TLC used for sep eta@)ht @e plates they were developed in two rectangular
directiods?with the twWo solvient le res @n exane/diethyl ether/tetrahydrofuran/formic acid/
Wate%(710/70/ 10/ I/Z@V/V/ V) a@l 2) lom& /ethyl acetate/formic acid (60/30/10, v/v/v) as well

) chlorofon%me ol/f@gmlc aQid/w (75/20/4/2, v/v/v/v) and (2.2) 1-butanol/acetic acid/
water (40/10/1 «V/V/V) en@nal plates used for separation of the parent isomers was
developed Wlm tol (9/ 1 /V) Radioactive spots were detected by a Bio-Imaging
Analyzer chr@ma ed nonl @lled reference standards were visualized by fluorescence
ext1nct101&§follo atlo %y U%lgh‘c The LOQ for radio-TLC was set to 0.001 mg equ/kg

sample%@ % @
R &HP&was @fmd@wed on a RP18 column (250 x 4.6 mm, 5 pm particle size) operated with a

gradient fuixture of aqueous phosphoric acid (0.1%) and acetonitrile. The HPLC system was equipped
with a detector (254 nm) and a radiomonitor with a glass scintillator.
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The final identification of the isomers and metabolites of trifloxystrobin was performed by. a
combination of LC-MS/MS (RP18 HPLC, 15 x 2 mm, particle size 5 pm, operated with an gradient ©©
mixture of water/acetonitrile both acidified with formic acid; electron spray ionization for MS) andy
'"H-NMR (solvent D,O/CH;CN, ca. 1/1). In addition, non-labelled reference é@ndards werdzn ed@
chromatographic comparison.

@ @
Findings “\% °\© 9 ‘2”5@
VC@ 9 &S Lo L@
Total radioactive residues and their extractability @ @ Y &
o Q &

The total radioactive residues (TRR) in tops (f@) and beets@he %ﬁactﬁf?an@knon e;@acta@@
residues are presented in Table 6.2.1- 3. TRR i®@§0ps of the Ix,appli¢étion ra Slimerfbam

to 2.28 — 4.13 mg parent equivalents/kg magrix (m&)equ/ 1 h@ afg%i@ iar {%atm&g and
decreased to 0.45 mg equ/kg 45 days afterQhe laé&app tlc‘gﬁhe @%s 1&the b%ts were

generally low ranging from 0.010 to 0. 097%5; eq@g th\l@lgho ee§ ph@g Q @7 @&
\

The predominant portion of TRR coul@%e c‘@gventl@ally éxtract@ wit %ce 116/@1&
tops (foliage), approx. 88 — 97% @TR& nd @‘m ﬂ@%bee@ﬁppr RR were
extracted. In case of a lower extr@lon yidld, a s?gmﬁcgﬁft pogon W®add iok all traggable by use
of microwave. In turn, the non-extractable residues ﬁof TRR from tops
and approx. 5 — 12% of TR%% bfé%s The$é no e 1dues§ thecheets Seorresponded to
0.0002 — 0.0004 mg equ/kg at the two lateéﬁdrvegt date%g a da@ afte@%the las@lpphcatlon)

& @
Residues in sugar beet t&ps an&oots @ § @ w\g §

Sugar beet roots a gops v&@e i lly @trac§ cetom@lle/v&er at%lmbwnt temperature and
subsequently wit ol/w%r @hance usn@ micrgyvave support. The extracts
were partly clegned-tp by &0 olid- q(I]ihase <X act&hﬁ; w1t<]® C18@eartrifges and analysed by two-
dimensional io- apd radg=HP © orggtograghed ré"erence standards aided for
identification. The @ultlﬂg.com%osmo 0 h&f@dlo%gve re@lue%ﬁ’sugar beet tops and roots of the
last two sé@plmg datess 21 am;L @ afte@threé 11%@%&{@5 with [14C-TP]trifloxystrobin is
resent¢din Table 6. 4
presented @@ @ & S \©

X
The metabolism @mﬂo&stro in “sggar b%’[ waé%e ntenswe as approx. 20 metabolites were

detected in botl@tops hd rdots. t Qf“these ametabglites appeared at very low concentrations
(<<10% of TRB). TwO met 11t§s @éveal@to b&major® the roots. The carboxylic acid CGA321113
(M5, EE- Isc?@er) aédou fo& = IQ‘- R atyl its triply hydroxylated derivative (M16, one
hydroxyl eroup attached to pf%he @@e between the phenyl rings and two hydroxyl
groups aktdched to t %@iﬂuo@neth accounted for 10 — 15% of TRR. Additional minor
metabolites were Sdenti a \CG 346@ M6, ZE carboxylic acid), NOA443152 (M10,
hydxgxylated ZE é%fbmﬁ@@c acid) and@OA@MZ (M12, phenyl hydroxylated EE carboxylic acid)
and their glyCC@de con]ugatgggre gytwe@e The metabolic pattern observed in the 1x application
experiment was conf%med & rdoseexperiment.

However,&the ent @bs‘[@e tri%%xystrobin (EE-Isomer, M1) accounted generally for the
predomgrant re§tlue compoxtents at harvest (21 — 45 days after last application) amounting to 34 —
5% gﬁﬁ RR@top %d g7 - 48% of TRR in roots. Its EZ-isomer (CGA331409, M4) accounted for
I0of T@ in t@s andfor up to 3.8% of TRR in the roots. The other isomers, i.e. the ZZ-isomer

(C A3@5§2 M?2) and the ZE-isomer (CGA 357261, M3) could not be detected.
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Residues in soil

Qb
In the top soil layer (0 — 10 cm) TRR accounted for 0.032 — 0.103 mg equ/kg one day affey eacliyy
application and for 0.106 and 0.162 mg equ/kg 21 and 45 days after the 1 pplication he
application trial. The top layer contained > 79% of the radioactivity found inggte total soil dore QO

cm) at all sampling intervals. % § @ @@
N

)

Extraction and radio-TLC of the soil extracts revealed le’amounts o@ie parent L@tanct the& @
later sampling dates (21 and 45 d fter 1 licati h Th dominant résid

pling dates (21 an ays after last application to the gants). The 0 ;e.- ue©
component in soil (top layer) was formed by es@ hydrolysi&of the pare ubs@we @
carboxylic acid M5 (CGA 321113) amounting to @ 70% of ’@R &es Itsggom T
carboxylic acid M6 (CGA373466) accounted@ approx@ 4%Qf T e il&f%ro@
a

carboxylic acids M10 (NOA443152) and M12 (NOA4144 m@@ted& pp@ 1%0f TRR The

same metabolites were also detected in sugar®eet r(@ts an@laeav @ oy % .
S @ Q & & o
< N N2 'S @
torage stability \ N @ % Q" x §
@ N 9O o S & &

All samples were stored at approx. @ g@trac@/ere@red@.@é%"%@@? ma&un@ve a?d roots
tog

sampled 21 days after the last a%watlo@’were\extrac%d angh chro r@ﬁuca profiled approx.
two months after harvest. The extractsayere résanalysed af@ app. 8. 8 4 nthrage\at maximum
8°C. After the same time pe othg%llquo@’of s and%@oots ©f the satne fegzen $amples were re-
extracted and analysed agaig. Compari he etab%?lgte pa@@fn @mg@jﬁcant @mnge could be
observed regarding the qu@tatw d %@ml ati®e distribution of raﬁ@acﬂ& peak&

&

O

KN SN N @Ka
% @ o e (©)
Conclusion «x% @ g O @ C& .
%\ C& >

[14C-TP tr1ﬂoxy in tabol@d eﬁ@ mtenswe gf’ be ts as approximately 20 metabolites

were detected i & age}%%d 0ots (b&\fs) %and 48¥ays gliter th&last of three foliar treatment

at a total applitatioptate of @ Ba tﬁres 1dent1ﬁed the metabolism of

trifloxystrobin’in sugar beé&s ap ars to proceegf@la d rent {Rinsforfations:

o Cls/tr%r% 1s0merlzat1gn of @bm @d/or hydrolg&is of fhe methyl ester,

e M 1 ester clea e todhe major metabolitedzs (=:MS, CG@A321113) and cis/trans isomerization
of M5 to metabalite 11 m( Mz@, CGAYT3466),

e Single and d droxy on Nhe tr@uoro@eth henyl ring of M5 resulting in metabolite
In (= M12 441 and@s ste\yé\mso@sr Hz@mth subsequent glycoside conjugation to
form me Bolite @10 ordon, o

. Hydroxy ation o th@% sub uen f@ t the 2-ethylideneaminooxymethyl group to
met@te 230 (=M10, NOA44 sual@equent glycoside conjugation to form metabolite
1111 8nd threefol drox ation of pl% ethyl group to form the major metabolite fraction

with each isomer accounting for < 0.01 mg equ/kg

Hya (M16) thag Sons w§§d of gdvera
“@nvestigated in the lle@t udy with the\PAC-GP label).
e Formation gfbound residfies t@ow %ﬁ:t'
e No cle:g@e ofmﬁg‘% e iden@aminox ethyl bridge between the phenyl rings and, therefore,
formatiQn of 1-spépific ;@ﬁetabs
o Thg@ ent@stan@e reyéaled to be the predominant residue component in sugar beet tops and
ro& and@eref%e is @posed as marker substance in residue analysis.

le@%ro d commo@netabohc pathway of [trifluoromethyl-phenyl-UL-14C]trifloxystrobin in
plants @nea‘[ w, cucumber c, and sugar beet sb) is shown in Figure 6.2.1- 4.



B . Page 41 of 197
sayer) Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
Table 6.2.1- 3: Total radioactive residues (TRR) in sugar beet and extractability of the residues .
following three foliar treatments with [14C-TP]trifloxystrobin at a total use r@ of @6
395 g as/ha N @\ v
Sampling | Crop TRR Extraction Microwavé§v Non&@ ©®
Part with ACN/H;O | extraction with extra@g\ble i
° lﬁﬂ Q q <
[% of TRR] | propangVH.O | 9w,
\ Q,
N N P
[mgequke] | [% of TRRI' | [%ofTRR] | @hof IRR] kv &
1 hafter | Tops 3.384 9@@ < na. > N O @Q}
1*appl. | Roots 0.097 AD2.4 N ol o Aoz T >
v RN R RN ~
1 hafter | Tops 2280 | 982 ) < nay Q53
2*appl. | Roots 0.010 360 o | 182 | o520 | &
R ~ N % ® N @
A & 4 S
1 hafter | Tops 4.1;2@ S %@I R O 1.4, & &’9 Q
3" appl. | Roots 0,657 4 . W0 [ 432 & &g
R e o » & O & & O
21 dafter | Tops | @1.51% |© @] o 86 P «37
3“appl. | Roots > 0038 ¢ . 79.1 7 . IP4 o | e
Z) S fr’© Y i < \(\\ ‘2”\\4@
45 dafter | Tops ° [ <\ 0.453 ,ﬂ§ 920 & . 53 &Y 22
3“appl. | Roots @ 0021 92> [O S8 10.6
Y N
) @&@& \® §\ O f@@ N @
n.a.: no al & O N2 §
S SRS S
S & O N o S @
A S %
2 N A SIRS @ ©
S & & & [SEERSIIPN
- "\@ N v & N QS
@)
§ RN @%’ & S
o O ¢ .09 o O @
VW 0O O S & D
¥ o KX & o
=) % S @ %
@7 °\ Q @ o\
Q AN N @§ 9
> S S IR <
N (g @\ R Q
@" N >
s A &S R
@ < Q & ©@
@ SN
&
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Table 6.2.1- 4: Metabolite fractions in the extracts of sugar beet tops and roots 21 and 45 days_ .

after the last of three foliar treatments with [14C-TP]trifloxystrobin at a totakuiSe ©©
rate of 395 g as/ha NG
> =)
Pre-harvest interval 21 Days @»@45 Days &U Q@
Plant part Top Root Tep - N Ro@ o
TRR [mg equ/kg] 1.517 0.03%, 0453 N 0021 &
Residue composition %TRR | ppm' | %TRR |Sppm' %’[@1 ppm’ @Q’AT@ Rﬁf%l
oa 1.6 0.024 0.7 @} <0.001 &@4 0.0 004
o, 27 | 0041 | 05| <0001 (R53 | 0,824 |« 10 P<0.061
I, nd | nd | @7 |<oo0or| 227 | 0810 P 0.6% <01
Iy n.d nd g 0.2 g< 0.@ . j@Jn. réﬁv son.d.
I 23 | 0035 P09 <6001 [553.6,8 0.086 |« 15 <0001
113, 10| 0018 | 0% |€0.001R 247 | @011 [©238] ogpl
I3 nd | nd |<d 8> ndd | g0 [Onds| 09 001
L, 23| 835> 1.0 <0001 | Cro <] o, 0.1 (< 0.001
Ils, 07 |Dofs] 15 |B001 P 3&@;@ 4 {9136, <0.001
s, nd Q 1}(.@;1 o1 <0003 0.0055 257 | 0.001
M7, ng, | - @Jn.d@ : Q%l.d. & n Kn.d. n.d.
Il Ad |Snde| nd” | hd ®ndg, | nd |Ohd | nd
I ond & nd?| did [ond | a@ fRd e nd | ond
Il n. fad [ Snad. & ngds | *n.d. O ndd | nd. n.d.
17 %, é ond Q n.é@ . ®d. n.gg R n.d. n.d.
1sp AN Ba @x’ n.dy @ &\n.d S n@. @.d. n.d. n.d.
oy identified as §g1y€ 3.0 S o6 | 0.7 << 0481 | (48 002 | 10 [<0.001
11,0 identified as@ 8— 0§ KO.OOS 0@ <9001 y @ 1.Q§ 0.009 0.6 <0.001
ioc @d © n.é% | @0.0 %@5 0.002 0.5 <0.001
Hnidentiﬁe%as Ml@’gly %3.8@ 0.058 & 4 @b 0.00 %75 0.034 1.6 |<0.001
Ms oS S nd | dmd [T od, | <oior Gd | nd | nd | nd
164 &@ @ |. @ n.das 09" |%0.001Y nd. n.d. n.d. n.d.
7, O [05A) 0,008 | <08 {<0000| 04 | 0002 | 1.0 |<0.001
N Ny @& O
isa ) N\ § 2g.d 0.3 < @901 0.4 0.002 0.6 <0.001
M charact. agM162 2 Bo0gs| 160 04 | 07 | 0003 | 149 | 0.003
IL,1, identifiedas M28) @%4\ 0.086 %@.6 B 0.001 1.2 0.005 1.0 <0.001
I, = NO%14412, Mi12 > 0.89 0¥Q ©°1.1 @[ <0.001 3.8 0.017 2.3 0.001
Iy, = N@R443152, MIO | 6 B006Y 077 [<0.001| nd | nd 12 |<0.001
ILs =CGA321113 %2.7 ® 0.0@ @7 0.003 2.5 0.011 10.8 0.002
Hz4b‘§§%GA373466%(/[6 qQ 0.%} 0005 §0.2 <0.001 [ n.d. n.d. 0.3 <0.001
24c @° B @n.d n.d. n.d n.d. n.d. n.d. n.d.
s SN §{d Cnd® nd | nd | nd | nd | nd | nd
Unresolved & . 42 | o84 | 06 |<o0001| 28 | 0013 | 24 | 0001
1, trciﬁystrol@nfMl Ol 649 | 0085 | 581 | 0022 | 343 | 0155 | 474 | 0.010
11,0, 35@2,«@ @d. n.d. n.d. n.d n.d. n.d. n.d. n.d.
11, §6A339409, 84 4.712 | 0018 | nd. | nd 12 | 0005 | 38 | 0.001
E» ﬂ 8.6 0.131 7.4 0.001 53 0.024 4.4 <0.001
7

W3(E2 - - 2.9 0.001 - - 15.7 0.003
Non extractable 3.7 0.056 11.6 0.004 2.2 0.010 10.6 0.002
Total® 1005 | 1.527 | 101.0 | 0.034 | 1047 | 0474 | 1200 | 0.025
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! ppm: mg parent equivalents/kg plant material
2 the trihydroxylated metabolite fraction M16 consisted of several isomers with the same molar mass

& &

(investigated in the parallel study using the 14C-GP label) N >
3 some inconsistencies in the summation as separation of the parent substance and its is@ers are cond
by a separate analysis that was accompanied by some losses of radioactivity @J@ & ©®
SN
n.d. not detected E» microwave-extracted (included in extracte;i?% W; wate@%ase 2 %@@
© N S S
@ @
Figure 6.2.1- 4: Proposed common metabolic pathway of [14C- TP@nd [14C- (:g;@tl‘lﬂ str in ©
wheat w, apple a, cucumber c, an gar beet s@ Q @Q}
%’ AN
v @@
\% N
% & °
& ¢
o &
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N\
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* also found as sugar conjugates



B . Page 44 of 197
sayer) Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
LS
Report: KCA 6.2.1/12, |, 2000 ; M-069125-01-1 N
Title: Behavior and Metabolism of [Glyoxyl-Phenyl-(U)-14C] c@-zmzoz in Bield S
Grown Sugar Beets S S
Document No: M-069125-01-1 S R e
Report No: 99MK 10; 1267-00 (@ RS S \»/ Y
Guidelines and | US-EPA OPPTS 860.1300, Nature of Residues @%nts (1996@© 7
data requirements: | EU Directive 91/414/EEC S ©© 9
Agricultural Chemical Laws a@egulaﬂons@pa%Metak&@lsm&Study (1985), @
GLP yes N . @ R O 9 Y
U@J (,( N
S @@ . N
Executive Summary S % @@ Q@ b@’ @’ é % <
O @
¢ metabolism o trifloxys In Was 1m@st1ga in ar, t wing threespray
Th bolism of [14C-GP]trifloxystobin wa SStigated < b@ef i
ing 4@ g astha. The

applications at single use rates of ap@r 1 O\g a (IXQ%th&@n ) to
plants were cultivated outdoors. T “firs reatm@tt cond@ete §) wtl@age@BCH 39

(leaves covered 90% of groun % Two ubsecﬁlen treat rmedyat 3%week spray
intervals. Sugar beets were sa led day, tre ent and h@ and 45 days after
the last treatment. They Werg%parated § tops (@Ymge@%and @ %eets) ad@tﬁonal overdose

experiment was conducted toaid che c ctergatlon@nd ld&tlﬁ% n of @etab%htes
O

The total radioactive resﬁlues RR) 1n@op Q§t ap rate e%p@en@ amounted to 2.29 —
4.08 mg parent equiv; nts/ ma X (mg houg after ch figliar treatment and decreased to
0.73 mg equ/kg @s after thi ~\ ast hca@n T T@levels@l the ‘beets were generally low
l

ranging from 0.028o O m e /kg\t ou&hou‘!’f@t sa@ ing @& §

The predomlﬁt po@on 01@7 RR (@uld bg@on tion ted gvith acetonitrile/water. From the
tops approx, 95 — 160% of'T RR ggere ¢ tractnd fi the beets approx. 75 — 100% of TRR. In case
of a lowex €xtraction yiéld i @ddm rtlo ®to Q75’of TRR was extractable by use of
microwaye at elevate@%%mp@tures n tytn, the @n- ex?&ractabl@remdues were low, i.e. approx. 0.1 —
5% of TRR from an %ppro 3 -@2% f\TRRxhe beets: These non-extractable residues in the
beets correspondedito O§Ol @equ/l@’at th&wo gter harvest dates (21 and 45 days after the
last apphcatlon) \ Q N

@ \@ Q @ o

The metabo\?m of trlﬂ QQ tr a@ery intensive as approx. 30 metabolites were
detected goyboth tops and roQss. % ese wyetabolites appeared at very low concentrations
(<<10%t TRR). Twq metat%nes revea %&uor in the roots. The carboxylic acid CGA321113
(M5 <EE-Isomer) accoun for and its triply hydroxylated derivative (M 16, one
hydrexyl group attache mg yl grc’p e bridge between the phenyl rings and two hydroxyl
groups attachedyfo the trifl @rome 1 phényl ring) accounted for approx. 9% of TRR. Additional
minor metabdlites were identified, as CGA373466 (M6, ZE carboxylic acid), NOA443152 (M10,
hydroxylat E@bo acid) anA414412 (M12, phenyl hydroxylated EE carboxylic acid)
and thel@lyc e capjugates; respectively. These metabolites were also identified as glucose
conju% . Thy met%ohcg@tem observed in the 1x application experiment was confirmed by the

over %§
Fo%o conventlonal extraction of the roots further water-soluble residues could be released by
extrac with boiling water. These residues proved to be incorporated into saccharose, cellulose,

lignin and pectin.
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Some of the plant metabolites of trifloxystrobin were also observed in the soil. The carboxylic acid
CGA311113 (M5) revealed to be the predominant residue component in soil. The parent sub @6

was very low at the two later sampling dates. 5 \ @
The proposed common metabolic pathway of [glyoxyl-phenyl-UL- 14C}§ﬂoxystrobm&m &@%
(wheat w, cucumber ¢, and sugar beet sb) is shown in Figure 6.2.1- 4. % @ @@

Based on the structures identified, the metabolism of tr@(ystrobm 11@1gar beets @pears\t@ pro@d @
via different transformations:

of M5 to metabolite 124, (= M6, CGA373§@6)

e Hydroxylation of the trlﬂuoromethyl-p@nyl I@Eg o@MS @ﬂtln migtabolite sz% M12,
NOA414412) and its stereoisomer Hmymh @se&@ﬁt gly@md%conju@lon t(@om@tab@t
H1o or H9b, & \ \

e Hydroxylation of the methyl ﬁ&l‘m@@% of @ ate 1% 2- @/hd@ﬁga %Xyn@hyl gboup to
metabolite Iz, (= M10, NOA4 ith_séibseq %@c gly®s1de $n rmgnetabolite
111, and threefold hydroxylat@ of phenhyl and m tl%ﬂ gr@ @n th@maj ordnetabslite fraction
1119, (M16) that consisted of several%om @ch @wr %coun@ foré% 01 %g equ/kg.

e Formation of bound residues td%@&io%xtent {4a incorpor: 11}}@0 saccl@oseé@llulose lignin
and pectin. RN & & @ S &
e No cleavage of the et@llden@mm@c @yl%dge betweelggfi}e pl@yl rlgf? and no formation

of label-specific meﬁbolﬁ% w %founb @0 %’ﬁcant Wifferenses were observed of

Y § TN
e (Cis/trans isomerization of trifloxystrobin an(@ydrolyms of@le meghyl ﬁe ) &
e Methyl ester cleavage to the major metabolitell,s ( M5 %}Aﬁ @13) @%{1 c1%@ns ist er
S

the metabolites’ the % ar b lisfinstudi erf@gmed with [14C-GP] and [14C-
TP]trifloxystro @
e The parent s an&eveﬁ% tothe the\predm@ant gosidu nt in sugar beet tops and
roots and, efofe)is proposed:as magker sub&tance nres analggsis.
o dg @ g intesidue

2]
Materialand Method@ @9
% @

Test Materlal \; S
T 5 & 4

Structural fom@ﬂa Qj) ? @@7

@ ©© @\\
% S
@7 2 Q;ﬁo

* denotes the '“C label

Q
<
v
Chemical n@e \ﬁ é (E,%et@xyimino— {2-[1-(3-trifluoromethyl-phenyl)-ethylideneamino-
S ©© (@mleth%@ -phenyl}acetic acid methyl ester (IUPAC);

& &
&% @§ @ %\(E,E)-a-(methoxyimino)-2-[[[[1-[3-(triﬂuoromethyl)phenyl]ethylidene]
N O amino Joxy Jmethyl|benzene acetic acid methyl ester (CAS)
C(}}lmgﬁgme Trifloxystrobin
CAS RN 141517-21-7
Empirical formula C20H19F3N204

Company code CGA 279202
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Molar mass (non-labelled) | 408.4 g/mole on°
Label [glyoxyl-phenyl-UL-'*C]Trifloxystrobin, abbr. [14C-GP] Ry
Specific radioactivity 0.945 MBg/mg = 25.541 mCi/g XN, (S) 9
Radiochemical purity 95.5 - 98.2% (radio-HPLC, radio-HPLC) @S N (Q\%
Identification LC-MS/MS with ESI ionization - N @ o
© @’w S & 5
Test Plants T & & O
2, Q S8 .0
Test plant Sugar beet @ @ . &Q . @@ @
Variety Kassandra o0’ e R O o @
Study design Outdoor study at a plot @Swit@an%\ v 6 N ©
Growth stage at Three spray ap@ca‘a&@ be ing @gro stag@BC{I 39 %) .
application cover comple§§ foli@ge CO\@I 90% %und) spray 1n@rval§wee )
Second at@lﬂhlrd\\gﬁphca& n at @owt ge @CH%&? 49.
Harvested commodities Cornpl ug “beet %K%ts one cho <9’[@ @ent@ad 21@1ys
and 45@ er the 1cat1@’ T @nt ded@l tops
(fol@e) and oots( eetgﬁl @ m

o S @ % @
Sowing and cultivation of suﬁ@ beet\prep@tlon m@g appﬁcatlol@ th@&est sub anc@
@ & Q %
Sugar beet seeds were i@vn 1n9 loa@ so 6‘@ san%so 2‘3&&1‘[ @ 2% 5elay, 1.45% organic

carbon, pH 7.8 [CaCly]) of t]@ u@oor @%d at@ Tresearch station
Sw@erl@ Thegplot t@he 1’%\1 exp@ﬁme@(lx @@hcatlon rate) had a size
of 4 m?. Two addk llﬁlots were so%@ for an o ose %ﬂ ontrol gxperiment. The sugar beet
es

plants were cultj er usual agrlcultu&\condmons 99. No additional pesticide

ed
treatment wa @;2@ th]@ugho@khe K@’y ap@}t fro@ appl@mn o’ﬁhe test substance.
©)

[14C-GP tﬁ@loxystrobm&gwas b@nk Eé@TZS f@rmula@n The resulting formulation was
suspemé in water rep the ray mlx {@onc@&atlon of the test substance in the
formulation amoun to agp 0Xy_10. 2‘V@fhre§m0nths af‘g\sowmg the first of three foliar spray
treatments were p rme > At ﬁrsvt\reat t, th ets reached the growth stage BBCH 39
and their leaves épveredgpprag 90%-of the%grou@ @bsequent treatments were conducted after
spray intervalgpf 3 \@ mallCplot @yer@ th fowr TEEJET flat-jet nozzles was used for each
spray treatniést. Th&hse 1te r% 14 as/h@;él * application), 132 g as/ha (2™ application) and 127
g as/ha % apphca‘uoni@esu ﬁ§ tot&h use ¥te of 400 g as/ha (1x application rate). The
homogea¢ity of the sﬁﬁy mixtu re Whs c@ﬁrma@%y repeated radioassaying before and after each
spray e event. @ AN @ @K \©
\ s N N <

In an extra overdose e@eri t for gen@%on of a higher amount of radiolabelled metabolites
additional pla&@ WER ospra at the sam&ays as the 1x use experiment with a higher-concentrated
spray mixt The, es of “this @ial were 830 g as/ha (1% application), 691 g as/ha (2™

apphcatlom) and@% @a (3§apphc®0n)

@
Samp}%ng an@roceﬁng @mar beet plants
o
Fe% su eet plants were collected one hour after each application as well as 21 and 45 days after
the lagtyapplication. The plants were divided into tops (leaves) and roots (beets). At each plant
sampling, soil core samples (0 — 30 cm depth) were additionally taken. The soil cores were separated
into three horizons: 0 - 10, 10 — 20 and 20 - 30 cm.

w1
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The plants samples (tops and roots) were chopped with plant copper in presence of liquid nitrogen.
Fine homogenization was performed using a kitchen mixer. Aliquots of the homogenates were @6
for radioassaying. The remaining pulverized samples were stored in frozen condlgn (a@ﬁ

approx. -18°C
Pprox. )- @@

The homogenized plant samples were extracted 6-times with acetonitrile/water (4/1, \@r a@st
hours using a mechanical shaker. The combined extract (¢xtract E;) was agalysed by radio- TLE So
extracts from foliage (TOP extracts) and roots were @emrated a@ the result us p§
partitioned against n-hexane and dichloromethane. The rémaining r phase was@cidi CI
and partitioned against ethyl acetate. All phases @ere analysed by radio- T and@adm§H
Incompletely extracted samples were subseque extracted With J;;prop l/wa&@ (4/15 V/V
enhanced temperatures (100 — 150°C) using a rowave 0\% angi resu %\ Stract @xtr@
analysed by radio-TLC. % &°

Q @ %
Water-soluble radioactive fractions fron%the ropts wete bor@ wu@o 5 HCI@) hy %e
diglycoside saccharose into glucose angruc o§e F %wm@xtra ‘l%n of@npol@ reacti pr ucts
with dichloromethane the glycosides i@the i*egnalnl@ watéis phaQwere@ﬁran @ed i preltable
osazones by reaction with phenylh@am nd@ md@ndl pre tat@osa@nes were
filtered off, washed with water, restalh@’d and\radloéf%saye@m cc@ ust

©
Clean-up of microwave-sup d r&@tﬁ extra@é (E@a@vas& 1e&/@ut by %hdse %gtractlon (SPE)
using cartridges filled with wgpolar mat@§ Thg cartridges wer wasked w(%l aceto@tnle and 0.0IN
HCI before use. The 1- pr@ganol/ ter eXfracts@vere firkt concentra@ t(@ﬂ“ove@@le organic solvent
and then were applied te, the artrldgg@ TheMoad cartr@sges were ripsed w&@’ water followed by
elution with acetonitrile/0.0 ISFIC1.She elfited rgiws @)lut 03%) werg @alysed by radio-TLC
using the solvent mj res 2P é@? (se@belo@ éw &

Q
Enzyme cleava@f <?Pots @i\foh%aé’e ext@s (f&ﬂowm@vap &tlon Sacetonitrile) was performed
Y
with B-glucosidase C, shpkingQ r@@“ﬁ) followingyevapggation to dryness and re-dissolution in
0.1N acetate buffer@ pH 465. "l%e res&tmg % ure‘.@s ext@cte%ﬁ’th ethyl acetate and analysed by

radio-TL d radio-HRLC.

é o @’ & Q@ \
A non-extractable @f'lon ‘of rootvgﬁesnd coul"d&?e eased boiling with water (16 hours) and hot
filtration. The filgggte contain wate:gsolu non es was hydrolysed with 10% aqueous
NaOH (120°C),%ilteredwhi the%har erlzeés cellulose containing fraction (filtration
residue) and h@mn (@ pl@d fgo@ the @rate @er ac@iﬁca‘uon with HCI).

Soil core ples of the same g& ay @d on were combined, air-dried, homogenized in a
disk mildind radloasg d. They wer the@tra@e with acetonitrile/water (4/1, v/v) in the same was

manger as done w1t ant%mpl@The @mbn& extracts were also analysed by radio-TLC.

ST & o> V&
Radioassaying @d analysis § @ N

a AN

Radioassay@ (m%asure t of %%ﬁe &ioactivity) was conducted by liquid scintillation counting
(LSC). nchl@ Wa@ r@ically fompensated using an external standard. Solid samples were
firstly bus@d and the@med 4CO, absorbed in an alkaline scintillation liquid. The total
radiogttive réSiduestPRR) Of a sample were established by the sum of extracted radioactivity and the
ra i@ctiv' n th@xtr@ed sample. For quantification of the radioactivity of the spots in radio-TLC
thesilicaigel with the spots were scrapped out, suspended in methanol and radioassayed after addition
of sci@ﬁon cocktail. The LOQ for radioassaying was set to 0.017 — 0.031 mg equ/kg for foliage
(tops), to 0.003 — 0.006 mg equ/kg for beets (roots) and to 0.001 mg equ/kg for soil.
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One and two-dimensional radio-TLC was conducted on silica gel plates (Si60 F»si). For two-
dimensional TLC used for separation of metabolites the plates they were developed in two recta lar &
directions with the two solvent mixtures: (1.1) n-hexane/diethyl ether/tetrah drofuran/fom@ amd@a
water (10/70/10/1/2, v/v/v/v/v) and (1.2) chloroform/ethyl acetate/formic acid (§6/30/10, v/v/@) V@é

as (2.1) chloroform/methanol/formic acid/water (75/20/4/2, v/v/v/v) and ( 1 butanol/%%etlg

water (40/10/10, v/v/v). One-dimensional TLC plates used for separation of the pare om@s wa
developed with toluene/ethyl acetate (9/1, v/v). Radioagtive spots Wem%etected bya Blo-f?h
Analyzer. Co-chromatographed non-labelled referenc@andards w@ visualized by sTg:reSC@

extinction following excitation by UV-light. The LOQ for radio—@j was set t@ @u/kg©
sample. @}

S Q& " &© & &@
Radio-HPLC was conducted on a RP18 columsi§250 x 4.6 , 5. paﬁl% Qope@ed a
gradient mixture of aqueous phosphoric acid (0.1%) @d ac@rﬂ% he{;@’LC tem\ s equipped
with a UV detector (220, 254 nm) and a r@omo@or a g@es sllat@, Adgtlonal%olumns
were used for isolation and purification of%etabdﬁe Q @ @7 @

R
LC-MS/MS was performed for 1den@ica&§@@ of @men} %bsta@% ag@ metahdlite ”\Rad PLC

separation was conducted on a rev& (g?O X m s1z 5 um) a
water/acetonitrile gradient (both fied@ith 0\5% fO%’ﬂlC ) aschiqui ase § a omonitor
with a solid scintillator. Atmospheric pggssure@hemical ioniggtion (@PC d egétrospﬁay ionization
(ESI) were used for 1onlzatlo@tuth<§ﬁc refefénce nda{@alde dJor identific &

%
&g
@

AN .
Findings 2 é @Q @& v < "\@ ©

S @ﬁe ° & &g
Total radioactive residues an ir ektractability & N
S @ @ %\ Q C&
The total radioacti &_‘ %@R) Qops (fo g@ and (Bets @e extggctable and non-extractable
residues are pre able 6.2 @ in ps of thy 1x a@plicatfon rate experiment amounted
to 2.29 — 4. egpival /k @étrl)(‘:&(;ng e@y/kg)&ur after each foliar treatment and
decreased to 73 g eql%ékg 45 days E%er t Olast 11ca@>n f@ TRR levels in the beets were

generallyl\(%?v ranging flsgym 0. %&5 to 3 m qu/kg 1o out l@t sampling.

/"/

The prﬁominant 10n 6&%Ry\ﬁouli§ com&ntl ally e>§acted with acetonitrile/water. From the
tops (foliage), ag@i 9 @ of: R@'d fr@yt the beets approx. 75 — 100% of TRR were
extracted. In ca$® of trac@h yléid in poots, am dditional portion up to 9% of TRR was
extractable by@se of @icrowave. Irﬁ@urn @ norfxtracfable residues were low, i.e. approx. 0.1 — 5%
of TRR fromtops afd ap 0& 12 %f T%B%he bisets. These non-extractable residues in the beets

Correspo ﬁ)d to 0. 001 — g e at @he t\éé@ater harvest dates (21 and 45 days after the last
applicatgen). @\ @

@’ N
Residues in sugar beet to@and @ot Q <

@

@° @
Sugar beet roats andyteps e i %@Hy e@acted with acetonitrile/water at ambient temperature and
subsequent ithN¢ progjwater at_&hanced temperature using microwave support. The extracts
were analy sed tw me@@nal dio-TLC and radio-HPLC. The microwave extracts were
cleanedaup b Goli ase Qxtraction prior to chromatography. Reference standards aided for
1dent ﬁ@a‘uo#ea c romﬁ%graphy The resulting composition of the radioactive residues in sugar

d roof&of thdylast two sampling dates, 21 and 45 days after three foliar treatments with

§g ﬁlﬂoxystrobm is presented in Table 6.2.1- 6.

The metabolism of trifloxystrobin in sugar beet was very intensive as approx. 30 metabolites were
detected in both tops and roots. Most of these metabolites appeared at very low concentrations
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(<<10% of TRR). Two metabolites revealed to be major in the roots. The carboxylic acid CGA321113
(M5, EE-Isomer) accounted for 7.5 — 11 % of TRR and its triply hydroxylated derivative (metapolite &
fraction M 16, one hydroxyl group attached to methyl group of the bridge between the phenyl riftgs andyy
two hydroxyl groups attached to the trifluoromethyl phenyl ring) accounted approx. 9%zt T
Further radio-RP-HPLC analyses revealed that M16 consisted of several isomers with the s%me n@ar
mass and each individual isomer accounting for < 0.01 mg equ/kg. Additignal minor m oht@\}ver
identified as CGA373466 (M6, ZE carboxylic acid), N 5@43152 (Ml(&%rdroxylateek E ca@oxy
acid) and NOA414412 (M12, phenyl hydroxylated EE oxylic amd d their gly ide sonjugates,
respectively. These metabolites were also identified a$ glucose @ gates. Th@met@Q @ttem©
observed in the 1x application experiment was conﬁ@ed by the owerdose experl Rent.

The water-soluble radioactivity of sugar beet@g@ts was arfalysed @r the %nt I@to 1@10 &y
incorporated into saccharose. Approximately £% of EBR w fou@to hgﬁ ate@l\i% sacehdrose
21 days after the last application of [14C-GRirifloX&strobi. An@sm ofot -egctabl esidues

in roots showed that additional portions %0 4%&%’ T wer@mcorpate@mto ulo@' 4% of
TRR into lignin and 1.5% of TRR into &é&tm S \\ @ %% . @ §

Q
However, the parent substance @ox %Obm&EE @mer @/Il) @:@COHI& Qrall for the
predominant residue components arve@’(Zl 45 daySafterast applicati ting:to'21 - 43%
of TRR in tops and to approx 2 of GRR ifproot Qs i 1s ers g -isotwer, M2) and
CGA 331409 (EZ-isomer, vere Getectedt v low fvels RRy(M2) and 0.9 —
3.2% of TRR (M4). The ZE%om&(EG%S“@ 7161 (M3)@vjvas n%%ser@@d 1n(%1y com@lodlty
Residues in soil \@ @ § NN § $ @\&@
N o & F¥.0 « O

X

In the top soil lay % l@c RR @cou@ fo 005 Q) 26@mg e%m/kg one day after each

application and ng 09 nd @? equ/kg 2 l«@yid 4%Qays ther thg, last application of the 1x
\ <&

application trial
pp <O ©\ % @ B,

Extraction an@ram@% LCx%f the@s)o% e tracts e@ale@w an@unt & the parent substance at the two
later sam @g dates (21_and 45 da@ter catlo@to th@’plants) The predominant residue
compo in soil (@ lay; ed by rol}@ of the parent substance, i.e. the
carboxy ic acid M5° GA&2 113) am in 4@@ 57 65% GETRR in the soil samples. Its isomeric
carboxylic acid (CG 37 @) a‘@gount for @ ro - 3% of TRR and the hydroxylated
carboxylic acids@®110 @) d M2 (N ) amounted to less than 1% of TRR. The
same metabol@s We Is &ecte(@n si@} bee@oots leaves.
S

Storage staklhtv @ @ @ﬁf @@2 %

All s% mples were st‘@d at ApProxy- 18°@Ext¢{®s were stored at 8°C, at maximum. Leaves and roots
sampled 21 days after last-application extracted and chromatographically profiled approx.
two months a@g harvest. K extggcts were re-analysed after approx. 8 - 9 months storage at
maximum 8°€; Further aligots g@tops%d roots of the same frozen samples were re-extracted
approx. 4 f@on&s ft ¢ initial extfaction and analysed again. Comparing the metabolite pattern,
no 51gn1 nt c@ﬁge @ld @ﬁobse ‘ed regarding the qualitative and quantitative distribution of
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Conclusion .

&

[14C-GP]trifloxystrobin metabolized very intensively in sugar beets as approximately 30 meé@olite@

were detected in tops (foliage) and roots (beets) 21 and 45 days after the last ¢Bthree foliar @catment

at a total application rate of 400 g as/ha. Most of these metabolites appeareda@pa very low lge\velc(Q 70

of TRR in the roots and < 5% of TRR in the leaves at harvest). Based on %e structuresntiﬁ@’, thqf@

metabolism of trifloxystrobin in sugar beets appears to proceed via different’transformations: N

%&5 @ SN & e

e Cis/trans isomerization of trifloxystrobin and/or hydrolysis of th@%ethyl ester,@ § é\a &

e Methyl ester cleavage to the major metabolite Héﬁ MS5, CGA821113) and @tran&om‘@zati@x
of M5 to metabolite Il4 (= M6, CGA373466 S) R 23 @ S &

e Hydroxylation of the trifluoromethyl-pherfy)) ring of h@resu&@g in_met @@te Jé@ (=2,
NOA414412) and its stereoisomer 1>, wé@ sub@égﬁengtﬂ\g@ycoséde conjugatiQayto form metébolites
H10 or IIgb, N

e Hydroxylation of the methyl substit@%nt 0016&/[5 d@the 2chy idenea@noox@eth@rO@ to

. " ) O : A .
metabolite 13, (= M10, NOA443 L@ﬁ w1¢;§§ubs¢equent @cos@coz&@aﬂo o form metabolite
1111, and threefold hydroxylation he@@%and g@hylg%up&@bmﬁ&e m me@olit action
19 (M16) that consisted of sev is\%ers with ea@som@acc@ing < 0@” mg@qu/kg.

e Formation of bound residue@ alo exten?via&ncorp@tio 0 sate ar@& celldose, lignin
and pectin. @ &@ @,@ Q @® & @© Q o

e No cleavage of the ethylidenearfxinoo ethyl@jridg&betw the_phenyl rhgs @d no formation
of label-specific metabdtites was fm&n Thereforgy, no significant diffépences were observed of
the metabolites’ pattef@ in th@uga%@eet abolism studies pé%mm@wit% 4C-GP] and [14C-
TP]trifloxystrobin. > S X ®

e The parent subs@ce r@led@?be the pre@niném resi&e cokaponeitt, in sugar beet tops and
roots and, ther@le, iipropo§ as ker @bstan%@%’ in r@idue a@lysis.&

. % O v & Q
NN G
The proposed@ommén mei@olic I@hwé‘&gof [IQ—GP ﬂox@ibi@in plants (wheat w, cucumber c,
find sugas\l@et sb) 1 sh(gvn gig@ 6@ 4. @\ @ @@ \é&w
N SR

)
e
y
9,
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Table 6.2.1- 5: Total radioactive residues (TRR) in sugar beet and extractability of the residues .
following three foliar treatments with [14C-GP]trifloxystrobin at a total use r@ of @6
400 g as/ha N Q\ @
Sampling | Crop TRR Extraction Microway&® Nor&@ @Q
Part with ACN/H,0 | extraction with extr@abl%
[% of TRR] l-propa&ﬁ){HZO Q %@@
[mgequkg] | [% of TRR] [%Qf TRR] g% of TRR] o &
1 hafter | Tops 3.204 965 <~ 0.1 o ®1 © o
I*"appl. | Roots 0.055 7 N O | S03 7| A
@ 2 I
CANRNE E \ NL.S
1 hafter | Tops 2286 | & 982 1 < nay S T
2**appl. | Roots 0.033 882 o | 2 .| o3 S
RN - W -4
I hafter | Tops 407220 [ 9% - L9 03 o] €5 ©
3appl. | Roots 0063 & . %10 | §§.§ S L€ 6.5
R . &) & ﬁr\Q © @Q « i
21 dafter | Tops | @1.396. | © @7 o nd Y| «39
3%appl.  [Roots 4. Q113 T56, 7B o | Y122
o O N L v L & W2
45 d after | Tops ° | .2 0.727 ﬁ§ 99 o). v o] 47
3“appl. | Reots @ 0825 _) £ 4% MR YIRS 3.5
i ST IS s 8
n.a.. nogphalyse & N &\ NS @
O & .09 O «7 ¢ @
N . NN
& 2 > @ 4
N ) > @ o
S & & & [SEERSIIPN
A I NN
FIEFITs s
@ 9O g © o .0 %
W OO0 oD
SRS ,%Q & @
=) % S @ %
@7 o Q @ N
Q AN N @§ 9
& SN S
N (g @\ R Q
@" N >
R ) N
@ < Q & ©@
@ SN
<
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Table 6.2.1- 6: Metabolite fractions in the extracts of sugar beet tops and roots 21 and 45 days_ .
after the last of three foliar treatments with [14C-GP]trifloxystrobin at a tot e ©©

rate of 400 g as/ha 5 @@ g
Pre-harvest interval 21 Days S 45 Days & Q@
Plant part Top Root ’[gpu N Ro@ o
TRR [mg equ/kg] 1.369 0.113, 0727 N 0075 &
Residue composition %TRR | ppm! | %TRR Xppm! %@R ppml@f/oT@ Rﬁf%‘ @
i 2.1 0029 | 224 0.002 26 0.049 a  |50.000
Tos 2.1 0029 | 127 | 0.001 R 1.6« | 0QI2 | 0.6 € <0Q@4
10, 1.2 0017 | @2 | 0002, | 2@ | 0919 P 0.5 |<@001
T, nd | nd o 10g] 0087 | D2 @o.o@ Q35 |<0.001
1, 3.2 0.045C 1&@ 6,002 @% 3.7©@1 0.62 1.5 §<0.001
113, 1.1 0.04§ |, @6 |©0.001 %§ £.006 1.@ < ol
I3 nd. | ad \.d.@} nd> | 05 . [“o004| 05 |£0.001
1L, 0.7 01% 107 | @001 %©5.3C} 0. Q9 €<0.001
T, 1.8 3.0% 7 100039 2 15 49126, | <0.001
ea 0597 0,0 %%.6© &é@ @ €0.0045 09 | <0.001
17, n. Q@d. @ 1. Q&z.s & o. ¢ 0.7 | <0.001
116 . Pnde | 10| 9.001@° 14, | 0010 [©703 | <0.001
Il o nd. & nd @11 50,001 S @o11e| 03 |<0.001
174 {7 nd. @.d. § 0.3, | <@001 %1.559 0. n.d. n.d.
7 N é 5 n.dO] @ | ®oorel 22 7| 0016 | 04 |<0.001
sy ST WS oo |9 @@\o.oo:@ £ <0012 | 11 |<0.001
1oy identified as §gly€ 3{@ 0,047 1707 0862 |« 62 @ 0.045 | 07 |<0.001
Il identified as M78-gly | RS 0.2 1 5 | 60012 1.8 0013 | 03 |<0.001
ioc © and. § nd® £09 §0.0§ 6 | 0012 | 08 [<0001
[T identified as M16%ly | 5.0, %70 3 0.9 0.0 @5%232 0.060 | 0.6 |<0.001
Msa S S Lo 147 08 01 07 | 0005 | 09 |<0.001
Mo A @ |, @6 0.088 |, Q6 &0.001\@ 05 | 0004 | 0.6 |<0.001
7 O 07 &@10 @&’\0'9& 0081 | 12 | 0009 | 1.5 [<0.001
Misa @Q A (@ @w.oog&?@’ 0.6°| G901 | 02 | 0001 | 09 |<0.001

s charact. as (16 22| <34 70,089 | G0 0010 | 1.6 | 0012 | 92 | 0.002

Il identificdtas M28 | 0.6 | G008 |08 &) 0001 | 09 | 0.007 | L1 <0001

IL> =NOAY14412, M12 P 1D | 9024 67 1,607 0002 [ 17 | 0012 | 13 |<0.001

= N@R443152, MI0| @4 (“0.0068>| 08 | 0001 | 04 | 0003 | 10 [<0.001
52

Iy =CA32G1113 A 5245 0673 508 | 0012 | 28 [ 002 | 75 | 0.002
s CGA373466. M6 q 1@}5 6015 45 1.1 | 0001 | 09 | 0007 | 04 |<0.001
M24c @° ad @nd&| 02 [<0.001| nd n.d. n.d. n.d.

Mg S0 Aoy nd¥| 03 |<0001| nd | nd | 04 |<0001
Unresolved N se | 6978 | 73 | 0008 | 107 | 0078 | 63 | 0.002
o, Trifl@®ystrabin, MICO| 432 | 0.603 | 229 [ 0.026 | 213 | 0.155 | 23.3 | 0.006
Lo, cé%;@z, 0.8 | 0011 | 05 | 0001 | <0.1 |[<0.001| nd | nd

HII;},§GA3¢§%09,§ 4713 [ 0018 | 1.9 | 0002 | 09 | 0007 | 32 | 0001
E, Q - ] 55 | 0008 | - - 92 | 0.002
W3(E2 - - 1.7 - - - 3.6 0.001
Non extractable 39 | 0054 | 122 | 00141 47 100341 35 | 0001

Total® 103.1 1.439 95.8 0.109 | 102.0 | 0.745 | 108.3 | 0.028
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! ppm: mg parent equivalents/kg plant material

2 the trihydroxylated metabolite fraction M16 consisted of several isomers with the same molar mass \@ @@

3 some inconsistencies in the summation as separation of the parent substance and its 150@ are conduct, a
separate analysis that was accompanied by some losses of radioactivity S N @Q

v
n.d. not detected E, microwave-extracted (included in extracted) % W3 water phof E§ %

< N
@ @)

Peanuts R - A
In order to show common metabolism of t ﬂoxy robin @é@lff@@%t cr(@’ cate& ries_an ad@%mal

metabolism study on peanuts is reported the@ollo \‘@- ud was iginally
intended for submission of this use to the US@PA rted G tw reporty de@in@%ﬂfe
biological and the analytical part. LREIRN N

g ytical p NS @ % @ & S
@D S @ . @ ®©

]

I
19@0@1\41@715@1@1 & & o

Report: KCA 6.2.1/13,

Title: Uptake and nftab @l@sm oféﬁGA @92 2§ﬁelc@%%ow@éam@ﬁfter wspray
treatment with phegyl(AR¥F4C @A 02(@% ph l(l#)\\@jG@ 279202

Document No: M- 1371@}-01 NS S A 2z S

Report No: ABR-47084 S @ v Q N U9

Guidelines and US-EPA: % CFR I38. Z@Pes@d ssment Gu@hne§ubdw1smn 0,
data requirements: | Residue €he %}1 Ser@ 17)\@@) a ure@ thecg&emdue@ Plants

GLP A@BS e f§ @ > N @

(@N

A M

Cs & >
Report: O [KOA 6@1/14@ 1997,; M-08§8413-01-1
Title: @1010§thal phase 1 ort u @netabwflsmﬁg}‘/ CGA-279202 in field grown

o\@ peghuts gv spr eatm nt v@h p(AQ\@C CGA-279202 and phenyl(B)-

A 5

Document No:  <tM- 03&}13 SR @ TN XY

Report No: o BlOL-96QH . «Y T ©

AN

Guidelines angy, [@\gEP@QO CER 15@40 P@imde@issessment Guidelines, Subdivision O,
data requiretents: @es@@ Ch@@fstry(&snes AF1-4(8), Nature of the Residues in Plants

GLP @\% yes §9 O%?’ L9 9
& N ISR
Execa\glve Summq@? @ X @ Q@& @\@

The metabolisgg® of [glyox pp @A-U NC and [trifluoromethyl-phenyl-UL-'*C]trifloxystrobin
([14C-GP] a [14G§I)°P]tr’ Xystro 1n) was investigated in peanuts following four spray applications
at single u ate@ ap .05 1b ai @(0 56 kg as/ha), totalling 2.02 kg as/ha for the [14C-GP] and
2.13 kg a fo Q [14C-TP el. The plants were cultivated outdoors. They reached the following
growth@agesﬁ;e espe treatments: bloom, bloom/pegging, nut formation, and nut maturity.
Plan‘&s $ en directly after the first treatment, 14 days after the first treatment (immature
vi and days fter@ last treatment (mature hay and shelled nuts/nutmeat).

@
The toradloactlve residues (TRR) amounted to 20.7 and 24.9 mg equ/kg in the vines directly after
the first application based on the [14C-GP] and the [14C-TP] label. TRR values decreased to 7.7 and
9.1 mg equ/kg in vines during the following 14 days and increased again in mature hay to 26.3 and
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27.9 mg equkg for the two labels 14 days after the last application. Mature nutmeat showe

d
significantly lower residue levels, amounting to 0.305 and 0.184 mg equ/kg. 6

The extractability with acetonitrile/water was high in vines and hay amounting® 86 — 91% l@g
vines and 68 — 74% of TRR in hay. From nutmeat, only 21 — 27% of TR was extraé‘kable
acetonitrile/water. Partitioning against dichloromethane resulted in organogoluble resid am@tm
t0 56.5 — 66.9% of TRR in immature vines, 42.4 — 55.4%.0f TRR in maturc hay, but ¢Q Tess Q@n 1
of TRR in nutmeat. However, a significant portion §Id be extr@ted from n@meat\n a pgjor
extraction with hexane accounting to 25.6 — 30.9% of TRR based ona: two radiolé&bels. § N

& e XS
The radio-HPLC and radio-TLC profiles of the nosoluble ﬂ%tab@gtes acted_from @ma @
vines and mature hay were similar in both ra bels. The major. fdétabolités fi {Both fabe ﬁ
identified as the parent substance triﬂoxystrqgn (C -27 ) a@ isGer %G \%’7 3),
CGA-357262 (M2) and CGA-331409 (M4),@s Wd@as t ydr@sed @ @ac s CG 321 113
(M5) and its isomer CGA-373466 (M6)§aren@§‘ubst@ce af@ the ¢ lic ac@ 150@
321113 (M5) and CGA-373466 (M6) weke al o*rdent@d in¢he dightyromeiiane. fraction eat.
The hexane fraction from mature nu %at was sho@n to be conposed, ¢ “of t@arm@wbs@i its
hydrolysed carboxylic acid and the @ersﬁ%’ Wel@ of @ola@%d t@ycer@ @
The parent substance trlﬂoxystroal (E@ISOH’@) ﬁd to the I@dont @%ue %:Tﬁmponent in

peanut hay using both radiol %tmea@’the ren @omers 10\&(0 009 —0.011
mg/kg) to achieve a separatieg 1nté)<he 1n®duagsomers &

\
ZNRS)
However, the respectlvé\radlc%roﬁles@)f t]@ s so}@b“le (potar) Q abo@s in vines and hay
resulting from the twe_labelsQwere @iffererf® indicyt ing e cl © agquf the @ bridge between the
phenyl rings and t form@don@3 lab@spec§ mgabohtes All @netabdlites in mature hay and
nutmeat exceedingl% OSERR&@M b&ﬁentlﬁed @ & @
S O Y & ©

The metabok st@ 14C t@ﬁoxg@%bm&m figld gr@gl %ganuts revealed the following
transformations resé@dting mﬂat le%t 12 me\a olltg§ .

S N D @ v
. g@y‘crans 1501@%12&@ of ‘parent §ubst foe tr@xys@bm (CGA-279202) to form CGA-

57261 (M3), CGAS3 72@ (M?@%d GGA 3@&1409 )

o Methyleg@er clegvage the «f&box ’ﬁ% acigds. CG@] 113 (M5) and its cis/trans isomer CGA-
373468 (M6JOThe @ibs @nt cdnjugatich w1t@’malony1 glucose leads to different malonyl

glu01dem ab AN9all —9b1[§ 9cl¢and A9c2).
e 1 45

@ droxylatl@c{%f th@ammoox;ﬁ\y %up on the bridge between the phenyl rings, or
hydroxylaggg of cék)e CE@Jbe henyl ring at the meta position, followed by glucose
\ conjugation, le tabolifes N§—443152 (M10)- and NOA-414412 (M12)-glucosides
(A-Ta, ¢y*7a2, A-Tc)xupon @eav of the N-O bridge and subsequent glucose conjugation
the (@nbol&%§ c&@m% - and BO-17372 (M64)-glucosides (A-7a, A-7a2, A-7b)

are @

S

o @le c@ava 1&@ bridge in trifloxystrobin or its carboxylic acid CGA-321113 (M5),
g\’foll d %deﬁﬂon and/or conjugation to form metabolites CGA-328365 (M61, A-4b),
Q CGA 300624 (@9 A-5b); CGA-347242 (M47, F2b2-3a&b (Al))-glucoside, methyl ester of
A-373463 (M46, F2b2-3a&b (A2)); CGA-367619 (MS53, phthalic acid, A2b2 (top)); WFX-

X-86 (M51, peak 3,4-1 or 8-1);

@
S
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e Complete oxidation of the CF; bearing phenyl ring resulted in low formation, .of
trifluoroacetate. @ @6
e The parent substance trifloxystrobin (EE-isomer) proved to be the mes1due co
immature vines and mature hay of peanuts and, therefore, can be u@’d as analyti g tar, §
the residue analysis. In nutmeat, no single residue component eXceeded 10% alsc@
applying to the parent substance. The majoy~fortion of ﬁ%hoactlwty r&prese@ed Y
triglycerides obviously formed by mineralizatig-of the HC- oxystrobm@ sm@]d utgg@ke @
of the formed '*CO» via photosynthesis. %@ @
> Q Q @ LN

. @

The proposed metabolic pathway of triﬂoxystrobir peanuts is p%se in @ure @ 1-5. © N

@ @ Q N 2 @@
Material and Methods 9 N ”\7 ¥, @6 S

> & ¥ ® X\
- 5 S & .
Test Material \@ R % Q> @j @
V\ 6 & . O > - @

Structural formula = O = S)

SN @QQ dengtes l@abel@
O P @6 £© ©©@ é@%
SN N N

N\ &# denotes “@label B
v & N ©
@ N 14C-TP)
@ S
\@ @ {\\]
Chemical name % @@ f@thox§Hnin [L @ tnf@ thyl—p %1) ethylideneamino-
S @())x Nﬁhy%@hen ceti $301d yl éster (I@QAC)
G
@) @\ GEE) (met@ylmg%) -2-[ @1}§@hﬂ %methyl)phenyl]ethyhdene]
@© N Samin&Joxy huethylfbenzen®acetiewicid methyl ester (CAS)
Common name v Tr@oxys%obm N 03 A
CAS RN S 5176817 S X N\

Empir@l formula - ° - %20&19F3N;@% NN

Company code &Y _ ° CGA279202 o ©

Molar mass (non%)abe@) @8.4 ghmole o SN

Label ©@ @ J[gKQVI—p@@yI—%Q“ T}%oxystrobin, abbr. [14C-GP]

Q
% @C © 4Bel A@?the ginal report
@’ & fluofémetligd-pheriyd-UL-14C] Trifloxystrobin, abbr. [14C-TP]
Q Labe] B intfhe original report

Specific radioactivity [+4C GPYJabel:8x 23.8 mCi/g (880.6 MBq/g)

S i@C -1d), label % 26.2 mCi/g (964.4 MBq/g)

4C-TP]~fdbel B: 98.5% (>93.8% in the formulation)
=)

<
Ko
Radiochem@purl <,§4:@7&’(14Q‘§@P], laB‘él A: 97.9% (> 94.7% in the formulation)
S
@)

Chemlca®1rlt@ @EC-GP], label A: 99.8%
NS 14C-TP], label B: 99.6%
@ @
T %la 2 @

&
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Test plant Peanuts . N o
Variety Florunner N () ©
Cultivator Montgomery Seed and Supply Comp. Inc. Mo@mery, Alaama, @@R
Study design Outdoor study at two plots in Greenville, Mississippi, USA@ @ (,
Growth stage at Four spray applications at the following gr@wm stages ‘\
application 1. Bloom, 57 days after p@!t planting ®1ght 25 - 3@&11

2. Bloom/Pegging, 85 days after plantgyg (height: @45 é\” §

3. Nut formation, 120@ays after plaasing (helght @ 60 @© @

4. Nut maturity, 1@% after planting (feight:@5 - 6®m) f o

Harvested commodities Complete peanut ph/nts 1mmed§@\>ly after the@t tre@ment aad 148ays
after the 2nd tr e

Final harvestat mat @ aft@plantmg aném c@fte& o
the last treag%nt mature%g ants; se ara%d 1nt ay and peantyds (n v‘?’
shelled). 55 @ @ S
% "\
R <ﬁ§ & s
All samples @ere thansferréd from the ’r@ siteto the Iytice @

by

labSritoryewheredhe peabuts w@ shellad to gt the @utmeag

S &3
LSV e PR S &
Sowing and cultivation of sufar beet, Dremﬁtm@and aanhcatl@@ of tohe@?est sgpstance

9 O N
Peanuts were sown into Silt 10%1 soil @7 O‘l§and 0%Silt, 17\%"0 Q, 3% organic carbon, pH

7.3 [H20]) of two ojitdoor piots ted at’the 4 )
USA. The plots, ongfor the 14P1§0ne for the {JH4C- ] labetPhad a'size of 6 ft x 12 ft (1.8 m
x 3.6 m). The pe, plag ree@ws L(@dch gyt acultl d under usual agricultural

conditions durlg@the @mmer{@%f&
& O > §
%

Batches of 4C G@’ labei\A] a@g [14G-TP; gf?l B};@on strobifty ere mixed separately with a EC
250 blan rmula‘uon@@ n§a 0 fo ulations isted Of 25% active substance and 75%
inert ivgredients. Th@ fo ations we atrans@‘red fato Wa@r to prepare the spray mixtures and
stirred for homo ation oy T hom@enelz@of the spra§g mixture and the stability of the test
substance were e@%mne by r@)ass@%ng an@radioPLC analysis of several small aliquots.
<

Four spray er@ver @?ndu&t%’d L&@ a K@d s ra@ér with four nozzles that were operated with
compressed CO,. At sprayin ep @ the following growth stages (1) bloom; (2)
bloom/@ng, (3) nut_form (4) maxgrlty The nominal application rate per treatment
was 0.59b ai/A (0.56kg as/ha)s T actua al rate amounted to 1.8 1b ai/A (2.02 kg as/ha) for the
[14C«GP; A] labeland 124b aify' (2.1&kg @éha) for the [14C-TP; B] label. The rate of the spray
mixture was approx 300 50@6ha

Sampling andﬁbroces&ng @e pean ﬁts an%oﬂ samples

Whole 1@atu@eanu@ pla S (Vme§were sampled 0 days after the first and 14 days after the 2™

applic | harge t 162 days after planting and 14 days after the last application, mature

pods&%ell r@) wele dug and separated from hay. All samples were stored in plastic bags in a

fr § prox. -20 @untll transfer deep-frozen to the analytical laboratories of Novartis Vero
r

Beach 1da, and Novartis Greensboro, North Carolina, USA.

The peanut pods were shelled manually. Vines, hay and shelled peanuts (nutmeat) were homogenized
separately with dry ice in mills fitted with a 2 mm diameter screen. After homogenization, the dry ice
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was allowed to sublime in a freezer. Aliquots of the resulting plant and soil samples were radloas
by combustion and liquid scintillation counting. @©

4 hours after the first application of the test substance and at harvest of re peanut he@oﬂ
samples were stored in a freezer until shipment to the analytical laboratory: % @

A
Extraction of peanut plant, clean-up, hydrolysis and der@@satlon of nw%tabohtes g}ﬂ

In addition, soil cores (depth: 0 — 3 inch; 0 — 7.6 cm, 2 cm diameter) were s gd before aj
tu

\\ @§ @
S g § & &
The homogenized vines and hay samples were extr@ed with acet@mtrlle/water@/ 1, v 2x @%ng
high-speed stirrer. The extracts were radioassaygd\and cleanedS p by, flas %Momtograp (SQ
phase extraction) using a flash C18 column. non- ex@abl@ @ﬁldues er&@admé@ay%@nd

stored frozen until further investigation of the@ion ex@j‘ctab s1dug§ by& rol@ ste@ :gg

Clean-up of the primary plant extract%from(&ines @nd héy Was©per ed @ Oln @1
chromatography (solid phase extractio ol mng licatign of cru@ extract to the to
polar

pp
C18 column the polar by-products @g Gbioroph&) wéise su@ed %ugh @hlle
metabolites were retarded. The loa@ res;ixw <r&fsed@i h a §é/wat etomtrlle
The acetonitrile eluates were C(icentra@ and\partitioned Sagains t§ primary
acetonitrile/water extracts were also @artiticped inst hlo the &ganosoluble

residues analysed by radlo-f@ ax@*radlo Pic. s1d& in aque s I@e wé{@j characterized
by different derivatisation r 10k(see b@@'w) &
Ko \
N @ <&

Homogenized nutmeat sm@l%le were fifét ex@ed ith he@ﬁe usitg a @ sp@ stirrer. The hexane
extract was partitioned again§ cet(@ltrlle @d m anol on%step, thehutmeat sample were
additionally extractgdh’ with “acet rlle/@ater 2x) he @Ombifigd aqueous extract was
partitioned againstgichl meth% amples o e and the dighloromethane extract were
analysed by n al &Q rev«g%ed phase %\ho ma tw&dimeifsional radio-TLC. The post
extraction-sokds of andsputm e non; extr@table ractable residues were radioassayed

and subj ecte@d se@entla%hydr%/sw procedu&@wﬁ%ﬁcrea@g rl&"ousness (see below).

A sub le of the ctlol&m nutmegiswas \ﬁo 1n®bated with the lipase enzyme for at
least 12 hours (37 hxglroly he l‘lpg mponegs (glyceride esters). The hydrolysis was
completed by ag@i with Su&seque@’part ning with ethyl acetate at acid pH resulted in
isolation of the fé4fty acid\frac TI@’&agﬁS@n wasanalysed by radio-HPLC. Other subsamples of the
hexane extracgywere@leaned=up , uSing f@h silica gel@olumns that were eluted with acetonitrile,
methanol andhexane’ Fr@ons&@re a@lyse@?}f rac@,-HPLC

@
Subsam@% of the aqu&us ffactions @f Vuz@ and %lgay samples were hydrolysed with cellulase as well

as with 3N and 6N\ydro lorlc%ld (I@ & resulting mixture was concentrated to dryness and
recméhtuted in methan efoi&e§ analy@s T§reactlon products were analysed by two-dimensional
radio-TLC and/@mradm Q &

<& qQ

S
Subsample@ thésaque fract%ns @lowing C18 flash chromatography and partitioning against
dichloro -\ han ere@nce@ﬂa‘[ed dryness and then characterized by different derivatising
reactlon@ cht%ated h acetanhydrlde/pyrldlne butylated with 3N HCIl in butanol, or
meth rnet:an e. The resulting mixtures were brought to dryness using a stream of
m@en T ssolv@ in @thanol and analysed by radio-TLC.

&
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Characterization of the radioactivity in the post-extraction solids

&
Following extraction with acetonitrile/water the remaining solids were subjected to various s §ila§
analytical conditions: (1) reflux with acetonitrile/water (4/1), (2) reflux with>1% aqueou@ sodi
chloride, (3) cellulase enzyme hydrolysis (37°C, pH 4.6, 24 hours), (4) prajgase enzyme%ydro‘@ms
(37°C, pH 7, 24 hours), (5) mild acid hydrolysis at room temperature using 1N H(é§) mp@ asg,,
hydrolysis at room temperature using 0.8N NaOH, stror@amd hydrolyxms ith 6N undép reﬂ@&

and strong base hydrolysis with 6N NaOH under reﬂux @ @
R & § '3
All fractions were radioassayed. %@} Q& é\g Q @@ @Q}
o & & &

Extraction of soil samples QQ(@ NN Q \© 9

W o é@f DD *&, @
Soil samples taken at maturity of the peanut®were @xtra w1§§acetrlle/@§ter 4/ 1, v/x; 4x) by
mechanic shaking for 15 minutes. The extracts an@x‘cra@zd soifwere r1 ayed. @he e@ ts @ere
combined, concentrated and analysed byg%t 105 FFPLC&N tw@hme@nal io-TLC. §

Q@ N D O %\ @Q

Radioassaying and analysis N

Radioassaying (measurement of%e raglioactiyity) @uct&(@by @uld tlllaﬁon counting
(LSC). Quenching was auto L% ompe@sate sin, exfernal snda@ Solid, samples were
firstly combusted and the fegiie ﬁorbt&l In an §’k aliq scmt@atlo liquid She combustion
values were corrected for @e cor%:stlo@fﬁc @cy THE total radm@ ive 1due%TRR) of a sample

were established by th&sum of extrdéted 1ty aqd the “ivo- -ex{rac ab@radloactlwty in the
extracted sample. The limitQe L@ltlﬁcﬁon @ d on the J@al aliquot size, the
background and the ec1ﬁc@1d1%ﬁv1t @t th st sgqstance he éowi&g LOQs were used in the

study: @@ \@ &

[14C-GP], Q@a t Q:005 G’%q @nutm\gat 0. O 5011 0.0005 mg equ/kg

[14C-TP], label Byplant9.004 mg equ/kg; n feat 18 m 5011 0.0004 mg equ/kg.
2 e ciE ot

One- a \wo dlmen@g? ytlcﬁgynd one- dlé(@\nm ﬁpre \atlve radio-TLC was conducted on
silica gel plates (Sl yof different @ckné% of the sepatation layer. The plates were developed
with six differen lvent ystems, foug of t co@tdined formic or acetic acid. Radioactive spots
were detected b$Pa radivanalgtic imgging Systema Co-chtdmatographed non-radiolabelled reference
standards W%@/isug@ b uo;&@ence@tmct@n foll®wing excitation with UV light.
N

Radio-HPEC was conduc@ed § —p;e@@rat @RP18 column (250 x 9.4 mm) operated with
differe adient mixtt@es onqueou hO@mlgﬁ;Cld (0.1%) and acetonitrile. For profiling of hexane
soluble fractions of'ffje nutmeat thissamescolu as also operated with different gradient mixtures of
acetene and acetdnitrile: Iii additian, nosoluble fractions of the nutmeat were also
chromatographgd- on a sem?< epargfive straight—phase silica column (250 x 9.4 mm) that was

operated with@ gradignt mix@ire ~heptade and methanol. The HPLC systems were equipped with a
uv detectO@SI M) an radiomon The flow rate was generally 2 mL/min.
q éﬁ Q & W

Prepar colihn %ﬁm@aphy was also conducted with a C18 bulk packing (50 um size). The
samp]&was dpplie the:gplumn and eluted with mixture of acetonitrile and water. For examination
of Q&lc s abolites anfon exchange chromatography was used with a diethylaminoethyl packing
operate ch a gradient mixture of water and 1N potassium bromide.

LC-MS/MS was performed for identification of parent substance and metabolites. Radio-HPLC
separation was conducted on a reversed phase (C18) column (150 x 2.0 mm, particle size 5 um), a
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water/methanol gradient (both acidified with 0.1% formic acid) as liquid phase and a radiomonjtor
with a solid scintillator. Atmospheric pressure chemical ionization (APCI) and electrospray ionization ©©

(ESI) were used for ionization. Authentic reference standards aided for identification. Q\ 03
@

GC-MS was performed using DB-625 capillary column that was coupled to @ass spectro%leter The

GC separation was achieved using a temperature gradient between 70 and%SOOC @ @ @@

% \ .
'H-NMR analysis was performed using a 400 MHz N$ spectrom@r Samples@ee olve§ @
deuterated ds-acetonitrile or ds-methanol. Chemical shifts were givenin ppm relﬁwe t @wally©

deuterated solvent, which in turn referenced to TMS@tramethyls%ne) @ @ @
9’ SN
Findings QQ(@ Q} Q\@ @Q ©\© %@ @@
MRS v N "\g
Total radioactive residues and their extractab&y @ N $ @’% @Q
@© Q@ @ & & ©

(o8
The total radioactive residues (TRR) in i:m%ma Ite vineSvof p@nut ts, n@ure hay and 11 @uts

(nutmeat) are shown in Table 6.2.1- 7. 1‘1§ R d@ectly After tl". irst.app lﬁn angdounte 20 7
4C

and 24.9 mg parent equ1valents/kg eq g) 1@ nes@r th 4C- TP] label.
The TRR values decreased to 7. 7ﬁnd 9.¥anhg equ/k me urin . Due to
three additional applications and herﬂ@g TRBvalug®incr ed ag. 7 9 ‘thg equ/kg for
the two labels in mature hay aysd Sifter theGast 11c re hu ha@cadloﬁgtwlty levels of
approx. 1.1 mg equ/kg. Matwgé n meat the lowest res1d Js@amo tlng £0°9.305 and 0.184
mg equ/kg for the [14C- -GBJ and [14@ P] l@el 14@ys after th‘@st a llcat1§@

S

The extractability of @ioact@ res@les fioin V1®s h @nd d*\tmeaxls pres§ed in Table 6.2.1- 8.

From immature V@ and I@tur@y theymai 0rt1 of radioactiQp res1dg,1es was extractable with
acetonitrile and T a untm 0x. 86 — 94&y of gﬂi vines gnd to approx. 68 — 74% of
TRR in hay wi adloig%el a% %ary ‘extractOwas centfated and partitioned against
dichlorometh: and@ of T@l mv\\gnma e vingyand 42°— 55% of TRR in mature hay
were organosolubledThe ﬁen ctabge resi u@ (p@extra@on&&ids) accounted for approx. 10%

of TRR 1K%>nes and for«;z\294 3 @ \@’
Q

N
Nutmea&t, sampled lg) day%\a%ers@e la§reatf§@nt Q\Qas ﬁr xtracted with hexane resulting in an
organosoluble portign of a pro 6 ~31% Qy@“ RR@r bqth radiolabels. Subsequent extraction with
acetonitrile/watefrele 7"/@ TRRuwithathe [14€2TP] and the [14C-GP] label. Partitioning
of the aqueou@xtra@a ai dlchl@ome®ne ré&ulted % another organosoluble fraction of 12.5% of
TRR for the fd4C- 70/(& TR@ r the) [ 14CEGP] label. Approx. 53 — 55% of TRR remained
non-extraetable by conve xtr

&@t -exti&tion solids, PES).

The 1\3\@8 radioactiv’i@ e mng x@ctab Qollowmg acetonitrile/water extraction were released
by sequential treaftiient cluding mild) enzywiatic and more drastic hydrolysis steps. The terminal
residues remainjng after the@gﬁteps@vere &I0% of TRR for all samples and both radiolabels. The
radioactivity released\by t ysis Steps were represented by the same metabolites as identified
in the extrgSted Oxgdano ble fract of vines and hay (see Table 6.2.1- 9). From nutmeat,
signiﬁca '\- orti(@’ of @ @5 % of TRR) were released by refluxing with acetonitrile/water
(20 - f d aq@s 1% sodium chloride solution (11% of TRR) as well as by enzymatic
hydr&f?&s \@@kcel e (9> 11% of TRR) as shown in Table 6.2.1- 11.

& & &
@
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Residues in peanut vines, hay and nutmeat

The organosoluble metabolites were characterized by co-chromatography with authentic 7?r\/]jigrenc@ﬁ
standards using reversed phase radio-HPLC and/or normal phase two-dimexgsional radio-
organosoluble radioactivity separated into 5 regions by HPLC (designated -1 through %—5)@ while
the aqueous soluble radioactivity separated into 9 or 10 regions (A-l to A-10), dependiig u th
label. The metabolites in each HPLC region of the organic and aqueous, fractions were sol d a&
identified by co-chromatography with the reference stan@d and/or M@nd NMR a@bysm \ @
X

Q)
The radio-HPLC and radio-TLC profiles of the org@soluble fra@ons from b(@ﬁlabe@of 1l§atu

vines and mature hay were similar. The main re51 He component smgéaoth els were identifie

parent substance trifloxystrobin (CGA-279202 Qq) s isomers €GA-357261 ( ), CEA-35%26 2)

and CGA-331409 (M4) as well as the hydrolysed ca%exyl ds@A% @45) nd itssgsOmer

CGA-373466 (M6) proved to be minor @etabélites. g@reat@ﬁtha 8% orga%soluble

radioactivity in mature hay was 1dent1ﬁ% The@&[etab@gﬁes H 1mmatdre @nes alé @e ha@%of

peanut plants are compiled in Table 6.2. {%9 \\ @ &% @ y\g §
v

In nutmeat, the parent substance C(@ﬂ%&%ﬁ an@éﬁs cm@xyl@c @GA @ 11 5) n% CGA-
373466 (M6) were also identified $n the dichloromethante fradtion. pri hegxane fraction from
mature nutmeat was shown to be cmp@ed of@he pargint sul ce, & h arboxylic acid and
their isomers as well as of r abeléd trlgl@jerld@z Due% th W ra ct@ y lé&el in nutmeat a
satisfying separation of thexgadigactive dueg into 1n§’v1dl@ om@)ne was 1ot possible. The
composition of partly sepa@jted r%dues@ nut@at is p@sented 1n e %Q 10@

The radio-HPLC and:2D- rad@%l‘ L@%proﬁl@ of thg aq%@ls tlor&bfrom, —GP] (label A) and

[14C-TP] (label ﬁre dlt@rer@ldlc@g t%@l ¢ of t N-@bondibetween the phenyl rings
and formation of, -sp@c %Qbohtes F@@V@ih el, ihe HPR%C profiles of the aqueous

fractions from ure\n meag i ature\v\’les &hd matife ha® weréSimilar. The major aqueous
soluble meta g&h curr r% y aé\mab@l gl ides and glucoside conjugates, were
i

edql% abo%? acco@lte%@ more than 1% of TRR in either
label of n@ re hay or ngggrneatzgﬁ
N @ ® § &

The post-extractio solld%\%E&L Wltb@le frQn-e tractablg\remdues following acetonitrile/water
extraction were ublhz%d ﬁfollwmg 4@ seé‘,}ent | treatments with increasing hydrolytic
reactivity: acetoffitrile/svager r. eoyssodium chlorde reflux, cellulase and protease incubation,
HCI and NaO&, hydl@ es¢ Fhe te@unal@mdu@ remdining after these hydrolysis steps were <10%
of TRR for 3 sam radiQacth md@ released by these steps were characterized by radio-
HPLC a D-radio- TL Sn@r tothe orgamos Ble extractable metabolites, the parent substance
trifloxysttobin (CG%@%OQ and 1 15@ §A 357261 (M3), CGA-357262 (M2) and CGA-
331409 (M4) as as, ts catboxylighaci GA-321113 (M5) and CGA-373466 (M6) were
identified in non- e%ﬁactg%;@ radxo)actw@ fro@oth labels.

isolated and i entlf angl%lnlde

& &

@
S
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Residues in soil

In the top soil layer (0 — 7.6 cm) TRR remained at an approximately constant level ranging frof0.2 t
0.4 mg equ/kg for both labels throughout the study period. 60.5 — 70.7% off¥RR (0.22 4
equ/kg) were extractable from the soil samples taken a maturity of the pean using both r%dwla@ls
The main residue component revealed to by the carboxylic acid CGA-321113 (M5) ou@g to,
36.8% of TRR (0.136 mg equ/kg) or 52.0% of TRR (0@ mg equ/kg)=usihg the [14C-GP @or

&
& &

[14C-TP; B] label. Other residue components identified ¢50il were C@x-373466 (@@) C&A357876 @
(M2) and the parent substance trifloxystrobin. @ @ é\ﬂ é
@ & & RO &

Storage stability % R &’ S & © &

o AN @
All samples were stored at approx. 720°% Extragts W@ stag}l at%@'c max@um t&?itial
extractions and analysis of the organic an(@que(@g fra@t@ons @@)m gl'sam S ocxurred %/1thm 6
months of harvest. X\ @ Q & @7 @&

& N % ® s

The stability residues in the homogenizgd sam\ples v@)s sho&m by@omp ﬁhg rofile
for mature hay with that generated

dfter 15 month¥ [14CSGP] gr §mmh

s‘%rage The
stability of residues in the extrac QK rom Hay, niitmeat Aird intmatur s shown omparing

h 1 HPL fil hose “aft 2 ffi 1 h
the initia C profiles to those after ds — @{@mon@o % geb € pgﬁ es did not change

ificant] @ X
significantly. § o &
Conclusi SER s & SRS
OHCIUSIOH , @ @ @QD @ & > § @ '27\7

S <
[14C-GP] and [14C—T£]triﬂ@y%trol§m met@olizn‘[e&@vel i pQ&nTTtgs as%prommately 12 - 13
metabolites were deteeted 1rf@mn®re Vi@ges 14@ gﬁr the first fahiar tré@,tment and in mature hay
14 days after the of gur foh@trez@%nts at an applicatjof rate of 0.5 ¢ ai/A (0.56 kg as/ha) each.
The majority of yadigactive 1@51dues Were\\tra table from i @aturre%@mes and mature hay using
acetonitrile/ : T@)em@tage ex @’ablez{adloa@lwty ged from 86.25% - 90.89% of TRR
in immature vines @ 20.66% %6 .99% of T&@ @ure fRitmeat? The organosoluble metabolites
represen §36.45% - 66@9% re vines an@d 42.4%8% - 55.35% of TRR in mature hay,
but lesgéhan 10% o mvthe meat Hov@er @gmf@n‘[ portion could be extracted from
nutmeat in a prior"e%; racfion” with hex@ ac(te@gun‘uglx g to 2&6 — 30.9% of TRR based on the two
radiolabels. @@@ %& @Q BN @ @) >
R
The radio-HP&{ an(@ dloéﬁ @ﬁles@f the .?gan(@Qluble metabolites extracted from immature
vines and mitire ha we w 1m1 @‘ radi bel%The main residue component using both labels
was identified as the pare t anc Qx%trob%é@(CGA -279202). Its isomers CGA-357261 (M3),
CGA-35%262 (M2) a; CGA@BMO ﬁ] as the hydrolysed carboxylic acids CGA-321113
(M5),and its isom GA3734 (M%%ro 0 be minor metabolites. Parent substance and the
carbgxylic acid isomers & CGA3 111RMS5Nnd CGA-373466 (M6) were also identified in the
dichloromethang {raction of aittmeag; Thedhexane fraction from mature nutmeat was shown to be
composed of é@ola yC $d2s. Dito the very low residue levels in nutmeat the separation of
the radioac@ty iffte 1 d1 al residue @mponents was only partly feasible.
N °

Howe @the pec%ve radfo-profiles of the aqueous soluble (polar) metabolites in vines and hay
resul ing fro@he lal% were different, indicating the cleavage of the N-O bridge between the

r1 25 and@ﬁe faymation of label-specific metabolites. All metabolites in mature hay and
nu ea@t@eedmg 1% of TRR could be identified.

The metabolism study on !“C-trifloxystrobin in field grown peanuts revealed the following
transformations:
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e C(Cis/trans isomerization of parent substance trifloxystrobin (CGA-279202) to form @A- (S
357261 (M3), CGA-357262 (M2) and CGA-331409 (M4) Q\ @’
& s
e Methylester cleavage to the carboxylic acids CGA-321113 (MS5) andés cis/trans isd%‘leroC@A—
373466 (M6). The subsequent conjugation with malonyl glucos%leads to dlf@ ﬁ@onyl@
glucosides metabolites (A-9all, A-9bl, A-9cl, A@Q) N X
& & S & @
e Hydroxylation of the aminooxymethyl groyp on the bri@ between ph Q ri@, oré
hydroxylation of the CF3; bearing phenyl @iig at the nfeta position, Followed by ‘gluco
conjugation, leads to metabolites NOA@]Q (M10)- and I‘@A -45:4412 @412) glucosides

(A-7a, A-7a2, A-7c); upon cleavage o N-O brl@e n&gﬂbs uent ucos% ]on
the metabolites CGA-107170 (M62)e§and B@-°1737®(M6§9 glue@ desAX-7a; %A-7a2"\A 7b)

are formed . (g
& @Q §FTITes &
e The cleavage of N-O bridge tq\ﬁtrlﬂ@g(}stromn or @ ca@%&ybc@md t@GA 32111 §/’
followed by oxidation and/q Q/ onj @atlo & form hte@G 61@ 4b),
CGA 300624 (M59, A-5b);@ () GIA- 4%242@\/[4 b2 @ﬂ b @)) osi %1 ester of

CGA-373463 (M46, F2b2<3a&b (K2)); éGA% 619@%53@113111@%@ A2 (t0p)); WFX-

IX-86 (M51, peak 3,4- @ -1)@ O &
Q S &
e Complete 0x1dat10ﬁ\f of qihe C@ bewgmg %&,enyl %ng &g?ulte@'@ in ((]@ow formation of
trifluoroacetate. & S @ %,
S @ § SN NS

&)
e The parent s@tanoﬁlﬂo&%‘[rom (Emggsprové%o b&the main residue component in
immature iHes apd matgte haycot peabwits al@ the@fore ca be used as analytical target in

the remd@ analgsis. Tinnutmeat, nngl ceeded 10% of TRR, also

apply1 paretit s&@stanq%j TheM rtl of ti§aloactw1ty represented '“C-
trlgly@rld @Vl L@y forfred %mme@ 1zat§ 14C@lﬂoxys‘[robm in soil and uptake
of @e form COz via @otos%ﬁhes@ @’

The pl%osed metabof# pa@%y g trlﬂo@ﬁro&@m pe%uts L&presented in Figure 6.2.1- 5.
RO
Table 6.2.1- 7 %’f)tal @10$ r W ts treated with [14C-GP; A] and [14C-
bm\ in

@ed teQ r foliar applications at nominal use rates
0f0 5 u@ (@6 kg@ a)@g@ch
&

% S

&

eomrt G| Sons | T | T
< @ V@& {ggj D [mg equ/kg] [mg equ/kg]
Vindd O ) | (imtial residueg) | 0 DAFA 20.742 24.899
Yines o O inmature ¥ | 14 DAFA 7.734 9.114
FHay S thature 14 DALA 26.340 27.922
$ Hu@(’%ﬁel}ﬁ *v mature 14 DALA 1.148 1.081
427 | Nutimeat mature 14 DALA 0.305 0.184

O
©§ DAFA: days after the first application
DALA: days after the last application
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é@ @@
Table 6.2.1- 8: Extractability of radioactive residues from peanuts treated [14C-GP32 /,
[14C-TP; B]-labelled trifloxystrobin using four foliar app tions at norfimal u@
rates of 0.5 Ib ai/A (0.56 kg as/ha) each @ &
9
% \ . R
© o & \\ > @
Crop Hexane | ACN/H;O Partitioﬁing of on- R@fvergg é\a &
part A@J/HzO extractable | o7 Q| © &
@%xtract o & & © &@
@Tz(jlz‘ Hz% R . 9) @@J
S [EOfTRR] &~ oF N |
[14C-GP], label A Ty SN TS e &
Vines - 90,89 * [ - > | 106507 40154
s \ A
immature @§ o 56?,5@ %6&05 & w\?\ N (&\9 @§
Hay, - @168 & IS- & 3040 o .
mature @& % }24%\ v21.® @% @Q f§8o
2563 2699 @ -O | @2 | 5538 LOM07.98
Nutmeat & T % |esset o P é&
[14C-TP|, label B > O ¢ @ < - 9
Vines, | - 8625 Sl e [l [evele
immaturesy, % © S 5\9 B @/.89@ G o >
©
Hay, N S-S Qa3 S| 9841
matu@}@ é ‘\3 2 5539 9° A D
& &> 30.89 %20.660> & . 5347 104.72
Neimeate |~ @@© gx @2.5«3§>7.4@§ @
2] & @ v
N Lo R N
'S \@Q \§ & o \@Q N .9
>y O Q
§ RN > & >
o O ¢ .09 o O @
W OO0 oD
¥ o KX & o
=) % S @ %
@7 o Q @ N
N R SSRGS
@ &@\ N
@%
s A &SR
& o7 4 <
o & © ©§’
AN % S
S &Y
€& &
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Table 6.2.1- 9: Metabolite fractions in immature vines (14 days after the 1* application) and _ .

mature hay (14 days after the last of four foliar applications) with [14C-GP] &
y , N
[14C-TP]trifloxystrobin at nominal use rates of 0.5 1b ai/A (0.£6 kg as/ha) e@h (04
Label position [14C-GP], label A [L4C-TP], labekB
Plant part Immature Vines Mature Hay Immatg{'euVines @tur@ay 2
TRR [mg equ/kg] 7.734 26.340 14 N 21982 &
%TRR | ppm' | %TRR Nppm' | %IRR | ppm' (% TRR | ppm' | @
Extractable 90.89 | 7.030 67@ 17.827 §@.25 71@9 7409 @@.68@@
Q & &
CGA-373466 (M6) 000 | 0.000 | @65 | 0.436 00.@? 30\3 0.5% {@55
CGA-321113 (M5) 135 | 0.105 ¢ 3.14, 0.837 | <204 %.g 387 [«J3082
CGA-357261 (M3) 2.94 0.2279 z%g 0,581 @2.9 o1 o. ¢ 2.66 8§ 0.742
CGA-279202 (parent) 3240 | 2.508 | 2902 |27.643 3860 | 3.518 P43, 12:}48
CGA-357262 (M2) 2.48 192 11328 0.38% 41, (0.2 1.7 495
CGA-331409 (M4) 3.22 249& 2,637 | 0693 (9334 o, 354 ©0.989
OH-CGA-321113 0.00 , P 0.0d0 047 ﬁl?{@ % 35 49182, | 0510
CGA-328365-mal-glu? Qo b - d | &5 3@0.11@ 248 | 0.692
CGA-300624-mal-glu 2 |2 @ - @9 §0.40@ 0%% 0.00 | 0.000
CGA-321113-mal-glu 63 150.899 485 | 92790 1549 | 1.384 162 | 0453
CGA-321113-glu? o 1525+ 0 907 P0.019° L5 19014, 0.00 | 0.000
Phthalic acid (M53) < ° 142 | 6110 §1. 0867 | - s < - -
F2b2-3a&b (A2), (M46) %@1 £50.088| 1320 \@3 156 o \@ - ]
F2b2-3a&b (A1), ( 360 0492 | 372 0980 @ |- - -
WFX-IX-86 (M51 4 154 03419 2.51 065 |« - @& - - -
Trifluoro acetate VI66)\ A - N\ &\ O Po. 0.025 0.78 0.217
A-Ta/A-Ta2 (ghtbosids) | © - «© o b - <§‘ s | 0087 | 1.87 | 0522
A-Tb (glucaside) KB - - @) - | =147 | 0133 | 3.00 | 0.838
NN R Ry
Post-Eféraction-Solid® o\@ms 0.823 og@m M.oo@ 9.91 | 0.903 | 24.32 | 6.790
NS Q
Q[ 7 SN
CGA-373466 (M@f K § =0°019 P 0.00° | @00 | 0.17 | 0015 | 020 | 0.057
CGA-321113 (M5) R 2 @@o.og 05 0.024 | 041 | 0037 | 122 | 0341
CGA-373465QM7) © @@6.0@\ Q2005 |:50.005| 0.000 | 006 | 0.005 | 0.00 | 0.000
CGA-35726] (M3) D 0, 1§ & 0.000 | 0.000 | 021 | 0.020 | 050 | 0.139
CGA-278302 (parenf)? 120062 030 | 0079 | 090 | 0.082 | 3.00 | 0.837
CGA357262 (M2) *X |8,0.2255 | 0637 o\\@oo 0.000 | 025 | 0.022 | 041 | 0.115
CGA331409 (M4) > q 0.@1 6021 §5°0.00 | 0.000 | 027 | 0.024 | 0.54 | 0.151
Phthalic acid (M53) Q.14 <@0'0 1.51 | 0.398 - - - -
F2b2-3a&b (AD), (M46) 145 Y 00IT | 0.00 | 0.000 - - - -
F2b2-3agh (A1) A7) 157040 | 031 | 421 | L1110 | - - - -
@ g O
Terminalresidie’ & |61 | 0511 | 392 | 0357 | 040 | 0.104 | 047 | 0.131
Toabidentified O 68.94 | 5332 | 60.06 | 15813 | 73.11 | 6.660 | 73.34 | 20.483

3R]

' ppm: karent equivalents/kg plant material not detectable due to missing label

2 mal-gIt¥ malonyl glucose conjugate 3 glu: glucose conjugate

4 terminal residues after different hydrolysis steps of the post-extraction solids determined by combustion
Conjugated aglycons: CGA-321113 (M5); CGA-328365 (M60); CGA-300624 (M59)
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Table 6.2.1- 10: Residue fractions in mature nutmeat of peanuts 14 days after the last of four foliar
applications with [14C-GP] and [14C-TP]trifloxystrobin at nominal use rate ©©

0.5 Ib ai/A (0.56 kg as/ha) each 5 @\ >
N &@ ©®
@
Label position [14C-GP], label A 14C-TP], 1 B
é o & 1o
gﬁe[:tligg/llég] of extracted 0274 VCQ @ 0.165" @\\ £
Q) & S
%TRR | 4mg equ/kg O“%%TRR N r@\%qu@ ©
Extractable 52.63 @@ 0.144\ R @@1».55 @ & 0@.};@ &
Hexane Fraction 25.63 @"0.07@@ ";\ 3%@7 Q§ 0®051§
CGA-321113 (M5) Q & T @y <
CGA-279202 (parent) ~h98, \@0056 N Lols: o3 o
i‘rél 1t§ isomers o N o % S o QV N §
-triglycerides Q %i@S & (@@ S @28 @QO.M@
g . N 9
> % N
Dichloromethane Fraction > 4.7 o 0.0 > @@12 > -00021
9 0@2 & 8) <
CGA-373466 (M6) @ . v @ @ S SN
CGA-321113 (M5) N &1 09903 &@ .04 & 0.003
CGA-279202 (parent), S-S o P @ § 2317 [ 0.004
CGA-357261 (M2) °~, AN %) § < @@% § <&
e
S o T - @é St O S aa™ 0.012
Aqueous Fractio Q& @2.35 §9.061 Q'7.45\ .
Phthalic acid (M53) & .. & [ 5% 70,0, L @
F2b2-3a&b (A2), (M146) & % 00 P &
F2b2-3a& M40 O «8B0 S| @024
N L9 | 770 %@
A @@ @%S 4 ©§ AN S
Totaﬁlaracteri@g S A 268 o 01440 50.87 0.084
Totalidentified” & &Y o 4a87 [ 0dn 35.24 0.058
N ©
Q@ ©© @@ N \@ \@ ©
Y S K 9 O
S\ L 4+ 9 @
& % @ I NN
o\ ©\
Q N
= N S & &
S ¥ & Q
e . & & Q
@ <) § N g
Q QO & 9
NN
S Q&
< @ & <
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Table 6.2.1- 11: Characterization of the non-extractable residues (post-extraction solids) in mature
nutmeat of peanuts 14 days after the last of four foliar applications with [14 ] ©©
and [14C-TP] trifloxystrobin at nominal use rates of 0.5 Ib ai/A (0.56 kg as/ka) @

each @
F @
QNN
Label position [14C-GP], label A « T14C-TP], Jabel B & “
TRR [mg equ/kg] of extracted 0.274 V&} o> 0 é\;ﬂ Q\ | @
nutmeat sample o ©Q ) NS &
%TRR  (@mg equ/kg Q %TRR O rr%equ@g G
Post extraction solids (PES) 55.36@@ 0.152((} O\ %@ ) 3\7@98 @@
Q § o, %
Sequential releasing steps & @@ ?”\9@ - @% @Q, >
& & & ° & & &
Acetonitrile/water (4/1) reflux %2%.5 A \0.07® % 19.@© 0.033 2
N @} & SN oA §
Q@ N o S %, QS Q
1% aqueous NaCl reflux A s & ooon o 56,9 & 0917
Cellulase hydrolysis - 2 9.447 @©O.O§§ § 1885 é@ﬁ %%.019
AN @ )
Protease hydrolysis > &7 & @.007& \@4.()8@2 0.007
° @ @ @Q @ & o § @ g@
Mild acid (IN HCI) treatme d o§ P 0001 . 074 § 0.001
S T g Sl s O
Mild base (0.8N H&reatm§ o114 @QO.OO@ 0,@5 0.002
SRS N A SR NI T
Terminal regidue! & o K@O ] 0,004 *1.89 0.003
) g . = . <) @S Q @
o 2 SIS M g
% % @7 W
Total@overed @@ § 4 g% ﬁ( 0 20 S 49.54 0.082
1 . . Q\) §\ .% O "\a\ N A . .
Terminal remdu@alue%a ter @ere\;@hym@’sls stéps O%ES were determined by combustion.
SN @@7 S < N
@ " ¢ . @) ) g
OO0 OO S & D
SRS %Q & @
=) % S @ %
% NN AR
S ST RS
(AN &©
@" N
PR ) SR
@ < Q & ©@
@ o
&
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Figure 6.2.1- 5: Metabolic pathway of trifloxystrobin in field grown peanuts
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Summary of the metabolism of trifloxystrobin in plants including the new metabolism studies .

foliar application of the active substance in radiolabelled form. According ECD gui

o

Metabolism of trifloxystrobin was investigated in wheat, apple, cucumber, sugar beet and peahuts by§

‘Metabolism in crops’, four different crop categories were covered: cer Tass crops, %mlts@ld
fruiting vegetables, root crops and pulses and oilseeds. The “C-radiolabel\was located j ) otm@eny
rings, the labels are designated as [14C-GP] and [14C- éP trlﬂoxystm\l; The ap& atlon%att§

used was approximately:
pp y N ©Q @ § é\a
Wheat: 2 x 0.25 kg as/ha (ty@studies) & & VO &
Apple: 4 x 0.10 kg as/hg N @@f @ & o @&
Cucumber: 3x031 kg as/h . Q} S Gog 6\ AN
Sugar beet: 3x0.13kg a@a @@ w\g@ @éﬁ% @% @Q o~
Peanuts: 4x0.56 k%as/ha @© Q & & é @ @& :
\ o x% <\© k)
At harvest, the total radioactive I'651d (TR@ We&%eam%d i%l@ltur mm@gitie é\g O
@» @ § © @ @9

Wheat grain: GP: @099@% eq@ékg (@t s an(@) 2% @g ngcond study)
@ 0. Oiéﬁmg equ/kg 6§5t s) a 120 §econd study)
Wheat straw “GP: %8 mg@/k first @de) a& 1% g ecpykg %{cond study)
@ g @rst stu@y) a@6 l@g @Q g (second study)
5 @ o © @ N )
Apple fruit & ‘GP: @6 n@equ/@ 5N >

@ < TP:Qi883 g equ/k 5\\? @ ©L
@ Q N B & & U
S S NS S

\N
Cucumd) er %@@ Q@P: 2989 n%gequ/@?{sm@frm@%o @, larger fruits had lower TRR)
TI;\? 5863mg e@gkg (shaall figits < %gcm, larger fruits had lower TRR)

& o & & S T o
%ugar bee%@gt ‘NGP: Q025 r§equ/l§g w §\
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o

€S¢C
&

TRR) and in Table 6.2.1-13 (given as mg equ/kg) similar metabolic reactions can be deduced
reactions comprise:

From the pattern of metabolites in the different crops as compiled in Table 6.2.1-12 (given asgfof

@@/

&

o Cis/trans isomerization at the two C=N double bonds to form the 1sc@§rs CGA 357261 (I@%,
CGA 331409 (M4) and CGA 357262 (M2). The amount of the si %e isomers d R@}cee%
10% of the TRR, with exemption of the parent supstance triflox bin (EE 1S;Qmer)<x X

NN @

@ < @

e Methyl ester hydrolysis to form the carboxylic acid C321 113 (M%) amdy tm@o a©
maximum portion of 10.8% of TRR (corre@ndmg to 0 QOZ mg equ/l@yln s r b@ 1‘00@%
and, to a lower portion, its isomer CGA 3 ..\ 66 (M6) Q @ Q

o g

&
e Hydroxylation of the trifluoromethylzphenyEying @@om&he hg@@’ox d d&gboxyﬁe acid
NOA 414412 (M12) with subsequen@luc&e c@ﬁg @fy defected i Q whea%straw)b
@

@

Nie |

e Hydroxylation of the aminooxyn mieth \bstﬁyent 1@he l&%ge béewee he henyl 1l s to
form the metabolite NOA §1 10) with sul bs eq &) glu@gs1de n o rther
oxidation to dlcarboxyllc a N%é 413%1 (@ andptts 1 A 4 63 @/[9) also
found in wheat straw. @

2 & @

e In sugar beet, a carb@f ic ae;% hydro@lateek%ylree d, ce at @ me&rl group in the
bridge and twice at The tr uoro %yl shenyl @ng redghing: Q%%amﬁ@.lm ount of 14.9% of
TRR (metabohte@fractlo@ M16¥ Fu Q?'! analy51s revea@tha@d%& sisted of several
isomers, each of?hem%‘lountmg to ©$ tI%@ 01 e u/kg R §

X
@

e In wheat peam@s % @1 spe@%c @tabo es We@ forn%d after cleavage of the
ethylide in @y . Most plgmlneon?@vas cy ck lcohol” (M57) amounting
up to 96% 0@‘ RR (‘502 Samg eqivkg) if wheat%ralbvmg ly formed from the glyoxyl
phenymoie§ via Kydrolysis, o atlolg%n -ring rm@on by elimination of water. In
peanuts, a glucoside coﬁ@uga %of hyidroxylaged cleavage%mduct CGA 347242 (M47) was

&gnd up to a %mo o of TRRHO. O2g equ/kg). Trifluoroacetate, TFA (M66)
ed by cofmplete %grada

rm the tr@uoro&ethyl Phenyl ring was detected in non-edible
peanut ha@a Ve@mm@@meta ite @8% G{TRR§\217 mg equ/kg)

. Almo@@?l ofte m 011 occ %mo etabolites (< 10% of TRR). Only in sugar
beetqots tiy car 110 aeld CQ 32‘kL 3( 5) and the fraction of “trihydroxy metabolites”
(1\%6) conswtmg@f SeVgy ol | 15%2 1S @%htly&ceeded the 10% of TRR, but only using one of
@ two radlo@)els @Ven abg]bute ~values, both metabolites accounted for < 0.01 mg

qu/kg

S N A9
&S S S
o Inall cro S, the@’aren@subs ance t&@)xystrobm in principle, proved to be the main residue
comp %ng therpforey an B used as marker substance in the residue analysis of
trlﬂ@/str es in‘food of plant origin.
@ )
S )
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Table 6.2.1- 12: Metabolites of trifloxystrobin in plant metabolism studies at harvest following applu@wn of [14C- GP] a4C -TP] label Q@ of T&{

Crop, Wheat Wheat Apple Cucumber Wheat Wheat Sugar beet @igﬁr beet Peanlﬁ Pe%ut
Commodity Grain Straw Fruit Fruit Grain Strm@ Root AS>  Top Ndfineat {(\@ Hay
Appl. Rate [kg as/ha] 2025 4x0.10 3x0.31 2x0.25 X025 R\ N 3056
Label GP | TP [GP [ TP | GP | TP | GP TP GP | TP ¢ GP°| TP | GP [QFP GP TPCYGP KB | G2 | TP
TRR [mg equ/kg] | 0.099 | 0.056 | 548 | 3.85 | 1276 | 0.883 | 2.289* | 0.586* | 0.262 | 0.1200}°6.12 [ &3 | 0.028* [ 0.021%.] .0.73* | &5 | 03@)Y 0.184 ;2634 | 27.92
Parent Substance and M@tﬂyolites % WfRRl \&Qb Nz Qﬁ ) @\Q\V @ © &

o e < o %O X %
Parent substance and its isomers ©@ . \\ @© ,{‘\6@& % @, \ @& @@ @&
A.S., M1 (parent) | 1.3 22 109 | 83.0 [ 807 | 87.0 [ 864X [C11.1 ¢ 19% [ 18 143 4 2%3 | 4049 21.3aP343 | S < Ol 293 | 465
M2, CGA 357262 - 3, 0404 ] 14 | 22 [ <01 2.N | 1.8 63 23 | 24 7 - - <(or -\ © 1.3 22
M3, CGA 357261 1.2 : 1007 ] 33 52 | 0.9\XQY05 S99 | 80N [ 53 {Q83 e Y - - - AW 22 | 32
M4, CGA 331409 - 07 o6 | 22 | 34 \92.0 12\ [ 2.1 538 @3}.1 3.6 532 63%8 %){9 1.2@ % : 60 26 | 41
Metabolites with intact basic molecular structure including %}th\pheny&% l‘l@§ @@ @,@ @@@ (r\©© ﬁ@ (\s& \@@@
M5, CGA 321113 - 1.1 | 13 ] 0.8 01@& 0.6 B30 | 2997 17806 | 38 T 42K 75 oO% | 28K 25 3.2 5.1
M6, CGA 373466 B p S Q] 12 (020 [ A®Y 04 Y03 [-08 &, 1.7 | 08
M8, NOA 413161 | .\ | 1.5 | 0.9 | 1.4 > © A W3 [ 68 [14 Y8 [ & AQ N\
M9, NOA 413163 Tl 26 [ 33 4] QY <\ 2| w9 18079 [ 5B 58Q ~
MI2,NOA 414412 | <2.1 | 46 | 43 P70 | D A A 525N 6.5 L 700 1g\[T23 | QY 3.8
M10, NOA 443152 N 5 a 1.9 L | 5. 9( 6.5 | 4.0 29 04 -
M16, “trihydroxy” AU e ¢ © RN ~ 92 a9 | 16 0.7
M11, BO 172741 Y | =\ X 1 5@% 3.5 |, 4y AN

o O 2

Label specific metabolites formed by cleav%&}y@t}e et ykd%eimln‘@{&@y %)ndg@%tween@&k@g%enyl\@ N @@
M54, cyanobenzoic acid & N Q N o %.6 P 3.0
M53, phthalic acid NS NN « Paa QY LR 6.0 2.7
M57, “cyclic keto alcohol” | @) @) N o 9.6 ¥ AT
M47, CGA 347242 N QY N @ Q) R 8.8 7.9
MS5-, CGA 321113-glu . h
malonyl gluc. B X\ K @© 2 Q\ % ©© {Q\é 4.9 1.6
M66, TFA @’ 2 o 0.8
References || 199@@’), o ﬁ 19972 | I 2002 Gr) | I 2000 (GP) I .

M-03436 9@(@) —034445§9 M-072024-01-1: M-069125-01-1; M-137152-01-1

@g@n&% 34380- o@ w o7re | . NN, 200> > | . 2000 (TP)

% 053-01 @@ 3@1 42-01-1 | 1-070885-01-1 M-069117-01-1
@ S X@g(rp) all fruit * PHI = 45 days
PN C, M-034423-01-1)

N @
<& @@ R 0
& @
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Table 6.2.1- 13: Metabolites of trifloxystrobin in plant metabolism studies at harvest following applic@ion of [14C-GP] a4C-TP] label Q@ﬁ% oequ&g
DS ) )

Crop, ‘Wheat Wheat Apple Cucumber Wheat ‘Wheat S%aw“ Sugar beet K,éﬁgar beet Peﬁfigl}t/ Péanut
Commodity Grain Straw Fruit Fruit Grain \@ Root . & Top Nutmeat @ Hay
Appl. [kg as/ha] 2x0.25 4x0.10 3x031 2x0.25 ODx0.25 L O¥x0.13 R \OWPx 0.56
Label GP TP GP TP | GP | TP GP TP GP | Tpe| GpP TP GRQY TP GP | x| GPJ2TP [ &GP | TP
TRR [mg equkg] | 0099 | 0.056 | 548 | 385 | 1276 | 0.883 | 2.289* | 0.586* | 0262 | 0.@°| 6.12e. b 6.13 [80.025% | 0021* | 0.73xx] 0%45* | 93ds | 0.18176.34 | 27.92
Parent Substance and M%&bolites?gglﬁ@qu/kg) \\y@*’ . &7 Qﬁ ) @\/\V @ © &
- < o O X
Parent substance and its isomers ﬁ©@ . \\ @© n 6@& % Q> \ @& @@ @&
A.S., M1 (parent) | 0.001 0123 [ 0033 | 1.059 [ 0672 | 1991 | 05077 0.028 N0024 | @4 | 088 Y 0.006 6010 | 0a§3'] 0.155 D ﬁ@ 7.722 | 12.99
M2, CGA 357262 - 000y |-0:023 | 0017 [ 0.018 [ 0.018 | <0.002, 0012 | 0.665°| 0008 0.14, [ 044 | - [arvoo | N N4 0346 | 0.610
M3, CGA 357261 | 0.001 ' 0057 | 0.028 | 0042 | 0043 | 0088 0.003 Bo.oog [ 0010 | 05 032 N 7 | & NE A 0581 | 0.881
M4, CGA 331409 - 0037 | 0024 | 0.028 | 0.028] 0046 | 0807 | 0.00520.007 & 0¥9 | 022> [ 0.00k N0.001 [0.007 | 0.0050}) 0009 | 0011 0693 | 1140
Metabolites with intact basic molecular structure including both\phenyl riak AN NN S A o\ 1
etapolites with Intact basic molecular structure mclu m}g\&o en){\ Tl S X@ @; @‘@ (\@ @ {(\S& @
M5, CGA 321113 - 0.000 | 0071 [ 0031 | @ - 50053 | 0f@7 [ 0.008} 0.003 [ %6.23 00020002 [ B0 | 0.010) 0851 [ 1423
M6, CGA 373466 - - - - SAP005 | Q005 -x P - 1g®02 | 0.00i0F 0.12¢ [SO11 [ 000 | 0.00\>0.007 [, - 0436 | 0212
M8, NOA4I3161 | | 0.001 | 0.049 | OS] - O>- AD - Y0.001jodoo | 008> 0414 - [AO E -
M9, NOA 413163 | - 0001 | 08| 0462 | QO] -~ « N = QY | o008 0004450581 [ W5 | = [~ - & - -
MI2,NOA 414412 | <0.002 | 0.003 | 03§82 0.270 [O'- m « - | D06 | o006 T 040 |“043 {0000 [ 00008 0.012 [ 0.017
M10, NOA 443152 - S o 0.0050:006 | 0@p° | 0407 0.000 %k 0800 | 0.003 -
M16, “trihydroxy” - () ) g ‘O FRAY -2® - e 0.0020F 0.003 | 0.012 | 0.003
MI1, BO 172741 - 5 S \5\ L L [ o) 0@2;4 025 §N-7
. . \ N . LA\ < @%
Label specific metabolites formed by cleav%@\?the et@fhdenegmln Xy brldg@etweeg@?ﬂ@é hen((y\%@s ’K@@
M54, cyanobenzoic acid w© D N 0 0.009 | » 0.1,
M53, phthalic acid 1 cO N L2 0,008 007 0.016 0.705 -
M57, “cyclic keto alcohol” | ~50>? ~H . N ¢0.025 AN 0.09 - - -
M47, CGA 347242 N O N w q N 0.024 2090 | -
M5-, CGA 321113-glud), Jd S \«»@ A ] ©© @ ] 1279 | 0453
malonyl gluc, o) gk@ =20
M66. TFA ©° = NI - o217
References ] § st | I T 2002 Gp) Il 2000 GP) I
S .1997(G@§ M-034445-01-1; | M-072024-01-1: M-069125-01-1; M-137152-01-1
< —03438% | ﬁ . 2002 (rp) | I 2000 (TP)
98(TP) 1997TP M-070885-01-1 M-069117-01-1
M5034423- Q‘Q M-034442-01-1 * PHI = 45 days
*small fruit

©@




B
Bayer CropScience Page 72 of 197
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Trifloxystrobin

Figure 6.2.1- 6: Common metabolic pathway of trifloxystrobin in plants
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CA 6.2.2 Poultry .

Data / information on poultry metabolism studies were reviewed during the peer rev1evs§ de§
Directive 91/414/EEC. For further information please refer to the Annex II dos%r

& <&
CA 6.2.3 Lactating ruminants X\ @ @@\ %
Data / information on ruminant metabolism studies w@ reviewed Q@l\?ring the pe:e} e&ew u@@ﬁg @
Directive 91/414/EEC. For further information please refér to the An I dossier.@@ § 5 &
SN © NQ <
@ S Q) Q X
CA 624  Pigs R o Q& & @ &@
Y S \° &
s 57240
A ‘Summary of metabolism in domestic als @las T sent{}’ in t10 @ 7.2.4%f the Draft
Assessment Report (2000) on trifloxystrobin (p m ary th folléwing tatiQrfs

used in toxicity studies) are essentla@z the “same @xd T efo@ a %ﬁg me llsn%stu
d.
require @Q (Eix Q @ @
“Goats were given daily doses OQ%A'C@?T]P] T oxy%obm@ 03. @mgﬂéﬂlet @N) Y%I [14C-GP]

Trifloxystrobin at 100.4 mg/kgydiet (39N) our 8ays e sactific rs after the last
dose. ... Highest residue leyels in milk were 0. lz@and &153 1@g kg and a plateau @s reached after
48 hours. CGA 279202 was the%o $ @U . Tentified %Doli@j comprised up to
93.5% TRR (milk), 84 % (mus Y0 9% (k &g\ey) 60%6>(liv There was some
evidence of cleavage of cu betw ph@)yl rings with the faghation of metabolites
11U and 12U (CG 548 %ﬁ go@ met@ollte&\vere él% d@tiﬁei\in the rat metabolism

studies.”
N) ©& \® R @ f@ SN @

“Hens were i'@gér)f dai&ioses %f [1 TP]@lﬂ %tro n%t 1§ mgﬁe@gdiet (1060N) and [14C-GP]
Trifloxystrobiwat 9@ mg/Kg diet ég 4118 for f@@lr daystand wgte sa@ificed 6 hours following the last
dose. ... Parent com&cﬁ)und &ﬁ@iomh@ted @musc@’ andfat + @n, accounting for up to 27.8 and
55.3% respectlve@ 1\@ m@ohtes wer@CGA@ 1 1U and 6U (egg white), 2F (NOA
405634@ + skin,_flisc 2U (CGA 854870 musgl'e) a@l% & L14 (liver). Other identified
metabolites did n \dlvi@iuall %Xcee dR% @ §mextr ed residues were up to 79% and 35%
TRR in liver andggg yolk res T resi @poultry products are highly unlikely to be
determinable z@lN r@xpo@re @ @ @ @j
N D
The hen metabolites we@ ent ln@?e ra@%etabolism studies, except for the following:
Met E , Met L13b@ Me 11@Vet 124, EGR10a-c, EGRS, EGR1, EXS. These metabolites
are not n51dere be of toxicalogicakconc at the levels found.”
1o d@ % % gicakcbnceR
N
As a conclusion 1t can b@tate@h t pait @1 some metabolites in the hen being of no toxicological
concern, the I{@ﬁ)o sm @%t a Hen igprincipally the same as in the rat. Therefore, a metabolism
‘"\a

study in piggdy no uir
Sl
S

are repeated here to show that the metabolisnr<n goeﬁt\ an) %n (p ry) and rat gal
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CA 6.2.5 Fish .
& O
N @§
Since no guideline on a metabolism study in food fish and its typical feed js currently a@)abl@f
bioconcentration study with bluegill sunfish is summarised in the followin§ he main QQ]GCUV

this study was the determination of a potential bioaccumulation of a test substance in ﬁs uri ng-
term exposure in water. However, the nature of residues of radiolabell d%nﬂoxystrob@ in f§
viscera of the fish was also disclosed in this study followf{ig a long-term uptake of canﬁnu usly ad
trifloxystrobin with the inflowing water in 28-day ﬂow%rough stuAs this st y the&
information as a metabolism study in fish it can be used as surrogaf® study according t$§:n 2 @
of the official data requirements (EU) No. 283/201§%f 1-March013 in acco&@nce with Regulatié
(EC) No. 1107/2009. This study was submitted the original Anngjﬂ do$ster II&CU% A @? 3
and evaluated in the DAR under point B.9.2.2 Bloaccuﬁatwm of th@feco@wology sectfon. p
450 ff. (April 2000). It is here summarisedé{» r@@leta&ﬁ th §p ma&ﬁocus & the Thetaboli¥m of
trifloxystrobin in fish. N & & & Q@’ ES @j o

B S WD S &% N ) é’ §

Report: KCA 6.2.5/01, Il 7. @032@4 00" & @

Title: [Phenyl(A)- [Q C] Cc8A-279202 ﬁow—@ug@@oco@n‘tr@b n&Metabohsm

Study w1th@B1uegg?8unfg§b@(Le @ is l@,@mcl&rus) % o
Document No: M- 032042%1 s @ RN @ S

Report No: 96-8-6608 O@bn Hea&f% and Env@nme@a?Scw@es Wareham.
MAﬂJSA ow Bayer C Sm @

Guidelines and A@uld %)es for@est@e Rég}strat@ 40§QFR 1§§\\)‘%ubdw1510n N.
data requirement: @ectlon latiedrin F@i W@lch 1s c@npara%le to OECD No. 305E

§ define ¢ D 9 & @
GLP @ ¥\® a ((%% L& & oy @ B
RN ST 9 @Q S

@ (o
\
S Gy 258% o
Groups of approxnn%e y 280 bluggill s il (@po ] macr&&hlrus) were exposed for 28 days under
flow-through co ons t% no al c@cent ons% 0.16 ug/L and 1.6 pg/L radiolabelled [14C-

Executive Sdmmary % %@ % &
RS &

GP]trifloxystrobfm (1 Q%ﬁ labelv A) for de ination of the bioconcentration factors
(BCF) and thegpetab sh (6uly h@ dos@ Thefdest material was dispensed via syringe pump
into dilution¥ater @Wl a‘;@\test sel githe rate of approximately 8 volume turnovers per day

(initial bm&gadmg ca. 0. @) Séme fistpand water samples were collected at different exposure
1nterval@ ollowing a 98-da xposu% th@mau&mg fish were held in untreated control water for 14

days to provide da’s@on % rate of eli at10 7Bt trifloxystrobin and its residues from fish tissues

(depg%tlon period)y A gjt 2 abolism study was also conducted using a nominal
@’ ©

concentration 0@1& ng/ [14&@?]‘(@10){}1@&

At dlfferen@erv&%f t xpos&fe (0@ 28 days in water with the test substance) and the depuration
period (0 & 14 1n @e water) eaclPfive fish and water samples were collected and radioassayed.
Five f;ﬁ Glso ¢co ect rom the metabolism aquarium on days 21 and 28. These fish were
disse 1nt @r‘no@ edible, viscera and carcass. On day 28 of exposure, the remaining 238
%-‘ eta@ 18 uarium were harvested for metabolite identification.

lts o( Swater analyses indicate that mean measured concentrations represented 97.4 and 82.0% of
the n 1 [14C-GP]trifloxystrobin concentration (0.16 and 1.6 pg/L trifloxystrobin, respectlvely)
The mean BCFs measured as ratio of the radioactivity levels in fish and water at steady state in fish
amounted to 90 - 131 (edible fillet). 530 — 835 (non-edible viscera), and 280 — 431 (whole body) for
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>
&

the high and low exposure level. The steady state of uptake and elimination was reached within 3 days
at the low exposure level and within 14 days at the high level.

day exposure levels for the high and low exposure concentration, respectiv At the end%f the@l’
day depuration period, greater than 98% of the accumulated radioactive rgsidue was e nate@ o
the fish tissue. The respective times for 50 and 90% dep@a‘uon were gm@% as 0.5 to2.4d s@nd &@
to 7.8 days. « @ g}ﬂ
@ @ <

Following 28-day exposure of 1.6 pg/L [14C-GP]tri®xystrobm tlz@ parent subs@fce pf@/ed t§e the,
predominant residue component in edible tissue ish (total ra@oac@e residues, KRR = IQ
equ/kg) amounting to 0.082 mg/kg (76.6% of ). The h oly§e@carb0§‘f d C@A 3 13
(M5) was detected at a level of 0.012 mg equékg (11. %/a of ). Qt}er 1&@11‘] Gf%%’j 1409, M4,
Metabolite B) and unknown metabolites (Méta oht@ A) @ere b@&w 0,00 mg k%Appr%imately
96% of TRR in the edible tissue was 1dent%ed Q % & Q @7 @&

O«
In non-edible viscera (TRR = 1.72 n@@ qgk th@par@ﬁk subs@lce 1§o rexgaled oo be main
residue component amounting to 0 % rbo ca C(%A 321113
(M5) could be detected at a 16\@ of 0@9 m§§ equ/ke (1 % (@§' ition, 4 cysteine
conjugate of the demethylated carboxylic acié(Metébolit dete «i d at s @levelvof 0.503 mg
equ/kg (29.2% of TRR). A rox&%e con]@ate the @rent @%bstan (M@a olfte C, glucuronic
acid linked to the demethylated aminooxi stlt&ent of the glye: I-phiéayl r%g NO@405637 (M27)-
glucuronide) was found agg levelpf 0. mg@qu/kg @1 0% of T@) or méabolites in viscera
were the EZ-isomer of the par subst%ce %33 14Q@(M4w\2 T%0t T K@ a ZF isomer of the
carboxylic acid CGA:373466¢M6. &8% O@T RR%a cya m bol e CGA @7276 (M42. 3.4% of

D
Within 24 h of being placed in clean water, *C-levels in fish had fallen to $ﬂd 73.4% @%nal

TRR), and a very mjisror cyc@ed@watl@ CG@ (M4 x1m<%uely 89% of TRR in non-
. . . onfi
edible viscera tiss Was§ent1;ﬁ@ Tl;% amgnetab %@ als&detec@i in the aquarium water.

N @
All main met @ﬂte fishsgnd W&r @’med&w infagt ba@‘nolec&’lar structure with both phenyl
rings. As a consequgnce, fis tabolism us%f@fhe &§ond [P4C- &@ label would result in the same
metaboht&@nd thereforg, deemgd n@ be @ded

A proposal of the °1%etabécli,c pathway § trlﬂ"egyst%(%)m infish is shown in Figure 6.2.5- 1. The
metabolic patte fish>proyded the parent subsfance trifloxystrobin as the dominant residue
component in edble a ai sid@om dnent iy non-gdible fish tissue. These results suggest using
the parent sul@fance @s>magker gu@tanc@%m potential f&idue analysis of trifloxystrobin residues in
fish. Q © @@ \

@%
@ln%)

)
f@
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Materials and Methods

i &
est Material Q\ Q
& @2 &,
Structural formula w O\Q
S SN
CH, F %% R Q . & %5
oA s O S e
o. A__o |V/ F Q @@ NN S
H,C™ N 9// @ &© é\g QQ ©© Q&D
SN . (SN
CH Q‘d@i@)t%@h@lA.%MC-&
@ S S
GP] G I I S
Chemical name (E.E)—methox@in-[l@tri«%})r n@thy]@en 1):
ethylideneamino-exymethyl]-plenyl tic acid néhyl @r @&
. o N
(IUPAC20§\9 O \\\ PRI @@ RS
g NOLA @3 <y @ & O
(E.E)@¥m oxylﬁno@[[l S S @ %
(tri@orome yl slen ethylj ne@ninxy]@%thyl]%enzene
: O S
agetic acfd methyl eseer (CA®) & & O
Common name %%riﬂoﬁstm@n RN RO Y 0O
‘o oo 2
CAS RN e, 14817267 @ Q N L9
Empirical formula > CyHipFsR0S @ & v
Company code & @EGA279202 & .S O & N
Molar mass (nons” & 4084 g/ifole @© @ @
labelled) & o0 & gy ~ L @
Label & & Olglysxyl-phenyl-HE 1;§riﬂ§?str@)m. abbr. [14C-GP]
& A & Label Agn thefriginal repdrt
Specificadioactivitys” 82 mGig (3034 MBy/g) <& A
Radiochemical p R \38.4% (pritpary g@f:kQﬁtio@ 98.0 and 97.5% (diluter stock
N s;@&mn}\ SN
Chemical purity’ Q° & O -5 & &
@S O
° O N Q & D
Test Orgadism and Test ndl@ 5 9 @
! 2) @ @ N
N S S
Test:species & &) Bluegill snfish{Lepomis macrochirus)
Breeder ‘v . USA
@ S A S
Acclimaﬁz@on & @@4 days in a 1000 L steel tank using 16 h light/8 h dark
& photope iGls

Mean bady weight <

(& g at test initiation

Mearrbody @gth&% 44 mm at test initiation

T@qua@g v @ Glass aquaria: 75 cm x 39 cm x 30 cm (length. width. height).
S filled with 73 L water

Numbet of fish 250 fishes per aquarium at initiation of the exposure

Total biomass

380 g/ aquarium
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corresponding to 0.628 g/L of the 24-hour flow-through volumg, - S
Feeding Commercial dry pellet food. approx. 2% of the total biomass; & 4

uneaten food and fecal matter were removed @1 siphon) 303min

. %)
after feeding N L
© 0\
& K e

Exposure concentration | 1.6 and 0.16 pg as/L plussolvent cont@or BCF determina 1oné\a

1.6 pg/L for metabolisniynvestigatiofd & S .9 o
Exposure period 28 days & R VO A
Depuration period 14 days Ny Q o0 &« ¢ @
pH of aquarium water 6.8 —7.1 @Y NN 2 9 U
Temperature 16-19°C & 9 v & 7 & 0NN
Dissolved oxygen > 60% satugation @Q @«@ S N - é x@ &’
Hardness 322-36mgl’ > > S O S
Alkalinity (CaCO3) 22 - 24 7 O O w7 oy & ©
Photoperiods 16h light / @daﬂ&%’cle&} ‘© R@v > & 9

Q SN .
® & & S &9 &

. . o @
Set-up of the flow-through si%@n "o - @ & &@Q . B S
[14C-GP]trifloxystrobin wgs dis@\led 'b@(?lcet W (pril@ry stock s@tio%t a céacentration of 1.15
mg/mL. This solution was diluted wit{Pacetode to pareCie dilter st soélons, i.e. 30.5 mg/L
for the 0.16 pg/L expesure a@d’305mg/L for the}.6 p&@ ex&sureKThe € concentrations were

@%ﬁ

measured via radioggsaying @S he dinter @k delvery rates wée 0.0822 mL/min for the diluter
stock solutions a /mindor t& inflowing weater. delivery rgje provided a turnover rate
equivalent to 8 ari% VO]I.KQ\CS er 24 h&u\s T %dilut@stﬁolut@s were delivered by syringe
pumps equip@ wit m@gas—t&t g&g@’ syringes. This sy proﬁiced an acetone concentration
in the aquarium of¢d uL# wa‘&%r for the loxf@xpo e leve) an 0.1 mL/L water for the high
exposureoﬁl@el. Due to the ra in@net‘@sm @triﬂoxystro@ in fiéh and excretion of metabolites into
the Waj@ e stock s@?ion @ water inflow we@ncr% d b@pprox. 50% on Day 10 of exposure
resulting in a turnoier rat§’;@ 12-aquarigin’ volumes (%er 24 @urs, The exposure concentration in the
water was measu y radioasggying (SC). @ﬁ’ Q
QRS TS S
Sampling of fi¢h and»@]uaILj@Tm Wazte@ as well a&r@ioassg@ing
N s QO N 2)
During @tudy, 5 fish) of t@CF periment wése removed from each group for radioassaying of
the edible and viscefantissues s 1,37 10@, 16, 21 and 28 of exposure, and at 1, 3, 7, 10 and
14 days after the d@purﬁ pha&e’ Wag@'ﬂiti &d. Five fish were also collected from the metabolism
aquarium on days 21 28@\These ish @ere dissected into three portions, edible, viscera and
carcass. On day 28, the ai 238@%h from the metabolism aquarium were harvested for
metabolite i iﬁ& n. @
o S O & 9
Together@yith @ saﬁ@hng@phcate water samples were also collected (50 mL low exposure or 5
mL higl exp@re).% he rddioactivity of 5-mL water samples were directly measured by LSC after
mixi witl@scmt@io cucktail (radioassaying). The 50-ml water samples were acidified to pH 2
W@ pho@oric acid a&xtraeted with ethyl acetate. The organic phase was separated, concentrated
to dry re-dissolved in 5 mL acetonitrile and radioassayed and analysed by radio-HPLC. Fish were
dissected into edible (muscle. fillet) and non-edible portion (viscera and carcass). These matrices were
weighed (wet weight) and radioassayed after air-drying overnight, combustion and radioactivity
determination of the formed *CO..
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Radioassaying was conducted by liquid scintillation counting (LSC) using counters with aut(&tlc &
quench correction. The LOQ of LSC depended on the specific radioactivity the test s ance{@ﬁ

counting efficiency, sample size and acceptable minimum net counts per te (cpm)
samples the LOQ was set to 0.00476 pg/L. for tissue samples LOQ was set ta#).685 ug/kg

< f@
Determination of the lipid content ?&% °\© .9 ‘2”5@

. . o N @ S @ @
Eight total fish were weighed and homogenized in chloroform and piethanol usmg@ b100 Zer. &
The mixture was filtered and the filtrate partitioned @amst aqueows sodium chl e. TR chlayoforrs,
phase was separated, dried with anhydrous sodiu <§§,1lfate and co@ent@jed tQ nes& The rgfhal Q-)
lipid sample was weighed again and compared t&% orlgmal %t welgit of the 1 @@

. : SN B
- & &
Extraction and clean-up of the residues from @sues@ S @ b@ @ & % .
v @ K @) @&

Edible and non-edible tissue sample&@re\%par&%ly e@acgﬁg ®1th &getomtrl g a
biohomogenizer. The extracts were c@qbnl%n conc@ntrate& cen lysed

g \m@
by radio-TLC and radio-HPLC. Th@@em@@ s@ﬁds W@se f cte t tr1 e/water
(1/1). The extract was concentrated an@’clean%d- by s @d ph@ ex t10i§ sing C18
columns. The residues absorbed to the C18ph ? ut1t @etoé@nle All fractions
were radioassayed. The extacts from viscera ®ere analy s@by % 10- L@l r@ao -HPLC and
LC/MS. " IS & & e .
%
Chromatographic analvsoi} % @ § @ § s $ @
S L 0 6 &« &
Radio-HPLC was g‘orme?us@ 8 cehunn@SO 4.0 rm@ part%le size 5 um) that was
operated with a dle@%lxtg of*q). %%queoﬁ@fo () ac1n($tomtrlle The system was

equipped with tecto¥(25@§nm) a@ a fraQtlon coffectae~tor celléction HPLC eluent in 1-min
intervals. Th&fractiéds wef® radidassayed for ?ﬂ on of}

Non- labell% referefite sta%ard@yzere %ed fgl nti atIO@ @7‘&,

oy ]§ ST
One- a@wo dlmen@@nal i0-TL w§ perfofined formal @ase silica gel and RP18 Fyss coated

silica gel plates }sw phx} plates wer@%eveloped with pure acetonitrile, one-
dimensional rev plates wi h\a 1@1re o@acet@ltrlle/water/acetlc acid (50/50/0.5. v/v/v).
Two dimensiona 111 § e dQ/elo endicular directions with the two solvent
mixtures ( hlo @tha orQ at r (83/13/3/1. v/v/v/v) and (2) toluene/ethyl

acetate/acetic acid (90/1 ola s were visualized by a radioanalytic imaging
system, ‘@labelled referen @ xtmottpn of fluorescence caused be UV excitation (254
nm) of ﬂuoresce@e dye a to the & g@eparatlon layer.

LCNS was performed §ng PLC gster§V1th a RP18 column (250 x 4 mm. particle size 5 um)
that was opera@d with gle t 1xtu of acetic acid and acetonitrile and coupled with triple

quadruple ee%gom Iomatlo w s achieved by an atmospheric pressure ionization (API)
interface ﬁ rospray iongga tlon (ESI) head.

Flndl@ @ @

t”\g
@ 8
Qﬁ%ﬁy c%@ol v @
T
Throughout the study, no undissolved material was observed in the dilution system or the test aquaria.
On Days 13 and 26, one mortality was observed in the 0.16 pg/L and 1.6 ug/L aquaria, respectively.
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The mean measured concentrations of [14C-GP]trifloxystrobin in water of the BCF trials represented
97.4% (0.156 + 0.028 pg/L) and 82.0% (1.31 £ 0.27 ug/L) of the low and high nominal concent@ns©©
(measured as total radioactive residues, TRR). In the metabolism trial with a nominglywatefyy
concentration of 1.6 pug/L, the mean measured concentration amounted to 8@% (1.36 £ 0 g@
over the 28-day exposure. 7] \

- @ %
Total radioactive residues (TRR) in fish tissue and derlved bioconcentratfen’factors ( BQ@ ‘&

For the bluegill exposed to the low concentration ofEdlolabell @rlﬂoxystro@n they; ad1 1ve &
residues (TRR) accumulated rapidly and plateaued @thm one day for the edlb@ﬁssué%nd @ é
days for non-edible and whole body tissues. For bluegill ex@ the high chcentr
radioactive residues plateaued within 14 day&for ediblesnon-eible an e bddy @e
respectively. The mean BCFs measured as ra& o of tl@%adl 1V1t<§g“eve % fiskand v@%er atgteady
state in fish amounted to 90 - 131 (edible fill&p). 5302+ 83 %non- ible &era d 0 4% (whole
body) for the high and low exposure levelaThe n@ in v@ter and’fi 1ssue @rmg@e pl@au
period and the derived bioconcentration f&ctor@CF) &% presgpted @ abl Swd. §

Q %\ N %o S
After the exposure the remaining ﬁs@@zer t%nsfe@'d tm@ure \x@er §xam' ion & the depuration
of radioactive residues. 69% (low » posur@levefNr 73%(h1 xpo in¢h tissue of
the last day of exposure had depu ted @thin Z4 hour®in cl ﬁof effmination was
thus derived as DT50¢)im = Oﬁﬁays for the Bw d an&@TS%’1 or tle high exposure

level.
NN S
g O N
Extractability of residuekrom {ish and%entl§atloﬁ®har€§1ﬁlzatf&l of@%ac@emdues

N
A separate trial for } estlggl@on @fhe @tabo@‘- of. %L‘}lox s@obu@n ﬁsl&was conducted using the
high exposure lev, all.6 @/L@llowmg a day%os ¢ fish gyere collected, radioassayed

and extracted wiglrac t%mtrlle@}d tomt&%/wai@% Extraptabili®y of raffolabelled residues from fish
tissue was veryhig ougtjng té‘) 6‘{/{@’1‘ TRR in t@ edl tlSS@C TRR: 0.107 mg equ/kg) and
91.1% of TR t éta t TR

00 2 n th@visc 1ss&)e( q@g)

The re \es extracte@@rom cerayvere analys@y %?o H@C Some of the radiolabelled peaks
were eluted with &ge saine retgntion es*as the non-Kibelled reference standards of parent

trifloxystrobin, 1.@%GA %7 M6%, G 11]@ , CGA 357276 (M42), and CGA 331409
(M4). The identi®y of act@ co;riboun was lly confirmed by LC/MS. Thus, the ester
hydrolysis me@bolit 11 3@(9M5) @cou for@0.4% of TRR (0.179 mg equ/kg), the isomer
of the parer?@substgﬁce A 3{ 409 4) @’ 2.7% of TRR and an isomer of the hydroxylated
carboxylieacid CGA 3 6) Cfbr %@R A cyano derivative CGA 357276 (M42)
amountegdto 3.4% of Qvery hz erivative CGA 320299 (M49) was only found in

traci yl\cgevels § @ @ @ @
The residue levglof Met@)ol&é@A wag,) belox&@ 05 mg equ/kg, therefore it was not further identified or
characterized.<Metabolites Band (Swere fsdlated from viscera extracts by radio-HPLC with fraction
collection @ puﬁiied dloﬁ%LC @C/MS of the purified metabolite B resulted in protonated
molecule {Qn at %Natur isotopic abundance of the involved elements and LC/MS/MS
“ ch%)ng tinct fragmentation) suggested an elemental composition of

rmﬁould be interpreted by a cysteine conjugate of the carboxylic acid NOA
41 ( (,;? L@@V[S etabolite C resulted in a protonated molecule ion at m/z 571 amu. It could
be Sinterpseted as glucuronide conjugate of the parent substance following demethylation of

@gino group. Incubation with glucuronidase released the aglycon that was identified as NOA
405637 (M27) by LC/MS.
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The concentration of the residue components extracted from edible tissues (fillet) was significantly
lower than those in viscera. Therefore, spectroscopic identification was not possible. Howeve@ey @6
could be assigned by comparative chromatographic profiling with the viscera metabolites. mos@ﬁ
prominent residue component was the parent substance trifloxystrobin amo g to 76.69

(equivalent of 0.082 mg/kg). The composition of parent and metabolites in t and viscer# is sh@vn

in Table 6.2.5- 2. AN L «© &

i © < SIS
Conclusion \& Q@ @@‘2}” Q\ @ @
Bluegill sunfish were exposed to [14C- GP]trlﬂox@robm via a&f@%w througl@tudy @mgn@% ‘e\
exposure levels (nominal 0.16 and 1.6 pg/L) for\a total exp od<§f 28 @ays HQ
objective of this study was the determination o ioconcenttation, f@tor ). ertléless ﬁ
additional trial alscl)4 the metabolism of trlﬂ%ystrol@ 1n wa& nvq&y ate%@bllo\{%’g as2f8-day
exposure of 1.6 ug "“C-trifloxystrobin/L Wat@ % @ & % <

hed dher
The steady state between uptake and e ‘fmnat&% of %olal@led %dues@vas r@ched after 3 2 14
days of exposure for the low or high expos <g&&evel @16 BCF ValL@ at e\ad nte r 90 -
131 (edible fillet). 530 — 835 (non-@ﬂe it era)@ld z@— 4 for and low
level. Following transfer of remajning fiéh intospure %Vater\mtho@ st sta th% If-life of
elimination was less than one day for logy and Ksgh e@s redgyvel.
" g o e ) K NN

The metabolites in non- edlbsl@@ws era (T %2 mg equ/kg)%@ere identified by co@hromatography

with reference standards and by falysis. Phe metaboﬂ@es in“edible fillet tissue (TRR =

0.107 mg equ/kg) couldsby m%entlﬁec@oy @we @ﬂhng%vlthwt\}g mg@ohtes identified in

viscera. Major metabelites wéte'forrfied by ®Bydrofyic este cledtage %tr1ﬂox@robin resulting in the

carboxylic acid C 321@3 ) ar@ by ao?§conjug tionQf thé\ aminooxy-demethylated
et

carboxylic acid r&sulti -c s ine G curon@ acid conjugation of the
aminooxy-demeghylat arenxg\lb tance r%}lted fkthe 7) glucuronide (Metabolite
C). Minor metabolit dentléd 1somer of¢th t subs ance (CGA 331409, M4), an

(M42) and@ychzed mefabolit gme nfétabolites were also detected in the
aquari ater All oht n ﬁsh andfyater ﬁtal the intact basic molecular structure
with both phenyl rin%s A‘S\a cora@g,que ﬁanet bohsm ing the second [14C-TP] label would
result in the same @etaboli therﬁore d& be needed.

isomer of the primagy carBQxyh acid ;L A 3& 66 @) as @ell @\7 cyano derivative CGA 357276

A proposal ofzthe n@%bo@pa;h@ay ogﬁrlﬂo@s‘[robﬁgn fish is shown in Figure 6.2.5- 1. The
metabolic ?@em 1Y fish @)mw@ed t par sub@nce trifloxystrobin as the dominant residue
componentin edible and a1n 1du po?@nt Ron-edible fish tissue. These results suggest using
the par@bstance a@lark@subst ce 1 s1analys1s of trifloxystrobin residues in fish.

NI
A cmcluswn on at%bte ly req@red@sh fe \ng study cannot be drawn as no official feeding table
for fish feed is,eurrently av&ﬁ’ﬁble @Jherefore, it is not possible to estimate whether the expected

residue level iq edib %ﬁslgue @ exceed the trigger level of 0.01 mg/kg.
@

@ S @© S ©
& P &
< @ N
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Table 6.2.5- 1: Total radioactive residues (TRR) in water and fish and bioconcentration factor;
BCF (S
(BCF) @
Q\ g
S @
Mean TRR in fish §
Mean TRR can s Biocofiéentration gctm@%m
Exposure in water [ug equ/kg] XN
level | | gequuy | Edible | Non-edible | While body @gﬁible No@;ﬁ@dibg\ w -
Q @ 9 | hody
Low during the plateau perio@%& 4 - 28 days_ ¢ <§9 QR O &
Exposure 0.156 205 | 13 @ﬁ 672 X 31 S &5 ﬁ” 43]
NI
High during the plate@pen@g@M —z«gg)’pdayg g%}%? S
Exposure 131 118 | 695 o @367qQ7 | D0 [ 30 &b 280

\\©§%©%

@ R §
Table 6.2.5- 2: Residues in fillet an s\ Ogm ﬁf fi @xp @C strob% ata
f

nominal concentr@ or'28 da f t@xtr on%@

@n (71) r\&
Residue component A \ @alble&fillet @° N%n e@%le viscera
IR § S N @ 9
TRR [mg equ/kg] 9 O 5 T 0170 . Y fe o 7 L2
S ¢ @%%&q dimg equ/kg] °[% oBTRR] [ [mg equ/kg]
Parent trifloxystrobin (CGA279202) p, 766 =] 0082 o | « 312 0.537
Metabolite A (unkfiown)& . D 37497 JP0.004  |@ 145 0.025
Metabolite B @429-@@@11& ‘& o> 74 ~ g%ﬂ w292 0.503
conjugate) O %N @é? S
MetaboljtéC (glucurqgﬁlde O@Ti@ - @ @ -~ 11.0 0.190
hydrow@mme) KON S N Q S
M5, CGA321113, > @ M2 | o 10.4 0.179
M4, CGA 33]@@9 oS 67 © 2y 0.005 2.73 0.047
M6, CGA 33346652 > < | o & - 0.81 0.014
M42, CGAS57276 O O & o o : 3.43 0.059
Sum &) o T g7 99987 0.170 90.22 1.554
N ~ R N
NG ERAN)
& S
v Q
¢ . @& & Q
@ O é@ ~ @
% Q



B . Page 82 of 197
sayer) Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Trifloxystrobin

Figure 6.2.5- 1: Proposed metabolic pathway of trifloxystrobin in Bluegill sunfish
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CA 6.3 Magnitude of residue trials in plants .
Residue data on pomefruit, grape and strawberry is summarised below. Further data (cereals ar@é%he&@@
crops) may be found in chapter 6.10. S @® @
N
The detailed tables (Tier 1) of the supplementary trials and the processing@}ials are s@mlt‘%@n a
separate document as additional information for the evaluator:
) .
© & N V@ 2
Report: KCA 6.3 /02 ;2014 M-467298-02; AnacHded: 2014 47@26 NN
Title: Tier 1 Summary of the residues dﬁta and procqs@ng studies f@gtrlﬂ@?%ﬁq@ %Q
Report No: M-467298-02-1 Q & @) @
Document No: | M-467298-02-1 Q 2 QS o @&
Guidelines: EU Regulation 1107/2009 & EU chulag@l 2m013 Q @\ EYAN
GLP/GEP: no S @ NN
%o © Y YA ) °
SRS s O & @
. %o S 0 N > NS
CA 6.3.1  Pome fruit FO N A O $
. S ° L SEEES)
> D
Former Annex Il dossier ©Q (ii% SRS @% § @ @ ?
In the Annex II dossier, the criti AP for trlﬂ\x obin @por‘c@at th€ European level (northern
and southern Europe) consisted of Lﬁ?) to 6@ sp@ ap catioat s of 75 g as./ha
trifloxystrobin and a PHI of ayss, NS O« > o O é&
oy FE NS
Annex I renewal process/ Kew stisdies 2) % @ ‘27\,

The critical Good Aggcul‘u@ Praégice (@B @@pp@r@d afithe uropear@%vel in the Annex I
renewal (AIR) proc cons@s 0 oha@spra ph jons at 75 g @s./ha Q?ﬂoxystrobm in northern
Europe and 112.5 /Ka trl;ﬂ str@ n south@@ urgé W&h a mgymum spray interval of 10
days and a PHI 4 da QO N \ & @ @ %@

P & o o «F &,
Table 6.3.1- % Summ@y of Eﬁé critieal Gz% for *prop@d uses of Tr@oxystrobm WG 50
@
&@ @© C§ @ Mﬁsumum O
o N r x1mﬂm lic a‘t@n Maximum | Minimum
Crop Regiohs | T | Rumbgof @’énlig 1 Rate | PHI
> % @ @7@% Applicitions (da@r@ (g a.s./ha) | (days)
@ ((%Q wé ) a ((\\Q
Pome fri® |OEUNOT| B I 3N |x, 10 75 14
Pome-fiyit EU%)j Qr 4 .9 © 1w 12,5 14
*EU-N r&em Europ@EU S%sc%hel&liurope &@ @led G Greenhouse; I Indoor
B R @ N @ @

Trials available@g support t uro@n G@ relevant for Annex I renewal are summarised in Table
6312an(@b1e63$3 N g
Q & €W
N
% § SN
$ & e s
¢ &

&
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Table 6.3.1- 2: Residue trials conducted per geographical region and formulation S
(@
Region | Crop Formu Number of Trials Report-No. | Document N° ggsier@ef.
lation Vegetation period Total <« g
1999 | 2003 | 2004 | 2006 | 2011 O Y
Supplementary data O
1 - - - - 20&99 M-0%4%3§01-1f RCA 63,1131
1 - - - ©) @69/99 M-Q30455-011 KC@'&S.I/SZ
WGs0 | - - - . 07212499 | Np30187Q111 | KR 6.39/33
- I - - -y - o P 212599 FM-13640-01-IQKCA®GI /34
pple - -
N-EU [P ] _ - EY IR V@é-znh& M-t§g963-01§9 Kg@%}.l/w
WG75 | - ] - | - A o FA-2006/06 | 91292645F1-1 |NKCA 6.3.1/35
WG64 | - 1 -8 L9 Y [ RA2170/03 M-061855-01-1 KCA 6.3.1/36
~ U(/
wG | - - \% & S Q@’ RAS2044/04° M-256712-045D KGA®3.1/37
688 | - [ N - oh T ERA2049/04 | M-25710791-1 | &CA 6.3.1/38
B - e % VRN - - 01-8
WG 50 L - é\ @4 %© 1\\:}}116 %45@7 01-£ KCA 6.3.1/43
ey | Avple WG64 | - S %% . w ;@9' E@@-zm@ 1\%@?851@1 KCA 6.3.1/40
P I D
car [ - @Q. . 2 R D -@@ &m%@)m i@zsss&-m-l KCA 6.3.1/41
68.8 ] - i M- 01-
N \ 2m @ & »Q R/:2047/0@ M-257391-01-1 | KCA 6.3.1/42
N-EU northern Europe sou @ 0\@

WG 50: wettable granule f%r%ulatlon ontal 50"/ 1ﬂox&trobm ‘27\7
WG 75: wettable granule formulatidp con amlng 509% tebug@hizol @ rlﬂoxy%mbm @
WG 64: wettable gran orm:é?on c mng % cay and-4%o trifl trob
WG 68.8: wettable le fornrulati ntaln@g 62.5 lyl@nd and 3% t@oxyst&bm
& . § @
> \ @ O
G 4
Table 6.3.1- 3§@Veral mn@ry of lzsldue a o&&me%}mt co@ng the critical GAP for Annex I

ene@ . @

2) S >
o @ Residue level (mg/kg)
Appli n .@§—9 Foxiru- @7 @mple{ trifloxystrobin
&@b ng , latidn C%% . @aterla n D
Ay o> Q | Min. | Max. STMR

ed
- . x o,
3 applications at | 'y N W@ @e / P&f@’ F@lt M3 | <0.02 0.11 0.05

about 75 g/ha  |©H A

3 applications a N @ Q Qy
about 112.5 JE@ S—@ @G o Apple@’ear Fruit 9 0.02 0.17 0.10

N-EU n@%%hern Europe §EU é\}tghern @lropg% n: number of trials

F 1el%rlals - nor%‘@n E@gpe Q& @\@

Report: @° KCA %1/3 5 2000 ; M-024932-01-1

Title: Q ‘ﬁesig@ studwith& GA 279202 in or on apples in France (north)
Documer@NO Sé% M-@24932:01-1 9

Reportd®: @ 20%7/99©$0

N

Guu@hnes BU G@ncﬂ Directive 91/414/EEC Annex II, part A section 6 and Annex III, part
@@ G A, @tion 8 residues in or on treated products, food and feed
G% f(y yes
)
Report: KCA 6.3.1/32, | 2000; M-030455-01-1

Title: Residue study with CGA 279202 in or on apples in Netherlands
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Document No & | M-030455-01-1 © Y
Report No: 2109/99 @ O
Guidelines: EU Council Directive 91/414/EEC Annex II, part A sect 6 and Ann@@)ﬁll, pgﬁ
A, section 8 residues in or on treated products, food and feed & J(\@
GLP yes v & DN
o O 9 2
Report: kcA 6.3.133, | GG 200%%@4-030187-(@%1 EIENI S
& v § &
Title: Residue study with CGA 279202 in or on apples in Switzerfand R0 o
Document No & | M-030187-01-1 Q'? - & Q & o &
Report No: 2124/99 RN NIENERS
Guidelines: EU Council Directive 9&‘414/@% A@Qﬁﬁgx Ilg part @ecﬁ 6 andﬁnnexkﬂl, art
A, section 8 residues in or ong;peate@?@'odq@@: foodand feed dx &) &°
GLP yes D N N N S §@
RN O S TS
Report: KCA 6.3.1/34*@000@4-13@1 1001 <
Title: Residue studgswith CGA 279202.in or onapplesin Switverlapd” |
DocumentNo& |M-1364101-1.2 @7 & &2 & & O
Report No: 2125998 N o T & gR & &
Guidelines: EU Council 'rectgé 91/@*4/EE@$Annex\\'H, art A QQ@ion &and Annex III, part
A, sg%%io&S residies in gton treated mducts&food@% feedy
GLP e © 6 O v O &
> Y e & T O A
Report: SIKGA6.3.1/38, ; 206@\;’M@§ﬁ64§§01-1 @
Title: ©© ermin{étioncsgf the gesiduesof triﬂ%?yst in and tebuconazole in/on apple after
O [Sprayiffe of CEA 279202 &HWGP508 (5 W@)in the field in Germany
Documenihlo & [M292643-1-1 & & © o g
ReportNo: %00@6 SERNEFS
Guidelities: ﬁy C"@@%il @irect@@l/f-&%ﬁE C Anné II, part A section 6 and Annex III, part
§>A, se%tionéﬂ@esidu@s in @&n tre@fed g(()%icts, food and feed
GLP 9 lye O N T
2 @ O Y Q0O K<
Report: KC@%S.@@ ; 2004 ; M-061865-01-1
Title: @ oD@jerm' ion éPresidnes of trifloxystrobin and captan in/on apple after spraying
@d lew-volsme s yini trifloxystrobin & Captan (64 WG) in Germany,
> Bel amﬁ%rea@%fita@
Document No & - 18@@01—]@ &U
Report No: & Rﬁ*\-%@/%&@
Guideling&s&@y %, E»U'ung{lﬁ Dir'e@‘@f': 91/414/EEC Annex II, part A section 6 and Annex III, part
@ &S | AGsection® residues in or on treated products, food and feed
GLP, ﬁg\@ res S
$ ﬁ@w @ S
Réport:Q” KCA 6.3.1/37, | ; 2005 : M-256712-01-1
Title:@y Determination of the residues of trifloxystrobin and tolylfluanid in/on apple after
spraying of CGA279202 & KUE 13183B (68.8 WQ) in the field in Belgium and
the Netherlands
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Document No &

M-256712-01-1

Report No: RA-2044/04 @ {QE}
Guidelines: EU Council Directive 91/414/EEC Annex II, part A sectwl 6 and Ann@lll, pgﬁ
A, section 8 residues in or on treated products, food and ﬁ@ed J(\@
GLP yes v & DN
= O o 7
Report: KCA 6.3.138, | 2005v-257107-g)-1 S JES
Title: Determination of the residues of trlﬂoxystrol@and tolylflu@nid 1@% aft@é
spraying of CGA279202 & E13183B 68.8 WG) the ‘fe Un@d
Kingdom and Germany Qy R 23 {Q% S S
Document No & | M-257107-01-1 £ > N D RS
Report No: RA-2046/04 NN A
Guidelines: EU Council Directiv 91/41@EECéﬁnex@ part@/ section 6 @d A@ 11k part
A, section 8 residue&% or‘en treated products, fégd andyfeed @
GLP yes RN RN AN - m§
SIS § © § § @ &
Test system @ KON 5 ®\ ©@ @ \‘”\9
In 1999 to 2006 nine trials @vere %p%%forr@@d i @oﬁh@@ E e ob ap ear trees with
trifloxystrobin WG formulgi%ns ac%’ordh@ to the use {batteirf@supp@rted within @is dossier. The
products were applied %nfe tifges a @app tion %tes of abeut 0. (0962 — 0.079) kg
trifloxystrobin/ha. The treatments were@@erfo d w&h in als ofabout YO (7 §k2) days.
Fruits samples were tgken o 1%13) st a catan 1n all ¥rials & dditional samples of
fruit were taken at ea@ter or fater @e pO@tS @ &\

Residues of trigﬁ%

00839/E001 &
and during the?ana
or 0.02 mgfgg for both analyte

S

N
Finding

- Method perfom‘@nce

S 0% sam es

\ X
N
Vera ea

were within the égcep

@

Table 6.3.
2

%: Recoveries

eof

@

Q
@‘ tri

/

ystr@l
@

<
an “QGA 321113 were: Qerm@
%net (‘Ql;

lytic

b%plklﬁ%ﬁ co@n§§
& &

>
{7 ©©
@ SN

&
%

¢ vali
sangples
@ v

Lo

%\

aqeprding £ methods AG-659, 00839,

ed byrrecovery experiments prior to

@e limit of quantitation was 0.01

A
coyéhies at @)rtlt@twn levels between 0.01 and 1.0 mg/kg
11 %, Rzo@s shown in Table 6.3.1-4.

Q

and%GA@@l 13 in/on apple and pear

N o 2 Q Mean
Report N Sample & For‘t@catlon Single Values RSD | LOQ
Analyté @ o Value o
No. %o RS atéfial Q 1@ [mg/kg] | [%] (%] [%] | [mg/kg]
© )
02 103
2007/99 T&i@g{ys robin @m QY <§g 0.02
Q % 4 L 2 104
< S 5 | 0.02 91
2007/99 4 CGA@111@© a@ fruit ' 0.02
9 \%@ S 0.2 101
0.02 81
&Kg :“X O@bm vapple fruit 0.02
? s 0.2 90
2409199
N , 0.02 70
CGA 321113 apple fruit 0.02
0.2 94
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/@“0
Mean <
Report Analyte Sample Fortification Single Values Value RSD C\ 00
. 0 L) D
No. Material level [mg/kg]| [%] @% [%] @ m c/wlfg
. . , 0.02 90 o RS
Trifloxystrobin | apple fruit 02 ™ S @0.02
2124/99 03 - 1Q & 2
CGA 321113 | apple fruit ' G > & S g
0.2 113 S Q| &
001 & 97, 92130 06 |4 |5 o
Trifloxystrobin | apple fruit | 0.1 <\ 9494, g &97 o 489G od?
2125/99 Ov@ﬁ Recovery«%—@ 1(&&@ k@ \@@
ol 9 Y 18y o] as s S
CGA 321113 | apple fiuit o1 = I %, 926@ B4 -o) oot
= |"Overall Récovery(n =4) -\ g 8 169 §@
Q@} 02 @ K o3@R0s | &5 326
i i Yoo . & XV 970959497 | )
Trifloxystrobin | apple f£@ Q?Ol N 07| 96 04: 03796 m@ 95 § 3&@@ 0.02
RA- N % | Qgerall Q@ove n =]\@9 sO &@ 1.9
2170/03 Vo Lo @ < wdnse | B 110
S0 @ | 9%592,92,9; P
CGA 321113 ¢ appl@nt 0.2 100: 10502 9| 262 | 40 0.02
> [R\% - eraliRecovery (n.=11) * S\ 9.1
N 002\@’ ST Qoo e S 100 -
Triﬂcggfmbiég appl@‘ult 102 & om0 101,191 100 2.0 0.02
RA. @@ D & . U@j&vera&ﬁlecov@y 0% < 100 1.5
2044/04% | & @@ © O «fooy & 8 143 106 -
. feGa sy appldiir) |6 109: J9.104; |\ 106 | 30 | 0.02
@ < @ @ N NG 3
A @ |O A1-Overall Recbvery (n'26) 106 | 5.1
§\ I o\© 0,82 N 97; 94 96 -
Triﬂ@jystr P fmi@% 12 7 D ozo1;87;01 90 2.5 0.02
RA- @ Q @© O Q@ Ogel@ Rectvery (n =6) 92 3.6
2046/04*%\)/ Y o A 0.2 O 89; 94 92 -
@%GA 321113 @fmit@ e 94; 89; 90; 97 93 4.0 0.02
{7@\ N @& Ov@@\l Recovery (n =6) 92 3.6
& o N 92;92; 100 95 4.9
S @ o S
Tri@xystrobin apple fru@ .0 86; 88; 89 88 1.7 0.01
o SR
RA- Q Q" 4 w, Overall Recovery (n =6) 91 5.4
2006/06 | W o] & 9 |00l 86; 103, 92 94 9.2
©@ c@zm@ apple fruit 1.0 86;91; 89 89 2.8 0.01
Y % %Q Overall Recovery (n =6) 91 6.9

* Single

&
@’
RS{fz@rela @ standard devi&%ﬂ

veries are not available in the report, but given in the BCS residue data base and the raw data

n = number of tests

- Storage stability: The maximum storage period of deep-frozen samples was up to 272 days for

trifloxystrobin and CGA 321113 and is covered by the storage stability studies.
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- Residue results: In the northern European field trials the residues in apple and pear fruit at a lﬁ of
14 (13) days ranged from <0.02 to 0.09 mg/kg for trifloxystrobin and were <0.01 mg/kg ®<0.0l@ﬁ
@

Qb

mg/kg for CGA 321113.
g/kg @J@ g ©®
- No residues above the LOQ of 0.01 mg/kg could be detected in any (%the conesp@ing@ntrol@
samples. X N e N
Y @ Q) @ @
Table 6.3.1-5: Application data and residues of triﬂoxys%tgo in and CG@ZIIIS in/ on@mple@ pe@ é
treated with Trifloxystrobin WG form ions in the field in northermxFuro
! ii@ AQ 5 a@ Kp@ (CS)© &@%
Smdy @p ication N % QR o Re%iues @
Trial No. Q> s @ 6\ 'y N
Plot No. @@Q NN N I ~ Y
GLP Crop FL |9 ket | ihe bs | efBrion® DALT @ﬂo% .| cca
Year Variety A | (@5 @a.s.) q analyged ((@/s) trobyg 321113
| 4> Ol P O (mgky) | (mgkg)
X -
2007/99 Apple N 0.075 (%ﬁ éﬁ@ it @ 0L 0.00 <0.02
FRA-2007-99 | Golden S W@ S 03 <0.02
GLP: yes Smothee > ®\ D @ [ 9.03 <0.02
1999 b & S| O Jold Jo02 <0.02
o Sl @ 1§61 & O
2109/99 Apple 3 [0.0043 [0299- @81 |¢y fruit © |0.08 <0.02
NIE-2109-99 | Jonagored L0308 47 9 7 0.04 <0.02
GLP: 0763 S 144 |oo3 <0.02
: yes Cloee |8 @re {oos <0.02
SN : :
1999 @| o S
ol &7 . .
Q AN S AN
2124/99 3 [0 0078 |84 it 0 0.19 <0.02
SWZ-2124-99 N 2 S 7 ]0.08 <0.02
) & N 14 0.03 <0.02
GLP: yes Oy S 14 |0.04 <0.02
1999 q > S ¢ : :
2 2 o
2125/99 -7 £0.075 0@5 & | fruit 0 0.08 <0.01
SWZ-2)25:99- S | | d 7 0.06 <0.01
A N o 14 0.05 <0.01
. S 14 0.03 <0.01
GLP: yes Q?’ Q @
1999
M oo | O
RA-2006/06 @Appl@© 3 10%6s [0P0050 |87 fruit 0* [0.10 <0.01
R 2006 0124/ Goldsa NI 0 |0.05 <0.01
0124-06 Delicius q @ 3 0.08 <0.01
GLP: ye SH 7 ]0.06 <0.01
2006 i S Q 14 0.05 <0.01
RA-2170/03 |Apple @ 4 | ®0.0625 [0.0250 |85 fruit 0 0.05 <0.02
R 2003 0079/4 | gohagold WG X 14 <0.02 <0.02
0079-03 g a
GLP: yes § Q% é ©@
Q
2003 & 3@@ s
RA-204404 pple 68.8 [3]0.079 |0.0063 |78 fruit 0*  [<0.02 <0.02
R 20040182/%) Jona@d WG 0 0.06 <0.02
0182504 @@@ o 3 0.04 <0.02
) 7 0.04 <0.02
Soo . Yo 14 0.03 <0.02
21 <0.02 <0.02
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Study Application Residues _ -
Trial No. @ @6
Plot No. og
GLP Crop Country FL |No| kg/ha | kg/hL | GS | Portio @ DALT | '@ Hox CGA
Year Variety (a.s.) (a.s.) analy§ (days) < strgb@ 321113
QY (mghkg) | (mgkg)
p ; (@) T

RA-2046/04 Pear United 68.8 1 310.063 O&)@ 81 @H O*\ 0.69 1 <0.02
R 2004 0183/3 | Confe- Kingdom | WG @& K, 048 @Q <0@2
0183-04 rence GB-CB4 X ) o3 ROCES é 2
GLP: yes SHG g ® o 6 Q 0.09 .02

Cambrid- @ & @ 13 0. <0.02
2004 Q . @

ge ) & S| 20 |05 o F<0.02

Europe, Q'S@ N @) Q. O 2 @

North | - o NN RS
RA-2046/04 | Pear Germany | 68.8 | &}0.063,7]0.0063 |85 it 0* > 0,06 <0.02
R 2004 0184/1 | Gellerts D-65366 | WG 6 &9@ (@) (o @ G & : IS <0.02
0184-04 Butter- Geisen- Q > |@ N Q 12 @y [<0.02
GLP yes birne helm &% A 6 gk . @ y\g 7 O 10 <002
2004 Europe, @ e @ .8 ) %\ 14 % |0 <0.02

North £ Sl e & S o <0.02

N\ o *Q”
FL: Formulation N ‘%umber@’applic%tion v D @®> @Q § t”\?@
GS = growth stage (BBCH code) at last aj licatf@jl CPALT %ﬂays @ last tredtmentQ *éd)or to fast treatment
RA-2006/06, 0124-06: It can be assunf@d that Sample 0 4 0 @ be nii&e upy that te&high% luestbelong to the 0
sample S S XS AN @ ¢ @)
v N Q) SN Qy A Y N . 2]
> @ L

§ appgeatiop\ ©b tri@ys‘crobin
United Kingdom > D

9
° @ @ - o @ f&
Report: KCA 6.3:3/39, 2013 ; M-4579630)-1
Title: ?etem@iati%%of th@resi@s of i oxy@robiﬁl/on@\pple and pear after spray

50 ig%he field in Ggrmany, northern France and
Fg %

©)
Document Noye  [W457063-010° 7 & RS ©®§ o

Report Nog D121y © D o v
Di

Guideligies: EUCo
Sl

1Y sec;i@ 8 residues@'n“orogr@reate%fprodggs, food and feed

ive 91\7414@EC i@gljlex ﬂ,@f)art A section 6 and Annex III, part

GLP Wyes & & .90 & D

SN &

@ O @? . @@ ) . § @ﬁQ
Test systemS  © ©© \\ Q\ S D
In 2011 @%ﬁ trials Wer%perf ©ed iléfért @Ey& on apple or pear trees with trifloxystrobin WG
50 according to the patte sggporte 1thi1@iis dossier. The product was applied three times at
appliegtion rates of( .075@ triﬂ@(ystrgﬁinﬂ%\’[he treatments were performed with intervals of 9-10
days» N Q
Fruits samples @ere taken og'day 15) er the last application in all trials. Additional samples of
fruit were taleh at i ler @‘Em time p@'nts in two trials.

. ST S SN I
Remdues@% trﬁ@ysmﬂ@m ( 279202), its isomers CGA 331409, CGA 357261, CGA 357262, as
well a$$the abolite CG& 321113 and its isomer CGA 373466 were determined according to
met §? 013§"} nalyfieal method was validated by recovery experiments prior to and during the
a is g@he samplesé§ spiking control samples. The limit of quantitation was 0.01 mg/kg for all

analyt@
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Findings o

- Method performance: Overall mean recoveries at fortification levels between 0.01 and 0.5 mg/k pe§
analyte were within the acceptable range of 70-110 %, RSD <20% as shown in @ble 6.3. 1—6@ S
N & N
Table 6.3.1-6: Recoveries for trifloxystrobin, CGA321113, CGA 357261, CGA 3@7262, CGA@MO@CGA
373466 in/on apple and pear © &

z A X
V) AN
Report Analvt Sample Fortiﬁcatio% Single Valges \1\;[ elal@ @ %Q &@
No. natyte Material level [mgikg] | [%] © al@ 1 | qmg/
g& £ (%61 Q
0.01 7@@ &87 & -@@ @QOQ
0.1 A 7 K
Trifloxystrobin | apple fruit %@q U@Q % (Q;Z U&:@ §§ s @.01
erra@[‘eco@r@y 0 53) O gy A 5.%%7 < ©
POOLT | o 86.89 AV s NEPZ
Trifloxystrobin | pear fruit @ X @ &V @ > @ Sk D 0.01
L o s v e o e
é @ Overan I@covery@=4) m@ @@ 24y | | 85
S i e
> 1 4 .
CGA 321113 |“apple druit @w < @7 o - S 0.01
d o Olvser @ &« [? 8ly -
S | 9 @ralkﬁecove@f(n =3)v $ @’ 6.0
& o 22 [0 O o enise Rs -
CGA@@B S &t TS g 9O A - 0.01
car @i 5 .
S0 P AeTes 6 o F[ » :
Q @ ~ ;\% &)ve%ﬁ% Recavery (@4) % 89 5.8
Y@ F o %l\ Oogf@ K ©) &i@ 34 .
P S R -
5 | & S 78
&@ CGA 3{7%@@9 O efrt@y QqO.S 9 NN s a4 i 0.01
@ &ﬁ S O@}al] RecoverySn =3) 82 4.2
& @ §” o [ T B oo 9 :
11-2117 ® O 901 O g 103 103 -
@A 352301 é)@ﬁear\fmlt Q\ TS o0 o6 - 0.01
gg% o €§ @%\: A&eral@%covery (n=4) 96 5.5
2 T
N 0.0 92 92 -
N SN
B %§ D .0 @ O 81 81 -
N | €GA 357262 appl fruit R 0.01
e O g kb 86 86 -
& S A@ &Q <QOverall Recovery (n =3) 86 6.4
N 9 10.01 90; 91 91 -
@5@/ & Sl S © 0.1 100 100 -
& ce®357262 dfeur frui 0.01
O S 0.5 102 102 -
Q§ ,@ Q@ §v Overall Recovery (n =4) 96 6.4
©§ 0.01 88 88 -
, 0.1 84 84 ;
CGA 331409 apple fruit 05 %0 %0 i 0.01
Overall Recovery (n =3) 87 3.5
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. . . Mean
Report Analvte Sample Fortification Single Values Value RSD I@Q q
No. y Material level [mg/kg]| [%] (%] [%] J g/kgg
()
0.01 88; 94 Y - @& &
, 0.1 100 ' 100 S
CGA 331409 pear fruit S N0.01
0.5 103 103 | N7 g

Overall Rec<<@y (n=4) < 96 L > 6.9° é\”
0.01 730 T | O é\”@ 4
11-2117 RS 74 -
CGA 373466 | apple fruit o L & IR < 0.08"
05 = 81 g0 [ A8 N &
Ov@fl Recovery@v=7)o @ Qb 7@\) «\f@ {é@
iz \») 3
S 1 @y @Q @@j; 9@@% Uq@j q o
0.1 X 104 04 -
CGA 373466 | pear fruit ~_~s——®—@&1—Q Q9 @ 601
& 05 > I 96y O % : §
@ | Ovérall Recovefy m=1)" > | £ [{46.0 4
S R @)
_ relat ati o 'S @
RSD = relative standard deviation @ % nu{&r of @ \ @ @ W\?@

- Storage stability: The maxif@ym st&r@age petiod dee@%oz samﬁs w@up do 368 days for
trifloxystrobin and its metab@@e / 1sc§nerg@ad is éovered%y th&@orag@stab é@ty studies.

- Residue results: In theQ%)rth n%uro@an trials con@g«@ted &01 i@he ues at a PHI of 14
(15) days ranged fror@éﬂ) 044 & 11 eyg/kg dor tr1ystr<®m and were 2% 01 @/kg for CGA 321113
and CGA 373466 in&pple @ p uit gResidues of @A 3@261@%& @Ween <0.01 and 0.035,
residues of CGA 262qwere 1 oK O 01 mg@ an‘emdues of @GA 331409 were <0.01 or
0.017 mg/kg at @@PH&(@M days. < N N RS
5 S b o .

- No residue bOV@J e I%&) of 01 n%%/kg, dauld etec®d in &y of the corresponding control
samples. \@) Wt @ [ @’ @@ é,(;\f

o X N
o . O S '

A& 5 o %
SIS S
o S & 5« &
O AN S S
@ 9O g © o .0 @
A N
S\ L 4+ 9 @
o & @ &S
& s s & &
= NS & &
S @ﬂ&@\ O
@%
@\%%é@y@@Q
%o Q
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Table 6.3.1-7: Application data and residues of trifloxystrobin and CGA 321113 in/ on apple and pear

©

treated with Trifloxystrobin WG 50 in the field in northern Europe @ @b
Study Application S Residués) ‘o
Trial No. S &@ ©)
Plot No. (og O\Q
GLP Crop Country | FL |No| ke/ha | ke/iL | GS | Poition | DALT é\Tri@- eLGA
Year Variety (a.s) s.) falysed | (day$), | strobin v321113
v®a @;& c%” | Sug/kg)d)] (mgzkg)
11-2117 Apple Germany | 50 | 3 [0.075 [0.015 |7 fruit |, @+ {97048 <1
11-2117-01 | Jonagold - WG o &6 %0 9 0150 %Eo.m
11-2117-01-T N R e & e [002 2001
GLP: yes Europe, Q N N1 %g? @@ jg-g%
\ . .
2011 o o] V|, TS Joose.” | <001
11-2117 Pear France 50 | P 0073|0075 GB1 | > Huit o< |o, <0.01
11-2117-02 | Beurré - WG | @%” @ N O o | 149 @& <0.01
11-2117-02-T | Hard v Q
. Y Europe, S @} &6 S B é’ 2 §
GLP: yes RN . O | = SIS
2011 North Q7 ¢ | & b o0 &
& X 4 & |,
11-2117 Pear GermanyS-[ 50 W3 [0:075, [0.0078 [7185 fruy” | 9% 0061 <0.01
11211703 | Williams W | ¢ Qb S &© 6@ S0 ol <0.01
11-2117-03-T | Christ 1571?29 R B 7w [0.084 <001
GLP: yes Eutbpe, S@ g 140" |0.057 <0.01
S011 North o | @ & S &) % 0.034 <0.01
o Ol N §Z@ D <0.01 <0.01
11-2117 Apple Uni | 50 0 04050 |87 | =guit 3 0 0.075 <0.01
11-2117-04 | Cox's =, | Ki t%)m WG |© %@ \6@ S \@B 14 0.044 <0.01
11-2117-04-T | Early & qd K & OIES
GLP: yes §‘9 A Europe, § N © @@ o @
2011 . 0
O\ [North od bl > §1@ <
FL: Formulation© < No: numbeq(f%f apoplf@tions@©> Q

GS = growth €ig

&

¢ (BB

@
cc?){\ige) at la%@plicag%n @\)ALT@’days@ter 1asg§)€atment

N
Table 6351-8: Residuegyt cc@sns@ﬁ

s

* prior to last treatment

N
5572@©CG&§14}0@md CGA 373466 in/ on apple and

pear@@ted iﬁth T&Joxys in g‘G 50qin the field in northern Europe
Study @\y < &9 & . «&i@ @V ©© Residues
Trial No. 5 ©Q N} &) ©\ o >
PoiNo. o & | v |sY
GLP N Crop &oun@ L@)rtioé D CGA CGA CGA CGA
Year @7 Variety ¢, QQ @&\Ynal&@d (days) | 357261 | 357262 | 331409 | 373466
N Yo (mg/kg) | (mg/kg) | (mgkg) | (mg/kg)

11217 Apple rma @ﬁmQ 0* [<0.01 <0.01 <0.01 <0.01
11-2M7-01 | Jonagold @ R ol o <0.01 <0.01 <0.01 <0.01
11-2117-01-T |@® g A 7 <0.01 <0.01 <0.01 <0.01
GLPiyes 4§ A" pe, O] R | 15 [<001 <0.01 <0.01 <0.01
o1l <§ O th | @ 22 <0.01 <0.01 <0.01 <0.01

Sl @ =& 19 29 |<0.01 <0.01 <0.01 <0.01
112117, 9" |mear | Fr fruit 0 0.022 <0.01 <0.01 <0.01
11211792 ABeurre 14 |0035  |oo12  |0017  |<0.01

q
11-2147202-B) ﬁ{a@ .
GIPHes é@
2011 _©
\)
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Study Residues o
Trial No. @ @6
Plot No. o
GLP Crop Country Portion | DALT CGA CGA E} CGA A@
Year Variety analysed | (days) 357261 35726 331409 37%4@
(mg/kg) | (mghkg) | (mgkg)dy (mghg) -
11-2117 Pear Germany fruit 0* [<0.01 <0:0] <0.0k_7 [<001 =
11-2117-03 | Williams 0 120.01 <601 <0.04, <0.01 @©
11-2117-03-T | Christ 7 0013 Sv-01 < §0-0Kg <
GLP: ves Europe, 14, 10011 @001 001 <0.0Y  |©
o1t North 210> |<0.01 & [<0.01 éﬁ.m Rl<gor ¢
R |<001 Ql<pol 0.0k 01 9
11-2117 Apple United fruit ()0 <0. J .01 <007 _ ©0.0.9
11-2117-04 | Cox's Kingdom “ . |< 0.0 O &1 N <o.{§g@
11-2117-04-T | Early ol @ |7 Al @ §
GLP: T ORI Sl e
-yes Europe @ d Q S @? o
2011 NoroP® W\% : N N 4 @
orth < o 4 S) kS
B %
DALT = days after last treatment * prior@@ast &}men ‘i”\g@ o\& v\ﬁ© é\? @ < S
oY &, O S S & o
RSN O
AN
Field trials — southern Europez,  «_ RN @® ©© ©©
N @ N
[ O
Report: KCA 6.3.1/49, ;. 2004 .. M2061855-01-1
Title: De‘teeg‘f{lin tion of @ie re§ues &f triﬂ@systrof)‘izn a@aptaé?fn/on apple following
ray applicatiénp and @W—V@lﬂl&{@a}/ lication of\’@ﬂoxystrobin & Captan
4 WGJ in Spdin, S@uthernyFraneéy Portugal an®ltaly <
Document No & IM-Q§I858: 021 <> O o &« @
) 49 S S @ O
Report No: O |RA-2171%03 «
Guidelines: & €§§U %ﬂ(@lcil lﬁecti%e:u%/@/EE@nn I, past A section 6 and Annex III, part
& A, section &esidues in gRen treédied productssfood and feed
GLP & ye© & S 8 o
9 o\\@ SR N\ N
Report: STKCA6.3. 54, ; 2005 ; M-255883-01-1
Title: © rmidation the»{%sidu@of tr@xystrobin and tolylfluanid in/on pear after
Y :@rayi\@ of €GA279502 & RUE13T83B (68.8 WG) in the field in Italy and Spain
Document No & M-Z@@S@-l %?Q @g@ @®
Report Nor RA204504 @ & L
Guidelines: @EU Cquncil qQirect\)llﬁgyEEC Annex II, part A section 6 and Annex III, part
o A, sé¢t on@@sid@ﬁ in @n treated products, food and feed
N NS
GLP @ 1Y o @ &
NIV IR
Report: &7 KCA.3.1/42, ; 2005 ; M-257391-01-1
Title: @ @@ Détermigation of the residues of trifloxystrobin and tolylfluanid in/on pear after
N ﬁr\@ Sprayifgof CGA279202 & KUE13183B (68.8 WG) in the field in Italy and Spain
Do@me%v & PM-237391-01-1
Réort No- 2047/04
Guid@?es: EU Council Directive 91/414/EEC Annex II, part A section 6 and Annex III, part
A, section 8 residues in or on treated products, food and feed
GLP yes
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Test system @ @6

N
In 2003 and 2004 five trials were performed in southern Europe on applg or pear t@ witli@j

trifloxystrobin WG formulations according to the use pattern supported sddithin this déssier.
products were applied three times at application rates of 0.093 to 0. 10§kg tr1ﬂ0xyst@bm/®The
treatments were performed with intervals of about 10 (7-11) days.
Fruits samples were taken on day 13/14 after the last %@matlon in %trlals Add@lal&ﬁmple@f @
fruit were taken at earlier or later time points in some tri Q @@ % &
O S @ O
Residues of trifloxystrobin, and CGA 321113 we %etermmed &gcording to Q@hockogﬂ 1002 @
00839/E001. The analytical methods were validated by reco very exp%r%ent@rl r@ andgluringgthe
analysis of the samples by spiking control gimples The @t oj;tquantl@lon és Q. \0% m for

trifloxystrobin and CGA 321113. Q @ S ©@J 3 é <\ %

% @
@
Findings % @ \ bQ % § N @j §@
- Method performance: Overall meaove&%s at yg%lﬁc’ag%n 1 V@s b @%2 an@ 2 miglkg per
ab

analyte were within the acceptable rén (%%7 0- L,l A), <20%’ as@wn in) §f3 1-8;
R

S

Table 6.3.1-9: Recoveries for trl@xystrsgf)?n an&GA '*é 13@ @% an@ear @@ é A
Report Sifigle Values _ @Mea“ RSD | LO
Nov Analyte ¢ &[g/?g § 1%,6]@ [%] [mg/l?g]
N 03; 98,95 | 95 2.6
Triﬂo;@%bh& i ?99; ;@5 997@; 05 | 18 | 0.02
RA- @Q © &\ . % ﬁ'erail\Recov@y (n £01) < 95 1.9

217103 [P @J@W O O P00y o | IN8ps6 81 | 110
feeaning |a 1@&%&@ &y O 5 9%929296 | o 40 | 002

AL «&1005102; 92; 96

OIS
&@ @ |9 a}:Overall Rec?%veryogl©11) 92 9.1
§® o . Olog & 100; 100 100 -
Triﬂ@gystr ﬁé fm}ﬁa . ?Q,g ~ [§®7; 101; 101; 101| 100 2.0 0.02
@ O |7 . O @ Ovell Recvery (n =6) 100 1.5
RA- 0 S
2045/04%* x @ ©\ %V—'Q O@% o 98; 113 106 -
Lcaaniif | aple {92 J\\% 109; 11%93’ 1041 406 | 30 | o002
N Q)
% N m@ Qjeerall Recovery (n =6) 106 | 5.1
. @l @ 602 97; 94 96 -
TQ%xys%qu @%ar rf Q0.2 92: 91; 87; 91 90 25 | 002
RA- @ N & @ | Overall Recovery (n =6) 92 3.6
2047/04*@ @@ e § 0.02 89; 94 92 -
§ (@A 32%13 \@ear fruit 0.2 94; 89; 90; 97 93 4.0 0.02
S ‘S v Overall Recovery (n =6) 92 3.6

RS% z§ e standard deviation n = number of tests
rgco

* Singl veries are not available in the report, but given in the BCS residue data base and the raw data
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o

&

D
- Residue results: In the southern European field trials the residues at a PHI of £3714 days ra fr%l
0.02 to 0.12 mg/kg for trifloxystrobin and were <0.02 mg/kg for CGA 321113y S N
S 9
, : <) Q.. %)
- No residues above the LOQ of 0.02 mg/kg could be @[ected in an{@f the corresgondm@ont@lg
samples. g @ g}’ Q\ @ @
T S & O
na and@gar
sl e g

- Storage stability: The maximum storage period of deep-frozen samples was up to 238 days for
trifloxystrobin and CGA 321113 and is covered by the storage stability studies. @

o

Table 6.3.1-10: Application data and residues of trifloxystrobin and Q@A 321113 i

treated with Trifloxystrobin WG forn@kgations in the@ld i{l)@ﬂuth&%@ Eu{rﬂ&pe _ é
Study Application @ |7 6\Resid@? ©
Trial No. S 9 VN % S B
Q @ XN N W
Plot No. ' Q) D v« < .
GLP Crop Country | FL [Ny kgg@f %@L Rortion @DALTQ Tri@ - @&CGA
Year Variety & @3) |s(&s) & an lysedd (de@) strobin 321113
@ s P S O« g |cbmgkg) | (mgkg)
RA-2171/03 | Apple 1000307 0.0250 | 8% t [Lo0 &Lo32 <0.02
R 2003 0083/2 | Jona- ] 0.104 L 5 §ﬂ @QM § o.kf) <0.02
0083-03 gold o I & J© 6@ ©© N
GLP: yes © Q &@ 1 g S
2003 ) 2.9 | q
RA-2045/04 | Apple 0.5 [0.0063 |81 [\Hruitsl” 0@ |0.02 <0.02
R 2004 0186/8 | Florina SERS $ 0.09 <0.02
0186-04 SRS &l 0.06 <002
. A N . <0.
S&)Z' yes N S Q 414|002 <0.02
& Y 9 @| 21 |0.02 <0.02
T = @
RA-2045/04 | Apple 095:10.0063 |8 fuie 0* [0.07 <0.02
R 2004 0187/65@01@{@ E 16271 &y 0 0.12 <0.02
0187-04 Y @ L9 | © D @ 3 0.09 <0.02
_ % S K 6 0.10 <0.02
GLP: yes, (S @ g
2008 S o | 14 0.05 <0.02
N ol = Q 20 0.05 <0.02
RA-2047/04 0.0945 |0.0063 481 | fruit 0* [0.06 <0.02
R 2004 0188/4 > O S 0 0.15 <0.02
0188-04 3 0.10 <0.02
NS 7 10.09 <0.02
GLP: yes Q @ : :
5004 NS NN 14 0.07 <0.02
2 Q 21 0.06 <0.02
RA-2047/ 3400948 0.0063 |81 | fruit 6 0.11 <0.02
R 2004 61%9/2 IS S 13 0.10 <0.02
0189-04 ° 21 0.07 <0.02
GLPyyes §
2004
A Q
FL: Formulati N § Ng:\\”numb@of applications
GS = growt% ge ( H c&)@) at lgapplicﬁ@n DALT = days after last treatment * prior to last treatment.
@ w
N
N @@ N o
& & TS
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Report: KCA 6.3.1/43, | GGG 2013 . M-457957-01-1 & @5
Title: Determination of the residues of trifloxystrobin in/on apple and pear @r sp
application of trifloxystrobin WG 50 in the field in sout France, P& ga@%ly
and Spain N
Document No & |M-457957-01-1 &% @ ) \25@
N e
Report No: 11-2116 © S D O
Guidelines: EU Council Directive 91/414/EEC “Annex 1I, A section @wa{nd @@nex@i, pa6
A, section 8 residues in or on tr@%ﬁed productsg food and fee@g Q LN
GLP yes 0@$ KR @@f (<§ é
Test system C&@U 2 ‘2”;,\ %@J 6\ ‘\%
@ g N

In 2011 four trials were performed in southern E
50 according to the use pattern support% lthIQ 1s &QSSIC@
application rates of 0.1125 kg trlﬂox e tra up

o
pe O@Qppl?@' pea@@ées w@h tr@voxy

duct @%s

applied t IAES
1N{g tr&xysﬂ@bm/.

treatments were performed with 1nter@ out (9— dayss §
Fruit samples were taken on day fter e last pph&@tlom@ 11 s Adtit § amptes of fruit
were taken at earlier or later time @mts@én two@jlals @
@ . @ @J@ @ %
Residues of trifloxystrobin A 27@2029@5 isomers CEA 33@%9 @}A 357261 &A 357262, as

well as the metabolite CGA 3
method 01313. The analgg%al method &yas

13 &é@ mer @GA 3734 @wer&%’eter@jned according to
% ate@y regQuery experirtients @r to and during the

analysis of the sampl&ﬂ s by s g @ntrol he @nlt %quantlt ion @ys 0.01 mg/kg for all
analytes. § w @7& @ @ §9 & &

s .9 5
Findings @ @ A v @

AN

- Method pelﬁ@manc? Ovenall m@n r@.&g@erl
were within the acc@tabl&mng £70-110 %zRSD
eco(@y

t fo@ﬁca § lev ls between 0.01 and 0.4 mg/kg
% as Table 6.3.1-11, except for pear

and CGAJ31409 with an ove @ él 5% @Q/hl({@’as accepted since the RSD was in
line an@e values foéﬁple re be lé()w ®) w\g .
\
NS
Table 6.3.1-11: Re@)v ri Xyg@bln, @ASZ@L” (&A 357261, CGA 357262, CGA 331409,
C A37@ p(f@and& r S
fr\\ @y
@ ( . Mean
o T T, 5 oot Toeeo [ 3 [ 0
& | g ugtel | D 1w | 17| tmetke
< & A 0.01@ 88; 92; 93 91 2.9
N
& SIS K §\ 102103104 | 00 | 15
Tr1ﬂoxystr0b@’ a&@b fru@ 105 i 0.01
& O Q0.4 103 103 -
11-2116 [@ \% (é v @ | Overall Recovery (n =8) 99 6.7
5 S § 0.01 103; 105; 106 105 1.5
O , 0.1 92; 96; 98 95 32
X ox@ybmxﬁear fruit 0.01
$ e o 0.4 101 101 -
Q @C@ § Overall Recovery (n =7) 100 5.1

&
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/@(\o j
Report Sample Fortification Single Values Mean RSD 0QS)
Analyte . o Value o1 OF
No. Material level [mg/kg]| [%] [%] Q\Jm (kg
Pl g AmEs
0.01 77,78:81 @ 79 2.6 O\@
CGA 321113 | apple fruit 0.1 82;86;88, 94 | 88 |57 Q0016
Overall Rec<<@y (n=7) <« 84 LIS 7.2 é\” @
0.01 95; 99313 100 99 @K‘” &
N>
o[ b | Q7 5 s
CGA 321113 fruit - 0.
pear frui m% 7 v K97 & N g@
Ové?@fl Recovery@v=7)o @ o 9& ?\Zh@@ {é@
)
g1 g2 [V sagio3n | o0 [“82
CGA 357261 | apple fruit 01 25 Yos g 102@502 %9 & 380 oot
< POyerall Révovery@ =7) & & 95 |
Q@ &oﬁ @ IS 93,9 104 | 400 1832 &
SRS L96 1.
CGA 357261 | pear fr&@@ %: 4 Bl ool
Q 04 s LS e Dy | L
@ w\j@ (@eral@cov@ﬁn =7y > %) 3.3
\0.01 TN 980306 94 Q 1.8
CGA 357262 ¢ appl@.ut 01@ 'O o8, 1005092 114]” 10% | 5.6 0.01
o\ @eral@ecov@?n =7) . @ 6.3
11-2116 S o @\6.01@\@ NEGITTTEN T
. § <01 O @ 96,9999 08 | 18
CGA 357262y pear frit s« NS %) N & 0.01
AR N YN 2 Qs | 106 -
O O | & . DOverall Recoyery @S7) ] 105 | 65
i CHEE N S %1;610@?102 102 | 06
& coa 331409 a@efm@” 07 o «cP93:97798; 114 | 101 9.2 0.01
A . @ @ Q“ngr@l Rec%eryo@@ﬂ 101 6.5
§\% @\\’ g\@ 0fy & ;?21;134; 137 | 131 | 65
9 > L8 A a7 99101102 101 1.5
CGA 331 i : P 0.01
@gb @@ g f;@ 904 Q @ 13 13 -
& Q| oferall Revovery n=7) 15 | 137
@5‘3 & QQ @ Q01 72; 80; 84 79 7.8
N CGA 373366 AP le%}guit > 0.1°9 84; 86; 86; 95 88 5.6 0.01
N * NN Q" | O%grall Recovery (n =7) 84 8.3
@° N @@ £0.01 94; 96; 115 102 11.4
S ~ @ %, 0.1 90; 95; 96 94 34
@]A 393466 é pear friit @ 0.01
& & © |04 92 92 -
@ @ © § Overall Recovery (n =7) 97 8.6
RSD {r%iatlv@ldard@lau&% n = number of tests

triflox

- Stor: Qtablhtv The maximum storage period of deep-frozen samples was up to 364 days for
@obm and CGA 321113 and is covered by the storage stability studies.
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- Residue results: In the southern European field trials conducted in 2011 the residues at a PHI of 14
days ranged from 0.055 to 0.17 mg/kg for trifloxystrobin and were <0.01 mg/kg for CGA 3211

n

4.

CGA 373466 in apple or pear fruit. Residues of CGA 357261 were between 0.010 and 0.068, fesiduey

of CGA 357262 were between <0.01 and 0.031 mg/kg,

<0.01 and 0.036 mg/kg at the PHI of 14 days.

- No residues above the LOQ of 0.01 mg/kg could be

samples.

Table 6.3.1-12: Application data and residues of triflo

s

<€)
@
robin and C&(@& 3211131

néyn ap

D

<

AN

© @

X
]fQ@and@ @%r @Q}©

and residues of CG @31409 wer tw
& O

@[ected in arg@%the corriiggldinﬁn@f@

@
S

treated with Trifloxystrobin WG 50 i@nﬁ%le field in southern (S%uropg & ) \{}
Study Application > °\U @ 6\ Res@fés S
Trial No. S 9 VN % S B
Q @ XN N W
Plot No. ' Q) GRS ('S < .
GLP Crop  |Country | FL |Ng kgéff@’ %@L 68| (Portioncs | DART @’ﬂox@ CGA
Year Variety P @s) sas) P analyséd | fdays) | stro 321113
@ I @S] O > S A (meRe) | (mgke)
11-2116 Apple  |France |8 |8J0.1180.00% |85 it 65 <0.01
11-2116:01 | Granny we (o] e N | S S é% <0.01
11-2116-01-T | smith 1 o | & & |© O |97 0067 <0.01
) Europeg, | «.7| |@ & @7 S {014 0.055 <0.01
GLP: yes . Q S D 51 5
011 South> |, S et e 210> |0.028 <0.01
®, ST e | 28 0.024 <0.01
11-2116 Apple | Péptugal O 5093 [ 3425 [0.0075 [76 [N fruil> [« 0 0.26 <0.01
11-2116-02 | Royal W a ©©“ [~ i@ Cé\’m 0.15 <0.01
11-2116-02-T |Gala = 9 |9 O - é& N \CB
GLP: yes ~ ﬁx’ % § §a o s
2011 & kS AN S g @
@ p v o 9 @ @
O outh,~ |, N V'
11-2116 Pear | Ital 050 “é%.]@i?é 0.6575 fruit 0* |0.12 <0.01
11-2116-03 E%onf@@ % S b | @ 0 |025 <0.01
11-2116-03F | rence & (S - 2 K T |ois <001
. q ur(§ . <0.
o S _ @[Squ SRS 2 o1l <0.01
RN I Sl A 29 0.076 <0.01
11-2116 Pea”  |\Spain 0~ 3| 01125 [9.0073, |85 fruit 0 |028 <0.01
11-2116-04 C%%fe_@ o [20.120+] 0.0 14 0.17 <0.01
11-2116-04-T z»ence©© O © \@ og
GLP: yes S & @
2011 Sy %fQ e P
& gSouthy | @ | A
. N X RS
FL: Formulation AN No%umber%iapph ons,
GS = growth stage (BBEH cod€pat last g@lica' @ DALT = days after last treatment
- A
priot to last treatment. @ @) Q
@" > & Q
S %“ %,
@ Q Q & ©@
&eoE
Q&
&% O @ N
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Table 6.3.1-13:

Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on apple and ,

pear treated with Trifloxystrobin WG 50 in the field in southern Europe ©©
Study Residues (©) o
Trial No. @b @ @
Plot No. (04
GLP Crop Country Portion DALT CGA C(% CGA§ g
Year Variety analysed (days) @357261 g@ 2 331499 66
g (mg/ke) gkg) | (megfke) ng/k@
11-2116 Apple | France fruit 0x <001 §R0.01 <601 Sf<o. S
112116-01 | Granny - OGr <001 & <001 |Spo1 R |<00 b
11-2116-01-T | smith 0.010 Q| <0.01 ’\k<00g <61
. : 0.0 1 Q 0@ 500l g,
GLP: yes 2
<0. $0.01 2 =<0.
2011 < 20.04_ 01 ] <008
11-2116 Apple 0031 @ 0.5 017, 01
11211602 | Royal 00.032Q | 0.014 o 0019 <@)01@
11-2116-02-T | Gala o &% Q7 | x, §
GLP: yes LS Q %\ N N ®
2011 SEE-SE S é@ >
ﬁf@ @% &
11-2116 Pear 0.028°  (po14 0@% . $<0.01
11-2116-03 | Confe- %ﬁa < [0.014Y 18 > [<0.01
11-2116-03-T | rence X @Q 0.01 ? : <0.01
GLP: yes 03 017 0.02 <0.01
011 o 0.042 9020, D 0025 <0.01
oog\s 0 <0.01
11-2116 Pear 028 <0.01
11-2116-04 | Confec 036 <0.01
11-2116-04-T |renc
GLP: yes §2 s
2011 < Sout &
@ @ out!
) )
DALT = days after last @%ﬁtmeﬁ& @51’101’ to last trea@%ﬁ S y\?@
N & & & IS Q@ 7
'S @ O o O O
CA 635 GQ@e < &0 @Q S
Former Annex@l dos,@% @ \@ Q Q o4

R

In the Am%n x 11 d0551er the cr@l G @for
and so@

trlﬂoxy robin and @HI og dak
Anr%’ I renewal process@\/ew @ydles N

Europe)egonsi of@

SN

AN
@@Q
@

The critical @good

@ox@bm supported at the European level (northern
folide spray applications at rates of 187.5 g a.s./ha

?@tlce é&AP) supported at the European level in the Annex I

renewal (A pro%&s spray applications at 125 g a.s./ha trifloxystrobin in northern
Europe a (;Z; soué@ @11 a rn mum spray interval of 10 days and a PHI of 14 days.
& &
N @ @ o
S

&
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Table 6.3.5-1: Summary of the critical GAP for the proposed uses of Trifloxystrobin WG 50 @o @
. Minimum . . S 6§
F, G or | Maximum Application Maximum  { Minimum @®
Crop Region* I s Number of | o Rate HI g ©)
Applications (g a.s./hayy’| (days) R
(days) q @
N Ql ¢ %@@
Grape EU-N F 3 20 O@\s 14 O @@
Grape EU-S F 3 X 10 Aos YN OB
Q)
*EU-N northern Europe EU-S southern Europe "™ F Fighd; G Greenhow q Indoor v Q § N
h\ S ~ & @
@2 &
N Q %

Trials available to support the European GA%ireleV%b for @exx&%nev&@are &m@%’ed i %ble
% & °

S
6.3.5-2 and Table 6.3.5-3. %@ @é\a Q@ b@ é @j
Table 6.3.5-2: Residue trials conducted @eo@wph'&ﬁregﬁi@, and {éynul@l w, §@
D

Region | Crop | Formu Number§? Tr@i\r « &ﬂep%ﬁo. ]§@cume‘1&1\1j‘lO @hssie@éf.
lation | Vegetation period & TotalQS @ § é @ %
2011 (<2012 @S w\, N R
Supplementary data X e & S &Y O Q @) N
1 0l o [0 g 2@5 R456337201-1 KCA 63.5/32

N-EU | Grape | WG S50 S
Y v 4 & @2,-2010& M-@Q?%;O@ KCA 6.3.5/33
9, © _@\D’ § 11204 | MA5492701-1 | KEA 6.3.5/34
SEU | Gree (WO TSN g |07 o %11 doassser0n i PRCA 63,535
s =€ Re @\% 3 é{ = 3.
e

¥ @
N-EU northern E!@e S S@ sodthern Eu
u

thern it @ o
WG 50: wettable grahule fi@mulatieg contathing 56% triflax oblg@ @& ©

9

Y

@\& N
S o & T Ly &N

@ B Q
Table 6.3.5- 3: ngﬁll sufimary:of residue d n r@ coverihg AIR critical GAP
i gt regie dggon s coneTihe A0
< S é@) Y Residue level (mg/kg)
APW@WO“ Regidi F@l“‘ Crop® @mpl% n D trifloxystrobin
Rate % “Jation é@ “4 matgrial %\
NS & I 2 Min. Max. STMR
3 applications at |7 N U1 Bunchor §
about 125 o/ha @\I-H@ vx§9 @Grap& @erry@ 8 | 0.14 0.49 0.335
3 application@% > ol = O, [NBunch
ot 125 i | €U | Sw Grape O paey | 0| 011 | 051 0.180
N 9 %
N-EU %hern Europe@ Q EU @Tlthe uropéty n: number of trials
Q Q

N ~:§ P > Q@ &
Field trials — northern @urop@ &©

@” o & o
Report: O %{C@g{é&sﬁ%; 2013 ; M-456337-01-1
Title: D in@on ofhe residues of trifloxystrobin in/on grape after high or low

2
SN
Q@ §9 volume §pray application of Trifloxystrobin WG 50 in the field in northern France
SN

< nand any
meneNo & O] M-456337-01-1
ReportNo- 112115
Guidelites: EU Council Directive 91/414/EEC Annex II, part A section 6 and Annex III, part

A, section 8 residues in or on treated products, food and feed
GLP yes
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o

Report: KCA 6.3.533, JJI; 2013 (amended) ; M-453336-02-1 &
Title: Determination of the residues of trifloxystrobin in/on grape after spray @hcati@
and low-volume spray application of Trifloxystrobin W@Gs50 in the ﬁQ’ln I@ce
(North) and Germany v &N
Document No & |M-453336-02-1 &% Q @}\' \245@
\ Q,
Report No: 12-2010 @, & D O
Guidelines: EU Council Directive 91/414/EEC Annex 11, A section @%nd @wx@;, pa6
A, section 8 residues in or on tr@ted products; food and feedy Q © &
T o & SN
GLP yes @@% @@ ) § @&
) \ \) 7
° @
Test system @° Q@j %\ @
In 2011 and 2012 eight trials were perfi rmed ld @oﬂh@l Eur%%e @@
Trifloxystrobin WG 50 according to theu pa{[ern mppo ed W1t th1 551er he

du ,\
applied three times to grapes at apph@ﬂon r@s of @1 nﬂé(bystmﬁm/ha e tsggltmere

performed with intervals of 10 days. Q

Berry samples were taken on day k@and %afte&%e la"s\Laple@lo §a11 teyls, bufich sa@ples were

taken at day 0, 14 and 21 after la@ppl%atlon ) all tr@ls an
A

01 1n @f\the trials.
@ S

Residues of triﬂoxystrobin A 27@»202 its 1sorr@grs CBA 33(39 €GA 35%61 &A 357262, as
well as the metabolite CGA 3 r§ its mer@GA 393468 wer %’eter@jned according to
ytic

method 01313 or 01313»/

to and during the analy51s or@e sa@ples spﬂ@@ co@ol S@glples
0.01 mg/kg for all anc@ytes 4o

Findings

f quantitation was

eth@s we, avahdated b x%sy experiments prior
e litjt o

NS
& e &8 @ N
g O X @ @ @

o w\a @
RS N

RSD <20% as shown in Table

- Method Der?@nan@ Ovegyll m@a re @rle fort@catl of 0.01, 0.05 or 0.1, and 0.5 or
0
0,

0.8 mg/kg per anal{iie wefe within

the acceptab of 7 11
6.3.5-4, except for CGAQ3 V@n all ean %@VC%@ 112% (berry) or 119% (bunch),

which ;@

accepted sice th

§in é@e (6

& 3
Table 6.3.5-4: Re éé‘or tri ystmbm, 0@321 , CGA 357261, CGA 357262, CGA 331409, CGA

R
3'@466 \ & O
ification Mean | psp | LOQ
Report @Sa \ ﬁcat@n Single Values
Analyte @ o Value o
No. @5% §nal ,%: l@el [mélkg] | [%] (%] [%] | [mg/kg]
S @ > &%.o@ 109 109 -
O iflosNroni QS 0 m@ 0.6 103 103 _ ool
rifloxystro rape, be .
< o & A <§Overall Recovery (n —4) 103 4.7
112115 =4 @
@} % <§ RS 0.01 116 116 -
ot .S o S 0.1 104, 106 105 -
S Tr§éxystrobm @pe, bunch 0.01
% SN 0.8 102 102 -
$ ) § N Overall Recovery (n =4) 107 5.8
@J
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Report Analyte Sample Fortification Single Values ‘I\;I;?:; RSD &Q é>
1 [ [
No. Material level [mg/kg] | [%] S4%] [%] @@mg/k@
0.01 108 108 RS
0.05 98 % | &
CGA 321113 ,b 0.019
SHAPE. DI To g P 96,98 % | 97 4 7-. P é\g
Overall Recgvery (n=4) @ 1006] 3& | @ @
001 o 1@ 10l° | &Y SN
0.1 A7 @ . |« | -d @

CGA 321113 , bunch Y
grape, bunc 0.8@%@7 99 @7 Q99\© P @

Qverall Recovergsth =4y .0 90 |- 271 ~N
bo1 P o @m0 JU | @y o -

R 43 ] KL © SN
CGA 357261 | grape, ben%% §g'§§ SIS %;93 N - gﬁ %_@g 01
N )
S %vera&f{ece@y (n24) > @8 @ 10 g
$ @o.ois NS08 Y109 w7
9100 & 1O 104105 p 0] WY | -

CGA 357261  butith” % 0.01
L8 O« gior, Sor & -

v, Ovghall Re@overy =4)s. . P 105, | 32

o\% V& (@ & & N2 %Q @ -
@ 9 @05 Y .9 s, | O -

CGA%%%%Q @W’Z@@Eg” & 08 & | To @3 102 - 001
La11s SO P w0 | Querall Recovery =8, D] 107 | 54
S D W 901 & S 122 -
& & 0 O w[orgT & S al 110 -

LCGA 359262 "V grape; bundh ST B 0.01

o % % @ - @ @4 104 -

RS S Overalf Recavery (n4) 12 | 68

R & O 001y o | AN 116 116 -
10 Y 120 120 -

CGAB314 e, begy . S 0.01
@ O oo g8 & @l 104108 106 -
QO @ > A | Oyerall Regovery (n =4) 112 | 65
2Y T o T 128 128 | -

& cc;m@% B . A SRS 111; 118 115 S .
% % Q%gripe@um@@ S 117 117 - '
S Ko @\ P &@'erall Recovery (n =4) 119 5.9

< o S o 96 06 | -
@G Sis & . r@@ 0.05 97 97 - ool

o o SO erape. be 0.8 98; 100 99 : '

NI @© Overall Recovery (n =4) 08 1.7
NS 0.01 102 102 -

@ & M 0.1 99; 105 102 -
CGA 373466 | grape, bunch - - 0.01

% ’ 0.8 104 104 -

Overall Recovery (n =4) 103 2.6
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/@(\o
Mean <
Report Sample Fortification Single Values RSD 0QS)
Analyte . o Value o1 OF
No. Material level [mg/kg]| [%] @% | [%] @E[m (kg
(@Y
86; 94; 100; 100; @ RS
0.01 100: 109 % | &8 | .
\»)
Trifloxystrobin | £72P Punch /] 0.1 L sa91,100,006' | 95 L Ho2 P
y 0.5 S| 81;84,9%04 | 88¢,] 1A | @
Overall Recovery (n =14®% %7@ {C@l é\g @
G 74; &0 85; 9@ V) <G @
0.01 % €89 4| 153
@@ 82 19 S el &
cGazainy | EEPebunchilol T | SI0lL 67 108y 9% 185 | SGor
Y 0> @ 819698 | (R | 54
%Oven@’Rec@ﬁy (1@@{3) © ~ 92 O 12&] N
> 99, 91; 102C
AN
@} Qm @ N 108105, ﬁ&@ &96'8 Q§
Y
CGA 357261 | E0PS b@”%%ﬂ & 86:93; 91:301 \)@3 &6z | oo
"-‘/Q& Tos > S W@, 86 )~ 830 | . ™
U \ )
122010 s 2 @%?rall@cov& n=[§) S U@’ 8.1
12-2011 S 83@4; 91¢91; Q
L £0.01 o S b 89 5.0
& Qs @ | Sozd P T
CGA357262\ %rap ‘m“@} 0§- N K91;920.93; 18] 88 118 | o.01
o | o @5 2 .9 B4587: 9% 100 | &2 [ 86
S & @9 @] Ovetall Retovery 140" 4" 93 | 838
S @J) 7z ;
§ O & 001 Y ?%7%3661 L1 s | 220
&L O
3%§,§9 @gme @ﬁm b Poa g %@ 90896; 107, 116 | 102 | 113 | (01
b N %@ A 08T @ 79:81200;: 104 | 89 | 12.9
Vel‘ (Y n .
S & Ov: overy (n<13) 92 16.6
© \@
N 00“1\ « 286895102 | gg | 5
$ SRS S 91;94
CGA@734® sbu@l@/ «\Lﬁ’ _85;105;98;103 | 98 92 | o1
o O 905 O @' 95;95;99; 115 101 9.4
© O 9O S O@al]l@overy (n=14) 95 | 10.9
RSD=re@ standard de\\@@tion QQ @ &numb%}vof tests

N Q'

- Stotage stab111tv*”\"ﬁe I@%ﬂnﬂt@ sto p&@l of deep-frozen samples was up to 426 days for all
N

analytes and is é;)vered @’the @;orag@staﬂ@studles

- Re51due r %ts %h hern‘@urol@n field trials the residues in berries or bunch of grapes at a

PHI of 14 ys to 049 mg/kg for trifloxystrobin and were <0.01 to 0.044 mg/kg for
CGA aX1 GA 321113 residues was found at up to 0.069 mg/kg at 21 days after
last a at1

Re51 es 0 ranged between <0.01 and 0.066 mg/kg at day 14, and residues of CGA

e between .01 and 0.035 mg/kg at day 14 after the last application. Residues of CGA
33140 ere between <0.01 and 0.042, residues of CGA 373466 ranged between <0.01 and 0.012
mg/kg at day 14 after the last application.
- No residues above the LOQ of 0.01 mg/kg could be detected in any of the corresponding control
samples.
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Table 6.3.5-5: Application data and residues of trifloxystrobin and CGA 321113 in/ on grapes treated with
Trifloxystrobin WG 50 in the field in northern Europe

<
Study Application S ResiduesQy ‘o
Trial No. S &@
Plot No. (og
GLP Crop Country FL |No| kg/ha | kg/hL | GS PorL@p DALT@g\Tri SLGA
Year Variety (as.) (a@ an@ysed (dagi% steobi 321113
N @ ¢y’ | Awgke)y| (mgkg)
11-2115 Grape France 50 |3]0.125 0625 |85 sunch of G {913 <®1
11211501 | Sauvig- _ WG § 47 grapes  [O70 0.16(§ 4<0.01
11-2115-01-T | non; N Y o 4 8¢ [0 JRo01
GLP:yes |white | Curope 2 I N R YRR by
varie . .
2011 ty K A 0125 |<0.01
=,
@ <
@ <0.01
<0.01
11-2115 Grape 0.020
11-2115-02 | Gamay; 0.031
11-2115-02-T |red 0.019
GLP: yes variety
2011 0.021
0.022
11-2115 Grape 0.021
11-2115-03 | Dorn- . 0.014
11-2115-03-T | felder; , | “ ¥ 032 8.813
. red AN ~ . .
SOLIPI' yes vari N & O &7 14 038 0.025
& S &4 d @ 21 [0.32 0.028
oy SV N
LMY beérry 14 0.36 0.024
& Lo |l © |@ 21 |02 0.021
112115 . 2 @125 00156 |85 @ bunch of 0 0.52 0.011
11-2113 SEAS o| erapes 14 0.49 0.044
11-211594-T \© . 21 |034 0.049
GLP: yes @ é\ ~
2011 L & berry 14 035 0.032
S & 21 0.49 0.069
1222010 9 o%&s 90625 |83 | bunchof 0 |0.22 0.018
12-2010-01 Gamay; 2 %) grapes 0 0.43 0.022
e N s e
: varie . .
S()ng' e & \Q 14 [027 0.010
\‘% R § 21 0.42 <0.01
N
9 berry 14 0.26 0.013
& <) 21 0.22 <0.01
122010 < | Gipe 0.125 [0.0625 |83 | bunchof 0 0.13 <0.01
12-2010-, Sauvig- grapes 14 0.12 <0.01
12201 2_T©§Om K\ 21 0.072 <0.01
GLP:&es @] Wh
2 é@ varl berry 14 |0.14 <0.01
O 21 0.11 <0.01
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Study Application Residues o
Trial No. @ @
. N
Plot No. N
GLP Crop Country FL |No| kg/ha | kg/hL | GS Portion E}DALT Trid (4 OXY-&)) CGA
Year Variety (a.s.) (a.s.) analyse§ (days) robm@ 321113
(mglkd) | (mg/kg)
12-2010 Grape |Germany | 50 |3]0.125 0.0@7 85 bun@%of 0% 0.182° 40013
12-2010-03 | Miiller- WG grapes 0" |0Jo . 01@
12-2010-03-T | Thurgau |1 X Q ?gﬁ E 20 & 0
: ; white urope, Q) .
GLP: yes variety | North O o149 Q0280 015
2012 Q . &
Q) ) 4721 |02 016
e i 2
N be&@’ D - Joos «° 0015
S @7 O S21 0 o2 0.015
12-2010 Grape |Germany | 50 0.126)°| 0.0637 X bu\ﬁ:h o |[0@s &]0.015
12-2010-04 | Dorn- WG % i@ N @Q %grape@é 14 4 20015
12-2010-04-T | felder; o IO o <] & U JousS foon
GLP: yes red Fotone Q S Q\ %o @3\9 é@ 1 ©
2012 variety pe.  |© . 2 O Sy O @ 7 0.018
North 4 (AN S §
g PRFS > o O | o L0l 0.014
\9)
FL: Formulation Bo: n,u%ber of a hcat @ @ @ @©>
GS = growth stage (BBCH code) % apph\atlonQ D&T d@s aftefast tr%ment
* prior to last treatment N N o
5 O F NI
Table 6.3.5-6: Residues 01%3GA#7261 %)G “§ 409 and CGA. 373 in/ on grapes
treatz@iy&xh T@xy% he f’ Q her&EuroAFg
Study & S @ Residues
Trial No. ) SEEA w\” N @ 9 @§ @@
@) AN N @
Plot No. o O ' > B
DropL | colitry P Poftio %
GLP ro Q&g try Portion _ AL 2 CGA CGA CGA
Year & Var?e@ %@ aralysedsS) (da}@’ @@7261 Y 357262 | 331409 | 373466
D S o g/ke) | (mgkg) | (mgke) | (mgke)
112115 Grape @ “bunetnof | Qo* £0.013 [<0.01 <0.01 <0.01
11-2115-01 Saw@ afpes > 0% [0.043 <0.01 <0.01 <0.01
11-2115-01-T S @f 897 0016 <0.01 <0.01 <0.01
. 17 <0.01 0.010 <0.01
SOLIPI' yes 240.021 0.011 0.013 <0.01
Q 1 @ 0.015 <0.01 <0.01 <0.01
@ i%’ 0.012 <0.01 0.010 <0.01
0.013 <0.01 <0.01 <0.01
11-21% 0.051 0.023 0.028 0.011
11-2™M5-02 0.066 0.035 0.042 0.012
11-2115-02-T 0.060 0.028 0.032 <0.01
GLP: yes g
2011 § 0.044 0.023 0.027 <0.01
@& 0.044 0.025 0.028 <0.01
N
& &
N

&
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Study Residues o
Trial No. @ @b
Plot No. o
GLP Crop Country Portion DALT CGA CGA E} CGA @&} A@
Year Variety analysed (days) 357261 35726 331409 37%4@
(mg/kg) | (mgkg) | (mgkg)d (mglkg) S
11-2115 Grape German bunch of 0*  10.015 <04] 0.010\@ <091 N
11-2115-03 | pom- | DA grapes 0 v:@.013 <601 <0.04,° {0.01 @©
112115-03-T |felder; 7 Soos  Jor0gf0” R00LE | o
GLP: yes red 10 0019 @01 |007] OF<0.Y  |Q
oL variety | Europe, 14" 0019 &T<001  |©013 R|<00I 5
North 2 0020 Rfoglo  40.015 01
o NS AN &
berry & lde 0%@ <0'%@J 1 o\% <0.4]
o’ 2@ |8016 & [<00P 013 <0.01
11-2115 Grape | German bunchof @0.024Q° [0.040 0.01@ 5001 &
112115-04 | Miiller | D- gmg% : @\2 ) 4Q 019 S 0.026  $0.01,:2
N O
11-2115-04-T | Thurgau SN 2lgy |04 §0.019 5« |0
- whi Europe @ (> X O =, SHES)
GLP: yes ; white Norﬂll’ 1 QAT N Ao é@
2011 variety 1O%bemy fma %'.oai@' 016 570.0 £20.01
N o2l (0089 (w026 O |0 .. 50.019
12-2010 Grape |France@ | bunch of0’ é§ S @ 0012 @013, [<0.01
12-2010-01 Gamay; \gra% 10.021 @™ | 04014 0.019 <0.01
12-2010-01-T |red < & 7 oy 0.026 <001 & |0.012 <0.01
. varie O N 10 0.021 0011 12 <0.01
GLP: yes ty
012 Europ © 1 0 Y <o% 14 <0.01
«| Nort o O _|@025¢ [0.01 EHD.017 <0.01
S v d o & g %9 <
& o vy 1457|001, <00 0013 |<001
N : a3 o> 0. 0.011 <0.01
12-2010 @rape O <0.0 <501 <0.01 <0.01
12201002 Psayvi <0. 50.01 <0.01 <0.01
12_2010_02@ non; <0. > <0.01 <0.01 <0.01
GLP: yes"@\ white d Q@ N
2012 A>|Vaieg <0019 |<0.01  [<001  |<0.01
<& 0.1 <0.01 <0.01 <0.01
12-2010 e @912 <0.01 <0.01 <0.01
12-2010-03 | Mifller-Q ©.015 <0.01 <0.01 <0.01
12-2010-03-T @rhur 70.026 <0.01 0.012 <0.01
GLP: yes Q. whi 0.026 <0.01 0.017 <0.01
012 & | variety 0.024 <0.01 0.011 <0.01
@, o 0.035 0.011 0.017 <0.01
<
%y Ny 0.022 0.010 0.014 <0.01
N 0.022 <0.01 0.012 <0.01
12-2010 @rape 0.010 <0.01 <0.01 <0.01
12-2010-04 Do 0.012 <0.01 <0.01 <0.01
12-2010-04 fel% , 0.012 <0.01 <0.01 <0.01
GLP: yes o f@‘%“
2012 & tety, berry 0.010 <0.01 <0.01 <0.01
NS 21 <0.01 <0.01 <0.01 <0.01
@ @ﬂ U@—/
D/@KT = d@@iﬂer last treatrient * prior to last treatment

&
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Field trials — southern Europe:

&

o

QR

Report: KCA 6.3.534, || GGG 2013 M-454927-01-1 S @

Title: Determination of the residues of trifloxystrobin in/on@%pe after Q%fl or- Jow-
volume spray application of Trifloxystrobin WG 50 in R field in S@thel@Erance,
& %)

Spain, Italy and Portugal ) S)
Document No & | M-454927-01-1 VCQ ) & A o
Report No: 11-2114 Q o D & A
Guidelines: EU Council Directive 91/414/@ Annex Hrt A secti@v\tS and@nne@\ill, @g\tj
A, section 8 residues in or oné%ated producoo@;énd féed & © &
GLP yes @U D - @ ~ Y9 @w
% @Q @ ﬁ% %U 9 N b

&
Report: KCA 6.3.5/35, ?; 2013 (anfendedPM-453561-021 < & .

Title: Determination
Trifloxystrobin W 50 in the ﬁ@ in Italy, Gréece and Spaiy’  «

of ¢he refsgf%;es %Q\f@tr' oﬁfstrgtb)in i@n ga\\ﬁe after @ of

DocumentNo & |M-455561-02-1% % & « & O & @ >
Report No: 12-2011 $ NN N @@ R &@)
Guidelines: EU Council Direcfive 91@14/ An@\?j II,@rt @ctio®@6 and Annex 111, part
A, secti resi&\fes in or on @ated@@%du@;@ food and feed S
GLP yes v 5\ § \(} Oy S \ ? o ,
% S G -

N 2 & > Ko <& X

Test system @ o ©§ @ § & R §

In 2011 and 2012 nj %resid@ tri ergzperforined ixthe fiel®in s&he@rope in/on grapes with
Trifloxystrobin W50 agcordifto th€use patte p‘ﬁd within thig dossier. The product was
applied three ti]@% to\grapes Q}ap licatio&%tes of aboudy0.123%g (uisto 0.135) trifloxystrobin/ha.
The treatmen @fer%@fon@d withi te[‘%@é of about 19 days @Q- to 20*days in one trial).

Berry samples” wer@itakemon dagy 14 (1 and21 (2Q) aftefShe 1a& application in all trials, bunch
samples wé taken at day 0, 1&%’ 3@ 21 @\er last pp%@tion\i@all trials and at day 7 and 10/11 in

some(}@etﬁals. @@9 O § . @Q O

< A % @ N S
Residues of triﬂo@obi&(c 79%@%, it@ﬁ&om@é&C %31409, CGA 357261, CGA 357262, as
well as the metébolite{GA 111@%@ %its isquer C 373466 were determined according to
method 01313gr 01 M@ Ih@nal@al mephods @ere validated by recovery experiments prior

to and durin®the a@lysf th&}amp@s by éPiking@ontrol samples. The limit of quantitation was
0.01 mg/ké for all analyt § &= 6 @
%

RS
. &
- S ©
Fmd&gs § A\ O @ N N

@
- Méthod performance: @vera@}nean %ov@ s at fortification levels of 0.01, 0.1, 0.5 or 0.8 mg/kg
for each analyé@ﬁere vxiﬂgé ac@abl@%ange of 70-110 %, RSD <20% as shown in Table 6.3.5-7.
R
@

%o N 9O
©©
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Table 6.3.5-7: Recoveries for trifloxystrobin, CGA321113, CGA 357261, CGA 357262, CGA 331409, CGA

373466 in/on grape @ ©©
ean C% @
Report Analvte Sample Fortification Single Values &lue RSDg~ LOQ
No. y Material level [mg/kg] [%] > [%] %% | [ g|
0 o
0.01 91;96;100; 108 | 97 | A4 ;@ &
97; 100; 1927 : . S
0.1 Qg 971001827 1 401 o 30N O
Trifloxystrobin | grape, berry X 103; lQ@ < %&K S4\9@01 q
08 o 109° 0P | S o 9
Overag@ecovery (n @) . &@) R 20 d @
0.0150" 93,101, 1637105 | V101 O] 50, e
. S .
s S98: 100100 C @ g5 [
Trifloxystrobin | grape, bunch | Q @ L 109 1104y R 0.01
08 o @ 91059 | 1050 -& @&
S5 Oyérall Recoveryign =10 .~ @ 102 | 50
Q@ 001 7 o [s49508 107 | @6 101 ©
o~ § o] 93.%8; ;%‘?do 3 0 &
0.1 ° v | R PN 98 k2
CGA 321113 grap@eny@Q > > S S ST 0.01
NI S S
< S \Overall@iv(eco%ry (n@ﬁ) & 07 Q" 6.3
g o S0y U 909648k 1027 9% | 73
"~ ] 9 1 & 6969899 95| &y
% & @ @ 3.4
CGA 32113 6§ e,bch (O & . 105 0.01
S & g[8 wo | VYioe 40106 -
& &9 8 [ overallRecoveryin=10) @ | 100 | 53
11-2114 T 2
& D & ST 93;097100:J00 | 98 3.4
LSS . .
& @@ © N @ o 10@105 1 104 | 26
4°GA 357261 | gra b@ \v; @ 10&@407 0.01
: 08 & N 99 -
QO O | L
AN LO S Q‘“Ove\{gl Rec\:(;\\v?ery@@ém) 101 4.2
A & oy o [97:98101;105] 100 | 3.6
9 @ & L5 o 0ol i04, [T
C@A 35 @% @pg&%eh QD QO @ 106; 107 ' 0.01
Q P O Q\ 0.8 O 101 101 -
S » &F | Geral Recovery (n=10) 102 | 33
@ @” R N P00 93:103;109; 110 104 75
% < DY O S 102; 102; 105;
N SRS (@@ : 105 2.5
CGA357262@ gr@e,be@y 106; 108 0.01
N . 7 Qs 104 104 -
A4 % (% % @ | Overall Recovery (n =10) 104 4.7
& $ SIS N o0l 96,99;105; 113 | 103 7.3
Q| & ) o1 100;102;102; | 4s 47
g\’ A 3@2{) grape, bunch i 107; 112 i 0.01
& P T D 0.8 105 105 -
f(@Q Overall Recovery (n =10) 104 5.3

q
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Report Sample Fortification Single Values Mean RSD Q
Nop Analyte Material level [mg/kg] [°/]g Value | /) [@k
: gkel | 1% [ | 17 | Imekeh)
>
100; 104; 105; @
0.01 105 @§04 2.3 QQ
97; 102 103; 108;| NS
CGA 331409 | grape, berry | 0-1 110 104 9 §0.01@@
. %
0.8 © 103 o 103 N
Svery (a= 5 4
Overall Recovery (n —10()@ 1040 @ & A
001 @  [92:106:109, 111] ©3 [$5 PO o
> 97 101; 161 § &
0.10% % Q104© 5
CGA 331409 | grape, bunch m109b4 & 01
2 Y W |'s- S
U
112114 b’ver&Recq@y (1}@’0) o | Goa g 622} o -
& D0.0R, S | 81 95; 1&1 1060 96 1w | 9
@ gy L@ . [N88;9mMY; g@ @ N6 b
CGA 373466 | grape, b A& %100 > 0.01
7 Qo8N N 9@ ISR

R © %@ral]@ovelﬁ; =180© K© g@ 3.4

&S 001 © &9932;” 99;, %01 Q7 A 45
N oS @ | 9389595 101; B
CGA 373466 © grapé,@ounq%@ *@ S A M I X0
SN o KB O g (106 2106 -

é\” ¢§ | Ove@ff Re&i)\!ery (l@=10)(§$ S 99 5.4

>
RSD = relative stand; eia@n Q\Q § ninumb()a@gtests @@ @& @@
For 12-2011 see Table 63,54 & N Y N
- Storage stability: @he nfﬁmmu(% storage perx: c@% of deep- frdzén s@@ples was up to 385 days for all
analytes Q%Dls covered@y the@@rag@blh tud@s @ N

& Q

- Residue results: I e S mhe uro field. trials the residues in berries or bunch of grapes at a
Residue results erEuropeh i grap

PHI of 14 days radg r to 0" §J mgkg for floxystrobin and were <0.01 to 0.034 mg/kg for
CGA 321113. *o SRS
Residues of A O 61 @ged @twe@<0 00and (W44 mg/kg at day 14, and residues of CGA
357262 were twe an \ da 4 after the last application. Residues of CGA
331409 between <0 r the last application, residues of CGA 373466
were b LOQ (<00 mg/@) 1n al am&

N N

- Nmre51dues abov¥ the@)Q @i 0. Olglg/k >Qould be detected in any of the corresponding control
samples. @° [ @

%f

v
Che

é@
@f
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Table 6.3.5-8: Application data and residues of trifloxystrobin and CGA 321113 in/ on grapes treated with
Trifloxystrobin WG 50 in the field in southern Europe

<
Study Application S ResiduesQy ‘o
Trial No. S &@ ©)
Plot No. (og \Q
GLP Crop Country FL |No| kg/ha | kg/hL | GS PorL@p DALT@g\Tn - | &CGA
Year Variety (as.) (a@ an@ysed (dagi?% stroBin v321113
Y @ ¢y’ | Awgke)y| (mgkg)
11-2114 Grape | France 50 30125 |0.0625 |85 |cpunch of y\f * 920 &7 |0
11-2114-01 | Uoni | FA WG D) 47 grapes  |©Y0 Q031Q°  [9,023
: Q R )
11-2114-01-T |blanc; N Y o & Te |02 Joo023
GLP: yes Cs - Europe, QO?(@ @ 10 %1 @ 0.029
2011 VlneS, South f} °\ @ 0 2 @ 0034
white SN w IS 019" | 0034
variety éﬁ b@ 0y & % .
@ berry & 149 @ @§ 0.025
i 21 19 0.030
11-2114 Grape D" bunch of Z} 0 &10.089 <0.01
11-2114-02 | Bobal ; es é 1 0,11 <0.01
11-2114-02-T |red. S 022 <0.01
GLP: yes variety o © ©© :
2011 bﬁl D14 & [0.095 <0.01
9 . 210" {0.083 <0.01
11-2114 Grape 5003 “Qbunchef y\%* 0.088 <0.01
11-2114-03 | Labrus- w& ~ grapes 4070 0.30 <0.01
11-2114-03-T |co  « & « \@5 1(7) 8% <8'(o)}
. Graspds Ko . <0.
2G(iPl. yes Gra ey o O S| 14 o014 <0.01
re N @ 21 0.096 <0.01
S S -
RS S @berry 14 0.11 <0.01
) v . 21 0.11 <0.01
N T3 & D
11-2114 Grape SBOHI;%L 3 |1®%125_ (0.0 8 bunch of 0 0.64 <0.01
1211468 | forngo ~DP- <§% ] § N é grapes 14 |032 <0.01
11-2114-04-T | pires; @@ N 21 1039 <0.01
GLP: yes W@%ﬁ N @ é 7
2011 Ve q & |- o @© berry 14 |032 <0.01
i @@ 1o 18] o] @ 21 0.25 <0.01
q N Lo W
S w2 P
R Southsy @ ok
12-2011% Grap%\ 3 85 | bunch of 0* [0.13 <0.01
12-2041-01 Lamg, grapes 0 0.22 <0.01
12-2611-01-T | brusco 7 0.25 <0.01
GLP: yes @r@spa_ 10 0.24 <0.01
2012 4 TO588; o 14 0.099 <0.01
red. = 21 0.13 <0.01
Ny
@ @Q berry 14 0.18 <0.01
< H 21 0.090 <0.01
& N
cL T

&
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Trifloxystrobin
Study Application Residues o
Trial No. @ 6
Plot No. N @§
GLP Crop Country FL |No| kg/ha | kg/hL | GS Portion E}DALT T @o Y-&) CGA
Year Variety (a.s.) (a.s.) analysegl@, (days) robm@ 321113
(mglk®) | (mg/kg)
12-2011 Grape 0.125 0.01@5 85 bun@%%f 0+ 0.892 \5601
12-2011-02 | Lam- @&apes 14 |03% ) 0@
12-2011-02-T | brusco X & s oI & <0@
GLP: yes di N R Q
. g 3
2012 sorbara; v ' bemy 714 0.505 32}016
red S| < 21 032 Al<o0.01
variety Q’?(@ @ \]”@ , @@ .
g Q
. o S @y &6 K
12-2011 Grape ©.125 @0.01 853 bug@h of 0% 0.080 0.010
12-2011-03 ctoria Nassllbic pes 4 o < [0.012
Victo > @ Q
12-2011-03-T |: white . N NI 7 @©70.010
’ > B D O w0 oo <0.01
GLP: yes table N VRN G SN 'S BN R <0.01
grape o 5 ) Q0. .
2012 [ S | s
variety f X | @ § $ 2@ O.@gl <0.01
o\ % @
O | N
o [ & [Oba® S 020 0.021
YOS 91 g D721 « 014 0.024
12-2011 Grape 0.125- 10.0156- |8’ Ob@cho(% 0¥ [0.21 <0.01
12-2011-04 | Zalema: 0. 0.0r58 Qgrapes 7 | 44 0.085 <0.01
12-2011-04-T | white ST S ke <0.01
GLP: yes variety 6@ RN ES ©)
2012 Q) S S |97 SpemyS| 14 fooss (<001
@ N N _ 20 0.036 <0.01
@ z @
12-2011 e 19.125:5)0.01585 | 85@]" buifch of 0 |08 <0.01
12-2011-05 @a_é 0.131% 0.56 § grapes 13 0.13 <0.01
12-2011-05-T Peos & o |& & e 21 0071 | <001
GLP:yes ¢, | White S v @ 5”\}1
2012 & |V ¢ Q] & | & berry 13 [015 <0.01
AN @ { O] » |O 21 {0.099 <0.01
FL: Formulation nu atlon@ é
GS growth stage (@CH é@ at appl on % @ D@ days after last treatment
* prior to last tre@lent Q &
TS AL e
S\ L 4+ 9 @
o & @ &S
. T T F e
N (g @\ R Q
@° S @ S
S N
@ Q Q & ©@
& &S
{N @@ N o
S
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Table 6.3.5-9: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on grapes

treated with Trifloxystrobin WG 50 in the field in southern Europe @ ’ @b
Stl}dy Residues S @@ o
Trial No. S & ©)
Plot No. (og O\Q
GLP Crop Country Portion DALT CGA C(% CGA§ gA 7
Year Variety analysed | (days) :@357261 3 2| 331409 |3 466@4%
g (mg/ke) gkg) | (mglke) Nmg/kg)
11-2114 Grape | France bunchof | 0% 10.016 {015 o . o
11-2114-01 | Ugni r grapes Oy 0015 < T0.014 16 V<00 4
11-2114-01-T |blanc ; R 0.016 Q10012 4 016 <601 o
GLP: yes C5- | Europe, 4 0.0 50 Q00207 ¢50.01 g
5011 Vines, | South 14 0.0 “10.015 g I 2 J%0.00
white 216" |0 0,018 5 <000
variety b@ 0y & % .
014 & 10019 {Lo1gy
016 O | 4021 <o§
11-2114 Grape <0.8] 017 | <
11-2114-02 | Bobal ; <01 é <0.0 <0.01
11-2114-02-T |red. 01 0. 20.01
GLP: yes variety D © | QO S
2011 001 59017& <0.01
001 00160 |<0.01
11-2114 Grape 2000 | <6D1 <0.01
11-2114-03 | Lam- M <o&r 01 <0.01
11-2114-03-T | brusco s ool 28.81 \@58.81 <8.8}
. Graspgs . . <0. <0.
ZG(%IPI. yes rosS pas 0.045 Q.01 S |<0.01 <0.01
re 0 | <0.0® <001 <0.01
\@etyb S @ §
S <0.§§ <001 [<001  |<001
) 05 0.0 Go14  |oo18  |<001
112114 «_ 7 | Grape 920 \@’ <0.01 0.013 <0.01
11-211456% | fernio [0.021Q° |<0.01 0.013 <0.01
11-2114-04-T | piress 0.0&& 0.011 0.018 <0.01
GLP: yes W@%ﬁ 5N
2011 VR o 024 <0.01 0.013 <0.01
) S 025 <0.01 0.015 <0.01
Q O N .
N & o
% opeQ ,%Q & @
2 Southd” | @' A %",
12-2011% Grap%\ <0.01 <0.01 <0.01 <0.01
1220101 | Lame <0.01 <0.01 <0.01 <0.01
oL ot S
. raspa- . . . .
S()Lll; yes é@ssal? .| (Bolg <0.01 <0.01 <0.01 <0.01
red. =) | Eut <0.01 <0.01 <0.01 <0.01
S vaniety |8
@ @Q <0.01 <0.01 <0.01 <0.01
<D <0.01 <0.01 <0.01 <0.01
& 5 oY
& &
S

&
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Study Residues o
Trial No. @ @6
Plot No. o
GLP Crop Country Portion DALT CGA CGA E} CGA @&} A@
Year Variety analysed (days) 357261 35726 331409 37%4@
(mg/kg) (mg %g) (mg/kgl@ (mglkg)
12-2011 Grape bunch of 0 10032 0.01k_7 [<001
12-2011-02 | Lam- grapes 14 v:@ 025 <0. osg <9.01 @©
12-2011-02-T | brusco 21 0.012 01 R ©§0-01&
GLP: yes di . & &Q Q
2012 Soébara’ berry 0.044 Q"(0.013 &@01 0l @
red @5@4 0.018 1 Q<0 | <0.01 5>
variety Q N . e \ 2 @@
. Lo | L D M
12-2011 Grape buncho’| @& |%0.01 @% <@@3 01 <Q.01
122011-03 | Victoria < S )01 @&
4

grap%s Q‘gﬁ@ @QO 0 IQ
R

0
o
12-2011-03-T |; white 1(7)\\ < %r %8 1S 2&81 8-0
. . <0.
b yes e 0 N x&m 6 041 Zi%.m Q<
variety @Q % §D é O.(@ %<0.0l
@ AN Q
my € 140 S |01 N T<001
O @ ﬁ %@ 40,0k |<0.01
12-2011 Grape “bunc 0 0187 e | <0 o |[<0.01
12-2011-04 | Zalema: grapds @ 14 ©10.030 %»0140 06846 <0.01
12-2011-04-T | white © § 20 %Ql %<0®1© &901 <0.01
S(hl; yes Varlety& 2 Q @ . 8@ @B
& (S Sl S
S ® O 1o & F
12-2011 ape & % bunc [) 0.0 <001 <0.01 <0.01
12-2011-05 E)@ie 9 S) grm@ %\13 & <o. 50.01 <0.01 <0.01
12.2011-05- beo%’ EIFS 255 o@g S 012 |0.011 <0.01
hit
GLP:yes¢ \ zvarlieety q @7 § ?’ AN
2012 &S @ begy. | @ L0.011Q° [<0.01 <0.01 <0.01
R ™~ 21 <Og1% <0.01 <0.01 <0.01
O o %
@ S @ O |y
DALT = days aﬂ@last tre@en r@ las matme§ @@j@
X I >
5 EEC
CA63&  Stra N
S YN
5 RS &

N
F 0r>er Annex H dossier%ind Aunex Iﬂ 0ssicPy
o g
Strawberry not a%?op \“-J %n the Annex II dossier.
The critica for tri i axyst obm ,_f:?- orted at the European level (northern and southern Europe,
Annex I ss @ re@ant £or the recent EU MRL (0.5 mg/kg, CR1004/2013) of trifloxystrobin
cons1sté@of u 3 0 3 foliar &1@@/ applications at rates of up to 150 g a.s./ha trifloxystrobin and a PHI of

lda @ *”\g

Annex l«r@ewal process/ New studies

The critical Good Agricultural Practice (cGAP) supported at the European level in the Annex I
renewal (AIR) process consists of 2 foliar spray applications at 150 g a.s./ha trifloxystrobin in northern
and southern Europe, with a minimum spray interval of 7 days and a PHI of 1 day.
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Table 6.3.8-1: Summary of the critical GAP for the proposed uses of Trifloxystrobin WG 50 . @ Q
Q\ g
Minimum (Q @ @
F. G or Maximum Application Maleuﬂ@ Minimum | . <
Crop Region* | s Number of Inl:p al Rat, PHI g @
Applications erv (g a,s7 ) | (days), © & 2]
“%) N SRS
@ >IN @ @
Strawberry EU-N 2 7 Q150 @‘? S & S
Strawberry EU-S 2 S 47 150 |or1 Q @@ @@}
Q 4
Strawberry EU-N G 2 ) 7 {4 a0 4 & &
EU-S oo N L@ S 5 & @@
* ** g U@ @ ° v %
EU-N northern Europe EU-S southern Europe Fé@ G& nho IIn Q& A
A O YR
% & © @

<
Trials available to support the Europear&éﬁAPs\@eva@}or Q@ex I@ew&l@re s@amag{sﬁed in@ﬂe
v

6.3.8-2 and Table 6.3.8-3. Q &\ & @ % ke SN
S & o
Table 6.3.8-2: Residue trials conQ&ted p@ ge?%raph%}l regn@ nd @nula@m @Q o\”\a
Region | Crop Formu @mbeﬁigfl"nal@’ @epor@ﬁ/ @cumm@Nc §})ssiq&Ref.
lation | Vegtation period ([Total S DN ©
20 ke 2012 ¢/ & Oy N S
Supplementary data Z) Q S §M@ N @ 7
A
NEU | Staw- | o 4| - . 6@ 11€J28 M-4579§&01-1<§CA 6.3.8/01
field | be f 010 Q ;
ry S @ C(&\a 5 @@ S i%z-zoloz M-@m-a@ KCA 6.3.8/02
D
SEU | Staw. V§50\ S 4£ il N 011229 McASToSER1 | KCA 63,803
field be @) -
1y q @ & &5 o S \%2}—%13 <§§§l’s/[—460&)9-01-1 KCA 6.3.8/04
N-EU O |t - P | 912120 | MAB6769-02-1 | KCA 63,805
Z;Selljl ;@WS@V- WG 0 % @’ @ O @12{@%?{4 @4 3332-02-1 | KCA 6.3.8/06
i - NM-45 -02-1 | K 3.
house @ § W\g . C
N
N-EU northern E & @J u@ern%o
WG 50: Wettabl nule%rmula contagglng 5@\70 rifloxy rob@
©©Q O @ @ @ g
Table 6.3.8- 3® Overall s @ef resl@e da@t@\@n g@e covering AIR critical GAP
Y @ Residue level (mg/kg)
Applitdtion Re@no' FO“' :, @ample n trifloxystrobin
Rate Q?tion@ °|. material
& X . oS Min. | Max. STMR
2 applications at N-EU ° © .
about 150 g/ha ) field ﬁ\?&gﬁ ((\@traw%@ Fruit 9 0.038 0.15 0.096
2 applications B @N .
about 150 }éld G SQt[r\(i@berry Fruit 9 0.061 0.23 0.150
T 5 Dy
2 a lins at ZJQZT-E}JJ@ >
ablc))ﬁ 0 e Q@G Strawberry Fruit 8 | 0.082 0.41 0.125
g/h@ %,
SC
3

9D
%—Ethem Europe = S-EU southern Europe n: number of trials
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Field trials — northern Europe: o
& &
Report: Kca 6.3.801, || GG 2013 M-457953-01-1 S @
Title: Determination of the residues of trifloxystrobin in/ofs strawberry&%fter ay
application of Trifloxystrobin WG 50 in the field in Ge@any, nortl@n Fr %&ce and
Belgium
Document No & | M-457953-01-1 VC@ @& g}g \\ @Q @
Report No: 11-2128 @ \Q NS
Guidelines: EU Council Directive 91/414/@ Annex 11 art A sectu@ an nne@ll, @g\tj
A, section 8 residues in or oné%ated product foo@;ﬁnd feed & &
GLP yes @U ~ © @w
% @ @ ﬁ% %U @ N b
Report: KCA 6.3.8/02, ‘7? ; 2013 ; WE452340-01 @’ & N
Title: Determination of thg%%suhge of th\ﬁo é‘%bl n/on wberry aft&gwspr g of
Trifloxystrobin V@ 50, @the @ld 1n& th&Neth@nd ran orth)
and Belgium Q N @
Document No & | M-452140-01«] @’ S w\ﬂ Q\U Y @Q § o N
Report No: 12-2012 o o O & O O O S
Guidelines: EU Cow@ﬁ Dﬂé%trve 99414/?5%0 Qﬁ%ex @part A sectf@r 6 @fl Annex 1, part
A, section 8 gesiduesayi or oag treatgd prodicts, f@% anddeed
GLP yes © O NS @i@
« & o @@@\C@é&%\@

(S
Test system @Q § Q@ § ©§9 S &
In 2011 and 20@nr 6\9 als were &er?érm@“m t &ﬁeld@a no &m E‘@ope in/on strawberries with
Trifloxystrobi acceyding " th ﬁ@ pattern sggport ithin ¥his dossier. The product was
applied two times @, stra%err at a 1cat&%’) ratg@)f kgy\t]%loxystrobln/ha The treatments
were perfoffhed with mtggrvals e\@ @ v
Fruit s r@%es were t 3 after th@@ast 1cat@r in all trials. Additional samples of
fruit were taken at er tlrﬁ&pom&g}n so trlalx . Q\

Residues of triflgkystrokin (C 279@}2) it@isomdrd CG# 331409, CGA 357261, CGA 357262, as
well as the met ts 1@ A 373466 were determmed according to
method 0134 ., or Oﬁ ’Fh@ analy al wethods were validated by recovery experiments prior
to and durin %fg the analys@of t@ samples b@lklr@ ontrol samples. The limit of quantitation was

0.01 mg@ or all ana]@es Y
<
Findings . % @ <
N N
- Method Derfo%g&ance @ifer CO\QQ es at fortification levels of 0.01, 0.1 and 0.5 mg/kg per

N
(o
I
agre
analyte were within &ac@ bl%@lge of0-110 %, RSD <20% as shown in Table 6.3.8-4.

N @
S &y

4

NN
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Table 6.3.8-4: Recoveries for trifloxystrobin, CGA321113, CGA 357261, CGA 357262, CGA 331409, CGA

373466 in/on strawberry ©©
ean C% @
Report Analyte Sample Fortification Single Values &lue RSDg~ LOQ
No. Material level [mg/kg]| [%] > [%] %% | [ g|
0.01 88; 95; 103 95 | 79 < &
% ° Q %
0.1 94; 10 101 -
Trifloxystrobin strawberry v( %\ = 1 |@
fruit 0.5 93 B |« 4
S
Overall Recovery (n =@© S @5 @Q 5»\\
0.01 = 6(@77;9@; &8 4 1589 7
CGA 321113 | Strawberry 0.19" o 85,97 N 2 Q%%m
fruit oS, 2 @ 39 v ] @@ So BV
O
ijeml@\liec%@ry (1}@3 & P KRN~
WOPOORT SN | 50889803 &Y 9l g
strawberr @} 6l @ 5 9®03 szi\ /17@0 f\i\\,’ )
CGA 357261 ) - R 0.01
fruit SR q05 & N g OO0 & -
S Joveran &e@overy@—@m 47 ud| 57
@ % 0y @@ & 7 281.85; 1060 \”{@ 13.3
N1 @410 01 @ -
CGA 357262 *%.Wtéi“} ¢ = % = 0.01
¢ fru1t© S 05@ @ 9% -
N 9 QVerallRecovefy (n —g)\\ﬁ Q @ 9.9
D)
& N @&8.01(@ ] 75 93;408 %\%3 16.7
strawberry <O 0.1 &7 [ g, 101; 198 105 -
CGA 1409 & 3™ SR @ 0.01
I S U I T TR
\)@ A@ A (%% o ve@iﬁ Recavery (gg@ <7 Y 97 12.1
R Y 0017 & | Og4; 84%9 86 | 34
S @CGA3734 o 5'@"”@ 07 o o Ho 20 - 0.01
A W it 05 © w7, O 89 i '
\w?\ §ﬁ S Qreral ;&gowéry%l =6) 38 5.4
) N v, D 85; 87; 95; 95;
@ @ D & B001 S @] esorios 102 | 96 | 80
Q O D N Y HE- N 111
i%Triﬂoxystrobiﬁ ; @eﬂ}l@ %) @ 71; 84; 88; 89; 93 14.8 0.01
% r@@» D NS 102; 107; 109
N .70 Q1-
122012 S 4T s & 0.5°Q 64;79; 81; 84 77 11.6
12:2013 Y . Q| Ogerall Recovery (n =20) 91 13.5
12-2014 « 1Y @ kg 70;71;72; 72;
2 A @ N Qo1 73,78:86,90,07| 0 | 127
@ ﬁll éstrawberry @ 0.1 725 76; 83; 83; 84 10.9 1
€0AR2 é@ fru AS R 85; 86; 101 ' 0.0
N K O 0.5 75,77,77:79 | 77 2.1
S| S @ L Overall Recovery (n =20) 80 10.8
Q 7
N
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/@(\o j
Report Analvte Sample Fortification Single Values \I\;I;?:é RSD @O N
No. y Material level [mg/kg] | [%] Wil [%] é};{m /kg
75,78 79; 82; @ ] @
0.01 82:84:85:80.92| | &% L& o
strawberry 0.1 79; 80; 83; %ﬁ 86 .. U7 2° N
CGA357261 | & o : %@ £8: 91:.95 2'S @@f @
0.5 76; 76,40, 82 790 | 3 & 4
Overall(@covery (n =20) @’ R.9 f@ @%
70; 8%; 85586 S N
0.0{0 @3;93;0%,97;@Q9\© 142 @@
cawh @%\ @@f N, @W 'S Ry
CGA 357262 | Strawberry o 73; ,79;§? 4 @ 0,01
fruit R 0.1 Q‘:}% @ @97 10 &@6 ol 14(.\ @&
e
122012 S 05 @7, 743084 9 m, [ 99
12-2013 S @era]&kgecov%y (n =20) & /{@% @\\1'46 )
12-2014 © ) 0'Gs- 7 @
@oors | LT ;I g0 P
Q AR s ATl Nl
Str@berrys” & S @1 28 o 104
CGA 331409 SRS T @ e 9% & 10. 0.01
W Goss @ | ™48 P 1% | 37
Z Q N 2
© @ral] Recovery:(n=20)" O] %o 9.7
SIC Y g awTs s
S o & @Q'O;@ < S 7860 87 95@\%2 10.3
 @2;74;77; 78
CGAﬁ@ gﬁ‘@“y o9 B e, 85&' 78| 53| o0
S é% 005 o> s | 1uS2ss0 | 75 | 54
& @@ @ S oyerh Z
&e I B@Vﬂy@l =20)" 79 8.7
7 ) o
RSD = relgfive standard dev@’on n= num@of tes@ N
/@ o & @ R ~

<
- Storage stablhtv@he n@%mu torage per@}l of @ep fre&en samples was up to 502 days for all
analytes and is cg@@red&g the @@Ze@bﬂ@@’mdle@ >
N SEIAS
s: 1 @16 t§herﬂ\]§;{1r0¢&e@1 ﬁ«e\l@tr%é%s@ﬁe residues at a PHI of 1 day ranged from

- Residue regtit

0.024 to 0.45 mg/kg for Xygtrobi and w to 0.018 mg/kg for CGA 321113 in strawberry
fruit. A @mum of CGA 32113 regifluesayas found at up to 0.027 mg/kg at later sampling dates.
Residuesof CGA 331409 we ays b L (<0 01 mg/kg), the same applies for CGA 373466,
excepg in one trial af day heré.01 @ag/ \vere found. Residues of CGA 357261 ranged between
<0.0% and 0.029 mg/kg @day nd res dues© CGA 357262 were between <0.01 and 0.043 mg/kg at
day 1 after the@ast applicat hel@ this only applies for 2 trials, while in the other 7 trials
residues wergss LOQX\jﬁ a@pl%
&S @

% Q
- No res@es a@ve t}@QO@f 0.01 mg/kg could be detected in any of the corresponding control

sampledS O S
oS @@ D
& 53

&S
&
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Table 6.3.8-5: Application data and residues of trifloxystrobin and CGA 321113 in/ on strawberries

treated with Trifloxystrobin WG 50 in the field in northern Europe

&

S

Study Application S ResiduesQy ‘o
Trial No. @ ©)
S N QS
Plot No. (o8 . N
GLP Crop Country FL |No| kg/ha | kg/hL | GS PorL@p DALT g Tri@- SLGA
Year Variety (a.s.) (a@ an@ysed (da@ strobin v321113
> @ ¢y | Awmgke)d)| (mgkg)
11-2128 Straw- |Germany | 50 [2]0.150 [0.030 [85 [&X fruit @ {p031 <1
11212801 | berry WG § 4° 070§ 0.100" EXgp)
11-2128-01-T | Lamba- Q| Qoo A Lo [0087 &Z%O.Ol
GLP: yes da & o Y O 70 0.016
2011' Europe, SRS @ \7 07047~ 1 0.021
North W o N kS @@o 0.032% |0.025
11-2128 Straw- | France 50 |2 16150, [0.026) 8@@ it 0%, |0, <0.01
11-2128-02 | berry WG I\ @ @ o © @| <0.01
11-2128-02-T | Matis \\ N b &% Q" | v /] 2049 <0.01
. o D & N Q3 «]0.08 0.012
GLP: yes @ S D
Europe . N & 7,500 0.013
2011 pe, 1 Q S A © é
North O |&]" . € . |@o| & & 109 |agar 0.024
11-2128 Straw- | Germany<}” 50_[2 0150 [6.015 87 |7 fuitd | 0 . [®14 0.015
11-2128-03 | berry 9 W@| |2 & S 4 © @b S o3 0,015
11-2128-03-T |Elsanta N @« @Q . (> 36& 0.077 0.014
GLP: yes S & |- &
2011 resope, & > i&\,@ v QS & <2
11-2128 Straw- | Belgi 0 [249.156@0.020 frit ¢y 0 [0.12 0.010
Q D
11-2128-04 |berry &\ WG QS O A ST 0.082 <0.01
11-2128-04-T Lau@- Europe, 3 Q@ S §9 @ Q AN 3 0.096 0.012
GLP: yes da Sorth. S Q 4 @
2011 E§© N — « I & §
12-2012 DStrawl> | Geflan ) 0@ fruit 0* 0.029 0.012
122012-01 [ berrfo" ©\® o> b | @ 0 |02 0.016
12-2012-0&% Elsanta @ b’ 1 0.081 0.015
GLP: ygoC ©© § o 3 [0.076 0.013
' \ 7 10.039 0.021
2012 I 10 [0.037  [0.026
> © N
QO
12-2012 0.1567 0.0 87 fruit 0 |0.042 <0.01
12:2012:02 4 \§ @§ 1 0.038 <0.01
12-2012-02-T o O 1 {0024 <0.01
GLP: yes@% & 3 0.015 <0.01
N o
2012 S
Q
N
N
12-2012 ©150 [0.025 |87 fruit 0* 0.040 0.013
12-2012-03 0 [0.091 0.010
o Joo
S()Lll; yes N 7 10.059 0.025
@ 10 |0.037 0.027
12-20%}* K 0.150 [0.015 |87 fruit 0* 0.039 0.014
12-2042704 0 0.14 0.015
1 2_04@@ 1 0.15 0.016
GLP: ye 3 0.080 0.017
01> 7 10.069 0.021
10 |0.035 0.012




Page 119 of 197

B
Bayer CropScience 2013-11-12
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin
Study Application Residues o
Trial No. @ @6
Plot No. N
GLP Crop Country FL |No| kg/ha | kg/hL | GS Portion E}DALT Tri@loxy- & CGA
Year Variety (a.s.) (a.s.) analyse§ (days) %trobcin@ 321113
re (mgl®) | (mg/kg)

12-2012 Straw- | Germany | 50 |2 ]0.150 o.osé)@ 87 frujt 0-_J0.152" 40011
12-2012-05 berry WG @& I, %ﬁ@ ) 0.01@
12-2012-05-T | Elsanta X Q OIS 70,
GLP: yes & @ [ Q .11@@ q&@ 5
2012 Europe, 2) 4 Q S < 5

North ~| Y e &« &

0 = © @
FL: Formulation No: number of applions N °\@ Q \ %@ @@
GS = growth stage (BBCH code) at last application & @ODAL@ dayi&fter lastgreatm, N v
* prior to last treatment @) X ] & o3
Table 6.3.8-6: Residues of CGA 357261, C@?ﬁ%’lﬁ%@ Cﬁrﬁg 331@9 and%GA @466 \Zgn/ on st@évs
treated with Trifloxystrobjh WG_59 in thg field in nor n E e
i WG S s Gl ot o £ L
Study O &L & S @iy & L
Trial No. { v S D [ Q) NS
q > & © .
Plot No. 9 © O & Q ®@ S
GLP Crop Cou \"%nion@’ D@% @CG/@Q c@x ) cc% CGA
Year Variety % anal@l &(days) 357 %726%@ 331409 | 373466
Nmg/ke) | (k) | (mg/ke)

112128 Straw- 0.01 <0.01

<o.@\% .
11-2128-01 | berry <0.0 \@fo.m <0.01
01

11-2128-01-T Lag@é? O g zg.g% zg.g%
. da . . .
SOLIPI' yes S <0.0®  |<0.01 <0.01
S <0 <0.01 <0.01
11-2128 E%raWQQ <0.0. <001  [<0.01  [<0.01
11-2128-02 erryy <0. ©0.01 <0.01 <0.01
11-2128-02%P | Matis 01 @y<0.01 <0.01 <0.01
GLP: yesc 01 |<0.01 <0.01 <0.01
S011 L<0.01 <0.01 <0.01 <0.01
<000 <0.01 <0.01 <0.01
N
11-2128 0.01 <0.01 <0.01 <0.01
11-2128-03 7<0.01 <0.01 <0.01 <0.01
11-2128-03-TH <0.01 <0.01 <0.01 <0.01
GLP: yes
2011
11-2128 <0.01 <0.01 <0.01 <0.01
11-2428-04 <0.01 <0.01 <0.01 <0.01
11-2128-04-T <0.01 <0.01 <0.01 <0.01
GLP: yes 4
011 S
12-2012 55 <0.01 0.012 <0.01 <0.01
12201261 0.041 0.056 <0.01 <0.01
IS 0.029 0.043 <0.01 <0.01

0.024 0.036 <0.01 <0.01
<0.01 0.019 <0.01 <0.01
<0.01 0.011 <0.01 <0.01

12-2012-01-T
es

G
20

o

“
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Study Residues o
Trial No. @ @6
Plot No. o
GLP Crop Country Portion DALT CGA CGA E} CGA @&} A@
Year Variety analysed (days) 357261 357262§ 331409 37%4@
(mg/kg) (mggg) (gl (mglke)
12-2012 Straw- | Nether- fruit 0 L0016 0.021 <0.0k_ 7 [0.6%2 =
12201202 |berry  |lands 1 (o1 0.6 0.0k (<001
12-2012-02-T | Sonata; 1 : P01 <05 ©§0-01& S
GLP: yes 3 p0.01 xJol Q <O§ ©
2012 . f\a© o v |9
& K| @g@ R jx@&
12-2012 Straw- <0.0] @ 1 ..M <0.
12-2012-03 | berry <0. <0.01 > :&%’
12-2012-03-T | Mathis < %.% o1 , -
GLP: yes $0.01 & [<0. <@)'01@
2012 010 .01 <0.
<0.g;1\ 01 %, [<
o & o
12-2012 Straw- 01 | <0 %0.01
12-2012-04 | berry 5 0.01@© 1o 7<0.01
12-2012-04-T | Lamba- <0-(§>> 01 <0.01
GLP: yes da <0.0 ?yo.o%x <0.01
2012' 1 & <0.0 <0.01
$0.0L 2 |<@§l  [<0.01
12-2012 Straw- <o%ﬁ[§ <0.01 <0.01
12-2012-05 | berry <0. &x0.01 <0.01
12-2012-05-T | Elsanig™] €001 N [<001  [<0.01
GLP: yes & Q0.01 & <001 <001
' Q @
2012 S p SN S @ o] &
O R
DALT = days af@@ast %@r@gr}nm}yt\g Q = pI@r to l&@atn@t @b <®§ @
2 9 & & @ N
N ) > @ o
s O & [SEERSIIPN
Field %ﬁs — souther@ Eurépe: S Q % ‘.
& & O oD S
Report: @Q KCA 6.3,8003, 2013 (amended); M-457958-02-1
Title: @ @ev i tign thésresi ifloxystrobin in/on strawberry after spray
Q Lappli@tion.of Tri ystr%bin V@ 50 in the field in southern France, Spain and
\ s
Italy® O @X 9 @
Documéiit No & 0@57@-02-1@ N &
Repgrt No: O1-2129 & @} .
Guidelines: EU@@‘oun@b Directive 9@?414/EEC Annex II, part A section 6 and Annex III, part
@" | A, sectign 8 resfues idor on treated products, food and feed
GLP  © s N o
SN O s 9
Report:? @ [KCA 63804, |G T T 2013 ;: M-460009-01-1
Title{”\a @\y ete@}na‘[ion of the residues of trifloxystrobin in/on strawberry after spray
) @@ ©f appleation of Trifloxystrobin WG 50 in Spain, Italy and Greece
Docu‘@m & | M-460009-01-1
ReportNo: 12-2013
Guidelines: EU Council Directive 91/414/EEC Annex II, part A section 6 and Annex III, part
A, section 8 residues in or on treated products, food and feed
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GLP yes a° i
R

Test system Q\ g

In 2011 and 2012 nine trials were performed in southern Europe in the ﬁe@don strawb@@ryies
Trifloxystrobin WG 50 according to the use pattern supported within this dossier. Thegprodug Was
applied two times to strawberries at application rates of about 0. Li%kg trlﬂoxys@)bm/@ Tb%

treatments were performed with intervals of 7 - 9 days. @ N @
Fruit samples were taken on day 1 and 3 (2 or 4) aftt the last a@caﬂon in a&frla@ddkggﬂal
samples of fruit were taken at later time points in somg, trials. &© @ @ c&

) @
Residues of trifloxystrobin (CGA 279202), its i@iers CGA 331409 @]A 3@261®G 5726@&45
well as the metabolite CGA 321113 and its isomer .CG 3466, wer@dete ined %@cor@ to

method 01313 or 01313/M001. The analytlcé%m 1’@@% were validated eaﬁy expe 1m§nts prior

to and during the analysis of the samples by splggng c@%ol ples&he li @uant on Qafs
0.01 mg/kg for all analytes. w\% N @ % @
& \ N % §
. @ @ S D @
Findings Q K é\a @ % <
- Method performance: Overall n reC(@}erlesﬁt fortificati leV Sof 0@? 0.lynd Otﬁwmg/kg per
analyte were within the acceptab anégé@of 79@7@10 ‘@ SD 0% %Sh @m Té%e 6.338-7.
o 9 N
Table 6.3.8-7: Recoveries for& trobn@ GA§21113®1C%A 3@%61 éea 3%’262 C@A 331409, CGA
373466 in/on,st 9
n %g& ¢ & e
Report ple & @“ortlétlon in e Vaglges @‘an RSD LOQ
Analyte ~Value o
No. @Q @[ate\;@l @ lev@g/ksg{]ﬁ % O 4 o [%] | [mg/kg]
S o] 7w [en 9 @*f; 102.112,4%[ 108 | 92
%@@9 NS béf AR Loy 101 - 001
ox%@ n v@raw Yy % 05% @@ S 1o 100 - .
2 w7 2 | Gyerall Récovery (n =6) 105 | 8.1
N o | © ]001a « ] 9495,97,100 | 97 2.6
: N 0.4 100 100 -
CGA §\fl 3 str enyf@@ é & e 0.01
> % @7&9 N 91 -
o (RS nge@ﬁ‘kecqﬁq ( —6) 9% | 36
O @ SN 1
Q @Q S & 001> @@ 95,98; 110; 116 | 105 9.5
S L0 104 104 i
11-212@ CGA 357263 @bert@fmlt ST 0.01
N N LERS 98 98 -
Y § D @ AD'| Qperall Recovery (n =6) 104 7.9
o o ‘v O g 601 88;105;109; 123| 106 | 13.6
N & Q0.1 106 106 -
@A i%%z é@aw@yf@n@t 03 % % - 0.01
@ m@ @© §’ Overall Recovery (n =6) 105 11.0
§ @@ S QY 0.01 95;112; 114;126| 112 | 114
S 4% @%Q@w trawberryfruit | 109 103 : 0.01
&7 4 SHAWBETyItt o s 104 104 - '
% Overall Recovery (n =6) 109 | 97
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Report Sample Fortification Single Values Mean RSD ¢ LO N
No Analyte Material level [mg/k 9 Yalue 9 @\;[
. g/kgl | [%] el [Y0] P mg/kg
o] @ N
0.01 90:99: 104: 116 > 102 | 106 |,
Q N
o 100 100 o I o
11-2129 | CGA 373466 strawberryfruit - 0.04,
0.5 @ 91 < 91 N Q> @
Overall Rec%ery (n =6) Q@ 10((}779 ® @ &
QO N N \»)
RSD = relative standard deviation n= numbe@% tests N 69 Q ©© é%
For 12-2013 see Table 6.3.8-4 & R o @ & &
XY > @ & DN ”\,@ Q@
- Storage stability: The maximum storage pé&od oéé@éep {E&en iﬁmple&was 0 528 days“for all
analytes and is covered by the storage stabili stuegﬂ Q @ @’ é % @
@
- Residue results: In the southern Eur@é%an ﬁ@}d tr the @&due@%t % da{grang rom
0.054 to 0.23 mg/kg for trifloxystrobis &nd %re <Q% Q 59 21 1 13-1n stt@awberry
fruit. A maximum of CGA 321113 1@1 asf d to 0@’64 plmggjdates
Residues of CGA 357262 and 331409 wﬁe ways @b b 4@ g). Residues of
CGA 373466 were <LOQ, exc t in v@ tr1 11@@1 0.04 mg/kg Rt ay 3 or 1 after the last

application. Residues of CG

6§L We%below @)Q except i Woérlals (O m@(g at day 1 and

0.012 mg/kg at day 3). Q N
o $ %
- No residues above the\LO@f 0.01 mg/§ %@be cte&ln anyﬁthe@ rresponding control
samples. & &\
@ < @ . .
Table 6.3.8-8: Ap tm@ma esidyés o rlﬂox@Obn@nd CGA 321133 in/ on strawberries
tr@ ed E%h Trlﬂoxys@gbln WG 50 H@he fierdi er rope
Study @ @,Q %U ~ (& QA@@ﬁﬁlcat@j ® @ Residues
Trial No. & © % & v @ q ?
Plot No. Q\ @% @’ @ ISERSERPS
GLP Crop, @ Co& L N k%@ k%L & Portion | DALT [ Trifloxy- CGA
Year Va@ . q @,S.) Na s) = analysed | (days) strobin 321113
N) + © (mgkg) | (mg/kg)
11-2129 Straw 0.1 0. ()@@ 85 fruit 0* 0.050 <0.01
11-2129-01 QZe%erry O 9 \56@ 0 0.13 <0.01
11-2129-01-T  Dark o 1S 1|01 <001
GLP: yes % select @ :@ 3 0.11 0.019
2001 & C & oS 7 0053 [0.013
g&\ Y 10 0.041 0.015
112129 Strat- 2|ads0 [0.0150 |87 |  fruit 0*  [0.12 0.029
11-2129-02 berry Q 0 0.24 0.022
11-2129-02-T |@itney Q 1 0.20 0.025
. 4 Al 3 0.17 0.045
SOLIPI' yes <§ \% 7 0.079 0.043
2 11 0053 [0.025
11- 212% Qraw- 210.150 ]0.0250 (87 fruit 0 0.26 0.028
11-2129-03 é%erry% 1 020 0.026
11-2 _03 @ Car@a ) 3 0.17 0.038
GQ yes @
2011 O
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Study Application Residues o
Trial No. @ @6
Plot No. NS
GLP Crop Country FL |No| kg/ha | kg/hL [GS| Portion @)ALT Trif@%— CGA
Year Variety (a.s.) (a.s.) analyse% (days) sﬁ‘ebir}’ Q>321113
e Qmg/kg) | (mg/kg)
11-2129 Straw- 50 [2]0.150 0.02@1 87 fraif 0 - 10.19 9 [e020
11-2129-04 | berry WG @& 15,1015 C@ozo@
11-2129-04-T | Ventana X Q ERN 0%§ « 10.03Q
GLP: yes & g@ % Q ©© C&©
2011 2 S & @
Europe, < I o § &
South oY @ R™ O & @
12-2013 Straw- | Spain 50 |2(0.150- [0.0188 <F87 L > frujt@ | ©F 10928 « >]0.022
12-2013-01 | berry i WG 5158 j% @S ™ @%f @Q) 029~ |0.026
12-2013-01-T | Cama- %, O | o S 1 4102 0:026
) rosa Europe, % @ @ Q & 3 Qo @0.019
GLP: no 0S N N %
012 South NEESEN B S . O éj 0.070 § 0.027
(altitude 148 @ N NN D %\ @.043© 0.019
m, mediterra- Q Q\ Ro Q) @ @
nean climate) y @ oo o @ @7 @ @ @
12-2013 Straw- i &’ %‘?@82 <0.01
12-2013-02 | berry ® 1054 <0.01
12-2013-02-T | Halifa ) 6%0-061 0.014
GLP: no
2012 \25@
&
12-2013 0* |0.043 <0.01
12-2013-03 0 0.10 <0.01
12-2013-03-T ; 8’8% zg.g%
GLP:no 4 7 |0.083 0.014
2012 11 0051  [0.014
12-2013 s, 0*  [0.045 0.054
12-2013 0 0.12 0.047
12-2013-04-T ; 8}2 g-ggz
GLIIZ: no 6 ]0.059 0.039
20 10 0.051 0.051
122013 0 0.15 0.017
12-2013-05 1 0.12 0.014
12-2013- 4 0.13 0.016
GLP: n
2012

FL: %rmulation
GS = growth sta,

DALT = days after last treatment
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Table 6.3.8-9: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on strawberries

treated with Trifloxystrobin WG 50 in the field in southern Europe @ @b
Stgdy Residues S @@ o
Trial No. S & ©®
Plot No. . (04 & N
GLP Crop Country Portion | DALT CGA C(% CGAQy §A )
Year Variety analysed | (days) :@357261 g@ 2| 331409 |3 466@4%
o (mg/kg) gke) | (mghke) Nmgke) | @
11-2129 Straw- | France fruit 0% <001 001 [g601 <o &
11-2129-01 | berry r OGr <001 & <001 |Spo1 R |<0© &
11-2129-01-T | Dark A7 (<001 Q<01 <00k |<601 A
GLP: yes select | Europe, %@3 <0.01 D1 Q[ <0.a 5001 @
S0l South 7 <0. 40.01 g5, [ «J%0.00
& 139!@ 16@® AR00L 01 ° Z&.}m
11-2129 Straw- | Spain fruit &0.01 @ <(§@f 0.0, 01 , »
11-2129-02 | berry - g o0 @001 | <001 o [<0.00° 001Gy
11-2129-02-T | Witney |1 & Ny o8 &%8'8%\ O o1 0
. urope, o @ . . 01 %
SOLIPI' ves South @i@ « > @ (5001 O <o@s1 oo & <601
oFf & LW 0019 |<801 ]<0. 50.01
11-2129 Straw- | Ital R fruit 0 <0 $D.01 0 91 . $<0.01
11-2129-03 | berry # ) @% & @1 &><o.(§§> 01 N |<0.01
11-2129-03-T | Carmela N @ 12@Q <0.0 ?yo.%x 0.011
GLP: yes Igur% S § S o AN \@ %)
2011 o O |y W N
11-2129 Straw- | Ttal Jfru6§ 6, 01 <0:0d 0.01 <0.01
11-2129-04  |berry = o o1 |g001 \@%.01 <0.01
11-2129-04-T | Vent @ §3 §? <O.OI© 01 ¢ 7 [<0.01 <0.01
GLP: yes o SN ') @@ S @
2011 & st N RN S RS
poout sl o | &
12-2013 PStrawl> | Spdin O it o) 0% < <o. 001 <0.01 <0.01
12201301 . [berr® J7 055 | <0. 2001 |<0.01  |<0.01
122013-01F | Cama- @% S 1Y |@ol @f<0.01 <0.01 <0.01
GLP: ng&@ rosa @§ é . § Q0.0I& <0.01 <0.01 <0.01
5019 . P Sout o [ O7 0@ <001 <0.01 <0.01
Q\ (altitale 1483 Q 10 & | <0 <0.01 <0.01 <0.01
@ mediterra; @ A @ @ @
@ c%}imate @\M R R & D
12-2013 pstraw-O VT spain” . O fait | Q0  @<0.01 <0.01 <0.01 <0.01
12-2013-02 “Qberry’ # b 1y (<001 <0.01 <0.01 <0.01
12-2013-0 Halifa rop§ @ &l 2o |<0.01 <0.01 <0.01 <0.01
: ehSout @ y )
GLP: no@’ re 7 (alttud s @ N
2012 < Q@ l,;% L)
m ain cligpd) @ 2,
12-2013 Straw- |&pain . [Rfruitey| 0% [<001  [<001  [<001  [<0.01
12-2013-03 0 <0.01 <0.01 <0.01 <0.01
12-2013-03-T 4 v |20 |01 |01 |01
. <0. <0. <0. <0.
GLP: no 7 |<0.01 <0.01 <0.01 <0.01
2012 & 11 [<001 [<001 [<001 [<001
12-201 0*  |<0.01 <0.01 <0.01 <0.01
12-2043:04 @ 0 <0.01 <0.01 <0.01 <0.01
12 3_0 1 |001 <0.01 <0.01 0.01
OGP no 3 <0.01 <0.01 <0.01 0.01
2012’ @@ 6 <0.01 <0.01 <0.01 <0.01
10 <0.01 <0.01 <0.01 <0.01
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Study Residues s @
Trial No. D o
Plot No. @b @® &)
GLP Crop Country Portion | DALT CGA CGA®”| CGA CG@
Year Variety analysed | (days) 357261 357262 331409 3%@%6
L (mg/kg) | (mg/kb) | (mgke Q(l@/kgg@;
12-2013 Straw- | Greece fruit 0 0.0l ©01 <0. <0.01 @
12-2013-05 | berry 1 <0.01  }K0.01 < ©><o.0
12-2013-05-T | Kama- 45 <001 (P00l =001 Q<0
GLP: no roze Europe, N Q o 4 Q) @
South 9§ S N
2012 o @ Q & @

G
DALT = days after last treatment * prior to last trefgment 23 R w\y@ @6 N v
© %@ é\g @Jx b@ S
@ K

L@ & 9O & g
Greenhouse trials: v > \\ @ % . S R
ARSI AN O

Report: KCA 6.3.8/0§,m 2013 (amendedfo M-456769-03-1
Title: DeterminatiéQ  of _the re@}dues@f trystl@gfn aon s@yb@@’ after spray
applicatio@of Iﬁﬁ)xys@)bin@@’G S@n th@%reen@%e@Sp@@, Italy, Portugal

S @Y g O

and Gregete o " <
Document No & M-4%769-(é§l S @ ‘v NN %@
Report No: 1152120 % SIS

@
Guidelines: § Co@}i D\iﬁ@ctive @4/4@3]3@@%%76?, pagt A SCQ%?I 6 and Annex III, part

section 8¥esidueddn or an tre@ progucts, £63d and'feed
D Q o

4
GLP Syes® T w ] g
@]
Q

< S @7& NQY
Q N IS
Report: O ggclké%.smé?ﬂ; 2013 (anended); M@53332-02-1

Title: |, © Dq&eﬁrmin&tf@n %@e re@ws o@riﬂ@ystro@i in/on strawberry after spraying of
Q\ Wox@obin G 50 in th;z@eenﬁ@se i@elgium, France (North) and Germany

Eocument.No& "%4-45%%3&-%1 o § ?i,\ N Q\
eport No: O] 12-2014 @, S @ O s

Guidelines: 2 E@to@l Dg@tive@Ml@EC nnex I, part A section 6 and Annex III, part
@@ g@, secfion 8°§Q51due\§@1 or-qn treated products, food and feed

GLP yes@ NS S @? @Q

) N ;
@’ o\@ Q @ @ \%
T oy
Tes System R SLESRCANYS)
R Q. . . o
In 2011 and 2@12 eight trllg Wergerfo d in the greenhouse in Europe in/on strawberries with
Triﬂoxystrz@% WG%O acing\a the uSe pattern supported within this dossier. The product was
applied tw 1me§§?0 st C‘)?“ ies at lication rates of 0.15 kg trifloxystrobin/ha. The treatments
were per@mh intgrvals<Qf 7 days.
Fruits $&inplesiyvere taken %Qay 1 and 3 after the last application in all trials. Additional samples of
fruit @%’re ta@% at@e tirtte points in some trials.
Y o
Re51d1§f trifloxystrobin (CGA 279202), its isomers CGA 331409, CGA 357261, CGA 357262, as
well as=the metabolite CGA 321113 and its isomer CGA 373466 were determined according to
method 01313 or 01313/M001. The analytical methods were validated by recovery experiments prior
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to and during the analysis of the samples by spiking control samples. The limit of quantitation was
0.01 mg/kg for all analytes. @*’ @6
g
In one trial (12-2014-02) plants were cultivated in the field covered with $lastic tube 1@%21
cultivation in a classical greenhouse. Nevertheless, since the plants were cowvgged by plastlc&durmgfhe
whole trial period from first application till sampling and since the sampking was doneQnly 4@ d
days after last application, no differences to strawberrle@q@grown in a pletely clv% d s, g@
expected. @ @
Vo8 @@ §
Findings @} @ N § @
- Method performance: Overall mean recoverie}@orﬂﬁcaﬂon I@/els ©£°0.0 % 1 @d 0.5 m%/ker
analyte were within the acceptable range of 70 %, RSD <28% as s@owg@jn a 3 i@ﬂ)
N v
Table 6.3.8-10: Recoveries for trifloxystrobin, @A%@B @A 35@61 %@A 35v§2 C@A 331%09,
CGA 373466 in/on strawb%‘y
< @
Report Analvt Sample @} EQrtlﬁca@bn . %1ngl&alu gaue “RSD (§LOQ
No. natyte Matena@ 452l%veol [@/kg]@ [%J@ § & A £ °/é% [mg/kg]
N TS OR0; 84593 D 86V |,
2 R R | 0
Trifloxystrobin str@yberrys c@: @ 4 8;2%92; S 21 0.01
y it S @05 SO @%e | 88 @ - '
c & O overill Re@very n =8y [” 89 | 5.
I @‘@ a1 @@ ESE T 7 | n2
can 1S @rawbeg? @%1 O ] s B8 | R4 28 | oo
s [ [T Slmmae e u
SN0 Rveraﬂ\\l\i)écoveﬁ =)y | 81 7.3
9 Sl © (PO o J7: 82; 87 80 | 36
i Y “Lstrawberry GlL? S | Bhsa 86 85 12
FLGA 35726) <\ 2 0.01
o | & 03 o 6 86 -
. 212&0@ @ |O (Q\“quer@l RecB\»ery@Q—S) 83 3.5
) §* IN gég\@ 08¢ S . 75;76; 91 81 1.1
I ;93;93; 1 94 4.9
C%A@%W@ sfowbery” (b1 o, p'89:93:93:100 0.01
& it, © Qus O @ 91 91 -
Q 6() A Q\ Q¢erall E;@overy (n =8) 89 9.8
@55 & QQ @ 01, % 72; 84; 90 82 11.2
N 0.1Q 93; 94; 96; 99 96 2.8
CGA 33fh09 HJraWPeITy G B0 0.01
N K o %@“‘ Q@ 08 100 100 -
@ &@ @ &b(/erall Recovery (n =8) 91 10.1
N \%“ é@ N <001 68; 74; 75 72 5.2
0.1 ; 81; 85; 83 32
4 coAaT34660 | o cyverry S LI 0.01
Q@ @ 0.5 88 88 -
N § S & Overall Recovery (n =8) 80 8.5
@ o
RQQrela i¥9 standar deVia@n n = number of tests

For 12@ see Table 6.3.8-4

- Storage stability: The maximum storage period of deep-frozen samples was up to 513 days for all
analytes and is covered by the storage stability studies.
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- Residue results: In the greenhouse trials the residues at a PHI of 1 day ranged from 0.076 te@ﬂ &
mg/kg for trifloxystrobin in strawberry fruit. Residues of CGA 321113 were bgveen <0.01 a@0.0l?@’
mg/kg at day 1 after last application and up to 0.032 at later samplings. S @

Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 wefg always below the@Q

(<0.01 mg/kg). % § @@ &
% o\ o\ '24\9
- No residues above the LOQ of 0.01 mg/kg could be@ected in a@of the con@po ng co@% @
samples. ©Q @ S é\g &
@ « & O &
S) R o & A © &
Q?% N @ R © & @
L @S D LS S
& &) N B % IS N RS
R (€ @ @ S % &"
O T 7 - S & © & e
& O X &6 R Q x §
SN Sy & "
o & . L (N @ &
9 9 S) S S
o = ¥ S o ° S
AT AN @Q é
% AN &)
SO N S
o O N O S Q \5@
N I R S T S
8 @ o 0O ¥ .9 « )
S TS e §e %
§ é °\® §\ @ o SN @
F o ts N ©§@ <
& £ .0 O « SIS, @
TS e SN IRy
N & & @ Vo &
N T8 Ve &8
@) Q
§ RENIIAN > & >
T e o
v O & .9 o O @
Q O 0 SN S D
¥ 9o KN & o
< S oF LD wl
@’ 2 Q @ SIS
i AN NG RN
* SR 4 N
N (g @\ Q&@
N N
&@ %%gf § N
@ < Q & ©@
> O o
T F s
{x’ O @0”\9
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Table 6.3.8-11: Application data and residues of trifloxystrobin and CGA 321113 in/ on strawberrie

S

©

treated with Trifloxystrobin WG 50 in the greenhouse @ @b
Study Application S ResiduesQy ‘o
Trial No. S &@ ©)
Plot No. (og O\Q
GLP Crop Country FL |No| kg/ha | kg/hL | GS PorL@p DALT Q(\ Tri - | &CGA
Year Variety (a.s.) (a@ an@ysed (da@ strobin v321113
Y @ ¢y’ | Awgke)y| (mgkg)
11-2120 Straw- | Spain 50 [2]0.150 [p.0188 [87 [ fruit @ s 0O1S
11212001 | berry i WG § 4° 070§ 033" 0,013
11-2120-01-T | Splen- N Q o A4 le 0.4 &2@.015
GLP: yes dor Europe, & o Y O 030 @003
S011 South, G > ' @ | N 0728 <& 10.032
% 9 N B ow @@o ° %.16% 0.031
11-2120 Straw- | Ital 50 |2 16150, [0.0265 8@@ st 0& |0, <0.01
11-2120-02 | berry w6 A\ @ @ o © @| <0.01
11-2120-02-T | Ventana DY Y D L O |8 12 & 0015
: o 2" & N
GLP: yes @ S . D"« Q
2011 K S o &L >
Europe, |O RS NS N S @ &
South, G & [&] S | ™ SIS
11-2120 Straw- T 509 50 J02000085 47 fiwi  [970* 0.1 <0.01
11-2120-03 | berry W6 @@ Q &%@ @Q E}© 0%, (031 <0.01
11-2120-03-T | Cama- « L@ o 19" 1027 <0.01
Gipiyes | mos o | v [Mla 2a oz oo
hanglng @ o @ R 0.23 0.015
2011 : 1 ¢ 10 [o.14 0.017
variety @ S | « BN R . .
S - D
11-2120 Straw= k50 1 00150 |85 Sfruit N[00 0.14 <0.01
11-2120-04 | berr SIS o |9 S| 1 o 0.010
11-2120-04-T | Cama- O o] 4 @ 3 0.12 0.016
GLP: yes (r@@ D & N §@ §
2011 o \%@g&\ o @b@ @
12-2014 Stra 050 150 [87 ko fruit 0*  [0.038 <0.01
122014-012 | berry O Q@ \5’ 0 0.076 <0.01
12:2014865°T | Dar- g S EESEES 1 [0076  |<001
GLP: yes select: N . 3 0.082 0.017
5012 ha % SN S 7 0.056 0.029
vail S 10 0.053 0.025
12-2014 traw- - 0.1 0.0250 |87 fruit 0 0.10 <0.01
122014-02  {Berryc” \56@ 1 |00  [<001
12-2014-02:T | Cigaline @g’@ @© 3 0.096 0.014
GLP: yeS@% 0 9
o 9 N
2012 &S S
12-20M4 Strabe- 50 {0.0300 |87 fruit 0*  [0.037 <0.01
12-2014-03 berry Q 0 0.067 <0.01
12-2014-03-T | @ery % 383(1) <8(0)%
. . <0.
ZG(% yes § \% pe, 7 0.045 <0.01
O A |North, & 10 0.032 <0.01
12-201z§@ §mw- "Gernany | 50 |2{0.150 [0.0150 |87 fruit 0 0.16 <0.01
12-2004:04 <[ Berry< WG 1 0.12 0.012
12-2684-04-T D 3 0.12 0.028
GIR-yes (7 [select 1 Tobe,
2012 O :

FL: Formulation

No: number of applications
GS = growth stage (BBCH code) at last application
* prior to last treatment.

DALT = days after last treatment
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Table 6.3.8-12: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on strawb@fes @@
\ &

treated with Trifloxystrobin WG 50 in the greenhouse ﬁ&
Study Residues ©® &@ ©)
Trial No. (3 . &
Plot No. ©@ Q\ >
GLP Crop Country Portion DALT L. CGA (?G% CG4A, |- @}A N
Year Variety analysed | (days) 12357261 | 857262 | 33409 173466 | @

(mgkg) fmgke) | (mpke) P (mghke) |5

<0.01 «]<001  |gp.01 R|[<0@r

g}} <0.01 Q’|<0,01 0.0k <6201 &@
%@g <0. %’%1 Q <o.@ 5001 @
< )

11-2120 Straw- Spain fruit
11-2120-01 berry

11-2120-01-T | Splen-

. Europe, <0. *4<0.01 <0.
SOLII;' ves dor South, G | 797 0wl 0,017 @1 N P
Q' 1@ Cf%ﬂe.mQ% <%5®v o.% é%;m -
11-2120 Straw- | Ital fi 0 _ @<0.01 <001 <0. 01
11-2120-02 | berry g\% ’ 1\\ <0 d .01@© o o0
11-2120-02-T | Ventana o] 3@ | @0l gp<00h 01 %, [<0
GLP: yes Q@ v S-S é\ﬁ y | O
Y o & LS N oS @ 2
2011 Europe, @S > B Sl S
South,GQ & 4 © &  « D Q O S
11-2120 Straw- | Portugd? |- Muit | @F (001 Q[<0.0T  PR0.0L,  |[<0.01
11-2120-03  |berry NS 0 %0019 |<@ol & <o.o® <0.01
11-2120-03-T | Cama- §9 5; @Zg.g% 58'&%@\ :@@% <8'8%
. Irosa; . . . <0.
ZG&PI' ves hanging | Burop % § g@* §01 B deoor | <001
variety =] Sout & O L [20.015 5001 Px0.01 <0.01

&t oS <04 Q001 S [<0.01  |<0.01
N I
01

<00 |<0.01 <0.01
\\ °§£® § @ <20£®> <0.01 <0.01
B S w
&

11-2120 Stra
11-2120-04 be
11-2120-04-T | @yma-
GLP: yes E@Sa @6

2011
. g

> v O

01

Tuit @* : <0.01 <0.01 <0.01
Q 1,<0.010" |<0.01 <0.01 <0.01

12-2014 S, | Straw-

1220180 |berry @ .
12-2014-01-T | Darys, S 1, [<o@r  |<001 <0.01 <0.01
GLP yCS se 4 °\ @ 3@ <O. <001 <001 <001
2012 hanging - T, wy 7 01 <0.01 <0.01 <0.01
variety, @@' o~ | B @@0.01 <0.01 <0.01 <0.01
122014 Q it o 03y [<0.01 <0.01 <0.01 <0.01
12-2014-02 o 1o |<0.01 <0.01 <0.01 <0.01
12-2014- % @ @ . %3, <0.01 <0.01 <0.01 <0.01
GLP: ye @ @
2012%, s
12-2014 %é@w- 0*  |[<0.01 <0.01 <0.01 <0.01
12-2014-03 y 0 <0.01 <0.01 <0.01 <0.01
12-2014-03- *c1e% 1 <0.01 <0.01 <0.01 <0.01
GLP: yes N 3 <0.01 <0.01 <0.01 <0.01
2012 @& Q 7 <0.01 <0.01 <0.01 <0.01
<« @ 10 <0.01 <0.01 <0.01 <0.01
12-20f% @;Stra@ rthan fruit 0 <0.01 <0.01 <0.01 <0.01
12-2014-04. D | berfyp 1 <0.01 <0.01 <0.01 <0.01
| 014_0@@% Dar- 3 <0.01 <0.01 <0.01 <0.01

GLP: y select
2012 é

Europe,
North, G

DALT = days after last treatment * prior to last treatment.
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CA 6.4 Feeding studi \@ &
eeding studies S @@

Data/information on livestock feeding studies were reviewed during the pe@ﬁewew unde‘lere@} e
91/414/EEC and considered to be acceptable. For further information, please refer to @e A@x I
Section 6, Point 6.4. %

In addition to the ruminant feeding study formerly mitted, a Itry study‘&ts avag%ble § @
summarised below, although it can already be concluded from the @ﬂtry metabatjsm s@y, that no &

residues above LOQ are expected in poultry commo%@ies. Q& é\a Q @@ @q}
CA64.1  Poult 2 >
oultry N @ Q @ o

A three-level (1.5 mg/kg, 4.5 mg/kg and ngs mg/@9 po@y fe@?ing Saidy @s c&i%luctes&mh
trifloxystrobin in the USA in 1998. @ é\g & ©@J @, o %

& & & o & &

7

Report: KCA 6.4.1/01, ['C.G5 19999OM- 03@6&0@1 S $
Title: CGA-279202 - Miagnituade of the resjdues mggoultr{?meat@ eggs” S)
Document No & | M-036568-0L1° \ N A A
Report No: 24398 Q. > @ o & O
Guidelines: OPPTS @ 1486\R681d@ Cheﬁlstr}g( @ést G@ehn - Méay ilk/Poultry/Eggs
GLP yes @ Cs & . ) Q

e O N U v @ Q N
Materials and methods\ % ° § @ & ™ v N
T o O .0s O
A poultry feeding study Whs @@duct@ wi@whi }eghorc‘? lay@ng he&a? using technical-grade
trifloxystrobin (CGA 279202) tréabed %@ Three tr®§ @J bups ¢ onsisging of 15 animals per group
plus the control fiim, v1§Were&g\sed Trean&e\t rafés Were@} 5 3gﬁkg & 4.5 mg/kg (3X), and 15.0
e

mg/kg (10X) wer@kept Q) d1 For 28days. cEggs sampled throughout the treatment
period, before sn@(day“&) an do e- ays\@3 7 Q4,21 @nd 2&?1" he hens were sacrificed on day
29 (20- 24 ffdurs after the Jast tm SSemove a%@sam&l@ of muscle (breast and thigh), skin

plus at@ed fat, per1 eal and er Were ob

%\
Treated feed wa@mple%“ a § seg to @non&at@ose conformity and stability. Eggs and
ing

poultry tissues v@@re a lyuéﬁ% me S59A, which determines CGA 279202 and
its acid metab@lite 3 byas d@roma@raph@’usmg nitrogen/phosphorus detection (NPD)
following an“hcetorti r11 ter%e;\[rac and; OIV@ partition plus a C18 solid phase extraction
cartridge elfeanup. The scree@ le Fém) @ed{g" all samples analysed was 0.02 mg/kg for each
analyte \@9 é @

N

e S S
Findirigs / Conclusion § S Q §

Feed samples t&ken at each gveek @cat@lhat the nominal dosages were achieved and that the test
substance wgs sta I%{N @ag&m rogm emperature and under freezer conditions in poultry feed.
Mean recov@ tes from thest0X dosingdeyel were 105% for eggs and 79% for tissues for trifloxystrobin
and 90%d@or eg@nd 8% fortissues for CGA 321113.

No dq@amdg%s (<692 mg/kg) of CGA 279202 or CGA 321113 were found in eggs, skin,
muscle, fat aid liver samples at the exaggerated 10X feeding level, see Table 6.4.1-1 below. Analyses
of@ ¢ anltissue sam from hens dosed with 1X and 3X were not performed, since no residues
were d@ted at the highest treatment rate.

Based on results of this study, no residues are anticipated in poultry and it is in principle not necessary
to establish tolerances in eggs and poultry tissues.
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Table 6.4.1-1:  Residues found in laying hens dosed with CGA 279202 for 28 days @ S
Maximum Residues Found (mg/l%) ©) K4
Feeding Level (mg/kg) @U " O @
Dose 1.5 mg/kg (1X) 4.5 mg/kg (3X) @ 15.0 mg/kg (10X)
Substrate Day | CGA279202 | CGA 321113 | CGA279202 | CGA32M13 | CGA 279202 | “CGA 323113
Eggs 0 - - O B 00 |7 ?&92
1 - - > @ o2 N @02
3 : : : I AP TTSE
7 - - @ - & - Q7 0 [Q <02
14 - - N\ - R e 4 w02 P g002
21 - - QY - @- N (@02 9|  @0.02
28 - - o - T[> - @ % <0.02 <0.02
Skin plus 28-29 - - @ R, S <0.02 <0.02
attached fat o 9 @) é@ b\@ @’ & N R
— @ ) D o & 5
Perit 1Fat | 28-29 - RSN - - <0.02 <0.02
eritoneal Fa @? - \} ) 6 &% . Q 2 @
1(\;)[;1::5 28-29 - S & N N 5 @gﬁ é@ <0 O <0.02
plus q % q § F S S @ %
thigh N
) o I RS (A s
Li 28-29 - - - - 0.02 0.02
iver X@ \& QF § &@@ ,@& @ N Q <§&« <
N S &@ 2 Q
S @ © QY "\@ 2
CA 6.4.2 Ruminagl@f)s %) S < <
@ o v
d

The magnitude of trj xys@@m Sdues 9 m@anmwas a@a y@&fglvesﬁg@%d in a feeding study
with lactating cow& evaluated ng@% p rev@v u@er Dirttive 91/414/EEC. For further

information, pleags efer@ theg%n ex+l, Si&ion 1\ nt g@ @& @@
S @6 o & GO S Sl
CA 643 OPigsyy =« ) S O 2
No spemﬁ@@%eedmg st %cted@qt 1gs m t@olic pattern in ruminants does not

differ s@%ﬁcantly fm@l that@the rat. This point@ theré@re g(@mately covered by the cattle feeding
study, which was @@dy &%lua@durn@ he &%er reggew undor Directive 91/414/EEC.

2) oy 0&, &
CA 6.4.4 @Flsh@® @§ i o S &

So far no official WOI'kl Sdo ent QE’S‘LS %ﬁ} ﬁsl@@eding studies. No feeding study for fish was

conducr@qth trlﬂox%% robm@ ’%f' %
Pomef; grape and@ rawb are&@t c@idered relevant for the formulation of aquaculture
dietss_ % @ Q @ @ @

A v & N 9

CA 6.5 &%ffe%ts of goceséing Q"

RS
Some proc@ng @a Wi alre&(ﬁly suted in the Annex II dossier for trifloxystrobin. Further data
is given @bow. @Q @ ©©
< QS

(ON
C N | @@ N@Qure@he residue

The pa§§eter which is most likely to affect the nature of the residue during processing operations is
hydrol¥sis, because processes like heating would generally inactivate enzymes present in the substrate,
leaving primarily hydrolysis as a degradation mechanism. Hence, a study was conducted to investigate
the hydrolytic degradation of trifloxystrobin under representative conditions of processing.
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Trifloxystrobin was hydrolytically stable under conditions of pasteurisation (90°C, pH 4 for 20 min)
and showed minor degradation of 2.6 % under conditions of baking, brewing and boiling (100°C 5 @6
for 60 min). Only under conditions of sterilisation (120°C, pH 6 for 20 min) a more progduncedy
degradation of 22.5 % was observed. The main degradate observed (2 % at p@ and 20.8 Z@l p}@)

was CGA 321113. o3
@ \
%p %
The respective study (_ 2000) was already submitted in the.updated Amagx H{@swré\a
Since this study cannot be found in the CRD evaluation @s summarls@ again b610@ ©\ &@
@ %

AN AS) ?”\g (\Q N e<©
Report: KCA 6.5/01,%%000 (alre@y sqg%mltteci) M04751901-1 @
Title: Hydrolysis of [Glyoxyl-phédyl-U-14C]-CGA 2,7@02 yghér g&@essg@@con@@bns
Document No & | M-047519-01-1 R AN SR Y
Report No: ©@@§’@x©@’@’g%o

eport No: 00MO02 f“(\?a a O Q &’ A
Guidelines: EU Council Dlrectﬁ@ﬁ)l 4%4/E§§Ann@ II, @ A @tio% and A%nag part
A, section 8 resid@gs in ot on trééted productstfood.and feglh™ & &
GLP yes NSRS R
O (3 @ R
Q@ % ©§&©©@©©@” o

Materials and methods Q@ N v Q§ &@ @Q ) é
The study describes the deg%’datl@ beh ﬁur of radioggtive [Glyoxyl-pher§d-U-14C]-trifloxystrobin
in buffered water. The @xperl@ent o

arried out under laborat conditions, which were
ult@%o li%(ﬁ)dlﬁg@@?l{@ like pasteurisation,
& N

\

baking and sterlhsatl@ﬂ >

The test systemsﬁe @ubatt tﬁgee regresen‘?@ve @;s of ¢ ndl@s 90°C, pH 4 for 20 min.
(pasteurisation) QOO"@pH 5 %r 6@ min. re n 1hng§ﬂ and 120°C, pH 6 for 20 min.
(sterilisation)C] amplesQvere dnalyséd by § thi er@hromatography The content of
radloactwl%was de rmined by &xuid %mtllgxon c tm@

&
Fmdmés L@, S)) @%

SR "\
Trifloxystrobin w@\ydr(ﬁytic stab{e und@ﬂco @on o%pasteurlsatlon (90°C, pH 4 for 20 min)
and showed minép de atio und& congditions @Oakmg, brewing and boiling (100°C, pH 5

for 60 min). @ply u @?mor@ of @ﬂlsa@»n (120°C, pH 6 for 20 min) a more pronounced
degradation 69 22. 5% wagd ea%}d T@mal@}legra@te observed (2 % at pH 5 and 20.8 % at pH 6)
was CGA%’;I 113.

@ . %
Concluﬁ @ Q &@ ©\

Th %sults demofistrat Q%l’at {@joxygobm@vﬂl be partially hydrolysed to CGA 321113 under
condltlons representative-tor @ﬂlsa@on (pH6, 120°C). In these cases, the nature of the residue in the
processed agx& ltur%q co d1t1@ may<be partly different from that found in raw agricultural
commoditi n ons re rese@a‘uve for pasteurisation, (pH 4, 90°C) and baking, brewing
and boﬂmg}?fﬁ &100°© tri ystro@ was found to be stable and the nature of the residue can be
cons1d d as 5@1‘% 1de§%wal® that in the raw agricultural commodity.

@9 @ @ <
C% 6. Dlstrlbu§;10n of the residue in peel and pulp
@

The distfibution of the residue in peel and pulp is not relevant for the supported crops, since the peel is
edible and usually the entire fruit is eaten by consumers.
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CA 653 Magnitude of residues in processed commodities

Relevant information on pomefruit and grapes was already given in the Annex II dossiers, Secta&gé%,
chapter 6.3 (residues) and 6.5 (processing). Further data are summarised below,@ncludlng str%@err@
<

processing trials. @JQ &
Q S
Pomefruit: < . O @)@ 2
& < SN &

Summary Annex II studies @ g}” Q\ @ @

X
Apples from some European residue trials were suagcted to sm cale proces&%g ( @1 h&
residue trial chapter 6.3) No concentration of pare esidues Wa@ servgd frapp es havi@ig 0.03%

0.44 mg/kg initial residues to dried fruits, pure "" e (<0.02 O 04 I@kg) & pomage (0@3 mg@)
For CGA 321113, the initial residues were 10 %nd ng) tra r of ﬁ@s1du@ﬂ fro ruljgs% pr&g essed

commodities was observed. &
@ @ é\a b@

In an US study (Campbell, 1997) remdue@%und\\@ere predo n%tly%GA 202, wrth A
being detected only in the wet apple pgfoace, Ne re@lts s@ th@the residu @@ n%ransf d to
the juice, but remain in the wet poma@ resﬁmmg 1@@ co@erabi@ﬁ conc@{ran@ S)

8 é@ 2

v &
Supplementary studies Q % @ ﬁ\@ i S @ XS @ \
Report: KCA 6.5:3/02,] ;2000 (also f@% KCA6. 3@31) £M-024932-01-1

Title: Residu&tud&with A 279202 igyor on%pple,%r,n Frarfee (ngrch)
Document No & M-&f@%z-(ﬁ)-l N g . %, v
Report No: 2007995 ¢, Q§ o & NS

Guidelines: §J Co@icﬂ@rectl@ 91/@EE@nnex@I, p@A section 6 and Annex III, part
é ségtlorr 8%51(1@@m or on tr@d prSucts, food apd feed
4
@@V %§ = @ &\ = § -
D & 0O S v g Q8
T @ . S 7 .
A processiggg trial was condg\gfl%d m;% @%S with tri xyst@m in 1999 in northern France.

Trifloxysttobin WG 5@\/ @16@66 times toQappleftees dtwates of 0.15 kg/ha active substance

trifloxystrobin. The, tr&tme&h ere perfo@ﬁed@X tervalg of - ]\ days with the last application 14 days

prior to the expect Ddate 6f 5

Samples were t 14%@5 a@ thg@ st treé@lent 9681%@s were determined in the raw agricultural

commodity (fl@lt) ]u@@and@Qree @ @

For proces 1ng into ]urce@i §S Wrxg? and ¢ juice filtered and pasteurised. For processing
0

into pur@ e fruits w@ co and@uxe@

GLP

The%izesults of the*ﬁﬁls @s%suml%risn %@e 6.5.3-1 as well as in greater detail on the attached

Tier I summary forms. © @\
@ S
@ > R

Findings / @clq{ﬁ% @ﬁ W\g @

- Methodzperfo nce.@mod od method AG 659 was used to determine residues of trifloxystrobin

and C ple pee essed matrices.

- Storage stah) @ ma&rmum storage period of deep-frozen samples (processed commodities) for
tr'ystg@m an m@bohte was 211 days.

- Proc ng results:

Residues of trifloxystrobin in apple fruit (raw agricultural commodity, RAC) were 0.03 and 0.02
mg/kg, those of CGA 321113 were <0.02 mg/kg. Residues of trifloxystrobin were below LOQ (<0.01
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Qb

mg/kg) in juice and 0.04 mg/kg in puree. Residues of CGA 321113 were below LOQ (<0.01 mg/kg).in
juice and puree. @
The transfer factors with respect to trifloxystrobin were <0.4 (calculation <0.0 @.025 mg/ Ju@)}e
and 1.6 for puree. No transfer factors were calculated for CGA 321113, agyio residues a or above
LOQ were found neither in the RAC, nor in the processed commodityy According & hls®l
concentration of trifloxystrobin is seen in puree, while no accumulation ag%no remdue&were erv@ei
in juice. T @ @ @ @
8
Report: KCA 6.5.3/03, | ; 2000 (atso filed: KCA 6.3. @?a) 1\@13@@1 oﬁ;&

Title: Residue study with CGA 279202 in or on apptes ;@wn@landf{% . &
Document No & | M-136411-01-1 V@ N % D . w2
Report No: 2125/99 N OO Y S SN

Guidelines: EU Council Dlrectlv%91/41@EEC@§ﬁ 7@ part@/ sectioh 6 @d A@ Ik part
A, section § remdue&\,l or‘en treated progducts, fégd an@eed §@
SRS PO SV

GLP yes @
R N S O
Materials and method S NS s ® @§§ &2
aterials and methods Q o N) o Q) N

% S
A processing trial was cq@ctecg\fn/on %ple@%vit]&@riﬂ &trobinb in q 99 % Switzerland.
Trifloxystrobin WG 50 wassapplied thre@@ime§to ag&le trees at e{%ger@fd rates” of 0.375 kg/ha
active substance trlﬂoxyst@bln The tre%% ts@ere p ormed at 1%%@@ 1%@ days with the last
application 14 days prior’to thesexpected dat ha NN
Samples were taken 14.days % @last t Re ges @re d@@rmmg@l the raw agricultural
commodity (fruit) @hed fi §ee w dr@omace and flree.

For processing @ito jdice th&?ruk{ Wercx>ash@\ shcé@ §§ @ the juice pasteurized. For
processing in %ure e fraigs wet.was}gg cogked, filtgred pas@eurlsed

The results_o the ffials afe sun%larlse% in T%Q 6. §§ 1 as Well as in greater detail on the attached
Tier I su ry forms. @ \@’

Fmdmgs/Concl@ & @ \© %\ é %

&
- Method perfor%anc@%aodﬁ @’md QY%} 65@&/% @d to determine residues of trifloxystrobin

and CGA 3 3 1@ cessed’m @s
- Storage stabili 1@5‘50 @perg@ of d@ frozen samples processed commodities for
\

trlﬂoxy@m and its 1%etabol® wa 8 d&

- Progessing result&Q \ & @
Residues of trlﬂoxystr 1n ple f&t (P&) were 0.25 and 0.35 mg/kg, those of CGA 321113
were <0.01 mg@&g. Residues r@sﬁ ranged from 0.20 to 0.35 mg/kg in fruit washed, were at
0.0088 or 0 0 mgﬁéi@ urisation and ranged between 0.0026 and 0.0034 in juice
after paste atl% 2T str&lﬁ)m r es in wet pomace were at 1.18 or 1.28 mg/kg, between 5.0
and 6.1 /kg p@mac ~and between 0.036 and 0.056 mg/kg in pasteurised puree. Residues of
CGA {ﬁﬁl 13 @ere Q.01 g in washed fruit and puree, <0.002 mg/kg in _]UICC (before and after
pastg@satuﬁo 9@@ nd 052 mg/kg in wet pomace and between 0.94 and 1.5 in dry pomace.

Z)
The t@ﬁr factors with respect to trifloxystrobin were between 0.63 and 1.24 for washed fruit,
betweew'0.010 and 0.014 for pasteurised juice, between 20 and 24 for dry pomace and between 0.10
and 0.16 for pasteurised puree.
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No transfer factors were calculated for CGA 321113 in washed fruit and juice, as no residues at or
above LOQ were found neither in the RAC, nor in the processed commodity. In wet and dry pagrace @6
an accumulation of residues of CGA 321113 was observed. S Q
According to this trial, a concentration of trifloxystrobin and CGA 321113 §&’seen in we@%d @/
pomace, while no accumulation was observed in juice or puree. g S <

SIS
Table 6.5.3-1: Results from processing studies on apples &% . Q & ‘2”5@
B .
Portion PHI Residues of trifloxystrobin S Residues OH@\GA 321113 ¢ @por@\g]@/ 4@
analysed (d) residue values transfer & | residue Va@ transfm;w QQS ho Q&@
(mg/kg) factor & (mg/k@ L fag\t@ R < @
fruit 14 0.03 oy | <02, @ N NI
0.02 Qa. ¢ <O@ %\ %@Jn.a©© \% 2y
mean: 0.25 S) &@ g}ﬁ @% %@’ > & % x
juice 14 | <001 O »ﬁf@’ @%o.%% N ol & o
o g gfad e |56
14 004 &3 N S0 &
puree . oY & 16\@ &.Ol > SRS @ %
oot & [T g B G ST
fruit 14 0259 =" @ Sl<et & | O nd 2125/99
it washed |14 | oar ] oo L oo™ B g @@)
@31 O |V <001 Q
025y 7 300 YU EN
' o O 8 9O & O
Q) 0@ 2 o 0.8% <0010 A &\
juice after 00026 & 1O 0010 &f<0.0@
pasteurisation @Q& 0032 [ <0013 N <@%2 &
o & N @ S 2§ v nc.
Y 0084 O |« 0.0%@ 30.00 @

T obosa e, | awi at<0002 <

& o
wet poma&@\ 14 @a@ 1.§ @ %4.72©© %@452 @\U >5.2
. A ESAEREa %.04@ >4.6
dry pomace @j’) 6.1 SR @ @) @.5 >150
@ Q% 5§ D] 20 & 1, L0.94 >94
v O o .9 | o 0O |@
§ o S N S >99
Os00 R &0 @] 096 >96
froit &7 4. P o 7 Onags | <001 na. 2125/99
: AS S
fruit, washed 14, 2, @ Q@ <0.01
> _ |woas o R é%ﬁ <0.01
@ | Q'1.00 <0.01 e
& \% 30 Y @ 0.86 <0.01
purce o | J4 [r0.0560 0.16 <0.01
& @@ 0 0.13 <0.01
> (DN @ ' ' ' n.c.
S Y9 & | 0036 0.10 <0.01
Q0 L 6038 0.11 <0.01

n.a.: notapplicable n.c.: not calculated (residues <LOQ in RAC and processed commodity)
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Grape: o
~ & O
Summary Annex II studies . @§
|

D
Grapes from some European trials were processed to make must or wine (r%‘@d in the ree t
chapter 6.3). No concentration of parent residues was observed from grapesgiaving 0.06 3 m&kg
initial residues to must (2.5 mg/kg) or wine (<0.02 - 0.25 mg/kg). For CGA 321113; the@iﬁa@
residues were low (0.03 - 0.14 mg/kg) and no trar@er of resid&u@g from fruits to O&If@ces@

commodities was observed. & @ é}” N @
i SN ©Q %@ § éﬁ é
Supplementary studies @ @& Q R ©© @Q}

&
Report: KCA 6.5.3/04, 20@§@(am@ded)@\/{ 357708-62:1
Title: Determination of the resjdues o 4&@& Tf&xysi@nn 1%n g@% after
spraying and spraying, @w-voltime @AE%@ 3 79&02 SC%OO in ;che
field in France (South) and [ L

Document No & | M-357708-02-1 "~ (> <0 @ O S N &
S0 06304 @ S S
Report No: 08-2204 (field patPto 0833204 . @ 2 @ @ O
Guidelines: EU Council D&f@%‘uv 1/4] \Zf%EC%ﬁn x @, p % n 6 d A@ex 11, part
A, section 8@51dugs in opon treated pr@acts food am@ﬁfeedm

GLP yes o N o S @S O 0
©
é b 9 N & @ o @ (&) @

Report: KCA$.5.3/03, 20104M-384844-01-1

Title: Detetminatjon of the rggidue Q('ZJ\ A @ 656948 and"trifloxystrobin in/on grape and
@ proggssedifractions (must; pq@aoe goape; ?&1 %\bottling and wine at first
ézfaste&test) ing o AE©°@656%8 & C A2@202 SC 500 in the field in
&7 | Frafte (&@th) andlalyy < P @
Document.N (& 384844- 01& Q{@’ @ > S o
Report No; ©08-3204 (pmcessngg part) my@
Guidelin@?) E “Dir, @e oMM14/EEC ex {%art A section 6 and Annex III, part
& & secti@} 8 residuesimor orJreated.produels, food and feed
GLP {%es > & .0 NN
O
@ % %“@’ NS
& ~ L S
Materials an@neth T \ \@ o @

trifloxy in SC forﬁ@ulatl was @ppliei two,\ﬁiﬂnes to apple trees at rates of 0.05 kg/ha active
substance trifloxys %he tregtment&were@erformed at intervals of 14-15 days with the last

appgéatlon 14 day§pr10r<© e &@ecte@ ate arvest

In 2008 @ processing t@ls ¢ co@cted@?/on @rapes with trifloxystrobin in southern Europe. A

Samples were t@en | daysafter t@@ast t@atment (21 days in one trial). Residues were determined in

the raw agri ty (b‘zﬁnch)@ must, pomace and wine. In the trial where processing trials
were take 1 af pplicdtion, while RAC samples were taken at day 14, the results of
must w ak @ RA for calculation of the transfer factors, as in the other trials bunch and
must shp d@ @bres &@s at day 14.
& o

o @
Fé{proc@%?ng into musiﬁe bunches were crushed, for processing into wine the must was treated with
flash @um—expansion, pressed after fermentation, clarified and filtered.

The results of the trials are summarised in Table 6.5.3-2 as well as in greater detail in the Tier I
summary forms.
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Findings / Conclusion \@ N
- Method performance: method 01013 was used to determine residues of t@oxystrobm @% C%?
321113 in grape processed matrices. > & &
N
o ® o
- Storage stability: The maximum storage period of deep-frozen sampless(processed ce@@lodlt@s) for,
trifloxystrobin and its metabolite was 348 days. \& @ é\a \\ @Q @
& L ee
- Processing results: o Q C&

Residues of trifloxystrobin in bunch of grapes (r: @gricultural Sdm 1ty, C) W@re 0 O@mg/ ?
those of CGA 321113 were <0.01 mg/kg. Resi of trifloxystrobin @ere be w (<(@'%J'2)1 g)
in wine, 0.02 mg/kg in must and 0.10 in pomace. Re@dues@CG&\ﬂl k@’we@eloa@ﬁo% .01
mg/kg) in wine and must, and at 0.01 mg/kg @pom@e é\g @§ b@ > & % .
@ &
The transfer factors with respect to trifl @l‘f bin w e\l 0 1o, % 0 a@% 9 fo &r porna an O 1
and <0.5 for wine. No transfer factor&ere °¢a cula fgr@CGA 111 \as 51d bove
LOQ were found neither in the RAC@D & e proe ssed@%m ity, eptﬁ idl in omace at
LOQ. According to these trials,<a con(@ﬁtratlm of %ﬂo@stroh@ macg, while no
accumulation was observed in mu and@vme 9

@&@’%j@@@

Report: KCA 6:5.3/06, I, T.P.; 1998 M- 10%033- é@ I Sz
Title: CGA279200): Mg.g&ng%gfthe residue in or SRgrapds . 2
Document No & | M- %4034%01 -1 o N
R : 9 ¥ N O
eport No: &044(}% O \ Q A 0N
Guidelines: géZEP&guldelgé No@O 1500, 8664520y
GLP Dy & RN
T AN
O & O o F s p £
B . @ S

Materials %d methbods " & % & X

N D Ko
In 199 @x processu@rlal loc@ ons) were porfo %% in @ USA with Trifloxystrobin 50 WG
in/on grapes. Grapes\were sprayevgiﬁwnh test& Kce us gg three treatment regimes. Treatment 1

(1-fold rate) consigted o 1ar spray a@hcatl@l at a rate of 0.1408 kg a.s./ha. Treatment 2
consisted of six &pplic e 3@1(1 rate(0.4225 kg a¥’/ha) and treatment 3 of six applications at
the 5-fold rag (0.7 s/ba@ San@’es f@y” proéessing were taken 14 days after the last
application."® © @ Q @\ S

o 2 @

For Jul@roductlon tfe grapes werg@cru&@d th pulp collected and the stems discarded. The pulp
was l&ated ﬁltered*@d pa%eurls% @ o
& &
Ralsms were p@aessed il th&@eld lgy air drying according to normal agricultural practices for 17 or
26 days. & § N

@

The resu& 0 trla@@re @nman@d in Table 6.5.3-2 as well as in greater detail in the Tier I
summaigs forms
N
S S S <, §
S

&
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Findings / Conclusion

- Method performance: method AG 659 was used to determine residues of trifloxystrobin an%@é%
321113 in grape processed matrices. >

S @ &
- Storage stability: The maximum storage period of deep-frozen samples (pro@ssed com@dltl @ or
trifloxystrobin and its metabolite was 212 days.

@ &% \v\g\ \ @
- Processing results: Residues of trifloxystrobin in bunciof grapes ( ) were betfveen @4 a@g@QQ &@
mg/kg, those of CGA 321113 were between <0.0% and 0.080 g. Residues™ of ob§©

ranged from 0.034 to 0.34 mg/kg in juice, and weg&at 0.12, 0. @ 1. 5 or 1. @1 raisin. R
CGA 321113 were between <0.02 mg/kg in juic either <(<)2 or a@@ 16 @g/k%

The transfer factors with respect to trlﬂoxysgobm @g@re Qgﬁ@een@\\ﬂn d 0. @@or jutee, an%’O 50,

0.67, 2.5 or 2.0 for raisin. @ & <\ .
5 & & 4 & &5

No transfer factors were calculated for &%{A 3‘&1} 13 @dnal I@A- FR%@ 5-96as n res1dl§at or

above LOQ were found neither in th C %Q\r in the pr §ssed@ m y I@mal 02 £R-025-

96 an accumulation of residues of i@ 3%@ 13 1@%151 (&@’rveg

@

According to these trials, acc%l@ﬁ)llatl@ﬂ wa@bobse@l @ Julc@Wm@@ q&ncentration of
trifloxystrobin and CGA 3211@mayxbe S@ inrai$in. & @ QO

N o o SN W2
Table 6.5.3-2: Results from@roces@lg st@es 0 v\- tapes § @ \:7\7@
o \>©% R
Portion PHI %@?ue&@tnﬂo@strop@ °\URes@es of.CGA 3%%@13 Report No./
Q
analysed (@ r{mdue es Q@ tran%%r residpe Valueg) %ansfer Trial no
Q" (mgkg v factor Q@ @ng/k@ \(Q\@ factor (g as/ha)
bunch 5@ 14 £P 0((%2 & " 3 n.ango\g& %<0 01§ [ n.a. 08-3204
o 4 08-3204-01
must % 1407 %&02%@ \ 5?0 n <€ or U Z(} n.c.
pomace 14 %@ 0.1~ @ 5.0 01 r§ >1
wine at bottling 14, A <ao? A w8 |00 n.c,
wine at 1% taste @’) 0.01g> @r05 © <&01 n.c.
o B S
test P2 S | - N @@@
bunch / must ,@V@ 07| 867 N [ ma o] <00 na. 08-3204
must 20 [ S00rY 4B 6o @ <o ne.  |08-3204-02
pomace @@ 21 \L@ 0.4 &@ @ <0.01 n.c.
wine atbottling | 21, @Olo (o é®@ @0.1 <0.01 n.c.
wine at 1% taste @21 (5@20.%@ ©<O 1 <0.01 n.c
test /@ n@
bunch g | S04 O na <0.02 na. 110440
raw juice, @ [ @14 [Po.0xd” 014 | <0.02 n.c. Z%;?VZ-FR-
juice g\a DN t@ 9@%5 0.15 <0.02 n.c. e
raisif) & 1% o2 050 | <0.02 n.c,
(r@ 0.16 0.67 <0.02
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Portion PHI Residues of trifloxystrobin Residues of CGA 321113 Repgr‘t@fo./ Q
analysed (d) . . N K
residue values transfer residue values tra@er no

(mg/kg) factor (mg/kg) or &g as/l‘@@
bunch 14 0.87 n.a. 0.022 n.a <§0440«©
raw juice 14 | 0.087 010 | (.02 e
— N 5 4{&’63 |@
juice 14 0.16 0.18 <0.02 Q n.cg)
bunch 14 11 na. @] 0023 <7 n.a <@1044(@ K
raw juice 14 0.14 %Q@ <0.02 0,@0 Qni.c. & USA 9W é
juice 14 0.15 L0014 | <0 S| @
bunch 14 0.60 Gla 9] dpes o FO 0w o 1104@ R
raw juice 14 | 0082 O o 023 So3s (1)12%@;?52 Fiy
juice 14 | 0057 @ 0095 @ <002 O [ <080 g ©§
raisin 14 15 o & 28 [N’ Sl o

S T 2 Yy O 30 |

- K o~ N & ol a i

bunch 14 18@ A oo | 00 o [ O @) of110400
raw juice 14 0548 o a1 b oo T . P ¢ 036 7| USA-02-FR-
— 5 O B o8 A 5— 025-96-B
juice 14 |._9.13 2) 072 ¢ | 0023« | © %
bunch 14 200 | Ona @y | 6078 & ) 110440
raw juice 1407 031 & O & i Jroogs T O S 045 |USA-02-FR-
— S " © N ] 025-96-C
juice <M 0.34 N015 7| 0B8 o ko 049

B

n.a.: not applical@gQ 65@® n%@lculate@resid@s <LC@?11 R@nd p@ssed@mmodiw)
© (o

.9
S

N

Strawberry:

Supplementary s%die@
% ©

©)

o

S AN

X

Report: Q

; 2083 ; M-086063-01-1

&

Title:

(@)

K CA®.5.3/07,

D(%termin@%n @%rem u%’% of&ﬂoxystrobm and CGA 321113 in/on strawberry
ash gs, jam) following spray application of Flint 50 WG

@rult wa egyrese
in tl;@%eld 1 ort,t@rn Erance and Germany

o
Doﬁlment No
Report No: |

&
@%

M-8606301-1 @
RA-303§/02 <®@ Q

Guidelines@

U ncil Siﬁﬁrect@e 91/414/EEC Annex II, part A section 6 and Annex III, part
A,ﬁ@ctlon@remd@s in or on treated products, food and feed

A
GLP &’
X

S

I
@

yes O

INGN

%

erla@%’nd

@@Q‘“

method§

Two p essmg trials were conducted in/on strawberry with trifloxystrobin in 2002 in northern France
and Germany Trifloxystrobin WG 50 was applied three times to strawberry plants at a product rate of
0.5 kg/ha and 600 L water per ha, corresponding to a spray concentration of 0.083% and 0.25 kg/ha
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o

&

active substance trifloxystrobin. The treatments were performed at intervals of 7 days with the Jast
application 3 days prior to the expected date of harvest.

commodity (fruit), washed fruit, washings (wash water), preserve and jam. processmg%f Wa@ed

fruits, washing water and jam simulated household practice. The proces%ng of strawhe)

. ; ) . e

simulated industrial practice at laboratory scale. Proce&s@ed samples wer ee 2

analysis. « @ g}a N @ @

o & &
Washed fruit samples were prepared by washmg@rawberry fm\g@s in stand@ wat@ und@ slo
movement. The stalks were removed where neces \ @
o Q @
o) D &

For the preparation of preserves, washed frult&were %ked négpre@mg%%s a ugag\\s’olutigp was
added. The strawberry preserves were pasteufised at@mpr@% °® @: %

@ S & °

A > @ K O @

Samples of jam were prepared by ;gghm f‘mns\l% star@ng r u er slow mo

removing the stalks where necessary. of the frult@was ﬂ&mced@nth a&ﬁnxer @e §§ﬁ par S cut

Samples were taken 3 days after the last treatment. Residues were determin;ﬁ\ the raw a@%lt

with a knife into small pieces. Gelly@ent <§§§s @ e mygure ed t or about 3
minutes. N @Q
8) @

The results of the trials are@nma\%@ed 1n@abl@§ 5.3z @as \ﬁ as i gre@@r> deﬁsgl in the Tier |

summary forms. AN

5 O S @” §\ 7

Findings / Conclusiog\g > @ o O @Oé § « % §

- Method performape: Meffiod @5/’42/@01 @ usgyto det@mmé%‘emd&es of trifloxystrobin and

CGA 321113 in s&&be proc@ed @Qﬂces © @@ N @
@) & ~ @ @ @
- Storage stability: @ma@mum@ora&@emo@%f d@p—fro@ sam%ies for trifloxystrobin and its
metabolite wa 1 SZ@ays 2 @\ @§ S %@
. @ W
- Proce@\g results: 1due§)f trliﬁystrobm i Qrawg f@‘t (RAC) were 0.12 and 0.15 mg/kg,
those of 'CGA 32113 wet: 02 and mglkg. es1due f trifloxystrobin ranged from 0.07 to
0.14 mg/kg for fr@vash&l fr 0240 0. Oé@’lg/k ashings (washing water), from 0.03 to 0.06
mg/kg for preserée an m @13 mgkg f%] idues of CGA 321113 ranged from <0.02
to 0.04 mg/k \-@Q,o frut® as Th@ wer@O 02@11g/kg"@0r washings and preserve and <0.02 or 0.02
mg/kg in ja N S
@ o Q @@@ @

The tra@r factors w@@ resp@Qt to tr&ox;@obm@/ere between 0.6 and 0.9 for washed fruit, between
0.1 and 0.4 for waﬁ@mgs 3 01204 foipreservé and between 0.5 and 0.9 for ] jam. Regarding the
mew%%éhte transfey\fact9§coukLonly @ calcifated for one trial, where residues above the LOQ were
determined. They were I.0 3 for, washed fruit and 0.7 or <0.7 for all other materials. Thus no
accumulation g triﬂ%@ystggu or.C @A 32813 was observed.

o <
o O S o
s &
&% @@%
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Table 6.5.3-3: Results from processing studies on strawberries

LD
Portion PHI Residues of trifloxystrobin Residues of CGA 321113 Rep%\fo./ g§
analysed (d) residue values transfer residue values tragaster Téia no@
(mg/kg) factor (mg/kg) tor S . N
fruit 3 0.15 na, 0.03 A na -30&2 2
fruit, washed 3 0.14 0.9 .04 & 1S I S e
0.12 0.8 N 0.03 S e | &
preserve 3 0.06 0.4 %@ <0.02 Q& . <o.&© R @© é}
0.05 03, <02 " g7 67 O o o
: B LN
jam 3 g.g C%% & 0 . & @@’8.7@© NN
. A 2 7 @ %\ .@’ % & o
washing water | 3 0.02 o @0%§Q NE Ol & ¢
0.03 a0 gf < S 08y & f\§
fruit 3 0.2 oY whna & €002y O T &fra,303802
fruit, washed 3 0.08 @ ) 0, @ <0. ©® @g.jc. @Q O\Yk\g’ 02
0.07 2 & SIE $ | & ne
Yo o | Y7 Q )
@G~ ©
preserve 3 093 §0.3 &, <0.02¢ N 2 B
€903 S S P 002 e 2
jam 3 00Ty o @6 0| @y |V ne
L] 08 | g 058 2000 & ax
washing water 60.05\® L 04 QI < (@§% @& @@ n.c.
A
O og‘& & D03 & :%Eoz & 4 ne
n.a.: not applic@athgg 6{(\;’1@0 n&malcu%ed (re%i(ﬁzs <§% in %§’ and p@cesse&@ﬁmmodity)
N ) > @ o
S SR -
Report: IKCA 6:5.3/08, 32013 (amended); M-464835-02-1

Title: WPetexminatigpof t °&resi%@s of tfifloxystrobin in/on strawberry and the processed
fra ] it, wished;washings; preserve and jam) after spray application of

N\
Y "Jk@loxy@obi&%@ 50Gh the fi1d in'the Netherlands and Germany

Report Nq.: 12308 & Q 9 N
Docum@o.: M—AJ?Q48351 @% "A@ %@

Guidelines ﬁ/latior%ﬁo\UOWZ@ of@ European Parliamanet and of the Council,
%, gﬁpce dodumefiy 0294V1/95 and 7035/V1/95,
S OECBGuidgline 50‘??% o
GLP @9 Yes S O S

S \% §/ %
i Q & W

Materlal@@nd @;@hod@ S

Two processi tria]%wereQ@Qducted in/on strawberry with trifloxystrobin in 2012 in the Netherlands

and Germangy;” Tri ystrobin WG 50 was applied two times to strawberry plants at a product rate of

0. /ha_&nd 500 Wa@ per ha, corresponding to 0.15 kg/ha active substance trifloxystrobin. The

treatm were performed at intervals of 7 days with the last application 1 day prior to the expected
date oftharvest.
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Samples were taken 1 day after the last treatment. Residues were determined in the raw agricultyra

commodity (fruit), washed fruit, washing, preserve and jam. The processing simulated md@la

practice at laboratory scale. ®\
@

o

For the preparation of preserves, washed fruits were pasteurised at a max. terf§era‘cure of 86-88 °&for

15-22 minutes. &% § @@\

Samples of jam were prepared by washing fruits and pu@ng them, t@ heating th@ecegj\ pul

4 minutes at 100°C. @ @ Y
& @ é\g Q <

@ O g
Samples of jam and preserve were deep frozen untijanalysis. Th@esugl;y of t&ﬁmals@re su &nan&
in Table 6.5.3-4 as well as in greater detail in th&Zpier 1 summ@ form@ \ @
o O RS §
S @ & & @Q

Findings / Conclusion % @
- Method performance: Method 01313/ %l \ s SldL@ of %ﬂoxyst@ bin (\
321113, CGA 357261, CGA 35726@ CGA 331 a}n& CG/@ 3&56 in @fraw@ﬁry -‘f' and

d mat O & &
processed matrices. &
- Storage stability: The maximung torag@pencfd of déep- frg,en saty les @ trlﬁsn@@n and its
isomers / metabolites was 356 days: ¢ 2) > O & Q Q)

@ N W @ @ Q & 9«

- Processing results: ResidugS o tr1 oXx in strawbe £y ru;t@@RA(% were @031 and 0.145
mg/kg, those of CGA 32 1(;@13 w <0.0¢yand (@5’17 m g Remdu@f trifloxystfobin were <0.01 or
0.038 mg/kg in jam, arid, <0 or 0.625 n§resegc Re@d*ues of CG@ %@ were below LOQ

(<0.01 mg/kg) in jam @d pr e. 9 O @ \ @ Q& N

AN
No residues (i.e. § du @%LOQ@/H ‘@tected n t @1d the prOC@sed commodities for CGA
331409 and CG@ 734Q Thq\fore no traaQt%r fa Qrs c be @ culdted for these two analytes. For
CGA 357261s4ad C 62 re ues, Wetre LQQ in proc%&sed commodities and at 0.01

or 0.013 in strawbefiy fruN % in one of th&@als ’@hlle below k@@ in the other trial.
.9 A
The trasfer factors h r@ct t rlﬂoxystro§ %§<O @r 0.3 for jam and <0.3 or 0.2 for
preserve. Regardl e mé%a hfze\\ﬁCG 11 13 frangfer fac‘g&s could only be calculated for one trial,
where residues a ¢ thé\L ere“@eter ed y were <0.6 for jam and preserve. Thus no
accumulation of @@Aﬂo robi @l oméﬁs / m@aboh@%vas observed.

(g

Q
& §@%\=o@o%@
& N &®©\
% N I AN
N . (g @\@Q&©
G @ © 9
& \%é@ S @
2 Q
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Table 6.5.3-4: Results from processing studies on strawberries R
L
Portion | PHI Residues of Residues of Residues of Report N@§§
analysed | (d) trifloxystrobin CGA 321113 CGA 3@261 @
residue values | transfer | residue values | transfer | residue Val@%s transfer Trjal@).
(mg/kg) factor (mg/kg) factor (mg/kg) facto/lg\‘@ @\ o
fruit 1| o031 na. | <0.01 cpa. | 0oy’ Rl
g a
fruit, 1| 0014 0.5 | <0.01 N <@% @il Qﬁ\“%@m &
washed S &© N OQ 12@—)) 2-%
. Q Q
washings | 1| <0.01 <03 | <001 2 | ne R0 &) « o
- & ; I
jam 1 <0.01 <03 | <0.01 ned [ =01 g R\ <1 w §
) ~
preserve | 1| <001 <03 | <00r @] me 00w gf <
fruit 1| oaas na. | 0017, @ [“na Y <01 o | W {B3000
S ) ©
fruit, 1| 0.060 04 g 001> @ as SRS S nea, 12'@§Z'02
washed Q 5N & | kS S @ oy |12:2012-05
washings| 1 | 0.029 L2 | o raoa | <l o | sne of?
‘ 2 D ¥ 8 ©
jam 1 0.038 @ 03w 7 <0.68° @@ 4 50018 O ne
preserve | 1 | 0.025 Q} 027 | o1 ‘@\\<o.6&@ 0@ . | R
Portion | PHI Residues of O @Q §sidues of § .due&(gi? Report No./
analysed | (d) CGA 357262 GA@MO?@@ €8GA 3@66
. R N N .
remd@alue@v trangfer sidue z@@aes Sransfe® re&ue vaJies | transfer Trial No.
j@/kglk WIS (m@@g) \M factpy mg/ég) factor
. N N %
fruit 1 . 13Q© O g <o 7| wa oo na. |12-3012
fruit, L <oa o <08 [wborge Bnes| <00l ne. [12-3012:01
washed N NS w 12-2012-02
—5 N % &
washings [N [ <0016 <08 <001 o | e gf <001 n.c.
R g . YD %‘% . Y o\
jam 1 <Q;(& &\ @.8 o ® 015 o | D¢ <0.01 n.c.
preserve 1 @;§E01 X@KO.&% <Q4\\4(@’ S Be. <0.01 n.c.
T
fruit 14, <0063 P e | o o |ona | <001 na. | 12-3012
) )
fruit, %\) <0.01 @Q @n.c. §<O.%@ @é n.c. <0.01 ne. | 12-3012-02
washed | = o K o WP w 12-2012-05
washings S < < QL. %%.010 ) n.c. <0.01 n.c.
>) Y
jam Ny 1 <001 @§ A\ D.C <2 <0.§ n.c. <0.01 n.c.
preserve 1 220.01 @\( m\g@ @01 n.c. <0.01 n.c.
. @ N N . .
n.a.: not appli¢able 3&§n.c.: calcthiilted (r@es <LOQ in RAC and processed commodity)
SN
N
RS IS
@ é@@ TS
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CA 6.6 Residues in rotational crops

s
Strawberries may be grown in rotation with other crops, while pomefruit and grape are per@@en@@
crops and therefore not relevant for crop rotation.
No supplementary studies are required for this submission. All European stu%@ have preVQusly
submitted and evaluated. Please refer to the Annex II dossier, Section 6, Pom 6 (succee@gng (@ps)
\ \

CA 6.6.1 Metabolism in rotational crops VC@ & AN @ &@

X

Two confined rotational crop studies were conducteiln Europe &; 199\8@M- 28 -1 gf&©
; 1997; M-038296-01-1.). For details p%%e refer to t@ Annex | c@@ier Sectioi€ p, Poift

6.6 (succeeding Crops). N @@9 Q & @}

. AN
The occurrence of trifloxystrobin residues i tatl @ &f’ Ve@ @ lettu , T d&h and
wheat. The data on metabolism and dlstrlb tion 0%@ r0b1 sucteed rop ate @at

the metabolism of the active substanceq\g rotat onaNrop mQ to e pathway s § n
primary crops. Thus, the same residue @ﬁmu&b app & \

RN
Based on the results from the me @%15@'&1{11&5@1‘1 rea 101&@r0 hlcggyer {@rfon@&d with a
higher application rate (0.5 kg a.s%ha) than the, tend@, seasonal ap catléﬁ?ate the Q%resentatlve
crops under consideration (maxz,0.378 Kg a. s@aa/s@n) apd ap atiofdo bat®soi (interception of
trifloxystrobin by the plant%j@expe&ed b@practlc relévant %1? e@gvelz@i unl@ely to occur in
tational ded that the N t tended GAPs for th
rotational crops provide L a co@bun@ s usé acco 1n% he en@.f s for the

representative uses. N & N @
% v & a2 § & 0 \@@
CA 6.6.2 ltude@of@du%@n ro@mn crop $ o «

Since the resul I‘@meab ismNin r&atlona{ cro@udl &dld t indicate that significant
accumulation es1@s occurs th ugh 1 u&%ke i @' feeawcommodltles field studies in

rotational crops aregiot requi ed

"@\ %
CA 6.@\ Prop@%éd r due@yﬁ t;ons &d m§1ml@ residue levels
CA6.7.1 P@se&reSI de@m(%s s Y

In the peer revidw L@e ectlv§91/@7EE@the 1@©tabohsm of trifloxystrobin in plant was
investigated jft&ere and Q%‘itm{@geta@s TH& metabolism in these crop groups was found
to proceed acCording to s tern @d it ded that the metabolite CGA 321113 is not of
tox1col(a§@1 concern. Theref th é du% efinitions for enforcement and risk assessment

NS
were sefas parent trlﬂg?ystro n (Qly ©

%, D O

In Seme recently publif§d A rea ned&inions EFSA proposed to consider the inclusion of
metabolite CG4g;321113 in thie residide det@tion for the risk assessment for plant commodities based
on the findi of m%fabo studies in root and tuber vegetables (not available at the peer review
under Direetive 9@}14/ ) and sin r?@Q’, some commodities the metabolite CGA 321113 occurred at
higher le@ls thafparentstrifloxystrobin in the field trials.

In recéhd® Rea@ned pini%@ EFSA recommended to investigate the possible changes in the risk
assessnient injtion for trifloxystrobin in the framework of the MRL review under Article 12

@gulg@n (EC%O 396/2005.

©
For enement EFSA concluded that the metabolism of trifloxystrobin is sufficiently addressed and
the plant residue definition for enforcement established in Regulation (EC) 396/2005 and confirmed
by the peer review is trifloxystrobin.
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©

In the peer review under Directive 91/414/EEC the metabolism of trifloxystrobin in anln@@vas

Qb

evaluated and the residue definitions for enforcement and risk assessment were set as the Q\ m ofly
parent trifloxystrobin and metabolite CGA 321113. @ S
& ¢ 8
Table 6.7.1- 1: EU residue definitions AN b ©@ @@ 2
Matrices Residue definiti()%g@ \)@ @‘?”;R\efe:&gﬁ @Q &@
g @R Peeiteviewdunde Q
Enforcement . . @ S irective 91 /41 4BEC @
o Trifloxystrobif Q o
(Monitoring) ) %F S easone &
2 S 2‘9 g@
Food of plant ) & ] @@ L) @% @% @?er I‘E‘&ICW u
origin Risk assessment Trlﬂoxystro%n @@) Q o q Direofive 9@@%
& SN N < Q
o @ B
Risk assessment m &%ﬂ(ggﬁtrom Rand itm1©etab gﬁ SOS O nlons
(Proposal) G%leo SEXPress da&@lo obin 200952013 R
& o review under
@ [NV S 2 Q S Directie 91/414/EEC
Enforaggt nt & . 2 & Commission
(Mo%ormg@ Sunyof tri ystr(@n and%s m ohte\ 7 ations amendin
A3 o NSRS g
S @ N %, nexes IT and 11T to
. Risk asse@fznt d Q Q .
Food of animal 2y 0 @ N é& & . gulation (EC) No
origin S Ty e S v\g O & 396/2005
E cen@@ % & @
- N
©© %Qonltoning) Su tr1ﬂo stro 1n an etalmhte EFSA Reasoned
S @Sk %gsm%lQ CG4 321143, ,ex sed 1ﬂ0)@trobm Opinions 2009 - 2013
& *%
& A 5
Bayer CropScience- %pos@@ k&gp the 1due\@eﬁnlt10ns s\proposed by EFSA, i.e. trifloxystrobin
for plant enforce t an he s of 1 obi d its acid metabolite CGA 321113 for animal
(enforcement and@rlsk aS¥( ss or pt&n I‘IS assessiyent.
j u
New residuedata v@re @mﬂe{\nch&ng a@giysm@f the photo-isomers of trifloxystrobin and the
mono-acidynetabolite.
The pa isomers CGA 35%261 (@E 1s®er) éGA 357262 (ZZ isomer) and CGA 331409 (EZ

isomer) Show low
279{6% (EE isomet): In sawbe
Occurrence of CGA 373466 (ZE-is

fruit residues @CG 3734
A summary, theﬂ@s du

isomer C@A 37
additio
RN

@wm

al occwrrenc
&r@isi@$q

csen

61
ro@an b%e@éur%@n chapter 6.10.

[SN0)

nd, r@laln well below the residue levels of parent CGA
A 331409 were always below LOQ.

¢ mono-acid metabolite) above LOQ is rare. In pome

er 0&@
&1 ays®elow LOQ.
sultsi%“f the@somers of parent trifloxystrobin and of CGA 321113 and its
ve crops is given in Table 6.7.1-2. Further information on

T@xw J5gical ara@?rglsatlon of the trifloxystrobin photo-isomers (ZE, EZ, ZZ) shows that an
tionaltoxicological impact of these compounds is not expected. In fact the isomers (ZE, EZ, ZZ)
of the ©; t compound trifloxystrobin exhibit significantly lower toxicity.

The ZE-isomer is non-toxic (LD50 >2000 mg/kg, no clinical signs) after acute oral exposure.
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The isomers are subjected to genotoxicity (bacterial reverse mutation, clastogenicity and numerjcal
chromosome aberration) and comparative in vitro testing (inhibition of mitochondrial resplratlc@nd ©©
cytotoxicity). No evidence of genotoxicity is found. N @ﬁ

The comparative in vitro tests reveal a clear ranking of the isomers in terms ytotoxicit dt
inhibiting potential on mitochondrial respiration. The photo-isomers in confpdrison to tri xystl@ln

are at least 35 times less cytotoxic in rat hepatocytes. Tnﬂoxystro%n potentiall nhlb@s theg,,
mitochondrial respiration at nanomolar concentrations w@reas the phom-lsomers areymore, than (@@
order of magnitude less active. g}” @ @
In addition, a very similar metabolic pathway for triflpxystrobin and@ photo- 150&@5 cae a@med Q
with the initial degrading of the methoxyacrylate tcéphor by hggolysw to th@respec ]@ tox@

metabolites

CGA 373466 is acutely non-toxic (LD50 > 200@?g/kg bw). oeK&t p sess %genot&@@ poten 1a1
and is less toxic compared to trifloxystrobin C:Q the (@snpar@ve ‘vitro assays @ﬁheﬁmore #oweek
dietary exposure was well tolerated up to the gh%&osg@ ¢gsted wyth a AEL@f 20%/235 m%/kg gw

Therefore, the photo-isomers are conydere&ﬁo tox @Iogw&% Quat in estlgat and
uncritical for human health and it i t ce@%der ece%ary Stnel the mer@n th@emdue
definition for risk assessment (see S&l@p n&%ntary f@sme& A &@Ion

R @
@ 2 @@”) @ @ @@
SR AN @ é
S T GNP SR
o O @© @ Q ©

S IS S N

@& SIS @Q@ @

NSRS RN 9 N
S N ©§§
@©@ QO O « SRS, @

XN 2 S O S

> o O & & N
& \@O\Q% @%\@ %§\©
@)

§ RENIIAN @%’é@
@ N .C & O @
Q O © SN S D

¥ o K & o
< S oF LD wl
@’ NS @@"\
D Q
X @%@@&\
S v o &

N & N
&@%“gf&@Q
§Y§©%©@

SN
AN
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%® 9 > @@\@@@,@@@
Table 6.7.1-2: Summary of residue results on isomers , representative crops \\\@& (\@&K’ @ S Q@
Q
Report . No. of CGA 279202 cGA 321113 P9CGA 357261 ©Ga 35m262 €GA 3314 K\ CGA 373466
No. Dossier ref. Crop tr(;a;)s [mg/kg] [mg/kg] £ 2 [mg/kg] @ [mg/kg] oy [mgkgg“l:% 5 Slmg/kg]
Residucs ag | 0044 0.17 %olv @201 0@ | @I -0.030 <0@ 0190.036 g <00l
N N\ ®
112117 | M-457963-01-1 | Apple/ | ¢ PHI (14 d) (all trials >LOQ) @@ﬁlals >I\OQ) (6 @it >L(}Q§F\& (4 u;ie@gOQ)( \C trlalw@%\@ (©'trials >LOQ)
11-2116 | M-457957-01-1 | Pear . <0.01—0.28¢ { 01 0.01 < 0 D01 -0 <0 1-0.036@) <0.01
Residues at 8& gﬂ @ @ S % {
alldates | 11 ia®1L.0Q) |0 mals >°&6%) @“&s >L@®ﬁ (4 giRls >LOQY | (4 tr1a1§§0Q) (0 trials >LOQ)
R N I;ilslidlllis it \%().6\§8—0.5f\ <0.915 %0044@ <0§\1 f@i&b’% &%b.’m{\%oé\ﬁ) 1—{) (142 <0.01-0.012
122010 | M-453336-02-1 | . | - ( /\%2 (all rgals@LOQg @mtrl@m >@0Q) @®irials ?@@% «tﬁ:@é>LQ®& (11 _»._‘% LOQ) | (2 trials >LOQ)
11-2114 | M-454927-01-1 P ot %—%8 @ oo% <0%@&0.066® >©éd’ 01 \@@5 @1 -0.042 | <0.01-0.019
12-2011 | M-455561-02-1
AY Call da&e@& (all §>LO@) QIO trm@gLOQl (1§ trials, >@Q) (@;@mls >LQ& (13 trials >LOQ) | (2 trials >LOQ)
11-2128 | M-457953-01-1 le .%\gsa 4j@®v @@Q@%’* 005@)\\ <0 QI 029\ G <0. 016%0 043 <0.01 <0.01-0.01
12-2012 | M-452140-01-1 D
11-2129 | M-457958-02-1 Straﬁ@ 26 PRI (all @%m >LER) Y (alltr LOQ) Q3 trials >I%Q) v(@;t%als>LOQ) (0 trials >LOQ) | (1 trial > LOQ)
12-2013 | M-460009-01-1 | berry }@S@ %015 Wi <001 70@9 <0.@> 004%& <0.010 - 0.056 <0.01 <0.01-0.012
112120 | M-456769-02-1 < H“;lfes@ A & ot N
12-2014 | M-453332-02-1 e O AN (al@%s >L(@§ (auﬁq@ >LO@ (4 tria$L0Q) | (2 trials > LOQ) | (0 trials >LOQ) | (3 trials > LOQ)
LOQ: 0.01 mg/kg PHI: pre-hai terva % . N\ O @
X @Q Q@ ’&\Q <\© %@@ @:&
\® SRR NS
O O Q\ « © @©
X S N @ﬁ[}% ] %%\ A ©
&@% @’Q 0\%@’\ @&® o\%@
N © - O
< W \ AV
< @@ ©© AW Q
K e o < o ®




B
Bayer CropScience Page 148 of 197
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Trifloxystrobin

CA6.7.2 Proposed MRLs and justification of the acceptability of the levels

proposed @ >
Maximum Residue Limits (MRLs) for trifloxystrobin were set at European Level unders Vera§
Commission Regulations, the latest one being Commission Regulation 1004/@3 of 15 Octéber 2@3
amending Annexes Il and III of Regulation EC 396/2005. In the process of ¢4¢ MRL review pmé@am
under Article 12 of the Regulation 396/2005, summaries from releva%“ﬁeld res1d trlaﬁwer%
provided to UK CRD and other countries. The Artlcl@Z review wassunder evalu@tlon ‘{@n t@s
dossier was compiled. \a @ \ @
The trifloxystrobin EU MRLs for the crops suppm@l within t §90ss1er and@é Ml@s fo $ w@
matrices, as published in Commission Regulatk@M/ZOB of Oc@lﬁer @3 a1‘<nd1ng
of Regulation (EC) No. 396/2005, are summariseédin Table 6 @2 l.. \ %

N % o '~

Table 6.7.2-1: EU-MRL:s for trifloxystrobin as@ven ngCom@tssmwg%gul @q" 10@01&(Anne%ll to

Regulation 396/2005) % @ @ IS @
Code 5 d los of indiSiduglproduci@h ‘%h th @B \U & & Ty
number roups and examples o 11 u&“pro u&g 0 w& @e; s é@p y {@ @@ st bin **
130000 (iii) Pome fruit & [ \ ”\a TR S [Pos
150000 (v) Berries & small¥nuite, & © & .0 . © ©
151000 (a) Table and @inc griipes 0 o> @7 o SEIREN 5
152000 (b) Strawberries Q O S 0.5

%
1000000 10. PRODUETS OFANIMA} ORIGIN- TE@ESTRTAL@IMA&LS’ ©
1010000 (1) Meat,qgrepa %ons of@eartl@i@ls blkod, an@aﬁl fatNeshQﬁTled@grozen, 0.04 (*)
sa ed inb drieg or s d NS % oces@i as flQurs or meals o%r
@essed@rodué& suchgs sausd@es an@%od pr@arat]&»s basg%n these

1020000 (ugﬁllk and crea@\\hot G@centraﬁ% r@ntal@ng added sugar or 0.02 (*)
O sweefehing fivatter, butter afid other.fats derq@d fr@%mll \m Heese and curd

1030000 11) B@s %s fres reser@l or ¢Ooked h\fle§s and®egg yolks fresh, 0.04 (*)

1ed steaming or%olhng@ wat oul frozgp or otherwise
¢y lprese d whet er opot co%almn sadded gugar osteete/;&ng matter

(*) 1ty&®es lower llml@@anal@al dete@gat n, @ @ ©\

** for products of anirfa] origifixthe sum of trif] strob‘i&and metabo ite (E, E)-methoxyimino- {2-[1-(3-trifluoromethyl-
phenyl)—ethylidenea@--oxyr%thyl B nyl}\acetic @ (CG&H 113)
ES S

()
TS Fs & &
Calculation @the N@xu&@n Re{%lue Simits Based gn the European use pattern and residue trials as

N

submitted yithin this do dong-according to @ e OECD calculator and is presented below for
pomefn@grape and séawbeqty. @ o\%
N & S
A % AN @
'27\7 Y\g @ ° @ Q @
¥ - N
SIE R
&3 2
Yy O & 9
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Table 6.7.2-2: Summary of MRLs and MRL proposals for trifloxystrobin @ @b
Crop EU MRL (mg/kg) Result of MRL Codex MRL  », MRL propo@ ©
as in CR calculation (mg/kg) as adoptedy> (mg/kg) to gover @
1004/2013 (mg/kg) based on in2006 “U’| EU use a@impor&
new EU trials % ®) § &
submitted withi {% N é\g
this dossier a@ @ g}” A 2) @
OECD calculator Q @ \© A é
Pomefruit 0.5 03 oY <07 a7 085%r0.0 é}
Grape 5 1 % B e’ § 43 N &
Strawberry 0.5 @y N 0297 O1 o 0
S SO S @\ A
* as proposed in JMPR Evaluation 2012 S) %@ é\g Qé b@ > & % < o
> @ ) @
DTN &0 g
Pome fruit - Trifloxystrobin @ &> w\g@ N %© L § & O
SR o

N
For trifloxystrobin a MRL propos&@)f Oé%g/kg for peme ftu w@ be @proﬁe &f@d on the
new EU trials carried out accordi% to C%le usq%)atter@s s rtedQvit 'éﬂe present supplementary
dossier. The southern EuropearZuse pittern is@he cptical G& re@ant fe MR@QaIc@aﬁon, since the
application rate for southern@%rope %higi&@s than for northern &@rope@ @)
L D

i ©
Nevertheless, since US Q%que d%a e\@gﬁate @% JMPR ir@904 %ﬁ sti T@)V@g the recent US use
pattern of trifloxystrqbin in/@pon@fruit ghow oxysfobinzgesidues up_t639.37 mg/kg (see also
6.7.3), it is propose@ to nf@intaifiithe ggeent M&E of 6% mékg (Q\in CR 1004/2013) for
trifloxystrobin in/afpomefiuit 0$ak@nto ac u@ Co@x MRL of @7 mg/kg.
SRS RN AN

O N\ AN N & %,
@© @© ©) & K@j@%\a & §@
AN . SEERS
&@\ @© § @@% ©© § ©\
9 @ Y &
QS L LS
@ 9O g © o .0 @
Q O O O N D
Ve & &S
S R
@’ 2 @ & N
S Q\ & ©\
o < S . © Q@ 3
S @ &@\ O
@%
& &S
2 Q
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Table 6.7.2-3: Calculation of MRL proposal according to OECD calculator; northern European trials

©

S
No. Crop Days after Residue Plot No. !/ No. of FL- Product ntry 6§Area of
application value Study No. applic. Type @ @ @ applic.
(mg/kg) S IS
1 Apple 14 <0.02 0079-03 / 3 WG 643 Triﬂoxystro-@§\ Béi@l\m ¢ F
RA-2170/03 | #, ['& Captan WG 64 | ,_ 2 L
AN %, N
2 Pear 13 0.05 0183-04/ S 3 Tolylflufisid & < Unite®@ &@
RA-2046/04 < .8 | Trifloxystro-bj Kin&m Q
@ 68.8 Q
2N © NS < @
3| Pear 14 0.09 0154987 Y \%@ Qv & | Germagyp | F
RA-2046/04 ClRGA ro-bin |7 <
% 9| N 88 | %o
Q G s, &
4 | Apple 14 0.03 0182-% @Q sl W TolYlfluapid & @}:ther& F
N -2<0< 4 5 %,8 6@%}02;% 8-b1n land@
NS < : S
@ N O LS A
5 | Apple 14 005 m24-06§§9 S WG @57 | Teonazglp & (Pmany F
@) 2 6 oy N oxys@ezbin [&
@ S ©@ G WEJFS |
9 © O S D O N
6 Apple 14 @pns L SWZA5-998/ | @ %WG 5@ Trifloxystrecbin | Switzer- F
<, ) ol
§ <2125/99 & NN G50 land
N ¥ S ey k2, -
7 Apple 14 & 0.08 Z-204-99 / 3 @50 Trlﬂoxg@tro-bm Switzer- F
N N G ms | e B s 50 land
©
8 | Apple 145 @@).04%@3 NR210800 /|7 3 é WG S0 | Feilloxystro-bin | Nether- F
K Q@ 21 §a @ Q" |N WG50 lands
9 Apple O14 O ©03 v FRMOO%@ 93 @&WG%Q Trifloxystro-bin France F
©© ©\ NN 2007799, &Q N WG 50
S N Q9
10 Pear E> g§ 9 0,(}@1 %1_211%2_]“ ¢§ © <Z7;7’%50 Trifloxystro-bin France F
\@ | el é@% 2117 @ ~ WG 50
1| i l4g” 057 11211793 / :Q 3 Q] WG5S0 | Trifloxystro-bin | Germany |  F
. y ey NS WG 50
N | o o | S
NS L8
12 | Apple | s N 4 g 1120070419 |53 | WG S0 | Trifloxystro-bin | United F
9 Q S % o\%i 211%> S WG 50 Kingdom
%, Q" o © ©) g ) .
13 Applen( () 63 0.{“& Q\1 21 %01-T@ 3 WG 50 | Trifloxystro-bin | Germany F
: S § | 142117 @ WG 50
T s oiven | . - 7
as glven§§he Tier 1. sumifgries Q © @ N
value no. 10 is an outli tl N & )
S N @ A A
N N R O
Results (Apple;Pe@)% & @ f\&
Total number Q&ata (n?%% &J Ry 13 Standard deviation (SD) 0.025
owest resi D 0.02 ercentage of censored data 8
L idhe  « A Y P £ dd
Highest r@ue @} G (@Q 0.11 Number of non-censored data 12
Mediazggesidu@ r\% < 0.050 Correction factor for censoring (CF) 0.949
Meany D @ S 0.051
@d

&
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Trifloxystrobin
Proposed MRL estimate R
Highest residue 0.11 @ @6
Mean + 4 SD 0.150 5 @ g
CF x 3 mean 0.146 IS &@ ©®
Unrounded MRL 0.150 © IS °N
Rounded MRL 0.15 %% O & 2
& 9 & & & e
N o S & &
Table 6.7.2-4: Calculation of MRL proposal accordini@OECD calctuator, southen@%uroﬁ%n t@@% @Q}
o &, g
J 6J Q
No. Crop Days after Residue Plo@ 1/ Noxof | | @1 KR P&(@ct & c Area of
application value Qu dy Nogy® applic. %\"ype o 6 o\% w, applic.
oo | o7 @ s o ol S
N\ )
1 Apple 14 0.055 e s Rl wa 30 Fifloxysfrd-bin 4 Fran@& F
S e OO weso £
A Y
2 Apple 14 0'1Q@ La@l 16- @%@%/ U3 oG Qxystr Gin | Fohugal F
SR T,
3 Pear 14 @12 & 11 @m 03 ©3> ¥G 5 §%riﬂo§ystro-b’iqg> Italy F
@ N 21 },§ @° @ S ®®G 5
4 Pear 14 = 017 [ S1-2116-04-T/ 3&@ w&3o Esifloxystro'bin | Spain F
% & S 1@§1 16 N ¥ WG50
0 >
5 Apple 14> % 0.12 @ 83 0@ § § NWG 64| Trlexystrobin | Portugal F
v, & & 03 - N & Captan WG 64
SO S O &
6 Apple @ 4o | Qo U 018804 /S @ Wo | Stolyiuamida | 1ty F
SO % 2045%@ 2 68.8-9 Trifloxystro-bin
SN AN
@@ ©\ t @ & § N WG 68.8
7 Appl@ g@@ 14 y\g© 0.@5 01@-04 / § ® &G Tolylfluanid & Spain F
& S % @2045/@7 @7%68.8 Trifloxystrobin
" LN @ [0 WG 68.8
S O & .o
8 Pear o @4 N 0.07 @ Olo% K § WG Tolylfluanid & Italy F
NOUE N IF SN 47/* 688 | Trifloxystrobin
N S > WG 68.8
2 & & & S |
9 Pear @, @QJ @)\ 0@ \ OlS@/ Q& 3 WG Tolylfluanid & Spain F
Q | © ©© \"\ S R,%g;mm@ 68.8 | Trifloxystrobin
WG 68.8
AN NS
Las given@% Tier 1 sugn\@ries Q\f © &@ @\
AN .
o ST S
Results (Pear;Apple) (o3 N R O
Total number of dd#a (n) @% \r\@ D) Standard deviation (SD) 0.050
Lowest residuygd) % ;@ RV ©0.02 Percentage of censored data 0
Highest res'{@% D ©) o Q 0.17 Number of non-censored data 9
Medlalweg%iue ™ ©\y 0.100 Correction factor for censoring (CF) 1.000
% & SN
Mean, O~ o 0.095
‘-

&
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Proposed MRL estimate R
Highest residue 0.17 . @ @6
Mean + 4 SD 0.294 5 N
CF x 3 mean 0.285 IS o o
& S8
Unrounded MRL 0.294 IS °N
Rounded MRL 0.3 < Q @@ 2
< < IS
N @ < ©\ @ @
SN ©Q %@ QQ é\g é
@ ® Q X
Grape - Trifloxystrobin N Q @) @ & O @
For trifloxystrobin a MRL proposal of 1 mg/kg@@gra e wo@l be- Qpprop@ate of ked orgt%e ne@@EU
trials carried out according to the use pattern 4 suppé@ed ithiin t &presg.t sup entﬁfy dos%ler
@
Nevertheless, since US and Canadian re%féye da@’ ev oted b%M m 2@H4 and@tlll @jerm
recent US or Canadian use pattern of EQ oxmob /on g@pe sho t&@) bin_residuesNup to
2.2 mg/kg (see also 6.7.3), it is proed @Q\con&@r also " the,recent Codex@IRL &f 3 mgkg for
trifloxystrobin in/on grape. Q Ry < o § @)
& NN S 8 S
Table 6.7.2-5: Calculation of MI@ prok@l ac mg@OE%@alc Wlator; ﬁth I@Q&urop\an trials
No. Crop Days aftet™ emdue@ PI%NO l/ oy N&,%%f @FL— P@ro&iﬁct Country | Area of
applica@?n Salue d applic. T applic.
N (mg/kéP g Ii S @ 3
@—E‘U = S
1 Grape &14 Q? &}@% 11-2 201-T'A ® WG 50, Trifloxystrob |  France F
@ N § Q@ P25 | g, O K| inwGs0
2 Grape @ 0.42% N—ZIIS’&Q? T/ g@ 3 @é& VGE@@O Trifloxystrob | France F
@© ©\ N \ 11% 15 v in WG 50
&L O © % @y .
3 Grape O 14% & 0.38 132715 O%@ / ©3 G 50 | Trifloxystrob | Germany F
.9 N . S %1-211 @ D in WG 50
S ¢ & S N
4 &rape @14 . @ 0. 4 ol 21@-04 T% R O WG 50 | Trifloxystrob | Germany F
SN & \@ AR08 | in WG 50
5 Grape %b %* <@ 0.42, @010 O@T/ 3 WG 50 | Trifloxystrob | France F
QY O O \ 128010 in WG 50
o | O .9 © O @
6 Grfﬁ@ G 1§ \\8.14 12 10-0@/ 3 WG 50 | Trifloxystrob | France F
% Q\Q %Q 12 20@ in WG 50
7 @;ape o\%’%* Q 0% IS8 2§§f03 T/ 3 WG 50 | Trifloxystrob | Germany F
N N 010 in WG 50
8 Grape 2/ Q\ 0.18 12010-04-T / 3 WG 50 | Trifloxystrob | Germany F
@3 N ®& 12-2010 in WG 50
I'as given in th r l@nari R
** day 21 r repotted an d fogcal culaﬁ@ since higher than day 14 results
LN S
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Results (Grape) . @
Total number of data (n) 8 Standard deviation (SD) 0.132 @ N
Lowest residue 0.14 Percentage of censored data 0 ©

\)
Highest residue 0.49 Number of non-censored data . @U 8 g\@ ©®
Median residue 0.335 Correction factor for censoring (@% ) 16800 N
Mean 0.314 = 2 © 9 é\g@
© & N )

Proposed MRL estimate < @Q %@ V' Q& O
Highest residue 0.49 @ Q& . &© Q @© @
Mean + 4 SD 0.842,0" 92 Q@ & >

kb ) N @ ) @
CF x 3 mean 0.941 YN @ 6\ AN
-2 IR S S
Unrounded MRL (@1 @ @@ 6@& 3 @ %
Rounded MRL 1 @%3\’ @ Q & S @& ’

Y
Q
T

S &

L
ST SO

@ SN0 S OO SO
Table 6.7.2-6: Calculation of MRL propgsal Soordipgito D c lato %out E %ean tl@lls
8 2
& O 2
Y
No. Crop Days after Q@sidu% tNo.@ 0. f)f D FI@@ @%duc‘l\ Country Area.of
application {7, value, Wtud @ ) 2 pl@& l@e @@) applic.
G (migke) T T} S

1 Grape 14@ &.22 @J 11-@}4-01-@? 3 \V(@% i Trit@gystrob France F

N % © §1_21@% S Y N G50

N q

2 Grape éﬂ* @7@ Q\ﬁ@ @1—2@ 2-"["&C & WG 50° %iﬂoxystrob Spain F

@ § Q@ 2114 §a @ Q & in WG 50
3 Grape I@§ 0.14% Q’&L—ZIM-&@T / ? 3 @& \Q(\?JO Trifloxystrob Italy F

©© @\ 6 |y 1AM N in WG 50

Q 2

4 Grap@ 6@@ 21*‘:4\9© 0.39 1 ],—§@14-04 N B WG 50 Trifloxystrob | Portugal F

& N 5@ A | SH2® o) in WG 50

D

5 | A Grape @@4 § 0@ 12206 1-w§ ©° | WGs0 | Trifloxystrob | Italy F

OQ\ <\ N é 201} S in WG 50

Q . v

6 Grape D % Qy@ 0.5@ 180201 1-0@1" / o 3 WG 50 | Trifloxystrob Italy F

G Q § @@ \% 12-2011 @S in WG 50

Q . ® S)

7 Gra@@ < 14 ©® N0.20 D 12-2Q11-0 / 3 WG 50 | Trifloxystrob Greece F

N > @\ %Q 51220 in WG 50

D 5
8 @ape . G~ Q> 0.@ @’2-20"@0})}4-T/ 3 WG 50 | Trifloxystrob | Spain F
N 52 i

@ % @\ @i o2 011 in WG 50
9 N Grape [ § L 0.15 Q @01 1-05-T/ 3 WG 50 | Trifloxystrob Spain F

§ Y@ & 122011 in WG 50

@ I 4

1 ; ; ; S K
as given in the er 1 su&snarle )
ts r calc

* day 20/21 r r@ted antused fo @n since higher than day 14 results
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Results (Grape)

Total number of data (n) 9 Standard deviation (SD) 0.135 @ @©
Lowest residue 0.12 Percentage of censored data 0 ©
\)
Highest residue 0.51 Number of non-censored data . @U 9&@ ©®
Median residue 0.180 Correction factor for censoring (@% ) 16800 N
Mean 0.226 = 2 © 9 é\g@
© & N )
X @ & o @ x@
Proposed MRL estimate . <®Q %”\9@ N) é\ﬁ O
Highest residue 051 @ Q& . &© R @© é&
Mean + 4 SD 0.766.0" N &2 S o >
CF x 3 mean 0.677 3 AN (04 6\ v <
nrounded MRL %6 @ %, N ] S
Rounded MRL 08 > |&’ Q@ & S @% & "

Strawberry - Trifloxystrobin @ o ®\ § @Q S

& SIS G LN
A total of 26 residue trials condyctedwoii stra& Eu arglavailable: 9 om field use in
the northern European zone@@trlals\fron@eld use’in the soutle Eggopean zone @d 8 trials from
greenhouse use. The MRL calcu epat@ely with t}@ﬁeldétl%?ls agyg the indoor trials;

the indoor trials showmg\t%% hi % tre@g (§ 0. 4gmg/k@ . @ Q‘%

Based on the indoor trigls fo ox?@trobn@aM @of '@ng/ for&trawa{@is proposed based on
the new EU tr?@ame ut@ccor g taythe ge pz@ttern a©suppdrted within the present

supplementary do. é \ @\9 @

Nevertheless, é%e I@\remdue dat, Valu@d b M 1n 2 sho%tnﬂoxystrobm residues up to
0.50 mg/kg (@e al@§6 7%@1‘[ propo secf”%to 001@1 er ropc@d Codex MRL of 1 mg/kg for

S

trlﬂoxystro@n in/on strawberr&ﬁ@
S NS @ @ @
A @ @ Q° @) "”\9 .
o \ \

R éﬁ@é\& -
& %@%& (S
QS L LS
o O ¢ .09 o O @
A N
S\ L 4+ 9 @
& Q@" Y
& SRS &@@
= §@°@Q@@
S @ﬂ&@\ O
@%
@\%%é@j@@Q
% Q



B
Bayer CropScience
R

Page 155 of 197

2013-11-12
Document MCA: Section 6 Residues in or on treated products, food and feed
Trifloxystrobin
Table 6.7.2-7: Calculation of MRL proposal according to OECD calculator; greenhouse trials R
L
No. Crop Days after Residue Plot No. !/ No. of FL- Product Chuntry 6§Area of
application value Study No. applic. Type @ @ applic.
(mg/kg) S S
1 Strawberry 1 0.091 12-2014-03-T / 2 WG 5% Trlﬂoxystrob Ger?@\w & G
122014 | {% in WG 50_ \@ L
)
2 Strawberry 3* 0.082 12-2014-01-T /Y 2 @50 Tr1ﬂ rob @elgi&{g@ &
122014 o § ISENES
4 )
3 Strawberry 3* 0.096 12-2014-/ 2 Q W%io T&% ob nce @ G
| 2 e ]y
4 Strawberry 1 0.12 12,2014 0415/'9/6 @ %MG %Q Trl@ str §’Gerlg'c}ﬁy G
52201@ R, N GSO
O <\ «
5 | Strawberry | 0.13 1212@4 /@ 2R GSO nﬂoxy®ob @reec@ G
&%120 N % in WG 50
S RN N
Pl u ; fua
6 Strawberry 1 O.IQ 212082, T/ [ 2 &”\9 Tedhoxys ly G
&© %%112\@0 N \@, @@ S W &
7 Strawberry 1 QM & 11- 0-01-@ {@VG 5(©@ Trifl@gystrob [ Spain G
@ | g led & O @eR
8 | Strawberry 1w 027 891-2120-03-T/ 2&@ WEs50 f‘}rlfloxy@)b Portugal G
N 1&120 Y N o7 in Wi 50
g | O AN
Las given in the Tier 1 summaties 2, S
* day 3 results reported an%sed for@culat@l s1nce®gher @n day, @esulté% N o\@
o FETFe 0
Results (Strawberryy & D R N N 9D o gé@
Total number of @3ta (n) @ A @ %tandaﬁ@deviatig (SD) N 0.114
Lowest residue =~ Qp R 0.082- 9 Perg@age 0f®ns0g§(@ata 0
Highest r@@i@e Ko @041@ Number g@bn-cen@fed data 8
Medial@due @@ & 0425 @%Hect@p factofJor censoring (CF) 1.000
Mean & > A @i 6
N) S Qy O
2 oo
Proposed MRI@;stlm @© O o O @
nghestre51d1}) ) @ N Q) O.@@\ @
Mean + 4 Q\@ 2 00.(@7 9
CF x 3 réean N L Ss10
Unrotnded MRL  « ° ) @ 0.62%
Rounded MRL @ (@) QY
@ T
PR ) SR
@ < Q" & ©@
& &S
S o ©
@’ @@ @ o v
S
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Table 6.7.2-8: Calculation of MRL proposal according to OECD calculator; northern European trials

&L
No. Crop Days after Residue Plot No. !/ No. of FL- Product C try é§ Area of
application value Study No. applic. Type @ @ @ applic.
(mg/kg) S NS
1 Strawberry 1 0.13 11-2128-03-T / 2 WG 5% Trlﬂoxystrob Ger?@\w & F
2 | w0 mWGse ] L 9w,
AN L N
2 Strawberry 3% 0.096 11-2128-04-T /\Y 2 @ 50 Tr1ﬂ rob @elgi&{g@ &@
S & & 4O
4 9 )
3 Strawberry 3% 0.089 2 Q W%io T& % ob Konce @ F
0 f@% >
~N | @ 9 QO
4 | Strawberry 3* 0.070 | 11212801 ¢ Q@ L WG i&@ Tn@ strob | Ger@ F
1- 212@ é\g & 4 G 50

G
5 | Strawberry | 0.15 égz 201@4 T§< 2 Q G@so @nﬂoxy@)b @élgiu@ F
&%ou\ < o \@ in WG 50 §

S ¥
6 | Strawberry 1 0.1Q@ @}012 03T/ ', 2 %3 W T, Qxys Ffance F
&© %g 12; 2\@ N \@, @@ S W &
7 Strawberry 1 @)38 2 12- 2-(%@ 4 @VG%@Q Triﬂ@?strob [ Nether- F
@ % @2-201 @ Q @ G %& lands
N J
8 | Strawberry 1w 015 [092-2012-05-T/ @1 weso rifloxystrob | Germany F
o S S 1@%012 Rl Qe e 345 50
. S
9 Strawberry I % 0.081 % 12 §T/ § %2 \QWG%'@ T@;{ystrob Germany F
o g [P D] es
l'as given in the Tier 1 maries @ @ @ 2
* day 3 results repo @for calcu atloﬁ\gmce h%her tba@ay 1 gyﬂts @@

@\& N
o & &K@j%&©§%

Results (Straw@rry)@;@ «:4\?© L9 o e @
Total nunﬂt{@@l@of data(n) R, ‘?\9// @ 9 O | standard d&iation @D) 0.040
Lowes;,/é@due @)@ Q) 0038 @rcent&ge of cefjored data 0
Highest residue Q) A @15 Nurgber of neh-tensored data 9
Median residue % \ & \0.0%@ Co@%otior@ctor for censoring (CF) 1.000
Mean NQ & € (@3 0 /"@5 \@ @S
R
ProposedﬁgﬁL estimate § %:' @
@
Highest?e%idue “’\ 7 R §O 15\(\
Mearks 4 SD WSS 0@
CF >3 mean @ < 00@1 5
Unrounded MR&,@ @ q Y Q315
Rounded MR,@ B @ e @ 0.4
QXN W
&eoE
<
N O @ N
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Table 6.7.2-9: Calculation of MRL proposal according to OECD calculator; southern European trials

&L
No. Crop Days after Residue Plot No. !/ No. of FL- Product Chuntry é§ Area of
application value Study No. applic. Type @ @ applic.
(mg/kg) S S
1 Strawberry 1 0.11 11-2129-01-T/ 2 WG 5% Trlﬂoxystrob Frﬁ@ & F
219 | w0 mWGse ] L 9w,
2 Strawberry 1 0.20 11-2129-03-T /\Y 2 @50 Tr1ﬂ rob S Ital&@ &@
o 4 &1
3 Strawberry 1 0.20 2 Q W%io T&% C§b Spain &@ F
D N [ @ & 9
4 Strawberry 1 0.15 1§29 0415/'9/6 @ %MG %@ Trl@ str ~ Italy F
12126 R & 4 G 50
O R, =
5 | Strawberry 7% 0.083 égz 201 @ 2 Q| weso @nﬂoxy@)b @pai@ F
&%om\\ 5, @ inWGso
@} & N RSN
6 Strawberry 1 O.ZQ ({%}013 &a / é\ 2 o [ W Tédoxys @ain F
@) 122 3 S i W &
& o N N
7 Strawberry 2% 61 el 12 3-(;%@4 <©VG5§©@ Triﬂ@?strob ~ Spain F
o .| L | §NG 50
N J
8 | Strawberry 1w 017 092-2013-04-T/ @1 waso rifloxystrob | Ttaly F
o S S 1@§013 Rl Qe 5mwzgso
R &
9 Strawberry 4% 0.13@@ 13@3&1"/ § > N Y WGS0 T@J{ystrob Greece F
q
& g 1220 O] & NTPWGS0
"'as given in the Tier mmaries § @w N @ )
*day 7,2 or 4 resw@ repo andwysed fokealcutation s@ hlg$@ thar@ay 1 ceiits
NS N
¢’ @ o & ¥ o &,
Results (Strawberry) @ v . 8 @S S
Total nunfbgr%f data(n) v «(\% @ 9 N wndarQég@iati&g%@?)) 0.057
Lowes@idue @ . @ 0861 Dercenthge ofoce@ored data 0
Highest residue @ & (&N . Q'B U‘r\, Nu@er of now-censored data 9
Median residue @5)@ E é{g@ Z;\g 0_015&@ Coﬁéctior@ctor for censoring (CF) 1.000
Mean @ (@Q F© @ 0@8 § § @
Propose L estimat N) 5
p %/W A @ Y X
Highest résidue D £ V0239
Meai 4 SD NS &7 0

CF x 3 mean ‘& <©

&

33
Unrounded MR&w 8 & Q Q),445
Rounded MR@ N & @ 05
;Y S

9

o

@ o

S
NS

7
25,
9
by
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D
CA6.7.3 Proposed MRLs and justification of the acceptability of the levels \@ N
proposed for imported products (import tolerance) & @Q @
& ©L©

N
Trifloxystrobin was evaluated by JMPR (Joint Meeting on Pesticide R%ldues) in 2@ 012¢

including the crops / crop groups pomefruit, grape and strayberry. \ NS
Since Codex MRLs are higher than the MRLs calcul based on @%brmtted El@\zﬁha nd @
supported within this dossier, the relevant JMPR eval&atlons are su@rlsed bel%@and req@med&
to take into account these Codex MRLs and the useg@ non-EU ctrles Q Q @ LN

2]

The Meeting agreed that the residue definition forgnforcement putp os@for ;@1‘[ coémlodltles shoty
be trifloxystrobin per se and that the residue definition fo nsi cg"atlo g Rtary int ~<\~ ld

consist of the parent compound plus CGA321@\13 (eessed@s trlgwystngb ne alemg) o
6

% S °

Pome fruit % . v @ Q S @j @§
% \ \ S N
. . % \
A Joint Meeting of the FAO Panel of, per@@@n P s@:lde I&md n FvQQ a e E@irom@nt and
the WHO Core Assessment Group ( he@b n R@le 1n
Trifloxystrobin was on the age for ﬁrst Tevi W, 1ncl ng Q?’\ use@on efﬁut, and the
meeting estimated a MRL of 0. / @ﬁ)r t rop up. @ ©© @Q >
An excerpt of the JMPR eval r. 4 i élven bélow: < @ % (S
AN 9
@ v S

@
Pome fruit \@J) @ @©§ . R @ v\?

<
Trials were c::rnductegg::rn d@ dnalzpean nd C\@ada%@um&%om@ﬂ"md and the USA.
The w,? agreed to ~Cw\ ng e daa§e ts @93‘?@5@ and ;@n frc%m two trials in Australia

42 trials in Eup tricdg r1ca antkQ6 t in andd @nd the USA. The residue
concentrationgCet t nstr&bm 5€, 1Ndl!k *erder@ere (Qg ), < 0.04, 0.04 (five). 0.05
(six), 0.06 @ 7 (egght), (& (t& %? {fo@} O 1 0.11 (two), 0.12 (three), 0.13
(four), 0.14 1re€@’{} INx&o)@O 6 (fwo), I[Ih @D 19 (three), 0.20, 0.21 (two),
0.22, 0:2570.24, 0.26,49,30, 03, 0.34¢w0) @d 0. —14 mg @Th I@miue concentrations of the sum of
mﬂg@ro}:m and A3 13 nes»ed as @ X WAL bmé%l ranked order, were: 0.03 (two),
< 0.04, 0.04 (fivelh 0.05 ‘Njve), :Q;Dﬁ {f@} 0 &\I’ (e ht), D@{thﬂee 0.09 (four), 0.10 (four), 0.11
(two), 0.12 (thregy. 0.13 Ythre %O IEN{i ree regl, 0.16 (two), 0.17 (two), 0.18 (two), 0.19
{four), 0.20 (tvép), L'II” thre 23 %34, D”G 0. %% 31,0.37, 0.41 and 0.44 mg/kg.

@‘leet lecl ﬁ\%’amx@n m&@w e»@jof 0.7 mg/kg and an STMR value of
0.11 mgf g Yor T’EHldI.IE @&w strg;@m E@@'ﬂ? @

(Pestlcld§ sidues in foad 2004QV%U S 2@@ PART I - RESIDUES. Joint FAO/WHO Meeting on
Pesticide Residues. h Ot@mza @u F(@md Agriculture Organization of the United Nations.
Ronig, 2005. Page 1 @

While the hi st r $ 4 ﬁ/k t@ trifloxystrobin was found in a trial conducted in Europe
with 10 apgisCati \ at as/hac¥37 mg/kg is the highest residue found for trifloxystrobin in
the non—@lrop 40 trla@ This» US trial is still valid to support the recent US use pattern of
triﬂox@obn‘& omefi

Therefote iteh poséd to, rmmtam the recent EU MRL of 0.5 mg/kg (CR 35/2013) for trifloxystrobin
m@po it or'tb co@der the Codex MRL of 0.7 mg/kg.

&

’7(
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Grape o
>

A Joint Meeting of the FAO Panel of Experts on Pesticide Residues in Food and the Environ 3 n<§§

the WHO Core Assessment Group (JMPR), was held in Rom in 2004. )
Trifloxystrobin was on the agenda for a first review, including the use in/or@rapes and tﬁe meéting

estimated a MRL of 3 mg/kg for grapes. % § @\ 2
An excerpt of the JMPR evaluation 2004 is given below: N N .9 ‘&
B ¥ ¥ Y 9 S
erries and small fruit o Q @ N é\ﬁ ®
Trials on grape were conducted in Australia, Cdn:@ France, G@]am Green@@tdh %utl@rma@g}
Spain, Switzerland and the USA. @ Q @ @}
In summary, the residue levels of mf OXy er in per. m 3 ) trials 1@Auat®m Elﬁ@pe Y§lth
Africa, Canada and the USA, in ranked on:l@ ver CII {}&ﬁ 03 &Q CII Oﬁ threg), 0.08
(twao), 0.09 (three), 0.11 (two), 0.13 (twoy, 0.14 [@01@0“1 [% 0@°
(two), 0.29 (two), 0.33, 0.36, 0.61, 0.62x ] and 1.2 e Tesidye co ntrdtmm of

trifloxystrobin and CGA321113 e&.pr@ﬁwd K\nﬂo \troba@ xer@“&: 03 04 ur )l DS ee}

0.06 (two), 0.07, 0.08, 0.09 (three}@l {{%o} {} %@ r§Iﬂﬂ%«\a};§@1?@, 27 0.26,
a§

0.28 (two), 0.29, 0.30, 0.33, 0.36 ‘& (W, ﬂﬁ%ﬂﬁ—l%ﬁ S W\?

The Meeting estimated ma iflim resiiue e]cu %ngf and @ ST of{}%mgj]\nfnr
d@ wif L85G Qe

residues in grapes.

Q &
N 9 & @@
(Pesticide residues in food- 5@4 EV@LUA@?ON 04 &AR RESI&ES ﬁnt %@/WHO Meeting on
Pesticide Residues. World Heal @ygan%atlon grlc re Qrgamzatl Umted Nations.
Rome, 2005. Page 136@%64)@) @
S @ $ & <

&

Since US and C dlan®%31dde§%ta %Valua*tgd by f@P g 004\are @covering the recent US or

Canadian use Ié@e triflo stré@n 1 and shi xysttobin residues up to 2.2 mg/kg,

it proposed t@con%&r t e@ecent@odé‘& RI@ f 3 /kg r triffpxystrobin in/on grape also for
X

Europe. ¢, @ @
S o @’ Q@ N
'S & O &@7 o S O
Strawberry Q\) & éﬂ \@ @;\7\ N
A Joint Me tin of th O @ 1 Xpe %on 1c1 esidues in Food and the Environment and
the WHO roﬁp (IM{ was FAO Headquarters, Rome (Italy), in 2012.

Trlﬂoxyst%llnn was on t@ age@a Some @?) udlng the review of strawberry. While in the
JMPR ng of 20 @f tridd xygg in fi, Switzerland was observed, which resulted in a
Codex of 0.2 f /kg, th m&tmg 1 @ >valuated the additional uses of trifloxystrobin in/on
strawherry in Aust$ e USA, r %ﬁm a MRL proposal of 1 mg/kg.

An \cerpt of the JMPR@Valuz@%n 201 is i@en below:

@* S
RS ©
N
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Strawberry N
| Ge &

Based on the Swiss GAP (3 = 0.25 kg avha. PHI 14 days) and five European supervised trials, ‘the
2004 JMPR estimated a maximum residue level of 0.2 mg/kg and an STMR of Gy mg/kg. @®

The 2012 Meeting received additional residue data from the U§ and Austratia. 1@
Australian trials were carmried out with 3 x 02 ke avha and did pgt match th @AP@\ X ¢
0.15 kg av’ha, PHI 1 day). The registered GAP i the USA i1s 6 x 0.11 ¥g ar’ha and aQ-day PHL I@a
eight trials matching GAP conditions, the residue leve@f trifloxy 51@%111 per se \@’ % =§): 0.1®
0.19, 0.20, 0.28 030, 044, 047 and 0.50 mg/k; he resldU@@oncennanm@ of thp
tnﬂom,‘strobm and CGA 321113 were: 0.23,0.23, 0.g5> 0.31, 0.36.047,0.51 an Eéxl&g @@ @Q}

The Meeting estimated a maximum res@lex el of 1 mg/ kg@d 'm@' \E@f 0.335 mg-‘@}
for trifloxystrobin m strawberries to replace the fotmer remm@ndaﬂgn @ 6 A N
& & O 8 S
(Pesticide residues in food 2012; EVALUATIQNS 20@ Rél» R@)UE@JO &O/@ ﬁ@g
Pesticide Residues. World Health Organizatiag, oo‘d@nd Agﬂcultl@ Organ%anon&the United ons, ©
Rome, 2013. Page 2052) @} \ §

BN
Since US residue data evaluated b&R%a ow\ﬁﬂ )@ro 651c$p& 50@mg/kg and

the OECD MRL calculator leads €Qa p § , it @ ropééd t ns1e§%’thls Codex
MRL of 1 mg/kg for trlﬂoxystr@m m,l\g str S0 f@ @ “

O

CA 6.8 Proposed@safet&te@gﬁls @ § ‘@@ %@y)
N g
Pre-harvest interval (i t(%n\day@or e@j:h re@ﬁlt @Z p § . R §

According to the pgoposed @es @’Tnf@xyst@m g@ 50 t@e pr&sedﬁpre-harvest interval is 14

days for pomefm %pes anl d@@)r strawbe @ & @@
O

\N
Re-entry per@ (in @ys) for hve&ck t@érea&;o be@raze§
It is not refgvant t(@deﬁnve\”a re@ntry erlo r 11\/§ after e trlﬂoxystrobln in/on pomefruit,
grape al@strawberry, @ce t cr(@are no nte@ded te grasge by livestock.

Re- entry period f@\nan@o cro@f bull@Qng%g spaégs trea@&\d

Trifloxystrobin & appl &ps @mch fgay rgquire @entry activities shortly after application.
Exposure estiggates @& 1ch e méade u@r th@cons@vatlve assumption that foliar dislodgeable
residues do ot deé@éde ghow QQ}t thespotential warker exposure is within the established AOEL,
1ndepende% from the use™or n se efproteéve clthing. Nevertheless, it is considered as a general
rule tha@%a‘ced areas @muld@ot be@lter@bef&r\e spray deposit on leave surfaces has dried, unless

prote{\tjlve clothing @rom % @ @K @

N
Withholding pé;:god (1n@ay&@)r a@mal f&@mgstuffs
Not relevant usec% feediwrg st ef%?r)e%arvest

Q
Waltmg@rlo fore@own&g&r planting crop to be protected
Theret&ge no SO “@altlng periods to avoid phytotoxic effects on succeeding crops following
the of @loxy bm
Waltl@enod (in days) before sowing or planting succeeding crops

Based on the available data (cf. CA 6.6), no waiting periods beyond normal agricultural practice are
proposed for succeeding crop to be planted.
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CA 6.9 Estimation of the potential and actual exposure through diet and othgép @§
sources > @® S
& ©.8
The Acceptable Daily Intake (ADI) and the Acute Reference Dose (ARfD) for trif@ys‘cr@}@ﬁn ag,
published in SANCO/4339/2000 of April 2003, are sumn@ised in the t&% below. y;\ N é\”

X Q@ @@ § %@ §@
Table 6.9-1: EU endpoints of trifloxystrobin @ &© é\g Q § c&©
Active substance | End-Point Value Study R Sa ference\\)
(mg/kg bw/d@ N @@) fac@l s&
5’ @ > v E
Acceptable | 0.1 @ V2-yedtorat spidy ﬁoo S NCO/ 39/2000
Daily Intake i\ @ZE,Z\ﬂ @ﬁ E§> v Q @% & °
Lo |@DD S 7 @ &% S &
Trifloxystrobin = e nallog@.@ed ot e&ssa&@w RIS 8@60/4@/2000
Reference @ & & to P@acu § @ @
Dose (ARfD) § @ S| tokieity @@ @Q S %@2
& @»@ @ﬂox bi& @ @Q BN
N e T O & o .~ ©
Chronic (1 ) di t@% po @}%l Gon T S 7 &
ronic (long-term) dietary exposur cujation N %,
S RIEENIISS

@
The consumer risk agiessment wa f@rform@d Wi revf&gon 2 &the HFSA Resticide Residues Intake
Model (PRIMo). Tk& calculatio “@ the (&t g-tedn ex@ gghronm@xposﬁre) is based on the mean

consumption dat pres@tatlv’g 22wnational diets%eolle frofy M eys plus 1 regional and 4
cluster diets fr(&g@t};ﬁ—lo G‘EMS@J,Qood bases for thédcute

large portion pnsundption dara frof19 I‘i&tlona@%ts @ecte

©
& N
For the @ojmc €xpos ca@a‘uo@r gr%e t&@@ne re a'e value of trlﬂoxystrobln derived
from the trials submi@ed within this® dossier is 6S€d, nmltlplle@ by the respective conversion factor
from enforcement@\msk SSessmiat. Foppomgf] fruit and straaéberry the median residues of the sum of
trifloxystrobin andCG 32 ar%ﬁ;ed a@ubh@d ipythe IMPR evaluation 2004 and 2012, as
these values are %gh%@l t§ ne@@sultmg fror@he t§§ﬁ submitted within this dossier.

Table 6.9-2; ﬁmmary of *m@@sndu@vels @ @©

crop @’ ! Rgg@ Q\y ED ST@ o Conversion factor | EU STMR Codex STMR
Q\ TFS & Q| (median) (sum of trifloxystrobin +
B Ro @ . g [m@] @ trifloxystrobin | CGA 321113
N ¥ & 9 +CGA [mg/kg]
%y & @@ @ 321113)
& ° [mg/ke]
Pomefruit & %rthe;:\n;@urope 0. Qé\\(@ 1 0.05 011
N Ssoutherni Eurdpé | 0.10 1 0.10
Grape ~Q" &Y noxthern Exldpe | 0.335 1.1 0.37 0.15
S O | southernEdirope | 0.18 1.1 0.20 '
St@@eﬂy @@w Trdoor 0.125 1.1 0.14
N northern Europe | 0.096 1.1 0.11 0.335
@ southern Europe | 0.15 1.1 0.17
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For certain other crops assessed in previously issued EFSA reasoned opinions (EFSA, 2009 to 2013)

the median residue values and the respective conversion factors are used if applicable. Far'the @6
remaining commodities of plant and animal origin, the existing MRLs as established in Annexg&II andy

IIT of Regulation (EC) No 396/2005 (Commission Regulation (EU) No 1004/@?3 of 15 Oct@ 2@

and No 508/2011 of 24 May 2011) were used as input values. 7] \
Although in case of the MRLs, the metabolite CGA 321113 is not 1nclt@ the calcvi@mn u@ng

MRL represents a worst case, since the MRL values a%enerally hléer than the d1 mdL@ f @
trifloxystrobin multiplied by the conversion factor t& a commodat@r res1dues llteé@GA

321113. @ $ @ @
) N & &
The input values used for the chronic dietary ex&re calcula&n are @mmqgjr%d Q@able@@ 9- 3@@

Table 6.9-3: Input values for th d t
able nput values for the consumer dieary eg&@%ure@ssess@ Q oy

& o °

Commodity Input value C(ﬁ%gnent o \@ R N ~ @g @
(mgkg) ¥ DO
Pomefruit 0.11 f@/ledg\t%re&dgégf rlﬂQgc\ystrQb@and @QASQ@B‘ Jl\@ / Cédex
Grape 0.37 O MeHian resiie Tyloxystr@bin EUtials dbssier X€F 1.1,
Strawberry 0.335(\& Mcdian residue Trﬁ’loxy%obln ,@1 CG@fl 11IMPR¥Codex
Horseradish 0.04 GdediapResidueCF 16y EESA Joual 204371 1(8):3349
Parsley root QG . MMediarrresidae * CE 6 EBSA Journal 2043;11£8):3349
Beans with pods %02 . | Mgdan residue _EFSA Journal 2613;1144):3199
Spring onion 2, 0.040° | Nipdian f@sidue *©F 2.6 EFSAJournal 201290(9):2873
Globe artichoke ~ 0.Q7 Mlediadvesidyg, EFSA Jourhial 2012,40(9)2873
Aubergines @ Med@n res@fé LERBA J6urnal 2011;9(1 191973
Blueberries T @ 78© Meian ra@ue s@?SA s&%?énnf@f{epo@?ow) 273,1-27
@ & @ e mediairres @glven@ the report is 0.63 mg/kg, while the calculation
N Q) Rof thesgported residue vifues leadls to a »‘EZ‘ ian of 0.78 mg/kg)

Brussels sprouts,O ) 0*]: Go\\ Megian resifue * CFY.3 SA Sgientific Report (2009) 273,1-27
Head cabbage & & .05 Median r@ﬁdue * ©F 1.7 EFS A, Scientific Report (2009) 273,1-27
Lettuce, scagole, herb” 5.5@ Mediastxesiduazy’ EFSA Scientific Report (2009) 273,1-27
Celery < ° v O Mediartesidue * 3 EISA Scientific Report (2009) 273,1-27
SwedesQunip, salsify, @f ~ @p2 S Mgi@n res@due * €F 2.0 BESA Scientific Report (2009) 314,1-27
parsnip N x| N
Kale, Chinese cabbags 0.66> MediaWs1du® ER§A Journal 2010:8(6):1648
Other commoditie§f Q‘% % Msee, Commi atlon 1004/2013 of 15 October 2013 and
plant and animapprigin® © 50@01 1 %Z M&g2011
Conversion Faﬁ%r (CF)g%nly @ for%glculat@lb 1@@% if r@dues of CGA 321113 above LOQ

.9

@ @ %
The ca@a‘ted exposute wis then coﬁed ith the toxicological reference value derived for
trifloxystrobin (seq&@ble 9-1). @e res@lts O%he intake calculation are presented in Table 6.9-4.
S N

No long-term c@ytsumer intak& concéens were identified for any of the European diets incorporated in
the EFSA P@Mo.{l&@to‘c alculated 1nt ¢ values accounted up to 9.1 % of the ADI (WHO cluster

diet B). %, S = @

o O
It can lﬁ@:oned that the@)posed and existing uses of trifloxystrobin will not result in a consumer
expo@'e e A§h toXicological reference value and therefore trifloxystrobin is unlikely to pose a
cc@mer@ﬁ@alth 11

&
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Table 6.9-4: Trifloxystrobin EFSA model (2.0), TMDI (based on MRLs as published in CR 1004/20% and CR 508/

Table 6.9-3, and an ADI of 0.1 mg/kg body weight/day)

4@

@@

L@
Z&Oﬁ or the input va{@s glv@@n

°

S ©@

Sk VO
K W Q& @& 0\ % %
trifloxystrobin . ) x @ @\ &
Status of the active substance: \[Code no. @, ”/O)n @% @ @ @
LOQ (mg/kg bw): R__lproposed £8Q: ‘\ Q& Q \ ©
Toxicolqg?&,al end poiits ©° (Q\\’ \§ @@ \¢
ADI (mg/kg bw/day): Q\m oJARD (Mlkg bw}\ < @, s»\\y@’ \ © @) ©)
Source of ADI: & @ K ource of Q @@ @ % @
Year of evaluation: @ & Year of on: (\ N o & @&
a A T~
Chrenic nsk@ss%sme@f@ K < A 2 x
5,V MDY (rBRgeTin % (%X% w\\?\ &Q 3\ Q
% miNimum - maxi @ ?& y& @
o
{i\ 1 QAA @ °
No of diets exceetung ADI: \S) -@ (‘\\/> ((‘X@ xr(@K\ &
Highest calculated Highest contrib % 2nd contfibutor to @comribu @ pTMRLs at
TMDI values in % to MS%@ Commo et dlty / t @Q MS. Commo@ LoQ
of ADI MS Diet (in %<0 groyp of ¢ mmodm%% A; of ADI p of cormm@ (X (in% DI) gréup of commodities (in % of ADI)
9,1 WHO Cluster diet B @ @ ~ Tomatoes @UO,S ° 2@aﬁf/e and wine grapes
8,0 DE child @ 1 4 \ me fruno @ 5‘ Cltr fnJ|t @ 0,9 \ Passion fruit
74 NL child & Gitrus f &@ @ Y\broad- &?@1%) N @%& Pome fruit
6,5 IE adult K @) Ci fI'UI Ssion frui Other leafy brassica
55 ES adult @\ g»\ké \ @ Cltrus féi @ S 04 Tomatoes
55 ES child [éttuce @ \ @ Citrus fi & 0,5 Tomatoes
53 WHO regional European diet 1@& Lettuce & @’ \ % toes @K @ 0,2 Citrus fruit
:,s; rTR :joziltdler ‘ with pods)% && T ik a‘nd cream, \ 8,1 '(Diitrushfruit
, adu omal , eaches
4,5 WHO cluster diet E % %}Ie and w@/apes @\ @I}W @@ 0,3 Scarole (broad-leaf endive)
4,2 IT kids/toddler 1 6 Lettu oes 0,3 Peaches
4,1 WHO Cluster diet F @ % omatoes )\&’ 0,3 Citrus fruit
4,1 UK Toddler @ L @Q beet (.roo@ ©) Cltrus 0,4 Milk and cream,
3,8 NL general ettuce \ broad leaf endive) 0,6 Citrus fruit
3,7 FR all populatiol Table a@me grapes@?& 0,2 Tomatoes
3,4 DK chlld Izett & (:X ome frun 0,3 Cucurbits - edible peel
3,4 WHO er diet D atoes ( 0,4%X Herbs 0,3 Wheat
32 UK Infa . 0 8 |Ik and e @ 5 Sugar beet (root) 04 Citrus fruit
3,0 SE general population 90th perc&@@ © Cltru @ @ 4 Tomatoes 0,2 Milk and cream,
3,0 FR infant WI pod @? 0,5 Milk and cream, 0,3 Citrus fruit
29 PT General population @ Tab e and wi 0,4 Tomatoes 0,4 Peaches
2,7 UK vegetarian @ Al @) Lettuce @ @ 0,3 Table and wine grapes 0,3 Citrus fruit
2,5 UK Adult & @ Lett °X% 0,4 Table and wine grapes 0,2 Tomatoes
1,8 Fl adult N @ o 0,3 Citrus fruit 0,2 Tomatoes
1,7 DK adul@ \ Table and M@apes 0,2 Tomatoes 0,1 Pome fruit
1,5 LT 3@5 @% @ 0 3 @@ Lettuce 0,3 Tomatoes 0,2 Pome fruit
1,4 J’&g eral popul@ @) Tomam 0,3 Pome fruit 0,1 Table and wine grapes
\S3
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Acute Reference Dose (ARfD) and acute (short-term) dietary exposure calculation

o

As trifloxystrobin is not acutely toxic, no Acute Reference Dose (ARfD) was set. Therefo@ N0

calculation of the Short-Term Intake (acute risk assessment) is performed. Q\ 3
@ @ @
. ~N IS
CA 6.10 Other studies S
. . - S o & @
Residue data on trifloxystrobin isomers % N e X
» . . . Y . . O @ @
In addition to residue trial data available for the representative cropspdme fruit, e arav@erry, &
residue trials are available for trifloxystrobin and @momers anQ GA 3211 and% 1so@er (%\
further crops. Although these trials may not cover th¥ critical GARS fordjre @ps inkEurope; Sthe datz
are summarised within this chapter to provide er 1nforma;%n on @e ratio of t& Xyst@@bm@
isomers and the residue levels of the isomers %trlﬂogstrob@» nd QEA % 13.O \
1S @
Further residue trials including isomer an@gsm W@j becd@ne av&ble 1@fut@g and @ay @bn@wd
on request when available. g\a \\ @
@ &
10-1: Q
Table 6.10-1: Residue trials conducted "% geog}aph re %@ and tV\S?etat@a»perzgp )
Use @& No? of tQ@ls @
Type of . N
. Crop pat@n a eglo%* ) Ré@‘}t N&y Ms51er ref.
%%
formulation AFS - él @ 2@ é@@ @%ggz .
. . 0 g/h Q
Trifloxystrobin . AN < g . @09— 5 in
WG 50 Olive a C&\JS— §-EU@ 4 @ - -Q M\‘I§)ll/044ff M-421645-02-1
’\ & & %
AE C656948 % @
& Trifloxy- | Haps | 5150 g%@ Neu s A0 & MR”%%Z M-421645-02-1
strobin SC 500 | g N QMRY
Tebuconazole & Y @w & .
Trifloxystrobin @§§r‘rl;§f? 3;@0 gh SEY |0 [ | @ §5R211 | Ma21645-02-1
WG TS o il PP N 6 §$ ©<§ i
Tebuconazole Y o 9 .
Trifloxystfabin jﬁ?d @ ghch SEG | 10| o | & | gliien | M421645-02-1
s e
Trifléxystrobin | . 1 2 x 625 S o
WG 50 @I@ps . @—E% S 1N - 10-2174 M-443126-02-1
Trifloxystrobin Cucuti- 7.5%, % 7
WG 50 2 blé% Qi@g /hgaf@, N\EEU o ©§ - 10-2179 | M-441575-01-1
Trifloxystr gum- @3)(18%.\5 N4 o\g "~
oy 50%%9 b 20 ey OSEE] | 4 | - | 102180 | M438321-021
Trifloxys@obin | Cucym- |  3%94 o . o 2 | =,
W@ JQS%’ G | ivor (0 4 - 10-2181 | M-438698-02-1
Tebyconazole & ﬁ@coliq% @ @ N
Trifloxystrobin | Cauli-S)  2x9Q g/ha Q M@ - - 4 12-2068 | M-457379-01-1
WG 75 L flower | ¢ © @ &
Tebuconazol%&g Braeceoli gy < R
Triﬂoxystré@l ~Cauli-2x100'gha (@SEU | - - 4 | 122069 | M-457394-01-1
WG 7 Bowed] &
TFS: trlstrob ™ @\y
* N-EUAWNorth uro % S-E@outhem Europe

kk

ble
W

ule ;§m

0: W& (&
: W%le Granule fo

ulation containing 50% trifloxystrobin
lation containing 50% tebuconazole and 25% trifloxystrobin

SC 500:@ ension Concentrate containing 250 g/L of AE C656948 and 250 g/L of trifloxystrobin




Page 165 of 197

B
Bayer CropScience
R

2013-11-12
Document MCA: Section 6 Residues in or on treated products, food and feed
Trifloxystrobin
Table 6.10-2: Summary of residue results on isomers @
No. of CGA CGA CGA CGA CGA CGA ¢
Report No. |  Dossier ref. Crop il | 279202 | 321113 | 357261 | 357262 | 331409 {3734660
[mg/kg] | [mg/kg] | [mg/kg] /kg] | [mg/kg) Tmgjkg]
09-2015 in wo | oq | <oq [0 00 | .S
MR-11/044 M-421645-02-1 Olive 4 0.10 at 0 0.01 | to O.(% <LOQ t§02 :@LOQ@
PHI 2 :
up to( up to EN . N
Hops, green | 0.88 8¢ 0.31 at @O’ to <L0(@@ 0. ) %Q
09-2076 i cone day 14 | day 14 1050.05 R 05 é*’ D
~2070M g 40 1645-02-1 ofater | or latg @ L &S
MR-11/044,
l0o174 | M-443126-02-1 0@pto up to AN
Hops, dried | @21t | 07pat 305 <L® <0.08 | s
cone o | dagytd | doy 14 \;OOQ%F & | 008 |400.08
Q" | dater {Sor lat@$ @
09-2135 in Brussels Lo q
MR-11/044 | M-421645-02-11 (0 ts % 2 [ at P <%% é\LOQ@@LOQ <LQ@ 000
09-2136 in Head g | - <IZQ q S
MR 1104 | MA2I645021 | e | g §LO% <LOQ E@Q @&OQ 5<L0Q
10-2179 | M-441575-01-1 > <LOQ, R S .9
10-2180 | M-438321-02-1 Cu@%nbe 12@) to 8:06 Q &o@ﬁm% <®Q <LOQ
S 02 to 003
10-2181 | M-438698-02-1 | @&, @F | aPHI |50 " § [
12-2068 | M-457379-01-1 QB 0\1'/ % 00 <LO@ <EDQ %@ °
- - -01-1" Bregcoly ¢ to ot
122069 | M-457394-014 | Cadliflowgr < Z[0.011 o1t a[ Sy o) e | THOQ | =LoR
S PHI @?HI SRS
7 O . )
LOQ: 0.01 mg/kg, except é}hops @ (§?mg) P@?? pre:{l{iﬁ%esg@val é& K\
> @
N O RS \ @ &
KON N
Supplement@y trm@mn o®e, ho@ Bru Sels @Tou@av@bl@ge and white cabbage:
2 &)
Reportss. KEA 6.10101, ;2012 (am@%ed&% 421645-02-1
Title: . @éteng@tlon of th@?esx{@s of%?rlﬂa%ystrobm CGA 357261, CGA 357262,
§%GA&3314@» CC{@321¢§@3 a@%CGA%’73466 in/on materials of plant origin by
o' |mpremsivs & o7 T ¢
Document N@z& @421@ Q,Z@ o O @
Report No: MR(/044(P 6551 5563) O
Guidel@ E% Coun& Di 1V6§@414@€C Annex II, part A section 6 and Annex III, part
A, section 8 gemdues&l or %\reated products, food and feed
GLR. s O O
v @ &©
N
Test system &@ N g KL KR
R
Olive: In 2@ f rial eret&erfo eed in southern Europe in/on olive with trifloxystrobin WG 50.

The prod@t wag)

treatméfls we@erf

Fruitesamp
s es 0

)
phe@ wo titpes to olive trees at application rates of 0.06 kg trifloxystrobin/ha. The

edatgrowth stage BBCH 75 and BBCH 81.
en®en day 21 after the last application in all trials. In two trials, additional

it were ta@ at earlier or later time points.

Hops:2009 five trials were conducted in northern Europe with a trifloxystrobin SC mixture
formulation. The product was applied twice at rates of 0.15 kg trifloxystrobin/ha (in trial -01 the first
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application was overdosed: 0.161 kg/ha). The treatments were performed with a spray interval of 14-

17 days and an intended PHI of 21 days. @
Samples were taken at day 7, 13/14, 21 and 28 after last application, except in trlal -01, where @e plo@ﬁ
was by mistake harvested completely before day 21, so that only samples up t% y 14 could @ ak%

Brussels sprouts: In 2009 two trials were performed in southern Europe 1%@ Brussels outs@th
trifloxystrobin WG mixture formulation. The product was.applied three timés at rates ﬁ 109.11 @g,
trifloxystrobin/ha, a spray interval of 21-26 days, and a @arvest int@al of 21 da

Samples were taken 21 days after the last application and in one tri@ddltlonally &n day§ 13 @ﬁl 27 S @
after last application. @} & @ Q C&

~

Cabbages: In 2009 one trial was performed in @i‘[e cabbag nd m@trlal %Sa&(@ cabﬁﬁge @
trifloxystrobin WG mixture formulation. T prod t wasyappl thr a@ of«Q,1 kg
trifloxystrobin/ha, a spray interval of 20-22 d@fs an@a pr %we@nteg ays

Samples were taken 21 days after the last%phc h ;{@m onéJrial a tlo@lly or@ay @

ar@&b

after last application. %
& \ o R &6 S W;\ é\’ §
(Please note that Field data of the@pe@i%’e stt@”es m@ava@le i epar& %}(%1 may be
submitted on request. Please note that repfort MR-11/04% als Nincludgs dat awberry,
which are not summarised below,sincéghese &vo c@ ar@eai rlseb@m chapter 6.3.5 and
- LN

6.3.8 with the relevant use pa@l ). “« (] & @ é

Residues of trlﬂoxystrobn@jlts 1s@ers @A 3 61 BA 357262@} §§(?409 Gis metabolite CGA
321113 and isomer CGA373466 were @ete ordig®to m\zegehod& e analytical method

was validated by recayery epériménts prior to @ 1@ ana%sw of samples by spiking
control samples with,all ana @e l%@ of q§ntlt§gn was 0.01 @all c&ges except for hops (0.05

kg). § o
mg/ke) RGN L e & &
Findings ©© @© ) & K@j %& @ §
- Method forma@ée O%”erall@mean cov s at @mﬁ tlon l?cls between 0.01 and 1.0 mg/kg

were Wl@ﬂ the accept ra@ of 0 % SI20%e>

- Storée stability: THe ma%inum s ora@%pen(@ of deep- fro@n samples was up to 725 days for
trifloxystrobin, C@@BZIQ& (@A 35161, s@?ﬁA 387262, “CGA 331409 and CGA 373466 and is

covered by the s@%ge S%blllt@idle% %@’ © >
<

&
- Residue re@%‘%: @ @Q @ N @ @j
Olive: @ ues of tri ystr at @%; I) “&ﬁter last application ranged between 0.03 and 0.10
mg/kg. Residues of, A 321 13 were at be LOQ Residues of CGA 357262 and CGA 373466

wereralways belo Q. mdu@’of @A 3@409 and CGA 357261 were below LOQ in three trials,
and Vp to 0.02 mg/kg in @ne tr@

Hops: Resi % of% lox obln%agt da@zgﬂ (PHI) after last application in kiln-dried cones ranged
between g/kg Residies of CGA 321113 ranged between 0.06 and 0.53 mg/kg.
Residues® (}§ 357@62 wete always below LOQ (<0.05 mg/kg). Residues of CGA 331409 were
<0. 05@/1{{; p t 0 08 g/kg throughout all trials and dates / sample materials. Residues of CGA
357261 werg) <0 mgA gvor up to 0.07 mg/kg throughout all trials and dates / sample materials.
R@ ues aPCGA were <0.05 mg/kg in all trials except in one trial, where samples up to 0.08
mg/kg@?re detected in klln dried cone.

Brussels sprouts: At day 21 after the last application (PHI) residues were <LOQ for all analytes. At the
other sampling dates only trifloxystrobin was detected, but none of the other isomers / metabolites.
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Cabbages: At day 21 after the last application (PHI) residues were <LOQ for all analytes. At the@mr ©©
sampling dates only trifloxystrobin was detected, but none of the other isomers / metabolites. ®\ &

@ S

Table 6.10-3: Application data and residues of trifloxystrobin and CGA 321113§/ on olive tregétedow@h

Trifloxystrobin WG formulation N
Y < & 8 o
Stgdy Apphcatu@ & %ﬁ%esui{e@ Q @
Trial No. \e @ G @
Plot No. . ()Q s0\9@ S é\a é
GLP Crop Country FL |No| kg/ kg/hL %» Portion &@ALT@ Triffeky- %}CGA
Year Variety (a%) (a.s.) aplyse (da strobin & 321113
Lol (& Gng/kgf | (mg/ke)

09-2015 Olive Spain 50 | 24.0.060 €)0.0068> |7 fm@@ @QO* N <0.0F <0.01
09-2015-01 | Arbe- WG | § %@ @% b@ D 0 |0 <0.01
MR-11/044 quina K @ @ Q (e &, <0.01

. . o4 11 @ |<0.01
GLP: yes o) s S ©
2009 Europe, & 0.01

South Q@ 0.01
D
09-2015 Olive <0.01
09-2015-02 Nocella- <0.01
MR-11/044 ra etnea
GLP: yes
2009
09-2015 Olive <0.01
09-2015-03 Galega& <0.01
MR-11/044 8.81
GLP: yes @ 001
2009 N 0.01
©) D) :
D o
09-2015 Oliv&’ <0.01
09-2015-04" D | Mega- <0.01
MR-1 1@ ron @@
GLP: yes N o Q
2009 § Europe > > Q >
9 {Sout 2 4N ol &

A Y
FL: Formulati @ @© < Nb'\numb%@ ap 'c??ion ©
GS = growth stage (BBCH CO(@Qt a @1
* prior to 1 eatment. % ) @%’
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Table 6.10-4: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on olive treated

with Trifloxystrobin WG formulation @©
Study Residues (©) o
Trial No. @b &@ ©)
Plot No. (og O\Q
GLP Crop Country Portion | DALT CGA C(% CGA§ gA )
Year Variety analysed | (days) :@357261 g@ 2| 331409 |3 466@4%
g (mg/kg) gkg) | (mgike) Nmg/kg)
09-2015 Olive | Spain fruit 0% <001 001 [g601 Sf<o. o
09-2015-01 | Arbe- 0> <001 &J<001  |Sp01 Q<008 &
MR-11/044 | quina I 1001 Q<01 <00k |<601 A
GLP: %@ﬂ 0.0 01 Q0" $5001 g
:yes @

2009 Europe, 21 0.0 S .01@ 1 <0.08>

South w| 286° [04Y  {<0.01 N | <0.8%
09-2015 Olive |Ital fruit > | «0° |&0.01 @ <(§@f 0.0 01 , »
09-2015-02 | Nocella- ‘ | @’1 @<0.01 | <001 IS <0.0D <@01@&
MR-11/044  |raetnea g\ﬁ \\ S &% Q| =, §
b |8 SIS G0 &8
2009 S NS © &Y 4 Y
09-2015 Olive [P <

<

09-2015-03 | Galega
MR-11/044

@y ®

rtugal N f@E | 0% 0, .01 ¢, <09 20.01
S o @ 0 (§ &lo.%g@ 001 <001
v, @ DO | <0. g}@o. L [<0.01

Eurg @ <0.00

<0,01

<621

RN

’ $50.01 01 . <0.01
GLP: yes Soulthr S et al<0ot <to1 <0.01
2009 %l S S &1 Y0 §o.o§@ 6@ <0.01
S < § o |8 X
09-2015 Olive JGregle . [P fui® | 0 - [0.015 €001 - f%0.01 | <001
09-2015-04 | Megae @ (S wf<001 01 & 7|<0.01 <0.01
< SN
MR-11/044  |ro @ S)) § © @@ | @
GLP: yes S \\ é\ N3 @ |
2009 o @ S
LS SRS
DALT:da@g@fter last treatragnt ﬁrior Siast trehdhnent. @ @ \@
'S @ SC o
SIS &
@ % ?@5\9 o% @ @©
o O o .90 @
AN SN D
@ 2 @ @ "\%
S N &9
X % @ @ D
N vV §
@ . <& Q
FE e
O Q & W
@ @Q I
0
SFe
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Table 6.10-5: Application data and residues of trifloxystrobin and CGA 321113 in/ on hops treated with
Trifloxystrobin SC formulation

&

N

Study Application S ResiduesQy ‘o
Trial No. S @ ©)
AR
Plot No. (og N
GLP Crop  |Country | FL |No| ke/ha | ke/hL |GS| Portidn | DALT §nﬂ%®- eLGA
Year Variety (a.s.) (a@ an@sed (days)" stobin 321113
N @ ¢y’ | nglke) @] (mghkg)
09-2076 Hop France 500 |2 ]0.15- [0.0068- [77 [ %one, ® | <005 <5
09-2076-01 | Sirissel- SC 0.161 10083 £©green Q1.2 (§ 0,08
MR-11/044 | spalt R\ Q o T (0260 10
g 92 Q1|0 0,09
GLP: yes 99) L@ \ & @1 Y
2009 o B e | By [f2 O |03
N 19 &%ﬂn-@ed Q
@ 4 X O @ax Q
09-2076 Hop 500 0.15>°| 0.0673 | codle, 0*Q’[0.08° [0.08
09-2076-02 | Mag- sC 4 °i@ N E;Q Q@reen@Q 0o |o @020
MR-01/044 | num ol O o <] & o 0.61 0.33
) ~ . 7 4 Q0130 |0.15
GLP: yes K S Q| O 20 Q)0 0.29
2009 O | ;@' ¥ & 28@@ Qé% 031
Q D
S 9 9 @ Sl 4 O @Q “h.a. n.a.
@ LT @ @7 qkilndred ] 0.52 0.53
N S 191 o |28 ©]063 0.71
09-2076 Hop rmany 500 S 0.5 00063 |87 onew | @ [0.22 0.08
09-2076-03 | Herku- S@& o1 P grech> &0 1.4 021
MR-11/044  |les d @ O « %o @17 0.35 0.13
GLP: yes N 9 Of 7 [&] w24 |o1a 0.10
5000 S Eurdpe, | S| o &l 21 013 0.08
& INorth & 9 Y @ 28 |07l 0,08
Q NN J0 o] 4 @
S & S| @Y cohe, 14 0.26 0.10
o O SR » S kilndried | 21 {021 0.13
P 2 | & & |@ 28 13 0.13
09-2076 & 500\ 2 [ets 0063, [79 5 cone, 0* [0.10 <0.05
09-2076 Q Q| & green 0 1.8 0.07
MR-11 SR Q 7 0.95 0.19
) N 14 |046 0.15
OLP: yes Pl s T 21 [031 012
2009 © &) 28 |07 0.07
S & . .
© § @’ cone, 14 1.2/0.10** | 0.32
Q Ny kiln-dried | 21 |0.74 0.23
2 b 28 044 0.13
09-2076 & @(.150 0.0071 |83 | cone, 0* [0.46 0.11
09-2076° N green 0 (076 0.21
MR-14/044 N 7 0.36 0.10
GLPuyes S 14 |02l 0.07
2000 21 [0.09 <0.05
) Q 28 |0.13 <0.05
§ cone, 14 0.26 0.14
kiln-dried | 21 |0.14 0.06
& | & 28 |024 0.08

N
FL: Fomlatio@
GS =

&

¥ S

P e

residue in control

N No: number of applications
X N
at last application

DALT = days after last treatment
n.a. = not analysed (sample nor available)
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Table 6.10-6: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on hops treated

with Trifloxystrobin SC formulation @©
Study Residues (©) o
Trial No. @b &@ ©)
Plot No. (og O\Q
GLP Crop Country Portion DALT CGA C(% CGA§ A ¢
Year Variety analysed | (days) :ﬁ3 57261 3 2 | 331409 |- 466@4%
g (mg/ke) gkg) | (mglke) Nmg/kg)
09-2076 Hop France cone, green 0* <0.05 @%0.0S <695  Sf<o. é
09-2076-01 | Sirissel- O |<0.05 &« [<0.05 05 Q<0
MR-11/044 | spalt <0.05 Q'[<0.05  &<0.0 <605 Y
P &
. <0. 05 Q<00 5005 g
GLP: yes Q > - \ %@ &S
2009 R Ty . N
cone, kilndy| 1457 0y < <0gy 008 03
dried v o 4O m@’ & Sl o
09-2076 Hop coneggréen o~ 0% 3 [<0:05 0.05 A [<0.05  4x0.059
09-2076-02 | Mag- S 0@} %% &§00&© 05 <o§
MR-01/044 | num Q@ O & <005 « O] <08s é 05 &Y | <
GLP: yes eS| @y 00sgy |<des (0080 | <005
5009 @ [N20 <008, 05 | <0 20.05
283 <%%B> 00557 | 6)05 . T<0.05
ST SEN
1@9 &n.a. @ 3. n.a.© n.a.
20 @]<0.05 <005 @ o.%% 0.05
28 |0.05 0.0 |4 0.08
09-2076 @ 05 <005 &%0.05 <0.05
09-2076-03 Q@J : @8.0{3& 05 «Poos  [<00s
MR-11/044 17 §9 20.05 0.85 S <88§ <88§
. ( <0. <0. <0.
GLP: yes © 05 o | < <0.05 <0.05
2009 2 @
28 q 05 <005 <0.05 <0.05
9
9 &1 O %)
147 05 257<0.05 <0.05 <0.05
S 05 7] <0.05 <0.05 <0.05
N 20.05Q” | <0.05 <0.05 <0.05
09-2076 0% [ <005 <0.05 <0.05 <0.05
09-2076-04 00 %‘05 <0.05 <0.05 <0.05
MR-11/044 Y § .05 <0.05 <0.05 <0.05
GLP: yes @ @005 <005 <005 <005
5009 NS 1 <0.05 <0.05 <0.05 <0.05
28@© <0.05 <0.05 <0.05 <0.05
& ~
KM <0.05 <0.05 0.05 <0.05
" 21 <0.05 <0.05 <0.05 <0.05
Ny 28 <0.05 <0.05 <0.05 <0.05
09-2076 0*  [<0.05 <0.05 <0.05 <0.05
09-2076-05 0 <0.05 <0.05 <0.05 <0.05
MR-11/044 @ 7 <0.05 <0.05 <0.05 <0.05
GLP: yes ¢ © 14 <0.05 <0.05 <0.05 <0.05
2009 @ 21 <0.05 <0.05 <0.05 <0.05
& 28 <0.05 <0.05 <0.05 <0.05
N Q
$ 2 -
Q @) cone, kiln- 14 <0.05 <0.05 <0.05 <0.05
N dried 21 <0.05 <0.05 <0.05 <0.05
% 28 |<005  |<005  |<0.05  |<0.05

DALT = days after last treatment

* prior to last treatment
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Table 6.10-7: Application data and residues of trifloxystrobin and CGA 321113 in/ on Brussels spr(@ @6
treated with Trifloxystrobin WG formulation & 43
Study Application Resid&e@ @
Trial No. o\Q
Plot No. @Q § 2
GLP Crop FL [No| kg/ha | k &l DALT, | Trifloxy- &y CGA
Year Variety (a.s.) . @ ysed (d@”) robin@| 321@13
@ mg/kdy | (me/ke)
09-2135 Brussels 75 [3]0.100 ésﬁ.om 45 sprout @ 0* 40.029"  Fx0.01
09-2135-01 sprouts WG (f@ 0& |0. O ¢ [<0.01
MR-11/044 | Mezzo Q,Sb Q (S @ <0.01
GLP: yes nano, W \ & %50, o | 2001
2009 K497 (S w1 <00y | <001
Q N & b@ D27 ¢ | <041 <0.01
= © & @
09-2135 Brussels 75¢ %3 | 000- [9.0143- D46 |« dprout? | 2.0 0.07 <0.01
09-2135-02 | sprouts \é@ 0110, [6.0166% | ® é §21 <0, <0.01
MR-11/044  |F1: > § o
GLP: yes Oliver o N R N @ < N G
2009 o 1o o & © 9 |© -
Y % N
FL: Formulation No: nmber@ppllcat@s AN @ é
GS growth stage (BBCH code) at¥ast a&hcatlon@ &, @ALT %ays an@%ast tr@ment
* prior to last treatment. @ @ 9
& & % R @ y\’
Table 6.10-8: Remduesgf C 572@ CG@SH@ CG @3}14@&1nd QGA 333%6 in/ on Brussels
spro reate 1ﬂox@str0b@’ G formulat
GLP Crop Portiom | DALY Z06A CGA CGA
v @ N NG,
ear Fnetyé c&analy% (days) 57 qu 887262 331409 373466
o O« T & (nghe) |(mgkg) | (mgke) | (mglkg)
09-2135 ¢, Bruss%s rout @ 0%y |<0.01 <0.01 <0.01 <0.01
09-2135-04_ ° | sprouts é 201 <0.01 <0.01 <0.01
MR-11/05% Mezzoé q 0.01 <0.01 <0.01 <0.01
: 3 <0 <0.01 <0.01 <0.01
. nang
ZG&)I;' yes Q\ REIES <0.01 <0.01 <0.01
) 279 @01 <0.01 <0.01 <0.01
X S S
09-2135 @%ms@f 0 <0.01 <0.01 <0.01 <0.01
09-2135-02 sprouts 2]@© <0.01 <0.01 <0.01 <0.01
MR-1 12{@ F1: R
GLP: y Ohven\ Q\
2009 <& JO
DALR = days after last treatn@ prior to st tr@lent
> @ A
& %% @ Q
& &’
S
< $
S-S
¢ g v
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Table 6.10-9: Application data and residues of trifloxystrobin and CGA 321113 in/ on cabbages treated,
with Trifloxystrobin WG formulation @ @
N
Study Application S ResiduesQy ‘o
Trial No. S &@ ©)
Plot No. (o8 L&
GLP Crop Country | FL |No| ke/ha | ke/hL | GS | Portion | DALT Friflo €GA
Year Variety (a.s.) @s) an@ysed (days)" Stl‘(&bl 21113
; ) ¢ | (hekg) @(mg/kw)
09-2136 Cabbage, |Spain 75 |3 0.0 J0.020- [45 d}head ¢® |<o01 <0.0)°
09-2136-01 | white * WG @}0.033 < Q08 O | <001
MR-11/044 Premiere ) R & & 'S 0.020 S 01
. Europe, @ R15 Q” [<Qs91  ;<0.01
GLP: yes 99) @
2009 South > - Q> »%). 1 <$6[<0.01
CXERN . % $0.01 * |<0.01
09-2136 Cabbage, |Ital 75 [390.10.70.007 |45 | Bdd |[©0 <« [03 <0.01
09-2136-02 | Savoy i wed | @ | @ R e o 21 9|< @<0.01
MR-11/044 | Savoy P I o &% O]« §
GLP: yes king Europe, @ |- @ |, S ) S S SEENQ)
South Q N %, N % R g
2009 SERSE SRS Q] .
NV D
FL: Formulation N@&number of application: ®\ @ @) N o\%
GS = growth stage (BBCH code) at la@applic&tg%ﬁ @ Q DA@ daysafter la@eat §
* prior to last treatment. Q> N © @ & @ & % é
R o
OEN N R
Table 6.10-10: Residues o£6GA é%%l OGA 38262, CGA 331409 @@C 731&@in/ on cabbages
treated with Triflpxystrobin W orm@ation S
& y 7J QD S § (E/z\R A ((A\?
S idy S
Study | @ N § N O esjdues ¢
Trial No. @ SIS NN
Plot No. ORI Q é@ @& @
GLP g%p ) | Country Poriign | BALT_ |V CG %&A CGA CGA
Year Parie® | © O analysed gﬁays§ 352061 |,357262 | 331409 | 373466
ol TN g 7 o| (ngkg sl (mgky) | (ngke) | (mgke)
09-2136 s, | CabbagesN Spai Read ~| 0% 8017 <0.01 <0.01 <0.01
09-213607 | white Q;@ 4 N 6@ 120.01Q" |<0.01 <0.01 <0.01
MR-11/044 | Prepiiere RO S R N P ) <0.01 <0.01 <0.01
GLP: yes S uropet” | o 7 AT 158 <0 <001 [<001  |<0.01
2009' ) % Sou R %, 21 @.01 <0.01 <0.01 <0.01
Ql & Jo 7|, o0l <0.01 <0.01 <0.01
09-2136 & Cabbage, N cad 4.0 <0.01 <0.01 <0.01 <0.01
09-2136-02 N Savoy ,§ @2@ 2 @ <0.01 <0.01 <0.01 <0.01
MR-11/0 Savoy @ %,
GLP: y king . 2 | Pudlia < la
2009 Q" [Buropes | 87 N9
v % uth @' & &
DALT = days aﬂe@st treatm@é%t &@ priogo last ‘@gment
C o &S R
@ < Q & ©@
& FES
& S
cL T
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Supplementary trials on hops:

& o

Report: KCA 6.10/02, | L. I 2012 (amended); M443126-02-1 & @
Title: Determination of the residues of trifloxystrobin 1n/(@@10p after s?rayl@ of
Trifloxystrobin WG 50 in the field in Germany A
Document No & | M-443126-02-1 % S @} f@
Report No: 10-2174 ©) N >
Guidelines: EU Council Directive 91/414/EECMnnex 1I, @g A section @%?nd ex g pa@“
A, section 8 residues in or on trgated products:QOd and feedy Q
GLP yes B R S & E
> @
. @U ) N Q\@ @ 6\ %@2 @@
est system @ ”\7 RS
%
In 2010 one trial was performed in northe Wltlbl"rl xystr@ W&-50. The
product was applied two times to ho 1cat‘f§n ra of é trlgcg)xystro n/ §@The
treatments were performed with a spra ter@ of 1 ays &g @ of l&daySQ 2o

Cone samples were taken on day 13 af .\ r t@éﬂast

RS

1ca
Residues of trifloxystrobin, its iso e 35“/'Q;§4 CGA 35@@@2 @A 334%09 ﬁne Galite CGA
321113 and isomer CGA 373466@6&: %term@ed acgordingtd method 3. Thig analytical method
was validated by recovery e 1mef§£s priofto duriffg th alysisyof t@ samples by spiking

control samples with
kiln-dried cone.

Findings

all ana 11m1@f quantltatloINas 00 fof%greelg&@cone atd 0.05 mg/kg for
Sy N %
g O @ @ QY Q
RPN ° & o & T Q
e 9 9N 0% o @

S
- Method perforargﬁz Overall jecan VerleB’@at f@f‘iﬁce@on leV@s bet%een 0.01 and 0.5 mg/kg

were within the

N
ptabdy ran{ﬁs 70&19 0 % Q 9

- Storage stabj @ maximumsstorag er10d§0f deep- samﬁes was up to 370 days for
2
S

trifloxystrobityy CG

111, CGA 357261, CGA 3@62, : SA 331409 and CGA 373466 and is

covered by@t}‘le storgl@je staﬁﬁﬁy %gdles% @\ @ @ é&w
\ &Y N
- Reswlﬁg results: @ @ @ @ S

In kiln-dried hop

1due§%f trj xyst@%n . ﬁ(g) an&\CGA 321113 (0.18 mg/kg) only were

found. All other gna ytes were Bélow @Q (<005 m
In green cone residues 57 @ and\& 346%}?&6 below LOQ (<0.01 mg/kg), residues of

trifloxystrob ‘Q

88 afig/kg;residues’ of
g’@i@i@ﬁ;@ e

@7 °\@ Q

Q &QQ

13 were at 0.05 mg/kg, residues of CGA
1 were at 0.01 mg/kg.

AN
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Table 6.10-11: Application data and residues of trifloxystrobin and CGA 321113 in/ on hops treated with

Trifloxystrobin WG formulation @ IS
Study Application Residue
Trial No. @ @%
N & QS
Plot No. @ N
GLP Crop Country FL |No| kg/ha | kg/hL | GS Porti DALT@ATri - | &CGA
Year Variety (a.s.) ( anghysed (day¥), Steo in Av321113
i® @@ c& | Sugke)y)| (mhke)
10-2174 Hop Germany | 50 [2]0.625 [0.021 [75 |cone, green [ 18 {9788 0
10-2174-02 | Mag- WG § @@{q o @(§ s
Q o
10-2127-02-T | num S coffo, kil@ 13 21 <018
GLP: yes 99) 4 Q\ e \ ¢ @@
2010 Europe, % RS vw @6 ° R
North S) H fw}\’ @§ @ &
® X Y
FL: Formulation No: numbq&%i)appl&@ons @ Q © @ @

GS = growth stage (BBCH code) at application & QDAL days @ last ‘&%a ertx
v

Table 6.10-12: Residues of CGA 357261, c%%suﬁ@,c 3140@and A 3&6 iflon h@s treated

with Trlﬂoxystrobl@éWGf ul:}ilo\ 5 @ ©@ @@ (@ RS
)}

Study s & @’ S Ssidues© 9
Trial No. S @ v &Q & (@b é
Plot No. & @ﬂ N
GLP Crop oAt CGA ) Cea é\ﬁGA CGA
Year Variety analys @S) 72&1) 359262 @5331409 373466

S & (gl Joghg [ mghe) | (mgkg)
10-2174 Ho conexgreen P 13 < | 0. 001 0.02 <0.01
10-2174-02 M§ I@g N \Q é(@@ > @@
10-2127-02-T D %one,@ s 5006 <005 <005 <005
G 1o R R

@ % @ (@4 @/\\v’

DALT = s after last tre@%%nt S prl(§@ lagreatme@ § ©\
N
O O & 9 @&,\ L

>
Supplementary@@mls@ cu@@ber@@ v IS S

O o O @

Report: %{C@ 10/03, 5 2012 ; M-441575-01-1

Title: @ D@e@termlr@on

stduesot trifloxystrobin in/on cucumber after spraying of

irlﬂoxygrolgn WG in t@\ﬁeld in France (North), Germany and Belgium
Doctiment No & =) M- 4@%75 o1 @ @
port No: 91 R o
Report No: 109179 & B

@ N ion 8 r mdu@ in or on treated products, food and feed

Guidelines: &@ %U Cogcil &@ectlv@lMM/EEC Annex II, part A section 6 and Annex III, part

SRS Gkn“@dncqﬁ%c 7(?%/VI/95 rev. 5
GLP & &7 |yes O
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Report: KCA 6.10/04, [N, I 2012 (amended); M-438321-02-1
Title: Determination of the residues of trifloxystrobin in/on cucumber after sp)rd%ng (@
Trifloxystrobin WG 50 in the field in France (South), Spal;n\and Italy @\
Document No & | M-438321-02-1 @J@ &w @QE
Report No: 10-2180 DA
Guidelines: EU Council Directive 91/414/EEC Annex II, part iQgﬁc‘uon 6 a&@Anné@ﬁHg@
A, section 8 residues in or on treat oducts, fo@mnd feed é\a \\ @
Guidance doc. 7029/V1/95 rev. 5 N @ § S F
GLP yes @ S @ R—_O A
= Vo s & T s
Report: KCA 6.10/05, ; 2012famended);M- 438698- 02 <
Title:

Determination of the r%ﬁ tl‘lﬂ;%%stl‘(@\\’ﬁ 1n@tx cug@:ﬁlber after s raymg of

Trifloxystrobin WG %) n t@ogreeé%us@ Spa@ Iteg ra@ (S a@ng the

Netherlands N o

Document No &

M438698021@} N @ o& @\ <O S8 ©§“\
10-2181 K &S o & &,

Report No:

Guidelines: EU Council rectlv@9l/4ﬁ4/]5§%\n @ A s@%on Qdnd Amnex III, part
A, §ect1 S residued in n tr p@uc‘% ood fee@
Guidanc&doc. ’%Q29/§%[95 rev% @ c @

GLP yes N S & N

Test system

In 2010 residue

greenhouse in/on

9 o V ’
S @ & & &N T &
D S Y @
S 2 6 N
were pe % d s ugern @uropé%m the field and in the
cumber wt riflo bm 50 ¢ product@vas applied three times to

cucumber plant@at a 1cat10h ratgs of 0N&75 kg\triﬂo@stro ha (iteld use), or about 0.094 kg

trifloxystrobi

treatments were pgfé\l‘“"ormév“ély w1t interyals o
conducted btcause of
Fruit S@@les were t.

nd n@gter cOp he&%@ r%or use), wi maximum of 0.188 kg a.s./ha. The
Q out days. In ege trial a fourth application was

all the plic )
on@ 3 (2yaft tbe la@ pplication @all trials. Additional samples of fruit

were taken at earh@q,r lat&i\tlme@@mts on;gj@f th%rlals %

Residues of trlﬂg@ys
321113 and is@mer

tr@wh ﬁme@@@é§572@ CGAY357262, CGA 331409, its metabolite CGA

@mme@accor@ng to method 01313. The analytical method

was validated” by recove I‘IOI‘@) an urmg the analysis of the samples by spiking
control sgfgples with a%analy@ Th mlté uamgg tion was 0.01 in all cases.

Findings

N
7 Q
%@’@@

- M\hod performance @’Vera@m récoy&ies at fortification levels between 0.01 and 1.0 mg/kg

were within tl&c'dcce%q‘ble r %e ofG0-116Z%, RSD <20%.
RV
@<‘§

- Storage §

cover

1<és1due§@sults

m stdtage period of deep-frozen samples was up to 483 days for

stabili The
triﬂox@%m 11?@ GA 357261, CGA 357262, CGA 331409 and CGA 373466 and is

t@tor

stab“@y studies.

@

Residyesdof trifloxystrobin at day 3 (2) after last application ranged between <0.01 and 0.06 mg/kg.
Residues of CGA 321113 and CGA 357262 were between <0.01 and 0.02 mg/kg. Residues of CGA
331409, CGA 357261 and CGA 373466 were always below LOQ.
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Table 6.10-13: Application data and residues of trifloxystrobin and CGA 321113 in/ on cucumber in the

field in northern and southern Europe treated with Trifloxystrobin WG 50 @ ’ @b
Study Application S Residuesdy ‘o
Trial No. S &@ ©)
Plot No. (og O\Q
GLP Crop Country FL |No| kg/ha | kg/hL | GS | Porfion DALT@(\Tri@- SLGA
Year Variety (a.s.) @s) a{éiysed (da@ strobin 321113
Y @ ¢y’ | Awgke)y| (mgkg)
10-2179 Cucum- | France 0.1875,/ 0.0375 |74 C)Q fruit G+ {50.01 <@l
10-2179-01  |ber @ < S0 Go03o 0,01
10-2179-01-T |Ceto Q o & Ll 0.09 &2001
GLP: yes (gerkhin) @ .S %)1 @’ <0.01
> ¢ G | N 4500158 10.01
2010 oS (S %
7 < NN
10-2179 Cucumber 0.1875 | 0.0813 Sruit P oS |0 «<0.01
102179-02 | Melody w S a| O | gl <00l
10-2179-02-T | (gherkin) N < &% O | w
GLP: yes @ & © "\9\ § é O
2010 ARSI SRS R
: e R T
10-2179 Cucumber 18753 018 4@ fryit? * . 20.01 <0.01
10-2179-03 | pepinova 2 @ﬁ @ & D @@0 0.04 <0.01
10-2179-03-T g IR S . D35 |006 <0.01
GLP: yes & Q § ~ LD
2010 @ S
, & 1[(\% % @ S@
10-2179 Cucumper 0.1895 |0.0833 ka1 | fruit, Gy 0 [0.02 <0.01
10-2179-04 | Melo SEN D éx NI 0.03 <0.01
10-2179-04-T | (ghet¥in) QS @ 3 <0.01 <0.01
GLP: yes S . § é@ @& @@ 7 <0.01 <0.01
2010 ©© @\ & 5 ISHIEN
%
& £ 9 & o ©
10-2180 €& | Cucumber 0.187500.0343 {895 fruit 0*  [<0.01 <0.01
10-2180- Raider é} ol N 0 0.03 <0.01
10-2186~01-T @) Q | %o O 1 0.03 <0.01
are | A N
2010 N (S S . .
@ 5 A N
10-2180 HGucuntber 0.0875 | 0234 |73 | fruit 0 [0.04 <0.01
10-2180-02 Q1 Jan g@\ 5 3 0.01 <0.01
10-2180-02 verde 5 %
GLP: ye &) o>
2010 @7 Q Q
10-2180 Cuctimber ©:1875 [0.0313 |77 |  fruit 0* [0.01 <0.01
10-2180-03 | Bellissi- 0 0.23 <0.01
10-2180-03-T | " ; g-gg 3-85
. pe, . .
ZG;% yes <§ \% uth Y 7 |<0.01 <0.01
S (&w f’( S Q
10—218@§U cumber | It 50 0.1875 [0.0234 |73 fruit 0 0.10 <0.01
10-2180,04 &Y | WG 3 0.01 <0.01
10- '04@‘22@ > -
GEE: yes & urope,
2010 (@ South

FL: Formulation

No: number of applications
GS = growth stage (BBCH code) at application
* prior to last treatment.

DALT = days after last treatment
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Table 6.10-14: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on cucumég? in @©
the field in northern and southern Europe treated with Trifloxystrobin WG 50 Q\ Qy
Study Residues @V &@ @g
Trial No. v N
Plot No. S\ S & o
GLP Crop Country | Portion | DALT s CGA @gﬁA CGA \?GA&
Year Variety analysed | (days) $f~ 357261 7262 33¢409 D 373466 IS
| (meke) GRmgke) | (kg S (melke) |S
10-2179 Cucumber fruit <0.01 S[<0.01 @0.01 S [< @
10-2179-01 | Ceto <001 R $° § <o.§ <001
10-2179-01-T |(gerkhin) Q1 <0.04, | @01 <€§0 50.01. D
GLP: yes 2, [0 10.02 @ 1, %y <0.
5010 @@ 001 o Y0.03% 01 S | <0.
© /\@ @ > A % &_°
10-2179 Cucumber <o%% gg.?.m@@ <0.0T €<0.01.92
10-2179-02 | Melody <0! [<0.0 @A)l | <0
10-2179-02-T | (gherkin) <O W N g | O
S
GLP: yes 3 S S @ &
2010 S ? S
N
&2 S & JO
10-2179 Cucumber £<0.01 @° %01 <0.008° | <0.01
10-2179-03 | Pepinova <0.0%, <001 & [<0,01 <0.01
10-2179-03-T <0.01 0.0 5\}6’@)1 <0.01
GLP: yes {° ™ ) S
2010 O « )
Q" A S
10-2179 Cu <0l 0.02 <0.01 <0.01
10-2179-04 | Mdlp 01 £ 0. @ |<0.01 <0.01
10-2179-04-T | Gherki <0.01 003 <001 [<0.01
: <0.0 <0.01 <0.01 <0.01
GLP:yes ¢ & S >
2010 5 © o S
D 8
10-2180 CucymBér b<0.01~  [<0.01 <0.01 <0.01
10-2180-01 | Raidep® <0 <0.01 <0.01 <0.01
10-2180-01-T |C be .01 <0.01 <0.01 <0.01
: 01 <0.01 <0.01 <0.01
GLP: yes 0.01 <0.01 <0.01 <0.01
2010 Y
10-2180 Cucumber <0.01 <0.01 <0.01 <0.01
10-2180-Q Llano- <0.01 <0.01 <0.01 <0.01
10-218042°T | verde. 2
GLP:&es Q>
%y
2010 A
10-2180 umber <0.01 <0.01 <0.01 <0.01
10-2180-03 4 Bellissirha <0.01 <0.01 <0.01 <0.01
10-2180-03- N <0.01 <0.01 <0.01 <0.01
0.01 0.01 <0.01 <0.01
GLP: yes SE¢ <
2010 & @Q < <0.01 0.01 <0.01 <0.01
10-21 @#:ucl@}}er tal fruit 0 <0.01 0.01 <0.01 <0.01
10-2880-04 D | N 1&p4  ° 3 <0.01 0.01 <0.01 <0.01
10&2180-04% .
GLP: y urope,
2010 @ South

DALT = days after last treatment

* prior to last treatment.
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Table 6.10-15: Application data and residues of trifloxystrobin and CGA 321113 in/ on cucumber m@% @6
greenhouse treated with Trifloxystrobin WG 50 N 43
S ©)
GLP Crop Country | FL [No| kgha | kg/hL |GS| Portian”| DALT | Hiflo CGA
Year Variety (a.s.) (as.) analy&d (days)@ str@{ 321113
@ (ng‘kg) Afmg/kg
Var @\’% )
10-2181 Cucumber 50 [3]0.188 90125 [85 [ fruit @* .02 @ <01
10-2181-01 | Alanis WG N ©@ @0 @ 093 .01
10-2181-01-T AN 0§ 0.01
GLP: 12'0 § . &@ < 0 @'<0.01
- ¥es S % 0.02 & | <0.01
0 - Q @ .
2010 Europe, Q‘? @ o U N\ Q
South, & N} %\ S, °\& RS
Green- @ 2 S > <
S I S
house — f%\gg o A A @ °
10-2181 Cucumber | Ital Sk, O 88 0.01 75 fi 0 .06 <0.01
10-2181-02 Marinda WG|, @\ &% & \I@ SHK] w, |00 <0.01
10-2181-02-T |F1 Q « 0.0 N 8 L @ SIS
GLP: yes D k /&m < e @Q
201 0’ y Europe, & @ k‘% NN &} @Q S 9
souh, V| o | |, B & ]9 & B
Greepy, g, @ Q @® S IS q
houge” @ |7 N of &
10-2181 Cucumber | France «_| 5013 [04316- 49.0125% [69] 7 frufo 0* |o0.01 <0.01
10-2181-03 | Colum- Q \%@ 21645 < f@ 0 |0.08 0.01
10-2181-03-T |bia o | & IV gL [o0s <0.01
GLP: yes « IS & |Ology | © S 3 005 <0.01
‘ Ewwppe, R D C) S 7 0.01 <0.01
2010 § South, 0] g | gty P&
& JGreen™ N O & | | @
< housg ™ | NS o |©
10-2181 Cucumtier | Nether- f” 50, 1% [0847-  $9.01255Y88 | ~ fruit 0 0.04 <0.01
10-2181-04 E%rat@@ sfands W% 59 & O %@ 3 0.01 <0.01
102181-045D N S| P e |o
GLP:y OIE 4 0.088: |
2010 @ Pe Q0098 P
S (et | O Lphate| S
§ ESHEN
o oot o [ Plo
. X >
FL: Formulation @ Q mber@app}lc@ons
GS = growth stg% (BBC@% cod@l appié\lon @ALT %ﬂays after last treatment
* prior to laﬁbreatment. @ A= & @
@’ o\@ Q @ @ \%
NN NG ERAN)
& N TIPS S
N (g @\ R Q
> & @ A
SEESIVORR
@ < Q & ©@
& FES
AN % S
& @ Iy o
¢ g v




B
Bayer CropScience
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Trifloxystrobin

Page 179 of 197

2

013-11-12

Table 6.10-16: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on cucumber jn

the greenhouse treated with Trifloxystrobin WG 50 ©©
Study Residues (©) o
Trial No. @b &@ ©)
Plot No. (og O\Q
GLP Crop Country | Portion | DALT | CGA C CGAS] cBRA ¢
o 2)
Year Variety analysed | (days) :Q3 57261 3 2 | 331409 466&%
g (mg/kg) gkg) | (mglke) Nmg/kg)
10-2181 Cucumber | Spain fruit 0% <001 ol 601 <. o
10-2181-01 | Alanis O |<001 < To0.01 01 Ql<or ¢
10-2181-01-T SN <0.01 Q'[091- {<0.0k 601 Y
GLP: P3| <o D1 Q0@ 5001 g
- yes 7 |<o, 0.01 <001 #J%0.08
2010 Europe, N IR %@J @ N o
South, Q @ é\a @% @@’ Dy AN
Green- (gjﬂ\ﬂ q Q é G & °
house w\\% o N S ﬁ@ @’ 4 4@“%\@
10-2181 Cucumber | Ital it 0 <@ <0.0h 01 %, |<0
10-2181-02 | Marinda Q N &@ g@.m w\g© < éz;co.o & | <691
10-2181-02-T |F1 DY &, v IS O &
GLP: yes Europe, TS Q\ S O | N
201 0' South, R 2 G S S D Q O N
e G I S L SN
2 N &) Q
10-2181 Cucumber | France %, gﬂt b 0% @ <001 Jx0.01_9 <@%1 <0.01
10-2181-03 | Columbia, S § 0_ |00 « 0.0 01 <0.01
10-2181-03-T I 4201 <08y C@O.Ol <0.01
GLP: yes « |Eugps, & O J001E 001, o0l <001
ol S |ssuh, & g JST o <000 |gpor >{<001 | <001
@ Green—@ Q& > N @
O (%ﬁouse\ v Q 9 N «\@
10-2181 Nether- ; : <0.01 <0.01
10-2181-04 <0.01 <0.01
10-2181-041
GLP: yes o
2010 LS
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Supplementary trials on broccoli and cauliflower: @ @6
PNE

Report: KCA 6.10/06, | IEGN.ITIEIEEGEGEGEGEG: 2013 v4523901-1 @7 o)

Title: Determination of the residues of tebuconazole and trffioxystrobin infon 1‘%00011
and cauliflower after spray application of Tebuconaz&%e & Tr1ﬂo7«§rob§7v G»
in the field in Germany, France (No@) and Belgu@ @

Document No & | M-457379-01-1 Q &’ @ %@ q

Report No: 12-2068 S @ & Q @Q @»\\©

Guidelines: EU Council Directive 91/414‘;Qéc Annex I‘@par@ sectfon 6 @Qd Annek III&gﬁrt
A, section 8 residues in or @p%@reated pro;hucts fo8d and féed 9

GLP yes N S’ SRS v {(\@} N %o

o 9 A
Repart KCA 6.10/07,-ﬁ2‘%13xM S B
Title: Determination ofe resNues @% bug & and"ipﬂo@robi& in/or@occoli

and cauliflower&iter %&ay a@hcat@» of "%ebuco@ole @" riﬂé@sys‘cmb@l WG 75
in the field in ranceﬁé’out& S L9

Document No & | M-457394-0R1 ¢, o & @ @M KN

port No: 12-2069 o4 Q @ K

Guidelines: EU Cotcil Qrectl\@ 1/4%1/EE(:’Anne)Qf p%@A se@lon 6 and Annex 111, part
A, sé&ion 8@51d§§§m treated productgf%od and feed&

Gir TR W S 5

”\\9 NS K N
Test system @ & Q@ ~ §9 @ S S

cauliflower Tebaconazgle + ToifloxystrobigWG 755 a fi lation containing 50% tebuconazole
and 25% tr ﬂoxystl@ln The pr uct I%ed twistimes braccoli or cauliflower at application
rates of 6.0 (northern‘lEDuro or 0 tri oxy§ (sx@m Europe). The treatments were
perfonz@ with spray erva@of 133 S (nor@ Eu;ope) @r'19-21 days (southern Europe).

Curd samples we \t\gke “on 21 ( 221 %Eter @{e lastQEphcatlon in all trials. In some trials,
additional samples@,af w%e ta § e%gfer or @er tinge pm%s

Q\ & @
In 2012 res1due@1als G re petfo d in %}em 1rd SO@G%§§OP@§$ the field in/on broccoli and

Residues of t oxy@%m @s i isoq %%s (@ 357@1 C@ 357262, CGA 373466, its metabolite CGA
321113 and 1Somer 34 were&temﬁgled aé¢cording to method 01313/M0O01. The analytical
method validated by recqye ry @Aﬁerl &ts pxior to and during the analys1s of the samples by
spiking€ontrol samples with arilytes & h@mf quantitation was 0.01 in all cases.

% SN N
Findings ~ § @\ R §
- Method per c@i’nan e% OV 1 m@g{ rec@eries at fortification levels between 0.01 and 2.0 mg/kg
were within {§e nge of 70- 0 %, RSD <20%, except for CGA 321113 and CGA 373466
in whole out an O6%rall mean recovery of 69%, which was accepted due to low
overall s (4. Z

).

NS S oS |
- St@}age tébilityzyThe ‘qnaximum storage period of deep-frozen samples was up to 281 days for
tri@)xys in, CGA 327113, CGA 357261, CGA 357262, CGA 331409 and CGA 373466 and is
covere@y the storage stability studies.
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- Residue resu

Its:

Residues of trifloxystrobin in curd at day 19-21 after last application ranged between <0.01 agd@él 1 @6
mg/kg. Residues of CGA 321113 were between < 0.01 and 0.014 mg/kg at A
CGA 357261, CGA 357262, CGA 331409 and CGA 373466 were below L(@at day 19-24 afte@t

19-21.

Re

@@ms of”

application. Q N
R Q & 2
% o\ Q, '24\9
Table 6.10-17: Application data and residues of trifloxyst n and CGA 113 in/ on Q}\écc nd c§l- @
flower treated with a Trifloxystrobin WG formulation i field in nor@iern sm@ern é
Europe @ & S R O &
\a Q) @ d < &@
Stydy A tion N @ Q @esm%as @
Trial No. RN @ 6\ 'y N
Plot No. & ¢ ’ %Q &0% VoSS S
GLP Crop Country FL |No Qg/h&ﬂ kg/i &7 Pestion %AL&( Tri oxy-& - CGA
Year Variety % (a.$% .) R %nalyse@ (da@) obingy’| 321113
& > > O L O [ x, mg/k§) | (mg/kg)
12-2068 Broccoli | Germany 2 0:090+[0.030._ [ 29 Pwholeplant g 0* S10.02°  [<0.01
12-2068-01 | Mara- ﬁ < %}@ @ut é@ 4 <0.01
12-2068-01-T | thon 4 S v D @ OOtS@Q 0.645 0.015
GLP: yes Y O S > S O © ©@ §
2012 N @1 g g D15 & | <0.01 <0.01
&@ 2 o 210" |<0.01 <0.01
S 28  |<0.01  |<0.01
12-2068 Broccoli 7% 43 whol%o ant é\’ 0 0.62 <0.01
12-2068-02 Monac% K without @B
12-2068-02-T | Hybridgs Q7| fyoots "~
GLP: yes @ curd 21 <0.01 <0.01
2012 $ d @
12-2068 uli- ) § whole plant | 0% [<0.01 <0.01
12-2068-03 E ow 5 ithout 0 0.96 <0.01
12-2068-03 Free- }@7 roots 7 0.099 0.015
GLP: yes’y,~ | mont N\ %
2012 &S ) Ol cud 14 <001 |<0.01
- 21 <0.01 <0.01
§§) 28 |<0.01 <0.01
12-2068 CAli- R whole plant | 0 0.64 0.018
12-2068-04  ghlower® without
12-2068-04-T) Amefs roots
GLP: yes gg 189G curd 21 <0.01 0.011
2012 G
12-2069 Brogcoli b2 [0:400 [0.0167 |41 | wholeplant | 0% [<0.01 <0.01
12-2069-01 | [rom3n § without 0 0.85 0.032
12-2069-01-T o roots 7 0.025 0.010
_ @
GLP: yes 4 %Q
2012 § N curd 13 <0.01 <0.01
. é\a 20 <0.01 <0.01
@ @ 27 <0.01 <0.01
12-20 @%oc i 0.100 |0.0125 |41 [wholeplant| 0 0.89 0.019
12-2069-02 @1 Ste without
1 9.0 roots
GLP: y curd 19 0.011 <0.01
2012
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Study Application Residues o
Trial No. @ @6
Plot No. NN
GLP Crop Country FL |No| kg/ha | kg/hL | GS Portion E}DALT Trid (4 OXY-&)) CGA
Year Variety (a.s.) (a.s.) analyse§ (days) robm@ 321113
(mglk®) | (mg/ke)
12-2069 Cauli- | France 75 [ 2]0.100 0.01@ 41 whoig%i’ant 0% 0. 91@ L0.01
12-2069-03 flower r WG &%&hout % .OZ@
12-2069-03-T | Nautilus |1 X qroots & 7 0,02
GLP: yes urope, SN © v @
South g ; S
2012 ou g ' oewd 14 <o JEoor
o o Q2 gl 4] <0.01

Q@ 9 8 012 | <001
12-2069 Cauli- | France 75 |2 |%.100 @016@5 41 ['wholgplant |&70 " 0.67"  ]0.027
12-2069-04 | flower WG| O S of witlout & < | N |
12-2069-04-T | Frémont Q| L @ @ Q ofs & Q @&
GLP: yes F1 Europe, SO F D euwrdd 1 0.01 0.014

: South N B P e e 3 0§ |0
2012 AN 2RI O S S
©
FL: Formulation No; r@nber@pplw\%ns § NN N) @ ©
GS growth stage (BBCH code) at appli DALT @(mys af@\last t ent & N L
* prior to last treatment @ @ @@ & ©©> @@)gﬁ N

Table 6.10-18: Residues of C&A 35 61 C 357@2 CG 3314&5@an cea A 333466 1n©0n broccoli and

cauliflower treated with a @'1ﬂox Obl §mulat m the field@l @ﬁr ay{?@southern Europe
&
$

Study % o Residues™

Trial No. & ¢§ 6 & é N ;

Plot No. @ § Q@ N §’ @ S) S

GLP C Sountfy, 7| Portion, DALY | GoGa @ CGA | cGa

Year iety@ < analy% (days) %57 (a3 337262 331409 373466
Y o P L (mghe) |p(mgke) | (mgkg) | (mgrkg)

122068 ¢, Broccoli
12-2068-04_° | Mara-
12-206884-T | thon

pla 0% <001 <001  |<0.01  |<0.01
@iﬁoutg <& {021 \@’ <0.01 <0.01 <0.01

Toots 0.010° |<0.01  [<0.01  |<0.01
& 40

9

GLP: yes N RN
2012 N

O S
seurd @f 150 01 <0.01 <0.01 <0.01
> 01 <0.01 <0.01 <0.01
O A 0.01 <0.01 <0.01 <0.01
0>

wh plan‘@ <0.01 <0.01 <0.01 <0.01
oute, @

00@ Y
B | <001 <0.01 <0.01 <0.01

122068 9 Brocé%m

12-2068-02 Monaco
12—2068@ Hybridec]

GLP: yes D

2012% ~:§ @ &

12-2068 Cauli- @;)le p e 0* <0.01 <0.01 <0.01 <0.01

12-2068-03 | flower, < with 0 <0.01 <0.01 <0.01 <0.01

12-2068-03- %Fre'ﬁﬁ roots 7 <0.01 <0.01 <0.01 <0.01

GLP: yes & 2,

2012 @ @@ curd 14 <0.01 <0.01 <0.01 <0.01
<D A\ 21 <0.01 <0.01 <0.01 <0.01
% @ S 28 <0.01 <0.01 <0.01 <0.01

Caufi- whole plant | 0 <0.01 <0.01 <0.01 <0.01
8- flower without
12 2068-54-T | Ameri- roots
GLP: yes go SG curd 21 <0.01 <0.01 <0.01 <0.01

2012 S619
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Trifloxystrobin
Study Residues o
Trial No. @ @b
Plot No. o
GLP Crop Country Portion DALT CGA CGA E} CGA A@
Year Variety analysed (days) 357261 35726 331409 37%4@
(mg/kg) | (mghkg) | (mgkg)dy (mghg) -
12-2069 Broccoli | France whole plant 0*  1<0.01 <04] <0.0lo\@ g(@l N
12-2069-01 Troman - without 0 9.012 <601 <0.04, <0.01 @©
12-2069-01-T roots 7 \[<0.01 SP-01 <0.09 ?O.OLN S
. Europe, @ O S Q)
GLP: yes South > & R
2012 curd $0  |<0.01 Q| <00l &@0.0 a0l @
20  |<0.01 01 Q<o.$ <001 &5
027 |<0gy [0l <00 20,04
12-2069 Broccoli | France whole plafig, 9" | <001 <0.0%y 01 ° | <0.0Y
12-2069-02 | Steel withou %8@ & @* @ § o1 .
12-2069-02-T ooy | @ R o © & &
GLP: yes &*&m 19\\ <00} &%0.001© <Q,01 <o§
2012 @ SO LS O O N QS
Q &l xS y &
12-2069 Cauli- 4 Wholeglant . 0% [¥0.01 O
12-2069-03 ﬂow§r without ol O@ <§
é}21:123969_03_T Nautilus O &é@ots @ C(Z@f@ <@ @
1 yes N @
2012 curd | 14 o] <008,
S 20 <0.01
9 & 2% |81 Y
12-2069 Ghole plant . <0015,
12-2069-04 - withgut Q& «F ©
12-2069-04-T s P ©© @
GLP: yes eurd N 2 @Ol @&
2012 N WS kS
DALT=days@a last @tmemwv %nor to%laiﬁbtregti@lt §J ©) %@
8 N Ao Q @ fog
> o O & & N
A @ \Q & L9 \©
FIEFITs s
o O ¢ .09 o O @
A N
AN L 4+ 9 @
@ @ @ < R
@7 °\ Q @ o\
Q AN N @} 9
& SN S
N (g @\ R Q
@° N S
R ) N
@ Q Q & ©@
¢ & ¢ &
< N) % Q
S S IEY
S
NS
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Residue data on cereals

On request of CRD (UK), residue data in/on cereals are submitted within this dossier in ordéx to b §
able to address dietary burden for livestock and the dietary risk for consumers, S
& ¢ 4
The critical EU GAP for the northern region is summarised below. % § @\ 2
) X
Table 6.10-19: Summary of recent critical use pattern of tr@ystrobm 1n@> wheat and @%ﬂley 1N10rth @
Europe @Q @ @
¥ Mode of @faximum 0 WMaximum rate) Mlﬁfmu@\) @Q}
Crop Region G,I apolication 5@? umber of triflgxystr ©§ PHI
’ PP Q Appllcatm% . @a.s./ha) (Q{f@ (\@
; ‘o S .
Wheat EUN | p | Foliartreatment- | 657, o) 5 o S 3
sprayin i @@ ép@ AN o3 ©§ x
Barley BUN | p | Foliarugathent 1 (5 s 2505 § O
ping | g G-~ &5
S S
EU-N: northern Europe F Fi 1e G&&house@lndo@ é\a § @ @ @
<~ @ &
Residue trials on wheat and bg @ ha\@ bee r@ wthe )@ séé)r of t\?ﬂoxystrobln
and have been evaluated 1n pe&g fevigw undé®Dir 14 The trigls suémtted with the
Annex II dossier and coverifig th@@bo ntlerd us%,pattem @fﬁhen@ﬁuro e, are summarised
in Table 6.10-20. Since @ese 1@1due§§pave been preV1 ﬁ@? ated_dt European level,
detailed summaries of th&studits are not progidled 1n i s documen&;n orderto avoid duplication
of work and only a b n@@ary v]i%)lven Rlow @urtheg ria 1th a@HI o& or more days are not
considered below. @ @
@ S B SN
Table 6.10-20: Residuge\trials ﬁﬁhd regidue lewﬂs on Kmat a@bar Pas s@ntted with the Annex II
ss{%@\d cayering@) org& E% pean@se patfeyn of 2 applications at 250 g a.s./ha
and ©PHI 6135 days S @ Z
= & @ O
D . Residue level
Crop @egion TFL @Q e rate@ lka) co&diﬁ@ l;;s;i(ue l/el:' e)l CGA 321113 Report-No.
g Tmung %last a atlofl\ N S meg/ke (mg/kg)
: ©° stain <0.02 <0.02 gr31196
wheat | EU-N @giz &x 1874 Bcg@q PHI@t d & 073 091 MLOIT187-01.1
RN . gr3195
@ 9) Q{ @rain <0.02 <0.02
wheat | EUN| EG] 7.5, B@CH 13(5\(1 (gr42395)
¥ @éﬁ S 7% Ry straw 0.07 <005 |
=) . gr3195
wheat (LFUN | EC.| D2« 1@5, e H 65, @ 36 é\ grai <00'3052 <006072 (er12395)
;s straw : : M-037237-02-1
grain 0.02 <0.02 gr35196
wiiss | EUN | EC @ ZS@BBCH @P Hl@ straw 0.85 0.43 M-037252-02-1
¢ @ Q
= grain 0.07 0.02 gr33696
barley E@ B b x @5 BBCH 73, JRsd@ ) oy, 0.32 0.36 (0.38) | M-035384-01-1
@or 1. grain 0.03 <0.02 gr3295
barley ((FU N@iﬁc 29187 &CH PPHISSA@2 0] gy 0.17 (0.23) 0.05 (0.07) | M-035410-02-1
O grain <0.02 (0.02) <0.02 gr37296
barlgs | EXEN Lk @Q BBCHES, PHISSd(2d) [ gy 0.68 012 | M-035500-01-1
EU-N: l@?{@em Europe FL = formulation TFS = trifloxystrobin
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Additional trials are available conducted in northern Europe at the respective GAP. These trials are

summarised below,

assessment of all existing MRLs in accordance with “Article 12(2) of regulation (EC) No 396/@05”

For wheat and barle

up to 0.14 mg/kg, barley grain up to 0.40 mg/kg) than the trials evaluated for Annex I i
Directive 91/414/EEC. For barley grain nevertheless the PHI 35 r
questionable, since residues at day 42 after last applica@ are below
13 and 20 are lower than the grain results at day 35.°In additio

application was quit

evaluated trials (northern and southern Europe).

Further residue trials with trifloxystrobin i

o

the @

but were also already submitted in October 2008 to CRD to supp

y grain the supplementary trials show higher trlﬂoxystw@% residues (\%heat grain

sm@de
@39@86
Q and res ear at& @

has to be@oted at t v]ast &
e other barley trials are 1®me v@ the® rea%%
@) Q &

\é@e ce@ﬁ’uctq@n 2@ an{\\tfvﬂl ?ude

of trial-

e late (BBCH 83). The results o@ﬂ

S

h
erea % at

be submitted when avallri&

isomer analysis will @ ?”\9
The additional cereal trials including 150%& anglysis 42¢ sun@ansec@furt@r dov@ (hi %ht@%m
yellow) in this addendum document. % ° S N >
NN & \ §
@ N 0L O S & S
Q s & & O @9 <
Supplementary wheat trials (nort E r pe)@ < @ S @
RN @ (@) NY W\a®
Report: KCA 6.10/0 H» 1998 M-(69205.01-1:.0
Title: Residuestor CGA 279202 +CGA 321113t winter whéat (gt product: NAD
21180 P~ A9G04AEE€ 125%, & & = .9
Document No & | M-069205-01-1 Y O e N @ &
Report No: GRA919D o & 30 © « S
Guidelines: ? Co@cﬂ@mctl@ 91/ /EE@nne@I p@A se@ion 6 and Annex III, part
é s&etlon 8%51(1_@®m or on tregjed pg@uct% food apd feed
GLP O lwes” & RS 2NN
¥ & o oy &
Report: CA%.lo/@g,Wzoaﬁ; M-054730:02-1
Title: > D@%rmiﬁ%lon of€GA 279202 and §]@g@met‘a@gite CGA 321113 in spring wheat
Docufiient No & -05{@-02-1 S o %
e O K L
Report No: OGR38499 @ . S
Guidelines: & |E @Qour&lp Dl@lve %741 ex II, part A section 6 and Annex III, part
@ @, @ 8 reSidues@’or 0®treate®products food and feed
GLP N yes x® \ N @’@\ S
) S O
& -
Reporfe KCA 6%/1{3, ; 2001 ; M-030968-01-1
Titles et@ma‘u@’ of 1dL@of CGA 279202 and the metabolite CGA 321113 in
o ifte
Wi rwl@t
Document N&@ 03 -0 I%Q} Q
Report No;Q
Guideli Q')\ Q7| E @ou Dlre}\t;lbve 91/414/EEC Annex II, part A section 6 and Annex III, part
K @ A, sec@@ 8 residues in or on treated products, food and feed
GLR ® O 5, °
N g
& @

&
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Report: KCA 6.10/11, | JE; 2001 : M-030971-01-1 & o

Title: Determination of residues of CGA 279202 and the me%bohte CGA @1113«@
winter wheat J(\@

Document No & | M-030971-01-1 s @ &

Report No: gr 58200 % S & ©

Guidelines: EU Council Directive 91/414/EEC§%@mex 11, pa@s& section 6 #nd Ang%x Il@ﬁart
A, section 8 residues in or on treated products, f\@d and feed @ & A A

GLP yes o N Q RO A

% ° x N>
Test system Q? Q} ° @@ . \& 2 @Q}
S Dyl

TN
In 1997 to 2000 four trials were performed i&oﬂh@? Eurdpe 01}§yhe @fh tr@xy trobin EC or SC
formulations. The products were applie two@‘mes @p wh@ at%pli&tion s @j 254kg
trifloxystrobin/ha. Y

Grain samples were taken on day 34 t(@% aft@g\he la@t appl%catlo@ alli&ﬁals @0 %&ls, a§ onal

samples of grain were taken at later @e p% @ @ @\a § $
O %,
Residues of trifloxystrobin and C@A 3@1 13 wgre de@rmm@acc& n%@@neﬂ@@%%lﬂ 03. The
limit of quantitation was 0.01 2 or'tk05 m fgrgrain@lant Qy’stra
qu w @ or @kg @ﬁ & Q ¥ &

@

v
Findings % S \@ 9
§f v XA
- Storage stability: The%‘lam m storage riod®@ de en samples v@ up to 211 days for
trifloxystrobin and C@A 32 cove ed e st&rage @ 111t§§tudles%
- Residue results: é \® %o SN

tHon l@ged between <0.02 and 0.14

0

Residues of tri ysé@m in %ram t day (% -36 a&@r 1ast§ppl
mg/kg. Residigs of: A%®1113®vere§@etwe®f <0, an61@n grain at day 34-36 after last

apphcatlon@ @’@ % @\ 73 @ é&w

Res1dué&f trlﬂoxyst@gﬁnn 1@5traw$da 34- 36@§ter Fa§ap fikation ranged between 0.31 and 1.81
mg/kg. Residues O@GA i?“l 1 lg\vere l:@wee@@ 07 agd 0.82Y(0.88) mg/kg in straw at day 34-36 (42)

after last apphca@ % @ %\ %@’ [
S
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Table 6.10-21: Application data and residues of trifloxystrobin and CGA 321113 in/ on wheat in northern

Europe treated with Trifloxystrobin EC or SC formulations @ ©©
Study Application S ResiduesQy ‘o
Trial No. S &@
Plot No. (og O\Q
GLP Crop Country FL |No| kg/ha | kg/hL | GS Porti DALT@(\Tri@- SLGA
Year Variety (a.s.) ( anghysed (day¥), Steo in Av321113
i® @1@ c%” | Sug/kg)d)] (mgzkg)
491 Wheat, |G 125 [2 0.2 062 le plant | _ @+ 0.0 2
%rm% 97 heal, | Germany | 125 210250 [0.0625 |75 @@:ﬁ plant | [0 @% 30§ i@z
-gr49197 | winter 2) 4, without |§ . >
GLP: yes Ritmo < S Bgots & g ) A
Europe, (o @ N i) @
1997 North Q A | Fear y 679 <71 0.06
w &° Sl %\ %@ @ o %.24% 0.05
SN GOy & i § ey o
Q| L@ \@ Q| rest of plang | 140 @ @& 0.59
N 21 9 0.10
PN A ¥ \;\© SIS ©§
R SIS &350 (0027 <002
4 ol NN S | S QQ Qj@s 0.02
Q D °
@ L] T g @ st 735 |18 0.82
§ S AN &@ % 420 |1.43 0.88
@ @ @ %f\\ 2 @ @
gr38499 Wheat, fGérma 125)]2 | 6250 £0.06254 71 \wholg plant @%0 3.32 0.09
BRD-2144-99 |spring %C q 6@ Q| without ©)
GLP: yes Hann@ Eurgpe,  « | > Q7] Joots '
1999 &L North & 0| & | & car 13 |o.04 <0.02
S .9 9 9 ' '
SIS @ & 5 @@ 22 |0.02 <0.02
AN
> <L 9O o 5> | test of plant | 13 0.51 0.05
. Y| g A s @© S 2 |03l 0.05
. oD @ D
> A
A & & & < Sl o O wain | 34 |00 |<00
: RN BN 41 <0.02 <0.02
PV Sl lF P
@ R & [ o © sraw | 34 |031 0.07
v O & - © o] .9Q| @ 41 |0.18 <0.05
Q
S R ol gle [
gr57100 =) |Wheat, |Germ @v 2 9250, 19.0625 |75 | wholeplant | 0 3.6/ 0.048
BRD-gr&%100 wintelg\ @“ N\ without 0.017**
GLP:%es Deka®> q \© roots
2000, v PS Q | i 35 |0.14 0.061
rth @\ o grain . .
@" & @@ Q
(NI § straw 35 1.3/ 031
kk
g < 8
8158200 @ | W ermady | 500 [20.250 [0.0625 |75 |wholeplant| 0 3.0 <0.01
BRD-¢1$82 SC without
GLP@ 1 T00tS
20 rope. p—— 36 0024  |<001
©® straw 36 1.6 0.14
FL: Formulation No: number of applications GS = growth stage (BBCH code) at application

DALT = days after last treatment * prior to last treatment ** residues in control
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Supplementary barley trials (northern Europe) \@ @@@
&
Report: KCA 6.10/12, | E; 2001 ; M-022006-01-1 & s
Title: Residue study with CGA 279202 in or on spring barleyci@'France (Nerth) s,
Document No & | M-022006-01-1 R 9O o 2
N e
Report No: 2022/99 @ & & S0
Guidelines: EU Council Directive 91/414/EEC “Annex 11, A section @and @ex@;, pa@
A, section 8 residues in or on tr@ted productsy food and fee&g Q N
GLP yes ~) R IS S & < &
Y > NGNS
Report: KCA 6.10/13, %@999 ;@4-0@(7‘%84-%T N
Title: Residue study with % A 279502 @g»cyp@naz@@m of’on garle}@Ntho of
France ° N @Q Y
DocumentNo & |M-057584-01-1 g» - @ & o > & & ©§
Report No: 9813200 QN & & & o L& o
Guidelines: EU Council Birectiv®91/4™/EEC Ann 11, p@v A s@on @nd &5% ex III, part
A, section 8 r&sidués in pf@n treated p ucts&god g@ fee@@ S
GLP yeSQ\W@&@Q S o
oL @ S N9
Report: KCA®. 10/1%9 ; 2000 ; MA05502402- RS N
Title: ]&gterm@on of residyes og@GA @92@% and thé me@ohte CGA 321113 in
@rmg Barley - @ W & &
Document No & & 021 @1 - @w
Report No: @Q (;ﬁ& 19% & \
Guidelines: @w @ Cduncil I@ectm@@jl/ §§ A section 6 and Annex III, part
e Y, A seleon 8’@651d@s in Wn tr pro ucts ‘2%£00d and feed
GLP yesw s
s @ O B Q U
Report: @T(CA% 10,@ 20@# 1\10‘%4967 02-1
Title: <) res;&es o&CGA@%OZ and the metabolite CGA 321113 in
@ rle X
Document N8 & M (@6 2) @
Report G,B\37392® @%f j&@ %@
Guidelfnes: §U Counicil erecm@gl/@EEC Annex II, part A section 6 and Annex III, part
S mS@mdln @@’n treated products, food and feed
GLP yes@ O o .
7 R
Report: & CAS.10/16,] ; 2001 ; M-030958-01-1

Title: &> N
< @

Detgrmindtion of residues of CGA 279202 and the metabolite CGA 321113 in
| winterbatley

Dociment @ &
Repor N

@ﬁ\‘}[-o 58-01-1

er 59100

Guid@s :

EU Council Directive 91/414/EEC Annex II, part A section 6 and Annex III, part
A, section 8 residues in or on treated products, food and feed

GLP

yes
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& &
. <
Test system @ v

In 1998 to 2000 five residue trials were performed in northern Europe on Q@y with trifk@gyyst
EC or SC formulations. The products were applied two times to barley at application rages of@w to
0.26 kg trifloxystrobin/ha. o S . © ©
Grain samples were taken on day 34 to 39 after the (#3t applicati in all trials%\ln @e tr, @
additional samples of fruit were taken at later time point Z @@ L = &

SN & X > c&©
Residues of trifloxystrobin and CGA 321113 were d&ermined ao@rdin%;to m%@)d I@I% 17 . The
limit of quantitation was 0.01, 0.02 or 0.05 mg/]@r grain, plant or steaw. Q \@ & @@}
e 3. & 2 N %\ %@ 6 °\% v
Findings S @ N A @ @Q
- Storage stability: The maximum stora periq@”of -fro@@nj san%les as up&) S@ay%f&
trifloxystrobin and CGA 321113 and is ceyered by th&?ﬁorag@tabili{% stud§

CINNI RS RN SRS

- Residue results: ©Q gix SRS @ﬁ O >
Residues of trifloxystrobin in graigat da}f@’4—39§a§ter 1&st ap 'catio@ng etw§ <Q§@ and 0.40
mg/kg. Residues of CGA 321113 weg betwgen <Q02 a 0.065%n gran at day 3439 after las
application. @ N © (§ @ @Q @© é

AN AN
. & Kz
Residues of triﬂoxystrobi@@in str@ at @4—3@%&& %t appﬁcati@ran gg@betv@@en <0.05 and 1.58
mg/kg. Residues of CGA 321113 wér be@en <0.05 and 0.42vin §§§w a@ay 34-39 after last
application. %, K2 Q) @@ . O )
S TS e e %0 <
@ S SIS @© @ @
S QO NTN N o 9 N
F D Na a8 §@ N
¥ &0 O &5 b
@ . & O @
9 @ X
N & @ ¥ o & T
N T8 Ve &8
@ S
§ RENIIAN > & >
T e o
@ O & .9 © O @
Q0O S & b
9 XN & @
<) S o L2
@’ NS @ @ N
i AN NG RN
B v S L@ @ N
N (g @\ R &©
N N
&@ A" gf § N
@ < Q" & ©@
NN
S
&S S
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Table 6.10-22: Application data and residues of trifloxystrobin and CGA 321113 in/ on barley in northern
Europe treated with Trifloxystrobin EC or SC formulations

&

S

Study Application S ResiduesQy ‘o
Trial No. S &@ ©)
Plot No. (og O\Q
GLP Crop Country FL |No| kg/ha | kg/hL | GS PorL@p DALT@(\Tri@- SLGA
Year Variety (a.s.) (a@ an@ysed (da@ strobin v321113
N = @@ | tug/ke)ey (&@g)
2022/99 Barley, 125 [2]0.248- | 0.0624- |59 grain D.044 0@ro
FRA-2022-99 | spring EC 0.261 20625 4 © 639 Q 0.05§ 5@&,014
GLP: yes Prisma Q &’ @ & © &
1999 Q IS Q\@ N 5@ @@
EMID S D AFLE S
9813201 Barley, 267. | 2 1491903 0.04 5 n 354 <0 <0.02
FRA-9813201 | winter 5ECIQ|- %%9 - @ é@ Q> 350 y @& <0.02
GLP: yes Esterel o097 &%468@} %% o | 47 028 [<0.02
> N N QW s« <00 | <002
1998 Q@ N N KP S S S
9 ESERSEEIRS R
@] N RSotraw O o5 |<0.05
S > o0 2005 [<0.05
A le? & S 4 8 Jo#r, tess|<00s
2N ¥ ]S O 475 [0.09 <0.05
gr35199 Barley, 125 (2(0.280 0463 |%9 | whole pldat ERNNERE 0.05
BRD-2141-99 | spring EC © it "
9 § N o1
GLP: yes QY @@
1999 ARGCES D 13 {025 0.03
o &| 20 0.12 0.03
9 @
@rest SEplant | 13 0.72 0.06
3 Y 20 0.55 0.09
@
\@ \5\7 grain 34 |0.05 0.02
£ S 41 0.04 0.03
straw 34 0.35 0.18
41 0.49 0.18
2r37399 whole plant 0 5.40 0.07
BRD-2143-954 without
GLP: yes % roots
1999 @7 ear 13 0.32 0.05
20 0.28 0.05
%y
> rest of plant | 13 0.63 0.15
20 0.51 0.16
4
grain 35 0.40 0.06
o 42 <0.02 <0.02
N S
N S sraw | 35 |18 0.29
N g 42 <0.05 <0.05
N

&
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Study Application Residues o
Trial No. @ @6
Plot No. NN
GLP Crop Country FL |No| kg/ha | kg/hL | GS Portion E}DALT Trid (4 OXY-&)) CGA
Year Variety (a.s.) (a.s.) analysegl@, (days) robm@ 321113
(mglk®) | (mg/ke)
gr59100 Barley, |Germany | 500 |2 [0.250 0.06@ 73 who@ant 0.7 5572 4001
BRD-gr59100 | winterf SC &gihout % 0\037** @ @
GLP: yes Theresa . X Q oots @@ § 5 S
urope, .
2000 North g? é O grain 534 4 0.%@@ %Q@l
S < &
&) $ &
ol G Y @ |90 @04
o J ‘o QS .
FL: Formulation No: number of icati(g %Q R v @G S >
GS = growth stage (BBCH code) at application D = dfter 1@reat (o & % o
* prior to last treatment ** residues in control % (g \ Q % Q> Q @7 @&
~
S-S A

Supplementary wheat trials (nort a@ sout@rn @ro&e@’— 1r§c§&m$me al)@s

Report: KCA 6.1 7,ﬁ2 . Meg®5 19801 -
’ & N @ %@ @g % gk

Title: Detepminati @res@es of@yproconaz@’ and\(?lﬂox%trobm in/on wheat

aftex, spra apphc@lon Cyprsé onaz@é & friflox ﬁobl@C 535 in the field in

Uyited Kingdokp Gen@ny, axg@palﬁ\x “©
Document No & @—485 198- G\\ @ @ é% Q &
Report No: \é 13 @85 @ O @@ & @

INAN
Guidelines: @ulan&h (E@No @7/20@@ @§U N
(2 a ndance \g%rklﬁg doa@ent @S/V revd
© OECD 509%DECB guidgline foflhe testing ofichemicals, Crop Field Trial
GLP & y@ @ L X o
@% "\U g\

Test system % S
In 2013 two trlaf? wel@%erfﬁd 2 trials in southern Europe on wheat with

trifloxystroby

wheat at a 11cat10n rate@
Grain fﬁes were t%
additional samples @g
S
Ko
Residues of trif@xystrobin,

mer €GA

appliegtion).
N

321113 and }

method w ah@d
spiking

Fingég’s S

S
& oL

@
A

iSO
466%szere dete

(mix

C

orﬂz@rnE fope
V@th@n
Skgf@\l @%ﬂ

ob1
afte&g

ole). The product was applied two times to

last application in all trials. In three trials,
ere taken K n tl@\gram was ripe for harvest (day 51 to 62 after last

Q @
357261, CGA 357262, CGA 373466, its metabolite CGA

ined according to method 01313/M001. The analytical
ery expgriments prior to and during the analysis of the samples by
@ﬁﬂple@vlth Sbanalytes The limit of quantitation was 0.01 in all cases.

th erformance
mg/kg(Were within the acceptable range of 70-110 %, RSD <20%.

verall mean recoveries at fortification levels between 0.01 and 0.10 (10.0)
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- Storage stability: The maximum storage period of deep-frozen samples was up to 273 day ﬁor

trifloxystrobin, CGA 321113, CGA 357261, CGA 357262, CGA 331409 and CGA 373466 @6

covered by the storage stability studies. 5 Q\ (3
@

- Residue results: @JQ S ©®

Residues of trifloxystrobin in grain at day 35 after last application or a‘garves‘[ Were©@ Ol@ﬂcg@
except in one trial where residues at 0.020 mg/kg werg found. Residues of CGA&?}ZII*@ C
357261, CGA 357262, CGA 331409 and CGA 373466%6&: belowQ in gran@@ da@SB@\y@ter
last application or at harvest.

In straw residues of trifloxystrobin ranged betweeO and 7.6 @/kg@t day &Qafte{last ap@hca

or at harvest. Residues of CGA 321113 were een 0. ‘?@nd 0\ 0 mg/kg 1n\s@aw @md@ of
CGA 357261 were between <0.01 and 0.27 mg/kg 1@tra S of A 33T262wyere between
<0.01 and 0.13 mg/kg in straw. Residue of C@A 33@ 09 v@re « een 18 alf@’0.13y émg/@y str&w.
Residues of CGA 373466 were between ‘ig 1 aQ 0 04{ mg/¥ st%w @

& &
Table 6.10-23: Application data and @d &z\f trlfl@(ystrﬁﬁn an&GA ‘§eat ated
a@‘;sou

@

with a Trlfloxystrogﬂ} SC fo@lulatﬁm in tﬁ%? ﬁelgn nor@rn n Eur6p
Study S esidues
S
Trial No. @ @< @ &
Plot No. < AN f@
GLP Crop Ko 65 {Sbortigy | DALT | Trifloxy- | CGA
Year Variety “ anafysed @§days) strobin 321113
A o ° (mg/kg) | (mg/kg)
13-2085 Whe 9 69 | “ereen 0 4.4 <0.01
13-2085-01 | Alderon: d me@l 14 2.9 <0.01
13-2085-01-T | S@yin <
GLP: yes @ea{g é e § ™
vy § S @ &rain 35 0.020 <0.01
2013 @’ N
N o 35 7.6 0.042
&@\ S ) N § @\ straw . .
13-2085 Whe@® D2 | 014875 | 8062 <69 green 0 4.6 0.015
13-2085-02 | w; e_ o Oy material 9 0.69 <0.01
13-2085-02-T |tou € o> S S
GLP: yes ﬁ@’ﬁg@ OF . 5 gain | 35 [<0.01  |<0.01
2013 61 <0.01 <0.01
3 15 P
N o
@7 &é RS straw 35 (042 0.093
% | 61 0.26 0.10
<
> Q
13-2085 @ 0.1875[0.047 |65 green 0 55 0.017
13-2085-03 3 material 17 0.17 <0.01
13-2085-03-
GLP: yes @& grain 36 <0.01 <0.01
2013 51 <0.01 <0.01
o (
&
Q@ @@@ straw 36 (020 0.034
©§ 51 0.23 0.036
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13-2085 Wheat | Spain 535 [2]0.1875 [ 0.062 65 green 0 6.9 o <001
13208504 | Avispa: _ SC material | 14 23 @ %@1
13-2085-04-T | Durum N (2]
GLP:yes  |wheat | gurope, gain {35 |<0@F <001
2013 o 62 |01 g0l
N @
sm@% 35..9 299 0012
@, 62% 23 0.019,
\§ 9 @
£ P &l

FL: Formulation No: number of applicatio@ G@% growth stage (@CH codg) at 1cat1@
DALT = days after last treatment

A
Table 6.10-24: Residues of CGA 357261, CGA 3572 2 CGA 33 9 ane GA@346®11/ on%heag§
treated with a Trifloxystrobin %f H@tlo% the f% in @rther@and soﬁther

Europe S o
b \ & & 0 O & &
Study SRSENEE Re@es QO . O &
Trial No. @} N @ N O RN
% °S % & O
Plot No. ©Q N SRS Q}S\a <
GLP Crop Country Portfén |"RALT C @%G N A |2 ccea
Year Variety q 6 409~ | 373466
/k (mg/kg)
13-2085 Wheat Unie%ﬁ\ % . <0.01
13-2085-01 Alderon’ Kin <0.01
13-2085-01-T [ Spring
GLP: yes wheat . <0.01
2013
| Bur @ § S Q &
& I\@h S shaw 027 0.13g, |03 0.017
N ST N N S @ S
13-2085 @heat S o gree” |2 0 ¥{<0.0I> [<001 <0.01 <0.01
13-2085-02 %mr@: © natorial _ [5°9 §P0.0© ©.015 0.024 <0.01
13-2085-024p | tou: S S ©le o
GLP: ye Wﬁmir @rain § 0,01 [<0.01 <0.01 <0.01
2013 — e Q° 1 <004 " |<0.01 <0.01 <0.01
~
O O S
A
@? ‘ @?ﬁstra\y%@ §)19 0.015 0.030 0.032
s S o |« 019 0.016 0.023 0.041
13-2085 | Wheat Ren oof 0@ |<0.01 <0.01 <0.01 <0.01
13-2085@ Forblancd @nater 0014 0.012 0.016 <0.01
13-2085<03-T ;¥?1t§§ @ @
GLP:yes u gigin > 36 [<0.01 <0.01 <0.01 <0.01
2013 N ol 51 |<001  |<001  |<0.01  |<0.01
@’ S
\% sEaw 36 <0.01 <0.01 0.018 <0.01
<§ N © 51 0.020 0.011 0.018 0.012
o
13- 20&§§ @heat% oreen 0 0.035 0.025 <0.01 <0.01
13 2085204 %&Vf@ material | 14 0.096 0.060 0.065 <0.01
5 ‘O» Du
GL yers | Wwheat BT grain 35 |<0.01 <0.01 <0.01 <0.01
2013 South 62 <0.01 <0.01 <0.01 <0.01
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Supplementary barley trials (northern and southern Europe) — including isomer analysis @o @
QS
Report: ONRNEY  H IR M—485010—%1 S @
2D
Title: Determination of the residues of cyproconazole and @’ﬂoxystrob' in/on\iﬁarley
after spraying application of Cyproconazole & %ﬁ%loxystrobi@n& in &f@
United Kingdom, Germany and souff®rn France <, >N N
Document No & | M-485010-02-1 Q o & &
Report No: 13-2084 ES O S Q& «
Guidelines: Regulation (EC) No 1107@@ Q & Q& & S
EC guidance working docugent 7035/V rey. @ @@
OECD 509, OECD gu1dQL1ne forgfie testing oﬁ@&hem}gg s, C@ Flew,%l“rlal%
GLP yes (fggj”@ @@ @ O @ & S
‘”\9% '~ AN 6 % @Q @@J @
Test system & \ \ \ & s §

In 2013 two trials were performed i ortK%n 1§ Y7\\pe a 1 tr]@? n ther@uro %n bar%y with
trifloxystrobin SC formulation (ixture/@with “&yproc%nazo Ong; add@nal val c&%ucted in
southern Europe had to be cance d (@phcat@n n(@ccor@ﬁ G@) a@@was peatedhin 2014, but
results are not yet available. v @

The product was applied tw&es to\barl phcatlon rate&‘fO 1875 k 1ﬂoxy@ob1n/ha

Grain or ear samples wer%take @ @% aftefOhe last app@atlomln all @ials. In two trials,
additional samples of gfain we&: taken@vhe@e gré.n was@a‘pe fotr\\ohar\{é?(d@ or to 59 after last
application).

@ @ \ Q % &\
Residues of triflox 1ts 15@1& &A 35%6@ 26 CGA@73466 its metabolite CGA
321113 and iso JA 373 %6 were det&%nne saccordfig to @etho@BB/MOOI The analytical

method was @cﬁﬁy rggove xp rifientsxprior < and during the analysis of the samples by
spiking contro with all %alytes he Q@ﬁit of@antlt@on w4 0.01 in all cases.

Flndu@ @ @ @Q § " &

- Method perform@e %\all an r§ver 3 at @tlﬁcat:&)n levels between 0.01 and 0.10 (10.0)
mg/kg were w1th®i§he e%cepta ran&\f 7&@10 %@SD@O%

- Storage s 1ty @@ gﬂmm st§§® petic 9 ep -frozen samples was up to 255 days for

trifloxystrabin, CGA 32 61 @GA 262, CGA 331409 and CGA 373466 and is

covered Jgy-the storage@ablh ud1@
\

- Residue results: s»\g % @ @} @Q
Residues of trlﬂoxystrol@a in @n or r at @y 35 (36) after last application were between 0.025 and
0.051 mg/kg.. @émd eg, of (F#3A 13 @’}A 357262, CGA 331409 and CGA 373466 were below
LOQ in gr@nd@@r at 35/3%”aﬂe@ast application or at harvest. Residues of CGA 357261were
between <‘& n@“kg a@@o 0®’ng/kg n grain.
In stra%@rem s of; trlﬂo@robm ranged between 0.12 and 7.0 mg/kg at day 35 (36) after last
app &@tlon @ at est, Residues of CGA 321113 were between <0.01 and 0.12 mg/kg in straw.
ues CGA 3572§ were between 0.013 and 0.49 mg/kg in straw. Residues of CGA 357262
were t(e@reen <0.01 and 0.18 mg/kg in straw. Residue of CGA 331409 were between <0.01 and 0.28
mg/kg in straw.
Residues of CGA 373466 were between <0.01 and 0.061 mg/kg in straw.
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Table 6.10-25: Application data and residues of trifloxystrobin and CGA 321113 in/ on barley tre@t@ @6

with a Trifloxystrobin SC formulation in the field in northern and ?%uthern Euro
O @

Study Application @JQ Residdes @%@
Trial No. Q> @
Plot No. @\% . O G ?5@
GLP Crop Country FL [No| kg/ha k GS Péction DA@ %i“ﬂoxy- C%X
Year Variety (a.s.) (%) lysed (L@%) ~Qtrobi 3217113
< S Plngly) |, @ke)
13-2084 Barley | United 535 [20.1875(0.004 |61} green 7 0 12 @&0.01
13-2084-01  |Irina; | Kingdom | SC @ gﬁeriau@ 185> 27 )] 0.016
13-2084-01-T | Spring Q RN @ N\ g S
GLP: yes batley S & %@ 4> erfin @@6 0,051~ |<0.01
2013 Europe, @%9 @@ Q@ > o & |
North = . N %stran 36 @6 @'0.12
i RN &
° S S S S
13-2084 6k oén 49 00> | 457 <0.01
13-2084-02 ﬁria@ 1 @3 <0.01
13-2084-02-T o @@ @@ S
GLP: yes 4 gréin O35 [0.027 <0.01
2013 @ & 430" [0.020 <0.01
& °\ @
o 9
i@ <33 o3 0.021
« . <§48 0.12 <0.01
Q & BN
13-2084 61 Ugreen 0 3.8 <0.01
13-2084-04 4. ma 1 27 0.29 <0.01
13-2084-04-T § N
GLP: yes S | @ ear 35 0.025 <0.01
2013
R
&QJ) @\ §;est of plant | 35 0.53 <0.01
rain 59 <0.01 <0.01
g
§ : tr 59 039 0.014
@ of & o straw . .
Q9 SEINS) NI S
o 7
FL: Formulggign \:;@ o: nl@é\ﬁer of, a%licatiglﬁl@s GS = growth stage (BBCH code) at application
DALT = days after last trea@ent Q N
N NGRS
. T T F e
A > N R O
N & N
SEESIVCAR
@ < Q & ©@
S &ES
O Q
S
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Table 6.10-26: Residues of CGA 357261, CGA 357262, CGA 331409 and CGA 373466 in/ on barley .

treated with a Trifloxystrobin SC formulation in the field in northern and southern @b
Europe & >
Study Residues @Q &@ ©)
Trial No. @ O\Q
Plot No. % ©@ K )
GLP Crop Country Portion DALT }, CGA $A CGA, N A &
Year Variety analysed (days) v@357261 262 33@(’)9 N3 7346%) @

(mghkg) [Shmgke) | (flghke). P (mghe) | &

13-2084 Barley | United green 0.062 <[<0.01 @01 R zggl ol
13-2084-01 Irina; Kingdom material ) 0.082 Q 0.@35 §0.06k 201 &
13-2084-01-T | Spring d N | Y9 o e
GLP: yes barley grain & 36.¢,° O.@ <0.0‘§@ @&1 °\& <0.9],
L Europe, O %@ g}f @% v 0 g % .
North strady | B6 @049 R 0% 0280 (@061
g\% > o 6 &% o S R
13-2084 Barley |German ﬁeep ~ &@ 018 %Q <0.84, %0.01 SEER)
13-2084-02 | Duett aterfal® | 437 Y0057 o |0, § .04@ 5001
13-2084-02-T K @S S D@ S )
%11;: ves Europeg, | &R o2 %@ j@% @ <00 S ?gg%‘&\ <0401
NOI‘ﬂ@ o\ & 5 @ ° o @ o
= Sl o & K2 o
o 9§ o P e Je g o
A % <0. <0.
Q q
13-2084 Barley ™’ @gr@f@ §60 v\yo.ozo§ &)11 & b<o.01 <0.01
13-2084-04 Cer‘@e %@rial 27©© 0%@ o [0014,, ~ |00l6 <0.01
i NN S <

13-2084-04-T @er
GLP: yes ey @
2013 ) @J@

9 < 11@ 35 27 @©10.016 0.025 <0.01
N - % rj@fpa . . .
'S R & s

@ S ko N
\ A L g@% ~ 59 & <0® <0.01 <0.01 <0.01
@§ Q @Q S S
Qstra R Q045 0.019 0.038 <0.01
o S TS| S 4
DALT = day§after last treatme Y § ’%T"Q ) @)@ %@®
@7 N ; &@ "
N @

%o %, A
CA%%.10.1 Effect @%he@esidué@eve& pollen and bee products

The obj ective@@;uc s;u@oul&%@e to @%ermine the residues in pollen and bee products for human

consumptio@sulﬁgg froftyesiduds t%@ up by honeybees from crops at blossom.
TN
SN
Since fﬁc'@)Q pubh%fled @iideline for such studies is not yet available, no relevant study was
condusted fo@ﬂo@twb@%o far.
& @ Iy o
¢ g v

&
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