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CP 10

ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT

N
©© @® S
Use pattern considered in this risk assessment > N o\@
Tablel10- 1: Intended application pattern %% . § § \25@
Crop Timing of Number of Applicatior&gMaximum o> Maximum lication ra@}
application | applications interval label rate@ individual atm@ (rz&ﬁs)
(range) (ran @ as@a] ®
[da&@? [kg/% o &Qﬂogystrobi@ @
Apple/Pear/ ’ @y R & @
Quince (early) BBCH 31 - 89 3 10 Q o«gb <] & N 57
Apple/Pear/ S 2 ~ S
OQuince (late) | BBCH 55 -87 3 SESL 2 @vzzsm > @ @ 425 8
" S & o
i - R S 70N
Strawberries | BBCH 55 - 89 2 Pl RN 7| 030 é% ‘z”;@ = 150 ©§
Strawberries | BBCH 10 - 92 R 0258y g?
rawberries ke fé . @9 Q0.254p @\ @§y £ %@)
G BBCH12-89 | N3 10 S} Q125"
o 2 |2 WO B L9
§ S Vo @Y 2 Yo
Definition of the res1dl@ for@kas@% @ﬁ v @ OQ\@ \25@
o) R
Justification for the residue d@mo or r1§se ent o%'&led in MICA @7, Point 7.4.1 and
S N
MCA Sec. 6, Point 631, @ & & $ s SN
© 7 P &
Tablel0- 2: Ql)ef\@mn@%the r%'ldl\%for rgk ass enl@
Compartment R@%ue Definition & @;}\9 O 2 o
. © o strobin, ©GA 261 ASZ@’IS, GA 373866, CGA 381318, NOA 413161,
Soil - 316&(@@7 § @@9480@%@ &
. S <
Groundwater e as @ﬂ é\g ] ® %\ & %
O @
Surface water Dsam. %SOlgﬁC %35% %31, C 1071705 2-hydroxymethylbenzonitrile
@ﬁvg@m&%@@g@ ;
. ( QS ~ >
R
Sedlment%» trifloxyg b1A @39@13 @g@ @
Air @7 tri @ystrolﬁ CGA 107 7@
> @ &
S & o S §
> & @ A
C &S 8
@ < Q & ©@
& &S
<< O % S
& @ Iy °
¢ g v
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; Quiéﬁ%lce @©
Document on Risk Assessment for Birds & Mammals on request from EFSA@(EF SA Jou \2009@

7(12):1438. doi:10.2903/j.efsa.2009.1438). @ & IS
D
= S & .o
CP10.1.1  Effects on birds 0 Y DN
\e @ R I N )
Table 10.1.1- 1: Endpoints used in risk assessment ©Q @ § ) &
Iy
Test substance Exposure Species %@ Endpoint O Ref\ﬁnc%U (07»
EP!
risk ;:;::stsment Bobwhite qug%@ QLDS 0@@} ,&E@;@{(;(ﬁ%b% E?i %&?81 %Z)le
Trifloxystrobin é\\ 5@ Lo A

: O @ EP 2
Reproductive RS 3 @@ Lel
risk assessment BOb\Z\%e qlii@j i@%L Q m%s ke .m /d ©-032 %0 §@

KCA

R S o
ERSEESEE T K
Table 10.1.1-2:  Relevant 1nd1%10r sp&es for rls%?ﬁssesgent oy cre@ng lﬁac&@% EFSA
GD (2009) o © @J@ @ m@ @?%0 % §>@ S
S e & rteut value A
Crop Indlcateﬁe&es ﬁj\ Acute rlsﬁassess&ent ] Re@duc;iv?risk assessment
Orchards Small ind@tivorowd birg)! & 468 . o | 2,182
Strawberries Small omni@usb@gi O K@P58.8© G [~ ) 6438
Grapes Sg@g omn@bro%@iryd >, Q& 953 O é Y 38.9
RS
RGNS NI
F A Ve o aL §@ <
>y & .0 9O «7 & D @
A S-S
N & & @ o @ ST
N 2 O & O 8
SENN®) S
§ RN > & >
% @ & > . s &
e NP6 & O @
QOO O N O D
O 9 KN & o
=) N @% W2 %
@7 °\@ Q @ N
Q A\ N @§ 9
N (g @\ R Q
@ N >
PR ) SR
& o &
& & & ©§’
NN % S
Al U
N o T oo
¢
®

! List of Endpoints: EU Review Report for trifloxystrobin (SANCO/4339/2000-Final)
2 NOEC listed as 320 ppm, converted to 32 mg/kg bw/d with default conversion factor from EFSA GD 2009
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ACUTE DIETARY RISK ASSESSMENT

Table 10.1.1- 3:  Screening level acute risk assessment for birds 5 Q\ g
@,
. DDD EDso & $)
Indicator r@j <
Crop . Appl. rate DDD |[nig a.s./kg| TERA | Frigger
species [kg a.s./hal SVeo | MAFoo A bw @&3 o &
. . N Q
Trifloxystrobin v® Q@& @gg\g {\} y\g@ @
Orchards N q
3x 75 g/ha, 10d int. Small 0.075 e 147 4 D16 S | K88 (§ N
BBCH 31-89 | oma Q-] & & q &@
Orchards 1nsect1'V0r0us ol ~ & Q % @
3x 112.5 g/ha, 10d int. bird 0.1125 468 |IgF s 6\ 2958 | &
BBCH 55-87 S e S N >
Strawberries v g G < e’
2x 150 g/ha, 7d int. 0150 - Psss @ 1§Q 9 | &2 000C -4F| an
BBCH 55-89 Small RN 0 . & $
Strawberries omnivorous birg] \{ N v, ° %9 é\y @ Q> D
2x 125 g/ha, 7d int. @%.1% . @58.8§1.38@/ 2747 | § é# >
BBCH 10-92 S N < %
Grapes Sm © @@JJ) O & ¥ ©§ S
3x 125 g/ha, 10d int. . ﬁl@ . 0,125 @33 &@.47 Q17.5 @ > 114
BBCH 12-89 omniv: s birdh N &@ &
S

o S @ 904 Q 2 @
The TER4 values calculated inthe scré@nn@ te rlﬁ%ﬁsses%en@ bm@ exceed the a-priori-
acceptability trigger ofJ 0 forail'e @ated $knarids. Thus; the éute t&k to b& can be considered as

low and acceptable hout need§ fu \\ £, mord rea]@lc rl% assess@ent

@ & &
Table 10.1.1- @ Sc@nn}%%vel Cl@pro@@tlve ﬁsk z%%essm for birds
N L %D])@ O Y NOAEL
In@ator%’]A@ @ @ Qr [mg .
C@p O DDD TERvLr|Trigger
Specie ra g| SVm M A a.s./kg
A ‘Pe @@s/ha<“ . @® bw/d]
QY I
Triﬂoxystrobinﬁ@ s @Q ~ @ O N
Orchards Qﬁ ©\ [N 4 <
3x 75 g/ha, 1@%. O O oot Pisa 9 175 o5z [127 >25
BBCH 31- S o o & | .o
oot 2 & D
o e v o P
IOd.in% ’ @ A 1125 M8.2Q1 1.75 053  |2.07 >17
. N
BbcHssg7 v &) L[ Q@ <
Strawberries v &@ @ D
2x 150 g/ha, 7d G . 0430 @4.8 1.62 053 (832 >32 [>38 5
BBCH 59 \ﬁmﬁf&%s > @
Strawb&l%es L @d Q
2x 125 g/@a] 7di@§ ©@0.125 64.8 | 1.62 053  |6.94 >4.6
10-99y A
<Grapey,” |5 o o
11025. h, omanorous (0125 | 389 150 |0s3 |87 >83
12-89 bird
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The TERLr values calculated in the screening level reproductive risk assessment for birds exceed the
a-priori-acceptability trigger of 5 for the scenarios in grapes and orchards. Thus, the reproductiv@ﬁsk ©©

to birds from the use in grapes and orchards can be considered as low and acceable without gided fof?
further, more realistic risk assessment. @ &@ ©)
oy N
S § o
The TERLr values calculated in the screening level repreductive risk agsessment for ds de%}ot r@
the a-priori-acceptability trigger of 5 for the scenarios &m strawberriesQ @ § é\ﬂ
Thus, the reproductive risk to birds from the use m%@awbemes ]@s to be eval&@d at t% 1@@ le é§
based on the generic focal species scenarios. Yoy @ Q & @
99) N . \
AR i
Table 10.1.1-5:  Relevant generic avian f@l sp@es s@g@%ar%g orgl%r asses me%t in
S
strawberries E \@ @) Q a ® (\ m
Most critical window of | N 6 %ﬁ i ©. E Short cut v
Crop . @ $ @pres&ﬁtatlv fo@epro tlve
. relevance for generic g (g Gengric foea sp%@ 2
seenario focal species scenarj N < @ 1es @ %A
| o N N o ased 0fi RUDy
R @gmall @nmvo@s bi ) «
— BBCH > i@ & g a§@®> Qﬁ@&%oo@ﬂ( Of o 4
2x 150 g/ha @mglvorous bir @ . @)
e BBCH 6189 ¢ Sty 4« Stling, 13.4
. @ U =
7d int. BBEH > 2% @f{nal §ect1\g ous bird %llov&ﬁgta N 9.7
= S
%G all o or Nlrd D IS
Strawberries CI? @39§ %gl arl;;g&ﬁ s @oocil@a‘ﬁk 10.9
2x 125 gha | & ”\9 R@glvoro bird & N <
BBCH 10-92 | BPX@I 618> & “staliie? Y D Seling 134
7d int. E}U N © 8@%1 insEstivorgys birdy .
,,, @CI&@-D@A . %{; (b Yeéllow wagtail 11.3
N 103
/%@\ S § & s
Table 10.1.1- 6: er 1 feprodugtive asSessment for ds (use in strawberries
é‘%% Forogtve s o s )
% (§ ‘O DDE NOAEL
Compound / Gel@* ¢ f o - N S [mg .
Crop ©@ pec & - %ppl'@:e] \@vm BAFn| fova | PPD | kg |TERUT(Trigger
SO (ylke@s/hal g @© bw/d]|
&Q
Trifloxysgtrabin @2 QQ @ @ Y
omn orouS\ AN Q
< >
2x'150 g/ha |  Frugivdrous b@l
BBCH 55-89&@ “s;arhn@n 50 Q& 13.4 1.62 | 0.53 (1.72 >32 >19 5
7d int. S&ﬁms&gorou& @
« - 9.7 1.25 >26
ﬂ§ ﬁ?blrd@ﬂ tail bS)
@ ~Small niv@ls -
Str: %@rrie& Qtﬁrd “la 109 117 227
2x475 g/l 1varows bird
H > @st@ng” 0.125 13.4 1.62 | 0.53 |1.43 >32 >22 5
7d,@k Sma}l 1r‘1‘sectlvgr,?us 113 121 > 26
bird “wagtail
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The TER¢r values calculated in the Tier 1 reproductive risk assessment for birds exceed the a-priori-
acceptability trigger of 5 for the scenarios in strawberries. Thus, the reproductive risk to birds fr@ all &

: ) . : . N
uses in grapes, orchards and strawberries can be considered as low and acce%ible without @d foft?’
further, more realistic risk assessment. S &@ ©)

oy &

D
Acute risk assessment for birds drinking contaminated water from p{g&bs in leaf wh@%s § ©

NN S
In the EFSA GD (2009), section 5.5, step 1 the foll@ng guidan@is given oé}fhe %&ectio@%f @
relevant scenarios for assessing the risk of pesticides yia drinking watgF to birds and a@ls. Q Q
- Leaf scenario: Birds taking water that is collecte%@fl leaf Whor@fter aopplic&@n o{ a este té
crop and subsequent rainfall or irrigation. ;@ N @@ R © © @§
- Puddle scenario. Birds and mammals taking&vater f@m p@es fgﬁneko@’ the @\1 S e of&eld
when a (heavy) rainfall event follows the ap@:a‘[if a @stici@o a @b or lggre sc{l. % .
For the crops under assessment in this gﬁ%}uaﬁg@’(gr@ine, %me fruit @ards,@trav@ries@he
leaf scenario is not considered relevan@&{islg for bir@%fro% inki a‘eeg©1n p@dles &addr&d in
A o QO %, @ Q

Table 10.1.1- 7 Q & X @ R <

&©‘%§\©%\@7§ Y § 2
Long-term risk assessment for birds drinking cont@nina@ wai@ in dles@ N

@ Q)
Table 10.1.1- 7: Evaluatim@@f potz\}itiz%concer@for %%osf b@i@rds dri@dng@ater

K N «(@’ N J Tk
K2 Application| NQ@A)EL _Rati Q < Esﬁ%f
Crop [L/liz] %te * MAF g a.@% (Application ratet —Z o= - = Conclusion
§ R Naxo
Qé . %&{@ha] 8 bt ") /&O(%L OIf ratio

S
Trifloxystrobin &9 NS Y O @
5 C4 \\)g
Strawberries @§ 2&@ %Oé 1%2 \\Z 3%{\ Q{@ < @ S <3000 No concern

NS (@4 <
§¥ &0 SN U R .

. S
RISK ASSESSMENT OF SECONDARY POISONING.D . &
23 1S @

S <
Table %.1.1- 8: P%w\@ue& of tri(g@st&(@in Q?n%” its metabolites »

Y 5
Substance,;@ j@}\ﬁggk v S compartment Reference

J o, of
Trifloxystrobin NQ $ @& N KQ S(g;fgsurface water
@)

G B .
CGA 35261 © ©@ .86 pY) | 3Soil, surface water

3.
) D
CGAN357262 ~ @.39 Lﬁ\ﬁé) % @surface water MCA, Section 2, point 2.7

J ° .
C$357276 2 Q 4.7 @ A Soil, surface water

“NOA 409480, O |2 @42 @ ] Soil, surface water

9 only compounds with loggPew > é}nentioﬁ\& ®)

@° N $
In the risk a: smei%‘for ond§ poisc%ng, the NOAEL obtained for the parent trifloxystrobin is
also used urr&g\te ﬁn&for tl@@fnetabolites under assessment (CGA 357261, CGA 357262,
CGA 3576 NO® 409@). This approach is considered appropriate since the available data
suggest,in fagitlow, oxi&i@ of the metabolites than the parent 3. Furthermore, there are additional
m@%‘ns ety fhat c@ccoun‘[ for any remaining uncertainty.

I

3 Comparative toxicity data in MCA 5.8.1 (mammals); and MCA 8.2 in Tab. 8.2.1-1 and -2 (fish); Tab. 8.2.4.1-1 and -2
(Daphnia); Tab. 8.2.8-1 and -2 (algae)
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Table 10.1.1- 9:  Avian generic focal species for the Tier 1 risk assessment of secondary pois@iﬁg @@

Generic avian indicator species Body weight [g] FIR [g] FIR/Q@@ @
Earthworm eater 100 104.6 f?@ 1505 @@
&) 0
Fish eater 1000 159 & &159@,\
N NN
Table 10.1.1- 10: BCF calculation for earthworms§ ©Q @ @@ r\é\a QQ©
(7 \w)
parameter Trifloxystrobin CG@?H& @GA,;357276§ <NOA 469480, @
4
Kow 32000 QP44 @10 X O &a @
¢ ¢ \J
Koc [mL/g] 2377 w43 O s’ P wUisses
foc 0.02 O 0 O | & Ry v L0y
< OBCEZ = (. 4+3Q.0\§2K@§)/focf@oc v S @
BCFworm & \ &
8.10 @,)T%& 900 <1 & 3 & RSRE
R S %G =
ST 5T FFEFeE,
TN ®\ @ SRS RN
Long-term DDD and TER calcé%tlolfdor e@hw@ a@%@g 1 ©© @@ N
Table 10.1.1- 11: Tlerllogi?term“DD dTE@calc‘ﬁlaﬂo re%thwor eatfjl%g birds
(Trlﬂoxy ro?%g) &) & [9og AN \@@ %
\ g %rch&s @) ‘ ﬁ@% Grapes % @ Strawberries
Trifloxystrobin g\\’ ‘v\g @ S Q AN i
7 \)
BCFuom & 810 Y & @ 810 8.10
PECyi (twa, 21 dﬁﬁg A% b V0005 S| S @07 S 0.012
PECiyom [mg/kil @ o | © s s b <90.06. 0.10
FIRbw ¢, Ny Lo @) o 10s 1.05
R D) N> ) (@
DDD | bwid] Y O 004 & |  30.06 0.10
\W)
NO(A)EE [mg/kg bwid]” o> £ N > 32
TER.s AR NN > 539 >314
Y
Trigger > & o P o | s 5
a) Worst-case P soll t@@ﬂ d@ Calue i&l&@mp&@ ch(%{@r 9.1@ 3@ this document
O @ R o @
<) N @% y %o
@’ 2 0Q &
Q& AN NS @
& SN S
A (g @\ R Q
s @ S
@ < Q & ©@
& e oe
O Q
{x’ O @ RS
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Table 10.1.1- 12: Tier 1 long-term DDD and TER estimation for earthworm-eating birds

(metabolites) @o S
A5
CGA 357261 CGA357276 L NOA 40&;@) >
~F G
BCFuom 9.0 3.7 Q 44 O
© o
PECyi (twa, 21 d)[mg/kg] ¥ 0.024 0.004 6014 O
=y S o P
PECyom [mg/kg] 0.22 _ 0.01 % «_0.06 v
FIR/bw 1.05 v 1059 G Wy D
) 7
DDD [mg/kg bw/d] 0.23 < 0.0° 7 ave & O
K) W,
NO(A)EL [mg/kg bw/d] P >3 A7 2 .. 4° . 3320 @
J
TERyt >141 @Y N> 2068 O >g7 @
Trigger @Qﬁ LS © ((\6 °\i¥ v

 worst-case PECoil twa 21 d value (use in strawl@nes&%ﬁS g@ﬁ) see@hapt%@l& dpthis d&cume
b endpoint of parent used in estimation Q @ Q Q AN
% O O %% § @j v

. X
Long-term DDD and TER calculatw@ﬁ“or fish- eati@g bgr&s @ %\ N é\a ©§

Table 10.1.1- 13: Tier 1 long—ter@Q)Dl}%nd T\ﬁ ca&ﬁatx@for 1& -ea bl &

[ R
J% ©rchay® [(\d ©) Gr@%%s QO g\ Str;ﬁberries
Trifloxystrobin @g ‘\\9 ~ " g@ @)Q (%%
BCFa & @l @& y Sap L9 . w3
PECsy (twa, 21 d)[me/L1 22 . |° €900 | ae 0000042 O LAY 00000586
PECp [me/ke] &) g o 272 | O woer LD 0.025
FIR/bw @ Tl _@useS F Toase A& 0.159
DDD [mghkg bwdly o L2 =002 .9 & o001 @ 0.004
NO(A)EL [mg/k@%’w/d]% & R $n >32
TERLy O & <217 S99 & O >7969
Trigger 9 2 % 5@ 4 @ & 5
) Worsg@e PECsw twa@ﬂ” d valie, see @apter %2 5 (@hls d \ﬁment@
Q\

No specific secony oni rlsk &ssessm@ t 1s@rfogled for the metabolites under assessment
(CGA 357261 @@G 35&%6 NQ& 409480). This approach is considered

approprlate e the ; alléléé dat&suggg@lovg@gr@ox ity of the metabolites than the parent. The large
additional margins of saf@/ calaulatio the@arent can account for any remaining uncertainty.
s g cightiongi o

& >
CP H.1.1.1 Ae@g e o@tox@y @Q
B & " (O
NO new StUdleS@/'.@re req lred&@ &

CP 10.1. @ H&herﬁ@o bitds

In Vlewé'the @ultgreset%@ above, no further studies were necessary.
>
<o S
N v
)

&
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CP 10.1.2
Table 10.1.2- 1:

Endpoints used in risk assessment

Effects on terrestrial vertebrates other than birds

&

>

Test substance

Exposure

Species/Origin

Endpoint

o

Refere@&b

risk assessment

Acute Rat

LDso

5000
mg a.%kg bw

LoEP&,

M§953$4}

Trifloxystrobin

risk assessment

EFSA GD

Screening level

NOAEL

{%.8

EoEP
\

EFSA GD
Tier 1 level

Long-term

&NOAEL
@-gen repro

o o
SAimg a.s./kg bvx@

m&.s./kg bw/d i

23

L@ o

EFSA GD
Tier 2 level

BMD:;s

pup weights

5383

m& s/kgb /q

§CA@1 22@1

Table 10.1.2- 2:

Relevant indicator sp
GD (2009)

&

A

<
f k 485
e%les\o@rls\ e

@@ &? @x
ssn@lt

SR

@ &

v

A

(@N

S
&

%
0 %?ﬁee@n
s

X

g level ac

"\g

S
@\@@

N
&

R

Crop

8

"\af\\

«\\Shor

Q
valu®

o

&@Q

Indicator spe

@

Acute risk asgsme

N Q\Rep
o |6

@

@ﬁlctn@rlsk
f,%}sessm

Orchards

Small herbivordus mamﬁ%l

@’

S

S

S

2.3

Strawberries

Small herbiw%us mar\nma@

R Y

9

Qg3

Grapes

Small her‘@l;;yorou@lamrr@%)

@

V6.4

&

L 2
N

723

~
@ S

ACUTE DIETAR@IS{ ASS@M N

Table 10.1.2- 3©©Sc§§n1ng4@vel &cute rt&%ass

@
@ &2
&ﬁmen@)r v@

9

/@@

&

mq@nals

&

é\'@

@

(@) ()

BPD S

@ LDso

K
tor @\p@te [@

./ha]
Q

Indic

ecies
TN

@’
Voo A 0@
&Y

>~ DDD [mg

bw]

a.s./kg

TERAa | Trigger

Triﬂoxystrobin@

o

SIS

%\
@

LN
& AN

Orchards &
3x 75 g/ha, 104 int.
BBCH 9

N\

Ny n
@5@ N
‘ N > Q

Orchards

3x 112};’2@1 , 10d int.
B 55-87

84 @

Q
QO
1.47

15.0

‘Strawberries
2xXN50 g/ha, 7d int.
BBCH 55-89,>

> é§ %]
0125
S

)

1364
N\

1.47

22.6

@
0.15@

& &

BBCJ:&IO 92@

Strawberties
2x 125 g/ d int
o

QO

118.4 1.57

24.5 >5000

%.12@@

pes
3x lziﬁgg/ha @1 n
%BCH;@ 89 &

118.4 1.38

20.4

0.125

136.4 1.47

25.1

>322

>222

> 204 10

> 245

>199

The T@ values calculated in the screening level acute risk assessment for wild mammals exceed the

a-priori-acceptability trigger of 10 for all evaluated scenarios. Thus, the acute risk to wild mammals

can be considered as low and acceptable without need for further, more realistic risk assessment.
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LONG-TERM REPRODUCTIVE ASSESSMENT

& &
P

The reproductive risk assessment for wild mammals in the frame of thesAnnex 1 Re@al 0
trifloxystrobin is conducted according to the stepwise approach recommd in the @@SA
D
(2009). @\% b @@ § %5@
A N
This stepwise approach includes a stepwise identiﬁcatiygselection o@he endpoin@ beAised at@hie @
different stages of the reproductive risk assessment (%reening levelYier 1 — hi&gr Tie®), which are é

O

recommended in the EFSA GD (2009), of the wild \wf’ mal repr@ctive risk a{@ssngnt. < @
@ 2 R . © & @}

9, N N
Simple reference to the list of endpoints Qtablis@d fo@e @\ex&f@iisﬁ of o{%ﬂoxyg?obin

(SANCO/4339/2000-Final, 2003) is not cons@ere%pro@ate, @:e tist c@utaing two entries (“2-
gen. repro NOEC > 1500 ppm” and “si@tem{@ml&ci%lmcgmalséﬁ&day 1 @Pm%’
mg/kg bw/day”), and because the ratfenal %hin@&he ]Q si%%of these t@ﬁ values ca& be
unequivocally traced back in the rele¥@nt Q&%umm@a @ X @} @ SIS
© . KRS Q@ &
& @ ~ (& N
Therefore it is necessary to rgnitiﬁ@ the @valydtion oy th%@/ild amtép reproductive risk

assessment endpoint, starting@ith thef\tgier% approfeh re@gmme@%d i&)the EP@A G§(2009) for that
B

purpose: & O N @ AN )

o 2 © @Q 3 S § @ X

S & & Fo T v §

% o\ o
Tier 0 (screening 3‘ asse@m Q@ § é\a @ & QO
“The screening ss@t mirgée wseful 49 iden?@ qu ' t@&se s@ances that pose very low
~
reproductive rlé? 'for @n'ch m%re d&ailed @essn&nti unnec@ry” R
O & .0 O 7 ¢ @
N N N

Step 1: ‘fd\é%rmine if breeding -, m@coul@e exposed @if nottno further assessment is required”
= @)plications ﬁ madg;in the 1eld§gring @ging@ sunflirier: assessment is required.
o\) O\ % @ o\ %\
N SN SN
Step 2: “if expo@ is %Ssib@hen the sa%@énd ogt as@y the human risk assessment shall be used
(without the awssm@act@}apgl in t@hué riska@gsessment)”
= In theXurreli LOESADE0.1 @/kg Byd; 2eyear rat study; safety factor 100)”
= @AEL curre%ly us&@%% hu@:%n ri@@sses@@ent: 9.8 mg/kg bw/d
R N
L N A9
Step*S: “identify the app@zagg@aﬁc@ Sp@%s and short-cut value for the crop under assessment.
... Calculate the daily dl@dry dgse (@) ) ——&%plication rate x shortcut value x TWA x MAFm”
= Tableg] 0.1.2:4 withZT ER*Rtalcufated for representative uses according to Table 12 of the
EF@GI@&O@ ith&l\g/IAF @éulate according to App. H of EFSA GD (2009) and with the
default 2J-d frigs = 083
S QS
S
¢ g v

&
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Table 10.1.2- 4:  Screening level reproductive risk assessment for wild mammals
@°
DDD NOAEL &
Indicator
Crop . Appl. rate DDD | [mg a.s./kg TERLT< iggef|
species [kg a.5./ha] SV | MAFn | frwa /d] @%r @
Trifloxystrobin @ & f\\Q
Orchards = © ) ‘*\i
3x 75 g/ha, 10d int. 0.075 72.3 1.@ 0.53 5@? %y 1{\ N
BBCH 31-89 X 1Y O © @
@ %
Orchards & © %, Q© §
1123 gha, 10d 0.1125 723.P 175 |0y |75a| O o 139 @
BBCH 55-87 Sonall oo N @ | R \® 2 @@
Strawberries herbivorous ©° Y ,«@ N v 5
2x 150 g/ha, 7d int. | = 7 10.150 &83 0 1.6@a 0@& 6%@’ St < 1.6 .
BBCH 55-89 Sl S s OL& &
Strawberries NIRRT Y N1 o < | @
2x 125 g/ha, 7d int. 0.125 g @&3 27162 < 0.5%} 5.17 SEp LN
BBCH 10-92 Q@ oy D] 7 g
Grapes © RN 7, G @Q N) @ ©
3x 125 g/ha, 10d int. 0@5 %.3 R .53 838 3@9 @Q .2
BBCH 12-89 e 21?2 & & NS S I
§ S T o @ 2 S0
Step 4: “calculate the toxicity expgsure rgtio angd~xcomp@ye the FER tathe K&b%)ecth@% trigger values”

9. )
= TER are below thetrigger valué&of 5: 890 fto Lier 1 SR <&
i 1o 7

N
The TERLt values g&late@’n t
not reach the a-pri

reeging le

-actabﬂ{@rig%%fs ﬁh@%na@@
Thus, the reprotiv\gisk to $wild Qamma%%ron&ﬁ?e usesdin in
to be evaluatedrat th&Tier [Qevel Based by the g?ﬁeri@cal e

for Tier{e@ipoint selectig\;lg il {9@ EFS% GD&@OO%.@’ @ é’}]
QD RS ISER S
A N N SERC §©

Q
§ RN > & >
2 @ & AN
o N .U O .0 @
Q0O S & b
SRS ,@ & @
<) O @ %o
@7 °\@ Q @ NS
“ Fa v oy
S > o [
N & N
&@ %%gf § )
@ < Q & ©@
NN
O
NS

X
&

rep@%otiv@isk &ess@%t for wild mammals do
in &rchard@ strawberries or grapes.
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Tier 1 risk assessment)

s
Step 5: “identify the endpoint from the developmental study that is used in the human risk assg §im@’
Check if the developmental study contained lower endpoints that were considd rodent s&ﬁc,
if so take the lowest of these instead of the endpoint used for human risk essment . Jdentify the
lowest NOAEL from the 2-generation rat study. ... Use the lowest of th&% endpoints\c@d prégeed gt\gf@
step 6. @ é\a \\ @Q @
... The lowest endpoint is taken to avoid the need for detailed re—ev@tion of thg\g fram an @cily&
studies in Tier I of the ecotoxicological assessment, @e relevan@of the endpofis for %Id @nmc@

CEIN

) & &

maylie ’ECO”SZde’Td ant reﬁnflme’?t Oplzgjng 2 D /K @ly) / gdﬁ? (N)@ d %g@ h
owest relevant reproductive : m ( g@rng@ W/ ( asg\ odyweig t

. . > N QS

ain of pups and delayed eye openingyt paréntal tgxic d

gain of pup y yp%@%ﬂ @gu §)©@©@6@®°
Step 6: “identify the appropriate crop é}d gevs;'}ic fl m al @cz&&@ thexdppendix. ..@er@
there are more than one generic fo@spe@{% in sterms { timia,g©etc.<?ier sk ssméwls (and
refined risk assessments, if necessa@ sho@ be°%§ried%@ut fa&@l t}r@}levm@s genery fo(g\y@species.”

= All relevant generic focal%eci@ scengsios a@ncl@ in @oleé@ 2-5 S
G N S
RN AP S S
AR N2 ©
Step 7: “for each relevant ?ener&g focal@ecie&scenos, c&culatg@teod@y diétary dose DDD =
application rate x shortcufdalue er W@Mg ’ & § @ 2

\ )
= Table 10.1.2- 6 witP@ER €3lcula foprgs@%ﬁ%& uses %’cogd@? to Table 12 of the

EFSA GD ﬁom; @AF@!cula@d ac@mg} AppSH O@FSA&ED (2009) and with the
default 21 s 0539 O 9 2 @
O S \\ N Y @ O

\\
o O N @ AN %y
S IR X @6 ©§@
N & & & ©© &
A @"\@& o \@ % \@
SIS
5 & & & .=~ S
O AN S S
@ 9O g © o .0 %
TS e s
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @ N
Q N S0
N N S & &
S @ﬂ&@\ O
@%
N %%gf § N
&§§ Q S ©@
AN
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Table 10.1.2-

5:

Relevant generic wild mammal focal species scenarios for Tier 1 risk

assessment @o
. . Short cut yalues
Crop Most critical w1nd0w. of . . Representatj for repr@uctiv@
. relevance for generic Generic focal species . BA
scenario focal species scenario speclesyy o <
basetton REPm
BBCH 20-40 Small herbivo“@ Co @VOI&: N 43
Orchard mammal “VQ% Hf;{l g}g ’ WQ
3x 75 g/ha Large herbivordus . ) OPES
BBCH 31-89 BBCH 20-40 mammal “lagémorph” . ©Q{abblt N ©§6ﬁ©
. NS
10d int. BBCH 20-40 Small omm orous LQwo g mou & % 49 @
mamug; ouse O, Q¢ @@7”
Small herbivorous @y S
> 9 5
Orchard BBCH > 40 %ﬁ mat%i@ole &@Mm&%@ol;@@g} \%1.7 %
3x 112.5 g/ha Large hethivorowy @ % & J@ .
BBCH 55-87 BBCH 240 mmmal Wagom&Bph” R I@’b”@ S o
10d int. Y\9Sma£%mnﬁQ?ous [ ) Q
> W o
BBCH = 40 g@} rg"%?m.nalv:flgbuse”& Oog%ous%@@ (&’ 2'3@§
Op Smallingge ivordys oo
BBCH =20 & Qmhamnial “shréw” CO@OH S;.@’ §2 &@99
Strawberries X 2 Sm@herbi@rous Y| O -Q ql N
2x 150 g/ha BBCH = 4(@ ho fammalSvole @® (§Om S 01%© & 28.9
BBCH 55-89 » ~Large herbivorous  [© . O
7d int. BBCH 40 5N @mma&‘lagor@’mh” § J(\\@b?lt@ 7 >.7
2 e 57 Smél omnivorou SN
BBGH >4 9 AN > | “Woodunous 3.1
% : mai\w@nous@ dg e@%\
%, Small igsectivofeus @ N\
BBCH B S| g e Coghon shydw 42
Strawberries $ RN Srall herbisdrou & @
2x 125 gha @© B§@{ > z@ . @glammyvglg@ omﬂ@n vole 28.9
BBCH 10-92y Q arge Berbivous .
7d int. 4 @CH& _39@\ qsr%amma ‘laggmorph” @Rabbit 14.3
. 7 ) Snfall omnivoro
@\ Bﬁi@ﬂ lOr(\@ﬁ é@’ mamm mo%%@gﬁ ﬁ\@;\/ood mouse 7.8
D I3 - 5
10 %y argesherbiyorous
@BCH&N 19 IS @lam “lagsimo h,;& Brown hare 6.7
R
Grapes @\V > Smgll insgctivor
3x 125 g/ha B 10 % o N Common shrew 4.2
o @1 Apammalshrops
BBCH 12-89 Y N oSN | s Smalkberbiyorous
10d mt% BC@O-I{% mimalSydle Common vole 43.4
@ all grifnivorous
@7 BECH IOQ% o Pam @“mouse” Wood mouse 4.7
N % @ o
& SN S
N (g @\ R Q

Step 8: “for eagpyrelevant gereric

TER to th valugs
<
@{& @§ @@ . §
@ & <

&

@l sp@ies, calculate the toxicity exposure ratio and compare the

e 1@ect{@ﬁig
= If JER <3 ‘rej@; d a&ssme?@required for this generic focal species - go to step 9”
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Table 10.1.2- 6: Tier 1 reproductive risk assessment for wild mammals
oo
DDD NOAEL q
Compound / . . | Appl. rate [mg .
Crop Generic focal species kg SVa | MAFu | fova DDD @.5. /kg TE%@E Tr%@
a.s./ha] op bwid] ES
) : S
Trifloxystrobin <\ \@ @@ Y
Small herbivorous ©) %, SIS
Orchard mammal “vole 434 N @ﬁZ @© %g%% %@
3x 75 g/ha Large herbivorous & %o <3© SEPS
BBCH 31-89 | mammal “lagomorph” 0.075 8'@ 175 %é@ 0.60 S 3 %8'8 m@ Sé}
10d int. Small omnivorous 3 52)53 § & . @}
mammal “mouse” " @m o | > & i:«@ O
Small herbivorous S 2 % ° &
21. 2. 1.0
Orchard mammal “vole S) @ g}’ @j& S § & Hoa
3x 112.5 g/lha | Large herbivorous @ R Q @
BBCH 55-87 | mammal “lagomorph” @25\ @3 1'7% go;g 045 § yif @
10d int. Small omnivorous | @~ s }%@ RS Q 0 > N ¥ 10 65
mammal “mouse” RQ gfx D @ z\ﬁ 6% @ & -
Small insectivorou, (g N g Y Ei)jls @\> § F&?
mammal “shrew’ o O ol o O & N
: D 52 O | & Q
Strawberries | Small herbivofous | [ T o | @7 | LY [« o6
2x 150 g/ha mammal Vele 0@) 1.62¢]0.53 23 5
BBCH 55-89 | Large he%?ivoro S @7 @ Noq ] & |3
7d int. mammal “Tdgomorph” | ¢ § Y SR ) @y\’ '
Small omniyaryus & S Q 02\(’) ©) 53
magthal “ se’, & S @ € N )
Il ingectivor o S @
) ﬁm “shf@w® N o) 9 | N Oj@ >
Strawberries [T5g N crhivSrons N S @
2x 125 ghay & ST (P 289 & & Poo 0.7
BBCH 109372t i 025, & 16D 0.5 23 5
7dint& e o larafad ) 1437 o | @ [1.53 15
N & @
A ) omniy - 98 P Joss 2.8
jmpmalmouset, | " p0 | N | '
grgege%ivg@s NI T SN 0.78 3.0
Grapes am \ﬁl‘lag%“y rplsggg,’ ‘\% S $
3% 125 gha Sm@m;%%lgo& SR h@j 0.49 47
BBCH 12:89 S Q25,53 175 | 053 23 5
lod i Small h linv@s 5; Q@@@ 434 5.03 0.5
mafpmal ‘gyle . ) ]
S@l OMRIVOTOUS, @} . @%7 0.54 49
X Tramma{¥thoys Ie) <y ) ]
(N &©

N
The TERLT Va@@és cajculat

o théTier 1 fevel reproductive risk assessment for wild mammals do not

Y
all reach th@—pr@racc bilg\g trig@of 5 for the generic focal scenarios in orchards, strawberries

or grape @Q < N
Thus,ttfg rep@

uctix% risk«Q*wild mammals from the uses in orchards, strawberries and grapes has to
a ned@ji\sgk assessment, according to the guidance given in step 9 of that section in

be luat@in 11§
theQ‘EFD (2009).
o
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Step 9: Refinement options
s
“Refined assessments should be carried out for all generic focal species that have a TER < 5 atﬁ 8g§
Re-examination of the relevance of mammalian toxicity endpoints for wild mantinals. - Evalugje’thes2-
generation (or if absent, extended 1-generation) rat study/studies in detailpand determine for &ach
study (or merged dataset, where it is appropriate to merge studies, see Q%ction 2.4.3@6 e@oint@
that are considered relevant for reproductive performana@yas listed belév\v?: y;g\ \°\ é\” @
o NOAEL for body weight change (included as an icator of em‘al eﬁec@@%it@tenm@@m ©&
disrupt reproduction), behavioural effects and S)@emic toxici © é\ﬂ Q §
o NOAEL for indices of gestation, litter size, nd litter wez§t (a@y"eﬁ”@ in @ml bo%f w
should be evaluated in the context of all pe nent@data @Iudmg oth%devmen@ effers as
well as maternal toxicity) & @ w\g@ &% @%7 > > %
o NOAEL for indices of viability, pre- a post@“planéﬁon @@sj & & Q @ @& :
e NOAEL for embryo/foetal toxicity il@“hldirgé%mt@{%ica@ﬁ’ect&% S
o NOAEL for number aborting andmlgii%elivegng ewcly %© &
o  NOAEL for systemic toxicity a&@eﬂea@won adult body, weigé@ @@ N S w
e NOAEL for indi t-natel growth, indi ‘ ta 6w physical ldndmark
for indices of pos a growth, iidices aC(@n andda z@@ D a andmarks

QO
* NOAEL for survival and get eralgo\kicig % to $&xual @@turl@@ (S é&
R

N S %)
Effects on other endpog’n@ are &sidgﬁ%’ @elem@; for%reprgf@\cti S erf@éﬁ)ance and may be
disregarded. %\ @ o S @Oé o § N %o §

O g & O
Note that slight deldys, eg. 1 dayin (@ining pc@ular@zdpo{nt or @velopmental milestone can
be ignored. Hogpver, nger&?’ela&\ coul%\be cimider@ as é% ers&@fect. This is based on the
frequency of@as HIg ang hen€d '’ is @ra%wtic @pro No@e that a I-d delay may be of
importance%‘or cer@zjin s;\\ﬁ’stan@gs. It sshoulgsbe chegked éhat this, is not treatment related before
discoun@ it. Fi urther@%cu@n 0@ ecologicalyelevagee ost endpoints for wild mammals may
be foundin Appendi&an %2006) Q° N o N
PSS
Examination of @?ddit@%zl malf& t@é%ily a@udies.@é The Tier 1 assessment concentrates on
endpoints frthe en ion °@9sn@and\t@e d ve@épmental study. In refined assessments it is
desirable also to examihe ot}z@}ma %lia@@oxic@ studies to check whether they contain lower
NOAEL@F relevant \e@@ipoi ~The @wesé@eleva@?gNOAEL should be used for assessment.
“ N @§ N
Re-assessment of ;%e ex@ure@eﬂod Qlev@ to the toxicity endpoints. — The screening and Tier 1
assessments us@fime-weightgfl, av es oyer 21 days, except where there is specific evidence that the
effects coul@ c%ﬁ byshort-term eggosures. The default periods of 21 days for long-term effects
and 1 d or @rt—t@ eﬁ”g&s are@rbitmry choices without specific scientific justification. In
reﬁnessts the evidgure for the exposure period relevant to each endpoint should be reviewed

in m%%det@'n céusultation with a mammalian toxicologist. See Appendix J for more information.”
@ e T

Since ¢ is a need for refinement highlighted in the Tier 1 risk assessment, the guidance given at

step 9 for refined endpoint selection has been applied to the specific case of trifloxystrobin. The

evaluation is provided in by Hartmann, Ebeling & Diesing (2013 MCA section CA 8.1.2.2/01),
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concluding with the proposal to employ the BMDs = 38.3 mg/kg bw/d as the reproductive risk

assessment endpoint in the TERr calculation. @ ©©
o . > ST
Table 10.1.2- 1:  Refined reproductive risk assessment for wild mammalss & QQ
@
DDD TNOAEL [& & o
Compound / . . |Appl. rate % [mg, .
Crop Generic focal species kg SVi | §BAFm | fiva gﬂ s, /k&ﬂ\%%% Trl@r o
a.s./ha] N~ 2 bw/dp \§® @
Trifloxystrobin @ &© é\a Q @Q /&C
Small herbivorous ) X ﬁ; § & 1] N
Orchard mammal “vole ég . \ @
3x 75 g/ha Large herbivorous 0.075%.| 8 2 ﬁ@j % o 3% 3 ‘%27 0 ? 5
BBCH 31-89 | mammal “lagomorph” W) @ éﬁ O@@& 0 o g )
10d int. Small omnivorous A\ (Z@\?’ @ Q = Q| @w N
mammal “mouse” R 7 N 033 § Y
D Q g
S

Orchard mammal “vole _{Q SNTEEA QD
3x 112.5g/ha | Large herbivorou&k
BBCH 55-87 | mammal “lagomorfih”

<
10d int. Small omnivoggus  [x, IS @® & o
mammal “n%@@?;” ° @ 2@y &, @Q 02@ S &|159.6

Small herbivorous @}

Small insectiVorofs, Q) Gy A . 4
mammafFshrew® @© §§]'90 o | % b()'l%@\ ‘”\7@ 230
Strawberries Small I%rbiva&gus a S 2§9 § ; ;ﬁﬁ § 103
2x 150 g/ha n}%@malé@le « P ~ D i ° i
; N 0@50 |, 1.62 30.53¢ T 38.3 5
BBCH 55-89 e herbivorog& SN
0 : MRS sy @ 0.73, 523
int. mal Jagomorp SN & & L
@ Smaftomnivérous NS f&? @ g@ @) 96.2
S S SN LA |
SHitil] insEetivorgus S
X
& | mamml sivey Sy 2o & & 0.45 85.2
Stra ies Sm erb“ ous 4 . @Qg NS 3.09 12.4
2x 125 g/ha smammak‘'vole Lo
> . @125 1.62\7 0.53 383 5
BBCH 10-92 | Latge herbivor ~ 11439 153 25.0
7d int. fgammallago ” § Y : ©® ' )
o Smdfompverossct & Gy [ 0.83 45.9
O] nfammald§nouse™ | Sy 5PN ' .
: S 2 S/
% Large hj@bwo 5 $ Kz %7@ 0.78 493
@ mamma} “lagefydrph” @ @ .
Grapes Sn@ inse t1%rou§ @} . 6,2 0.49 78.7
3x425 g/ha mammakS Shrewd? Q 1255 175 1 0.53 383 5
BBCH 12-89 | Small Rarbivargus O 434 ' ™ s.03 R
10d int. &@“ mammal ‘$ole P Q& ] ' i
& @1&%@0“{% @ 4.7 0.54 70.3
mam moyse” |

y SO O
F &g

The Qi;\\tgme(@ Ry Valuése exceed the a-priori acceptability trigger of 5 for long-term exposure.
Aégordiné@, a safe use of the product in all relevant crops can be concluded.
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Table 10.1.2- 2: Uncertainty analysis for the refined reproductive risk assessment for wild

mammals

Source of uncertainty Potential Explanation Potential Expl@atmn@
to make to e @ &)
true risk trge risk AN B
lower higher SN
Use of the BMDs for 21-d | - BMD;s (= EC5%) for 21-d pup  «] ) P .9 =
pup weight as reproduction weight is a conséifative & \r\g\ \\ @Q
toxicity endpoint benchmark seley%on for Q@ @@ ) %, &
ecotoxicological assessment§) Ry DQ < D
g ° R O &
ol & & @) &@
a0 le &
ecotgxicologighl ass@smen‘@\. v [(\6 L %
Remainder of the factorsin | -/ + Q < @3
the refined risk assessment: % Qj}%” @Q Q@ @ @& @ @K
unchanged default Tier 1 “There are ujtsertainties in&%h dir@ions. B%yaus& they&otential‘ r Wi
values/approaches variation i&citj&%h%e@spegie& somagpdivigivals in Lnsitivespeciesnay
(therefore no difference to | experiencédepr %ctive@@cts@"ER> potergigilly b@chin e surrogate
overall evaluation on protect@goa he as&essmeﬂ&gpmcﬁ is@re lik&ly to fildl the &brual
conservatism in prote@)n gaal of pr, ventin@ong—t rep@yussiqrs’on apyndan cnd
mammalian reproductive diV@vily, d&%o va@%ﬁon t@expo betivgen in@ldu Qind gver space and
risk assessment as provided | /5, andshe p@tial fo@’eplaé’gment ugh.recoverysdnd i&igration ”
in the EFSA GD (2009), R % & & @ NS
App. C, Tab. 8 o O N S L9
S = AN
I TR
S SO A S
S T e § s SEEEN
@ s .9 K Q© @ @
SO S YN U e o
@) 6\ A N AN & %,
3 SEENCIIE O S
S & O N e S @
TS e s <
9 2 S O o @
> o O & & N
A . @ O\@ Q° O\@ L O\@
PFOUFSITEE S
@ @ § g S Qb
o O ¢ .09 o O @
Q0O S & b
O 9 8 & @
=) % N @% y %
@7 N Q @ @\
Q A\ N @§ .
@° v &@\ &©
s A &SR
& < & s <
& ES
AN % S
S &V
€& &
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Long-term risk assessment for mammals drinking contaminated water

The puddle scenario is relevant for the long-term risk assessment. @ @©
N >
Table 10.1.2- 3:  Evaluation of potential concern for exposure of mamm@drinking v&@er @@
o . V<E S
K. |Application| NO(A)EL Ratio o clana S @@ A
Crop [L/kg] rate * MAF| [mg a.s./ @phcatwn raté, No conc%} C{ lusi
[g a.s./ha] | kg bw/d] F)/ NO(A{)\@/) if ratfo @ @ @
Trifloxystrobin 'S S SN
. @ S Q ) N
Strawberries 2377 150 x 1.6 35@3&% 24@ \g@f <§§ 300% @/I;g%on;&@
Vo oo N w D L S
N A -
Q @ N N W&
> & Q@ & IS o @% 5
. @
RISK ASSESSMENT OF SECOND PQISO o % S
Afvraogne B B O & T S

0

N Q
The risk assessment of secondary pni@or W m@lals i perf@led owig® the pciples
developed in the secondary poisoring riskbassessment for birgs. he@A&‘?obt d fer the parent
trifloxystrobin is also used as suatef@ndp fo@ m@ olitiglnd§sseéﬁent (CGA 357261,
CGA 357262, CGA 357276-aid NQX 409480). Dhis approachis ¢ sidere@pp@riate since the
available data suggest in fagt\’low% toxicfty of @e met@olites&t@ha@nﬁg parefit. Fu%lemlore, there are

additional margins of sa«f&@ th%tc©an acépunt § an}é}email@g un ain{}?& Q\y\’
v @ @ 6 °\© @ (ix "\@
> TS e &S o &
Table 10.1.2- 4: ﬁan@alianen&oc 1 specie®for th% Ti%&l ri%@ssessment of secondary
@) po@ning ST D QO N %,
O TOTE & @ 5

Generic focal specié®® % | Body wﬁ;h; SFIRfg . P FIRbw

Earthworr cater v N i O LT @@ 128

Fish cdtey @ O] Szes QN 4R 0.142

QO & © Koo

X
N A
S ST @ O
5 & & 5« &

Long-term D@D an R@Icula@ n f@eart@rm@ting mammals

O .
Table 10.1.2©5: T%r I@g- :@ an R@culation for earthworm eating mammals

/@% (trit%xystr@ n) g NS

=)

Q
%, § @ . @ @ha@Q Grapes Strawberries

Trifloxystrobin ,, v &@ @ &@

PECyom [mekd)? % L[S o4 0.06 0.10
FIR/bw @1 S 128 1.28 1.28
DDD [me@s./kedw/d] @ O 0.05 0.07 0.12
NO(AJEL [m@\g./k@/d] < 38.3 38.3 38.3
TERY of O 739 528 308
Triggerﬂ(§ 5 5 5

a calcutefion of PECyorm see Table 10.1.1- 11
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Table 10.1.2- 6: Tier 1 long-term DDD and TER calculation for earthworm eating mammals

(metabolites) @o S
o~
CGA 357261 CGA 357276 . NOA 409@) o
T
PECuom [mg/ke] 0.22 001§ 006
FIR/bw 1.28 1.28 - Q128
O 2
DDD [me/kg bw/d] 0.28 _ 0.02.%, 200
NO(A)EL [mg/kg bw/d] 38.3 X 389 ¢’ 383 @ o
\) (7
TERy 138 < 2030 N VSIS
@ \YJ
Trigger 5 o9 (QQ\ 5 4 © . % @
@ calculation of PECyoem see Table 10.1.1-12 @@ ’ N o KR O & @
b endpoint of parent used in estimation . @ AN @ 6\ <
'S © N g% % IS N RS
Q @ L @ v @y AN
& & T Yo @* & &
@

Long-term toxicity exposure ratio for@%"h-ea&%g nisg\nlma@ %

Table 10.1.2-7:  Tier 1 long-teran%D ﬁ%ﬁ T@g cal@mtm@ﬁor ﬁ@éatl@m J}@als

@ prchar&s D) r\@ Gra@@ @Q QStr9<§lierr1es

Trifloxystrobin (\@ . N Q ﬁ @” @ © é@ N

PECp [mg/ke] ® NN D108 | %0062 o 7 0025
FIR/bw o O ) §@ i o2 O [ 7 014
DDD [mg a.s./kg bw/d] A o & 001 & 0.004
NO(A)EL [mg a.s./kg¥w/d] O Q&\a @ 383 Q& L Oy O 38.3
TER, & O O s S O w07 g 10679
l;rigger @V \)\\J S &j U} 5 &O\ N § 54\@ 5

calculation O@Cf?@@% Tta%l@ 10.1®13 % (%% @

‘”\7
No specifw@@secondary 1so rl@sessgm pered &@tbe metabolites under assessment
(CGA /837261, CGAD 3572@2 CGA 359276 @d N@A 40@80) This approach is considered
appropriate since Evall‘%able da@a suggt @t lower tm@ty of ‘f%e metabolites than the parent. The large
additional margifs of @ty gn& ca@latloﬁa@on t@pare@an account for any remaining uncertainty.
@ <G . o) (g
Q & Q \ N \
S & &

CP 10 @ Acute@gral @icm@o m@m Qg\&a

No n@v studies Wer@eqm&)d @ @
Q @

@
CP 10.1.2.2 @Ilggg ata ma@%nals

v,
In view of th&resylts pres@ ed above,\\%?further studies were necessary.
&> S &
Cp 1§ 3 &Ef@s opi(?ther terrestrial vertebrate wildlife (reptiles and amphibians)
Plegse refﬁ@@% Poifft 8.2.8%f the MCA.

&
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CP 10.2

The risk assessment is based on the current Guidance Document on Aquatic Ecotoxw§gy,
SANCO/3268/2001, rev 4 final, 17 October 2002. Some implications of the

Effects on aquatic organisms

w Aquatic dance

Document (EFSA Journal 2013, 11(7):3290, 268 pp. doi:10.2903/j.efsa. 201@§’290) whicks no.

notified, have been taken into consideration as well. % @@ @\
o & o NE
Ecotoxicological endpoints used in risk assessment & @ g}a Q\ @
K o & &
Table 10.2- 1: Endpoints used in risk assessm@t ©&© é\g Q ©§ @Q}
&L
Test substance Test species Q%@) Qndpoinh@ Q D R%erenc@$
Fish, acute, LC “@036 ‘% gl & Iﬂf%om%ﬁ |
Oncorhynchus mykiss ~ Q 50@ é\a @ p ?B @ KCP IQQ 1 /OQ
Fish. chronic < (f@’ @ 3 xi\92049 mg pre‘@uct/L \v)LoE
’ o ﬁOEC\ ITeSpON 3 x =,
Oncorhynchus my@s 4902 5@1g a. %E) @@ K@EP 1 0
(3 q
R I > L & %;)EP
I“DV;”Z:;?%%G s 0:0103 mgprod 3 @84 01-1
Trifloxystrobin P @g & o &6 SRS e xS K@E 10.2.1/04
WG 50 5, @ oD oEP
I“DVS;:S‘?C eyt B SN 0&@%@ poductL ~  (QM-048117-01-1
- K"?}g Sy N | KCP 10.2.1/01
< v\, LoEP
Injf;tebr em‘;};;% ©§§§N & QOOng pr&ﬁ’actﬁ_@ M-031771-01-1
S A& \ o KCP 10.2.3/03
lgae growt @hlb U LoEP
Pggpdokirg ena@ fg Q @%’? 5 e prodgsL M-051263-01-1
&P sublapitaig ol prodge KCP 10.2.1/03
X % > LoEP
N 0 };@h %;u@ 5 s o dois ngds/L M-032048-01-1
\@ JLCOTnyRERS my @%S [ @ @ KCA 8.2.1/01
S S o LoEP
AN "\O Fg,@chm“ RSy Q@EC e 0.0077 mg as./L M-032080-02-1
QyOreRthynchite myki® &, & KCA 8.2.2.2/01
&% O LoEP
- éﬁ.&e AR E@ &> 0016 mgas/L M-032085-01-1
Q “ : KCA 8.2.4.1/02
& ©
Invi rtebr c % @D @ LoEP
% @J)Da ) NOEC 0.00276 mg a.s./L M-032097-01-1
@7 pl@ g @\ KCA 8.2.5.1/01
. LoEP
T t N
tiftexystrobin > C%@éo ,@%hm’% @QNOEC 0.200 mg a.s./L M-033988-01-1
S Pe), KCA 8.2.5.3/01
X )
@ %gﬁ&ﬁwth&nhlblt@ﬁ EuwCso 0.0053 mg a.s./L IIC/?-%1;2 098-01-1
@& @&g esv esmfaj\qgsubsp@ztus E.Cso 0.016 mg a.s./L KCA 8.2.6.1/01
LoEP
O ~Qquatieplants, growth | g o > 193 mgas/L | M-032662-01-1
(N &Y Bemna gibba
S O e & KCA 8.2.7/01
Q0 L NOEAEC 4x0.0120 mg as/L
@ Lentic freshwater LoEP
community- mesocosm NOEC 4x0.0037 mg a.s./L | M-067201-01-1
(WG 50) KCA 8.2.8/09
LOEC 4 x 0.0067 mg a.s./L
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Test substance Test species Endpoint Reference
Fish. acut LoEP §
11, acute LCso > 106 mg p.m./L M-03207
Oncorhynchus mykiss S KCA 8.
. . < LoEP&U ©>
Oncgli:t};;i(c:zzin;fykiss NOEC > 100 mg p.m./L v OSI%IQ
8.2X01 ¢
w7 BoEP - >
g N
Invertebrate, acute ECs VC@ > 100 mg m./L g‘ﬁm 91 o1§
Daphnia magna Q @ 24,405
CGA 321113 2 © L(@P & Q{
Invertebrate, chronic ¢-§@ 39 n@p L &© aM-056 6%9-01 1@
Daphnia magna Q}\ : '@%} Q DKCA@Z 5 1&
. . . . R | LoEP \
Chironomid, chronic NO@ w\?s m i%’m./l@,% & | MD33991-01-1
Chironomus riparius S (%p > > KCA 3/Q2 .
Algae, growth inhibitigim Ebc . /]@@ FLoERS”
Pseudokirchneriella ™ | N CSO@\ & IOO&, 0. é\a 03265
subcapitata % N Q pg\g @@j) A 8.295.1/04
12
_ o & \Q N \@' § S 012)
Fish, a R < O EBRELO17
eLCo 0.1 m@p.m./&; &7 e
Oncorhynchus mykess q IS D & D ® M-230569-01-1
D S - > 9 w@ - S |KCA8.2.1/22
v &
In@@“tebra@ acu §) @ v @ ‘\@ 9| (2012)
CGA 357262 S B7 $BC  edomgpmLS AT| EBTFLOD
PEE S O« &) | M-431690-01-1
@ @ % .S OADS KCA 8.2.4.1/16
v S @ ~ Bl 202
Alg@*ﬁ”‘%?mh@%“ Eb(:/@ é@zﬁ g p. EBTFLO18
@Q ol t”e”e E.€s >2.65mg pa/L M-429959-01-1
&5 s@“’”’ ”@ S %6 _ KCA 8.2.6.1/11
%1, LoEP
\@ F]f te Dree @ oo &p.m./L M-032074-01-1
S ijeorhyhus SS S XS KCA 8.2.1/13
T s i g
CGA 357261 |0° & . ragacyle §ECSO§ T4 mg p.m./L M-032090-01-1
& Dawhuagng> S KCA 8.2.4.1/04
S
Q@ @gaﬁwthg@lb%ﬁ Eo_ C 14amgpmiL IIC/?-%ISJZI 09-01-1
A\ esm sméggubspl N @g}rcs(@é 2.0 mg p.m./L KCA 8.2.6.1/03
o NI LoEP
& < FisQy ";‘f“te y < IS > 200 mg p.m./L M-032078-01-1
N nc%y e 3%‘ v ’@ "\ KCA 8.2.1/15
A n t LoEP
CGA 373466 g, © a@ S >100 mg p.m./L M-032092-01-1
& KCA 8.2.4.1/06
&§ (“@ Alg@ growth 1nhlb@on EvCso > 100 mg p.m./L > 100 Il\d/f—552653-01—1
\{(\@ \)@ Des@odfs@ subspicatus | E.Cso mg p.m./L KCA 82.6.1/05
S e
S O R e LCso > 100 mg p.m./L M-033964-01-1
Q @@ O@thnchus mykiss KCA 82.1/17
No@sml LoEP
Invertebrate, acute EC ~ 100 me p.m./L M-033972-01-1
Daphnia magna 30 £p.m. KCA 8.2.4.1/08
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Test substance Test species Endpoint Reference
Algae, growth inhibition LoEP
Pseudokirchneriella Ebgso z 188 rmng P 2% M—03397& -1 Q§
subcapitata 0 g pm. N KCA 8.28)1 /07
. & [LoEP” O
Oncofhljs/}ii’czzlit;ykiss LCso > 100 mg p m /LY M- 396;’%%&
828 ¢
N BOEP o 7 A
NOA 413163 Invertebrate, acute ECo < > 100 mg gL £¥-033975-0168"
Daphnia magna g Q (B
@ KCAR2.4109 A
/) @]
. g e, k \/
Algae, groxyth 1nh¥b1t10n ECD > 100%hg p-m./L Q LSRP 9@3@ @Q}
Pseudokirchneriella ~ 100 G/ @—033 01l
subcapitata ) g@ ) Q @KCA@)Z.&I&
o é@’ = D Rje%@chlé@@
& & & <7 | 2012)
Invertebrate, acute ~ Q ¢ oy
) E G 514408 p.oilE BTFXI95 « °
Daphnia magna % @ IS QO @%
o " N 6 % o -4 5?@
CGA 357276 & > & O o | KCA 824917
Algae, growth inpfBition, S é\a Q\ @ N (20i2)
Pseudokirchneriella @y %C 0w 7 B8 m '/LQ BTEZI56
*Cs0 .88 r@.mﬂ@ SPM-434282-01-1
subcapiiata o O § R O O] KEA82.6.1/12
D . T o Y Q VY O |%eEP
Onw%ﬁ e 8| Lo S 136%hg p /L o [W-032079:01-1
iy y@\ e % Q o S| KCABIG
: Iy NN LoEP
CGA 107170 %I‘E’;m‘%t;’ aé%e @gg EGP ©©22.kmgpmf7% & | M-032096-01-1
&4 x& & § > O s D KCA 8.2.4.1/07
&lg growt@lhi@n EbC 9 r{gp.m./@ LoEP
§D des ?subspicatu E:Csp &42.2 @i p.m @ M-032659-01-1
S A\ 3 %\ ' - § &N KCA 8.2.6.1/06
MRS P R @@Q SHIN (2012)
2 [IverteQraie, ac @EC@ @2.25\1@ pm./L EBTFX201
N o & & < e M-432300-01-1
N01§09480 N & 5 N S KCA 8.2.4.1/18
@Q Al%?, gro inhitiﬁﬁon %@’ S S EBTFL032(2013 )
. ¢ Bbudalgehnefila - EL (S > 588 mgpm /L NA6T2I 1011
@ | o e N ENE N KCA 8.2.6.1/13
KN SRS @% e %@ B o2
Gnvertghrate, attte 0 EBTFX197
?:@ & ng amagna < 00 9:9 mg p-m/L M-442300-01-1
1Y S . O K KCA 8.2.4.1/19
Hydroxymethyl @ @h qd -7( 2012)
benzonitrile @b Alﬁgae, grey h;@;}mn@& ECso 10.99 mg p.m./L EBTFL00S
> [ DT g@ E.Cso 332 mgpm/L M-441244-01-1
@ N LRbeapiiaia KCA 8.2.6.1/14
& o 9 &
N N
o é@@ R
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Predicted environmental concentrations used in risk assessment

&

$

Table 10.2- 2: Initial max PEC;. values —- FOCUS Step 1, 2 N\ @
A
Compound FOCUS Orchards, Orchards, Grapes |St erries, Str@berr'@
Scenario early late Qy early S late @
PECo,mx | PECowmn | PECoamn { PEComn [SPEGG
Q% D
[ng/L] [ng/L] [ng/L] [ng/L] - p@L] o
STEP 1 9.927 1489 [ 1334 o> [ 1114 5| 1837 o
Trifloxystrobin | STEP 2 - North [ 3.931 5.897 Q? 3.345 QO 1.150 @ [ 4880 s
STEP 2 - South | 3.931 5.898 3.345 LIsgy D38
STEP 1 12.21 1837 1549 18003 o 9663 Y
CGA 357261 [ STEP 2 - North | 3.376 5063 3524 @ | 088 O | k864 @
STEP 2 - South | 3.376 5063 . 1@524 w886y L [Uh.064, S
STEP 1 1191 o} 17857 « ] 1.0 o) 0.233 0.279
CGA 357262 | STEP 2 - North | 0.828 1243 o9 | 0865 ©10205 A | 0296 y
STEP 2 - South | 0.828+ » }1.243 %o.§‘65 A05 646 4
STEP 1 43338 L Pb6499> & 0292 T 3770 45. 2§
CGA 321113 |[STEP2-North | 10038 % [ 1290 S| 1243 M 6380 N 5899
STEP 2 - South | /917 &> [4305 =~ [17%6 @ 127 . | 9g09
STEP1  {4.06 36.09, 36370 [ BAY 10773
CGA 373466 | STEP 2 - North)| 4.103° @F 4988 @5.256 & 3.240 . | 2.849
STEP2-Sofh | 5664 ~, | 6.155 & | 7.87 o, | 5885 O] 4944
STEP I¥  [:4.420 O 630 @ | 1867 | #B11 o 5.894
NOA 413161 | STEP.2 North 120.412,7 § 313 0.695 ND.645, 0.516
STEP 2> South | 0834 o] 0626 A 1391 N 1.28¢ 1.033
STEP by | 4.636 6954 | 1927 & | 3351 6.182
NOA 413163 | SZEP 2- North ;04352  KN9.326.5 0725 ¥ | 0675 0.540
SSTEP 25 South [0.87Q, 0.65% 91458, _ D1.350 1.080
@Q SYEP 1 8069 O | 1604 Y §§% 0.312 0.374
CGA 357278 | STEP 2 - Korth | 6319 « ~ | D478 © V89 . 0.093 0.112
P 2 SSouthe}, 0.319 N 0.478> 0289, 0.093 0.112
N STEP 1. Av] 2928 ™ 438 Y 2489 0.570 0.684
cGad07170 [ STER2 - Nogh | 2033 _ . | 3950 =, | 203 0.503 0.603
@EP 25 South 22033 3.050, [r123 0.503 0.603
N STEP1 @f 130> @196 [ 2.188 1.459 1.750
NOA 409480 “PSTEFD- Nefth | 0022 .. V| 0091 <] 0.203 0.190 0.152
@ |STEP2 -gouth | 0243 © | 6283 ‘G | 0.406 0.379 0.304
| TsTEPA .07 $6.1120 6.792 4.528 5.433
CGA@IS STEP 2 - North 0.39% . 9] 0.23F 0.513 0.522 0.418
STEP2 - Séuth | 0.616 < | 0462 1.027 1.044 0.836
,. <ylmethy] SCSTER\ J73@y> k5160 0.658 0.151 0.181
Snzonitrile STEP 25 North['0.5382 ~1"0.807 0.561 0.133 0.159
hSTEP 7 - Squth | 0638 <« | 0.807 0.561 0.133 0.159
BOLD - values considered in‘gisk awi“s;@smenéi%
Q Q & ©@
e
S oS
-
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Table 10.2- 3: Initial max PEC;w values - FOCUS Step 3
Q0°
Compound FOCUS Scenario Orchards, early Orchards, late Grapes @ @6
PECiw, max PECiw, max PECSW,@ﬁ
[pg/L] o] pgl” &
D3 (ditch) 2.740 4.115 Q - BN
D4 (pond) 0.123 0.185 L © >
D4 (stream) 2.565 1 3981 w,? RN
D5 (pond) 0.123 I 0185 o - o
D5 (stream) 2.511 4079 Q IR RS ©&
Trifloxystrobin D6 (ditch) - A <> v 2.0 o
R1 (pond) 0.123 0.1 .« 0076 © Y
R1 (stream) 2.095 H0° 3108 @ RNR| 55 ¢ @
R2 (stream) 2.776 . D170 @ [D0ers N
R3 (stream) 2968 52 744407 D N 2.2000
R4 (stream) 2%0‘5 5 3d61 © @“L 18555 ) o °
BOLD - values considered in risk assessmein o @
@é N NI ©® O S &
TN Oy &
L TS Y N D
o © & § 9 &
@ .~ ¥ S @9 S s
NS S @ e 7 O
& & @Q o @ QN L9
Ny 8 e Y
%, N 9 o . O « N . )
ST e S e
@ S & X @© @ @
SEIRSENS TG RN é@ @
o & AN N
S & O N6 S @
RN % N @© N
N & & @ © o &\
A X O o O %O
> O Q
§ RN > & >
o O ¢ .09 o O @
Q O © SN NN
¥ o K &2 ¢
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Table 10.2- 4: Initial max PEC, values —- FOCUS Step 4
o
Compound FOCUS Scenario Orchards, early Orchards, late @
PEC v, max PECisw, max
[ng/L] O gl @ o
50% drift reduction Q .,
D3 (ditch) 1.370 2058 A ¢
D4 (pond) 0.062- L 0092~ .72 X
D4 (stream) 1.283 @ 1.9 . @
D5 (pond) fg@ UQ é@o@z Q@ 2
. . D5 (stream) 955 S 2039 R ©)
Trifloxystrobin R1 (pond) &0 62 Q f < 0.092 &@
R1 (stream) 09 1.048 | RIS o @
R2 (stream) 1388 O S @ 285 LY LN
R3 (stream) N @A82 w T & 4y 203
R4 (stream) 1.054Y &0 O T1sg o) & ”
sz m‘h@ﬁer zane (($ L [(\@
D3 (ditch) & B39 7 S X775
D4 (pond)© 20,1415 e Qs ©
D4 (streal® o] o > 2.063 TS 3 9
D5 (pofigh) e f§” @g @@ \V@ PA1 o
. . D5 (stream), Qy 960 & ® 3184
Trifloxystrobin RiGpondj. T 141 N @% O, 2@
(stream) ¢ & 1636 N« °| & 2426
CR2 (stfaam) .Y | A9 2.167 I 3755
> R3 (tream) ° § o314, .8 L 8471
2y re O1.645 7 A o o D2.468
Y @10 mbuffer Zone Q &
S _eD3 i) Q-¢ & o 1240
Q) D44pond) RNERNEaY 0.117
©© O B4 streamy) 9 2 oy 1.389
‘o Q D5 (p;?d) - GLQ @@ SN 0.117
o . . D5 {stream)sy, S - @ @ 1.423
Trlﬂ&o@sstrobm < Rﬁon d)@ Q@ S S 0117
{7 RITstream) & - NS 1.084
§% R2 (steam) - | S A - 1.455
% R3 {Sffeam)s ~ - O 1.551
@ @f(& Ritsream) o] o @ 1.103
Q Q O S o
s ST FLE
2 @ o
@7 N Q @ ©\
N % @ @§ N
¥ O o
e . @ & Q
S D § %
@ Q Q & ©@
¢ & O
S A S
$ & e s
&< &2
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Risk assessment for aquatic organisms

ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS @ o
L 4
Table 10.2- 5: TER\ calculations based on FOCUS Step 2 @ o o
AN S
. Endpoint PEC;w, ax ]
C d S TERA S Tﬁg
ompoun pecies [ng/L] Ing/l: b AQ o er ¢
Orchards, early @ SN S < @
Trifloxvstrobin Fish, acute LCso 15 1, 3@%@ A9 38D W0
OXystro Invertebrate, acute ECso O& 16 |, A 4@) A0 ¢

Fish, acute LCso 900 R ool <267 | ©100,9
CGA 357261 33767 St

Invertebrate, acute ECso@q 1408, | . 415 P 4{@

Fish, acute LGy & >16100 | % g 212198 | "0
CGA 357262 e 8.0 |

Invertebrate, acute ECh s 3600 IS 4348 < 10Q -

; = 0 S Y

Fish, acut C ~106000 § 8049
CGA 321113 SR LS S L A PR §

Invertebrate, acute @,> |E&so @ >10@QWO QWD L$>7593 | 300
COA 373466 Fish,acute &% ¢l @ @000@ ] %§» N >3@11 |, 100

. 7
Invertebrate, gipte  QECso . >10000 |, & 8376557 100

Fish, acutey, ~ « 2 |LGF & >10000 S S .a119904 100
NOA 413161 - > 34 L
Invertebpfie, acufe  {ECso >£00000G)~ " ¢, >119904 100

- < &
Fish, eute S MLcsgr 100000 Q\%@.\@ o 6514943 100
Invessebratg, acute 9 E§ S5 >109690 $ @114943 100
CGA 357276 Tnvertebriie) acu®@  [ECs0 O -37400050.319 [P 1611285 100

NOA 413163

NOA 409480  @nvertebrate, ffiite ((JECsoD” & 2250 0243 O 9259 100
O [Fisnoutgs 7 ik Y 13600 L P 6690 100
CGA 107170 & < 033
© |lavertebrate, aciite 50 5 22700 11166 100
™ @Fish, acute SMce® 200000 | | © >324675 100
CGA 381318, s - 05616
; Investebrae, acutge>) |ECH >y@)oo o >162338 100
2-Hydisxylmethyl- ﬁ%n e cuﬁ QEC @ e 99@@ 0.538 18041 100
benzonitrile A {SQ "N @ N & Q
Orchards, late < % & S @ SN
Trifloxystrobing, | [Laniclie (O dLCw & O 15 |, 25 100
¢ .
YOORD  fvertebrte, acute . PECa © . 0 16 27| 100
FishQruten (R |LeY @ 900 178 100
CGA 35@ = 5.063
& Infgertebrat, acut® z@eso% 1400 277 100
hatute N oNLCs O >10100 >8126 100
CGAR57262 %ﬁs T & @1 1.243
N Invesiebratgracute R [EES 3600 2896 100
> [Fish, @ >106000 >7043 100
CGA 321113 &@ ishacls 0 4hCo 15.03
0 vertébrate, dbute , [ECso >100000 >6645 100
N A [Fisticute Q |Lc >200000 >32494 100
CGA 373@% doreutess = = 6.155 =
Invertebi@de, acute ECso >100000 >16247 100
@ Fish, agt LC >100000 >159744 100
N0g41316@ @Q . . 0.626
<) Inv@ebrate, acute ECso >100000 >159744 100
S Fish, acute LCso >100000 >153139 100
NOA 413163 0.653
Invertebrate, acute ECso >100000 >153139 100

CGA 357276 Invertebrate, acute ECso 524000 |0.478 1075314 100




B
Bayer CropScience
R

Page 31 of 93

2013-12-05
Document MCP: Section 10 Ecotoxicological studies
TFS WG 50
. Endpoint PECsw,max .
Compound Species ’ TER Tr
pot ped [ng/L] [ng/L] * &7
NOA 409480 Invertebrate, acute ECso 2250 (0.183 12295 ;§100 %
Fish, acute LCso 13600 O 4459 | @100y,
CGA 107170 3.050 :
Invertebrate, acute ECso 22700 D 7443 o@%’
Fish, acute LCso >200000 | 24329 100 G
CGA 381318 0.462 % -
Invertebrate, acute ECso {00000 & >21@0 N 1008
- - N ) D
2-Hydroxylmethyl- 1y, o tebrate, acute  [ECso 9900 [0.807 s 400
benzonitrile S5 < D Q N
Grapes Q . & < O 9
. . Fish, acute LCsorY 15 g@// R Q458 1@
Trifloxystrob 3,
riHioxystrobm Invertebrate, acute ECso e’ 34 @ 6 4& 100
Fish, acut L @ 2900 by SO 255 100
CGA 357261 oL AT LS Y LUK, PN L —
Invertebrate, acute Q&ngg @ @ 1406% N ©397 @ 108)
Fish, acute lLow” o >1efen | &0 L P Ss11676 0
CGA 357262 @ — 0865 o S5
Invertebrate, acut€)” [BCo v 236004, ¢y 1@ 4fe 100
Fish,acute €0 QECso'~  %106000 | _ 30 £6002, (2 100
CGA 321113 - 17 S
Invertebrate, atute & |[ECé  O>100800 | O | U>s5663%] 100
Fish, acute"’ - LCo @ >2000004R O >284s5 100
CGA 373466 7.857%
Invertebrate, acute  CJECso &, 100008 | 7 & >12728 100
Fish #ute 7 [LGQ  «  >100000 | 1571891 100
NOA 413161 -~ 1391 -
lpvertebra)acute,  [ECs 2 >100000% & >71891 100
Fish.acte o _@lLCn selooood”| o« >68918 [ 100
NOA 413163 “ <& — 1.4
Inveiebrate, ®utes_~ [ECso <0 ™>108400 | < >68918 100
CGA357276 O |ipertebrate, acute o O 5240006289« 1778547 100
NOA 409480 & _{livertebrate, adte  “JECsugy? O 22@§ 0.466 5541 100
i % S ©
& Fish, acute, | S L&y 18600 | 6406 100
CGA 10717 123
S Ifbertebgite, acufe”  |ECso O 92700 10692 100
“fFish, gewte «,  SJLCyN . 2200000 >194742 100
CGA 381318 3§ 2N & 1.027
@@ Invgtebrai@cut% ECY >10Q000 >97371 100
R : W - N
2-Hydroxylmethyl @%He@e, aclit QRCs O @ 9900 0561 17647 100
benzonitrile (& ) A ‘N B
Strawberries, early S Q) Q f@ @7%)
=) Fish, acuiey’ @ S 15 13.0 100
Trifloxydifbi S 1.150 '
ORISR fvertebrate, aqute & |EC50nO 16 13.9 | 100
> *JFish@ette. 0 o7 [Legd 900 1016 100
CGA357261 % 0.886
_ o |Invétiebraflacutg,  [EC 1400 1580 100
o JEshad®e [ © Ry >10100 >49268 100
CGA 3572620 @ 0.205
Invediebratg, acutecs” |ECso 3600 17561 100
> [Fidly, acuge LC >106000 >9406 100
CGA 320113 & == 0 11.27
i oY Aiyvertébrate, acute  |ECso >100000 >8873 100
EZ Fislisacute LC >200000 >34101 100
c@m&@ gecu = = 5.865 =
A Invertebrate, acute ECso >100000 >17050 100
O Fish, acute LCso >100000 >77459 100
NOA 413161 1291
Invertebrate, acute ECso >100000 >T77459 100
NOA 413163 Fish, acute LCso >100000 |1.350 >74074 100
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. Endpoint PECsw,max .
Compound Species ’ TER Tr
pou peet [pe/L] [pe/L] § &
Invertebrate, acute ECso >100000 >74074 ;§100 %
CGA 357276 Invertebrate, acute  |ECso 524000 [0.093 © 5526882 | @ 1008y,
NOA 409480 Invertebrate, acute ECso 2250 (0.379 @ 5937 o@%’
CGA 107170 Fish, acute LCso 13600 | - %% 27088°| o t00 Y
Invertebrate, acute ECso @2700 & @9 ~ 100
CGA 381318 Fish, acute LCso 2200000 1 @@f 91571 0
Invertebrate, acute ~ |[ECso @, >100000 | < 029578 | Qoo &
) IS Y
2-Hydroxylmethyl- NS : N
Bt Invertebrate, acute  |ECsog 9900 |0.13% N e b 10
Strawberries, late G R RS MESEEEN N
Fish, acute e, 9 cr154 0 | 109 100
Trifloxystrobi : - : 3300 :
rioxystrobi Invertebrate, acute éthsQ @ @ 16@ N @1.6 @' 1(@
Fish, acute om0 | e L PR 86 0
CGA 357261 e - 1064 S5
Invertebrate, acut®  [BCso v (N4004," ¢~ L@ 136 100
CGA 357262 Fish, acute &U @ECso"\ ‘&?101@@‘@()@?3> S 057..[2 100
Invertebrate, atute & [ECé% O 360 | O | Q463|100
. T G ® U
CGA 321113 Fish, acute™ LCo @ >1@€000% 20055 O 10048 100
Invertebrite, aeute  CJECso &, 1000060 |7 & >10300 100
. (@) X T 4
CGA 373466 Fish, 2ute o’ L o 2200000 [xon SO | 8240453 100
verte acu 50 > ' >
b &, 9 @000 20227 100
NOA 413161 Fish.acte o @lLCnS  seTooood”] o« >9680s [ 100
Inveiebrate, ®utex > [ECso  ~O™>108§00 |~ @ >96805 100
NOA 413163 <P Eidh, acut® o % 4 >196000 ‘?080@% >92593 100
QO @;ﬁver@@ate, acde  “JECs0) @@iooo®§ K >92593 100
CGA 35727 Invertebrate “deute = [EQy O 524000 |gp12 4589286 100
NOA 409380 Igertebpite, acufe> Q15(:50 A« 2250000.304 7401 100
cGatoriro  jEshdtue s SLCss o 13600 0.603 22554 100
nvertebratggacut '
O Inverteb e [E@ O 22700 37654 100
A T BRI :
CGassiatg o |EShacs T dLCo & 80000 | >239234 | 100
©  (nvertehrate, doute S [ECsny 5.>100000 >119617 100
O Y Z
2-Hydroxylimethyl- RS @
benmm@ Inyertebra acute,” ECh | s 9900 [0.159 62264 100
Bold values do notyiass theyrisk ssm@wt RN
D
(AN @ &©
@° N
s A& &8
@ < Q" & ©@
&S
S o ©
@’ @@ @ o v
S
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

Table 10.2- 6: TERyr calculations based on FOCUS Step 2 &@ @§©
Compound Species Endpoint PECsw,ma)QJ TERvLT @l‘ri@
[ng/L] [ng/L]0 .
Orchards, early < @ § &
Fish, chronic NOEC (9 77| <« 20 'S 10
- @ @) G @
Invertebrate, chronic NOEC 2.76 Q @ 0.74 40
Trifloxystrobin Sediment dweller NOEC @% 200 3%31 6\9 50Q @\0 e
Green algae, chronic ECso % 5.3Kz 2 {5 r\&l.?} ~ 1%@
Aquatic plants, chronic |E 50 >@O o @ O | >49 L»\\i@ @g
CGA 357261 Green algae, chronic  [ECs0 (2 40043376, [ 415 | ™Mo
CGA 357262 Green algac, chronic  ( [ECsoly  9>2658%00.820° 7 38300 k) 10
Fish, chronic <G INOEC S\ 2109000 | < Y| | 27593 0
Invertebrate, chronfé JNOEC @, 48200 © w;\ @nQ @ o 10
CGA 321113 Sediment dwelle®~  &JEC5o & 25000 By 4 o3 10
30 N N 2
Green algae, €ironic z ECso s >10@900 @b S m§759£§ 10
CGA 373466 Green algagychronic”  |BE% S >@000ys.664 O 1O>17655 10
NOA 413161 Green algdc, chronic SQJECsy  >100Q0@ [0.834 >116904 10
NOA 413163 Greemglgac, chtonicd” |[EQ@° 0 >100000 [6870 . | _ 49188 10
CGA 357276 Gretn alga, chronic”  {E®s0 g 55880 0319, 18°>10929 10
CGA 107170 Green algae, chroflic  [ECseY  °s. 30909 [2.083 |7 35517 10
NOA 409480  4Greep algae, ehroniecs” [ECY O~ >5880 [0.243 >24196 10
CGA381318 V' |Geet algadyehroni”  JECso *~° x460000gj0.6160 | >162338 10
f)eilzyj;iﬁim - @’Qc?eer%% {Rae, ch@ﬁlic &@ EC@’ Q@ 1@ 0538 45226 10
Orchards, Iate %, N f(@% Q v D @
A Eish, chidpic > JNOEQ' =" .79 1.3 10
{o\ﬁlvertgbrate@ﬁronic @) NsQ}C Gy A%6 0.5 10
Trifloxystrobin @2@ Sediment d¥2llers,”  {NOEC = & 200 [5.897 33.9 10
@  |Grfen glpde, chionic MECsO” @ 5.3 0.9 10
O FAquaoplants chromp [E€ & >1930 >327 10
CGA 35726} Green algad Chrogis o [f0s0 v 1400 [5.063 277 10
CGA 359262 Green algae, chronic ¢ S[ECs®) >2650 [1.243 >2132 10
& wJFish@hronic® 0 [NQEC >100000 >6645 10
. [Inv&ebrae) chronic~ [NOEC 3200 213 10
CGA 321113 @ , 15.05
Sedimefldwelie  YJECso 25000 1661 10
Greghalgag, chronie®  [ECs >100000 >6645 10
CGA 373466 - |GiGen algad) chronic  [ECso >100000 [6.155 >16247 10
NOA @161 ﬁ(\Q Q\reen #@ae, chronic ECso >100000 (0.626 >159744 10
NO@?B lg@ Qr|Gretg algae, chronic ECso >100000 (0.653 >153139 10
CGA 357876 Green algae, chronic  |ECso >5880 [0.478 >12301 10
CGA 107170 Green algae, chronic ECso 30900 (3.050 10131 10
NOA 409480 Green algae, chronic ECso >5880 (0.183 >32131 10
CGA 381318 Green algae, chronic ECso >100000 (0.462 >21645 10
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Compound Species Endpoint PECsw,max TERLT Trigger
[mg/L] [ng/L] g\@
iﬂzyf;i’r‘iylémethyl' Green algae, chronic  [ECso 10990 (0.807 L, 13618 @\10(&@
Grapes @% . SH
Fish, chronic NOEC 7.7 KN ] S ¢
Invertebrate, chronic NOEC (o 2.76 {*’ 0.8 |, 10
Trifloxystrobin Sediment dweller NOEC X 200 3@ @7@59.8£ Ql\\a((g@
Green algae, chronic ECso @% 53 S D 1@\}’ @QIO G
Aquatic plants, chronic  [ECsg % >193(Q & A 377 © 10{\@
CGA 357261 Green algae, chronic EC@W %0 3.5 ] @)392&@9 g&@
CGA 357262 Green algae, chronic  |[ECso _©° =650 [0:865 =, | o7>3084 | “M0
Fish, chronic NOEE,  £10000®] & [0 =563 =) 10 -
CGA 321113 Invertebrate, chronic w\ﬁ Ng N %\%0? £%66 (, < 1814 §§9
Sediment dweller Q@} &éo L\g@ . 25000 ¢ S < 14% | 510
Green algae, chr@i% ECs) N@OOO@ O & ?\@%3 ! 10
CGA 373466 Green algac, ghyonic © |ECs® 5100000 (7857 7| sS»72sy” 10
NOA 413161 Green algags chronic?  |BG0 < >Ho000. 413917 [o>71891 10
NOA 413163 Green alghs, chroic «o{ECsy © 100001454, 7 >68918 10
CGA 357276 Green algac, ehyonic &Y [EGs® @ >5880 0289 - 2| 20346 10
CGA 107170 Gréen algag, chroni®  [B650 & 0900 2123 > {7 14555 10
NOA 409480 Grreen algat, chréflic  JECsp. O« T>588D [0.406 [P >14483 10
CGA 381318 Greep algae, dhroniccl [EGw . 57>109000 (1627 | >97371 10
o 7 O Y
ﬁﬁzyf;i’r‘iylémetg@ %gg alg@ch%c{l% @\cho N é?wg 0.5@%@@ 19590 10
Strawberries,@rly O © RN 9 @Q Q @
.2 Fish,chronic” =y |[NOEC Y @ 774 6.7 10
LS Ipyericheate, chrdnic _ [NOEES o > 2.7 2.4 10
Trifloxystrobin . JSediment dwgller ©° [NOEC o 900 [1.150 174 10
@Q Grg}n algg:f@hrczﬁ@\ ﬁ@so © &y 5.3 4.6 10
o |ARatic plants, ehfonic NECse S g >1930 >1678 10
CGA 3572610 (Green@igaeschronic. [ECH &, 1400 [0.886 1580 10
CGA 357263 Green algag throge |, [fTs @ >2650 [0.205 12927 10
& Eish, chrodic CSNQES 2100000 >8873 10
o113 y\ﬂnve.:@rate, @ronic@ [NREC 3200 | 284 10
. Sedi@nent d&yeller R (g 25000 2218 10
g\@ (Green algae, chiQnic Q ECso >100000 >8873 10
CGA 373466  ~\JGreerigae, chionic® [ECs >100000 |5.865 > 11280 10
NOA 413851 & |Gregn algady chronic’  |ECso >100000 [1.291 > 77460 10
NOA 418163 & |Green atgae, chronic  |ECso >100000 [1.350 > 74074 10
CGAR57276)°  o|Green ¥gae, chronic  |[ECso >5880 [0.093 > 63226 10
C@Q 107@ Gre§ algae, chronic ECso 30900 (0.503 61431 10
NOA @%80 Green algae, chronic ECso >5880 (0.379 >15515 10
CGA 381318 Green algae, chronic ECso >100000 |1.044 >95785 10
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TFS WG 50
Compound Species Endpoint TERwLr Trigger
[ng/L] g\@
2-Hydroxylmethyl- | o oloae, chronic  [ECso 10990 82632 | &0 Y
benzonitrile S @2 A
Strawberries, late . @J
Fish, chronic NOEC 7.7 54| S0
Invertebrate, chronic NOEC (o 2.76 XEN 10
Trifloxystrobin Sediment dweller NOEC X 200 @7@ 1459 Ql\\a((g@
Green algae, chronic ECso N 53 D 3@}) @QIO G
Aquatic plants, chronic  |[ECso <\ >19308 >4399 | © 10,9
CGA 357261 Green algae, chronic EC@W %0 . Kf)316&@9 \@6@
CGA 357262 Green algae, chronic ECso ©° 2650 o[ @@1077% 0
Fish, chronic NOE€.,~ _£100006 O >168200 [=) 10, -
CGA 321113 Invertebrate, chronic w\ﬁ Ng N %\%0? 3304 §§9
Sediment dweller @ [ECh @ 25000 Q7 2335 | o
Green algac, chrgjie & |[ECs 7 “§10000§ N >16300 L 10
CGA 373466 Green algac, ghyonic © |ECs® -100090 20227 10
NOA 413161 Green algags chronic?  [BG & >#)0000 4 | 0>96805 10
NOA 413163 Green alghs, chrohic <o{ECsy © 100000 7 >00393 10
CGA 357276 Green algac, ehyonic &Y [EGe® @ >5880 |l 652500 10
CGA 107170 Gréen algag, chroni®  [B65 & 830900 Q51244 10
NOA 409480 Green ajgad, chrfflic  JEC5, O o T>588D 2 >19342 10
CGA 381318 _QGreep algac, dhronicc? [EGw  7>109000 >119617 10
D © g
2-Hydroxylmethykd' | . Q" = N X N o
AR Gresn alge, chygnic @\cho N @wg . 69119 10
O N\ N7 Y
S o N9 & 6
% - &
° N D @
S O X @7 L < N
A @ , O & L9 \©
O O & 9O O &
S @ O >
@ § & QA S~
o O ¢ .0 o o @®
Q O 0 SN S D
¥ 9 K & o
=) % N @% y %
o N & &
h v o @ O
G @ © 9
@ ?s% O b ©@
5
s FES
O Q
{x’ O @ RS
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Table 10.2- 7: refined TER calculations using endpoints derived from higher tier studies

©

(NOEC:s cover acute and chronic exposure) based on FOCUS Step 2 S
Compound Species Endpoint PECisw,max S TER @igger@
[ng/L] lng/L] o
Orchards, early (o8 A oY
, _ [Fish species ® NOEC 253 < 640 | o0 9
Trifloxystrobin - - 3931
Aquatic species except fish | NOEC @ oS 09 > 1@“©
Orchards, late Q @ § XN g
X . N )
Fish species * NOE 253 g 43R ] Qo &
Trifloxystrobin p - & 1 3897 4 S) s
Aquatic species except fish NQ@ 3.7 9 Q Q%% p ]@K
Grapes W DS QX h\ ‘”\,J <
, _ |Fish species ® ANOE@? 2537 7 oy 1S 76 10
Trifloxystrobin - - @) @5 © %
Aquatic species except fish? NQ@ @9 Q N &@, 1
Strawberries, early Y RN S &% ®) S
, _ |Fish species ® 2 IWoEC? 253> P 5 2> 2.0 | Q10
Trifloxystrobin - - §p 0 é
Aquatic species exﬂc@t ﬁsl@%} NQ\ﬁ% 957 (og R & 2 1
Strawberries, early Q . e S %@ @v @Q @\? Y
] ) Fish species ® @ ”\a// @OE§ 259 7 (QS S SQ 183 10
Trifloxystrobin @ @1@3 80
Aquatic spégics eg&cept ﬁs]ﬁ NQEC 3% & & 27 1

2 endpoint based on a repeatgg (3x) @pak exposure &udy w1t(f{ the formulﬁ@)n (@ &e@i the most sensitive
fish species (rainbow trout),and kife stage {alevj tag rvae‘:é@hat covers beth; acut€and chronic effects of
trifloxystrobin ( 200®M 056 o R 10.2,3/02).

cos@wth the ormdlation (KCA 8.2.8/09)
RSN A -

bendpoint based on a

\

O "
The TER Vags fox@@ne 3\9@ in s@wbm@s r@et t @alu@based on FOCUS Step 2 PEC
values. Th@§efore an unacce t@le ru% to @}m‘uc @’gan@ms 1@.‘[ to be expected following the

applica &@ of the prod@%\t’ in @e cr @@ < ©\
For the uses in orchqg ] (e ngﬁlate)éi}a grapes gu&rther r&ﬁnement using FOCUS Step3 values in
necessary. @@@ % @ >
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Table 10.2- 8: refined TER calculations using endpoints derived from higher tier studies
(NOEC:s cover acute and chronic exposure) based on FOCUS Step 3

. Endpoint PECsw,max FOCUS N O
Compound Species ng/L] (/L] scenario@b TER . @ﬁ“n%er
Orchards, early 433 ~ oD
2740 | D3 (direh) 1D 9
03 D4 (fond) %306 o
22565 579.9
: Dfystream) | @ 9.9 SEKC
5 I
. @ 0.123 ;@1;5 (pond) %@ Q @
ish, 3
Trifloxystrobin |acuteand | NOEC 253 @St sgmeamy | 1 T o
chronic 0.123 @y Rwﬂﬁon% %\\ 208, §
& @2 2.008 Rl (stegam) G 121 |
Y 2 20176 R2 (Heam) | V1 & @Q’
ST O 129640 | R3streat) 85~ | &
@ L9208 Qg 128° O
E > 2. M0 U pa@ich). | &4 ¢
L o o 001230 | Dapond)’ 7304 "
@ > ©o 2565 V@M (stedm) ) 44
oo § o 0.123 <« ] D3 fPond)e,, 30.1
Aquatic N @ S ° 9
Trifloxystrobin species\@ I@OEC@ 3.7§ 2511 ﬁ(str@) 1> 1
exce&tﬂﬁsh {% 2 Q E? 0@ ] Rl (p&d)o @) 30.1
S Y& e § 2095 Ol Ristreag)™ 1.8
§’ & \@ $ A2.7760 | R2 (stregm) 13
¢ D . O 296 PR3 (sifam) 1.2
@© S ) %»\\@ A »l0s r\@] R4 (stream) 1.8
Orchardsglate v & N 73 X
N N ’ 435 . D3 (ditch 6.1
&@ @@ 3 @ . Q\ S : (ditch)
NN Y @@ N 0.185 =<, | D4 (pond) 137
S & @Q < ay | O3sl D4 (stream) 6.4
% E @@’ N 3 0485 | D5 (pond) 137
S . o | i
Triﬂoxystro@ é@ NOEC Q\zm@\ @4%79 DS (stream) 62 10
kY Chmm § AR g | @ro1ss R1 (pond) 137
@’ . q @ @ > 3.108 R1 (stream) 8.1
> Al e o <L 4110 [ Ratream) 6.1
N | Q 9 4.446 R3 (stream) 5.7
@ 4 %\@ S 3.161 R4 (stream) 8.0
@ \% é@’ N g 4115 D3 (ditch) 0.9
S ©© 5 Q 0.185 D4 (pond) 20.0
@@ ©@ Q 3.981 D4 (stream) 0.9
N A ﬁ°~z§ 0.185 D5 (pond
X . pond) 20.0
Tr1 ystr cies® NOEC 3.7 1
& exceptTish 4.079 D5 (stream) 0.9
@@ 0.185 R1 (pond) 20.0
3.108 R1 (stream) 1.2
4.170 R2 (stream) 0.9




B . Page 38 of 93
sayer) Bayer CropScience 2013-12-05
R
Document MCP: Section 10 Ecotoxicological studies
TFS WG 50
. Endpoint PECsw,max FOCUS .
Compound Species [ng/L] (ng/L] scenario TER Ti ger
4.446 R3 (stream) 0.8 % &
3.161 R4 (stream) O] 12 @7 &
Grapes w R
2.092 D6 (ditch) 2O § %@@
06 R1 (fond) 333 Q
Fish < G 0]
150, I\ R :
Trifloxystrobin  |acute and NOEC 253 T 253 \\?ﬁt rearn) %@ 6?Q% é\io q
chronic @ 2.062 \)Q{ (stream) )7 12. Q @Q}
abd 2200 ¥R3 &@géamb% s T s
Q™ 15550 | RaCrreagy R\ 1637 | <&
S 720 U?’a (digeh) K 1.8
. RN - \(@% SRL(Pond) | @37 & £
quatic Ro N
Trifloxystrobin  |species NOEC@} 32N ) '55;6 @%zﬁstrea@) 24 § 1
except fish Q Q&\ 2.00: _ (SE@ﬁm) Qi @ﬁ D
O @ 2200 Gragremy | {47 o
S e @@1.55;\? g@%ﬁtrgg@ Q@)Q 24
@ % @ S
N e ¥ @R & S

L
The TER values for the use in @pes
Therefore, an unacceptable risgo aqua%c orgal
the product in this cr@a S ©

(g
rds,§tarly

@%ca@@ﬁ (ﬁs‘1§p \

refinement using BOCUSSten. Bvaluesin nétessar N
F o g

For the uses in or

@)

N N

¢ @
& @
R

& e

&’et rigge@value base@n FQ%US%@ep 3 PEC values.

hisms is not$d be eiz\byecteiﬁ ollo¥ing the application of
g g g

onky) an

@

orchards, late application, further
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Table 10.2- 9: refined TER calculations using endpoints derived from higher tier studies

(NOEC:s cover acute and chronic exposure) based on FOCUS Step 4 includ

mitigation measures

in@o @@

o,

A @
- S Z
. Endpoint PECsw,max FOCUS .
Compound Species [ng/L] [ng/L] scenari@’Q TER & Tr@
Orchards, early < @ § &
50% drift reduction ©) & SN O
370 | paydicch) [ @85 O] =7
N 1.283 53 (stream) > 19790 | S @5
Trifloxystrobin  |Fish species | NOEC 253 @ 1.388 §2L@jé lf\&@ L&Z @) li @
. am)s |8
G 1482 > | RaQueam) N1 7] 2
5 m buffer zone N D N g\’ Ay S
Y 1549 PD3 (©0h)§ NS Q} &
, N , vy VS| 00.003%, | Dd\streamy 12.6
Trifloxystrobin  |Fish species NOEC@} 22:\\ T 216% @ (st@}n) ST éﬁ ©§O
& n 47 0 ikt 18
Orchards, late Q P S ) ©© S (,QQ W
50% drift reduction o . @ L @ & © 90
N > @@ N 72058 9 D3 @itch) 153
& & @@ @ 9990 @stre@@# w@ 2.7
Fish, > N § op 208907 | D5 (stream) 3 124
Trifloxystrobin acu@and Q§ N@f{% 2@3 P w554 © R [Ystreant), 163 10
caonic & § Q@ > 2.085g) Rﬁstreanﬁ 12.1
@§ \© S O W 2289 DR3 (stfeam) 11.4
Ol O ol & P o 3580 S RAGHam) | 160
. CE P N S@ @%.055@ U@J(ditch) 1.8
N g}ﬁ S @7 N s %4 (stream) 1.9
N @ 9 > . 9 Suso- T ps 1.8
atic " N @@ o . N (stream) .
Trifloxystrobin cies S @%EG\ 3.7@ ©71.534 R1 (stream) 2.4 1
Gpxce g@*, 3 @é\’ Q\% 4 2.08° R2 (stream) 1.8
@ © © KN Q. 9 2%23 R3 (stream) 1.7
Q © O A S @\ \y
& NS K & @ 1.580 R4 (stream) 2.3
Smbu@ zone . © Q\j @9 @ o
© -
N § @ O > @ @ 2.775 D3 (ditch) 1.3
S v o Vo 3.108 | D4 (stream) 1.2
Paquiic & & Q 3.184 | D5 (stream) 1.2
Triﬂoxystr(@ species N®EC @3.7 2.426 R1 (stream) 1.5 1
N (ﬁxcept@® S AS) 3.255 R2 (stream) 1.1
@@ §2 A @Q 3.471 R3 (stream) 1.1
< S U 2468 | R4 (stream) 15
l@ﬁ buffép zone v
Fish 1.240 D3 (ditch) 20.4
Trifloxystrobin  |acute and NOEC 253 1.389 D4 (stream) 18.2 10
chronic 1.423 D5 (stream) 17.8
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. Endpoint PECsw,max FOCUS .
Compound Species [ng/L] (ng/L] scenario TER T;\@er @
1.084 R1 (stream) 23.3 S &
1455 | R2 (stream) O] 174 P &
1.551 R3 (stream@j 16.3 A, @\
1.103 R4 (sg@am) | 2299 |& 9
© N N <
@ N @ @
X &’ 9 =

According to the presented risk assessment based 0@@OCUS St e@g@ calculatlo@ﬂ the ¥k to&uatfe%
organisms from the use of the product in orchard 0: unlikely if 50% dzjft re@cmg‘ozzles %%e u§g
llcatlon) @ 10\% (l%gg, ap atlogf%ho L be

Alternatively, a buffer zone of 5 m (early ap

maintained during application of the product, @@ w\g & @
Ty & & o & 5 5
% \@ N % @j @

CP 10.2.1 Acute toxicity to ﬁsz,aquzmc 1n@rteb{§es, ‘r ffe.g@ 0 uat\iﬁc alg§and

macrophytes &\ NN 1T oY & O

@ . O X § ©
No new studies were necessary. KON o ®\ S @Q N
@Q N @ &P < SR

CP 10.2.2 Additional 1ong-térm and chro@ic to&ici ndies on ﬁs@, a(é%tlc

invertebrates a@d sedéﬁen ellifig organism o\@ 2
No new studies were nec%ssary% % § @} ©@% e $ @X&

% 9 O & . N O
S 0 é& &\

Q @ S SN

CP 10.2.3 F@ elégestm@? aduati oF, s, .

S N S

No studies Wer Giece A N &\ O @
B & B

N
SRS K@%\a©©©§@
o T Ve 3 >
S & & & o &7
A @"\@& @%\© %\@
SIS
@%@%& &
Q @ - ISEERN
o N .U O .0 @
A N
S\ L 4+ 9 @
@ Q@" R
& s S &@@
S @ﬂ&@\ O
@%
§\%Q§§@Q
% Q
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CP10.3 Effects on arthropods .
& &
N <
g
CP10.3.1  Effects on bees > & o
&> ©L8

Details of the honeybee testing with the active substance tr1ﬂ0xystrob§%1 are prese@@d 11®®ICA@@
Section 6, Point 8.3.1, as well as within the exisfing Rev1e<(;§*’Report f%\trlﬂoxystro

(SANCO/4339/2000-Final, 2003). ©Q § é\g@ é
N
Table 10.3.1- 1:  Acute toxicity of triﬂoxystrobi%@ftech.) to b@% & 0&@ &Q @© &@q}
Q
Test substance | Test species/study Z Endp01 4 '*: ¢ 4
design G @ \ @ Q - - §
Trifloxystrobin, Honey bee, @ éﬁ @ neg @/bee ﬁ‘OEK %l °
tech. 48 h L 02 cont% H%as/b o
Q K\ % = é .. {
Trifloxystrobin, Honey bee, L 0 /bee & Y
tech. 48h < D %& LD%s cont‘%;m%6 ﬁ%@ p§ 3 il\g
R 2 ((@@» &Q i;
@ N @
R & o ©
N © N @ S 2
o\@ © @Q §@ & @% § @ @go\?
Y
S @ & © 6@ \© é N \@
S TS e &8 Q &
@ s .9 K Q @ @
SO S YN U e o
F e .o S o
¥ §O O &P S e
TN g S %
N & @ PSR
'S X O GG
SENES) R
§ RN & O >
o O ¢ .09 o O @
QOO O N O D
SN
=) N @% W2 %
@7 °\@ Q @ N
Q AN N @§ 9
'27\7 o @ o @ Q @
N o 0o &@\ &©
s A &SR
& o &
& & & ©§’
AN % Q
< @@ § N
¢ & =
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Table 10.3.1-2: Honey bee toxicity data generated with Trifloxystrobin WG 50
Test substance Test species/study Endpoint Reference @ @©
design N o
.. S
Acute oral and contact toxicity (laboratory) Q @
O
. . LoEP
Tr1ﬂ\§/)gs5tgobm HOTgy}?ee’ LD;IEsg;n(t);il 2?3'186“5 ;;?ﬁe .| M- 04@§0 O§ %?@
a, ~101.opgas 340,350 1/0183
@ 2
o s oo |
Trifloxystrobin Honey bee, LDsoz oral >107.8 ggta.s./bee 0 L Q
WG 50 48h LDso— @nitact >100§g a.s./bee  Q S Q?@
& ORI << STXN /0&
%
Chronic toxicity to adult bees (laboratory) & @ °\@ @J \ w\?@ @
‘N 9 2013
. . . Q @
Trifloxystrobin 10 d chronic adult % LCé > 1 @fng agykg Sl {00149 I
WG 50 feeding study T NOFC > 1 mga.s. /kg@@ MOl687801 - 1)
O KKCA 8.3.1.2/
B @
Bee brood feeding test ©@ > w\g@ & @@\j Q
&Q @ advg%e effe@ﬁ onm r @/ ©
rood develgpment e@gs y
9, S (2012)
. . Honey beesbrood vae, fupae) col
Trifloxystrobin . o 648@%03 1
feeding (Oetnen ef«., Velopm@ft by feedin ee
WG 50 M-438966-01-1
1992) < onieg Sugargyrup atla tr1ﬂ% trob@@-
5 KLA 8.3.1.3/01
© con ation typical for a hﬁ@i V(@e
"~ (75 ppm) &
Cage and tunnel studjés m@ ) @ o\ é N N @
& Q@Io ad@rse e@tts O@mortah%?> forag%ng
. %, | activity, be?@mur@gueen Qgrvw @
Triﬂoxystrobin@% 1eld céﬁge study in ‘tﬁsgod a &:olon@eve aptnent.after an - (2000)
+ Propicona celiagcypplicgyon a phc n cor@spon Y to 186 g 99106/01-BZEU
EC312.5 @uring full-blgom and r1ﬂo§ trobifoa.s./haGh [Fflowering | M-050990-01-1
(187.5+125) beesggg:tiveléﬁ ragi deelia dur g ho@py bee@ctively KCP 10.3.1.5/01
&Q\ @ foragm@ the Q?%p un@ confined
@ndﬁ@ K
o adverse &ffects oftmortality, foraging
e eml 1e d t llim d% %@fy, behavioutdnectar- and pollen
rage@een ival, brood- and
Fluopyram .@ hc dur1§g lony develgpment (covering two - (2012)
. re— werin
Trifloxystrobin (BB C ; th r%ﬁte b cycles) after an 64861037
SC o d atlcyggcorrespondmg to 146 g M-435338-01-1
bees@grese a]@h t& .
(2568<50) catton durinsSful loom bin a.s./ha into full-flowering | KCP 10.3.1.5/02
g Tulkb hacelid during honey bees actively
v BBC 65) 48d be
N actiyely f @gm for g on the crop under confined
Y g cgnditions

Bold values: E&c\ig om%@@n
1 Based on nal act1 substance
@

(contactégg pro /b
@
SR
R
S

Q@

o

Q%

@
<

&

nt fo@sk assessment
ent of 50.8% [original 48 h - LDs - values: 186.7 (oral) and 200
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Risk assessment for bees

Table 10.3.1- 3: Hazard quotients for bees — oral exposure @\
Compound Oral LDso Max. application Hazard Tri@ A-piori @
[ng a.s./bee] rate quotient (3 acceptable fisk
[g a.s./ha] Qno f dul@es

. . ) oY RN ¢
Trifloxystrobin >107.8 150 @ (y <14 50 S e
— —L . & ) < @

maximum application rate (strawberries) Q @ § % &

Q) é\g ©©

N
The hazard quotient for oral exposure is below th%@ahdated tn@%r V%lue for@lghe&tier testing &@

<50 & R O @
Quo=30) @& N @ D NI
A A T S
Table 10.3.1- 4: Hazard quotients for %&es - ¢§’ltac t@Xposaye N MQ Q @ @&
Compound Contact LDso M appkgatlo ard ¢ ~Jrigge A-pri
[ng a.s./bee] % % ]@ o\q‘é%ig&@ %”\9\ é\g @éeptd@e risk
Q [g%g{s /ha]@ & Quey O @ %@for g;gult bees
Triflox i 2 <¥ G @)j N N
ystrobin >100 Q & 150@ Q S .5 (((@ o 0 ¢ N
2 maximum application rate (st;ﬁ@érriesﬁﬁ @“@” @ &0 < @Q @@ @@V é
The hazard quotient for coptact éposu@ 1S b@%w the@\’/ahdated t@er ue gg@higher tier testing
(i.e. Que 50). Ny P8 e ST
é\” ¢§ %@ © @6 \ ©§§ N "\@
< @ & N

N @
Further conside@wn&@&r th@ﬂ% as%essm%m \© §2 & @@

' A Y B
S & o O K@’ & O ©§ o
In addmon@tj) acute@fjaboratory s@dles% @h hofidy be@ if@ystrobin was further subjected to

chromc@oratory test@g wi dult@fley bees. ©© S ©\
Q\ N &, § O K N

This chronic stu@ﬁvas%emgr@as a%L;mlt Eg@’by eygosm@adult honey bees for 10 consecutive days
to a concentggfion @nw@@ally @20 r@ triflgRystr@pin a.s./kg in aqueous sugar solution. As
trlﬂoxystrob%@ls on@ ve 11 sol@e in @te ®61 mg a.s./L at 25 °C), the test was conducted
by umn@ formulatgd prod@ct T@%’oxy %)bm& 50. The nominal test concentration as such
equals about 200 x wate gol%ﬂlty af rlﬂm@rstrobln No adverse lethal-, sub-lethal, behavioural
or c@lﬁyed effects“were found Q@éxpc@@{ a@t honey bees for ten consecutive days exclusively to
sugar solution, @mtaining 12@%@me é@?loxys@obm (nominal).

$ \%“ %
In order t&@ea@vhet&@ trﬁ'@@ystro?@a poses a risk to immature honey bee life stages, a bee brood
feedmdy had been co ed by following the provisions/method of Oomen P.A., de Ruijter, A.
& van deraCen .Y (OEPP/EPPO Bulletin 22:613-616 (1992)), which require, amongst other
pa@ ete@ ..use fo@ulated products only... products are fed at a concentration recommended
for hi@olume use...”. The honey bee brood feeding test is a worst-case screening test, by feeding
the honey bees directly in the hive with a treated sugar solution which contains the test substance at a
concentration typically present in the spray tank (and as such at a very high concentration) and by
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investigating the development of eggs, young and old larvae by employing digital photo imaging
technology. The study was conducted with Trifloxystrobin WG 50 and the tested concent@ﬁon o
corresponded to a typical high-volume use (actual test concentration of riﬂoxystrobin:S mgy’
trifloxystrobin a.s./L). The administration of 1 litre sugar solution per co, containi&S
trifloxystrobin has neither resulted in adverse acute or chronic effects on@dult honey-bees &r in
adverse effects on immature honey bee life stages (eggs, young larvae%%:l larvae, p{@e){) 0850n t]g\\eg@
colony itself. Neither mortality of worker bees and p (as asses@ via dead t§} nore @

termination rate of eggs, young larvae and old larvae (as assessed@a digital im@zing ind@dualé
marked cells) was statistically significantly differen%@om the untreated control.&© @© @Q}

> @@ R \é é@ 9
Moreover, two cage/tunnel studies were: condugted With m}loxg@ébi@mtaimng fhixture
formulations. © @ é}’ &

LG AN {@

In a cage study, trifloxystrobin was appliéd Vi&'ﬁriﬂoxx\trob@wL Pr&ﬁpoga@%e Eg 312.5 (18 25)

at a rate corresponding to 186 g trifl trqiﬁi a.s@dur@% ho&ﬁ@ bee&}cti@ forag%&g oryhe full

flowering and highly bee attractive @rrog% cra @hac@% ta{@’etif%@ This;; ppli@ﬁon rafe has not

resulted in adverse effects on n@rtali@/, for@ging @ivity@ﬁehav@m, en ivaL?’brood- and
@

~)
7

colony development. @ N v & $ O
y p @ N @ @ N @)Q @ é
In a tunnel study, triﬂoxystr%ﬁ)in Yras applied V@F luopgram +%riﬂ®ystrgb@ SC@OO (250+250) at a
. e vigFlu o .
rate corresponding to n%%?nal y 140 @nﬂ@s‘tm@n a.s¢ha onsthe hi ttractive surrogate

crop Phacelia tanacetifolia dgring begh, im@mene-ﬂc@eri and during, f@)—bloom, respectively.
The study comprisggin tota@ 6 t els ifbthe § ite@eatment greip: th‘k\e replicate tunnels were
exclusively use T @1010& asséssments whereascthe er th¥ee replicate tunnels were
exclusively uséfﬁ for @x)ssom&, nedtar an@olleﬂx\col c%n fQr subsequent residue analysis. Two
sequential ap@cati@ W@gg@conducted i%theo t@twN itemfreatrignt gr@np: The 1% test item application
just at the\‘t@ginning of the ﬂowge%nj@od @\the Ph@éelia@rop\‘e&BCH 59 - 61 without honey bees
presen@llowed by @2’:‘1 itent™application @ng full flowwting of the Phacelia-crop (BBCH 64
- 65), with conﬁne@@nq&%es @Wel@y\ ® agi@on téhg crop&\lring application.
@@Q KN 0 %@’ >
Q& N &L @j@

Mortality, intivéﬁ and\%ﬁeha&i@r \@@ agssed daily throughout the 11 days lasting
conﬁneme& period (i.e. @da@efo@mil ays@fter the 2™ test item application; only in those
colonie@ed for agi\(f@logi asses@nen@ s%\ﬁtial colony assessments (only in those colonies
used{ca)r apidologi%@asse%nent%— inc@ingoessmen‘[s of brood, food and colony strength - were
performed 6 days beforeﬁ§e 29 yest ite&app@tion and 7 days after the 2" test item application; after
the colonies wéze' relegsed ner@t, colony assessments - including assessments of brood,

food and co &y st@%gth ere é%ﬂtim@i on a monitoring site on day 14, 21, 28 and 42 after the 2™
test item application. O & 9
@%%“ RE,

In the three i nels%whid@were exclusively used for residue-sample collection, blossoms were
collgfed byhand ggher %oney bees were used as a sampling device for nectar and pollen. Residue
sa lre collected on the day of the 2" test item application and on the following day. Collected
foragees were immediately placed in their respective tunnels on dry ice after collection and the
bees were kept deep frozen until nectar and pollen extraction from the bees; thereafter, the collected

nectar and pollen was continued to be stored deep frozen until residue analysis.
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In the three tunnels which were used exclusively for apidological assessments, effectively 145 g
trifloxystrobin a.s./ha (1% test item application at BBCH 59 - 61 without honey bees present) an@ 46
g trifloxystrobin a.s./ha (2™ test item application at BBCH 64 - 65 with confined honey beesé@tivel@
foraging on the crop during application) were applied; in the three tunnels@ich were &;@lus@r
used for residue-sample collection, the effective application rates were 144%nd 143 g t@lox;@@ in
% O . @ &
L . . @ AN %, AN
Considering the residue-analytical assessments, the analysis of necta @nd pollen sa@ple@co@i@ed &@
on the day of the 2™ test item application (day 0) and on the followéng day (day:=d) rev@d a@clin&©
of trifloxystrobin-residues in nectar and pollen f@g‘n day 0 to @y l@as well as V&ithil’l te@por&l@
consecutive samplings on a given day. The maxigium measufed triflé&ystrobi —rx@le innectar&as
0.74 mg trifloxystrobin a.s./kg (0.74 ppm), the max@gmum @asuréd\triﬂ%@str&@‘l-resﬁle irtpollen
was 25 mg trifloxystrobin a.s./kg (25 ppm). © Q%%” @@Y}’ @ ©@J (e @& % @
Considering the apidological assessmet{é?ﬁw{tﬁdy r&%aled@o ad&%@e gf@Qts og mortality, f @ing
activity, behaviour, nectar- and po stgil%ge, s%en o@viv 1,©bro&d> an Qolo@dev@)pment
(covering two complete honey bée r@ cy&l@) a&t%? a&@)pl' on espoirdingcfo 146 g

trifloxystrobin a.s./ha into full-ﬂ@veri% Pha%lia dusging ey begs ac@é@%ly ging:?)’n the crop
v S @ &

a.s./ha.

under confined conditions. @ % O
S . &@Q 7 @@b &
© & N @ v @ N <)
Synopsis S % % § @} IS $ @t&
© O O & S

%”\9 o o
The calculated Haz Quo@nts@f triﬂ@&ystr@ﬂ ar&}vell betow & Valig}ted trigger value which
would indicate theSreed 8{ a refined r@@ assessment{io ase effects amhoney bee mortality are to
@

N o
be expected. This conglusion fs confirmed by the @%lts oPthe bt br@ feeding study as well as by

the results of ¢he tw@em&f@ld s‘u@es, %Verir@folia@)pli :
as/ha. & “ %@ S S o
LN . A . . . .

Regardjpotential eff@ of @oxygtrobl suli@ 1{1 @ctar and pollen on immature honey
bee life stages as_yeel as&&n colany de@opr{z&m, t@g maxighum actually measured trifloxystrobin-
residue concentr@a@@n in nectar@nd géﬁﬁen i{?@he highly b@; attractive surrogate crop Phacelia (0.74
ppm and 25 p@m, seov fteré@) cecutapp@tions of about 150 g trifloxystrobin a.s./ha
(i.e. at immipent Iﬁ@—ﬂing@‘and dwring eﬂl—blc&m, respectively) was below both, the tested
triﬂoxystr@in—concentra on pmhjc ad_1iét shown adverse/statistical significant effects on
mortalit@f worker kg@ and@upae r ad@rsetlstically significant effects on the termination rate
of eggs, young lar&%aﬁd !’a@e (ase via digital imaging of individually marked cells) in
the Bee brood feeding stidy o@olon %Vel Qhis maximum actually measured trifloxystrobin-residue
concentration &i@?lec ar ?@Hm@% aQwell below the concentration which was tested without

adverse eff@ in the ¢hr labo%to%®eding study with adult honey bees (120 ppm).
o &

In turn @%Se t cons@utiv@pplications of about 150 g trifloxystrobin a.s./ha (i.e. at imminent pre-

jon rgies of up to 186 g trifloxystrobin
>

Y

flowerigg an@ri ull—lilﬂ@)m, respectively) - with bees actively foraging during the 2" application
at —blo of tl@’hig@/ bee attractive surrogate crop Phacelia under confined and as such forced
exposur, Sonditions - were found not to cause adverse lethal, sub-lethal, behavioural and delayed
effects@s well as no adverse effects on brood- and colony development (covering two complete honey
bee brood cycles).
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Overall, it can be concluded that trifloxystrobin, when applied at the maximum envisaged application
rate of 150 g a.s./ha even during the flowering period of a bee-attractive crop, does not pé& an
unacceptable risk to honey bees and honey bee colonies. Q\ g

CP 10.3.1.1 Acute toxicity to bees ©)

CP 10.3.1.1.1 Acute oral toxicity to bees N
@

$

R o &
Report: KCP 10.3.1.1.1/02; Wﬁmz) \ &2 S o >
Title: Effects of trifloxystrobin WG 50 W (Acute Contagi@nd Qf}l) on Money Beds . % §

(Apis mellifera L.) in the Labor@n/ @ 7 &

Report No: 67561035 S & Q@

Document No: ~ M-431974-01-1 R ICSARN 5 A &

Guidelines: OECD Guideline 213 ang214 éi@g) > SR &

Deviations: None Q é\ﬁ < AN O

GLP: Yes (certified labor@y) %’x : 5 o @ “
& o N

Objective: @@ < v @@f@ &, @Q

The purpose of this study was to dete § the@&cute ¢gntact #nd ofal toxiciy of((t@riﬂoxystrobin WG

50 W to the honey bee (yg@r%iéée% L)y § SIS § @X&

Mortality of the bees was used-as th@toxic@idpo Sybfethal Q&ffect& uch, a$phanges in behaviour,

LS

Y
N & @ @

S QO NTN N o 9 N
Materials an@et@ds: S > N § N

)
Test item: T@oxy@bm@% 50w tﬁ%ﬂoxy@obm@m@ 9202 50 % w/w (nominal), 49.8 %
w/w (ana,l%@cal), (Origin Batch] (;@LO &09, @mpl@descr@on: T0X09344-00; Specification
No.: 102000007798 - 62} Matsrial No: 05584498 > O
Test organism: HQ@ bee&(ﬁpis @e]life ), %ﬁlale q&gorker&es, obtained from a healthy and queen-
i ted on, &
right colony, bred 8y IBACO lleeted on,tht€ mo g ofuse.

Under laborat@y co@ion@ (pis @@Zife@c (50 @rker@es per dose; 10 individuals in 5 replicates
per test item‘@ose le@él, 20 rol&}d referencetem dses) were exposed for 48 hours to a single dose

of 100.(@&5. per beg by to a 1 a;@l’fcati @con@@ limit test) and to a single dose of 107.8 ug a.s.
per beey feeding (Oﬁgg?limit%st;{alue b{&l o@ae actual intake of the test item).
Oraﬁoxicitv study @ @\ &©

Aqueous stoc{@olut'oa;ls @e te&em%d reference item were prepared in order to achieve the
target conc@atioﬁs ftexdeing mixed With sugar syrup (ready-to-use syrup, sugar component: 30%

o
sucrose, @@A) se, @) fructose) at a ratio of 1 : 1.

After @%{in O th%e testQor reference item solutions with ready-to-use sugar syrup, the final

Oy

w1

were also assessed§

congmrati(@ of s@r s@ in the test and reference item solutions offered to the bees was 50 % (50
% aqueody test or reference item solution and 50 % syrup (w/w)). For the control, water and sugar
syrup s used at the same ratio (50 % water and 50 % syrup (w/w)).

The treated food was offered in syringes, which were weighed before and after introduction into the
cages (duration of uptake was 1 hour for the test item treatments). After a maximum of 1 hour, the
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uptake was complete and the syringes containing the treated food were removed, weighed and

replaced by ones containing fresh, untreated food. ©©

The mean target dose levels (e.g. 100 pg a.s./bee nominal) would have been obtained iactl@

20 mg/bee of the treated food were ingested. In practice, uptake of the treategar solutiog@diff

slightly from the nominal 20 mg/bee and results are given based on the meastited consumggion. N

The test was conducted in darkness, temperature was 25°C and humiditygg%&ween 57 an(@3%@ \25@

Biological observations including mortality and behayietral chang@%were recorge} at%§ 24 @d

48 hours after dosing. Results are based on measured ioncentrationsé@the a.s. pe?g\g Bee. Q§ § C&é
@ S Q)

Contact toxicity study Q @@f @ & @Q @

A single 5 uL droplet of trifloxystrobin WG 5 in an a@pria&carﬂ@ (aceg;ne) was pla on

the dorsal bee thorax. & @& 2o Q% @%’ &> > o

For the control, one 5 puL droplet of tap water coz@inin@%% @hésit@vas sed. 1@ refefgrice ﬁl

was also applied in 5 pL tap water (dim&ﬁ%ate\;ﬁade @n ta@wate&%ntgi@lg 0:8 % Adhasit),

A 5 uL droplet was chosen in deviati to{ﬁe gu&@ineo@%om&@lda@ of uL @?%f)plet@mce a

higher volume ensured a more reli@ dis@siow@the@ it@ O &

The test was conducted in darkiaess, dsmpergure Wgs 25 and@umiéfl be@en@%ﬁ and 83%.

Biological observations, inclufing J@ﬁrtality@nd @av@al c@lges ere ord@Q at 4, 24 and

48 hours after application. R&ult%ire bas§ on r@minal@cpncelﬁratioxg@@f th%)roducger bee.
o O N O N
° @ & R @ %>
Results: ~ @ o ©§ @ S A
The results can be g%der@as valid, a@ll valdity c@%ria ofShe téﬁ weré%et: control mortality is
<10% in the oral<and i&the Oc\@act{a@t, L\Dso (2@ of@@% togc stanglard in the oral test equals
0.16 pg a.s./beegthe Dso (24 B of @{e toxi tand@ﬁ in th@:on

& S "4 tes@lals 0.14 pg/bee.
A summary @effe%@of t&@es‘[ itch mﬁ@orta@ an%@havral ahnormalities of the bees is given
below for tigth tests: “ %@

S U 4 &
N
A & & & & %@\5

@

@%
RN SR N
5 & & & .=~ S
QRS T NS S
o O ¢ .09 o O @
TOSSTE ISP
S\ L 4+ 9 @
@@@"oy\a
& SR IR &@Q\
> ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
§\%Q§§@Q
%o Q

4 The Adhisit was used to improve the adhesion of the droplet on the bee body. Adhisit is non-toxic to honey bees.
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Table: Mortality and behavioural abnormalities of the bees in the contact toxicity test
°
after 4 hours after 24 hours after 48 houp§© (é
dosage ctali behavioural i behavioural @ . be]@%ur
mortali mortali ali
[ug a.s./bee] Rl abnormalities Rl abnormalities @i,@ Rl ab%ormal«@%
mean % mean % mean % mean % mean % @ meﬁ@/o 7
test item Q & ;
0.0 0.0 0.0 0.0 00 & <00 o
100.0 < 2 & © 0.9
N
water 0.0 0.0 04 6> gy Q) «
) o N\
reference item KR @@) @ & @U @}
0.30 6.0 30.0 90 0 @fi} 2.{7\ g 98@ R 0@
A
0.20 0.0 8.0 Q 8@% xg @o > @‘@0 0.0
S g =)
0.15 2.0 140 A | 0. 0\@ 6@8.0% £740 O] &g
0.10 0.0 0.05% . 1@ Nl 280 ko Q@
results are averages from five replicate@@en ‘tg{c% eac@r d e/ @ﬂol § é‘p @
water = CO,/water treated control & @’ S ®\ @ @Q S w\?@
Q &) @ S O O L s
Mortali h 1 abnetthali he b @% G tegt © ©© LN
ortality and behavioural abagrma 1%@5 of th e ees e oxa tox@r te% o
@fter 4 é&lrs @5 ﬁg%r 24 hours@ Gfter 48 hours
consumed T ) S -
dosace rtah behaviglral @ o @) X @ behavioural®, @h i behavioural
lgas ;gbee] m&g ty(é abg\ﬁ%)nahtle @ ty\ ab@mal@s N kKl abnormalities
o @ean % @%ea @nea @ @ mean % mean % mean %
; D Q S 9
fest ttem & 00 o o P o O] oo 0.0
107.8 % S A Q)  « é)\g S S .
wateg. |00 %V | ¢, 0.0 <0055 0.0, 0.0 0.0
o L RN v Y 4
refer@ item N A A
031 @? . 48§@ &° °\9<?©0 ™ \C?o 100.0 0.0
. AN . . . .
RN SISO s N
0.16 @@b 2. 0 @ 12. 9@ %? 50.09 S 64.0 0.0
: q
008 @ \@@ & | & @ 20 10.0 0.0
0.06 Q .0 % A 0.0 @ @\0.0 S 0.0 0.0 0.0
results @/erages fro%ﬁve r@%ates@g\g’n b@ each)&g\egr dosage / control
d ; NS
wati; ater/sugar t@ated §n 1 @ @ . \@
S e S0 E
Observatlo% @
Contact toxiéiy te% gj

At the @ of @e n(lgct t@mcﬁy test (48 hours after application), there was no mortality at

100.0 \@as.

S

beh@%ouralfect@ereg;%erved at any time.

no srtality occurred in the control group (water + 5% Adhésit). No induced
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Oral toxicity test:

The maximum nominal test level of Trifloxystrobin WG 50 W (i.e. 100 ug a.s./bee) correspon@ to
an actual intake of 107.8 pg a.s./bee. This dose level led to no mortality a)éter 48 hours. @so n@

mortality occurred in the control group. No induced behavioural effects were rved at an{@i’me.QQ
g .
Q N
Conclusion: @\% S @)@ \zs@
\ Q,
. \e @ G @
Toxicity to Honey Bees; laboratory tests Q (TS S
< S Q@
Test Item @ Tr1ﬂoxy®bm WG 50 X\Q @U @
' 2 i ©
Test object %, pis meflijera 9 Y
Application rate (ug a.s./bee) S 1(9’?@6 S % (‘@@ @61073% >
QL/ U@—’ % %
@ntac@ Q @ral @ SN
Exposure (s&d%u%or\méth%(O 5‘@/wate{{% @Q (su@r solution) §@
LDso pug product/bee ﬂ@ % @AIQQO O @ 2o @ > 1(@ O
© ‘\” S &8
The toxicity of Trifloxystrobin @] 50 w(%s test8 in ute nta@ndoiﬁ? acute oral
toxicity test on honey bees. o, & & ©©

The LDso (48 h) value was &?0 &ug a.s Jbée in the co act tO&%t ot{@ 2
The LDso (48 h) value Wa@ 107@ug a @e ora t0X1c1ty te§® N 9

O
© )
é’ f§ % @ @6 %\ © é& N
CP 10.3.1.1.2 %@e contact §lcg§to bees . 2 O e
N Q
Please refer to 'G) 10\3.1. 1 I& N &\ @ @ N
b? %’ & @ S

N
@ v\g & o\@ ¢§ Q @
CP 10.3, 1@2 Chron;&gtomcé@ to bees O

A 10 d%? chronic or@@oxm@ study* wag-conducted with Trj

I ystrobin WG 50, the corresponding
summary is filed w@r KEA, po@S 3. 1@/01@)&\ & Q

N

N
Cp 10.3.1.%@Eff§s ob@mne ee elog@ent @id other honey bee life stages
A honey %e brood feed @ Q g\_@ @g?zl ) ias been conducted with the WG 50-formulation
(Schmitg¥, 2012, M:438966401"1) a aiid is i€luded in the MCA document (see MCA 8.3.1.3/01).
& S v PN
CP 10.3.1.4 Sub- 1et@éul e{@c sg | <O
There is n@r‘ugﬂ%ﬁ s des§ / @g guideline to assess “sub-lethal effects” in honey bees.
However, I eac@g orag® s%@y aswell as in any higher-tier study, sub-lethal effects, if occurring,
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CP 10.3.1.5 Cage and tunnel tests

Report: Kkcp 10.3.1.5/01; [ - 2000 \éy N
Title: Assessment of side effects of CGA279202 + CGA64250 EC 312.5 (%524 B) on the@

bee (Apis mellifera L.) under semi-field conditions @,@ & @g
Report No: 99106/01-BZEU Q @
Document No: ~ M-050990-01-1 &% O o &@
Guidelines: EPPO No. 170 (1992) @) < 5> \"\ Q& @
Deviations: None g Q@ @© § v\g@
GLP: Yes (certified laboratory) @} &© X Q § C&©

Q @@f @ & @) @}@

Materials and methods: Q@ Q} & % NS

The side effects of the test substance CGA202 @rlﬂ stro@%’?Jr
EC 312.5 (187.5 + 125; product code: A 9524 %wer@@sted@ the@one @e (dpis mefliferadl?)
under semi-field conditions according tg the gmdel\ﬁie of@e E@pea&d %editerr ea§@
Protection Organization No. 170(EPP@19929., @ Q %\ N é\a S

The test substance CGA279202 + C&M%ﬁ% EC @2 5 %@s apl@%éd a@ ap@%ﬂo@ate (%1000 mL
formulation/ha in 300 L water@ Wth % espc&ds to @@ﬂotro@ a.s\/ﬁa + 126 g
propiconazole a.s./ha, based an the%@nalys co@-t oty th@ﬁlve @bst@es as given in the
certificate of analysis. % % )

Plots treated with drlnkmg@_yvater@ ed@ c g As 1@;(10 standa@os@hlon Q@EC was applied at
a rate of 0.6 L/ha in 300 Ewat §

The effects of the te@s bs@e ws\g examme srnle bee&lonfeg in c es placed over plots of
flowering Phacel@ana{ehfoh@@Ben@ The%ﬂe o@ﬁGAZ%ZO + CGA64250 EC 312.5
(A 9524 B) Was@@alu%g by&%mparmg t]&\szect%g the@t su@anc@eatment to the effect of the

control and to@ sta@rd tx@tmer&ga@g th&%)llm@ng ob§vat@§\sﬂ
N

9 \ @ %y
. Mort@g)at the edg@ f thectteate %ea an@m the bees \@’
. Fm@mg activity @ﬁmbe@f forager b@@/m2 @wemﬁ Phagg)la crop).

* Behaviour of t@ees on @p arou@ﬂ the @ €.
v

+ Development%f thgbse b >

" @ N \@ S «§
Dates of e&:erlmental v@% §ly 1@999&]111}1 ) , 1999
Results AN @ @§ \Q
EfféQt on honey bee rnopf@tv Q @

The applicationgst CGA279 + 6 0 EC 312.5 on flowering Phacelia did not result in an
acute 1ntox@on\0‘§adu@fesﬁ@om ring the average pre-application mortality and the average
post-appligation @@rtal@i)@ no increastSof mortality did occur in the test substance CGA279202 +
CGA6@ ECQ@H 5 treatl@ when compared to the control.
<

Eﬁfe@s omﬁ@nev b@é ﬂ1§ intensity:

Shortl kfore application, an average of approximately 15 bees/m*> were observed foraging in all
plots. The application of CGA279202 + CGA64250 EC 312.5 did not cause a decrease of flight
intensity compared to the average flight intensity in the control treatment on the day of test substance
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application (average flight intensity in the CGA279202 - CGA64250EC312.5 treatment: 13.4 bees/rgz,
and in the control treatment: 12.7 bees/m?). In the toxic standard treatment, the flight intensity dr@ﬁed o
on a low level of 6.1 bees/m? on the day of test substance application. On the following e@latio@
days, no differences were observed concerning the flight intensity in the ﬂO@@ng Phacelﬁ{@bet\@@l

the three treatments. IS N
: < o & o
Effects on honey bee brood development: D«

A N o
In the bee brood development, no abnormal difference (dlich could biattributed tg;the i@gﬁwnC@Qf @
% S

the test substance was observed between the test subz@‘;&nce and coni@reatmentsé\g @ Q@ § C&©
R & @

Behaviour of the bees: N | @@) @ & @&
No abnormal difference in behaviour of the bees Wa%qbsers@” be@%en th@ytest @bstqn\%e tre@;%ents
and the control treatments at any time duringéﬁe peri® oféssess@nt. @% @Q

v @ S % &’

3 .9 R & O & g

Conclusions: @9 \\ AN S .9

o o & SN X w
It was concluded that this study dem ans raté&%at 2%2%2;§TQ’JA@SO @12 prod@t code:
s‘when

A 9524 B) did not have a harmful ¢ffect @hon‘eg bee lie@ a fleyveri rogéﬁPhacelia

tanacetifolia at an application ratf 1090 mL@rtnLé@ﬁon/@ &@L w&@ ha. © S
@ N (g @ Q @© N
v > AN ka* h &@ ©
° %
N & & o ® . § Q 7
Report: KCP 1&3.1 2; ﬁ@ub@ “ Ro N
Title: Tox@% testigrg of fluopyram + triﬂ@ﬁystrgéﬁ% SC 500 (25@%250) @en honey bees (Apis
ifera %.) und§ﬁli d contittions dunnelggst - @

Report No: O 4%%@ S RN N §9 @& ©

AN
Document No: @ M-435338-01-1 & @y %& %
Guidelines: O E NN@O (2019 N .9 @b ©§ @
L 2) N ~
Deviations: & None % @ @ Qr
GLP: Q\ Yes &tgiﬁe %orat§ L X S
» O & L0 O oK D
Materials and méthods;: S > O >
rttom O & &S~
est Item: SN @@’ N @@ «@j@
Fluopyram ﬂox@@robi@@C 5\6@ (25@{@50)"@: ﬂu&yram (AE C656948): 21.6 % w/w (252.4 g/L),
triﬂoxystr%in (CGA 279202):Q1.6 w{w@ﬁSZ.@g/L), (all values analytical), Batch ID.: 2011-
002701@ample D\é@ripti@l: T09 —O%material No.: 06033007, Specification No.:
102000012886 - 0@%5@ 1.1@/111@0 °€),
S v & V&
Test Species: , @" N Q@ Q&

N
Honey bee pisx\n%llif carniva L small bee colonies were maintained according to normal
beekeepi prac@é, c@ini 55 cor%@s with honey, pollen and all brood stages present. The mean
strengthQof thegycolonjes p@ea‘cmem group, six days before the 2™ test item application (prior to
expg@re to tes¢§em) Wwas similar and ranged between 2280 and 2625 adult bees.

& & &

&

Test !ﬁ%ﬂ:

The test was conducted under forced/confined exposure conditions (tunnel), in order to assess the
potential effects of fluopyram + trifloxystrobin SC 500 (250+250) G on honey bees and honey bee
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colonies. 12 tunnels (14 m length x 5.5 m width x 2.5 m height) were set up on a 40 m* plot of
flowering Phacelia tanacetifolia (2 x 20 m?). @ ©©

. . o o

Six tunnels were treated with the test item: @ @@

a) 1 x just at the beginning of the flowering period (at BBCH 59 - 61), Wlth@{t honey b@ pre eg?(—

1* test item application) and, again,

b) 1 x during full flowering of the crop (at BBCH 64 -@ with hon@bees actwe@&orng or@ﬁ @

crop during application (= 2" test item application).

Three tunnels were concurrently to the 2™ test 1te pphcatlon ?ated with ta@water%ont@@ﬁ 1@
%@2 1), 40@& qg@metho@e)

respectively, during honey bees actively foraging on t e;cropQ@’ iﬁ;y\ 6 N R %

The honey bee colonies were introduced 1nt%helr fBspective tuggels @ays @ore the 27 gest item

application (during full flowering) and the%orre@%”ndm@apph@tlons n th@onno@rou@hd 1@&6

reference item group, respectively. On%%nem%e ccﬁg\ny w@used@e tun@l

Three of the six tunnels being trea@wnh@he test 1te Wereg\ag 1g $ usj y m@normg
residues, collected by foraging hor@@bee@olle&and g ar)& he of 2% test &@catlon as
well as on the day following the 2@tes‘r@§em lication. @

The confined exposure phase & the fl%?ney bee r&e t e@i’rea cro v%s 7 ys lowmg the 2™
test item application (durmﬁ\full @QOWCI‘I@ ane&the c%:respoﬁdmgo&g licatigns ip the control group
and in the reference 1tem\@oup, @spec@ ely. & e C({ldltm@ Of the olon@ A @exammed until day
42 following the 2™ test item @91103@) ®

The collected hon ees @ere@pa‘u@ed d@ fro A to @yer&mp&ﬁnce AG in Monheim,
Germany, for fu @essm %he@ ults were r@orte { a SQ)arate@udy at Bayer CropScience
AG. The study&aum of the report is % 319 b90 @The aly‘ﬁ report is attached to this

biological ﬁn@@‘rep%@ ‘@ndlx@l @ ©© S @

three tunnels were treated with a reference item kthlon C (

9 % S ¥ ¢ &
Endpoi @ @ @ ©© § ©\
Mortality and fora act %ty (ﬂsxght de@y) g&the %ney b@s were assessed before and after the 2™
application. Sub- fec h %han n b@avu@r (e.g. intensive cleaning, dis-coordinated
movement, exa gerat 1§ @sm @Ness @ g§ apathy, obvious symptoms of intoxication,

etc.) were a@) mo@tor @ olofy ass: sme (ne@ar stores, pollen stores, eggs, larvae, pupae,
colony stﬁ@gth) were made @ays%e ore@he 2“@apphcatlon and at days 7, 14, 21, 28 and 42

following the 2 test\%?m a 1cat10<?an e (@espondmg applications in the control group and in

the re{g&rence item %up, @pectl\ly N
Q X

v @ &©

Test Concentmg%ns g} KL KR

Test Item: @ >

1 apph@ﬂon @O r(r tes@fem ?400 L water/ha (corresponding to nominally 140 g a.s.
ﬂuopxigl/h ®140§> oxystrobin/ha), applied to the Phacelia-crop before flowering without
hon g%bees @esen@ %*H 59 - 61).

appliCation: 560 mL test item in 400 L water/ha (corresponding to nominally 140 g a.s.
fluopykain/ha + 140 g a.s. trifloxystrobin/ha), applied during full flowering of the crop (BBCH 64 -
65) when honey bees were actively foraging on the Phacelia-crop.

Reference Item (concurrently to the 2" test item application):
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1.5 L Perfekthion EC in 400 L tap water/ha (corresponding to 3.75 mL/L or 4.03 g/L), applied during
honey bees actively foraging on the Phacelia-crop.

Control (concurrently to the 2nd test item application): N g
S ()
400 L tap water/ha, applied during honey bees actively foraging on the Phacerop. &@ ©®
g .
y SEES
Test Conditions: &% @) %) \;45@

o e
Natural field conditions. Weather conditions were goo ing both a@lications. T sky%g}s a ]@e @
cloudy but warm with no precipitation. First rain oicurred follov@ 2 days aftér th tegh emé
application or 6 days after the 2™ test item appli(@)n. The we@her was Variéﬁge bthvarl@@or t@
remainder of the trial. Q7 @@) Q & @&
Statistics: & @f@’ W D \% N
Statistical evaluation was done for mortality @%d the®rood¢ermingtion gé’s usjy@ Sh piro-\&k‘s test
(check for normal distribution), Levene‘s%est O(d&ck f& hon6geneity~of @riance@ Stu@ft s @es‘[
(pairwise). Software: TOX Rat Professiin%l, V@?ion &\10.05@ To&%t So@tiom&imbH. §

@ N 9N O O SRS
O QSO
Dates of experimental apidologic&@vor]@a N ‘t&ugus&@, 2@ to Qgtobe @;J%f 2%9 1)

Dates of experimental residue-a%lyt@l woek: @Mar 1, &@12 %&Rarc‘@ , 2002
(S
S

v v S @
%@@ N e KRN &@Q S
Results: SN - %
- © é @Q Y v QS 9
Mortality o © S < A
Starting conditions of{\}}e ex@%ﬁnem@were tdeal, “' catif® simidar natu;?\ﬁ ngo@ﬁity levels among the

different treatment Lroups %fo@fhe @plica@ dgi}g ful@ﬂm&ing @@}o statistical significant

difference of the loni@\, Stug@ t—t& p{misg @mpan tax the cddtrol, two-sided, a = 0.05).
On the day of %@2“‘1 @t item%ppli:@tion @d theét;%rresp din pli@ﬁ)ns in the control group and
in the refererice ite@ro&@respe@vel%mqﬁé?ﬁy r We@ligh@y higher in the test item group
(27.3) comfrared to the @ntrol&@.j@t th@lmbe@)f degd bee@ound on the day of application in
the te@@em treateoup as statiiticall§sign%%aqtl@ncreased compared to the control
(Student t-test, p@@se i%mpa i n,oa§ 0.@ on%ided reater). Until the end of the confined
exposure period @eac&sses@@nt @ fol@ng tfe 2nd &sst item application and the corresponding
applications il@the c@ol up a@@’ in @e ref@ce @1 group, respectively, the number of dead
bees found i@the t&st it rea&éﬁb tun@ds wefe on @omparable level as the number of dead bees
found if@ control group. Th@wa@hﬂ stat?@ica]g@niﬁcant difference to the control group (Student
t-test, p ise comp@ﬁ?on, ofe-sided gre& , Q@Q.OS) at any assessment day.
% N I AN

An%ferall compgrison@f t@lea c%d Heds found in the traps and on the gauze after the full-
flowering apr@itio from '-\@\ 0 y 7 @ also not show a statistical significant difference between
the control@d ﬂwi& uo a-f;\ + tristrobin SC 500 (250+250) G - treatment (Student t-test,
pairwise @mpan, side@%’greater, a = 0.05). A mean of 35.4 dead bees per day and tunnel was
found@ the poriod from dey0 to day 7 after treatment in the test item group, whereas a mean of 33.5
dea@ees were fo@ in the”control group.

In ntraﬁ@o the observations in the test item treatment group and the control group, application of the

refere item (dimethoate at a rate of 600 g a.s./ha) resulted in a markedly increased number of dead
bees found in the traps and on the gauze strips in the crop between day 0 and day 4, which was
statistically significant different from the control (Student t-test, pairwise comparison, o = 0.05, one-
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sided greater). Mortality increased up to ca. 24 x the levels of the control values on day 1 following
the application. o
pp \@ @@
. . > &
Foraging Activity S
After the 2™ test item application of fluopyram + trifloxystrobin SC 500 (@0+250) G he &glng
activity of the bees was comparable or even higher in the test item treq{\ﬁ%m group c@lpar@ thf@
control group. An overall comparison of the mean flig tivity did 1@% show a sta&sﬂcal&s}mﬁ@t
difference between the control and the test item treatment (Student é@st pair-wis&compa) sor@ the©
¥ R o &
control, one-sided smaller, o = 0.05). @ & Q) S
In contrast, the application of the reference ite %nnethoat ) resul@ in a@ear @cre of f@ht
intensity until the end of the confined exposure period (dag@j v@ch w@stat@caﬂ@&gm@ntly
lower compared to the control (Student t-testp 1rw@ cm@anso@oned sy@ler a=0. %)
S | 'S
. . \ % S
Behavioural Abnormalities & N @ 1
No behavioural abnormalities occun@n th@ﬂuo @m &rlﬂox%@robgwsc @%ﬁ%) @and in
the control group at any assessmen&@y, @ecm& %, \ S
The reference item treatment c@sed@ehaw@ural @non‘@tles @nox&&) cos@ﬁnaﬁ@m problems,

abnormal cleaning) at least u%@the QQI%{ day @ilow@% apg@:atl @ K
& .

Brood Assessment @ @ v\,@

Over the entire assessment «§d 0 42 da§ es@ver a&no%comprﬁng twygy complete honey bee
brood cycles) follo the item gpplic anQ?fhe co@esp@%mg @)hcatlons in the control
group and in the 1 rentem g%lp %?pectlv , th ro@%ﬁon&of the gjfferent brood stages (eggs,
larvae, pupae) fluctuafed acc&sdm to a npygmal @\elopﬁ%nt erng\\%?the control and in test item
treated groupdrespectivelyO The @oser@&@? Va@?olht f 'ren@brood stages was typical and
followed a@atural pattern he @al nhﬁ%lber @%broo@éells@g e. s@ of eggs + larvae + pupae) in the
ﬂuopyr o+ trlﬂoxy 0+250) eat@t g@p was not statistically significantly
dlfferent to the co gréu@ at a@y as@mem\ at Overag\no adverse effects of the test item on

honey bee brood 1@&/6 en ob the Study &H queens in the respective colonies of the
three experlment é @ dn‘e@t y of§serve ring all colony assessments or at least a

sufficient an@unt o@ res lalissggs mas obsgrved@durmg the assessments, as a clear sign of the
presence (%a healthy que § = 6@ %

2 Q¢ @ N
Strength of the Co]ﬁ%es S @ \©
The ean number of hogey b@ per c%on @n all test item groups including the colonies to be used
for residue an&@sm w%s ve 1m11@@§1x s before application and did not differ statistically (mean

of 2280 to 5 per.c Thew\\silbse@lent development of the colony strength among the colonies

in the col tesk@em @tmen%@ groups followed the same pattern. There was no statistical

mgmﬁé@t di p enceyin t lony strength between the test item treated colonies and the control

cologfies at U smerﬁsﬂdate Overall, no adverse effects of the test item on colony strength and
%ﬁfu evelopmenlé%ave been observed throughout the study.
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Conclusions: .

In order to assess the risk of fluopyram + trifloxystrobin SC 500 (250+250) G to honey be@nd o
honey bee colonies, honey bees were exposed under the realistic but seyere (forced) eXposuré?
conditions of a semi-field test (confinement in gauze tunnels). The test item applied t%@tim

the highly bee attractive surrogate crop Phacelia tanacetifolia, the 1% &t item application, was
conducted at BBCH 59 - 61, just at the beginning of the flowering periogl\%%rithout hon&@oegs@rese%@
The 2" test item application was conducted concurrentl a tap wate@sontrol grm@a and%g}efer@e @
item application (reference item group) during honey bees active‘é@foraging orfzhe fi ﬂo@ing&

Phacelia crop (BBCH 64 - 65). Both test item ap &ations werasconducted ata rate% S@nL @3%

fluopyram + trifloxystrobin SC 500 (250+250) @ 00 L watg/ha (c@ospo@ng t@om%ally 1@ g
’ &

a.s. fluopyram/ha + 140 g a.s. trifloxystrobin/ha). . & %\ @ 6\ Y

N N S
No adverse effects on mortality, foraging %&tivit@@%e 'our%ﬁect nd @en storage, brood-

abundance and development, colony streggh as @(&ell asZon quéen survival ere o@we@as

n
the results of this study, it can be con@%{deg%@%ﬁ ﬂyran@k triflo ys{@in % 50%2SO+§) G
does not adversely affect honey beesd h(&&%/ be&polo@xs W

n©app@d at a@ate 0f$560 mOduring
honey bees actively foraging on a I@ -attrggtive /flowerihg cro&@' @@ N ©

O NN
& O O O S
Grosne? & O @ T s
CP10.3.1.6  Field tests with honeyhees N A o
Not necessary when consi@jring @ out@@e ofﬁhe ris@éssessr%en@d th’ej@sult@)f the lower-tiered
S

studies. % S @ ©@% e ‘&Q §
S e
S (O N 9
@© ©\ s G’% @,\ &\ @ §@ ?§
SEFSERE & & e
Y Y A
&@ @© O\§% Q° \@Q RV o\©
FUSS S
& & & & .~ o
QRS T LS
@ O © o .0 %
@ @ ©@ \ \ o\ @
¥ o K £
S\ L 4+ 9 @
& N @ y Y
@7 °N Q @ N
Q N S0
N N S & &
S @ &@\ O
@%
N Q
&§ Q Q S ©@
&¢ls
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CP 10.3.2 Effects on non-target arthropods other than bees

The risk assessment was performed according to Guidance Document on Terrestrial Ecotoxieéégy@
(SANCO/10329/2002) and to the Guidance Document on regulatory testm%and risk ai%\smen«t@j
procedures for plant protection products with non-target arthropods (ESC@F 2, |
2000°). L ©
In the first Annex I listing process non-target arthropo ta for two ulations &mﬂ tro
have been submitted and have been evaluated. The fogmulation TES’EC 125 (—J@@St) \10 ]&@er
supported, but the available non-target arthropod data for this fon@atlon are pé&ylde @r‘uv&©
information in the two tables below followed by %able with t T%data Q&)r TF§ WG 50 (Fl@
which is the representative formulation for the ex | renew@ @

(o 6 \% N

2y
Table 10.3.2- 1: Non-target arthropod stud@s fq&@rlﬂ stro@- E@S Qcilesgere s&%nntted,

and evaluated during the t%st Anfiex [ h@ng p&ess& @j g@
Test species, Tested Formula@n su@y F@toxm@?}fglca&ndp QS %G
Dossier-file-No., type, exposureQ v @ @ < @
reference . f% . @’ @ N
Aphidius colemani TFS EC 128) S S . o & @ \Y\ﬂ.
M-052698-01-1 Laborat glags%%)ates (%G &Lorr. l@ahﬁ%] @ect&@ eproductlon [%]
Rep.No: 963577A 0 sgagha (T Q00 @)
> *o & o &
1997 @) & @Q @ v @ @ y\?
KCA 8.3.2/09 2 Sl & v S
Aphidius colemani \TFS ]i‘@@\% © ) >N \\\@
M-052721-01-1 <§Lab ss pl@es § C Morta@ty [%D° Effeet on Reproduction [%]
Rep.No: 963577B &.s./ha 1%@ @ n.a.
, \© &\ D &
1997 S > 5 O N § ”\9
KCA 832100 o] K 2 S
Aphidius rh@j)alostpht FS EC O @ @7
M-0317 &ten osure on @ AN
Re N(& 3761 . Jpottc rlez{ﬁplants o S Cor}o\ﬁMorf&@y [%] Effect on Reproduction [%]
, 1998 g@s/ha > | & 3.8 20.3
KCA83.2/11 = wpash® | © n.a.
% fgb% Wga g}%ﬁ N @g n.a.
Aphidius rho, siph@C FS E¢ 125 ) @ G
M-049052-01- Septificldspidy, @ner >
Rep.No: @2‘{-99-17 wheat, q§{:at an nte,r\@ 13 @
9 . @@ays %ffect on Activity [%] Effect on Reproduction [%]
KCA 8.3.2/12 & @@‘\s /h& 30 -20.4 4
= B s./ 25 -10.24
T yph?odromus pyri, "[“@ EC @5
M-052259-01-], @ Labo &ded@b
Rep.No: 972 % ex re oﬁ@eean ves Corr. Mortality [%]  Effect on Reproduction [%]
, 199 % 250 @as/ha 74.1 353
KCA 8 3. @4 (7” @ m@)o g a.s./ha 92.9 n.a.

&
NN
S @ o
N % TN
3 m al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products
with non<target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory

Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001

7o
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Test species, Tested Formulation, study | Ecotoxicological Endpoint

Dossier-file-No., type, exposure éf S

reference o %7@

Typhlodromus pyri TFS EC 125 Q)

M-051235-01-1 Laboratory, glass plates Corr. Mortality [%] Effe@@n Reproduc&igg{ [% @

Rep.No: 3900063 10 gas./ha -4.98 g -16.54 N

. 250 gas/ha 37 5 e & g

1998 500 g a.s./ha @.4 R 673 o X

KCA 8.3.2/05 N & N @Q

Chrysoperla carnea TFS EC 125 . Eggs/ %@ @ §

M-048976-01-1 Laboratory, glass plates @r Mortality f] female/day Ha‘@nng [%

Rep.No: 983760 Control O T & 9149 @

h, 2000 10 gasha @ 25, @ 14 \© 99 @

KCA 8.3.2/21 250 ga.s./ha &’ lsé@’ W W6 D .. 93.6 §
500  gas/ @’ 187 «° 1635 w7

Coccinella TFS EC 125 Qx Corr”  Rertile Bggs/ & o) o °

septempunctata Laboratory, glass p&‘% " &rt ity [%] % Fen@Day HatChing

M-050382-01-1 Control &~ @} S N é\a . 43,

Rep.No: 97-166-1008 250 @ a.s.@%% v 2@% O w72 Q7 58Q

h 1997 SIS SN & & o

KCA 8.3.2/15 O R RN AR S

Coccinella TFSEC125°Y & & | O Cor. o FedileEg S

septempunctata Labor ,glaié\plates@ ((@aQ M&lity@ Fe ale/@éf “Hatching [%]

M-050966-01-1 ntrol © SO .9 3 SIVEY

Rep.No: 97-174-1008 005 gadmagy| T T & 35 6 4ol

. “ &

1997 N 9@ & S

KCA 8.3.2/16 @% & ® NN O

}l\)/loj)c;il%glf(l;{-elus ) Ll:sofyo12 w\;ay%@@posits%g §9 @© © &\

Rep.No: 963578A " | qf@rtz sind RN o Corr. g@nali %] &fect on Feeding rate [%]

1997 & 50 ¢ gagiha RSN 0

KCA 83.226 " Q «¥ AN O S .

Poecilus cupreus 'O | TFSEC 125 N X @ é&%

M—0517§Z%3Q -1 orataty, spragydeposits on o ﬁ N\ o . .

Rep.N 578B art d @Q @ Corr) 01;ta®y [%]  Effect on Feeding rate [%]

H, 1997 N N 506, £@ /ha °~ &\ 0

Keasszr O 8 TN S

Aleochara bilinedta S ECQY5 RN

M-049724-01-1g; QEabogatory, sfiray de@its@o@ @&

Rep.No: 97-199:1008© qt%@ san&\ A @\ Et@t on Reproduction [%]

h 97 2 .s./}@ @ 171

KCA 8.340 92 & 9 & >

Aleocharu bilineata TFs%:ﬁ 2% RS

M-(%?424-01-1 =" | Laboratory’ pray@posi@n

Rep.No: 97-178-1008 | qidirtz sé @ Q Effect on Reproduction [%]

h 1997 @° 5500 P g a@a 9.0

KCA 832298 &0

ATA negativ@alue @icate igher repr iction rate in the treatment than in the control.

B A negat@é

n.a.: notg3sesse
v

S
S @
Q&

&

&

&
v

&

Valdica@ a 10©vs@s mortality rate in the treatment than in the control.
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Table 10.3.2- 2: New non-target arthropod study for Trifloxystrobin EC 125 (The study was not

@

available during the first Annex I listing process and is provided here as addltlol@
information.) N
&
Test species, Tested Formulation, study | Ecotoxicological Endpoint @© @ @
Dossier-file-No., type, exposure (3 S N
reference < %\\
Typhlodromus pyri TFS EC 125 LRs0>.500 g a.s./ha; ERso> 500 g a.sha 2o
M-078388-01-1 Extended lab., exposure on @ @ v \\ @
Rep.No: BI05TPE detached cowpea leaves Coy Mortality [Q Effect on @ﬁ roduction %}, S
, 2003 4.7 gas./ha @& 1 & 15 Q ®
KCA 8.3.2.2/06 224 ga.s./ha % 2 Q _1 A Q)
106 gas./ha 0 35 @}
@ P &
250  gas./ha . \ @ 6\ 10 Q
500 gas/fa. | © :@ w7 NS
A: A negative value indicates a higher reproductlon%te 119\&1%: tr%gaent é@a n tl@}%ntro@’ é % o °
(g
‘”\% N \\ > % @ @j §@
\ Z & \

Table 10.3.2- 3: Trlﬂoxystrobln W@%O rr @epr@nt % fo @ulatlﬁ (S@ﬁes \@§re

submitted and e

ated rlnéthe ﬁ@t Am}\ Ihs
)

pré@ss )@

3

\

Test species, Tested mulﬁ%mn, stt@y @otm&@logm@ﬁlndp%t @U &
Dossier-file-No., type,.exposure @ &) O
reference L O @% Qr S «\\ o &
f/f)ggiig;:%llen{ani IT%?WG 500 9 L@SO > Z@bg a.s#ha $ Q‘%
- -01- xa or: gl@j plategy § .
Rep.No: 963617A q Q Q C%NMort@ty ‘V& Ef{%ﬁ on Reprociuctlon [%]
-25.8
-.; 1997 § o \Q Q@ > @
KCP 10.3.2.1/10:-9 x\ S SIS
Aphidius colei@m % 50 9 & LR@ 50@&.5./1@
M-034667- (% Lab ator%glass §%lates 03 >
Rep.No: 963617B QCorr I'taLQ@/o] Effect on Reproduction [%]
§OO aééha q 1] .5{\@ 14.7
C.; 1997 "\
KCP 10.3.2.1/11 § @ & -
Typhlodromus py@ S W, 0 % £LRso >@3 g a.s./ha
M-048971-01-1y q abO@ g@ss pl* Q" CofOMortality [%] Effect on Reproduction [%]
Rep.No: 981048048 © %s /hag> 1 144
999 Aga.s./lep @ 2 19
KCP 10,2871/03 @9 3 @gagé@xa oY 3 21
Typhlodromus pyri TF SWG 50, QLR > 250 gas./ha
M-032904-01-1 | Extented L., ¢ ure@
Rep.No: 963620A d@chec@ean Corr. Mortality [%]  Effect on Reproduction [%]
ﬁ, B.; 1997 @° &250@ g a@h 7.1 6.9
KCP 10.3.2.1 @
Typhlodro G 0 Sy LRso > 500 g a.s./ha
M-03270 Extend ab., exposure on
- deta bean leaves Corr. Mortality [%]  Effect on Reproduction [%]
@@ o, 500 g a.s./ha -1.28 5.2
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Test species,

Tested Formulation, study

Ecotoxicological Endpoint

Dossier-file-No., type, exposure éf S
reference o %@
Chrysoperla carnea TFS WG 50 LRso > 383 g a.s./ha ’
M-048967-01-1 Laboratory, glass plates Corr. Mortality [%] Eggs/Fé&male Hatch%&%]
Rep.No: 98 10 48 049 Control - 23071 o\
1999 31 gas/ha 4 30.8 ©Q3 S e

KCP 10.3.2.1/02 192 g a.s./ha @ g\al 9.9 N 59 é\a

383 g a.s./ha @y 2221 AN 580 @
Coccinella TFS WG 50 LRso>250 g s/ o & & S
septempunctata Laboratory, glass plates Fertile E Q @
M-034674-01-1 %%orr Mortah@[% (%emale/Qay &Hatchl [% k@
Rep.No: 97-175-1008 | 1% test: Qg \ R
_.; 1997 Control . N B4 D ~ @
KCP 10.3.2.1/12 250 gashi | g? 3@} NN L @ 489

2" test: ‘o (@) AR © % & °
Control % , @ R 1L no@oﬁ@

250 ghsha>| <2, 1@ O 6% not repogted

Coccinella TFSWG50 @ S [LRso> g a, s@la »
RQolae D

septempunctata Laboratory, g a plaﬁ%§ . rtlle gs/ @
M-034677-01-1 1 test: \ ﬁfbrta@s [%] em, ayy ing [%)]
Rep.No: 97-176-1008 cOntﬂ % & & 4 O N 436
_.; 1997 ©@0 &gas/h@’ @J@ @3 Q ©7 8@@ w676
KCP 10.3.2.1/13 2nd e, ;S s 2 ©

on §9 N @ @% ¢  mnotreported

. 50 @a.s. /§ < &\7% not reported

Poecilus cupreus TFS W 50 >@O g KS /ha o @
M-032697-01-1 <§Labo ry, sggf?y de@osns 0§§
Rep.No: 963618A quartz san Ef%%ct on Feeding rate [%]

C@’ gahty [ @

, M.; 1997 ®) B i&g a.s. /& 2.3
KCP 10.3.2. 1/04@ NS @
Poecilus cupre@J @J@SI“F S WG 50 @ @ @% LR@ 500 § /h@
M-032701-0 l LabBoratorg, spray deposits.o
Rep.No: rtz sa@ % 6 @ rrgg)rtaht}@% Effect on Feeding rate [%]
ﬁ 997 Qoo gas/ha C 00@ 1.1
KCP 10.3°2.1/05 o
Orius laewgatus @ TF§%WG O\U @ L@ %O% a.s./ha
M-032718-01-1 L%bora ,gla((%ﬂplaze& &
Rep.No: 96361@A S e S g G Eorr. Mortality [%]
&7 2508 gas/hac 5 100
1997 Y © 2 | @
KCP 10.32:1/08 o & @ &
Orius la%tgatus Q TFSWG 5% &7 J'LRso < 500 g a.s./ha
M-032725-01-1 s, | Lapamatory/@l assgg%es @
Rep.No: 963619B Qy @\ Q Corr. Mortality [%]
4500 D g a.@ha 100
N A
, C., 1997 < §” N g
KCP 1032409 > | & &
¢ e
@’ @@ N o
S
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Test species, Tested Formulation, study | Ecotoxicological Endpoint
Dossier-file-No., type, exposure @f S
reference o %j@
Orius laevigatus TFS WG 50 LRs0 21.6 g a.s./ha 6 @
M-048955-01-1 Extended lab., spray deposits Corr. Effecfon Effe t@n ©®
Rep.No: 2003647 on detached bean leaves Mortality [%] Fecun@’y [%] Fergty FON
. B.; 2000 6 g a.s./ha 43 49.8€ o0 g
KCP 10.3.2.1/01 13 g a.s/ha 77 SAC S 02 &
25 ga.s./ha S @ na g}ﬂ Wi @
51 g a.s./ha 6.0 ©Q na. @ .a.é\a §
102 ga.s./ha @} 87.2 I n.a. é\ﬂ Q nag
204 gas/ha N7 957 Q o MK & n@ &@
407 ga.s./ha ng 95.7 @ R O A @
814 g a.s./ha 100 @’ 'S @ya. K\ 1, na, O
Ageﬁ&esidp@tud&y & AN S
Coccinella TFS WG 50 S @ vy 9 @& <\ o
septempunctata Aged residues, spra@@pos{g \@ Q % N @j @
M-048983-01-1 on potted grapeving 1ant‘s\ N & o\© X w §
Rep.No: 1047.074.375 | under semi-fiel ndlg@s %@ N %© N SRS
. M.; 2000 | 3 appl. of 38 S/ha & ] § @ &
KCP 10.3.2.1/14 (2 test rates &mterva 0-14% %o ®\ S N S %,
o o | & © et N
%@trol{) %o o @rr. Meéttalit ol Eg@/Fe ¢/Day_ Hatching [%]
Resi aged rOd@s S. @ &) 7.7 @) 85.2
Res1dues a§ for I ays @ N @ 0\6@3 2 93.3
R\s ues a dfo@ g & %", K 9.5% 91
%s/ha @ o N SN
A Residggs aged for 0 days: § N130O & R 782
Residues a@fﬁays@ §9 é%ﬂ O 6.6 89.2
tdues days: Q- § @ 11.1 87.9
@Q % as/lﬂa% S YW §
Q %su@es ag 3 130 43 80.3
S 8 0“& & @
@ Residues aged for 14days\ & 229 . 7.1 82
2 Residucsaged ford8 day” | O @@0 > 12.1 83.5
AS O &’ \@Q o O\©© SR
PFOUFSITEE S
@ @ § > S Qb
o O ¢ .09 o O @
W OO0 oD
O o R o @
<) N @% y %o
@’ NS @ N
N N A9
& % @
~ S SN S
b @° v &@\ &©
PR ) SR
@ < Q & ©@
¢ & ¢
S QS
$ & e s
& &
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TFS WG 50
Test species, Tested Formulation, study | Ecotoxicological Endpoint
Dossier-file-No., type, exposure ¢
reference . @ §’©
Orius laevigatus TFS WG 50 S > @
M-031775-01-1 Semi-field study with aged S < ©®
Rep.No: 983624 residues, spray deposits on g N
M. P.; 1998 | potted grapevine plants, 6 % § § @)
KCP 10.3.2.1/15 appl., interval: 7-10 d, 2 appl. @ B N é\a
rates (15.1 and 189 g a.s./ha) Mortality @ Eggs/Fle/ 2y @
Control 0DATE6: 82. @1 v §
ATG: 220 79 Q $
i S P
30DATG: @ . &6 ¢ @
Q) N @ o @
6x151 gas/ha ’|ODAT6: @ 660n @ 287, % O
& AT 560 & 15 B
30DATE. @0 Y U se S .
L@ @ K & © @7 o
6x189 <rasma> |0bATe: & 940 O saa Y
@ N MIATES 6t <O oV 70§
SN = &
R w DATS: 1.0 S @
QRN N S
Q & © Caty. Mo ty [¥ &%ct oﬁﬁecuf’f&;ty [%]
6@15.1 % g a.sBia @A%@ 889 B (in@’lid)@© 9.8
SN e 4pate: @ 423 50
s O &|spaTe S @30, D o4
L 9O g & A
> @ 189 g a§§a @AT@@ 94.4 (inValid) § na
& o <2 ~H4DATE: S a3 P 114
) L @ O30BwTe6: Q@3 8 17.7
SN Jield Stidies 0 & @
Typhlodromus py@\) X@JS W&SO No sig@%a&ﬁect@\\in-ﬁeld and off-field predatory
Kampimodro Q@leld@udy 11&ney 1@’ 6 % mlte®)pul
aberrans @y apphicatio at2 a catl&g@ S) M@@n field rate 3m drift rate
(predatory nq@es) tes may, A@ott effect [%] [%]
M-04896301-1 @nftr 7 S‘V ax. rate) 8- {35 DATY & 0.6 1.2
Rep.NG: 983824 . V13 d.intéival & . J7DAT 29.9E qE
h M.P.; 1999 Ma, in-fi appli@cion s | 1IGDAT2 343 34.3
KCP 10.3.2.4/01 > er app tlon i%f@; 7 AT% 31.1 13.7
- @Q*; 50, 01@1§ 126 @1 D%ﬁ 21° 345"
5t 18 and 89.g#s./h -14.3 -19.9
9 © @\"Q é K 3§AT6 26.2 36.5
) S AY . @ L 56DAT6 7 19.1
Anthocol@gp. .| PFS WQ 50 & _\No significant effects by ANOVA Duncan
@
(predgtory bugs) QY2 figld studies in p
M-066641-01-1 v @ dss4 appl. &9
Rep.No: /ha, 5% d s DRy 1nt 1@&1 Study 1: Mean no. Study 2: Mean no.
20020123193 S&@% Ssamp % byi@ockm@ nymphs adults nymphs adults
GEP \% ]ﬁ @ Control 148 23 148 08
2 @ Q 75gas/ha 9.3 4.0 13.5 1.3
KCP 10. @4/02
% @ N7 DA@@ Control 3.8 11.5 0.0 2.0
@ S 75gas/ha 05 9.0 03 18

-

: A’ne
C:An

B.

gatl\@value 11‘%102&@ higher reproduction rate in the treatment than in the control.
¢ value indicates a lower mortality rate in the treatment than in the control.
1ve value indicates a higher fecundity in the treatment than in the control.
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D: A negative value indicates a higher fertility in the treatment than in the control.
E. A negative value indicates a higher abundance in the treatment than in the control. @f @
DAT: days after treatment o N
n.a.: not assessed @ Q\ ©
S O
@ S8
Tier 1 in-field risk assessment for other non-target arthropods &% . § § %@@
. . . ©) S %\ \\ N @
Table 10.3.2- 4:  Tier 1 in-field risk assessment for ngn-target algfopods @Q \@ %@ g
Crop Species Appl. rate M@F LR N HQ & Trigger § C&©
[g a.s./ha] [g a. Qla] o & | . O &@
Orchards T. pyri 75 0023 383 @ o 02 ¢ @
(carly) A. rhopalosiphi 75 23, | D500 | @3 oy 2% | 6
Orchards T. pyri 1125 & 27 |«07 3838 o> 07 2
(late) A. rhopalosiphi 112.5 w23 D 50 D 05T 2 g o C
Strawberries | T, pyri 1500 | V1.7 383 7 2 ) @
A. rhopalosiphi ESIE 1D | 5008 V[ 05 A 2 §
Grapes (late) T. pyri 125 & 3 I 3837 W\f 0.6 & S
A. rhopalosiphi |, © 1250% L3 W @0 S | &2 o
@ @ NN
Table 10.3.2-5: Tier 1 off-f@d rlsl\f@sses@ent for no %r thropod § o
Whragariigods
Crop Species Ny Ap\\l SMAF Drlft VDK% Cgr@tlon@ LRs®| HQ Trigger
C:”*pate © @5 [%]@” @ctoro\ g/@g
%
o g/hap § & a1 <
Orchards T. pyri NS @3 [x2896 [Q10 107 @383 0.11 2
(early) A. rho@ulosiphy’ | S35 2.3 £723.96F 100] 30 b 500 | 0.08 2
Orchards T.p8H o SM2.5¢ 23 1.6V | @ 10 383 | 0.07 2
(late) AsHhopaliphi ' 1123 | 23 [ 4001 [ Q0 pb> 197 500 | 0.06 2
Strawberries |@F2pyrid) 10 g7 |4238 |10 10 383 | 0.02 2
OA. rhdpulosiph) | B0 1.7 22388 1650 @10 500 | 0.01 2
Grapes (late) | T. VR © 125 2R | 6B 10 | 10 383 | 0.05 2
| A. rhopglosiphi N 1@” 23 | 269 {&F0 Y 10 500 | 0.04 2
AN @ O -9 .0

The tier 1 in- ﬁeld@l off@\\eld @( ass@@nen@%oes ot trlgﬁr a concern. Nevertheless, a tier 2 risk
assessment is pr@ded%elow@ addmss p%@i’tlal@c@nce@ due to the observed sensitivity of Orius

laevigatus. g, @ ©© @ @ Q @

< S N

s oSS

Tier 2 ig<field risk a&f@ssme@ for n@n-t&@et g&hropods
N
@
Table €10.3.2- 6: %Exp(%@e ag}igjsme@ for {nfield assessment
Crop / no. of@pplications .\ 3Pl r MAF in-field PECmax.
AA& %% @ a.s 2% [g a.s./ha]
Orchards (chtly) / 3_ A 2.3 173
Orchardsglate) /3 © S 112 5 23 259
Strawbdries / 2 N 150 1.7 255
Grapes73 O &) % 125 23 288
& & 7
N

&
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Table 10.3.2-7:  Tier 2 risk assessment for terrestrial non-target arthropods for the in-field .
scenario
. . . & &
Crop Species In-field PECmax LRso Risk acceptable if | Refingdrisk ©°
[g/ha] [g/ha] asséssmen
mj@ r&luirec@g

Orchards T. pyri 173 >500 Effectsare < 50% L Ned® ;
(early) A. colemani >500 Effects ate < 50% <L © N@  w

C. carnea ¢%§)83 Efﬁ%ts are < 50% No @% @

C. septempunctata 500 Effects are < 50%)° |~ No %, S

O. laevigatus K 216 < Effectsare<58% | © Yes» ©
Orchards T. pyri 259 ©  >500 QEffects are <50% , b 9
(late) A. colemani Q'?(@' >500 Effects are'R50%0) e No @

C. carnea >383%° | _Bffects age <50% | % Ng©

C. septempunctata & 2 >5000 |« Effectare < 50% No

O. laevigatus v 206 U Effecss are <50% R
Strawberries | T. pyri W\?\%S \U@ 500, Y Effects ar€x 50% |  <&No @

A. colemani LN N >5009 | Effectsare < 58% Nod

C. carnea Q@ K\ [~ >383 “Effects.are @% S Yo

C. septempunctata  |©° &, . L] Ss00 @ Egs are50%Y e No

O. laevigatus A A 1.6 cts afo < 50% | . v Yes
Grapes T. pyri T 9 28%@2@ L >500) |« Effectsate < 50% No

A. colemani 2 o\w\’ @ =500 REffects are <50% No

C.carnea = § o >383 « | Effedts are< 50% No

C. septempwnctata Q) N} @ 5500 Effects are < 50% No

0. laevigatus 9 & 216° | “Effeats are <60% Yes

v & Oy .U A O
The results of the ti in-fidld r@asse@men@di@g no cc@cer&r noﬁsg}arget arthropod species
with sensitivity 1iKe’ 7} yp@@drog Apl diu&Chq@erla Co&cine@ut initial effects in the in-
field area on n targ@arthro{bod cies @th seﬁ@tiv'ty ke §mus axg to be expected. Therefore, a
Q" g@& %

further evaluﬁbn iﬁquig&@ . N Q ® %@
&@ @© . § Q° ©© *o \©
FOSITss 0
&> S & & = &
QRS LSS
@ O ¢ .0 © .0 @
Q O © SN N
DS & 9 &
3 S & W2
@7 2 @ & oY
S Q N N ©\
& NS & &
> o &@\ &©
@%
sy &S Q
@ § Q & ©@
> O O D
SR &P
{N O~ @ RS
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Refined in-field risk assessment for Orius laevigatus .

The tier 2 risk assessment indicates that initial effects on Orius laevigatus are to be expect@T 0 O

demonstrate the potential for recovery an aged residue study has been conducted under sesy-field”

conditions (- 1998; reference KCP 10.3.2.4/01). In this study the pro@ was appl6 ti

to potted grapevines at rates of 15 and 187.5 g a.s./ha at intervals of 7—1(@ays. 0. lggyigatys was

exposed to dried residues on leaves at three timings: just after the last ;{%tment (a 1;0\@ of avi%@

been applied), 14 and 30 days after the last application%@sults from @e first bioassay (e &ure@t @
@A)) diy the &

control. However data from the second bioassay@where residhies aged 14Qays were aSsdess

indicated that there was a significant increase il@ ality co%)ared @%ﬂ:e c@%rol @n b%th, thx
15 and 6 x 187.5 g a.s./ha treatments. This, howeyver, dg@not iﬁg%use a«@igni@anto §fect @@ the
reproductive capacity of O. laevigatus. In th€third @oassiy (expgsure daysgﬁter gst ap icationz,
there was no effect of both, the 15 and ]‘QZ.S g @s(&./ha @eatméats on elthe@urviv@ or @odu@»ve
capacity. These data indicate that Whil{ﬁ'rigl@%?str@bg\n WGES0 n@inﬁi\@y cafise a%mpac&@n 0.
laevigatus, the residual toxicity is trnt a@l potegtial rec%@y c@vbe e@ecte &¥ithin ®month
after the last application. The maxQle liedxgge ofg % 1{?@5 g @/ha ay est& in tl{tﬁ@.@emi-ﬁeld
study clearly exceeds the maximum integded usg pattémn of g 15&@3.&§®©m Wbei"ﬁes, 3x125¢g
a.s./ha in grapes,or 112.5 g a@ﬂa m\o%chard@ @& &@ @Q é&
R & A o S 2 .9

In addition to the aged ge\@ue st@y c@ue witKTFS %Q 50 Qﬁhe sts
laevigatus, several a&eﬂd res@e st@ies aye b performed; on the%an}e@yecies with different
formulations contai triﬂ@’xys@bin (&able §3.2—%§> Tabfe 10.&— 8 Q‘}l Table 10.3.2- 9 show
how much triflox obib%vas Q@ied&ﬁhese studie® ‘(,5(2" of triflogystrobin used exceed or are

close to the t-c in-fiékd PF@max*&f 28&} a.s./ha 2% 1{? g a.s./ha) for the intended
PN
(FTS

after the last application) are considered inconclusive due to exc@ve mortalit¥ (i.e.

9. : ,
itive species Orius

(&
500 O 7 & O
P e o v .04

application o

. ©

S N
5 & & & .~ S
@ @Q@Qo@@©\o©@ @ﬁQ
A N
S\ L 4+ 9 @
& N @ y Y
& SR IR &@Q\
S @ﬂ&@\ O
@%
@\%%é@ §@Q
2 Q
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Table 10.3.2- 8: Additional aged residue studies for Orius laevigatus
@,°
Test species, Tested Formulation, study | Ecotoxicological Endpoint 4
Dossier-file-No. type, exposure based on the Q\ @
Reference amount of TFS in the @ @ @
products @»@ & Q
Orius laevigatus CCZ + TFS SC 535 N
M-103354-01-1 Aged residues, spray deposits &% . § . § %(%
Rep.No: 031048084 on grape-vine plants, @ & \:4\9\ \\ N
, 2003 1 appl. of 1 L prod./ha C%‘ected Q@Reductlo ﬁ %@ducq% in
KCP 10.3.2.2/02 (368 g TFS/ha) Mortality [%] Q™ Fecundity:{y Q@erﬁ i %k
Residues aged for 0 d: Q@ 96.2 Q& . n.&© ()‘ @
Residues aged for 14 d: g 70.8 ) & na. §
Residues aged for 35 d: QL 100, . @ 1-6% 9 14@@
Orius laevigatus IPD + TFS SC 272.4 &° S % «;o\i@ ©© N Y
M-398645-01-1 Aged residue spray déposits, ¢ 5w @x b@ (N GN .
Rep. no: 10 10 48 037 A | on maize plants, Ny @ Q & Q) @7 @&
2011 2 appl. of 17.0 Lwod./hi, S D S -
KCP 10.3.2.2/03 (2 x 270 g TFSHhw), N @}Coge&ted & Reductiotun % Red§n in
spray intervalQf 14 (‘K & Moxgtatity [‘%ﬁ un@[%] < Fert ty [%]
Residues a§@ for . % 89.8 N § QO @ 9 n.a.
Residuesé@ged for 14 d ‘% > 89.1» ® ©@l.a. @Q o\”\a n.a.
Res1d age% 28 dyy N 2 & IS 9.§ 16.7
Residues aged for 4;d 39 R ) A 19.7
Orius laevigatus FLB+TFS.SC L e &)
M-297471-01-1 Aged res%%es %by d v S @ \25@
Rep.No: 07 10 48 005 A on 21 evmep s & ‘&% N @@
, M., 2008 £ 0.84. prodBa . .
KCP 10.3.2.2/04 é\g £§ S/he@ § @g\rrectea© & Redggtion in Reduction in
@ spray 1n@fal T rtalit¥ %] Fe@mdity [%] Fertility [%]
) Qesidyg %baged fot o d\\ . 9§ @& & na. n.a.
©© S res1dues agéd for 7¢ %& 88.7 § v na n.a.
Q @J@ rgsidues ag for% d ©§1.9© @ n.a. n.a.
residues@ged fog 21 d@ @& 1. é&\y 2.9 -1.8€
‘N 2 %res1d@aged@r 28 d Al -5.68 2.1
Orius l@igatus @ PT@) TFS S€ 325« N, Q
M-001111-01-1 "\ ‘Xﬁd re@&:es s @de@%ﬁs t RN
Rep.No: 2003127 4 gn ma k};g? ﬁﬁv@) Q @
NEOr SpE) od/
. 20040 @Q (15@§ TFSf), ©° § C@?ected Reduction in Reduction in
KCP 10.3.2.2403 ) @y mt&%al 1 @\ %ortahty [%] Fecundity [%] Fertility [%]
% du ged@ 82.9 n.a. n.a.
@’ _ Qresi aged@or 1 \?& 62.6 n.a. n.a.
Q\ regidugs aged for 28 @ 23.7 7 1.1
% g%iues Goed foln d -4.44 n.a. n.a.
A A%gative value indicate§@¥ low ortah@érate @%e treatment than in the control.

B A negative val@@indicates a er fg d1ty§the treatment than in the control.
€ A negative @e indi%t‘?—:s a igher fertility 1@3 the treatment than in the control.
< AN
& &G
Ol
&S
¢ g v
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Table 10.3.2-9: Additional studies for terrestrial non-target arthropods

@ >
Formulation Trifloxystrobin DAT of last bioassay with DAT until °\®/ Q§
a.s./ha corr. mortality > 50% effects <50
lg | y s %@ &
Study with representative formulation g & O\Q
%)
TFS WG 50 6x 189 @4 (51.3%) s&% % .9 '
Studies whose application rates cover all AIR3 uses V @@ @@ § @@ ©&@
TFS + CCZ SC 535 1x367.9 @;§ 14 (70.8‘@@ é\a ) ®) %
TFS + IPD SC 272.4 2x270.3 = 1489 1%%) o |& L2 7 4
: : A : @y Q S) 2 @@79
TS
TFS + FLU SC 500 2x196.6 @% @%Q 14431.9%)° @@ QD Ay o
TFS + PTZ SC 325 2x156.7 = v@?(@[@% A @% n
]l?ll?ST :t;ji?l}:)sxilt:;rogsli t(r:%ltznzlir}ll;)roconazole, Ié%ﬁipl%;i\ione@]\uu I&@)ymr&,ﬁ&@@?hi@ﬂuq@ @ §@
@ N o O %, @ Q

N
Initial adverse effects with morta{i@Qexggﬁingﬁ%% «;@@bi(&@ys Qto ﬁay@fter @pplication
indicate that O. laevigatus is indeed sel%itive t{%form@atio %ntai@ng t]ﬁé%xys@)inf&ter 21-35
days, corrected mortality wa @elow\%O% ifall g@ies é% to@]%@No@dy wshowed adverse
effects on reproduction. Thése regults cl@y nguch t%g%ndi@gs of\@ aged resid&? study with the
straight trifloxystrobin t:o@ulatiQ TF@V G g% (no effects > 50@ d@ aft&é?pplication). Under
the conservative assump?fon t all adversgetfee bs d ip these Studiessyyith mixture products
are attributed to triﬂ@i?ystro@n, t@otm@'al f(;gﬁecw@ for the moé\sens'iﬁe species O. laevigatus
is given within t to five weeks. con 1rms@ co%@usio& that @e potential for recovery is

given and no u ce@e inﬁﬁ\eld isk ha&% be é%pecte@fogﬂ-tagg@ arthropods from the use of

TFS WG 50 rd%}@» o theproposed use patterf)- Qb S o
2 2 A S T 4 &

. %
S QNS & S
Tier 2§ﬂeld exp&}re Q@smeﬁr@@fhe&g@n-ﬁzﬁ%ﬂ g&l@opods

Q SRR
Table 10.3.2 1%@%%@“; @%z\;&nt gf@zf g@d@r%@ssessment (Tier 2)
Appl. rate | MAF Tft eg. distr. rrection | off-field PECmax. Remark
| [g a.s./ha] Q[%]N@J ﬁa&}or Q> fagpr O  [ga.s./ha)
™ Qr&Rards (cHtly)
75 &8 23 (2358 [Q 10 T ] &8 5] 20.7 | in case of 2-D study design
K N o>Orchards (late)
11&;?’ | 2.3 NI.OI @F o 10 @/ G | 14.2 | in case of 2-D study design
v P © s {Sﬁ)awberries
150 | 171238 ko 10 [ Q 5 | 3.0 | in case of 2-D study design
Q o) ,{& > @y Grapes (late)
125 3233 6907 10 G 5 | 9.9 | in case of 2-D study design
SN
& e 8
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Table 10.3.2- 11: Risk assessment for terrestrial non-target arthropods for the off-field scenario

2,°
Crop Species Study Off-field LRso Risk acceptable if Reﬁl@ @6
design PECinax [g/ha] @. o
[g/ha] @ ass@ssme
@§ required?®
Orchards T. pyri 2D 20.7 >500 Effegts are < 50% | NeY |
(carly) A. colemani 2D >500 Eﬁ,ge%%s are<50% P Ko«
C. carnea 2D ) >383 Effects are < 50%, No % @
C. septempunctata 2D >500  |CEffects are < @“’% N Nog, N
0. laevigatus 2D & [ 216 DEffectsare £50% £ Mo o O
Orchards T. pyri 2D 14.2%\@ >5000" | Effects ate 2 50% Qo @
(late) A. colemani 2D Q'?Q} >3500 d%fects R<50% | - No @
C. carnea 2D L 83\ Effeatsare $30% |5~ No©
C. septempunctata 2D 5& @@ 500 ¢ Y Efffets are&350% Ny
O. laevigatus 2D %, < 21,6807 | Effects ard= 50%, <No , -
Strawberries | T. pyri 2D . gf@j N g’g\@ \gffecg)@re <50% | &7 gg&@
A. colemani 2D N AN 0 ffects’are £50%
C_ carnea s 383 O| Effects arg 50%C} Mo
C. septempunctata | 32D Ué O\@ S ;i\‘@ §e02§§§< SQ}@ 2 No
0. laevigatus S 2D . ffectg gre <% | %, No
Grapes T. pyri T 2D @@52)9.9 ©© S500 o T Effeltd are £30% [~ No
A. colemani L |.. 2D (] “D5500Q7| Effects arerX 50%, No
C.carnea %, 2D & >385 | Effectsare < 50% No
C. septempunctatac® 2By | @ 91 >500 ~SEffets are <§0% No
0. laeviatiss D | & & [ o216 N Effocts ares350% No

) S) > O .
3 @@@’@@ §©%\ S & o
The tier 2 off-ﬁ§ ris@%ssesg@nt @ic tes thgt@gé ucept@le adyerse effects on non-target
arthropods in t ff—i%ld area‘are t be ex@cted ﬁg&n the'tse of FFS WG 50.
¥ SO O N & @6 S @
Based on the presentquata a&ﬁg@risk ﬁ%sess@lt it &n b@onclz@d that the use of Trifloxystrobin

WG 5 @ording to inteaded u@atter%n do@ot @lt ir@nacceptable adverse effects on non-
target arthropods ie in—{}\sld opégff—ﬁ@rei\ t §\
N SR EES)
% SR o
CP 10.3.2.1 @Sta© d @ogaf@ry testing @$ no&arget arthropods
N

A
No new st%dies are requi& N § @S@ @é

@7 . @ Q§ @ Q\v\a
CP 10.3.2.2 Ex@de(%abm%tory &stin@ged residue studies with non-target
&
S
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Report: kP 10.3.2.2/02, I M. 2003 .

Title: Toxicity of Trifloxystrobin & Cyproconazole SC 535 to the predatory bug Orius laeviga@ ©©
(Fieber) (Heteroptera: Anthocoridae) under extended laboratory conditions using semisfield- @y
aged residues on grape-vine. @ @ @

Report No: 031048084 ~N &Q

Document No:  M-103354-01-1 N S NS

Guidelines: IOBC Guideline (Bakker et al. 2000), modif@i R N o\@ é\g

Deviations: None \a @ g}” Q\ @ @

GLP: Yes (certified laboratory) R 2 & & O

> >y RO &
) R o & & &
o & | O @
I £ SRS > 6\ z@ <&
Objective: & AR K% S

The purpose of this study was to determine e ef@ts oé?esh and a@resi@s ofithe tes%item on

the survival and reproduction of the PR ato@hng\@riu%%vi%tus BER@und@é@ed
laboratory conditions using semi-field @ted resi ues.@} & & S
SO N -
Materials and methods: A S O 2
- Ny G ¥ Q Q. Oy
Fresh and aged residues of th@test itel Spk@e 535°SC @6/14 (Qyprocgmazole & 367.90 g/L
Trifloxystrobin; speciﬁcatio@mc‘m No@00590@2t03, ‘Batch@8140/0034(0032), &)X No.: 6387-
00) were tested under e%nded&bora@ co@ition@n the& pre@;@Ory k@% Orggs laevigatus after
contact exposure on leaf dis% prepa@d fr§ sendi ﬁeld@braye\zﬁw gra&e@\/in@%fﬁh aged residues.
Endpoints were the rortalitysof @sed @rmp andthe re@odua&'ve peg@mance of adult bugs
compared to contrgi¢after expos 0 0, &3 an@S af@ appli@tion.%tatistical significance of
differences to the cofirol was evaluated, wit&hi@@ést @nort) and STUDENT t-test
AN Ry

S N
(reproduction)@vith a&%0.0 & W o« §
%} @J@ E@ N o9 @@6 Q %@

" .
o %) %@ % b\ @
IS @éﬁ S & o S oo
9 @ Y (S
QRS T LS
@ 9O g © o .0 @
A N
S § L 9 9
@’ 2 @ & o
N R
%, ~:§ @ s Q@ @
S @ &@\ O
@%
@ O é@ < @Q
2 Q
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Results:
Effects on the predatory bug (Orius laevigatus) exposed to Trifloxystrobin & Cyproconazole SC 535 @ @
extended laboratory test under semi-field conditions. \ Qp
Treatment Surviving Mortality Eggs/ \élab:/e @hed Regl@tlon%@
group/ nymphs/ Corrected | female/ fo ri‘i e/ ‘mphs/ fecand- N
Application rate adults absolute | (according day* x. <) €88 @ity Sfertility,
to Abbott) - day* «, . RS
(L/ha) (no.) (%) (%) | (neanino) | (meaw | (%) d (gb\ (%)
1% bioassay (DAT 0) R D (:\\” q
Control 53 11.7 - - s - O N O - @%
Toxic reference X 8 S & N
Dimethoate EC 400 0 100* 100 - . @ Q_ \§ e @
(0.08 L/ha) \ DS B D Ly LS
Test item Sphere 2 7 N S
535 SC 2 96.7* 062 «F & o -0 v |- %
(1.0 L/ha) | @ R S D" & ¢
2ad le\zﬁsay @AT14y O O ES
Control 48 200 @ @ R ENEE S
Toxic reference X & O @‘g
Dimethoate EC 400 0 10(&>l<© 6%)0 N Ro- & § - @ T S _
(0.08 L/ha) Q & @ § &© @@ @m .
Test item S
(1.0 L/ha) 4 | B -l ! = P R & & - i
T o Fibioasay AT39 . 7 ¢
Control 50 &) 16 NEERY 4 5 N83.99D _ _
Toxic reference N Y @% Ry @
Dimethoate EC 400 y\()g @OO*@ 100 6@ . @) - s @ - -
(0.08 L/ha) IR A S| oD DT A IS
Test item S N)
(10 L) @45& 25p 100 S 5.0@@ 48 @) 855 6.8 14.9

* Statistic@sign@ant (p<&)5) % @\ é DV \Z N
o

S SR & ©§ @

Observatipns:

Durin t@e succesmé@% ys s&d on DATS: 14 % 35@1d with an exposure period of 11, 11
and 9 days, mortalities o *kl 7, %) 0 and 16, 7?\;9% ang% 7 gé 7 and 25.0 % were recorded for the
control and at at ite app on % of 1 @’L/ha @esp%lvely The exposure on DAT 0, 14 and 35
resulted in a orrect § ordihg to @ 96.2, 70.8 and 10.0 % at the test item
application rgte of 1@) L/ Qes e%tlvel w 1st1

the test 1te§% apphcatlon afte@xpos@k‘e of Orius laevigatus nymphs on residues aged
on grap@ne leaves. &@35 d@s @ ©\

Aftergxposure of Q@us l zgat@:nyr@s onthe day of application and to 14 days aged residues of
Sph\e 535 SC, applied @an a@}hcat ion'rate®©f 1 L/ha, the assessed mortality of 96.7 and 76.7 % was
statistically mg@ﬁca tly hi o tha&%ser@ in the control.

After expo@ on%Q 3§i medn dafy oviposition was 5.4 and 5.0 eggs/female/day in the control
and in th@k 0 L/@» treant 1@1 res@ctlvely

The mﬁg@ peregnt ha hm ¢ of eggs laid during the oviposition period after exposure on DAT 35
was §3.9 ang) 5@@ in-the control and in the 1.0 L/ha treatment level, respectively. No statistically
mgﬁl ffects in the$ verage number eggs/female/day or the hatching rate were found between the
controdld the 1.0 L/ha treatment level. Due to high mortality observed at 1.0 L/ha during the
exposure phase started on DAT 0 and 14, no reproduction phase test was conducted. The reference

ly significant effect on survival was found for
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item Dimethoate EC 400 was applied at 0.08 L product/ha (equivalent to 32.1 g a.s./ha) on DAT 0,14

and 35 and caused 100, 100 and 100 % nymphal mortality, relative to control. @ ©©
The validity criteria were accomplished. Q\ g
@ @ @
3 ©.8
Conclusion: S @ %

The exposure to 35 days aged residues of Sphere 535 SC applied on®grape-vine m%ted\%) 10@6

mortality of Orius laevigatus nymphs until adulthood (Fprrected acc of@ding to Abb«@j’. T@fem{g@ty &@
and fertility of the surviving adults were reduced by 6.8 % andd#*.9 %, re ctive@? rel@@e t&©
control. %@ Q& o & @) @
i Qo >
99) N @ \ © @
skgkE o O S D <&
LS A N S S
v @) (O é % &’
Report: Kkcp 1032203, Il ¥ 20107 © N & & ¢
Title: Toxicity of Iprodione +i og@obin 272@56.§%6 g@@to t@edaﬁt&ry bug ius
laevigatus (Fieber) (Hgtetoptera: Anthgcoridag) und tendéd-labo cofigtions @sing
semi-field-aged resi on€§§1260 & § %&9 égdﬁ §9 @ ©
Report No: 10 10 48 037 A S 5 S @b SRS
Document No: ~ M-398645-01-, @ P & @® <& D o

QO
Guidelines: IOBC (BAKKER et ‘ak ZOO%modiﬁe@gfor thg expo on @mral su@trate(%

Deviations: None > @ AN S T LD
GLP: Yes (ceg%)ed 1ab§ttor@© §@ g v Q> § § Q‘”\a@
R, O @Q@ \© é& w \@

Objective: S © @% @ § §’ Q &
The purpose of tﬁtuc@%a&@etemﬁne{le effééts of ﬁggh and agsidues of the test item on
the survival rep uction® of sthe pr@}toriﬁ@lg O%s @@/igam; (FIEBER) under extended
laboratory co@itio@sin&g@mi—ﬁe@d ag%“d residges. @b Q @

N R @\a@ % b\ v @ &@’%
Materidls and met@ﬂs@: § @ . @Q § . o

Aged residues of @ test@fem @rodio@QJr Qmoxﬁgrobin@c 272.4 [analysed active ingredients:
263.1 g/L (23.7@5% w%) Ip@ione&}SQ@d é %w/w) Trifloxystrobin, Specification No.:
102000021IO@BatC@o.:@kﬁzA&%’OMO@Wat i 1N0®§9653646, density: 1.11 g/cm?] were tested
under extended labo%to%@nd”ns o@he p@ato ug Orius laevigatus after contact exposure on
leaf dis@epared fro% semi<feld @ye %aizoeﬁpoints were the mortality of exposed nymphs
and the“réproductive’ rform%ce\of adu& ugos@\npared to control after exposure starting on day 0,
14,@and 42 aftetast ??ﬁcaﬁ\(@f St@ica@\gniﬁcance of differences to the control was evaluated
with Chi?-Test @mrtality an(&@ude@ t—tes%@eproduction), with a = 0.05.

Applicatimgé&e in L@%es‘[ s 2@1&&%5 each with an application rate of 17.0 L product/ha with
an applicati inte{}al 0 days. ©@
Four bio&&says gere cofiluct ith an exposure period of 11 days each, initiated on the day of the 2™
(last) a:gplica@l ( O,QE‘@assay 1), 14 days after the last application (DAT 14, bioassay 2), 28 days
af% e app@atioé@(DAT 28, bioassay 3), and 42 days after the last application (DAT 42,
bio ss.

O
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Results: .
Effects on the predatory bug (Orius laevigatus) exposed to Iprodione & Trifloxystrobin SC 272.4 in @

o

extended laboratory test under semi-field conditions. Qp
Treatment Surviving Mortality ] Eggs/ \;:g?:/e hed Red@;@on @
group/ nymphs/ Correct.e female/ nymphs/ | fecund-
Application rate adults absolute | (according day feiinale/ =\ egg @;Qf;, %§eml®
to Abbott) 7 Y X ° .
N
(L/ha) (no.) (%) (%) | (nigan no) | (meario) | (%) (::@ Q%)
1t bloassaWAT 0 O kS D A o
Control 49 18.3 Q-_..| « | - & @
Toxic reference) 0 100* 100,07 - <, | R O -] @&
Test item " & GRS ol . N L
(2x17 L/ha) > 017 838 SOV v '@6 sOS -
2”6103%3 (DA@ Do D Y S e
Control 46 233 [ - 91T T e N
Toxic reference) 0 100* 10& NSRS - S -
Test item 4 " NS & D
- - -
(2x17 L/ha) > NTER] (1 @ O & SAN
Q 3 pioassay (DAT 14> O & S . %
Control 46 ;3\73 D 2 K399 «32 P 9287 > -
Toxic reference) 3 [e9s.0% 93* 5 & &« R - S A - -
Test item N @ & g 2
(nls Lika) 5 20 [ $2a | w5 & @9.9¢5| 95 16.7
N “J 4fh@ass%§ﬁ(DAT® NS
Control & ]Q5.09 @ 44 39 . 898 - -
Toxic reference) | o3 T s | @ 94.;\ Xy - R & - - -
Test item @ S$1.8 @y < @
(2x17 Lha) ¢ > 330 \ICPJ <39 . 4§ @&3.1 S 91.6 2.3 19.7

* Statistically si iﬁca@p<0@) é @' S
(a) no repro%etlon phase coﬁsdaucteq%slue to % %ny mg th@xpo&@é period
red t

(negative waltes indicatin®an i se ¢ control)
& S o

The validity crltep@\@con&ﬁ m@hty @§5%;\;nort ity f01§\>he toxic standard > 40%, reproduction
performance forcthe crol @3 fe(%?ales p@@@luc g no @s, > 2 eggs/female/day, hatching rate >
70%) were ac@mplié& inaH 4 blgﬁssay® \@ a3

Q ©© @\ %'Q @é’@ @©
Obsery, ((};@\ @ N NN
During these succes@e bw%lssaysxmort tles 0@8 3, 23.3, 23.3 and 15.0% for the control and 91.7,
91. &%’5 0 and 11.7% fo test\l em V@e T @ded in bioassay 1, 2, 3 and 4, respectively.
For the test 1ter@jbcorrected r&ortaht Abgt £89.8, 89.1, 2.2 and -3.9% was determined in the four
bioassays. A %
Effects o § \tlon e nag, asses@d in bioassays 1 and 2. In bioassays 3 and 4 (started on DAT
28 and@) t @eprod@ctlv erformance of the test item group was 16.7% and 19.7% reduced,

respe@wel @CO@ISO@ the control group.

S

The e@re to residues of Iprodione + Trifloxystrobin SC 272.4 applied on maize leaves that started
on the day of the last application (DAT 0) and 14 days after the last application (14 DAT) resulted in
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89.8% and 89.1% corrected mortality (Abbott) of Orius laevigatus nymphs until adulthood,
respectively. @ >

cundity and f@tlht
the surviving adults were not statistically significant reduced compared @’ the contr% . 5§and
16.7%, respectively). v
The exposure to 42 days aged residues (DAT 42) of Ipt@one + Trlﬂ@ys‘[robm 8%2772 4\@13116@ @
maize leaves resulted in -3.9 % corrected mortality of Orius laewg@s nymphs @11 adyt @Theé
fecundity and fertility of the surviving adults were %@ statlstlcallglgmﬁcant reduced co@apa@ to t@
control (2.3% and 19.7%, respectively). "‘} Q @}
S @ 6\ N

NSRS
The toxic reference item perfekthion EC 40éxwas @phe 0.0 %ct/ equgalent 0 33 2g
a.s./ha) on DAT 0 and at 0.02 L product/% (eqL@»alent@D 8.3@as. /h?%‘n@AT %42@1@
caused 100, 100, 93.5 and 94.1% nymp]@[ﬂmoﬁgﬁity, Fe\\latlvi@ con@o \© k)

The exposure to 28 days aged residues (DAT 28) of Iprodione + Trifloxystrobjn SC 272.4 regiited il§
2.2% corrected mortality of Orius laevigatus nymphs until adulthood. The

QN

@

Conclusion: @» \Q § \@' @@ @§” @ %@)
In conclusion, potential for recov% w@dem(g@trat 8 d@g®§ aftg@le lapp@tionf\
N T @Q & © é

@ **** & °
& $ ’& Q L9

9 @ %o
N N %
Report: KCP 10.3. 4, &§0@ § 'S ~ §
3”\? o o
Title: Tosioity of RE C656948 @Tﬁﬂo@obi@t 25092509 the pecdtatory bug Orius
zganQ (FIE ) (HéRropteraAn rlda@under exten(@i laboratory conditions using
@@ & —ag&d\seﬁdue%on @e vine @ @

Report No: 07 1038 00 A N %& 2
Document No© T4 © K 9 @b ©§ @

Guldellnes 9 IOBC s(%AKKeQﬁ@et @00) ﬁlﬁed @f the@posur@on natural substrate
NS

Dev1at}® . ©© § Q
r?Zjertlﬁe,d abe{;a}tory)©@ ‘N g\
' )
2 % @ @7% RS @©
\
The purpose@ thls@tud§@‘®ﬁs to ﬁeternmle th ©;fecgof fresh and aged residues of the test item on
the survn@g and reproductio @f théf red@ory b@g Orius laevigatus (FIEBER) under extended

laborat(@bondltlons L@ng séi- ﬁel@aged@su%&s

Objective:

% IS F @ o
Materials and m%tho@ @\ Q @

Fresh and ag ,- es1 QS of tes‘e@tem @ C656948 (Fluopyram) & Trifloxystrobin SC 250 + 250
(246.1 g/L 5.8 gﬁ% Tr xystrobln specification: No.: 102000012886, Batch: 2006-
004983, @X %@ 077 - @fere tes ed under extended laboratory conditions on the predatory bug
Orius Jaevigatls aft contet exposure on leaf discs prepared from semi-field sprayed grape-vines.
End@ants wore thes m%ﬁsﬁ’ty of exposed nymphs and the reproductive performance of adult bugs
co pare o control after exposure on day 0, 7, 14, 21 and 28 after last application. Statistical
mgmﬁ@ce of differences to the control was evaluated with Chi®-Test (mortality) and Student t-test
(reproduction), with a = 0.05.
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Application rate in the test was 2 single applications each with an application rate of 0.8 L product/ha

in 300 L/ha with an application interval of 7 days resulting in a total application rate of 1.6 L/@per ©©
season. Q\ g
Five bioassays were conducted with an exposure period of 10 days each, initia@ on the day&@ th@
(last) application (DAT 0, bioassay 1), 7 days after the last application (DA@W bloass%2) 14

after the last application (DAT 14, bioassay 3), 21 days after last apphca‘&% (DAT 21, l@assa ) alg\Qf@

28 days after the last application (DAT 28, bioassay 5). & Q@ @é}a @\ s»\g@@ @
5 © s @ &
Results: @ Q& &© < @
Effects on the predatory bug (Orius laevigatus) ex@ to Fluopg{am & @ﬂoxy@'obi[& 535 i an@}
extended laboratory test under semi-field condition ° Oy \N N
. N . %, > .
Treatment Surviving Mortality ® egg VmQS}/e b@lamh@g@ Reduction in i
group/ nymphs/ Coryected @rfema@ Q ]@j AN
Application rate | adults | absolute | (acgordirg, {a 6& ale% nyn@/egg ezlilt ity
b Abbott sl o & S
N )
(L/ha) (no.) ) R @y %Tf;% (pean 4 R @%) L)
aQ i@{bloassay (QAT 0 O < N Ko
Control 51 15.0 9 . @@ ((\- o) -4 %@ - @U - -
Toxic reference) 0 @O* e 100 RN @7% -O %& - -
Test item v 4 & A Y NE 9
(2x0.8 L/ha) 2 g O §6'1m@ @ RS -
B “Ignd @assa@éDAT ° % NS
Control 53, | Q17 9 O R -Vl A D - -
Toxic reference) | of  [710068° | @00 p & M S - -
Test item @ N @ @V @U @
0x08 Lha) & & O] 007 % 8L | Y@ & g | - - -
O O A & 3Wioassay DAT 14) <
Control Y| @32 [~ 133 -, < O - - - -
Toxic referéace) 0 LQK@‘ % lOOb "o @ Q@ - - -
Tesfistn © Q ISR
(2x0°8L/ha) @ § 3% @“9 R D" - (93%9 5 © - - -
RN WM bigassay (BAT 21)>
Control g7 57 S b x 7 ] 68 O 57 89.7 - -
Toxic reference) | AR | SH00* ¢ Y 100 A - - - - -
Test itenrQ >@ EEN N i
(2x0.8 L/ha) @%3 6 1(@1}% Q 7.0@@ @;@6 5.8 93.7 2.9 1.8
) AV @ 5™bioassa¥(DAT 28)
Cofitrol 55 8.3 S @ 54 4.8 91.4 - -
Toxiegeference) 1 D 8.8 | @82 - - - - -
Rest item 63 N X
2x08 Lha) @ O &@.0 a ]&@ 5.7 49 91.3 5.6 2.1

* Statisticali@mﬁca%?p R @
(a) no repr (§\ase ucted due ts(high mortality during the exposure period

1cat1n@an ingigase compared to control)

(negatl\%@a ues

Tl@hdl rlter§or g control group and the toxic standard were accomplished:

&
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- mortality in the control group: <25 % (being 15.0, 11.7, 13.3, 5.0 and 8.3 % during 1%,
2nd | 31,4t and 5 bioassay) &°
- mortality in the reference item: > 40 % (being 100, 100, 100, 100 and 98.3 % duri&g 1%, @
2nd 31 4% and 5" bioassay) &\
- number of eggs/female/day in the control: > 2.0 (being 6.8 and 5.4 durm@ and 5" bioagsay) @
- number of females in the control producing < 5 (being 1 during 4™ and 5% @foassay) Q N
no eggs: % ) @? G
- hatching rate in the control: =70 % @mg 89.7 and %?”4 % during Q“an d 3% N
bioassay) e @ @
Q %@ Y Q Q)
%@ $ S Y& &
o7

Observations: Q& N L @@ Q @ & &
During the successive bioassays, mortalities %f 5. O@jﬂ 7, &3, &«Q,\and?g@ %@ 9&57\\’ 90. @\\?8 3,
11.7 and 15.0 % were recorded for the cGitro ]% tl@’test m @}@noa@y 1&2 3 % and 3,
respectively. W\% © \@ N @ © @
The corresponding corrected mortality@ccor(ﬁn g to bE)tQ thée%lve\\bloas@ wa§9calcu§ed at
96.1, 88.7,51.9, 70and73%,resp@velyi§ é\a @ @\9

No reproduction phase was condygted in ®ioassays 1, 7and §In blgsay@ an@%ta@% on DAT
21 and 28) the relative effect o reﬁ@)ducgzg@é @w"} §©1 (1ré€ased)\and 2.1 %
(increased), respectively, in th@Xest fte;mt tment @Emp & @Q

The exposure to 14 days age reues AE @65694@& Tr(%ﬂox@obm @ 25@+ 250 applied on
grape-vine leaves resulted in 51.9 % nfortali ﬁws Za@ggatus‘%aymp% unt@dulthood (corrected
according to Abbott). »:Qo fec@a 1t¥§9@d ferfility t# Wa&@rfoed q&e to L&s@mmbers of surviving

adults. < @ @ @
The exposure to day&gedge dué&gof AE C656@L8 &Ariflogystr SC 250 + 250 applied on

grape-vine leaéﬁ d in 7.0 %% 0113@ of%&rzus azg nyriphs until adulthood (corrected
according to %bbot@u Thecundlty and%fertlbh@ of te surviving t&@lts were reduced by 2.9 % and

increased b@l 8 %, respectiveky, felatifd to cét @ @’
The e)@&ure to 28 c§ §651 s of AE C&%@ Tr1@)xystrob1n SC 250 + 250 applied on
grape-vine leaves @ﬂted&} 7. @% moffality Q}Ort&g Zaev@gtus nymphs until adulthood (corrected
according to Ab@) "]%e fec@dlty a@ fer& y of t@e susviving adults were increased by 5.6 % and
2.1 %, respect@ely, r‘we@cont@ \ Q 6§
The toxic r@@ence@em fekﬁ]&%n 00 @}s aed at 0.08 L product/ha (equivalent to 31.0 g
a.s./ha) EPAT 0, 7, (;@4 21 28@%5 dsed u\)g 100, 100, 100 and 98.3 % nymphal mortality,
relativet$ control. @
& § @@ \@ Q@ @
Conclusion: " &@ @
In conclusio ﬁpotem%fl“ for, Q&g\can bgonsidered after 14 days following the last application but
was ev1den§ dag@ folletying the lastlication, with exposure to aged residues resulting effects on
survival @&d reproductibi belgy 50 %.
N & &
S

@ skskoskskok
@ & ey

&
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Report: KcP 10.3.2.2/05; ., 2004 .
Title: Prothioconazole & Trifloxystrobin SC 325 @
Toxicity to the Predatory Bug Orius laevigatus Fieber (Heteroptera, Anthocoridae):Nsing @y
an Extended Laboratory Test with Freshly Applied and Aged Res@ws @® @
Report No: 20031276/01-NEOr ~N NS
DoS:um.ent No: M-00111 ?-01.—1 . % S @\ 2
Guidelines: IOBC Guideline (Bakker et al. 2000), modified R N Q\@ R
Deviations: none « @ & D @Q @
GLP: Yes (certified laboratory) ©Q %@ § é\ﬂ ®
) N & VO &
Objective: R o @ S O
N @ S ¢

Ry S
SRS s O & @
Materials and Methods: YD R &% O &

Test item: A SC formulation of Pro coné%le é’gﬂriﬂ&é/str i S(’@‘;%QS @ testéd, speéified by
batch number [analysed conte&{@ of %:tive\%gre@ ntS'\@rot toconazple: @.64@%’& and
Trifloxystrobin: 156.66 g/L; BatéR nu@er: @96/0@6(0@; safaple I@Q TO@@%;—%?O; density:
o © @ S 2 O 0
1.119 g/ml]. SR @ g @Q S é
The test item was applied with aqg)om s@yer@ pott maizg plan@%Zea@ays) two times with an
interval of 14 days at a @ate e(@ival@? to 0 I&L prodgct/h@erfe@on g/L. dimethoate,
. N oS
nominal) was used as {g tox1$nda@ and a d ondy’ at ﬂ;{\e 2 af)%’hca with a rate of 49.85
mL product/ha in 306E wat a@ for @e fol ing&ﬁ%assay@wiﬂél.m@/ha in 200 L deionised
water/ha on detac ma lea&@mi@% laboratory@ay oS <, ch%htner@
For both applicdtyons t e odtsldeqsirea of%jb\e tes&i}g faci@[y, 16%hai %ants with a grow stage of 5
to 9 leaves (RBCH 435-17 40d 17D9) were us@\for congEe angythe treatment group. At the 2nd
applicatign@)r the toxig@tanda{g@ ma%e pl@s at tl@’san@ grow@age were used. The plot size was
33.0 m%for all treatmgro . @7 SENRAN o
A ST M : .
All treatment groups.ncluted 40:eplic each\con%tmg ogtwvo nymphs of Orius leavigatus. When
the spray layer wWa d% twog™ ig@ar ny@%’phs Were %posed to the dried spray deposits. The
preimaginal mortality &as ¢ ateg@ days atter Q@ of &posure, when 80 % were adult. The ageing
of the sprayed) aiz@plan@@%as carriedsqut between ghe first and second application and 7 days after
the 2 ap@cation underan U¥sperméable ran cov@r. A reproduction assessment was accomplished
. P @%ﬂ y Y o
at the 3'¢®%loassay, as {F@ morfality in the tr@mroup was < 50 %.
For the test substq@fé% treatiment @oup <@§d the control treatment group in the 3™ bioassay, the pre-
repr%duction was carriedput f@}S dgAft§his time, the reproduction performance of the females

was determin @@y countin

zf
v

/day over a period of 4 days and the hatching rate was

determined conntrhg hatched eggs, which were stored 5 days more. The mortality in the

reference freatm as-above 39 % irﬁl bioassays.
@ @;@ﬁw t@ v @ ) y

O
Y <
Da@f erir@@rk: August 18 to October 22, 2003
¢ 2

Resul@
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Validity Criteria Recommended by Obtained in this
the guideline study @
o N
Mortality in water control <25% -15% > @@ &
Q
Corrected mortality reference item >40% 72.5 - 100%@ @& O\Q
| O & 2
Level of fecundity (eggs/female/day) >2 © 5 @ﬂ %\ N é\’
Level of fertility >70% & @%% S S
< “ Q & @
TE TS 4
All validity criteria for the study were met @ @ 8 @ 6\ ”\7@ 'S
S &S s o ~
Mortality and reproduction of Orius laevigat, &s after*&xposwto P@? + TI@@C @% &’
@
Test substance x&l’roﬂ%\on we &ﬂ’@ﬂoxy%sﬁobgn 328, @
N2 ») N
Test species Q@ KTOA 0@ laegigﬂg%s @ @»Q ©
© . 9
Exposure [(\% @S S:%flzllée%eaves @ @@Q § g\ﬁ
Bioassay No. 1 Mortality . © alit @ O Hatching rate
(Day 0) B o L EdareniianG]
control v 5.0% (;K A @ AN Mﬁ\\&‘o)— L9 | -
Treatment group °\@ 8%8%% 9 @ 8249 0N <& &Y -
. ) Q S )
Toxic standard D @.3*&@ , @@ 1 Nl\ é 6- N -
Bioassay No. 2 Mo:@y S Corw. Mosality @ Hatching rate
/f /d
ay14) | & et AR cpf “EEORHE [%]
control©© ) %63 S @ &- S % -
Treatment goup 6@\ "\?%5.&" .9 62.g§Jj D - -
ol oy | O @’
Toé; tandard g}\a @0* @ q@f* < S - -
Bioassay No.3 , ¥ . %@rtality 4 Toyr ortality - Hatching rate
(Day 28) ©\ &\ (% wﬁkg ® % [% %i Eggs/female/day (%]
Conrol &~ | %0 = [« o O 5.7 90.0
Treatment gfoup (O~ 31L.3: O O @3.7 v 5.3 89.0
Toxic g\andard @WJ 1@‘ @ 1(@® - -
Bio@ff No.4 © \)tality@ orr ﬁf’ortallty Hatching rate
(Day 42) R [A’]G§ é @/] ) Eggs/female/day (%]
\y\’ Control ™™ m@ 15%6@’ Q (\\Q - -
N\
Treatment gr@yp @§1 1.3 '\Q@ f@x -4.4 - _
Toxic stgfard A 72.5% g 67.7 : :
I= pre-im4ginal r@‘tah Shelu not ré\)c{)vered, moribund and dead nymphs
2= cord mgttality, accordifip) to Schneider-Orelli (1947)
*= statisticallxSigni t different compared to the control (Fisher's Exact Test, p < 0.05)
S @ .
N) v
i
Concludion:

The mortality of O. leavigatus exposed on maize leaves treated with Prothioconazole &
Trifloxystrobin SC 325 on day of 2" application resulted in 83.3 %. For exposures started 14, 28 and
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42 days after application, the mortality declined with time and resulted in 65.0 %, 31.3 % and 11.3 %,
respectively. @ ©©
The reproduction was carried out after 28 days, for the 3™ bioassay. No effects were obseryed. Thé®
level of the treatment group was similar to that of the control in point of fec@lty and ha{@ng

The reduction in reproduction was 7.0 % for fecundity and 1.1 % for the hatc@ng rate co&pared"@ the

control. % o @ \;45@
\
& S

'@, @ >
Report: KCP 10.3.2.2/06; - ﬁ &5 !® Pl &
B sl A 2010) ©
Title: Reducing the impact of pestlcgg s on b@l‘bglc ntromn Au @ian yards%pestlokjﬁ
mortality and fecundity effec€®on an @dlcatg%pem the ato ite E&SCIHS V%torlensw

(Acari: Phytoseiidae). % @

Source: J. Econ. Entomol., Volumc%’% “Igsue 6%2061@071 (2%0) @
DOI No: 10.1603/EC09357 & o > N Qs §
Guidelines: None Q 5 o Q\ %G < @
GLP: No S~ < KRS R @ &
Classification: b) supplementar@lformatlon (%F?A Jgrnal 2@,9(2@92) ©@ @Q 0\”\9

& & P & V0

A @Q & &

EXECUTIVE SUMMARY: ~ % ¢ ©
Laboratory bioassays on@jletac]@ Cé@e n, @ycme max (L) @rr Jeaves @ere used to test
trifloxystrobin on a key %ustr%n pre to te s@ws veiils i}%yctortgnszs mersley) in “worst-

case scenario” dlrect@%rsp assg Zero to 48¢ —oldguven@ théir initfal, food, and water supply
Swver.
were sprayed to @off Qlth a@t‘tel@wer ests @ere standardized @) deliver a pesticide dose
comparable Wltlb%m Rial @%hcatf% o&ﬁgheSNQbel @es at@&ooo%r/ha Cumulative mortality
was assessed@@ h@ d, agd 7 é&ft @raymg Fegundityswas %{si\\s”essed for 7 d from start of
oviposition, No s1g@icanf§nort ty or fecundity effegis were detected for trifloxystrobin.
o) il % dit"effogfs were deteot

MATE@@AL AND D&’TH(§S & o o©© N \5

SR N
A. Material §§3 S N °\© @% é @Q
1. Test material 2 @ @ @9 N N <
@ O NN 2 Svg. ©
© < ©@Tesﬁﬂem: \P@ﬂ 5‘@ G,
Actiubs@e(s)é\\? riﬂ@stro@
@emlcal stat@and d@&lptlo@ n/ Y
urce of testdtem:  w/a ©\
\‘”\a % h ndiber: Q@/a @
. @ @url% n/a Q
&@ Sgorag ditigns: n@
@ N solubitity: @/
2. Test orgattism @ 3o @
o o O &
pecies:  Euseius victoriensis
& @@ &Y Common name:  mite
Q© < QSG(Q)urC Ftest species: originated from field collected material near Loxton, South
©§ PECIES: Australia (140.57° E, 34.46° S)

B. Study design and methods
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1. Test procedure

Each test unit replicate was constructed from two open petri es @
lined with cotton wool. The inner dish had an upturned bean 1eaf@j
embedded in cotton wool, and a sticky ba@r applied to gs¥im as

per in Bernard et al. 2004. Mites strayin@to the cottom wool @
received the same pesticide exposure as those on the leaf, andwwer
returned to the leaf surface instead of &Smg des1gnat§é es@es. &)
Test concentration(s):  0.081 mL/L N é\a

toxic reference m%ozeb nonyl nol ethylene@ Q\ @ @
& v S

oxide, and spln%sad residue Q> @)

&

Number of replicates:  Four, for the &ic control t;§ replicates @ Q @g}
24.0 +/- 1G5 80 +/- 102 @@otopé@)d of6:8 (£;D) h,@hd
N 750-1050 Hx, in an ext ally ﬁ@nted @nstm@\empe&gmre ¢dbinet
Test conditions:  ag per%emaﬁt al, 04) temp@a ure was lowered to

23.0 Q- du@gﬁg @ahty Pesessients, o redue mlte
m@%ment%d a%@e acciiricy of assessgents.

ha %§nml§§ resl (© blm ) pol@l an& 22-25 predatoieggs
Feeding: @were &dded to @ach Je‘é% unit addg%nal of @orato eared

QACl@é)%S lyc@ assq@v @ %
@ \%

Test design:

Control(s):

Medium renev@@ n/40y N @
Frequency of test item apphca @eatm@@ts w@'ephc@ﬁd fo&@me@@)
Test t1on Yo\ﬁn/a Q @©>
N & @° ¢ 9
pox&s @luy @d fec%q;hty AN ~ LD o
9 Statistis: @?0\@ O
<

A
2. Measurements during the test\%

Q& @ @W\a Jl@emles @ere &%nted Qind @d laer?e removed, just before
@ 'S @ Praying. Mo way then scored 48 h, 4 d, and 7 d after
S (O 5 spraying; all dead g@ 11V1tes te counted, and dead mites

G \\ S G, T n@ed Mg,tes & ered%dpad when they failed to move
@SS@SS@@M of@venﬂ@ after gen@pro g W, 3§ brgsh. Predator eggs and larvae were

© ountethand re ed daily forJ-8 d, from 5 to 12 d after spraying,
" R X @(clu @ 24- }@ @ition period from the analysis.
&@ @© § Assessmengswereg made @ith a dissecting microscope at 12-18x
@\) &\ éﬁ r@mﬁca@on Kder a g“ld light.
'~
@? s &S T
RESULTS SR 3 N Q> Q
dity colhia: O © O © O @
1. Validity a: ¢, N .

Q
No Vahdlt§crlterla definéd: ©\
o & @ %
S . N S o
2. Biological ﬁndln@ N N \@
Pos‘?g\xﬁoc tests oY m %ny"gndica@ th ancozeb was significantly more toxic, whereas
trifloxystrobin gd no significant effécts. Past hoc tests on fecundity indicate trifloxystrobin had no
significant @ndity%?fec =w,229; df= 5, 18; P = 0.34) compared with the control. Mancozeb
exposure rgsulteddn co te fegunditySsuppression (Table 1).
p @@ % ©§g tyesupp ( )
& & @ &
S @ o
S

&
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Table 1. Mean cumulative mortality (95% CI) and fecundity (mean+-SE) of E. victoriensis, after topical

pesticide overspray to runoff, of juveniles (0—48 h old) on soybean leaf substrate

Reproduction (R)* per N %
% mortality 48 h | % mortality 4 d % mortality 7 d Surviving fer%le +/- @; dity
Treatment (95% CI) (95% CI) (95% CI) S cuo@
6-12 d aftéPipraying
8.18ab 14.9a 23.0a SEESERC
Control 1@/— 1.56a S . © %
(2.11, 15.0) (6.46,22.0) (13.0,(5@)3) N
9.86ab 18.7a 26%a Ol @ 9 o
Trifloxystrobin Ql 640309 | &7 o @
(5.01, 15.0) (11.4,21.4) ;&6 31.7) Q) A &
\)
81.0 96.4b \”98.5b Q o & @
Mancozeb ¢ Q @00 +/@)0 100 S
(73.2, 88.2) (90.7, 100) &7(95 6, 100) \ © ff\@
Means are based on four replicates, except for mancozeh, nonyl p enol et ne o 18% and @nosac@%ldue Bused on three
replicates. Means within the same bioassay and colum lowe a dz@‘;rent leQer are @flca dlfferent (P <0.001;

*P > 0.01; Tukey b test).

“ Reproduction (R) per female measured for 7 d fr&%aﬂb&@e

\ @} @
RESULTS SUMMARY Q K é\g @
Trifloxystrobin has no significant ects b%ed oﬁmo%%’ty ogecu m. to ic
9 9
@ N % v @J@ @® @ @
REFERENCES S S 2 @@

Bernard, M. B., P. A. Hgrne, @d A§
standard for predatory Eltes%”l Austraha
victoriensis and Gale@’ﬁrom

CC‘Z

mann. 2004 Dee@l’opl
lethal effects of

talzs( caré Pl@osend@ J on Eﬂtomol 97: 891-899.

@

%
eco-tGRicological testing

xchuding t%%ow ition @)d @ @j

tagsz&

&

S)

&

gicides on FEuseius

S &
< . S @
Comment by tl@%o%ier &\ \\ \ é@ @ %@
The publlcatﬁl cgﬁm%@le 10@ tox(‘iﬁs,lty (ﬁg\’the @ @0 formulation to predatory mites.
Therefore, ©the information @\{9@ 1ed§s b)@’sup@lﬁmen@y information (EFSA Journal
2011; 9;@?2092) iY § o~ &< o
o °\
@\) & @@ \@ @\ & @%
X
CP 10.3.2.3 Sem@@ld die gﬁ@’n n-tatget arthropods
\
No new sern%@ield studle§ e@e me:“\? ces@ @@
@ N @ @ \%
Cp 10 24 Fl

%es with nm@gargei@rthropods
(g
No ?few field studles Wer@%ee nece(%ary@)
@ S
N N
CP10.3.2, @ Oth S of%’xpO@re for non-target arthropods
No relev@t exp@tre o@qon ta@et arthropods is expected by other routes of exposure.
&
TS E
S A
& &

&

%Y
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CP104 Effects on non-target soil meso- and macrofauna

The risk assessment procedure follows the requirements as given in the Council Directive 91/41§EC©
(Annex III), Council Directive 97/57/EC (Annex VI) and the Guidance D%ument on T@estrla@

Ecotoxicology. @ & RS
Predicted environmental concentrations used in risk assessment &% @ ) %
The PEC,oi values below are taken from MCP Sec.9, P iaf es fe\\)rch

.1.3. Sincgsthe PECsoi1 V.
(early) scenario are below the values for the orchard (1 te) scenarigionly the val@es fo

%aard
g.rly) scenan(&r Wh%l t@

(late) are presented here. The same applies for the @wbemes

@

values exceed the strawberries (late) scenario va
(e > < \ @
\ ¥ D \&
Table 10.4- 1: Initial max PEC,,; valueébolg@%lue%\vyere @ed 1@e tlg@ l‘lg( asse&ment)o
Compound Orchards, late % W \ﬁ%i‘a]g% — U@trawb@rie&é%%‘ly @
PECoi, max Coofflax O PECspi, max
mghg] & 3 D [mekg] SE N T ©§
Trifloxystrobin 0.053° & o677 @ Y & 21 .
CGA 357261 0.04%. TS \0.02§ O | e 90.030.°
CGA 321113 0076  © o O 0088 2 1O Loilx»
CGA 373466 43, ’ Q> 0635 Q P 05068
CGA 381318 % 0.007 N 0009, ¢ . © 0:013
NOA 413161 o000 N @ ‘00011 T ° ©90.013
NOA 413163 Q009 9 § 0011 N & 0.014
CGA 357276 40003 ¢ O] a7 603 S 0.004
NOA 409480 |  @0.018 o, § @“@.013 O A | & 0.016
S O § Q& EN

Table 10.4- %&EC Aceu lues

N

S
@xmg@ptl&& 10&1(1 20@ for%lateau calculation; bold

alu er@sed éol)l e tier 1 rl§@ asse@men@ %
Compugnd *Orch latg@)) \) A Pes Y Strawberries, early
&@ PE@]I plate@ PE&soil, acc) a% I:E®oil, plat&u I:E©soil, aceu PECsoil, plateau PECsoil, aceu
Cmg/kg]> | Smg/kgh | fmgkg] | N[mg/kg] [mg/kg] [mg/kg]

Mixing depth [ S @ O 10em

CGA 321113 @0.01@% 0.1/ - I 0083 &F 0.144 0.056 0.171

NOA 4131610 <0601 O] 0089 O <0801 "0 o.011 <0.001 0.013
Mixingdepth” | 7 &Y N © &  ©20cm

CGA 328013 | 0.019 N0.0955 - 00.0%@ 0.121 0.028 0.142

NOA 483161 [<0.00Y N 0.009 ] <0bel 0.011 <0.001 0.014

a PEC%1 accu INEANS th%@lm O%ECSOQ@MX anc@C%glmau
N
The tier 1 risk @%ssmer@s’ ar&@ased@n the&g@grst case PECsi values from all intended uses.

s & T,
Q@%@
& & E S
Q & S
SN
$E S
o
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TFS WG 50
CP104.1 Earthworms .
Table 10.4.1- 1: Endpoints used in risk assessment : K
P Q@ D &
. Test species, . . . S Q
Test item test design Ecotoxicological endpoint (og Referen& N
o = [EE®B) o 7
Trifloxstrobin Eisenia fe.tzda NOEC @8 mg a.s./kg {% M- 4@327—6‘1&1 é\a
reproduction @ @
WG 50 . N4
56 d, mixed NOEC cor. >14 mg a.s.é@a
g <
. . Eisenia fetida % Q o N
2;21310;( strobin reproduction NOEC@g@ 3.5 m&a.s./k&s » Q
56 d, mixed « & @6@’ 9%\ Q@ A 84,103 "
Q Y ‘v
Eisenia fetida Q?}'% @Q Q@ & kra (_2}2_12 S ¢
CGA 357261 reproduction @EG\ O\ 2100 meke Ay S v PRSP 2_§»
Bdmixed g O @& S S KCAINAS
9 q
Eisenia fetida @Q N < @ § § 013@3
N 3 % g-R:149/13
CGA 321113 reproduction <" | NOECun o 250 kg 4 * & | Moanas 011
6dmixed, 7 P o & o2 & O JdRcasalos
S N © S @ (2011)
Eisenia fétida AN & o 2 ©
CGA 373466 reprodggtion & &"OE C @2100 mg/kg@v\ws N LBT-Rg-R-114/11
, d & . Q| M414741-01-1
56 dsmixe D O SN Q> e
roxedy @ & . R (g% 8.4.1/06
F W S & e O .
@ema@id“@ o OS5 O Kra/R(%gf;om
CGA 381318 production &) NoECY ©© 2100mgks s @ | Mas 037011
R s S NN S @ 8 | KeAs4.1/07
Q S ) ]
S @enm@id“ S J? o) @b @§ LRT-R (-%31111)6/11
NOA 413 16% eprod&tion@ \ NOE§, @ 291.8 mg/Kg dws 5
: gy Shase @ T M-416856-01-1
S Gmixed- & < A KCA 8.4.1/08
Y o\\@ @% O\U o\“
Qisentieferidas . [O v & ) (2012)
NOA 413163 ¢ repraducti = NOEE >190 mg/kg dws EBTENO1 1
QQ mi @@' °©\ @Q @j@ M-445494-01-1
i . KCA 8.4.1/09
® ©
A s
CGA 35@ ge}@?dui £ N@C @\ 50 mg/kg dws M-437130-01-1
Sod mixed | &7, KCA 8.4.1/10
S s feridy O | [EUP)
N @ kra-Rg-R-106/11
NOA 409480 &@ %p{loduc ’ Q h@EC 2100 mg/kg dws M-424075-01-1
’ R ) KCA 8.4.1/11
*corrected by factoRef 2 d®to lippphilic Substance (log Poy > 2)
dws=d eigh@soil; a¥=a substance; prod. = product; corr. = corrected
Bold es: e@oim sed fYisk assessment
&9 @ @ N
¢ & T

&
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Risk assessment for earthworms

D
Table 10.4.1- 2: TER calculations for earthworms \@ §
& o>
. Endpoint worst case . %
Compound Species, study type PECsoitmaf®f TERLT Tng@r
g gv ol o &
TFS WG 50 Earthworm, reproduction | NOEC gz * [0.121.° ™6 |5 &
Trifloxystrobin Earthworm, reproduction NOEC %5 a O.]@@ @9 29D «;@7@ @
CGA 357261 Earthworm, reproduction | NOECS >100  [9:630 &3 O3 [N
CGA 321113 Earthworm, reproduction | NOE§  >50° (17160 1§ @92 | Y 5.7
i NGE S 10,069 eI
CGA 373466 Earthworm, reproduction C 21005y | 0406 ~ 471
CGA 381318 Earthworm, reproduction |“NOECD" 21007 [0%13 =~ | &7 7692 | *5
NOA 413161 Earthworm, reproduction, | NOBEC 018 00130 |0 762 @% 5. °
NOA 413163 Earthworm, reproductian, )| NOEC_\>100 003 &Y _ 7143 gg
CGA 357276 Earthworm, reproducgidn . NOECD" 504 @04 ﬁi\ Sy | &5
NOA 409480 Earthworm, reprodyition|” NORE 5300 qp0.016Y £ @850 | 5

2 Adjusted by a factor of 2 to address log P> 2 S ©© @\Vj N N %S
® The NOEC of TFS WG 50 study is given @mg 3.9kg s ©) & ©© ©@ AN
¢worst-case PECoi resulting frlcuo]{t%ns taking in cco&@the ntial for acc@aulat in soil
v A
N S .
o o & & @ Qs
All TER values calculdted with the werst @ P%§soﬂ, .@,QS PECsoil, uege vah@s clearly exceed the
trigger value of 5 in tingé%at %@J&naccgtab dverse eff@s owaﬁhm%s are to be expected
S

from the intended @s of griﬂo@ob«i@@vG 5Qy @&9 @ Q
AN

S B o2 & @

F N O Ny SO Y @S

CP 10.4.1.1;Earthworms suléethQ@ffe%@ & ©§ -
SV ¢ &

N
° @ L %@ % b\ _
Repor@@ KCP @.4.1&1; , ML.-A,, 2613 O N
Title: Trﬁ%%str 1 %O W: Scts% urviv?eﬁf grg@h and reproduction on the earthworm
a fettda test&in a,rt\1 ial %%L é\
Report No: Re-R-148/ & o Qb
Document No: @ M-4 7-0 (&) ©\ o (0]

Guidelines: Q" OEED-GuigslineNo: 22292004) . &
A 180112 2(1§ § 2 @
Deviatio@ None © Q Z @ o
GLP: YeS@%ertif% labo@ory) @
x> E SR
N > @\
R RS
Objectives; v A" N g
The purp&@ of @s st was to a§dess the sublethal effects of Trifloxystrobin WG 50 W on
reprod n, aiié@nd @th of the earthworm Eisenia fetida during an exposure in an artificial
soil with 5 diffcren{iTst cencentrations.
A
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Materials and Methods: .
Test material: Trifloxystrobin WG 50 W; (Sample description: FARO01568-00; Batcl@D
EDFLO011509; Material No. 05584493; Specification No. 102000007798 - 02; content: 49.8 % ) g
Adult earthworms (Eisenia fetida, about 6 months old, 8 x 10 animals for the ¢ontrol group@ﬁﬂ 4 x3p
animals per test concentration of the treatment group) were exposed in an art@mal soil (V@h 10%peat
content) to the nominal test concentrations of 5.6, 10.0, 17.8, 31.6 and 2 mg test {@M(g@@)ll d@@
weight. @
Toxic standard: 1.25, 2.5, 5.0 mg Carbendazim (36& g a.s./L)/ k@y welghttig@l 01 @artz@
sand. S
Artificial soil composition was 68.5% quartz s %20% kao@ %ayéq% s@agm@n peat, and (@3%
CaCO:s. The vessels were kept in a temperature-controlled r@a at%@ +2 @ undgy a L6%ur @t to
8-hour darkness photoperiod and a light i@tensit{® at @ht p@ﬁed %.veen@%pr%lmate% 400 —
800 Lux. Earthworms were fed with drlede%nmal@fan &0 Q @
The test item was mixed into the soil. A@ter ZNays @e r o %llxég@an @als a%l their, @@h‘[
alteration was determined. They Wer en %Qmov 1o e artifjcial @ﬂ A@ furgher 28 @ys the
number of offspring was determm @ @ ©
2) O O @ \
N ®_ < &3@ & (3 @© N

Dates of experimental wm@%
R

o QO N
Results: . ) &
esults S KN ﬁ§

&
Validity Criteria > 5o Recor@ﬁ%ndg& Q’ Obfained '~

o
VN
- L O X o @ %
Adult mortality §J O N N 10%Q {29 @;}& 0/<®@

> S
Number of juv@esp phc@ & K@j %30 @@ §E 3?@2%96, 238876,

Coefficien 0% variation o TO ion Sy ©<3 9 @ @710 9%
S P @ & R NI BN ’

. S © o
All Vah@ﬁy criteria t%%%% st1§§@er%net \©@ %\ & Q\
To verify the sefsitivigg=yf thetést sy@emls the ref@ence @1 Derosal fliissig (Carbendazim, 360 g/L)
is routlnelyt ed at cen@atlon{@f 1. 2@% 5 %@ 5.0 1@ product/kg soil dry weight.
In the mo %iecent toxic gt nd@\smd ith f@ce test item mixed into the artificial soil, was
om Septe@jber to Nevemfrer 28,°2012. No mortality of the adult earthworms was
observed 28 days %matl(m% The &hangé$df body weight of the adult earthworms of the test
com@%tratlon of Sti?? mg@ /k%§w weight s@was statistically significant reduced in comparison to
the control. ~ @,* & @
The numbdgf Jl@iﬁ tes&es%g%f the two highest test concentrations were statistically
s1gn1ﬁcan& nc arigQn to tdQ control. The ECs for reproduction was calculated to be 3.54
mg a. s.@dry Weight SOl C@%dence limits (95%) could not be calculated.

The @lts %@1 @ren@gﬁ est item indicated that the test system was sensitive to the reference test
it o T O
N

&

perform
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Effects on mortality, growth and reproduction of the earthworms

Test item Trifloxystrobin WG 50 W @ S
Test object Eisenia fetida X @
S
Exposure Artificial soil @ @ 7 @
Adult mortality | Biomass change | @eproduction AN N
[mg test item /kg dws] I N
LOEC >56.2 >56.2 = 55620 ¢ 2
NOEC >56.2 £35.2 >56:2, N @Q
7 @ @
N R 2 &0
@ é& &) ) @@ Q}
TrifloxystrobBWG 50 W 2 @@° @ & . N
[mg teqsi kg dWS]\B}@} i;7 o § w S
L > S
Control 5.6 e dy 138 o 3&§ < 562
rz\%ﬂ o Q g Q &

@ ° & N
Mortality [%] 0| K N jg; RN < @& @@ £ @w
Q iontass clrange
(chan@ in fr;g§h we@;t aftey weeﬁ]&ﬁlatl\@m 1m@§‘f fres@elgh{l

Mean + SD [%] * +262.'95‘: = s }}37 79 | @2 355408 @21 ?% 238 |0 +21 S0 & +2;'7Sf *
@l\j LS Nua@gr of @%enﬂe@er rephcat@fter 8\weeks 9
Mean+ SD P 344.6+37.7 L%ss 3+534 ,L 406 3@ 1 A>7338.8+60.3 % 338,%31 5 | 3445+777
/(@é\g @’% @VJ @prod@on cmglpare(ﬁo co@ol [‘&]
% to control $ -0 \@104%@, k. 117@ L@ 988 @ 982 | 1000

no statistical s1 ica compéﬁ:ed tOy%ontrol 1ll1a1Q\\Mult1ﬁ% Sequet tlalg\\}%st two-sided, a = 0.05)

N

® no statistical ﬁc cor@ared t@:ontm& 11]%1@3 Mudiiple ~$ ent@ t-test, one-sided smaller, o =

0.05) \ > © 1
@’
After Z@ays of exp@re n@om@ie%@ the &tro %oup @nd no mortality was observed at any
test item concentra@ﬂ S R\
> N

S
Statistically mgn@-ﬁ %ffere@ralu%;}or t%@rowﬂ@rela@e to the control were not observed.
No statlstlcall@mgnlnt @iﬁeren@/alue@\for the numbgt of juveniles per test vessel relative to the

control wer@osewgﬂ atg tes@%nce@atlorz@ @@
5
0 & @ @

)
N
Conclusmns @ KNP \©
OV%II based on the Bip ogl@lb and Qatlst@l significance of the effects observed on growth and

reproduction, ifZis con%chg tha@@e N@C for this study is > 56.2 mg test item/kg dry weight
artificial soj hu&\f[ 11 LOEC igletermined to be > 56.2 mg test item/kg dry weight artificial
soil. @ §9
Therefe@ baont e sta@al significance:

OEC relat@% ductien: >56.2 mg test item/kg dry weight artificial soil
L re@%@d to reprodﬁ§10n >56.2 mg test item/kg dry weight artificial soil
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CP 10.4.1.2 Earthworms field studies

In view of the results presented above, no field studies were necessary. . @ @©
N
@® N
CP104.2 Effects on non-target soil meso- and macrofauna (otl@ﬁ than eartkworn@
N
S 6 & .
1. . . . A N @
Table 10.4.2- 1: Endpoints used in risk assessment v® @& é)\g D @ @
. Test species, . . @Q 4 [@ q
Test item test design Ecotox1c010&gal endpoint I é\g Reféxence § Ny
. % o & X
Collembola, reproduction ﬁ@ @@;@ Q o \
. =1000rng prad./kg gys S 5
Folsomia candida NO@ @@ Eiﬁ@mg & kg N [ (201Y) Y
TFS WG 50 reproduction S @Q @ Dy @ &M—@-IZ{/M
28 d, mixed ECcoris =249 mg a.s.kg dw -41 -01
NopCeH (Brgmdesitg ingss 7
@ S O ., O« N
Folsomia Fandtd@@ BN Q § kY @) @ ~Coll-150/12
CGA 357261 reproduction EC - %2100.mg/kg @ @@ 1443657-01-1
Bdmixed Q4 o > & 9 0 _Fkcisarins
Folsomia.g&fdida_ 2| NOE€ @ g\%’)mg/ @dws > O | LYEP
> N @
CGA 321113 reproductip AN I & . %) 2 2033523-01-1
28 d, mixed O @)EG@, 0158 mg/kgdws® - @KCA 8.4.2.1 /01
o 2 @ &
Folsimia cindida,_ | & &L & | FRMECol e
CGA 373466 réprodu % [ NéEC O -Stoo mgkg dws e o
. S N M-440109-01-1
d, mixed O @ S Xy ) AN
< S © NN KCA 8.4.2.1/08
St Fols@nia c@@dida AN \\J 9 @ @K@ LoEP
NOA 413161 ©© r@)ductio 'S N@?C A Y 9?8 mgkg dws, M-090863-02-1
D | Wam@d 9O |« S O & . KCA 8.4.2.1 /02
o B
& 9 4 > T o &
N Fo@wia dida N (2013)
NOA 443163 r@rodgcg 1 NOEC S esion, nigl dws EBTFNO12
98 d, mixed X [ LS S M-444419-01-1
oY ¢ . N
\ﬁ < @Q @’ SN KCA 8.4.2.1/11
9 D X . NI
@ I@om@@am{ia@@ ©\ § @§ (2012)
CGA 35727690 | Gprod® ion > ANOE %y 2100 mg/kg dws FRM-Coll-145/12
28 d Wixe %,Q & @ M-441251-01-1
m% § @A~ ) KCA 8.4.2.1/12
C4 \9)
Soil mit& reproductjs N &Q ©\
Y 9 ST 4 >1000 mg prod./kg dws | B
N Hyp@”’? @“’e’f er RNOEG >498 mg a.s./kg dws KRA-HR-76/12
TFS WG 50 @° reproductiol @ &
ded, mi & | NOECeonr >249 mg a.s./kg dws® M-443226-01-1
& | Md migd = S KCA 8.4.2.1/04
S D B 2012
&Q ) Hyphaspis deuleifer kra—HI({—80/l)2
CGA 3@1 @" | reprdducti NOEC >100 mg/kg dws
N) 4%(1 i M-443311-01-1
S S G RD KCA 8.4.2.1/06
N 2012
Q 9 Hypouspis aculeifer kr HR( 75/1 %
CGA 3@ 3 reproduction NOEC >50 mg/kg dws? a-bixe
14 d. mixed M-443145-01-1
’ KCA 8.4.2.1/07
Hypoaspis aculeifer - (2012)
CGA 373466 reproduction NOEC 2100 mg/kg dws kra-HR-73/12
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14 d, mixed M-440955-01-1
KCA8.4.2.1/£@° >
q
Hypoaspis aculeifer E—H}gg 11% o
NOA 413161 reprodu'ction NOEC >100 mg/kg dws @@ M-455 @01_ @
14 d, mixed @ | KCAS. .2.1@@
. . 01 &
Hypoaspis aculeifer % YR
CGA 357276 reproduction NOEC 100 mg/kg d\i?ﬁ krez 45 7§_01_@§%
14 d, mixed g & %& 2188 8
2 corrected by factor of 2 due to lipophilic substance (log @>2), &U é\ﬂ Q N
dws = dry weight soil; a.s. = active substance; prod. = §§ uct; corr.:@rect@go & 'S @) &@
Bold values: endpoints used for risk assessment Q‘?% N @ R © © @
% @Q Q@' %\ %@ 6\ o\% :§
W\% \@’ \@ @Q N @@ @7 @
EXRSEE ARG Ny g
S Sy o &g
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Figure 10.4.2- 1: Proposed degradation pathway of trifloxystrobin in soil (major

degradation products) (For further details see CA 7.1.1) @o
CF, @Q

@ D @
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E E : % z () (D) %)
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@
StudiegWith omi and @%oaspis were performed with the trifloxystrobin WG 50 formulation and
mosgg the @ya JOI‘@ d§:?\adation products. For some of these metabolites studies with Folsomia and
H%oasp' re not considered necessary as justified in the text below.
For the metabolite CGA 381318 no studies with Folsomia and Hypoaspis are considered necessary,
since Folsomia and Hypoaspis studies which have been performed with the structurally very similar
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parent compound trifloxystrobin, with the EE-isomer (CGA 321113) and the ZE-isomer
(CGA 373466) did not show toxicity to either Hypoaspis or Folsomia (all NOEC values > l@ng o
metabolite/kg soil). Also the chronic earthworm study did not indicate any togli:y of this m@bolit@ﬁ
(NOEC value > 100 mg metabolite/kg soil). Furthermore, CGA 381318 ha3@ aximum {@urr

rate in soil of only 6.2%. Therefore, the risk from the metabolite CGA 3813 1910 soil magkQ or%gjsms
is considered to be low. %, A2 \zs@
\ 9,
© N %, S @Q @

o . . 9 <
Studies with Folsomia and Hypoaspis have been not conducted w@ the metabélite 4@480,&
since the structural similar precursor metabolite CG& 373466 andthe E-isomer@CGA gﬂ@of t@
metabolite NOA 409480 did not indicate to b ic to these soil @Ero @%gani@s, a%i oQ‘) e
chronic earthworm study did not indicate any toxicity of ngiﬁabolité@‘NO@ Vash\% > @mg

metabolite/kg soil). Therefore, the risk fro e méta ol'ggNO@&ﬁélwg@%’ to s§ mago org%lisms is

considered to be low. v @

@%\\ \\ (< &%Q©©% @j@
For metabolite NOA 413163 a stud&s oh cond%ct%\y%th @@som&%a\Tes QH w\éspis@las not
considered to be required since tl@@rems@or mggbolii&@ CGQ@B@ did 9pt s an%%xicity to
either Folsomia or Hypoaspis, and alse,the @—ison@r (N@ 41&@1) @1%0 13188 showed no
toxicity to Hypoaspis. Furtoreﬂ,\%t%l‘fe max@mu ccce the métabalite N 413163 was
only 6.0%. and the metabdtite sb@wed &w t%icity@ eithér Folsoria afigl earthworms (NOEC >

100 mg metabolite/kg s&@. The@for%@% ca a’\\(? c%cludg%thatg\\}}ﬁ risi@}or%he metabolite NOA
413163 to soil macro &rgganis@is 10@5. Q 6@ © " (©)
N X

TS e @@ & <
For these metabo@co@equen\@no& ntQtive gy assen@t&'s co@ered to be required.
e AL
N > L ON o & §F e
. 8B T o &
& > o & o &7
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Risk assessment for other non-target soil meso- and macrofauna (other than earthworms)

Table 10.4.2-2: TER calculations for other non-target soil meso- and macrofauna &@ §
Q)

, ® @
. Endpomt PECsoil,max O .
Compound Species [mg/kg] [mg/kg] D) TERLT Trlgge@
Folsomia candida NOEC >249 &b AN 2059°| o5 Y
TFS WG 50 - - 0.121 %, 5
Hypoaspis aculeifer NOEC @9 a,b & Q\Q}fﬁ S 5O
Folsomia candida NOEC S_{l 00 @%?333 9 4, A
CGA 357261 - - T 0@3Y T & S
Hypoaspis aculeifer NOEC @, =100 & Q) 333@ Q5 &
Folsomia candida NOEC@% 1582 R " § 04 ~ s &
CGA 321113 : : —~—10.172 -
Hypoaspis aculeifer NOE& >50°%y | Oy N 292 Q@
Folsomia candida N&EC @)@ > 1@0%) v @V 1471 5
CGA 373466 : : . &065%@’ > S
Hypoaspis aculeifer NOE%‘%ﬂ @%bo O @‘7 1 54,
Folsomia candida @m({m N9.18 S % Q 706 @Q
NOA 413161 - — @ %Ql RN S
Hypoaspis aculelfel;\@ NOEC 2@36 % @) 7@ QS
NOA 413163 Folsomia candid®® |SNOECC 3300 @}0.0145" & 3k, 5
Folsomia can@'a UNO”EC %, > 100 @%) Q) @})}500& 5
CGA 357276 : — 2 <5 0,004 b@ ®
Hypoaspis a@yleifers,”| NQEC (§ > 1@))‘)) o s 25Q00 5
*corrected by factor of 2 due to@ibophili&ubs%@ce (log Pow >2) @ o O

® The NOEC of these TFS W%SO stydies aresgiven jgmg a.s%kg soil @ o\@ 2
¢ worst-case PECsoi resulting from calculatigns taki@e intaccount the p ial fédaccyrfulation in soil
% s iR Ingaccougifbe porgial

. e o F.Ts .0
All TER values calcHlated with Wase QCS ~ %ax vajyes cle%y exe%ed the trigger value of 5
indicating that table adverse effédts on‘soil ~orgghi tob ted from th
indicating tha r@macﬁ@ able adverse g oq& o1 m@o orgg 1snt§®are o be expected from the

intended use @' riﬂ@stro@n W@O. Q{@’ D

N2 o @
0 . NI 1@9 Q @@ \@7

CP lﬂé@.l Specé@lgv@estl RN \@

i N R S

D & O N D
Studies are prov@ in KCA 8@%1. 2> sé@ @) S

o NS s & o

. . oF N KN

CP 10.4.2.59 HigHer @ t} %’Q @g’@ @©

In view @e results p@sent@bov@no f@her 1é8ting is necessary.
D
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CP 10.5 Effects on soil nitrogen transformation .
& &
N >
Table 10.5- 1: Endpoints used in risk assessment S O
IS S
T & O
Test item Test design Endpoint Refi ce
g P b efence " ¢
N-transformation ©) é %\ S ES @
no 0.5 ke p @ha ﬁoEP@ . q
TFS WG 50 Study duration 28 d | unacceptabled, ;0'272 g 2.5,k dws@ M- 18- N
effects @ ) kg < KCP10.5¢00T* @
) ) no 2 Q @EP N
;l;zlcflllo;ymrobln Study duration 28 d unaccee . 21%3 mgx‘?g./kg@yws 3 M—O@&Oi@%@
: effedts w@ NS Es & KCAS.5/0
m & &S T
CGA 357261 Study duration 42 d |.unaccepta le\\ >3,353 mggg dwa M-46 4§ ‘§

Q)

el 2 & O SUKAsS
X r&% & $ §” 2013)
una

. . L 1048092 N
CGA 321113 Study durationc38 d C@effeccept\able 5 23@ Tmgl dwes™ 150 4 ie70.01-1
@@ = o @@ &@ @?& S S Kg%A 8.5/16
2 IGEP
CGA 373466 Study durdtion28 d oiecepfable & Z3.4‘%§mg®dws, @ ¢ M-070537-01-1
9 O Nifec . N KCA 8.5/02°
no @ $ % AS | LoEP
NOA 413161 Stidy d@n 262 una@cep@e \©23.4§g/kws \@ M-071668-01-1
%) O | @fects > Q AN KCA 8.5/13°

2 studies already evalpated @ring %Qg@lrst@ revﬁw of tf@)xyst@\%in &

@
0.08 mg formul@@n Cining 6,041 @ga.s. %,re spr@d ont@l 5il re&ﬁng in 0.272 mg a.s./kg soil.
QS © Q Y >

o N e O @
@@J%@ SRS

For al etaboliteso \éﬁ gn@mum cc%&ncoe @ soil*@?z 19% studies on the influence on the
nitrogen-transforma@%%m \%g}re @ffomn@. I&}lo ®ase a@elevan‘[ influence on the nitrogen-
transformation wegs fousd at @ tes \sqik@@’ncentratio & Therefore the risk from soil metabolites
with a maximgm oceGy nc@?ateoo owe@‘halg 0% tdwoil microorganisms is considered to be low
since they would no@ ind@e a\nacv@tabl@sk evon if they would be 10 times more toxic as the
parent @ound triﬂ%ystro T@@fog@%ooy on the nitrogen-transformation is considered
necessary for the I@degi %:§ 381 , Ci@ 357276, NOA 413163 and NOA 409480 and no
L . g
qua{tﬁatwe risk as%essm@@% 1& coted§
& @ A

@%
& An N
& vs% § &Q@
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Risk assessment for Soil Nitrogen Transformation
& &

Table 10.5- 2: Risk Assessment for soil micro-organisms

N

Compound Species ITEnm(Tg[;l(z;I;t P[];:ncgs})lign&@@ R:g;%%ﬁeilt@@ ’
TFS WG 50 Soil micro-organisms >0.272° 0. 121% @No § &)
Trifloxystrobin Soil micro-organisms >13.369 0.121 >N
CGA 373466 Soil micro-organisms > 100 968 L N S
NOA 413161 Soil micro-organisms >9+.8 00130 & QNo © O
CGA 357261 Soil micro-organisms =)100 R 0089 & |8 No? o
CGA 321113 Soil micro-organisms @@; 100 @ Q\Vlé%l 2 f@o @wj
2 worst-case PECSO‘H resulting from calcl.llati.ons Fal&g 1nt<$cou tthe po&iﬁmal accu@ atlon“hsl soil
 The NOEC of this TFS WG 50 study is given in sm@ Qy @ & % o

% N © & ¢

According to regulatory requirements tlﬁ*ﬁsk%@%cc@g\ble&@he %ﬁ:t on@ur §,n transform n at
the maximum PEC,,; values is < 25°/ter 4@6 da %case «de 1at@@s fr@ trol e@ceeded
25% after 28 or 42 days, 1nd1cat1n&@v rw@to soil 1cr®gorga&@1$ S @

Q
@é@@@@@@&é@@\
AN @&@Q é

3”\? o o
S TS e §¢ .06
@ S o L Q© @ @
S (O TN N 9 N
F Ve a0 N
& £ .0 O « SIS, @
XN 2 S O S
SN Y A
&@ \@QO\Q% Q° \@Q v o\©
© Q
§ RN > &@
T Fas e &
@ N .C & O @
Q O © SN S D
¥ o K & o
< S oF LD wl
@’ NS @ @ N
S N &9
N N S & &
S ¥ & O
° SN
&@ %%gf § N
é@fs Q & ©@
SN
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CP 10.6 Effects on terrestrial non-target higher plants

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”, &
(SANCO/10329/2002 rev2 final, 2002). It is restricted to off-field situations, @non—target @@Ets arg@j
defined as non-crop plants located outside the treated area. Spray drift fr%§the treated<areas

produce residues of a product in adjacent off-crop areas. &% K @@ O @@\ %5@
Risk assessment for Terrestrial Non-Target Higher @ts @§ é}g @\\ @@ @
Tier 1 limit tests have been conducted with the formugtion Triﬂoxybin WG inc udy@ults &
were originally reported on an active substance ba ©the summ@ of en@dpoir&@nd iub eq @Q TER
calculations are provided on an active substance@us as well.« ) @@) R \© & @@}

: : in ri o & &é@j &%\ @%@J @6 S
Table 10.6- 1: Endpoints used in risk asse el}g Je m@ S @ A m% .

N <
> M%} effegg\s at O Mo&t%:nsjti@
gs§2>79 gﬁi.@/hao\& Qpecies

N & ol G S
. RN RN %o @’@ N) ﬁ %97 :
Terrestrial non- Vegetative vigojir; 10%redu c@n o f@§ ® @) N1034060°1-1

Test organism Study type @}

target plants; Tier 1 single d 9 X tomatpO
10 species zieéayil@ Os?\% st d@elgi@ @Q&ma & }@Clj@%()j/oz
AN & KCAXR.6.2/02
i : o o> @ NN  1997;
Terrestrial nf)n- Se.:eodl@@.g eme&nce@ 1 @re d u&tion o AN @ M-034000-1-1
target plants; Tiet, single dose o %abba@ QCP 10.5/02
10 species 29\\gdays Q & ot eig® & :
O Qp D A Q & CA 8.6.2/02

NN
S )

In the case of Trﬁyst@%in K@So,ﬁmi‘ths&the tié@I se @fng er nor the vegetative vigour

studies showe@%hyt@xic e ects%SO%@ the %ste%rate § 79 $va.s./ha (equivalent to 558 g
S O O 7 o

product/ha). N L9 o Q @

To demonétrate the loy{ﬁrisk &@th;ﬁ@mul@n to@’on—i@get @ts, TER calculations have been

perfo for those s ff hi igh grift 6%5 h@@ to @considered. The test rate of 279 g

.s./h d t ti i timate (ER$>> 279 ¢ a.s./ha).
a.s./ha was use as@los i*&nseré@glve e@pon{ﬂws m@i e( &W g a.s./ha)

e g pased on
Table 10.6- 2: err@isti@@k asgpssment based on th€ ERsy > 279 g a.s./ha
S S e S il
Crop < @ Usegpatterin, | <Distance fro Drift PER
N SIS @ ﬁeg@dgeé@ g a.s./ha] TER
@7 2 Q@ @ y Q\% [%] (Trigger =5)
: L)
Apple/Pear/Quince | >3 x a.s./p @ N
N (early) %(10@ s iné%val) ) § 23.967 32357 - 86
Apple/Pear/Quin@g” | 3 x 112.5% a.5./hd? N
(late) @& {0 d%@ter& Nk 101 2230 ~ 123
Grapg&” 3xdP3 gas/ha 1O
ra§§ o (m’ég;siéf’m’i‘) © 3 6.909 15.53% >18.0

&

D Basiegrift V&% fo@gee q%&?cations in fruit early

2 C(@iderin@\/lAF @18 €f§ EFSA GD Birds & Mammals (2009)
pplications in fruit late

3 Résic d@ralue for thr
4 Basic@ t value for three applications in grapes late

The calculations clearly show that even with most conservative assumptions regarding endpoints and
drift rates, an acceptable risk (i.e. TER > 5) can be demonstrated for the critical uses in high crops. It
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can therefore be concluded that effects of the product on non-target terrestrial plants in off-crop areas
are not to be expected. @

CP 10.6.1 Summary of screening data Q & @g

No new studies are required. N @\ %

< < > S
CP 10.6.2 Testing on non-target plants \g Q@& @@\2}” § @ &@
No new studies are required. @} &©
Ve & &

oF @
CP 10.6.3 Extended laboratory studien non-ta \t plants ¢y 6\ AN

9
In view of the results presented above, no ﬁn&er studies a&deer@@l necéBsary.
N

AN
CP 10.6.4  Semi-field and ﬁeldts o@?on@arge&%an . o é\ﬁ §
° R

In view of the results presented abO‘®QIO %%%her s@iei@@\ dee@
s ~ O
N Q8 O S o &Y :
CP 10.7 Effects on other terx str1®0rg@§sm@0r§nd fﬁma@@ .
o studies are required. %o N S & &
20
CP108  Monitoringdata o, & @ ©

. % 2o &L
No monitoring data ilable: @ Xy
g P NSRS

S
D
&
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