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CAS8 ECOTOXICOLOGICAL STUDIES ON THE ACTIVE SUBSTANCF@o S
N N
Data on the ecotoxicological data of trifloxystrobin and its major metabolite had been @‘ni d
within the EU Dossier (Baseline Dossier), which resulted in the Annex igglusion undef&Dige\@’W
91/414/EEC in 2003. In the Supplemental Dossier for renewal of approval%gf triﬂoxystr@n p@nted@
here only those ecotoxicological studies are described{4vhich had ré\?”been subléﬂﬁted {Nt in @
Baseline Dossier. The codes and structures of trifloxystrobin and metabolitéﬁare@sent&@in &
Table 8 — 1. 'S S 5 S

@

Table 8 - 1: List of codes and structures

Structural formula of trifloxystrobin (
EE-isomer): 2,

S
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Structural formula of NOA 409480 (Z-isomer):

Structural formula of 2-hydroxymethylbenzonitrile

@
Note: 2-Hydroxymethylbenzonitrile is present a
tautomeric equilibrium with 2-Benzofuran—1(3Hine,
for further details please refer to the stgy reéﬁ
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CA 8.1

CA8.1.1

CA8.1.1.1

For information on studies already evaluated during tge
to corresponding section in the Baseline Doss@ provi

Effects on Birds

Acute oral toxicity to birds

©

ded Bayer
& Baye

Effects on birds and other terrestrial vertebrates

AN

@
Yrst EU rev@/ of triflox @%biea@ﬂe
Cro@ciencg an@@n t@

S

‘”\a\\

fer

Monograph. N @ Q & & @}
The following endpoint from a study evaluatgg durin@)tvhe f@ EU@\/ievy%@AN@/%@?OO@nal)
is used in the risk assessment: S "\9@ & @j& b@’ ('S <\ o
A L@ @ R o & ¢
Table 8.1.1.1- 1: Avian acute oral toxicitgdata ooNriﬂo@strob'@ A& N g\% %,
Test substance Exposure Q\Spf;&es D poin(t}“\ﬁ @ rence>
© . RN 1995
, . Acute  [&o SN TN 520005 :
trifloxystrobin . Q Bobwhite quail LDso. s -032508-01-1
risk assessmer}og ﬂ Q 9 ;&% «@N @n@ @Q a.s%é@ bv;@@ m
S
< N & A ) PR % -
S @ @ YN L9
.9 O , QS
CA8.1.1.2  Short-term @tar t%xic@%o sirds @@% NS
£, & S N S

dose in these @die%‘g\as b&g@ perf(@n
9

I@revi

irst E

For information or@ies a@ad@valu@d du§g t}§
c

to correspondin,

& of t@oxystrobin, please refer

ticé% in thB%%ﬁne\DossieﬁQprovégd by Bayew CropScience and in the
Monograph. N&ﬁew dies have dgeen p omleq\but tl@ caltiorz& the achieved daily dietary

ed'in M-@Dos@-l (KCA 8.41.2/03)

N >
b pav e S & S S .
Table 8:1.2- 1: Daily @ietarydpse in avianshort teétn dietary toxfeity studies with trifloxystrobin
Test substance @xpomre Ar% @ecie% N \Endpoint Reference
[ o O
S @ NS > >1568 (nom.) | [ 1995
QO @bwm@ qual@@ 50 > 1396 (meas.) | M-032010-01-1
, @ @Ort_ Q mg a.s./ke bw/d | KCA 8.1.1.2/01
trlﬂoxystroﬁ@ & S
ie Q Q 9 2 >1486 (nom.) , 1995
= o O Mallard fdck «]” LDDsy > 1443 (meas.) | M-032012-01-1
& : Q N mg a.s/kgbw/d | KCA 8.1.1.2/02
%o > O >
N T e e Y8
A
CA 8.1.1.3 & Su@flr anﬁ@rep@%ctive toxicity to birds
For infor@n@@tlon stuc&)@ alr@y evafdated during the first EU review of trifloxystrobin, please refer
to corf@pon segtion the Baseline Dossier provided by Bayer CropScience and in the
Morgé"aph@@ @Q L5
Tl@ follogwing endpoint“ﬁ)m a study evaluated during the first EU review (SANCO/4339/2000-Final)

Q)

is usedi the risk assessment:



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032008-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032010-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032012-01-1
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Table 8.1.1.3- 1: Avian long-term toxicity of trifloxystrobin

/@“0
Test substance Exposure Species Endpoint Reference @ (\b
. a s ©
trifloxystrobin | N OWCYE | pobyhite quail | NOEL =32 o | M:0320 @%2@
gas/kgbwd |00 8%.1.310:1@
2 Dose calculation from 320 ppm with conversion factor 0.1 according to EFSA G%(2009) sectio&@.&lﬂ@ &
o S NS
)
v Z O @ O
SEE A
> O Q S @
CA 8.1.2 Effects on terrestrial verteb@ other t{a%l@ \ o @}
CA 8.1.2.1  Acute oral toxicity to man&mals ) @ &&\ @ @6 N o §
For information on studies already evaluat d dur1 the %@t Viewot trlﬂ(@yst@bm @se refer
to corresponding section in the Basemg,l D‘bssmr ?xovm@ y& yer rop%lence d §@the
Monograph. @ w\?\
Q § @ <
The following endpoint from a stu&@eval;%ted e& ng the 1r&@'ﬂ w ( C 39/@00 Final)
is used in the risk assessment: S @ \
L AN
v S A
Table 10.1.2.1- 1: Acute oral Qﬁcltg dﬁa fgj@'lamlnals e)gg(%ed t&@lﬂox@rob& )
Test substance Expowe %pecﬁfog Endpdint s " _ 9] Reference
> . 1594
Trifloxystrobin Aciite z@ 2.9 RO E§@ Jx@o & %(’/ﬁg@@ M-039034-01-1
leassessmpnt | «.” O dsasKebw | eSO T00
§ N MRS
N N -
S S @ @ ¢
©© 6\ S R

CA 8.1.2.2 L01§ -term an%repro%hctgof@tox to@nar&@ls

N
For info @%mn on stu al@dy e %ated rm%the firsP U%@@;ew of trifloxystrobin, please refer
to cortéspondlng seg:t@h it t@Basehne Dossier @Vlde&by &Qer CropScience.

An additional sta \ént f%s subr@tted v&@hmggj&as S@pleme%al Dossier for renewal of approval of

trifloxystrobin. Asu ry &@%meﬁ%dlsC@smg long-term endpoint for mammals in the
risk assessmeffis 1@1 ey, .. © @ s
O E @QW SN @\ @
S O 9 N & @
Table 8.142;2- 1: Mamma]s lon@%rm taxicityzf trifléxystrobin
N i Q Endpoint Reference
\spec1esé Q9 p
Tes&s?ubstance E%"S‘K% ori g{\ [mg a.s./kg bw/d]
. W &QEF SA G ADI 98 List of §ndp01nts
@ Long-te Scrg lq@% NOAEL EU-review report (2003)
Trifloxystr S sk ?%\GD NOAEL 23 List of §ndpo1nts
U Sont ier 1 lQ%i 2-gen repro EU-review report (2003)
N QISR I FFSA GD BMD:;
@ @ O . 383 | KCA8.1.2.2/01
AN &Y Tier 2 level pup weight
S SRS
&S 0
cL T
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Report: KcA s.1.2.2/01; [N < I M < T L. 2013 .
Title: Trifloxystrobin: Toxicity endpoint for the Wild Mammal Chronic/Reproductive Risk @
Assessment @ Q\ g

Report No.: EnSa-13-0869 S % QQ
Document No: ~ M-468788-01-1 v N
Guidelines: EFSA GD 2009 S O DY 2
]()}i\;.atlons. ?(;)ne VCQ @g g}” @\\ @@ @

' S S

) O > OIEN

The toxicity endpoint that has been adopted by Aék)e EU for th@wil%mam 5 risk_ assessMient (57-’

trifloxystrobin is not unequivocally reported i& official @st o;f\ @hdpoint S@@C%@” 0-
Final, 2003) where both the NOAEL of a 98-day s@bchronic fe&ﬁiong s@g;& inats issincluded as a
‘short-term” endpoint (100 ppm, equivalent to Q§'4 g day)yand e n&é@bs@ ef&:@t
concentration (NOEC) for reproductivew\t?%icitx in the, -geratio%repr@ction study<S§ giy & as
T o . N . . v, S
>1500 ppm in this endpoint list. A@tlon&} sorfig agtﬁorltle@iave%ﬁiso céiiside thverall
NOAEL established in this reprodun %}éﬁcity @%ei@ire@ relgmént tﬁne m@r)nmal risk
assessment (50 ppm, equivalent tg=>.3 mg/ bw/da ) N S <O SO
ppm, g @@gg@yb ©&©©©©@\

@ . ¥ S @
According to the EFSA GD @)9) the focus-of the(f%gngte%n ris&@%ses@glent for Wild&ammals isona
reproductive endpoint. % é @Q @& © @ @f@ %@
~ ° & o &V QL

Therefore a compre@nsivﬁval%@on ha@ be cort@cted& analyze tl&e@toxicological studies
available for triflo robgl with@arhe r@van@g of figdings f@ the wild mammal reproductive
risk assessment, ~Especially @Eormaﬁ%m from the rat r@odu@on y and the rat and rabbit
development@)xiﬁsmd@s are@ be@sida@%. A@ition@ effects on adult body weight have
been evalu%e in studies that in@jlde e%posu%\%d a@@sme@apg@@ches similar to the conditions in
the 90-dgarsudy. 5o & & o 2 N
A o . O & L9 O
. N S N N . o
Retardation of bo elg&deve@pme&@vas pru%ry toxte effect of trifloxystrobin in adult rats. A
similar finding wéas obtamyed i ice@d rabhits by at hi@ dose levels. Most obviously, lower body
weights were@aus relatgd to @&wer@%o@ fatake fdtes but not to direct systemic toxicity of
triﬂoxystrobﬁ There WO e@ence @ ate \ge@effect in developmental toxicity studies in rats
or rabbi the rat o2-@ner i reﬁé:c’luc QN sgll\ay reproductive performance of parent animals and
viability of pups we@not dvérsely affected by ®@ifloxystrobin up to highest dose tested (1500 ppm).
Onlgébwer pup w@ﬂghtsgﬁ%‘n at feed e@lcenons >750 ppm during and at the end of the lactation
phase (21-d) wege consi ered@%’be atypossikle ecotoxicological relevance, although at later life stages
no correlatio we@ﬁde lowg sur@\;ivl rates or impaired reproductive performance.
& éﬁ Q S Q .

The b mar® dose For lo@r 21-d pup weights was calculated to be 38.3 mg/kg bw/day at an
effectlevel %@Ml)é%\ This value is considered to be protective also for potential effects on
pagﬁtal bwei@i, a@is proposed as an appropriately conservative endpoint for trifloxystrobin

wil n@al chronic and reproductive risk assessment.
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CA8.13 Effects of active substance bioconcentration in prey of birds and mammals S

Substances with a high bioaccumulation potential could theoretically bear a risk of seeQ dary§
poisoning for birds if feeding on contaminated prey like fish or earthworms. Fop organic ch al@a
log Pow > 3 is used to trigger an in-depth evaluation of the potential for bioacggmulation. S L

As the log Pow of the active substance trifloxystrobin (but not for its meta%olites) is ab& th(g,ﬁ\'gge@
(>3), evaluation of secondary poisoning is needed. See MCP point 10.1@@2 for more @%e}ails. S é\’

&
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CA 8.14 Effects on terrestrial vertebrate wildlife (birds, mammals, reptiles@nd@b
amphibians) S v
Since trifloxystrobin is of low toxicity in birds and laboratory rodents,@ risk for réptlles@l
amphibians is to be expected. %
B
@ &
Results from literature review @
@Q
Report: KCA 8.1.4/01; ,
(2010)
Title: Acute toxicity of fungl({ke forr%}atlo a ﬁilbla&g@ét
concentrations
Source: Environmental Toxicol %gy an@hemlﬁ, Vo@, 0 @Z pp.
DOI No: 10.1002/ete.297 N @ ®
Document No: M-400506-01-1 & @} & NN
Guidelines: None @ \ ° O«
: Q &N X \ kY @
GLP: No o & . L ¥ S
Classification: b) suppleme@ry 1nfo@1atlon>EF%§our 011:962): 2%)
o 2 ¥ F LSS TS
SRS &8 @
v O & @ SN

EXECUTIVE SUMMAI@( Q @ @
The present study prov1d§ tox&)lty rates to 3§ hi @s at @rt erm (72‘%) M 11ty was the selected
endpoint. Stratego, ct o&rﬁl aining the ggtive sg st trifloxystrobin and propiconazole,
killed 40% of exp tadpo es @ \. ﬁ at the'co bel@ite bu@)nly 7% of the juveniles. In the
maximum label sgte f@ ﬁeld\ l/ha) “and

g rate (Low), toxicity was
significantly loé@r th@at theﬁlghe&cong%tratlog evel (F0x fi rateQﬂ ested.

MATERL@} AND@[ET%’OD% % @\

A. Mategial NS @ N \
@ s @ @% . Q N . S

1. Test material Q\) &\ SENEC O N Q

@@Q @ suﬁce 1%%\ "?’1%7@6 . S i
@ ¥ {loxystfbin (@Oplconamle)
Ch —« fical @%an (@escription: I@t reported
Sou@ of @tem QJ S. é@ 64-779, Bayer CropScience
@ @2 Bat mbe@y’ N eport&da
Pyrity: rep‘@ed
B gtor@@ ond%’%ns R rted
> Water s@;u 111%QN

oi@ported
2. Test solutiog %%

le/soiz%nt @ormulatlons were mixed in reagent - water similar to
§9 Q labeling instructions

Q
y\g@ Species:  Juvenile Bufo cognatus
mmon name: Great Plains toads

Source of test species:  wild caught near wetlands in western Texas in July and held until
©® September when experiments began. To obtain tadpoles, five
unrelated wild-caught B. cognatus males and five females were
paired and induced to breed by injecting 20jxg LHRHa/10g body
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weight into the dorsal lymph sacs o
4. Culture conditions of test organism(s @
Culture medium: Aquaria (~400 cm? floor surface area) W1t8 cm of sterlhé@@))sorl v
Temperature: 26 + 1°C L & @g
Photoperiod:  13:11 h light:dark v Q N
Light intensity: Not reported v R © @ %,
pH: Between 7.0 and {2 & %\ \ @Q @
Oxygen saturation: above 5.5 mg/L @ @@ § %,
Food and feeding regime: Juvenile toad§were fed 0.6 m (0.25 inchy, crrck@ dus wrtk&©
Miner-All h\ 1cky Tongue@rms ad libitqm. & ) &@
Acclimatisation prior to testing: 2 mont ween caught of spee@s and test starfd &) @
Observations during acclimatisation: namlé% morta@l,@ty (<2@ wats\?bserve@n th@ ldl%%011ll§
NS @’
B. Study design and methods &% \@’ N @ % @@ @j @
1. Test procedure & \ \ SERN éﬁ %o §

Test syst@ Lgé&ator)@’adp@ we@ %the of Qtoxrcitc? test

Test concentrat@a(s) nf@ximuri label Tate foxfield @m ml/hgy, 0.1QX label rate
&4Low)9 and Qox 1 r{

@ & triflo stro@cm& Q @ & '
$ nt ol(s) e sed {) the ¢ mrcal%gzﬁlcle ?ﬁ]y (V@jer) ©
©

Numbef@)f rep@ates @ 3 header of ﬁgure 1 1n\‘/§?e p %,
ﬁ“est caﬁ%dltlons Lab to -@red ol%s were pfﬁeed i same type of aquaria
1n 1

X car onﬁlterQ ater immediately after

§ t@brou mrx S]@y mix§20 tadpoles in 6 L).
@ é &%ln ﬁad oles we?‘@fed a@lx of 6Qmm @al rabbit chow and TetraMin®

(Teta &
@ @%ed@n renc@al %@Q%je & ©§ @
Fre@jency of@est item g@tlon%once @the be@nmn@of test .~ plication

e
&@ @@ Te uratl@ 72h Q> § ©\
N dg\ﬁmts u?c ality_ g\
@ & @tlcs’\ O@ and&ke% multiple range test
2. Measurements@lrln tests Q> Q>
@Jater@ 1un@ararr&%)rs V@ter oq@hty \@% tested within tadpole toxicity tests at the
ginndsy anc@nd of experiments. Dissolved oxygen was always
% § @%:abgv@S rg\gﬂ@@, and pH was maintained between 7.0 and 7.2.
@7 . 9 Q entration of each fungicide active ingredient was measured
@\ % N thinJ@spray mix used for juveniles and within the water used
\‘”\a v § ° or ta‘@@le testing at the beginning and end of the test.
3.Sampling . ©
@ N

S %mph &
@ans&ﬁ\éﬂsm é
4. Cheryi@% ana@%s © §
Q @© @Euid@/protocol: None
(o

o

@ Method: gas chromatography (GC) / mass spectrometry (Agilent 5975c).
Concentrations were determined using liquid-liquid solvent

@ extraction.
Pre-treatment of samples: For juvenile studies, 1 ml of spray mix was extracted with 10 ml
pesticide - hexane (Burdick and Jackson). For the tadpole
studies, 50 ml of water from the tadpole tanks was extracted with
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10 ml of hexane. Extraction efficiencies for the tadpole technique
were greater than 85% efficient (n = 4 in reagent Water
Conduction: Quantitation ion for Trifloxystrobin 116
Reference item: Not reported @ @
Recovery: 63% (after 3h) and 41% (after 72h) of n@nnal conce atlons\Q
Limit of detection: Not reported &% R § &@
Limit of quantification: Notreported (9 @& \v\g\ \O\ @Q @
R g & &
& Q) %G SRS
RESULTS @ S & VO &
) R o & & O
o . & N L@ R O & &
1. Biological findings: RN o 6\ @

Stratego was toxic to tadpoles (Fss= 26.1; péo 00(6@% ?em é;%(F3 g@%&l%@ <0 %1) Stratego
killed 100 and 90% of the tadpoles and juy en11<eg§resp @pos to the hlg]z@t co r
evaluated (10 x the application rate). In fha nn\l}m la&ﬁ%rate dor ﬁe&d%orn 380 I&IQ/ha) an the @
label rate (Low), toxicity was lower (F@Jre 15N @ |5 w\?\ N

A D & @
o, 0
Figure 1: Mean (+ standard error Percent ?ﬁﬁortahﬁf of. Y?o c@atas pole A) a Juveﬁiles (B) 72 h
after a single exposure to elthe@Hea(&g% S ego,@r Q jde ane ree concentratlons
Fungicide concentrations weré@aximum 1 rate cori‘k(Med@ lﬂ%abel ra (L@ and 10x label
rate (High). Control anlmal:% weréiexposefd) to @equlv@ent volume of chenfieal vehicle (water). Each
treatment consisted of thxee replicates (7= 20 poland §a9 lﬂwlvenﬂ@ pe@phcate) Asterisk (*)
indicates significantly @ <0 diffeyent ftom col \a@l arfigng g&ncentt&@ns within a specified

fungicide. N v Y
& o § Q@
© RNy

100

A

NI

Percent mortality (MeanzSE)
2

0 i F
. 100 =, . R
2, §§ NS}
£ w80 @ D
EAN @Q S

8

NN

Percent mortality (
8

Dy s
N

ad\Migh Low Med High Low Med High
Treatment level

A
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RESULTS SUMMARY @ @©
Stratego killed 100% and 90% of the tadpoles and juveniles, respectively, ggposed to t]@lgh i@j

concentration evaluated (10 x the application rate) and 40% of exposed tadpqﬁ on averageat the €o
label rate, but only 7% of the juveniles. Toxicity increased with the apphe%concentratlo@%te @Q\ &

) o X
© & NS
\g & @@‘2}” S @ @
Effects on terrestrial life-stages of amphibians @} &© é\g QQ § q&©
Comment by the Notifier N Q o & &@

S
- et al. (2010), see KCA 8.1.4/01, pubhs@é%? experlm@ wher w1]@,§u%re@§?lalad
(Bufo cognatus) have been exposed to dlrecéver%%y of\ﬁ nglca%§ fo@latyﬁg one f w tx151 was
plus 0.
1.1 and 11 plus 11 pg trifloxystrobin p@& prq&i@ona&ﬁ%/cm@The d1un©est rate refers’to tigrate
recommended according to good agri tur@gpract&@The\%ort%@es atqhe lo %nd t@med@m rate
did not differ significantly from th&@mtrq%The} h@h ra&ﬁco&é@pon@g to @ﬁeld egte) led to
90% mortality. Q % S \
The exposure scenario used @heseﬁ“@xperl%ms @ be@egar@ as @eah@ we{st case for the
following reasons: %, § < & @ o
1. The experimental gt-up (©) ass%%ks §gﬂ a lcm layer of s@ dlc@ot pr&\aff@de any shelter that

would have m1t1g\«1ted the exposure § @ § :
2. The test orgags %ms Were mle@oads su{ﬁﬁce'vd@me éﬁo is ﬁrger in small specimens

compared go-adult individals fiam the sSam c1e%@f huismall@rgamsms receive more test
substangg) er ywe&g%t tl%irﬁ'arg@\\les @ %@
3. ACth@ pas o@mph@lans% on %’mp a@s oar@ overlap with the time of the
ap@jcatlon@fpes%ldes%eca e: ° @ %
&@\ a. Agr1c1@ral a@lot sultablee@abl‘gg@@for phlblans (soil moisture, availability
m\}es fo @ﬁeltegl %\

b. Mg atmg 1ans %tzhat ar@assn@ open areas, are mostly active at night or during
r nfa Pp tlon®of p,]% pro@ctlon@roducts mostly take place during day-time

Dund dry themond SN
@‘1 é & @
Therefo@ese effect @jﬁta 0 Qnes@ li tag@Nf amphibians published by - et al. (2010),

N
see KCA 8.1.4/01 @ presentedshere @K uppl\g@lental data and are not used for a risk assessment.
MoraQover the results 1@3‘[6 that the@eld @ of Stratego® has no significant effects on terrestrial
life stages of amgphibians. @
Therefore, § in\f&fnat' is ﬁass@% as b) supplementary information (EFSA Journal
2011; 9(2)2092)% , W
e e &
VS S8
& @ Iy °
¢ g v

&

Stratego® containing trifloxystrobin and oplcQ@ﬁzole e tegt ratesswere 0
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D
CA 8.1.5 Endocrine disrupting properties Q\@ é§
Wild Mammals @b 2”7 o

S
Effects of trifloxystrobin on mammals were studied in 90-d, chronic, and re@*’oductive studies A rats,
90-d and chronic studies in mice, 90-d and 1-year studies in dogs, and i@natal devgl@men§ud&@
A "\

in rats and rabbits. ©@ @& LN @Q @
. . . . : Y . O o
In these apical toxicological studies no evidence of ang endocrine ef@t was seen&@aere OIE, b@d ong)
Q A
@

a complete toxicological data set, there is no evider@of an endo@e potential. ©
n

Q @
Based on the absence of any indication of reley, ffects it {1 Qe @iﬁaclud@ tha@iﬂigstr(% is
No further testing for endocrine disrupting pléertle@s wamnteq@g& S
3 .9 R s 9O & g

Birds <\9 \\ N o x% . S %>
The population relevant effects of trifiystrobin OK@rds °x¥%e s%@ed i&g\epr tive@%’xicit@studies
with bobwhite quail and mallard d@s. %@re A@é?e neg fec{@n reptbductiye parameteréup to and
including the respective highest tésted %tary @ncen@tion @320 ag/kg fegd in ggrail a{?}?SOO mg/kg

i @ N @ S @ SERCERSS
feed in mallard. NSRS > & Q @ '
Based on the absence of an%indi&ation @elev&nt ef%gts it @@@ be (6h luded that@iﬂoxystrobin is

@

N
not a (potential) endocripe@isrup@r in . < . § S ©
No further testing for en%cri@ﬁisr@%ting g@irtls W&MQQ
S S SO -
-~ < o & & S
&« .9 % Y @
O NV N Do &

not a (potential) endocrine disrupter in wild mamrhals, . &S o 6\

N
Oy S N O Y &S
S o &F &b &,
XN & O
g o B Te &
S > & & < o
&@ @©o§ Q° ©©%\©
IS s S
5 & & & .=~ S
QRS T LS
o O ¢ .09 o O @
Q O O O N O
Ve & &S
S R
& < L&
N Q\&Q\
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
RS
%o Q
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CA 8.2 Effects on aquatic organisms Ty

In order to complete the aquatic risk assessment and to address new data requirements according t9§
Regulation (EC) No 1107/2009, additional studies were performed. In addition, tests of,) thare
species and test with metabolites, which were no data requirement accordin the old reg&atiog@nd
hence were not evaluated during the first EU review of this compound, wiL%be summari L o
% o\ Q, '24\9
@ N N \\ S @
For studies submitted during the frame of the first AnneX [ inclusiongg@ase refer tgythe c@spaggfng &
section in the Baseline Dossier provided by Bayer C@Science ani@ the Mono@aph. Q @Q ©
) - N & ©
oy 9 AN
The degradation pathways in soil and water aediment @ ginl@m t@%w%é%ure&@@elow@@ﬁor
further details refer to Section 7: “Fate and bViOLéﬁthhg,\ﬁgvir@ient”% S S *
Q O @
O S & o
Metabolite CGA 381318 (ZZ) is found asa ef&boht&“ﬁa soﬂ@plely e§3der s tolégc con 1on ax.
6.2% AR, see MCA Section 7.1.1). T@co%g\aoung\g &eas s@ﬁhesi@ by%@ioto' eri@ﬁon and ester
cleavage of the active substance, ho@%ver%be cgn@ou@ not@éble | at pts@isol%e the free
acid failed, only the sodium salt @Jld be 1sol teﬁ. Is&neri a&)n t@e ng% sta@@ ZE—\Y%omer takes
place very rapidly, not only unger infliienc li but@o T ah@dy d a&idic conditions.
This isomerization to the m$ stable\ison@s will also take p&@é under theélonditi(@s of the aquatic
t

$

Qp

studies, where mild acidic c@itimﬁ@@ an @é}lght @fe present@“ hl§ e y\@la‘[ic toxicity of
CGA 381318 (ZZ) is covered h%the co?esp é-“;\ E @A 373466) isomers,

&
<> 9O & O

Jing £F (CGR321113) and
which are all non—‘g@o aqgpatic Otgf?nis@s. . %(&

S .
As can be seen @he @owi‘gﬁ tablez\,’ al]\%tabdm@%s a@lear@}less@;@ic compared to the parent,

with the low%g'atio@mg @—fold&ss t&@ th%a@t ;ﬁent § Daphnia magna and CGA 357276),

and the highest rati®® 500t for a} met olitegswith oints > 10@yng/L.
i% & @ﬁ@ @% o & "
&@ @ &) ISR S) o, O

» O & Lo O Ry
@&QQ@J&&

S N
5 & & & .=~ o
o NS s & o
N
S\ L 4+ 9 @
@’ 2 S @ o
°\ Q ®\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
N %“gf&@ N
&§§©%©@
&¢ls
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in soil (@or

Proposed degradation pathway of trifloxystrobin

degradation products)

Figure 8.2-1:

22

e

@ CGA 381

CGA 321113 (EE)

(Precursor(s) could

+not be specified)

P

CF,

CGA 107170 (volatile)

NOA 413163 (EE)

NER

P: Photolysis
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Figure 8.2-2: Proposed degradation pathway of trifloxystrobin in water and sediment S
(major degradation products) @

CH,
o 2 CF
SN
oo
H,c” N
)
ScH,

trifloxystrobin (EE)

o o T e
o e, & & o
| & . @ R @ @% o @ % o\©
S0 ¢ S @;\U & O > ¢
@ % @, . @ NER
R ¢ & & &
@ O < ° © o Qhot lysis
\©) (@) Q \\ > @\H: Hydr@sis
@ W Q & @
<) N @% y %o
@7 NS SR
N > & O
% N SR 2
S ST RS

Kog
CA 8.2.1 @cute toxici @to @ N

For studie@rea@ev ted %ﬁrithe first EU review of trifloxystrobin, please refer to

correspong Sé@’on i@@le B@line ssier provided by Bayer CropScience and the Monograph.
O

S
The %é?fdpo@% f@l &vfollowing table have been evaluated during the first EU review
(S CO@39/2000-Fi ) and are used in the risk assessment. An additional repeated peak exposure
study @1 the formulation and the most sensitive fish species (rainbow trout) and life stage (alevin
stage larvae) under lab conditions covers both, acute and chronic effects of Trifloxystrobin, and thus is
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also used to derive the acute endpoint (_ & Sommer, 2002, M-056670-01-1

@CP

10.2.3/02).
Table 8.2.1- 1: Acute toxicity to fish exposed to trifloxystrobin and its metabolites S (7»
Test substance Test species Endpoint /\Q Ref@renc@
\>) 3,
. . Fish, acute
Trifloxystrobin Oncorhynchus mykiss Lcé;) 0.015 Izi%s./L
XY
Fish, acute
CGA 357261 Oncorhynchus mykiss @QJCSO ?ﬁ p-m./L &
Q &
4 N
cormms | g e L e e
RS KC&S 2. 1ﬁM
Q ] @3 @ 1997
@) (1997),
CGA 373466 oneor ;;I;CZZ‘:?@%“ i LG Q 2(&% pm/L | M0320801 >
KCA 8.2.1/
N 8)
Fish, @% g
NOA 413161 L 100 33964-01-1
Oncorhyn&c@t s N @ @@ \%ﬁ §g pﬁ CA 17
. 2 @ Yy O 9 (1998)
NOA 413163 o s, ac&%) Y @J@ LCQ@Q 00 (néth) 29| Mx033967-01-1
neQrhynchys my@s @ o %A 8.2.1/18
(o3 SN (1997)
© Fifh, ac@ N S
CGA 107170 & LCsoss 136 mg P /LY M-032079-01-1
\Onc%’y nehys iy k’&§ K@ o> & "t I@@ KCA 8.2.1/16
v O o

An additional ac éﬁsb dy, h@be ﬁ\@performed @the tab

ossgier fq&renew*a{ of a@%val obtri

within this Supggmelgl

bel SR
elow. @ %© @ N o@\@ § S %@
Table @ 2: Addlt@lal @te f@ study of @ﬂox@@f)bugm@;tabohtes according to new data
reqm& ents\ m@ .
Test substancg\) S T@spec&s S Q %Endpomt Reference
S & N Y H 2012)
Q @F h @ N
q is @:ute EBTFLO17
CGA3%@2 @ or@@zhus %ss N Lég@j >10.Imgas/L |y 430569-01-1
\ (S 9 L 2] & KCA 8.2.1/22
. @ Q @ o@ o\%
N < S SRS
. @ <& o &©
S NSRS
R
& o &
& & & ©§’
<< O % Q
S LTS
NS
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http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-033964-01-1
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Metabolite CGA 357262 o S
&2
Report: KCA 8.2.122; | . 2012 > &
Title: Acute toxicity of BCSBJ39463 (tech.) to fish (Oncorhynchus myki@nder static c&nditio@@
(limit test) Q> @ %
Report No.: EBTFLO17 2 SRS
Document No:  M-430569-01-1 © o> SN &
Guidelines: EPA-FIFRA § 72-1/ SEP—EPA-540/9-85—OO?(1982/ 19856@ @ § X é
OPPTS 850.1075 (Public Draft, 1996) &> < S K S &
Council Regulation (EC) No 440/2008%%.1 (2008) Q &° N & © &@
OECD Guideline No. 203 (1992) @ N L@ R \© 2) @@
12 Nousan Norification No. 8147 (2000 L O RS R
Deviations: None Q @ é\a @% b@ @@ o AN .
GLP: Yes (certified laboratory) & @ & O @7 >
LTS O D OO s
. . SN ° N @\ & S N @ Ko §
Objective: Q@ K\ w, ° %© 2, QS Q
A limit test at 10.1 (10.0) mg t&@ 1t61%/ Lé@as p&or & in@er ﬁen@s‘[ra&) that the

concentration which kills 50 per&@nt %the f@h (9%LC5@XCC@ the it @ cm%ci%ntration of
10.1 (10.0) mg (a.s.). The li%@testo gﬁncenu@’lon g@s ch&@en baged on@no@f range-finder test
(10.0mg / L). Q AR Q

v O S & S
.9 S @Q §@ & N @ ‘”\a@
Materials and Methods:" @ S ©@ ) § N v §
Test item: BCSBI39463 (CGA %\7262@1116‘[&1 te @@triﬂo)@stro@), aiaﬁ’yzed content of active
substance: 99.4% /W'&spegi@ @ba‘tch cod@QAE@@M{M—OI—@; Origin batch number:
SES 10487-2-1:@px n%\9932§$0( V4 173@. é\ N @ &
Test organisan{ain@aw tréut (Or@rhyﬁzé%s @#iss) Gean dy l@lgth 4.4 cm, mean body weight
0.9 g. The bipmass @adin?for tIi3 testivas O@ g ﬁS§L (st me.

Thirty @WCI‘C expos@g in &xfimit t@ for 96 h un@er static test@ondmons to a nominal concentration
i "

of 10.1 (10.0) mg tesf iterin(a.s. o/ L ag@gt a"«gontr&l}%[ilu&%n water) and a solvent control (DMF)
with further 30 fishy N oS > O

During the test,@%sh e mir@’ afteaé’our fvurs then daily for mortalities and signs of
poisoning. in the s‘a@ the“pH-valu€, the oxygen saturation level and the temperature were

measured %ith commercia me \remé@dev' s, dafly. Dissolved oxygen concentrations ranged from
78 to 8@oxygen sa&@a‘cion@ e pH@lalu@an s\di% from 6.7 to 7.1 and the water temperature ranged
fromy\LZ.OOC to 12%@’3 in aﬁg aqu@a ov@&the whole testing period. The photoperiod was 16 hours of
lightand 8 hours dark. @ @\ §
After 4, 24, 4&,@7& and 96 hgurs e.Q(:Z’ pos@% the fish were inspected for the number of deaths, toxic
symptoms abm{%alit' ) ThMor@iW (%) after 24, 48, 72 and 96 hours of exposure was
calculaten ea@ﬁ tre@ent @mup.ﬁ all groups, the concentrations of the test substance were
@ @ . .

measurégat tam four @—pomts.
The S«gﬁpoi@%@r@pr@%d in terms of nominal and mean measured concentrations.

¢ &
Dates @xperimental work: October 24 to March 12, 2012
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Results: @ S
Validity criteria: @\ §
Validity Criteria Recommended Obtained @b &@ @@
g .
Mortality in the control <10% 0% § @ %
Constant water quality and environmental 2o O 9 X
conditions during the test Yes (4 Yes o 5}” @\\ @Q @
Concentration of dissolved oxygen >60% 3 78 - @ %@ Q@ § c&&
All validity criteria for the study were met. Q &' §© o & &@
@ NN © v @
Analytical results: & @6@3 \:’\,\ @ 6\ % %@
The analytical determination of BCSBJ 394@ Q& 62) @% W@ by §LC§ uv evea{ed

recoveries of 526% on day 0, 57.3% o d%y 2.1 n@ fno -f\ Wal tes@con 1§
10.0 mg a.s. / L. The results of day 2 a@ day, z\repr@lt the, olul®>ty ofappro atel t0 6D

under exposure conditions. The arlt@etw&&an @S 5. §®ng /6% §ecov rved day 0
exceed by far the nominal con tratlo@’ TheNrea o%for ese alues 1ch e fag, bove the

expectations is that the nomma@concgﬁ?@aﬂoa?xce theer &@blh@ né@@[ghls m\ght have led

to inhomogeneities within th(%ater samp

%)
Therefore, in the present study, t]@measgéd c@entra@ns W§e u@to e&@%ate a;ge test results.

W SN S
Biological results: =, % @) S) @6@ S (& @
All surviving fish %ved at&ﬁls le@he f@own@ ym@oms af@r 96 l%urs
- fish weredead © 5 \ @ 9 & @@

- fishr 1ned®\@ru suallyteng \ods ﬁthe O%m he aﬁuarlum
gebinedtrupgialfongpaods gt golom

- laid o1 theifggidesay backs
- tl{%d dark in GQLora @gﬁ @ & @@, @ é&%
& O v .0

- @en mouth @ @ S o
- showed la@d regplratl@f @ @%\ & QS

&2 O &
There were ne@ler ar@ ub @ml effects any&rtal@ in the control and solvent control group.
- A Q\ > &
LCso v:'lﬁlor rainbow_ trout e ed@mc 946@ GA 357262) technical based on nominal and
mean sured conc%&tratl%n L Q
%, b o8 D
Test?&ubstafrgs. Q f\@ BCSBJ39463 (CGA 357262)
@;E gst objeéf: &U @ & Rainbow trout (Oncorhynchus mykiss)
A Expostrre: & é R 96 hours, static test design (limit)
Q@io 9N O5%CL). O > 10.1 (5.51) mg (mean measured) test item / L.
e
NS Q
{x’ O @ RS

@ 8

c@uslg@ T D

The L (96h) of BCSBJ39463 (CGA 357262) to Rainbow trout (Oncorhynchus mykiss) in a static
96-hour-test was determined to be > 10.1 (5.51) mg nominal (mean measured) / L.
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D
CA 8.2.2 Long-term and chronic toxicity to fish Q\@ @§
For information on studies already evaluated during the first EU review of triystrobin, &lse
to corresponding section in the Baseline Dossier provided by Bayer @fopScience@and @ the

Monograph. © .9

’s

N SN O
The endpoints from the following table have be@ evaluated ring the éﬁ’st %‘ revigw &@
(SANCO/4339/2000-Final) and are used in the risk agsessment. An@dditional re&eﬂed @ ex v\gsure Q)

stage larvae) under lab conditions is used to d@@’e the chronic endfoint (|
2002, M-056670-01-1, KCP 10.2.3/02). N &° %\ %@J ©© N 2
Q @ X @% v @y AN
s F & V&
S 5 O O

s s oo S
Table 8.2.2- 1: Chronic fish toxicity of tl@bxxﬂgﬁin a@ its n%etabol@CQéN;leﬁ%@ S S

Test substance Test spedies S O Eagpointy &7 @ Reference
. . N N -l (7997)

) ) Fis &hromc N) @) .
Trifloxystrobin Onco @y@achzﬁg@ykis @@ @EC@@ o.g&@m.m O | M2832080-02-1

& 2 s 20 |kcAa 822201
%, & < .9 &
. . Fishiehronie? @ Q& Sex % (2002) M-
Trifloxystrobin °\%nc @ S OEC 3x 00 53@’ a.s.Al

study with the formulation and the most sensitive @h species (@nbom trou%@nd iife Stagey(alevid

N
(gynchu@yki@ S 056670-01-1,
@ 0 o KCP 10.2.3/02
S ©@N S O3 &\Q (1999)
CGA 321113 §f 6@”60’:’ Chlz&%ﬁd& @C@@El&ﬁmgp@n.m M-070819-01-1
o . X KCA 8.2.2.1/01
o S § =
¥ L& O O &P S e
o T .o S & o
CA 8.&2@1 Fish Qe@é}‘ly l@@’sta oxicity t(@@ § S
See point 8.2.2. Nditi(i%al studigs w@er@ne% °
S NN SIS S
5 & & > IS
CA 8222 oFish@ill lifeeyclétest & © @
2.2, @@le@@ll cycletest ©° = O

Q SN NS
See point %2.2. No additional &@ies e peglerme @
) @ @ y X
@7 o Q N < ©\
CA\&2.2.3 Bi@nc@ra}i@ in fish @

See point 8.2.2@1\10 addi@mak&ﬁdie@@vere @@@formed.

& B
&0 &
S 5

N ¢
CA 8 @@nd%crin@srupting properties
The gquatroﬁ}@f g?ﬁbxystrobin is characterized by fast degradation in natural water and thus
laéé of ciigenic exposure.
(Q

Population relevant effects of Trifloxystrobin on fish were studied in a flow-through early life-stage
test (ELS) with rainbow trout. The lowest NOEC of 7.7 ug/L was found for the parameters survival
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and hatching success, with no effects on weight or length. This chronic NOEC is very close t@}he S
N N
. . @
An outdoor repeated peak exposure pond study with fish (bluegill sunfishpyshowed no @%ct n
survival, fish length and fish weight up to the highest tested concentration ot@ 3 pg/L anda repe@?ed
peak exposure laboratory ELS with rainbow trout showed no effects up t0%3 .5 ug/L an@thal*@v welk,

acute LC50 of 15 ug/L for rainbow trout, also determined under flow-through conditions.

as sublethal effects at the highest concentration of 38 ug/@ & \ \ é\” -
Based on the absence of any indication of relevant effe?s it can be@ncluded th@@nﬂ@stro&% is ©&
not a (potential) endocrine disrupter. & % Q @@ @Q}
No further testing is indicated to evaluate the ene disrupte r%te@@l of @S toé?sh @}
. ® N &
CA 8.24 Acute toxicity to aquatic 1nve%?f)ra@@& Q@’ Q@j ©§ @% &
@
CA 8.2.4.1  Acute toxicity to Daphnia %gn NS % @ %,
ot A &

NS
For information on studies already eat @@um@he @t EU?&QVICW@P trlf@y n, ple@e refer

to corresponding section in the«l aseh@v Déssier previd y @er CropSefehce g@d in the

@)
Monograph. &@ @@ ©© @@ g ©© ©@
The following endpoints froﬁi@tudle&eva%jed du@g théfirst @rw@w (SA%CO/&.% 9/2000-Final)
are used in the risk assessr%ent N §9 @& & S @ % )

Q
o\ @ & & % @ '27\7
3 & > ~ 8
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Table 8.2.4.1- 1: Acute toxicity to Daphnia magna exposed to trifloxystrobin and its metabolites

/@“0

Test substance Test species Endpoint Referenge
) S 1997)
. . Invertebrate, acute 96354
Trifloxystrobin Daphnia magna ECso 0.016 mg a.s@ M-032985-018
KCA 8.2 4102
=
o (19984
CGA 357261 Invertebrate, acute CS? Lap@hme 02 &
Daphnia magna @ M- 90-84-1 q
& O 56 | KEX 824104
KN L o & (1996
Invertebrate, acute 4 59535 @
CGA 321113 Daplmia magna @ ECso @@}”&‘%g D y%-mﬁz%wﬁ@-l
Sl 2 <A &7 | KCA8241/05
v, O & o 0 2© (1897)
Invertebrate, 1% v @ N < @
CGA 373466 Dephnia mas @}F&o > >l©@§mg&@.m & o
S
. N S (1998)
Invertbyate, acute SIS G 598 14
& X ¢ KR . S A 8.2.4.1/08
v o (1998)
O & e S N L9
¢invertébrate, acnte Y| N D| G529 14
NOA 413163 N Daphnia magna @&ECSOQ“ @(n@@ & | M-033975-01-1
K o R .© & O | KCA82.4.1/09
S o & & o & I (55 |
@ & Inverfebrate, dcute @ 649236
CGAI()”%@ \© Daphnia m%”gna\\ \@&S@ 2.7 megllin./L M-032096-01-1
@@ x§ 5 & Y\@: S 5 N KCA 8.2.4.1/07
~ .9 Y © @
5 T Vo a8 o &
N Lo R @
S ¢ & & < S
Additiéhal acute ses o%@D%hnia «@%?gna\@ave been sperformed for several metabolites of
trifloxystrobin are stibmi wi@% t}ygﬂ Su, m%a Dossier for renewal of approval of
trifloxystrobin. SGidy @ma are@%en, betow. IS
o O & .9 o .9 @
QOO S O
Y S K 9 O
= S PSR
2 @ & o
@’ N R S
Q NN
> N S & &
> ® o Q
@° & @ &
NCY N
@ < Q & ©@
&Y
% § SN
A Y
Q@ £ <
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Table 8.2.4.1- 2: Additional studies for acute toxicity to Daphnia magna
Test substance Test species Endpoint Reference D
g
& ﬁ
(2012)
CGA 357262 frvertebrate, acute ECo 3.6 mgpm/L @ |EBTFLOI
aphnia magna
% M-43 -01 )
- Ry 2.4,1
= ”
Invertebrate, acute Q 12) §
CGA 357276 rate, diCo 051 @@p.m L JEBTERI s
Daphnia magna q @
RN Q o S Mg33856(@ o
A @’ QKA 824,117 @
. BN @ (2012)
Invertebrate, acute &) VD = QEBTFX201
NOA 409480 Daphnia magna %@CSO& 2-2§§$ﬂg p © 2300041 I
o9 R o |k /18 @)
NN YRS (201
2-Hydroxymethyl- Inveﬁebr@acuti\ V\%C \&9 9@@ @ EBTEX197 ©
benzonitrile Daphnigy agr%% & ;\;@ N3 gp S § 230
S N O & A 8.24°1/19
a . Hydroxymethylbenzonltrlle is p%sent@m a égﬁm equ r1un&%)s/ith @em@%aﬂ-l(m)—imine, for
further details please refer to thestt dy r@gort((l\)/l -442 & &@Q % @@ é
N N
% @@@§@&@’%§@@
N
Metabolite CGA 357@ @ & Q 6@ . § & e . §
IS L <o 9O & O
@ NS @) &
Report: §% 4. 1,! (20
Title: cu \OXICIty&@f B@é BJ3949® (tec@\to the@ateap@ magna in a static laboratory
N
tes tem@ Q q& @ @ X @
Report No: E@fFLo*ﬁ& o & B S 9
DocumentNo: ~ M-43 § o Q@ \@’
Guidelifes @gGuld@ng 2022004, | O %L O
@EPA&%SUC Asse@nent%ﬁdelmgs Subd@smnE § 72-2 (1982)
C R gulat1 04@008 fiethod €2 (2 098)
PP me 8 @Ol() dlﬁe@(l99§
@ g F lé@ﬁousa& 8\ (200\
Deviations: None & Q @
GLP: @ Yes (@rtlﬁeorat@ R
N
N & Q
Objéctive: ST NN
1geav M ST /S

The study was @erforme@g t%g%tect@osmb@ cffects of the test item on mobility of Daphnia magna

caused by § houx% ofgﬁyos %m@a static laboratory test system, expressed as ECso for
N
immobilis %, % Q
o & & S
Mate ﬁsa@n @l §

Te em.@gé?S—B@”%@(CGA 357262), batch SES 10487-2-1, (BCS-batch code: AE 1344146-01-
01) p@ 99.4% w/w (TOX 09326-00).
Daphnid magna (1% instars <24 h old, 6 x 5 animals per concentration) were exposed in a static test

system for 48 hours to nominal concentrations of 0, 0.625, 1.25, 2.50, 5.00 and 10.00 mg pure
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metabolite/L (corresponding to mean-measured concentrations of 0.577, 1.37, 2.24, 3.99 and 6.27mg
pure metabolite / L) and a solvent control without feeding. . @m @6
The content of BCS-BJ39463 in exposure media was measured for Veriﬁ%tion of the item@j
concentrations at start and end of the exposure period. S & IS
After 24 and 48 hours, the behaviour of the water fleas was visually evaluated by co {0 1ng@b11
daphnids, defined as animals with swimming moveme@s within ap .15 secf@r ger@&
agitation of the test vessel. Additionally, all visible featiiges of the tes{pm in water @ We®s pos @
signs on sublethal affected daphnids had to be record@

Adequate sensitivity of the used test-organisms verified b@lﬂl%})@lﬁt%&@sm% % ap@opr@@
aqueous solutions of the reference-substance po@um dlchro%ate @)

\° %
@Q R é*’\ %@J @@ AN
Dates of experimental work: Oct o@r 1?%1 1 @T ebrapty O&@OU@’ & % .

<
Results: @}% o\\\ @}\ 4, &6 &%
Analytical findings: R SRS R .
The actually dissolved and analy@ally de@érmmed am (?)O}\fnts BCS<BJ 394@ in freshby prepared
test solutions at test initiation rgnged ke Q%{Vee& 60/@and @A) (@ean &%)@t e.aspired nominal
test concentrations. N & &@ & O
The corresponding concet@atlonéf the@ed tegt solut@ﬁs at the engof ths? 8 howrs exposure period
ranged between 39.7% aid 92,0% (mez% 65@) o@oml o $ Q\%
No contaminations o %@ @g@ere d@e @n samp %%m unfreatedwater control.
Due to the limit soglhty %@J 39463 te@ ) u@ler tes@cond%ions the measured test

concentrations & of {he 48 i%ur&%xposuge 1nt@l p@alll below 80% of nominal.
Therefore all ¢ oﬁe&@sult@were @ed oﬁnea@eas%ed congentratl
@ e & o @
) % D @ k)
& (S &

Biologicad findings: v

No imfhobilities or, o@%r cf@ts on hQsmur o@Qurrea\dn tl@@lntreated control within 48 hours of
exposure. Q\’ éﬁ \ % é% )

% @ > - $ &
Toxicity of @BB@S to#phm&%ag&@ g

S &
()

e

Nomipal test Mean m@gﬂre@ ixpo@d Immobilised daphnids

concgiitration  |.téS® conc@ntratiorr | daphhids 24 h. 48 h.
(mg p.m./L) @\ (mgp.m./E)., | E100%)F n % n %
_ Control Lontrel. R 308 o0 0.0 0 0.0
Solvent control ) SoTvenlg\c\\O)jntrol@ 30 0 0.0 0 0.0
0.625 & 205780 N | %0 0 0.0 0 0.0
125 & U3y @ 30 1 3.3 0 0.0
2508 &7 224 S S 30 2 6.7 12 [40.0
500 2 3.990 30 2 6.7 20  |66.7
1000 O &) 627 30 5 16.7 17 [56.7

p- @pure@%tabol‘{@’

*) MF@@> mL/L dimethﬁormamide)
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Conclusions:

s
Based on mean-measured concentrations of BCS-BJ39463 (tech.), the following ECso Valg§yfo§
immobilisation after 24 and 48 hours of static exposure were assessed: S @ S

& NS

§\
Statistical results of probit analysis conducted for determination of ECso Vallf%: © & %
ary v S ° Yy

ECso lowr 95%cl @ upper 9% cl @Q @

Probit analysis for data mg pure metabolite / L | mg pure metabolite mg pure ni@tabolitdy L é\ﬁ é

obtained after

(mean measured) an measured) (mea@%ﬁeasu@i) D @Q}

24 hours 13.1 S nd RO b & nde S
48 hours 3.6 2.9, &

n.d.: not determined due to mathematical reasons & @@° & Y

Metabolite CGA 357276

Q S

& S S S

Report: KCA 8.2.4.44#7; ﬁ 2 ?§ @b S

Title: Acute toxicity of BCS-AB 5 (tech.) to the wategtlea Dap#inia gggna in a'static laboratory
BCS-ABSS Jech) tofhe wateg @ ggna in

test syste Q N) § @ '

Report No: EBTFX: © & >
Document No: M-433856-0 © ©§ 6@ o\©© é N o §
Guidelines: OE& Guidgtine 282 (20 S

L0 % Q

N
? EPA Pestici ssement G%deli , Subdiyision E,"§ 7@92%1982)
C RégulatignNo 4462008:Method &2 (2@) @K ©

Q
IS o F 12®ousanMo. 14, (2000)° &

74

GOPPES Guidéline 850.1010 podifictl (1996) § .
Deviations: S O @
eviations: @ € (z’@ % b\ @ R
GLP: Yes (c@giﬁec%bora@ o Q@ N
A @ .S & O 0
Objective: < O & O RN

N SRS
The study was ]ﬁorm%l, to @ect fggssibkgf@’ffects of t&@est item on mobility of Daphnia magna
caused by 4@, houryof @05}1@ in @\stati® abofatory test system, expressed as ECsy for
N .

immobilisation. < 3O S Q o S
@ © QQ & O@@ O
Materials and met@ls: Q @ & \@

TesN\z'tO\]em: BCS—A]%%% CG 5727@@me§olite of trifloxystrobin), origin batch no.: BCOO 6204-
3-3 (BCS-batchggdde: BCS-AB39 U-QB), purity: 97.8% w/w (AZ 16891).

Daphnia m &a (Q%fgta 24 Kwld, @x 5 animals per concentration) were exposed in a static test
system fo& 8 rs t@nongaal coheentrations of 0, 0.10, 0.17, 0.31, 0.56 and 1.00 mg pure
metabL @ﬁes§§?ﬁn§® mean-measured concentrations of 0, 99.8, 172, 304, 520 and 954 ng
pure @%’tab(&y@/ Lywithout feeding.

Tl@%on&é@ of B S-A$9835 in exposure media was measured for verification of the test item
conce 1ons at start and end of the exposure period.

After 24 and 48 hours, the behaviour of the water fleas was visually evaluated by counting mobile
daphnids, defined as animals with swimming movements within approx. 15 seconds after gentle
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agitation of the test vessel. Additionally, all visible features of the test item in water as well as possjble S
signs on sublethal affected daphnids had to be recorded. @ S

Adequate sensitivity of the used test-organisms was verified by mmultaneouﬁes‘ung of a@pnatg@j

aqueous solutions of the reference-substance potassium dichromate. @JQ & 'S
$ & o
Dates of experimental work: October 03, 201 February 18,2012 RN Yy
Gromwgt &S & e
§ @& &8

Results: @} S é\g | @Q}

S) R o & A &
Analvtical findings: Q'?(@ @ QR © (f’@ @
The actually dissolved and analytically deter@med @bunts@ \ @35 Al 3@%276?&

freshly prepared test solutions at test initiatiSa rar;%& be@%en @% @ 110% (mean: 107%) of

S

aspired nominal test concentrations. o

@
The corresponding concentrations of tl@\aged %st so@ions Qt@\e of %&e 48 rs ezzgposur@ﬁ&riod
ranged between 78% and 96% (mea@@f&%{&f no@i @ é\g § @ S
No contaminations of BCS- AB3%§5 (C@ 35’7%76)@%6 d cted@@ sa s fr§ﬁnﬁg@%}ted water

control. @, @ & ©© @@
Since the measured content $BC§%B3%§5 (C(@ 353&276) i@dne @st solu@ fébelow 80% of
nominal at the end of th@g 8 %urs e@osur@&mter\@t all %po results wegs based on mean

measured concentrationss, N © @& @@% ®o $ §
24\9 @ @ @ 6 N @ (ix "\
SEERUINS S s O &
Biological findings@ NS Q@ NN
No 1mmob111tles§ th\@%ffegg%n Behavieur occﬁ@ed g% 1@$ a@ontrol within 48 hours of
AN
exposure. @ @ o é& K@j g@o\g& S § ”\g
il 5
Toxicity {@g?cs-wwsgic% @Da nia agm,,-@@ \@’
Nominal test Meammeasu@d osedh| fmmoblllsed daphnids
concentration “Ptest conce 0n° ap@ Q) 24.h. 48 h.
(mgp.m/L) & | ygp. ) (100%) [ n % n %
Control @ | O Centrol @ S0P 0 @ 00 0 0.0
Solvent contrdl *) |~ Solfent contrdl [ 30 & @&y | 0.0 0 0.0
0.10 998y SFC 309 |9 0.0 0 0.0
0.4 .2 11D & o 0.0 0 0.0
0.31 Q304 N o030 F 0 0.0 5 16.7
0.56 820 R 30| 3 10.0 15 50.0
1.00 o 7954 o 30 26 86.7 30 100
p-m. = pure me@%lite N R
*) DMF (0.1@&@@ hylﬁam&) @
@& ©© §9 Q
< & ©
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Conclusions: .
Based on mean-measured concentrations of BCS-AB39835 (CGA 357276), the following ECs éﬂes
D
for immobilisation after 24 and 48 hours of static exposure were assessed: > @ &
3 & &

Statistical results of probit analysis conducted for determination of ECso Vall%: § Q\ &

Probit analysis for data
obtained after

0 A
ECso . 10@95 % cl Q@ upper 95% 91 @Q @
pg pure metabolite / L | pg purdimetabolite / Q Lg pure m@%oht %,

(mean measured) (mean measured)O (mean€asu

24 hours 718 D 42 o < R02 o @

48 hours 514 ) 409 8 Q64D .
° 7

Metabolite NOA 409480 S N $
NN S I

o & ) A
: v RS
Report: KCA 8.24.1/18; H e ¢ & .
Title: Acute toxicity of BSS-CR74871 (teeh.) %t e Wagﬂea Daphnia gna idyd staticJaboratory
AN

test system © 9
@:@

p—

Report No: EBTFX201 @ & @’

Document No: M-432300-8]1-1 &
Guidelines: OECD G ideline, &2 2 \ )

U.S. EP est1c1 Asségsme ideliges, Subdivisio ,§ (1
EEC Regulat No 0/200§J é@‘; & §®

Guiggpline 010, modi (19 6 Q C& N

@i g Nous@!o (ZO@@ %ﬁ @ S S
Deviations: @ %) SN @
e

GLP: s@ﬂlﬁed%bora‘z&ry) \\ & @@ §@ §
S S & &
Ob]ectlve @ * @’@ % @\@ ¢§ @© é}@
The st@as perforrﬁ@@\a t %tect@smble eff s of {19@ tes@%em on mobility of Daphnia magna
caused

y 48 homg of° mpo%e 1n$ staﬁgla?é)rator}@test system, expressed as ECso for
<

immobilisation. S @)
@ @ > IS @©

N S
Q O @ Q @
Materials ai@@metl@ds.béj \\ S

Test 1te@CS -CR74871 (N 094@%7 tf@oht%@% trifloxystrobin), origin batch no.: BCOO 6263-

@zf

3-4, (BCS-batch co 7 871-01 pu@y 98.7% w/w (AZ 17177 / TOX09206-00).
Da&fﬁna magna (I’%lnsta@%( 2,4\ Wold S@mals per concentration) were exposed in a static test

system for 48 hours to@lor&ig%l C@centrﬁans of 0, 0.625, 1.25, 2.50, 5.00 and 10.00 mg pure
metabolite/L {Qorreg%ondl 0 I@c%n meglred concentrations of 0.660, 1.33, 2.41, 3.90, 6.83 mg
pure metab@e/ @Wlt fe%\lﬁmg @
The con‘@t 0 @. S- @748@ in exposure media was measured for verification of the test item
concentf tlo@t stardand éhd of the exposure period.

@24 @48 Hours, behaviour of the water fleas was visually evaluated by counting mobile
daphni Qleﬁned as animals with swimming movements within approx. 15 seconds after gentle
agltatlg’%f the test vessel. Additionally, all visible features of the test item in water as well as possible

signs on sublethal affected daphnids had to be recorded.
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Adequate sensitivity of the used test-organisms was verified by simultaneous testing of approg@ate S
. N
N
S & o
Dates of experimental work: October 10, 2011 to March 05, ZOIZ@JQ & @
3 S & o
Results: @ &% \v;\ R é%
) N @ @
X Y 5 » & &
d

aqueous solutions of the reference-substance potassium dichromate.

Analytical findings: < @Q @
The accompanying chemical analysis of BCS—@%H (N 09480) i @eshly% t@%
solutions revealed measured concentrations bet 08% and\99% I@H 1@% @mm@f @§
The corresponding concentrations in the aged@{st sol(%[bons @16 Q@P of th@48 h&s ea@%sure@ﬁrlod
ranged between 106% and 37% (mean: 91%)f nonféhal. S

Ry @ @
No contaminations of BCS-CR74871 (N@@409@0) & deté@ed %1 sams fror@unt@%d @ter
control. \ \ @ w
Due to the limited solubility of BCS&WQ&I (N 40@0) un@;r tes@bnd@n § meastted test
concentrations at the end of the 48 houfs expesure ifiterva artla@ fel %Eelov% % o@nomlnal
Therefore all reported results wer@mse@@on r%j@@n m@lred@nce&@tww < \

Q

Biological findings: & & @ @& Q 5 @ @2

No immobilities or othe&@ffects@n b@bavu§occ1{red 1@«1&6 ungeated@ont@awnhm 48 hours of

exposure. © O . N O

& & & § é@ & @
@

Toxicity of BCS- ﬁg§ 871@%01&@%80)@ Daplnia ft\%@m & @x @
Nominal t ean@easur@ x%%se o @mm@sed daphnids
concentratﬁ @thc‘ﬁncent tion daph @24hU N 48 h.
(mg p.IL) {(mg pmJl) 110 Y o % n | %

@ntrol > Catgrol | 30 ®\ 0« 0.00 0 0.0

Solvent control *) N, Solyént conmgl RN L0 | o® 0 0.0

0.625 S 0660 o N 309 ©0 L 0.0 0 | 00
1.25 © @33@ @o\, 30 e 4 133 4 133
250 @ |[O24qy” . So . P 6% 200 16 |53.3
500 Y T 3% N 309 ©® [633 27 [ 90.0
10.00=) 6.83 S aF 302 |98 [933 30 | 100
p@/ metabolitesy R >N

*) DI\Q: (0.1 mL/L dﬁ@thylf@gnam@) @§ \©

@ N Q @
(AN Q
e . @ & Q
NN o
@ < QO & ©@
@ o O
S Q
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Conclusions: o
Based on mean-measured concentrations of BCS-CR74871 (NOA409480), the following EC5<)\§16§@§
for immobilisation after 24 and 48 hours of static exposure were assessed: S @ S
& N
N
Statistical results of probit analysis conducted for determination of ECso Vahf% R § § 9
Vany AN i Q>
0,
Probit analysis for data ECso . o 9% C.l @ upper @% cl \ y\g@ x@
. mg pure metabolite / L | mg pure metabolite mg pure nitaboli O
obtained after @
(mean measured) an measured) (me easui@i) D @Q}
24 hours 3.20 S 274 R K374 S
48 hours 2.25 1. 97\ @f 256 9 @@
SRS

¢ R
Qo o @ Q
B A S
O @ & SS
Metabolites 2-Hvdroxvmethvlbenzuﬁ’tnle«ﬁZ Bauzofgu,ka,n 1(3\19-1m\jjte (tas@omerfc mixtitre)

\@ § @$ § ‘ff’)
Report: KCA 8.2.4.1/1” § © © @ ~
Title: Acute toxici BCOS%RMZ +B K@%Z te@ to th@vate ga Dhma magna in a

static laboratory test s stem@ S % N
Report No: EBTFX197 & @ @ N
Document No: M-442300201-] § v, QO @y\a
Guidelines: OECD Guideling 20 2004) ) @ v %

U. A P c1de:@ssessmentG ine §Subdw(@o E 8§ 72-2784982)

Regulation No'440/2608, Method C:2(2008) S
Sémde} g@o&ﬁ% 1ﬁeg1‘(@96) & @
\\ 12 Néusany\o 814 ]%)00)& §@ @

Deviations: Q No S @

GLP: @ Y@’(Certfﬁﬁd la%rator}% \@ @@ S) y\?@
7 N & © N

ot &5 € T L

The study was pe&@\ned&}o de@t po\@ble eﬁécts %f the ﬁést item on mobility of Daphnia magna
caused by 48 &purs ex@ure i a sgfatic la@or%@/ test system, expressed as ECso for

@&
immobilisatiom KRS <©
@1@ ©© < @

Materi d methods; Q @ %

Test 3{Eem BCS- A@HN B(%Q}CRZ&@Q {%Qlydroxymethylbenzomtrlle + 2-Benzofuran-1(3H)-
imifve, metabohtes of t oxy@ﬁobm) ergl§atch no.: BCOO 6206-4-2 (BCS-Batch code: BCS-
AR14212-01- 0@ content 3 %%\@W C3AR14212, 63.8% w/w BCS-CR34532 (AZ16949).
Daphnia m@a (1\ sta 24 hrold, x> animals per concentration) were exposed in a static test

system for, 48 @nom@al cottdentrations of 2. 50, 5.00, 10.00, 20.00 and 40.00 mg pure
metabolgte s/L rres ondi mean-measured concentrations of 0.832, 1.66, 3.33, 6.65 and 13.3 mg
BCS@RM (§v hotit.feeding. A water and solvent control group were run in parallel.

Tl@ est aut&§erlc mixture of BCS-AR14212 (2-(hydroxymethyl)benzonitrile) and BCS-

CR34@ (2- benzofuran-1(3H)-1m1ne), and each tautomer can be formed from the other in aqueous
solution with an equilibrium ratio of ca. 1:2. Therefore analysis was performed for 2-
(hydroxymethyl)benzonitrile and results are expressed as initial measured concentrations of the whole
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mixture (assuming a ratio of 1:2). o
The content of BCS-AR14212 + BCS-CR34532 in exposure media was measured for Veriﬁcqat‘ﬁ of@©
the test item concentrations at start and end of the exposure period. @®\ v
After 24 and 48 hours, the behaviour of the water fleas was visually evalyated by countigg m
daphnids, defined as animals with swimming movements within approx. 15 seconfter@ntl
agitation of the test vessel. Additionally, all visible featur@of the test itgiag in water ai%ell a&%&ssi@@
signs on sublethal affected daphnids had to be recorded.~ @ < Q\ t0\9@ &@
Adequate sensitivity of the used test-organisms wasqyerified by s@%ltaneous E@@%Dng @app ia%©
© v @

aqueous solutions of the reference-substance potassiim dichroma o

Qo7® Q} “ @@) @ \& 2 @@}

o w0
Dates of experimental work: Octo(l%gr 04, 1°1 tgoq\g@pril &f& 20 %}7@ ©© " LY
W O &y U & o
3 .9 R & O & g
Results: <\9 \\ N > &% \@ N §
IR NS SV S

Analytical findings: Q &S Q %G Q)

The accompanying chemical anal 95 oféﬁ§CS-M§42l% in @ﬂy@pa@@tes‘[ﬁuﬁ%@ revealed

measured concentrations between 93% @nd 97% (meair 95%)pf n%@nal Q @Q S

The corresponding concentrations in«the aged test Sétutions at t}@ d of the 4 ouré&posure period,

based on analytics for 2-(hy§i‘oxymﬂhy§ﬁnzorile apd expréssedsas the ?@ixm% (assuming a ratio

of 1:2, as above), rang%@etwee 8% @nd 2 §Jb (mean: 152¢) of mina@ec of the continuous

equilibration between@e twoctautonagric co@pom@ in ot&@test aund al o%ﬁrip@nalysis, the endpoints

are based on initial asure@vah@, an@reﬂe%%e t@kicity of the @toméﬁ\c mixture including any

further degradati rod@ts the\{ay %&e f%medod@ng t@@%est. & @

No contaminatéﬁs 0@CS-A&1421@ wer@etect@} n sa§p1m the untreated water and solvent
O O « & O

control. @ @ %, .9 IS @
BiologicAlfindings: o’ & & S S o
No immobilities er @%cts on be@oug@ecurx&d in thi¢ untreated untreated water and solvent
control within 4% urs %f exp@are. 5w S
O AN S S
o O ¢ .09 o O @
Toxicity of B&-ARI@ZIZ@@I&% m : @\ @
Q > &' @
No il test _ ifijtial @ureu@ E)@@Sed Y Immobilised daphnids
concentration @st concenitration | daphnids{ 24 h. 48 h.
(fng p.m./L) mgpm/A)  [{Z100%)y] % n %
Control ‘OContbol |~ 39 0 0.0 0 0.0
Solvent contrpf®) [, Solvemprontral>” | QB0 0 0.0 0 0.0
250 28 Y g, 30 0 0.0 0 0.0
50 A @pe & D 30 0 0.0 2 6.67
W @ 6907 30 5 16.5 12 40.0
220.0 & 1 19% 30 27 90.0 29 96.7
4000  op 476 30 30 100 30 100

p.l{ﬁ@ = pun@\%etabolite
) DM@J mL/L dimethylformamide)
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Conclusions:

Based on initial measured test concentrations, the following ECso values for immobilisation ng 24}§
and 48 hours of static exposure were assessed: S @

S O
© S8
. , , - SIS
Statistical results of probit analysis conducted for determination of ECso Vallf%: © &
Ch v S ° &
0,
Probit analysis for data ECso . o 9% C.l @ upper ocl \ y\g@ @
obtained after mg pure metabolite / L | mg pure metabolite mg pure nitaboli @ O
(mean measured) an measured) (mea@?\%ﬁeasm@i) D S
24 hours 12.95 S 11400 RO E-e @
48 hours 9.90 8.48 N éﬁ
U@J C(@
Q @ %
Sl 5 5 S
o O & ©
v @ R

Results from literature review

Report: KIIA 8.2.4. 1@ HS

Title: Acute Tox1ci@ of p@jaclost@bm an@tnﬂo
Source: Environm@tal Téxicolog§ind Q§mls
DOI No: 10.10026ic. 2228
Document No: M- 462 5- O§ .
Guidelines: Non o @
GLP:
Classification: supp@mnt@nform@mn @ SA ?imlrnal @Pl 9%2092&\

@ @ MK @
EXECUTIVE %M\@ O N $ &

K @, AN v

To 1nvest1%a§ fu@@lcldé&i@om%y, l%%elle?ztec@%mpl@odkvas exposed to the fungicide
formulatren; Stratego, #nd itg<activ redi OXY. in @'ater-only exposures resulted in a
lethal &ﬁentratlon 2 u Bwvaluesfor @fom@atloﬁ%Thes\@alues were below concentrations that
could occur follo spray drl’ﬁ'ver@ e@bedtgﬁ @iand watlands. When fungicides were added to
overlying water § @;nt— ocosms toxicity \@ reduced by 160% for Stratego, compared
with water-onfy exp@ @sed o@the @tal arfiount o@funglmde added to the systems. In addition,
when fun \{?e was addi %@Fmen@mor@ thedltlon of water, the reduction in toxicity was
even gr@, with no@mm@)ccu@ g ahenvirdamentally relevant levels. Differences in toxicity
among osure mplame& y, d@lpatlon from water as toxicity values based on
mea&%red water cfﬁefcent %ns’\ re n. hin \»‘ between all systems. The present study reinforces
previous studl@ethat Strateg@@s tc@c to&gontarget aquatic organisms. However, the presence of
sediment 1§§Iy to%ﬁlel e& to@gc of fungicide formulations, especially if spraying occurs

prior to W& dinyndatigpr. &, Q
O

1. Tes@terlal

Test item:  Stratego
Active substance(s): trifloxystrobin
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Chemical state and description:
Source of test item:
Batch number:
Purity:

2. Test solutions
Vehicle/solvent:

3. Test organism
Species:

Common name:
Source of test species:

4. Culture conditions of test organism(s)

Culture medium:

Food and feeding regime:

Acclimatisation prior to testi
Observations during acclimatisa i6a:
Other specifications of test orgafsm:

@ & sele

K
B. Study design and m%@)ds

A 1. Test Drocedui§ é\g &§ 9
@)
@© 1@@1

Test s m

(%

&@rephce@:s

\

A & @

Q\ & Feeding;
@@Q %
N

Fre%lency of test 1t@ app@atlo

& Te
N

&
B

ratlo

End
Y
N

& yoﬁ:ﬂ}JSl@nd T @mm (¢

9

@rgam@ms
solytiéh of g

@ @M @’ fo&Kﬂ

Q < 6@1 reﬂ@gval % °\

Ql/a @é

kY

n/a o
Sigma-Aldrich @ @6
n/a @ @
99.5% @6 &@ @
@ - N
acetone K
@\9% °\© o\@ y\a@
Hyalella azt @ N & @
yalella azteca v < S s o
waterflea @Q y\g@ QQ L O
Oklahoma@ke Universit@ . &© @© é&
& > & < \é % @&
R
Cul @%kep i? a ﬂ&%’thrc&%&@ sy%@@ w1th\iech1$f ated
water and&garse @y)d su@ate < °
amsm@’we d a_co ae waders

%on of Hikari trg?lcal
ra}{ fo Verxo\ﬁtherd

O
& @ @ @ @ @

o\ %
Juvenj He am ods @re h@ aza co %ed i?ﬁ testing by
Sq& and 500-mm

n/aﬁ%

nﬁj@?du@ ted Ggtwe

s%nless st@i sievks @
N Q S @ . <) &

@ @ S
E S
Wdter-onl&oxici ests o @
Q C& \
S &

cécenu%l ()2, 150WL, 74@@,37 D8 ok and%@L
C&trol‘@ y@% &
‘Rour re@cate

N Test co&g@w @hgh@cycle @as

§

degpt alé'6 8 light:dark, and water-quality
measurem&iits W tak% every 24 h for the duration of the
TIERLS.
fed d%aly by adding 1.0 mL of 1800 mg/L stock

und @tramln fish food into each experimental unit

e
1@“

SOsK 0

§ S istics:QIBM@S Statistics Data Editor

A 2. Measuremgnts during the test @ S
@gwater/i%dluﬁranmrs @zissolved oxygen concentrations ranged from 3.2 mg/L to 9.0
0, + [e]
@& é’ @@ §9 @7 g/tlz) 7te5mperature averaged 23°C (+/- 1°C), and pH ranged from
A3. lin@ S
§ @ 5§amp ﬁ% frequency: n/a
Q Q@Fransport/sto ge of samples: n/a

B 1. Test procedure

Microcosm toxicity tests
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Test system:

Test concentration(s):
Control(s):

Number of replicates:
Test conditions:

Microcosm exposures were conducted in glass jars containing

800 mL dechlorinated water and 100 g of sediment. @ ©©

293 pg/L, 103 pg/L, 39 pg/L, 14 ng/Land 6 ng/L @ g
es § @ S

y QS & IS

Six replicates g N

Light cycle was kept at 16:8 %ht dark, an@wate@ah%@

measurements w@ taken everﬁ%ﬁ h for th&?lurat of the

experiments. \ @ @
re fed daily b leng 1.0 %Qf 18

Feeding: Organisms w g/@ock
solution of ggpund Tetramjf 1sh food 1nto.ch experimefal un@
for all ;2}\ ents ©° @ @ &

Medium renewal: n/a Q) @ Q\@ @ \ % @@
Frequency of test item application: n/a & ZXES A VT ISR RS
) SR SIS
Test duration: (@) AR & %
: %% @ R & © @f @&
Endpoints: L Oso; LQm % )
Statistics g, \IBM- @SS St 1c§ ta Ed@r W;\ éﬁ %, ©§
B 2. Measurements during the test ©Q N é\” Q\ é\ﬂ §) @ § %
Water/medium paran@@rs: Bissolved oxygett co@sntrati S ra frafy”3.2 agg/L to 9.0
&mg/LGemp re a@ygec&@oc &@ 1°C){and phranged from
@ 721015 g @ Q S &
B 3. Sampling v % & @ & N &
Samplifg freqéency: @/a L Q 9
@) § & N RN
Transport/storﬁe ofq%mpl% n/a© 6@ § “ R §
& @ MRS
C 1. Test procedure@ ©& @ @[lcmcosm fo@czd e te& @
@© Te&syst \ @
@© Tonc@tratlo@ : Q&{ er cer&) ion § 3 ug/L (assuming full water
@ Y & incorpgratio roa @edl concentration of 2300 pg/kg
o\@ R R %(asm% ng complsog@’n to the sediment)
&@ ntrol@ yes, S ®,
bei@frepli@@tes {9 1cat@§ %
%Test tloq& 7 d%@’ &) S
©Q dpm@@" nfa, @ @
Q@ (@) @Q Statl‘si;lcs %@4 SF’% Stat&tlcs Data Editor
RV K
4. Chet@l analvs1s Q @ @ \%
1de@e/pr@e @‘a \©
N ~ @mhod QGC-Ms
@re- treatment njas
@ %% ndu&ion: /a
@& é\a @@ ere§ itemQn/a
S §y ®ccovery: n/a
Y O~ @.1mkt§ detection: n/a
S @
N 2 it (@uannﬁcatlon n/a
N
(Q
RES S

1. Validity criteria:

No validity criteria defined.
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2. Analytical findings: . @ @6
@ g
. . . @
Measured water concentrations for trifloxystrobin were 122% (+/- 28%), 7@ (+/- 32%),%and L@%
(+/- 38%)), of targeted concentrations over the entire test. % @@ @@\ &
B : : @ < >N S
S m Trifloxystrobin c e cec @ g}g Q\ @ @
<100 1 @Stratego be 7 @Q y\g@ > é\” &
£ 801 = B . Vg & & 9«
: 1 E ISR
= 60 | CAERNEE I \ NN
: N S
g o 1 R GRS
3 a R R e
2 20 % % . &6 R é\g X §
g aa L a 7 ?////// N %© LN @ SRS
0 . B & S @ 2
Control 9 18 ®\ S @ @@ %o

Concentr@§(@@) 9 S @® &© @© o
Figure 1. Mean (+/- standard dedation)qercentage of n@talitﬁof Hy@%’a azteca for@ater@ly exposures for
Stratego or trifloxystrobin for'$ co&entrat& and a cor%pl. Pr&idedo@%ﬂalit@@s correspond to the 96-h

assessment, which represeng) the tfiepoi ig@le majority of toxi@@ hadaken, pfdce. Each treatment

consisted of 4 replicates (s 4). €ategorical lett&y represent staistical %fferen@es bepieen concentrations and
treatments (p < 0.05).  «g @% S) g@% o N o §
(AP ISP T -

< 2 & & RN

3. Biological findifies: & -0 O 07 & o
Exposure to S&&ego@muléﬁon and tri(%xysmﬁin reﬁlte

@D
1 LO@%S of 37 ug/L (p < 0.001);
however, the@was@@ significant @ffer&ace :bﬁgV%ee 2 ggatmends (p = 0.271; Figure 1). This is
supportegl\l@ overlappig%LC%%% 1@95%@% for@frat@ a@ﬂoxystrobin (Table 1).

'S & .S @y@@&@ Q

SUREA TR Q
§&©\@’%é&@
@@@@@%O&QQ
o N .U O .0 @
Q O © SN S D
¥ o K &2 ¢
S R
& L2 QYL
@% NG RN
A @g@\ Q&©
° SN
&@%%gf&@Q
§Y§©%©@
> O o
¢y ®
< SR
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Table 1. The median lethal concentration (LCso) and 10% lethal concentration (LCio) values for Hyalella&ca 6
comparing toxicity of Trifloxystrobin and formulation for water-only exposures with 95% conﬁdence@tewal@ﬁ

shown® @ A
Fungicide treatment | Concentrations based on total added to the | 96-h averagef@\b' water con%entrat‘@m

system (nominal) (measured) @ @ @

D)

LCso (ng/L) LCw (ug/l)  ¢p | LCso (ng/k)™ LQ%(ug/kL &

Trifloxystrobin 29.9 (21.0-43.8) 15.0 (6.7-21.34" | 24.7 (1}@37.9) 199 (5@7.8&@ &@
)

Stratego 25.8(22.7-29.3) 15.6 (12.2- 18@) 204(@\% 225 A T42@P3-168) O
“Because most of the toxicity occurred within 96 h, m%ured concent@lons ((%re baseg on ﬂg first 9@11 W&@
final mortality assessment was at 168 h. @

in sediment-water microcosms comparing fun% e fg%ulan@%ppl on t ater v sus ith &5%
confidence intervals shown?*

Table 2. The median lethal concentration (LC50) IO‘Vthalzgg)ncent{@tlon (@10) es for ﬁyalgla azteca

Fungicide treatment | Concentrations basgdxon tot\adde@&o the&@é6 h& avef&ge \@% w\gﬁoncen@lons
system (nommal),\Q QE% NS (m‘é&sured@ L

LCo(ugl) & |B8w0Gish) > [3CH () > Li%‘w(@@)

Stratego  water | 43.1 (36.0-51.8)  @13.8@9.1-1% §§(6.8Q@.2- @) £1.0 (1'%-7.0)
overspray & WY Q?) @@ 4\@ Q % @@ S

Stratego  sediment | 284 (168756)s,_ @4(15&1—56. &z.s(%\‘?sz.n@ éﬁ\’(l.s-&s)
N

*Mortality was assessed after lé%h, Headli

mortality to determine @aal C(@ntr% values. § %\ Q é& é\

Trifloxystrobin rapidly @mpa&@fromﬁle %ater foflowi @gmp cation. @f Stratego to the overlying
water within tléfn cr&osms rlﬂéxystro@a con&entr t10ns a s alkgreatment concentrations were
73% (+/- 11%Y of t@exp@g@ed based on‘full W@er i %por@on at@e initial time point (4 h) during
mlcrocosclg@)xwlty tests (Figuze 2). T co@entrat@yns c@mnu@'o decline throughout the test with
25% @@2%) remai@ 96 ©’and 13% §= 39{@)@2&}6@68 h (Figure 2). Only the highest
application of Str@go t(&}he s@qmen'@zvas @mﬁ@@ntly 1@6 toxic as compared to controls. No
statistical dlffer@s ingmorta we&%bse&% between adptrols and microcosms receiving sediment
treated Wlth%@ategoﬁ— 1.60) Wi@@?he @eep‘a@of tl@@nghest treatment concentration (p < 0.001;
Figure 3 @ D
gure 3) N D § %’Q 4, & @©
9 & @ @ . %

RN
%. @@ &@ater@vers@y
@" &As@nen@empray

overspray 9 Q (@? O 9
dline eate@micg&cosms did no%ﬁve significant enough

W
)/@

4
%

corporation (%

oézég

Percentage of full water

i

0O 20 40 60 80 100 120 140 160
Time (h)
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concentrations in sediment and water microcosm toxicity tests following the application of Stratego, t
overlying water or sediment. Water concentrations are expressed as percentage of full water incorparationgy
assuming complete water partitioning of the total amount of fungicide applied t@he system. @%K

exponential decay curves are fitted through the data to provide a visualization o%‘jh\w water coficentrag

Figure 2. Mean (+/- standard deviation) shown for water concentrations of trifloxystrobin across all 5 trea gent

varied during microcosm toxicity tests. Q> S
N
© @% N - &
v < ¢ S O
m Water overspray c (@Q @ @ é\” é

100 1 @ Sediment overspray

80

Percentage of mortality (%) U3

A
60 RN I
%@@ & & b@%/ S A oo
F & s T
20 - @} &6 & "\@ é\g X ©§
C < @ @ ©
ontrol 6 % @9 \ @ @ W\?
Concentratton (p@ ) % @ Q)
Figure 3. Mean (+/- standard @/mnm perc@tage mor@ $Hyal@z z@y sedlment water
microcosm exposures compaﬁ‘@ tox%lty ween 1me‘%xst and@ ateygv@apphca % Stratego at 5

addition. Formulations wer@pphe mj crocosms foll ddlttgp of H. azteca. Each

concentrations and a control. is\tﬁrrmﬂ%tmns \@rig ed to@emmeﬁt tre §§g mlcl@osm 24 h prior to water
teg

treatment consisted of 6§ephe§§:s (n = rs represent%tatlst differences between
concentrations and/or t@émen o\ @ Q& o
s @ @ & §’ e h
. @

RESULTS SU@%’M@’ S N O LY &

A A
Trifloxystrobi has«§ LC?;%of 24@&@ 7 ug /L%‘ld Stfategofias an LCso 9\17@4 2 ug/L based on 96-h average
water cu&g@ntratlons dhe L&sy of ateg&ased@(;n h a\@‘age water concentrations, water

oversp@was 16.3 u@ sed on sediment (&Spr SQ/L

& NN L
S > O
Comment by t 0t1 r @ ‘2”\9 %, & @@
The pubhcatlc@ls Wi @e t;:\, oW @er theStudy {not performed according to a Guideline and
is not used or ris s gé}eforg@,@he @ormatlon is classified as b) supplementary
mforma@(EFSA Jogglal 2@,9(2 92@ "
N SN \
% S @ @
N ?”\9 @ \ Q @)@,\****
@*

Report: & 2 4 ﬁ 1. . v Bl ;.. 1.-2009)

Title: @ Q To ty q&goybe st fungicides to freshwater algae and Daphnia magna.
Source: @& @Q Heptoxicelpgy, Volume 18, Issue 4, p. 440-446

DOI Ng:™ S DOI 07/310646-009-0298-1

Docugi ient N@@ %«[ -4§9634-01-1

&d@mes & n@

Classifi b) supplementary information (EFSA Journal 2011;9(2):2092)



E . Page 41 of 148
BA‘E’ER Bayer CropScience 2013-12-04

Document MCA: Section 8 Ecotoxicological studies
Trifloxystrobin

EXECUTIVE SUMMARY \@ @b
Soybeans are intensively grown over large swaths of land in the Midwestern B§S. Introductigppof the
pathogenic fungus responsible for Soybean Rust (Phakopsora pachyrhzz@gmll likely f‘esult o a
significant increase in the environmental load of strobilurin and conazolgyfungicides. @ tm@y ok,
trifloxystrobin was determined to the unicellular alg@Pseudokzrc@%nella sub&&pltata\and @
aquatic invertebrate, Daphnia magna. For Algae the endpoints weredetermined as3Cso h) = @20

ug/L and ICjo (72 h) = 5.7 w/L. For Daphnia the endpdint were det {Rined as: L%@ (48 JQ 7@g/[@§
LCio (48 h) =380 pg/L; LCso (96 h) =530 pg/L Cio (96 h) @90 @/L S

@

R . © & @}
: > D N S
% 9 @ %, SN
o @ N A @ S
MATERIAL AND METHODS % % @@ Q@ & @g @% %
A. Material % \ N D ) § N @
. NN @} & SIS §
1. Test material @ \ . O = Q Q
S Y S o &
Test ite@): tr‘iiﬂ,oxystr@m @ v S S @ ©
Active substaneg(s): n 6 ®\ @b Q) N
Chemical state and deS@lptloQ%@n/a I S @ & ©@ @Q AN
Source of{est itém; %uStand@ﬂ, Inc&%{lew VCH@CT, US@ é
Ba%%h num@er Q S T LD 2
. rlty Q/a § & o § @ 2o
Stor}ge canitio n/:a@ 6@ § “ R §
@Vaw@olubﬁs@y: B2 & D9 & S
2. Test solutions N 'S > N @

N @hlcl %o%ent% No %leent%@d @ @& Q
@urce solV & S Y
Conc@traﬂ@@ of V@Qg@e/solvent a . f@ @@ @) @

.9 Metho&of prepa Fition=\n/a \ @ &E}?
@Vidence of 1ff o s0lv ater:@ n/a § ©\
3. Test Organism(s) ° \ IS
) o
@@@ %Cle%\ Pseu@’ﬁzrchr@rwll@ubcaplmm

om nnagg@ G@%ﬁ algde

Q@ Seurce ost spegies: (€ 6(,@rolng\ 10 1@5] Supplies (Burlington, NC)
Dy

cws}Q\\? ap
@ @Com i namgy r flea®y,
Sotce of test sp&les Q atl@systems Inc. (Fort Collins, CO, USA)

.. @ \
4. Célture conditions 0f te@_gam@g Q

@° v &@ Psw@okirchneriella subcapitata
& %%Cult medin: sf%dard medium, as proposed by the United States
@ N @ nvironmental Protection Agency (USEPA) (2002)
X

©©Tem$ramre:© 25 +/- 1°C

& -
S ggoperlod: n/a
RN @ Ligfit intensity: 4000 lux

& @ Iy o

Q© & @ pH: n/a

N Oxygen saturation: n/a

@ Food and feeding regime: n/a

Acclimatisation prior to testing: n/a

Observations during acclimatisation: n/a
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Daphnia magna

Culture medium:  modified highhardness @ @6
COMBO medium (Baer and Goulden 1998) 0N 43
Temperature: 22 +/- 1°C @ @® @
Photoperiod:  16:8 light:dark cycle ¢§ SR
Light intensity: n/a % § @\ &
pH: n/a @ X N o\@ é\g
Oxygen saturation: n/a v @ g}ﬂ Q\ @ @
Food and feeding regime: n/a ©Q @ N) é\ﬁ é
Acclimatisation prior to testing: n/a @} S é\g Q ®© @Q}
Observations during acclimatisation: n/a Q) R @@f @ ©§ % @}
@ AN
L @S D LS S
B. Study design and methods & @@ w\g@ (*’ @x’ @Q > o
. O OO S oo
1. Test procedure @ @ Q IS © @7 @§
i%seud@%rchmlella s@camt@% . S R §
Test systeng 2 /ag @ ‘”\9\ o~ é\j Q)
yste S @
Test concentratio @ 4@80 «]%%?and@ ug&é@? § N §y 9
Conti@(s) Yes © S @ @ @@ @) °<\9
Number of re@icatest 4rer@éat s@j@ Q S @© &
Testgonditions: & @ & N &
¢ Fe@ing: ~wa L & 9
g ) § &, o) R <& @yo\?
Mﬁilum%newal n/a @ w Y @
Frequency of t@item ﬁhcat&? n/a @6 \ Q A S
@ est duggtion: \Q h N
@@ ©\© %%o1nts IC{\&nd I%qﬁnh @ (@entr&@n)
29 & %©Statlsés s{\1@@0 PR( BIT@ ©§ .
2 SN % @
N > Daphyia %gna
&@ @© T@j syste§? S ®) § ©\
@t corge ntra@a(s) Q0; 13@200,@3@0, 45 @Qm and 1000 pg/L
C@ﬁ'ol(s yes&? © @
x i W &
p 10@5 A@phc (0]
@ © "lrcon %ns in/ S
% d1n da;ly@@ @
@7 %edluﬁ%enewal ©\
s Frequency o&ﬁt 1%§pph(@aon @/a >
S est @‘atlon Q96 h@
&@% . dpoa@s I_Qo and LCyo
\% Statistics: @GRROC PROBIT
2. Measurkment ing 6 test &
N @ter/ edium @ameters: n/a
3. Sampling O é
Q é@ Sam@lg frequency: n/a
@ Transport/storage of samples: n/a
4. Chemical analysis
Guideline/protocol: n/a
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Method: n/a o
Pre-treatment of samples: n/a . @ @b
Conduction: n/a @ Q\ ©
Reference item: n/a @,@ &@ @g
Recovery: n/a Q> N
Limit of detection: n/a %% °\© . § y\g@
Limit of quantification: n/a VC@ Q@& @%}g @\\ @@ X @
o S &y
Q SEIRS)
RESULTS %@} & &é% RO &
1. Validity criteria: N @@9 Q & % @}
No validity criteria defined. « & @f@’ %\ %@J 6\ \% §
@ T & o O & o A ..
2. Biological findings: Q%%a @ Q Q @7 N
N N @
Algae were exposed for 72 hours to tr@%’xysﬁ@%m, e IC&Qfas c&ﬁﬂa@@to %120 t{tg/L’ te IC1o
was calculated to be 5.7 ug/L (Table ﬁﬁx é\g @\ @9 é\ﬁ & Q
TN N D %
Table 1: Summary of median (ICsand tenth pe@entlle@Cm) @bltl @ong@ﬁ'atioﬁs@?pg/l);\fﬁ
Pseudokirchneriella subcapitata dfser 72 @’ m Q ©© (N
Trifloxystrobin Er@ﬁmnt MRS ~ % @ & @)
1Cso N <O @% 1C.\§ Q;(\\ o P ©
%0 (80°90) &~ 57 (3.4-83) RS

95% confidence interv timage

NS
& @ § &9 o«
The median and nt1 e%morteﬂ%y r%@gs for g«%h e sur@ﬁ@erld fungicide are shown in
Table 2. The aft§8 h©was c%ulate be@O H% aft@ h tﬁ%ﬂLCso was 530 pg/L.

Table 2: Sl@mary of me@an (I»Q?) and¥enth @'centﬂe (LC1@lethal®0ncentrat10ns (ng/L) of Daphnia

Toxicity endpoints were caTcu@ bas% on @nalcent@on%Values ?i\fpar@esis correspond to the
" o

magna e€posed for 24, 48) 72 aitd’ < @
TrlﬂOX%Obln @%postm\\ﬁ)uragon @ o

4h & O M8hSy A %2 h 96 h
LCso &> 750Y700-849) % 749\\(%40 890) O 690 (610-810) 530 (470-610)
LCio 61R(5305660) ¢,° | 380 (300=340) > | 360 (290-420) 290 (230-330)
Toxicity endp@lts wee cal@%te &sed o nomijal cor%ntrations. Values in parenthesis correspond to the
95% conﬁd%lce interval of @h eséate '%"Q @@@ @

& R

RESULTS SUMM@Y A & "

SN
Daﬁhma @@ @\@ Q@ @Q\
LCso (48 h) = 7¢0rug/L & Q@ Q&
LCio (48 h) % g§%, § % @
LCso (96 lk %&/L RS
LCio (9%@) 2@§ug/L© S
@
entg? the 6§tﬁ" §
The p@atlon is well documented study without analytics and is not used for risk assessment.
There the information is classified as b) supplementary information (EFSA Journal
2011;9(2):2092).



E . Page 44 of 148
BA‘E’ER Bayer CropScience 2013-12-04

Document MCA: Section 8 Ecotoxicological studies

Trifloxystrobin
CA 8.2.4.2  Acute toxicity to an additional aquatic invertebrate species Ty
No acute studies on an additional aquatic invertebrate species are required since triﬂoxystrobi&gno}@@

an insecticide and does not show an insecticidal mode of action. However, fordinformation @ studies
already evaluated during the first EU review of trifloxystrobin, please refer t@@orrespondinésec}i\@ mn

the Baseline Dossier provided by Bayer CropScience and in the Monogr@ ) § § %@
TN

CA 8.2.5 Long-term and chronic toxicity to aquatic m@%ebrates y\g@ QQ § C&©&

CA 8.2.5.1 Reproductive and developm0x1c1ty to &ph@a m@cl?a & © &@

For information on studies already evaluated durit g the first @ rev‘re% of &@;ﬂox@%bn&%ﬁeas@%fer

to corresponding section in the Baselmeéosm@@pro ed bg B Crg@mence ar&y\\fn the

M h.
onograp % @ @ Q @7 @&
The following endpoint from a study e@%ateé\}unr@e f@EUQ % @AN%@/%%?/ZOO@MI)
is used in the risk assessment: Q K é\g @ @9 é\y @ @ S)
G N A o

Table 8.2.5.1- 1: Long-term t0x1c1t§Qo Dapfinia 16ggna @ose(@ trlll@mtr&@ ang@j@:me&bollte

Test substance Kestspecies 9 [ gy Y E%®omt S Reference

N & a o N . ctal
@ @ N (1997)
Trifloxystrobin @@”eﬂe@"te @%m&@ OEGy® 002764 asdl” | 1117-CG

Da%hnla égagna

SN
S ¥ o & Q| M-032097-01-1

G > & S o @\ SN KCA 8.2.5.1/01
& @ N S (1998)
: - . S Y
cGaniiigy O Invatebrate, chronid SNOES € gL 1117-CG
O o) Daphnagmf@, A Y S M-056619-01-1
Q S O Y v & & & @ KCA 8.2.5.1/02
2 2 A v Y o o
o\ Lo R
& F§ s T8

<
CA 8.2.5.2 Re&@odu@ive @nd @evel@me&t toxﬁklty to an additional aquatic

iVertebrate ec1 S
jvertehrated o &
No chronic st@@dies ? a@? tlona@a ua@ mvﬁebrat@’spemes are required since trifloxystrobin is

not an 1ns<§t1©:1de an do@ot@@w a@sec?@@%al @e of action.
& 2 Q © @ ©\
CA &2 5.3 D@op@nt a& e@ge@e in Chironomus species

No acute studydn the ﬁ/el@ent@nd e@e@gence in Chironomus species was provided during the
evaluation ofthe ﬁr&‘%EU ew @@hls co npound. However, the chronic toxicity was addressed. For
informatiof\pleasg refe@ correspens 1ng section in the Baseline Dossier provided by Bayer
CropSci 1@1 theWlonqgrhph.

The fGingowm@ dp@;t fr@? a study evaluated during the first EU review (SANCO/4339/2000-Final)
15@ 1n Prisk @éess@nt

&


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032097-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-056619-01-1
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Table 8.2.5.3- 1: Long-term toxicity to Chironomus riparius exposed to trifloxystrobin and its meta{}u@é @6
Test substance Test species Endpoint Refi ce U]
i 98)S
. . Chironomid, chronic 983812 -
Trifloxystrobin Chironomus riparius NOEC 0.200 mg .sé.% ) % §3 ggggﬁ_l o
~ o KCA 82.53/0 %
' ' ' VM @ P (19&@ @
CGA 321113 Camonomid, chxonic NOEC  25@gpma s 7| %8 q
Chironomus riparius @ & Q 399@01-1 %
U =~ = & j&ea @2 . .3%@@
¢ L@ N @ D L S
LA A N S
. . O .Y & & T v o A
CA 8.2.5.4 Sediment dwelling org%nsms% @ Q & Q @7 @&
See point 8.2.5.1. No additional studies @re p@{}o "- (& x% O

@ N 'Q&©%\@§§§

K SERSEE RS
&©%o\©§\@§®§%®
) > & 0 . & :
9 9 S) o L
o = ¥ S @ O 0
N e @’&@Q@@é
D N S N
e O N O N
\ & s o v T Q
&@@©©Q©K )
S TS e §¢ .06
@& SIS @Q@ @
S QO NTN N o 9 N
©©©\&%@§©©§@§
DS 0 O &7 S
N S SR
& > @ %y
N @?@’@6©©@\@’
AS 8 KN 5 S §\@
§&©\@’%é&@
@ N .C & O @
ARG I <
& © Q@@@
<) S o L2
@’ Q@Q@@\
Q\%\&OQ
v %Q@Q@@
S ¥ & O
° SN
&@%“ﬁ&@Q
§Y§©%©@
> O o
s &
{x’ @@f\a


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-033988-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-033991-01-1
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CA 8.2.6

Effects on algal growth

The following endpoint from a study evaluated during th@rst EU rev1@w SANCO/4§§)9/ %@ Fi
N

is used in the risk assessment:

s

&

Table 8.2.8- 1: Toxicity to algal species exposed to tri@%ystrobin an@ts n&tabolitzg©

Test substance Test species R ~Endpoifis” R
o | RIS @ D
. . Algae, growth inhibitiey | @ bcsggﬁ 00053 mga.s /B
Trifloxystrobin Desmodesmus subspicatus @a Er$ 016 1@ s, /LJ@’
XN \ S & N A
L 5
@ R NS
Algae, growtlblﬁgn %o EvC 4 mg JL
CGA 357261 Desmodesm{@ubs@ms E§ \@.0 %SL%/@
S U KCR\8 26. 1/03
9 X4 S S <
Algae owj;h"ﬁﬂhlbltl(@’ @g@ @(D S /§© (1996)
CGA 321113 Psewdokirchn erle@ EyCsg @ OO%g p.m. 3570
%Su itat o G > 10QmgpamyL | M-032651-01-1
o B k§ L AR @f@ KCA 8.2.6.1/04
S 1997)
Showoiniv Q) N I (95 |
CGA 373466 v Alg owt®@inhibifidn 6 EHQS@ S 10@{11{; p @ 649372
< Des des@ Su@catuQ g@m > 10Qmg pfa./L M-032653-01-1
@ & Q¢ g @ KCA 8.2.6.1/05
5 R A2ERS | D)
©) S Algae&gmv@ 1nh1t}%0 & EiCso 100 %g pm/L G508 17
NOA 41351 l@udokz@hne/%ﬁg i
v s@ja itaa 0 ©>100mgpm/L | M-033979-01-1
2 %@%\ b\ Q@ o @ KCA 8.2.6.1 /07
N | RS
N@% 413163 /| Ai%ﬁig:;hne ton, © EuClo ©> 100 mg p.m./L G529 17
OV S ity | (ECxy = >100mgpm/L | M-033983-01-1
L © [ KCA 8.2.6.1/08
=4 D) [4 o
RS a S5 @Q (1997)
< A@% grbwth inhibition| Cs0 30.9 mg p.m./L 649258
CGA 16@70 mo(@?us S}i@ﬁlca@ rCSO 422 mg pm/L M-032659-01-1
@ » y? @ @\ S KCA 8.2.6.1/06
S N ©
> S PP

N
In order to C(@lplete e r s@ ass smen&@n algal species, additional studies are provided for
metabolites o&rlﬂm%gtro ﬁn tl%@uppl@lental Dossier.

< <
o & & &
N o

ST
S
& & T


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032098-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032109-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032651-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032653-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-033979-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-033983-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032659-01-1
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Table 8.2.8- 2: Additional studies on toxicity to algal species exposed to trifloxystrobin and its metabolite
Test substance Test species Endpoint Reference @ D
o | EPNED @
Algac, growth inhibition | p - " 6044 me s/ PM-060371- @@ @
Navicula pelliculosa
. E:Cso >1.0mgas/L  @y| 200976
(freshwater diatom) KCA 82@2 /0%
Trifloxystrobin %\5 é of a@2 00 D
Algae, growth inhibition EuCso ON 0.13 mg @L M- 531 &”
Anabaena flos-aquae E.Cso V > 0.13 mg @s. L § &
(blue-green bacterium) : : @ 9
AN < 203> o
\<j
Algae, growth inhibition R e @%ﬁon@ N
CGA 357262 Pseudokirchneriella QFE.Cso > @5 m&@n /L \4@ @Qj
subcapitata &° N % w,
@ @&J >
Algae, growth inhiblt%l Q%%’ @© Q S & :
CGA 357276 Pseudokzrchnerliﬂ@ A ErC&o\ >é,88 m@.m./l@ :
subcapitat N S
P c@ S8 é@ %& @ &9 n__:" Q=
Algae, growtl&%nblt@a BN R \@7 § N ERTI LO 013)
NOA 409480 Pseudokir&hneriglla 2 E:Cgyy @@88 i@pmé@® 246723%-01-1
sgl&@g«lpﬂf% @ @j@ R @Q . gﬁ%(}.&l/B
Ny S & - % (2012)
2-Hydroxymethyl- Alg%grow inhibifion @é& v Q\n N FLO008
e f dokirehnerelfa Er%so 3.2 mgpm. /5O
benzonitrile su&%g itata @ %, _441244-01-1
e ol &Y O & " 9KCAB26.1/14
2 2-Hydroxymethylbe nltrllé{@s nt igya ta erggqulhbﬁ%m \@ 2-Begnzofuran-1(3H)-imine, for
further details pleas fer @he s@@rep@/l 441 44 ) g @
AN N 3 @
Study summa#s ar@wen ®low O K@j &° ©© ©§ @
& @ SN S @ 4
@ W
o oreenalghe O
CA 8.2.6.1 Effe on wth f green algae \@
S
S O & @ LM N
) @ PRSI N
Metabolite CGK@3572§ X Y Q N
SR @
o O o . Q . O
o9 - S
Report: KCA 8@6 1/ 2012)@
Title: Pseya%brchi@lella sitbcapigau growth inhibition test with BCS-BJ30463 — limit test
Rep. No: 01 N @§ \©
Document No: 1\7?-&299 o QS
Guidelines: @QECD Guidetine 201@006) N
Deviations: & No R
GLP: {}s (Ce d l@}i?ratorg@

Ob]eet\z%s @ % @
_]CC of tl@s 72
cause @@Vﬂse effects on the growth of the green alga Pseudokirchneriella subcapitata.

ur growth inhibition test is, to verify the assumption that the test item will


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-060371-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-088531-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-429959-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-434282-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-467271-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-441244-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-441244-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-429959-01-1
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Materials and Methods: S
Test material: BCS - BJ39463 (CGA 357262, metabolite of trifloxystrobin), analysed. ﬁty <
99.4 % w/w was tested, specified by origin batch no.: SES 10487-2-1, certifjcate no.: A@IB @j
customer order no.: TOX09326-00 and LIMS no.: 1114276. @,Q A Y Q
Pseudokirchneriella subcapitata were exposed in a chronic multi-generation test for 7 ou@nde@@
static exposure conditions to the geometric mean me@red conceng&tlon of 2. 6kmg B

metabolite (p.m.)/L in comparison to a water awd a solvept? control @) ;&@\Dl\%@ @
Dimethylformamide (including the appropriate congentration of the test 1tem5é IIOQ%L rlerq&
medium was added to all concentration levels and tg% solvent con@)l ©

The test system consisted of six replicate vesselsggr test leve%nd cpr@ol %ka&@cell ﬁ@mb@as
10,000 cells/mL. @ N

Growth inhibition was calculated using al&e@nom@ss pe&?olm@@% heﬁroga@’ for‘qom @vas iell
density (used as response parameter).  «_ @

The pH values ranged from 7.2 to S@m t \ont@ anck§e 1@%ba On

te ratu@wran
21.5°C to 22.5°C (measured in an a@lon@iﬁhcub@d gk@s Ves(@b ov he S\g @od %testmg at

a continuous illumination of 725

Quantitative amounts of BCS @J39%@(CC&357§) W@@m red @@ﬂl %@%’ en t groups and in
the control on day 0 and day%@f the%’xpo%ge perlo
% é @ @
Dates of experimental work: %Octobe@w @ to@&arch é@‘?Ol
N SEKe N é NS

S TS e S RS
Results: @ & ) S)

Validity of the y: \ &\ N ’ N
AN Y
P «é\@ ®) & LD § o

Validity Criteria: Oﬁi’taln%m th& study\x Y

Increase gRbiomass: %101‘@ inc ed in tHj co@ol by@re m@% fold within the evaluation
&@b @ @

peri

i7a)

Sectional control rat%@N Mean p@nt coé@}im f V&?IOH oﬁ&cnonal growth rates from day 0-1, day

@© Al-2, day (2§3 in thgq ontrol did np\@xceed 35%

Control replicat@rates: O Pe oAt coe@ﬁélent@ﬁ Varl@n of g average growth rate in each control
€

;@wate\d\i no@&ceed@g?’ @

=) N
In conc@ 1on, it can°qe stag@th&the te&t@md@ns met all validity criteria given by the mentioned
guideline. > O >
S T d e R F
. @ Siionl Q)
Strain material of d%med ,Qv sﬁ@ wasNised, as shown by reference substance testing with 3,5-
. AN
dlchloroph@ o@atas S dg%hrom@ Reference tests are conducted event driven (i.e. in case of

receivingyy ew@ains@ intrgdiction of new test conditions, apparatus, etc.). These tests are

documgﬁed @ ar@ed tdgether with strain protocols.
SR N
Q& K

Analyti€@] results:
J

The analytical finding of test item in the treatment level on day 0 and 3 was 26.7 and 26.3% of
nominal, respectively. The test was performed using a limit concentration of nominally 10.0 mg
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p-m./L. The results of the accompanying chemical analysis revealed a geometric mean measyred
concentration of 2.65 mg p.m./L. This concentration represents the saturation concentration &ter@
solubility of the test item under exposure conditions). All results are bas% on geome mean

measured test concentrations of the test item. @JQ & 'S
D
3, > 5 2
Effect of BCS-BJ39463 (CGA 357262) on Freshwater Algae @eudoktrchnenéﬁ?a subcaptta@ln a7 N
growth inhibition test @ @@ § v\g@ o
Geom. mean measured Cell number (0-72h)-ayprage | Inhibg t%%?n of averaged N Q § C&©
concentration after 72 h specificgrowth e@ growth ratrg & @) @
[mg p.m./L] (means) per mL ratgs ifays'] ké%) Q & @}
Control 751980 1440 © ©\ RN
Solvent control 767460 5N 1.4492 v - ;@ q S
Pooled controls 759720 Y443 O] O > 9 S <\ %
2.65 598130 = 0863, 7 [ Y $5 & @7 @
test initiation with 10,000 cells/mL v \ AN © %\5 NS
. . N § g @
No morphological change in algae @@s ob Ved 20 ny co%@ltr S %@)
o © O & O SN
Conclusions: Q@ *o v @JQ &@ @ @ ®© &

O
A 72-hour growth inhibition test cond&ed xglth BES- B%946°3\%CGK@357 62, metabolite of
trifloxystrobin) on algas . su@apzt@ﬁ st&tlc e)%gsurew\g ndm@ﬂs r%@aled the following

results: N % @ ©) 6@ é “ @
E:Cs0 (0 - 72h§ 2. 65%{; @ w7/l @sed @eo@nc mean m@ured%oncentratlon)
§ O N o & &
<) & N **{ﬁe* N
S @J@ L 9N g & 8§ e
Metabolit€CGA 357276 2 @ S U o @
AN
A & & T O
Report: KCA 8. z@m@ 2012) & Ry
Title: eud@%rchn@la s‘%eaplta@ growth 1nhl@n test with BCS-AB39835
Rep. No: EBTER196, @ § @

Document No@ M@%42? 1 Q
Guldellnes.% OECD Ciiidelitd01 ) @2 %

Deviatio@ None 9 Q

~
GLP:% Y@Q%em%d labqgtory) @ @Q
N @ @
Objectives: @° & Q@ &

The aim o e S % W& to d&rml@ the influence of the test item on exponentially growing
Pseudokire/ erz su@@pzta@expré@ed as NOEC, LOEC and ECy for growth rate of algal biomass

(cells p@@olug@) ©©
N
¢ g v

&
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Materials and Methods: .
Test material: BCS-AB39835 (CGA 357276, metabolite of trifloxystrobin) analysed purity;\&‘yg@@
w/w was tested, specified by origin batch no.: BCOO 6204-3-3, certificate noyAZ 16891 a@u S
no.: 1026832, ~N LR
Pseudokirchneriella subcapitata were exposed in a chronic multi-genel%ion test forday@nde%
static exposure conditions to the geometric mean measu@l concentratidr of 0.381, 5:999, 303, 3
and 5.88 mg pure metabolite (p.m.)/L in comparison to ¥ Wwater and lvent cont 1 1@ D@ =
Dimethylformamide (including the appropriate congentration of th test item IIOQ%L rierq&©
medium was added to all concentration levels ane solvent c@trol&)q he tes system corfsisted, &7
three replicate vessels per test level and six re te vessels %r cq&@)l. %gniﬁ%@cellyf@mb%@/as
10,000 cells/mL. % @@° %Q Y @6 NS
Growth inhibition was calculated using al&e@ﬁo%@ss polu@@% heoga@’ foroma as iell
density (used as response parameter).  «_ N N § @
The pH values ranged from 7.8 to S@in thg\ont ap&%e i@%ba@i@n te &atu&ran@%om
19.8°C to 23.6°C (measured in an a@ion@iﬁhcub@d gk®\s Ves(%f) ovethe vﬁ @od %testing at
N RN @ N

a continuous illumination of 7767dyx. < SO

L & . & O o) o7
Quantitative amounts of BCS-AB39 er@ﬁeasx@ed m@ tregtment @foups@nd in the control on
@P "&{g @' > % :K

day 0 and day 3 of the expo §@perio*el. @

%& N § N @ S N . ) ©
o O N~ O Q Q

Dates of experimental work: %April 1320 l§o N@r 03 2012 *v %
VoS
S o &
Results: N S
. RS
Validity of the stady:  © S v

S P R

Sy & o O N

7o

&
’

S
Validity Criteria: @ | Obtained in this study: © & O 7

Increase ofbfomass: rBio incr in thé control by a§éte that{dl 6-fold within the evaluation
& G Biongss g e
A @] peridy a Q0%

Sectional control rat«@\) N@En p@ent go@cien&}f varfation of-Sectional growth rates from day 0-1, day
%Q -2, a@ay Zg\in th&@ntml@d notgxceed 35%

Control replicat@rates: o Pergent coe@%ent@g Vari@n of @ average growth rate in each control
Q ©) 1cat§cﬁfl notexceed 1% @@

&
g
D &G (P |
In conc@on, it canoggstate@hat the tes@nc@@ns met all validity criteria given by the mentioned
guid@gne < % ~ N
R G S
N (g @\ R Q
3 @ S
Strain materi%l@&f d%fmed sitivfty wasQused, as shown by reference substance testing with 3,5-
dichloroph@ or ‘potassi dichwr\c”)rn @ Reference tests are conducted event driven (i.e. in case of
receivingg new Sirainsyintrodiction of new test conditions, apparatus, eic.). These tests are
docur@ed and arc]%/ed te@@@her with strain protocols.
N @ @ o v
N g TS
A 1vt1c§\results:
The a1®§tical findings of BCS-AB39835 (CGA 357276) in the treatment levels found on day 0 were
9% to 78% of nominal (average 43%). On day 3 analytical findings of 15% to 87% of nominal
(average 56%) were found. The low recoveries were observed especially in the two highest test
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concentrations as they obviously exceeded the water solubility of the test item under exposure S
conditions. Therefore all results are based on geometric mean measured test concentrations 6f the &

metabolite. > @®\
& &
Biological results: % ® @@\ &
& % " R &
) & @ @
Effect of BCS-AB39835 (CGA 357276) on Freshwater Al a;?(l’seudoktrc@rwlla subc@ta) 1§ 72 Y $
- @ @
growth inhibition test @ (@& @ Q @@ @Q}
Geom. mean measured Cell number (0-7 \Q/erage nhibitio aver@e & % @}
concentration after 72 h speciic growth %ecifr@@rowt@ate é\ 'y N
[mg p.m./L] (means) per mL fates [dags’] V' SS[%]ln. &Y S Y
Control 739 000 O 149 o @ Y @ < .
Solvent control 762 000 w2 @ R & ©) @% @§
Pooled controls 751000 P 1438 > &ﬁ QO 'k §
0.381 689000 @ .~ 14180 . Q19> 2 é\a S
0.999 564 000 A2 1843 | g 6. & @
3.03 619000, [0 1373_v |8 & o9 | S <2
3.87 53200 ¢ 613240 &) .99 . © CIEERON
5.88 482000, ™ @1.2@ Y7 Q108 Y NF  «
test initiation with 10,000 cells{mE @ N 2.9 o O
2) é @ v @ @ \25@
No morphological change,in algae was ser@ in @y test@o“nce ﬁatlo% K
v < 9 S 6 &% °\®
- TS e § & <
Conclusions: S O NS @
The (0 - 72h)- E@% r@s-&&%ﬁ&\@@ﬂ%@ 18 >3¥88 r@% Im@@ and the (0 - 72h)-NOE,C is
0.381 mgp.m /@~ O N (O E
Y S e 9« S S @
(N . N
& 9 3 b\k***@j @ é,(;\?
o\ % R
§ ¥ 85508
Metab&ite NOA 403@80 S @“ o\ @x S
Report: KC Q 2. § 201§
Title: @ Psgd)do nerte@%sub@zmm @rowt@nhlbltlon test with BCS-CR74871
Rep.No: &\ EBTFLO3Z &9 ¢
@ %
DocumegiNo: M- 46%71 -0 °N
Guidglines; QECD Gugehne am (20@ N
Deviations: None §
GLP: @Yes (certlﬁed%L@éora ) Q&
S
N ) S S @
Objectives: N S Q

The aie%f th@stud Q\)Nas determine the influence of the test item on exponentially growing
Pseu irch@szell@ bca;g?am expressed as NOEC, LOEC and ECy for growth rate of algal biomass

(c@p me)@’ @
&
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Materials and Methods: . S
Test material: BCS-CR74871 (NOA 409480, metabolite of trifloxystrobin) analysed purity:oggg °3§
w/w was tested, specified by origin batch no.: BCOO 6263-3-4, TOX-no.:09286-021 and L@S 1&
1312765. ~N LR
Pseudokirchneriella subcapitata (freshwater microalgae, formerly  known as@@?elen@rurr@
capricornutum) were exposed in a chronic multi—gene@'on test for é%a%ays unde{jstati@g pos
conditions to the geometric mean measured concentratigf of 1.06, 2@, 3.65, 10.5%@nd k@ mgg%re I
metabolite (p.m.)/L equivalent to 0.960, 3.07, 9.80¢31.3 and 1&@ mg p.m./Liin co aris§to %©
control. Dimethylformamid (DMF) was used as ent in theQudy@)l»OO d, DME (incléding {@
appropriate concentration of the test item) / 10 L nutrien%&;lediu\r@\was ad ed&(@dll @en@on
levels and the solvent control. & @@f N7 g& v\f@) @6 S
The test system consisted of three replicate \Q ls per teveé@ﬁhd s@y@eplic@e Vels on{ol.

) O @

sse
The initial cell number was 10,000 cells/a] \@ N

o . NS, O .
Growth inhibition was calculated usm@lgae@)ma@}perov&lume@he %Tisogat@r bidmass was cell
density (used as response parameter@Q & é\” Q\ @9 § $ 6§y %
The pH values ranged from 7.9 & 8.2 i@?he contra s%nd @ in@a‘[ior@emp ure ‘fanged from
22.4°C to 22.9°C (measured in@n addﬁf@nal i@lbat gla@%ss@@ver w%@e pegxioﬁ of testing at
a continuous illumination 0@5%3 luxy © A @ @)

. § e ? .
Quantitative amounts of ]%CS—C%&SH@R @asure@’m all treat@nt grQups anid in the control on
day 0 and day 3 of the eiéposur%period.@ § SN QD SRS Q\y\’

N
@@@@Q@\@é&%\@

v
>
Dates of experim@ w&rl@ I\@r 3 @13 t®§lly©®ﬁ20]@ Q @&
@ @ °\ R \ 0\ ©@ & @
Results: ©© ©\ ©& é& K@ %& S § %,
Validity of the study” % ¢ N o&@ S o @
S > & <

@

A Cy © &
ValiditfCriteria: _ @[ Obfained in this study:, o X |9

Increase of biomass§\ Eigmass@éreas\é@in t}%gontr%by mofethan 16-fold within the evaluation

o periog® & o7 - &

Sectional contr@rates:@ M @pegc@%oef@ent @ariati@a of sectional growth rates from day 0-1, day

Q © 1Q) and%}r 2-3p the @trol dig not exceed 35%

Control repghyate rates: Pérce@%eff nt Qf @riati&%f the average growth rate in each control
2 replf@te did not e§§d 74’/:@

> NS %@ <
In %clusion, it can be ®tated @t the test cénditions met all validity criteria given by the mentioned

I

uideline. @ o o
g < % § R

Strain rr@erial @9 ded s@%ﬁitivit? was used, as shown by reference substance testing with
potass@% dighyomate. Reference tests are conducted event driven (ie. in case of receiving new
strag\s, int ucti@@f neW’test conditions, apparatus, etc.). These tests are documented and archived
toé@ther strain protocols.
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Analytical results:

The analytical and biological findings demonstrate that the solubility of the test item exqeﬁhg@j@

highest test concentrations. The observed growth inhibition values for the @ghest four item

concentrations vary between 43.4 and 55.3 %. Based on the analytical findi 1t can be astume
the water solubility of the test item under exposure conditions is between 2.5 and 7.2®g/L\<;§1 the@
highest test item concentrations, higher values were detesmined at day 3vbut undissolyed teiﬁte
the surface of the test medium and precipitations were @ady obse Qc The Wate(§olu@¢y fg\gl@ﬂqe &@
test item in deionized water was determined to be 2.6 mg/L. Bas@i on the bi@igéica ndings, the ©
measured test concentrations and the known water %@hbility of tk@%est item it Q@s de&ided toonly pée
the three lowest concentrations for statistical @uation. The, result®are gn &@geon@tric @an
measured concentrations of the test item in th§est %@mmy,\\ﬁ@ g\?\ @ @6 \%
Biological results: % Q%%a @© Q@ © Q@j é @% @§ °

] NS \\( > NS N §

(¢

\ o
Effect of BCS-CR74871 (NOA 409480) or@Fresliwater A Seudoki ielta subcapitatalin a 7
( ) @ gi“g %@a J’\ o t&ner& s;@t a@m

growth inhibition test N & Q}S\ﬁ §) @ o
Geom. mean measured Cell nungjer @(0-72}B—av age @hibit' of av€rage N Y
concentration after 72 9 sg@ﬁc th %peci@c gro@ rate@Q S
[mg p.m./L] (mea@s@per i{ﬁ%ﬁ rates [ays'] &@ Q' [%] Of &
Pooled controls ©934000 S 1512 < L2 e ©
1.06 ¢, 643090 @387 9 QX2 N |9
2.02 N~ 127000 9] 0848 S M43
3.65 S0 | O 086 L O & 434 . O
10.5 q ‘1Y, 6830 N

10.0 & < 76900 9 \\6.61(@@ @ 553 4
test initiation wiﬂ@l@,oo%é@ls/m@ .

o O N @ w0 =
No morphoé;?cal dﬁlgeﬁiﬂg@alg% gas %l%er\%xd@% aw§§st cc@cent&on.
" N @ \@’
Conclﬁ%ﬁnsz . @© § @7 S @Q § Q

o\ o\ °\
The (0 - 72h)-E.C3fJor BES-CR74871.(ROA 40948(fis > 395 mg p.m./L and the (0 - 72h)-NOE.C is
<1.06 mg p.m./I¢, >
AN v 9 K,
Metabq@s 2-Hvdro§@metl&enzg?ﬁitri® 2- E”lzofuran-IBH)-imine (tautomeric mixture)

N R
%, TSI A
Report: KCA 8:2:6.1/1%; [2012)
Title: @ Pseudokirchykri @cap@w growth inhibition test with BCS-AR14212 + BCS-CR34532
: SO 4

Rep. No: @
Document Nos M @01 Q
Guidelir@ ~ idekipg 201 (2006)
Deviatips: § I;@ %§
GLPS @ certified laborato

Q@ Q@‘)) ( §£ ry)

&
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Objectives: o
The aim of the study was to determine the influence of the test item on exponentially gI¢ ing<$
Pseudokirchneriella subcapitata expressed as NOEC, LOEC and ECx for growi rate of alga@%m@s
(cells per volume). @,Q A O\@

| G
Materials and Methods: © Y O ON Q
Test material: BCS-AR14212 + BCS-CR34532 (2-Hydr@ymethylbenitrile + Z-génzo@n- 1&%)- &@
imine, metabolites of trifloxystrobin) technical, an@gsed content'&@CS—ARM%Q: 31@ % v@ am;g©
BCS-CR34532: 63.8 % w/w % was tested, specified] by origin batth n@fBC%O 6206-4-2, c@ﬁﬁ@@
no.: AZ16949 and LIMS no.: 1029419. Q'?‘ @ o\@ © % @
Pseudokirchneriella  subcapitata (freshw 6al@ f&%ﬂerl @(jno as™s Selernestrum
capricornutum) were exposed in a chronic mu eneéeion for 3 days@nde@sta@pon

conditions to nominal concentrations of 960, 307, 9.8Q, 31.§and 1% mg @e n\zlo\gtabolit . n

comparison to a water and a solveontr&L 100@ D\MF = @%’me@ﬁgﬁide&nc] Mg the
appropriate concentration of the testgfem 00 nutiient iu as dt copcentration
pprop Qfem)$ 1000 L. ny @ 1§€P ol cong

levels and the solvent control]. @ > S O ©© RN
tes@rel @d six@plio@ Veiels per control.
@ ¢ ©

The test system consisted of thgge rep@@ue V@@’gels
The initial cell number was @00 cceﬁis/mi@ S 7 . %
Growth inhibition was ca]%llatedé%ing &"ae b@nass 1@} volume. 51@ s@ga‘[e\&i@ biomass was cell
density (used as respons%\para%eter). @ ©@% ™ @@

The pH values rang@ﬂfromﬁé% t%@?a in 96 c@rols"md tlé%ncuh@tion teniperature ranged from
19.8°C to 23.6°C (@asm@d in a@ditl inc%atass wgssel) over t@e whole period of testing at
a continuous ill@‘nat' fPof 71@7 lux.™ \\ N §9 @& Q

Quantitative @unt@ BC@—AR éﬂlkv@ire I%Q;%sure%in aﬂé§a‘m&£§f groups and in the control on
S

day 0 and 3 of fheé exposure pgriod. N Iy %,
@‘%Y S o O o & F
Dates é&experiment@wo&@ Novembegy8 21)\ @to April IQ\Q 12
© ¢ & O S & S

N Q
Results: %) @ § @5\9 \% & @©
Validity of th@udyQ°~ © .9 © O @
ST I N Qe D

NS K & @

Validity@feria: @ Obt@@d in Hiis sti@y: o

Increase of biomass: Bigmass Gacreaseds in thexontrol by more than 16-fold within the evaluation
e O | G & & Y
N (5@10 N Q

&)

Sectional conﬁo]@%es: Mea&\ﬁ%rcer@mefﬁ@gent of variation of sectional growth rates from day 0-1, day

N I@nd @—3 in%e control did not exceed 35%

E4

Ve
Control repli@\\(e ra@ ce coeff@?{t of variation of the average growth rate in each control
@& @»Q brepli/c@ did not exceed 7%

NN
SRS N I |
In p@;lus&)@, it cqn’ be §gted that the test conditions met all validity criteria given by the mentioned

Strain material of defined sensitivity was used, as shown by reference substance testing with 3,5-
dichlorophenol or potassium dichromate. Reference tests are conducted event driven (i.e. in case of
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receiving new Sstrains, introduction of new test conditions, apparatus, etc.). These testsare
documented and archived together with strain protocols. @ &
Analytical results: @b &@ ©®
The analytical findings of BCS-AR 14212 in the treatment levels found on day 0 were 92% t@@3 %
of nominal. In the lowest test concentration only 67 % gf nominal wete found. On ekly 3. r@ly‘u
findings of 10 % of nominal or lower were found. Th&%w analyticd@recovery at@ns c@eentra@bn &@
has no impact on the outcome of the study as the NQEC is above@his concentragion. @ pt thggg©

toxicity cannot be attributed to any of the compos but to th@met%bohte @@(tur% as a V@lol

results are based on nominal test concentrations e test iterm, @ © @}
& CMERN %\ L z \% Y
Biological results: N
Q @ é\a @% E@J @ .

% @’
Effect of BCS-AR 14212 Freshwat d h @l %t t @ h th i iti
ect 0 on Freshwater @Hgae gPseu ol@e ne;& sué; ita Q na @ growth inkibition

test Q &> &S @ @@ O
Geom. mean measured Cell numg {0-72h)-aversge I@%m@f average | %@)
concentration after 7@1 2 spegific gr@vth E})emf.grow@ ate o) N
[mg p.m./L] (meansyper mi,, es [ds'] @ [%] O q “
Control 39 0008 | 14349 & @ & Mo
Solvent control 762900 O 1442 @y S e LD )
Pooled controls 9 751900 é g - O o
0.960 8§51 000 B8l A . 3.0% &
3.07 E M RN
9.80 ) 44100 O 159 S 12 S
313 S| & 55900 0.569 Qe 604 @
100 © 438 090 0. 44@\ N §@ 694 >

test initiation v@? 10 (@)fcells@lL Q q<< @ S S @
N N
No mor%%oglcal chalge n @ae w@sen@d n@ny te i? oanl ation.

i
A o O
\ v O o W
) § & o~ %\ @% ) >
Conclusions: > o IS S

~
The (0 - 72 %@QBC &% RL{%Z Jr\QS 453ﬁtech.) is 33.2 mg test item/L (95 % CI: 25.6
—43.7 mg test item/L), t PJ 0 @1) ,@ is m t item/L (95 % CI: 2.56 — 8.28 mg test item/L)
and the @ 2h) - NOE( is @ mg@estl L. \%

N
Q%@Q@MQ

x> Y . Aok ok
S & & §
Gy & & Q
Results literathre revigw %
\ ’ ©@

Report@ ©@ A@M/ls_ I B B (2009)

Title: % N S ox of soybean rust fungicides to freshwater algae and Daphnia magna.
Sour @ > E oxicology, Volume 18, Issue 4, p. 440-446

D@{ 9 10.1007/310646-009-0298-1

Docun@o M-459634-01-1

Guidelires: none

GLP: No

Classification: b) supplementary information (EFSA Journal 2011;9(2):2092)
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RESULTS SUMMARY . @ @©
N g
Algae: & @® &)
ICso (72 h) = 120 pg/L ~N &9
ICi0 (72 h)=5.7 WL % @@ @@\ %
% Q %
For summary details please refer to KCA 8.2.4.1/21 VC@ @& é\g\ @\\ @Q
@ O v S
R SRS
Comment by the Notifier @} Q& &é)% R ®© @Q}
The publication is well documented study w@ analytlc&an @@t)?ot uéed R&Sk @sessn@%t
o A

Therefore, the information is classified ¢ 28 b)@supp@ nt m{@‘na‘% (
2011;9(2):2092). Q Y & & O @

S & g & ° o

> G

. X
CA 8.2.6.2 Effects on growth oén &d}ltlt@ al&ﬁwl spi@s %\ @@ é\a S
@ SN AR 2
@’ NN N N 9
Trifloxystrobin Q ) & § @b @@ @? >~
@ N @ (& S &
Report: KCA 8.2.6:2/02; W
Title: T0x101ty §or r1ﬂ0@stro al to he Freég/a er:Diato lculmpelllculosa
Rep. No: 200076 ° <\ 6@ o

Document No: m 2 @ NS
Guidelines: ﬁAC@ldehn 3 AN > @Q @
PT§©uide°ﬁe850.§%oo RN
B

Q uideline 20 3
Deviations: @ N O & N >

%, .
GLP: 9 Yes (certified 1 E@Rato & @ é?
& CEEEE 5 e
. .& @ @ @% @ %”\9 o @
Objectives: Q S QS

X
The objective off? ] st dy Qo de@?ﬁm e@hw?je toé%ity@f trifloxystrobin to the freshwater diatom
(Navicula pell@u osaé@lrm 96 ]@@} e@sure iod@j@

@ SN S
Materials-and Methods© § @fjg @@@ %@é
Test ma@al Trlﬂong?robm -973), sp @16 reference no.: FL-950834, CAS no.: 141517-21-7.
Navieula pelliculasg We@xpd@d 1@? l@mc multi-generation test for 96 hours under static
exposure conditions to @mm@ con @ atjide) of 1, 10, 100 and 1000 pg a.s./L in comparison to a
water and a s%@n‘t %ﬁtrzﬁlmet formmide)
The test sy@n cOnsiste two repe vessels per test level and control. The initial cell number
was 10 O@mell L. @© §9
The r %nam%rs un this study were cell density (standing crop), cumulative biomass, and
grox@a rate 1ab§t%fsed to calculate the response parameters was cell density based on daily
ce coun@
Inhlblfg values were calculated for each treatment group as the percent reduction in cell density,
cumulative biomass and growth rate relative to the pooled control replicates.
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o

The pH values ranged from 7.3 to 8.5 for all test levels during the exposure period. Tempegyure
N

ranged from 24.3°C to 25.5°C over the whole period of testing at light intensity of 4300 lux.

S
@ @® @6@
Dates of experimental work: February 10 2003 to February 14 2003 @JQ & 'S
D
XN S & o
Results: N P
esults: ©) & TGOS
Validity of the study: g Q@ @@ § y\g@ &
I &© S R @Q \%}
Validity Criteria: Obtained in this study: @\% R " [\& ©

Increase of biomass:

N
Biomass increased in th&gontrol by I@re tha\l@l&%d\?vi%\{ﬁ)t e &mluatidf

. . B
period. % & NS & N

Sectional control rates:

©

Mean percent coefficieht oﬁ%\’vﬂiatio@\éf sedfipnal @&rth r&tEs fro@ day 0%1), dai
1-2, day 2-3 and 93%3-44{@63 c%@ol didt exgeed 35% © @j @

Control replicate rates:

Percent coeffi Q:):‘ Q}f\;ariati@% of &h@ av@ gr%\%/\%h r@ﬁ in tga}ch c@ol
replicate did ® excég}7% . N S

S NS s &L &
@ S @N ®\ @@ @Q § O %@
Analytical results: @ 95@ @,@9 Q @® S ©© ©©© « >

o @ X
The measured concentration&% triﬂo\xyst@n on Day 0 Were {, 1193, 86@§lnd 828ug a.s./L for the

1, 10, 100, and 1000 pg/Lagomindbcon trat, respectively. TheQ ug iss./L g&f@concentration was

below the limit of quaﬁﬁatiop%and therefo ©§ e sur§ co cgﬁf[rati&n is @reliable. The Day 0
measured concentra@’ls represented approximately {ﬁ% to 1&% gxcluc&ng the 1 pg as./L test

@ nominal ote@@con@@tratio%.

concentration) of

Day 4 were 4.
respectively. @s

repesentsHa Da

core

compared 8 nomiftal co%entr@ions.

1 pg a.s@

1 uga.s./L test c@entra‘ﬁ‘on
refer to nominal @)nce@tio f tho%\ést soﬁﬁtion@
(&) > O
@ O g . ©)
9 © S

Effect of trifloxystrobin
oy

test concen@tion

test Ve§ls throug @the@%pe;\\iﬁod. Singe’ the.
Q)
berew

AN

D4y 4.

Q NS
g@esh@er (%%%n

367453, 4nd 104 ug as/L For thi10, 108
n’l&a 1re

ue ¢, Day
Nond'@solv

&

<

the fimit of"

eafured concent@tions of trifloxystrobin on

“eoncetityatio

g

ané@? 00 &g/L nominal concentrations,
®) .

reslts, there was no analysis done on the

st substance was visually observed in the

nge of approximately 44 to 70% as

t matetial was not stable in the test system, and the

&

quantitation, all subsequent observations will

N
9
jg]\%icug&lliculosa) in a 96 h growth inhibition test

NominaQoncentrati% ”(O—7ff§-a\§r‘3ge iﬁlibi@ of average (0-96h)-average Inhibition of average
w[pgas./L] - speyific ggpwth @ specific growth rate | specific growth rates | specific growth rate
N tes [days!] AaX72h) [%] [days™'] (96h) [%]
Control o= 0Q73671@ | & - 0.054746 -
Solvent cofrol > 607208% |3 } 0.053881 -
1LY S| &9.069409% @ 4 0.054751 -1
100 o7 [.90.064974% Y 10 0.053208 2
RIIRY 0.059680* 18 0.054900 -1
L1000 S 0027097* 63 0.050743* 7

* SQ@ical%@ignif@nt f@ control (Dunnett's one-tailed test; p < 0.05)

$

No phcal abnormalities were observed in the controls or treatment groups during the study.
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Conclusions: S
Based on 96-hour regression calculations, cumulative biomass is the most sensitive endpo§9t @

exposure to trifloxystrobin. The 96-hour ECso and EC,s values for cun‘@latlve b10 %e
944 ugas/L and 6.6 pg a.s./L, respectively. The 96-hour ECso Vah@& for growth&rate @
>100 pg a.s./L. The LOEC for the study was 10.0 pg a.s./L and the NOEC was 1 ug a L b@d o,
96-hour cumulative biomass. The 96-hour toxic thresho@ effect conc{ﬁtratlon (TE& the °g%e%me®
mean of the NOEC and LOEC) is 3.2 ug a.s./L. &

& 9

SN
@ @D
SR S
o kea vz IR ﬁzom
Title: Trifloxystrobin (CGA- 279%)2) 6 ity T ith the esh@ N

@

e,

f@@ %
%
Y

(Anabaena flos-aquae) N © Y
Rep. No: 110409 o \\ o &6 S O S & ©§
DocumentNo: ~ M-088531-01-1 R & & © & © @

cur OF & v S &

Guidelines: U.S. EPA OPPTS mber §50.5400- v ®\ S < S %

OECD Guideline © 2 > O &© ©@ ©@ S

EU Dlrectlve@@/mf@, Meth®d C. 3(§ @ Q SN
Deviations: None N S @ 9 ©

' O AN & SN L9
: ; ©
GLP: Yes (Cert@d lab qsﬁory%Q §@ N § @ N
~ N NS
S @ o >

Objectives: é\ﬂ ¢§ & O 5 . é é& "\@

SIS
The objective of @ study Wa§ det@mnne%e texdcity @f trlﬂoxystr@bm to the freshwater alga
(Anabaena ﬂos-@ae (@rmg@§% qSh%our ex&\ure g@rlod é@ @& §
9 @ & fga > ©§ 2
Materials @d Me@)ds ¢§

Test ma@}al Trlﬂoxy@()bm@ 96@analysed pl@ty % g{w was tested, specified by reference
no.: 961885, CAS 18 141597 7217 &7

Anabaena flos- aq@e we% ed 1 a cb@mc é\\[ﬂtl— e%eratlon test for 96 hours under static

exposure conditf@hs t ﬁas@ed c&%@enh@gon .0057, 0.012, 0.031, 0.061 and 0.13 mg

a.s./L in 00150@ a&p %@nt e&@ro (I@jmethylformamlde the solvent concentration

in the treatment and solveat co@l ar @s was 9.1

The test&ystem cons&@d of ghjree re@wat@esse{&per test level and control. The initial cell number

was 10,000 cells/rni@ N & N

Inhibition values were caﬁlla‘[ o for cdth tre@ent group as the percent reduction in cell density, area

under the growtly turve and gfowt relative to the pooled control replicates.

The pH val &ra %&ro@ t6NT.2 apfest initiation and ranged from 7.7 to 7.8 at test termination.
§ fro@ g@ to 242°C over the whole period of testing at light intensity ranging

from lto 2@0 1&
t”\g

D@ of @enme@tal @rk October 19 2001 to October 24 2001

&

Temp eratug
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Results: @ S

Validity of the study: N @§
(S @® A
Validity Criteria: Obtained in this study: @\5’ AN N P
Increase of biomass: Biomass increased in the control by more than 16~fold within t alu@n 2
period. i 5 N o 2 R
Sectional control rates: Mean percent coefficient of variaffpa of sectional@rowth rates f@\rﬁ d%@—l, da@ @
1-2, day 2-3 and day 3-4 in the <giontrol did not ed 35% @ A é\” é
Control replicate rates: Percent coefficient of Vari@n of the a@tage ggowth &@e in each @gftrol %}
replicate did not exceed 72407 @i@ Q & @;§

()
) é@j O %@’ @6 \% :§
Analytical results: S @ @@9 @j& b@’ Gy é < N

Nominal concentrations selected for use%g%this%s?;d Wwere (&%OO% 0.0@%.O&gnd 0.1@&.
Samples collected at the beginning o@e te’sﬁlad feasuréd con@%tratf@ls 0 @OOS@0.0].%I,
0.061 and 0.13 mg a.s./L, representigg>7, 89, 79, %?ﬁ an@@% o@w\?{omiéf) co tra@s, re@)ectively.
The recoveries in the two low@&tes‘t conce%tﬁtio fell @ow@% odfnominil Qo\?ﬁeentrations.
However, the low recoveries @thoose@%)ncel@’atio@re J@ri‘c' | dueo t @ckggf effects in the
higher test concentrations W@l had}eco@ies of > O%.%am&@ collegted at test td@hination ranged

from 64 to 69%. Due to th@)decli@ in thé%sé&@stance@%ncentratie@duri@ the \}gﬁ, the results of the

study were based on Day*0 me%ured @co CCI&@ ionég} ©@% (&% o §

X

S N
. @Q v ;§9 <§@ § S @. & S
Effect of trlﬂoxyst§ n O@eshw\ al&aﬂ (Anabaenflg@s-aq in leg6 h g&@vth inhibition test
Day 0 meas@d D (0—7211\}-aveﬁ%e @ibitio&of ayerage §€6-96h§};average Inhibition of average
concentra@n &} speeific gr(@th speci ro ate S ecifgs growth rates | specific growth rate
mgas/l] © %{es [days] *(72h) [$5] days''] (96h) [%]

Coatfol Q04378 @0 Y 7 O 00973 -

Soldent control  @,0.0418Y N R @0489 -

Pooled controls '~ 0.0425 =, @ ‘N - 0.0481 -

0.0057 ST | 0.0412 o8 ] @2.8 0.0468 2.5

0.012 9 |00432S o LS g &7 0.0489 -1.8

0.031 @ 0044y O o0 & @ 0.0461 4.0

0061 © O] o@n1 N 2066 0.0490 2.0

0.13 06457 9 918D 0.0484 -0.68

v ] @ Q\\)] (%] @ o\

s B
Afterdz and 96 hodss of %pom@g the@%were\ apparent treatment-related effects upon growth at
any of the concentratio este@After% h of exposure, there were no noticeable changes in cell
shape, size or ¢8lor in any he me@nd solvent control group when compared to the negative
control rep@es.@%ﬂd iton, thére wege no evidence of aggregations or flocculation of cells, nor

were there%evid@e ob@gal gﬂs adi@ring to the test chambers in any of the control or treatment

groups@ring tes%or at teSPtermination.
B

S £

Concl s:

The 72 and 96-hour ECso, E,Cso and E.Cso values, based on cell density, area under the growth curve
and growth rate, respectively, for Anabaena flos-aquae exposed to trifloxystrobin were
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>0.13 mg a.s./L, the highest measured concentration tested. The 72 and 96-hour NOAEC for gach S
growth parameter was 0.13 mg a.s./L. . @ N
@ g
& S
@ Y
CA 8.2.7 Effects on aquatic macrophytes %% § § %@@
o e
For information on studies already evaluated during the EU revie@f this com@und, ease rgfer @
to corresponding section in the Baseline Dossier, provided by@aycr CropS@encedind @ﬂtheé
> > R O &
Monograph. @ S O S @

AN
The following endpoint from a study evaluated @ng the first EU Ee@w (SQ\I CO@%?&/@QOO—F@%I)

is used in the risk assessment: w &" Q@j %\ %@’ @6\ \% §
v & & °
Table 8.2.7- 1: Toxicity to aquatic macrophy%s exg@’ed Q@iﬂoxy@robi& and it@metab@te @j @
Test substance Test species <& S S ﬂ@dpoiégw . ~ Refereg&e
Y NN S et & (1996)
- O A
Trifloxystrobin Aqua&%ﬁ?%i)@;%t% EQS@O“‘““%““’”@\@ > 198 mgAE/L M-l(};%&-m-l
o2 2 S i) = 20 P Kéas2701
S v e T &@Q “ @ﬁ S
@ o,
S S i S %

&
é/

N
% @ .
CA 8.2.8 Furthertesting on aquaticorgapisms” &

ting @ﬁu é§ afisms< 8

For information on s@es afpead %yalua@d durig thqq;ffrst E[@evi%@of tl@%compound, please refer
to corresponding @%ﬁo& in bt@Ba{tﬁ@fne Dossiovgd b{ Bayes, CropScience and in the
Monograph. ¢, \© QO N \\ é\ NI %@

Additional s@es a@@ stat@mentsQare @nitt@w wit thi@§pp@mental Dossier for renewal of

approvalOl@iﬂoxy@fogl%g@ﬁes%e gis"@a bgo@z @@ \é&w
A& @ .S & O v L0
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Table 8.2.8- 1: Additional studies on other aquatic species exposed to trifloxystrobin

Test species Test system Endpoint Reference @

/@“0
O
Y

74

Fet al.@@p11) “
AYEBTFY003 @® )

@ | M-358060-01-1. ¢
KCA 82913 <

NOEAEC 4 x0.0120 mg#.s.L 2
Lentic freshwater VC@ i e\ml. (2%@%’ @
community- mesocosm NOEC* 4 x 0.0037@«@ a.s./L 3 N

(WG 50) & ‘
Log;@ 4 x 0.0@% mg a,s./L g
o T Q

NI

Aquatic vertebrate, acute
Xenopus laevis

LCso 0.0386 mg a.s./L

2/

. oS @& (2002)
S & A A Jar067239-011°
Trifloxystrobin Expert statement E @ (@) 0.067 m a@ L %’(C@&.z.s/ I
EAC of trifloxystrobin_ = N \@ g L | and @
NI AN S R
@ N O .S O O
XL & Q 5 O
@ G \Q = \@7 <
. Fish, acu®® % | Qo & Y O &7 | oM 21026
asterosteuggculegiu Gog Cs%@ @?05 g a5 -058563-01-1
three-spinesticklehack & @ KCAR 2 8/16
IS S .9 1
Analggical r@rt to@Q §@ « v § @ % (1997)
Mx030536-01-1 :
%%. @ o v -049272-01-1
QO
Smigeosm® 00 & P& o (fkea sasn
AN NN N

A O cccSonmic@
*The outdoor e@rl efital p&ﬁd study cg\be used forstHe eo@ﬁi)gmﬂ@rlsk assessment of the test
compound todfiVerteptates, @gae a@ma@{&hyte@&Eff@ clas§ (sli l%effects) was observed only in
the endpoint categ@ries 'Mcro-@us‘ca ea ai%hy@ankt@'. The responses in 'Micro-Crustacea'

concern%a slight red@%&io Hpopdlation nsit@s of

hmﬁ@angispina, while the responses in
A8
Phytolﬁimkton concerfied a\l@i‘[ed increage"in pr@algafﬁpeci&@mos‘[ probably an indirect effect). In

N
all other organisr@o effects @éuns&(@ Th}fgﬂthe @soc%s% NOEC is used to derive the RAC of
X

3.7 ug/L. 9 Y
o N Foe & e
MR A
== . 9
Report: > KCA8.2.8/83} /8., Il c.v.; 2011
Title: Ae@ To%city % Tri ystrot?@ Technical to Xenopus laevis Under Flow-through
O Conditiofs? -0 &
QO
Report No.: EBTFY003 ©

@ S
DocumentNo.:&@M- 8069- &1 N Q

Guidelines: @ N, form: ternational gdideline exists for this test protocol. Methodologies from USEPA,
& PT @uidel% 850.1875 (1996), USEPA-FIFRA, 40 CFR, Part 158, Guideline No. 72-1

@(1982)and Guideline 203 (2004) were considered in the development of this protocol
Deviatibms: QN y\g@
GI@& @@@ Yes (ce@ied laboratory)
N

&
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Objective: o S
The objective of this study was to evaluate the toxicity of trifloxystrobin to Xenopus laevis. Tbﬁdy@
was designed as a flow-through experiment for 48 hours. > @® v
& N
Materials and Methods: >
S 6 & .
& NN

N e
Xenopus laevis tadpoles were exposed under flow-thro conditiong@o determine@”e 4 ur [©@s.
The following nominal (mean measured) concentratiens were inclu@ed in the st co@ol (< Q%&©
solvent control (<LOQ), 9.38 (8.39), 18.8 (15.7).5 (27.9), Q% (%.,5) aSO&(ll ) g a.s{@
There were three replicates of 10 tadpoles in the@trol and eagh toxiéant levels O g @
Water temperature was 22.0 — 22.4 °C and plrk&l to 8,2 dur@{% the@st, tl@%ho riod\iv%f’as 1&urs

of light and 8 hours dark. Light intensity wa@632${9g@995@ duk at@]e d@lvec@i){y%@ ran was&7.él

Test item: trifloxystrobin, batch No.: TR605092, purity @%.

Q)
7o

to 8.0 mg/L. N \@ N\ N L
Survival and sublethal behavioral eff@s of\ﬁdpol@wgr@%%cor@d aftesg©4, @ﬁnd@ hoThe
concentrations of the test substanchas qﬁ%asur@”at t@init@éon g}fl 0)@% @ﬁt termination
N N N 9
(day 2). @ S ©© RS R
@ 7 @6 P & SR

Dates of experimental work¥{ Sepfember A8 to Se@femb‘éy 20, 2909 2 & é

R & o &

N © N @ S 2
e QO N O Q Q

Results: N N & § @ ISEREENEES

e O 5 .04 R

Validity criteria

(@N

Validity Criteri@@ Q '~

Q
. Q N o o
Mortality c;};rggg dofgestication pe&g)d o 25% @§ <%@
.0 R
Mortal@@f control gr(\g@’ ﬁr@

d

< ST
Dissolved oxygen @ &\ (g&\ > 3 mgé& Aﬁbto 8.0 mg/L
(o NS N

2
S &
. N
pH value during &e tests @ . % consfant

N

O YRS O @

Analytical results: Q
Mean r%@lred recov%ies ranged f@%ﬁ‘l
measured test conc@atioQ.

N

R IS

8.1-82

)
&% 89%@0f nominal values. Results are based on mean
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Biological results: o S
Mean Measured . S N
Concentration Hour 4 24 Hour 48 Hour Q\ @&
(ng a.s./L) [m\b @ &
Dead Obs Dead Obs aPead “Obs
Control 0 30N 0 30N 0 S 300 e
Solvent Control 0 30N 0 @ 30N P o0 30K &y
8.39 0 30N 0 | 30ND 0o O N D] @
15.7 0 30N 0%, 3000 o 97308 ©
27.9 0 30N N BN b 00 o] 3N P
8 AS.,Q; - N L @ R O 9 @
53.5 20 OB o @ B S e N R
& N
118 30 —~ O @ 4 A s i Y
Obs = Observations (number of individuals obsgrved pd@’ obs@atmn@U Q @w S
Q = Quiescent, AS = At Surface CREN N 6 % § N @
Dead = Cumulative number of dead @} O @} & N Q % §
A o %, @ Q
OB = On Bottom, N = Normal Q X Q\ R <
--- = No observations taken ) 5 @ @ N N) @

% )
Note: There were 30 organisms pres@% ine @Zest con cen&ation a&e st f th@@st @Q O\W\?
I S R GRS
&> N v &
Acute toxicity to Xenopus laevmexpgo\\ed to t@xys&obm %%) & O\@@ 2

Test substance .9 @ @ & Trlkxystro@l S Qri\\,y
Test object @ © Q 6 X@opuﬁz@ews v . Q)
Exposure ((@Q K% @N @ § 48hour, ﬂow—thr@gh S
LCs 48 hours (95%FL) ©° 7 38:6427.9.60d 53.8) ng a L
LOEC o> D S W8 o535 gL
NOEC Y @ x| .9 £297Rasg®
Rz %, NSRS v @ o
ConcM@\n @© § @Q § ©\

@“ :
Based on the resul@esemed al@’e, th\e@8 6%@50 is éﬂgtermh@d to be 38.6 ug a.s./L.
@ X %, @
(O
o @@k* &

AN

S o
© hA 2002

/@

Report; %

Title: @7 @%1 E@cts of Trifloxystrobin on the Aquatic Freshwater
% N

Re%No. Q §

Document No: @ M- -067239- Q@ Q&

Guidelines: @ K%t g&on”&ased &) HARAP and CLASSIC

Deviation& t appl@able & Q

N @ n a a @
& @ Iy °
@ & <

&
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Report: KkcA 8.2.8/15; . T.c.M., 2002) .
Title: Assessment of the aquatic risks of the fungicide trifloxystrobin on basis of an experi,mﬁyal Q
pond study and laboratory tests with aquatic species S Q\
Rep. No: HBE/BT 04 S % &
Document No: M-076994-01-1 v S ‘N
Guidelines: Expert evaluation based on HARAP and CLASSIC &% . Q § %@@
Deviations: not applicable @ & %\ S N
. - N @ ¢ & @
GLP: not applicable (statement) Q @ § %, &
5 © vy Q@& O
@ S S S @
Ve & & «
Conclusion: Q} Q\@ o N %@ @@
The RAC for trifloxystrobin can be establishe‘@t)gat 0.%»@57 m@ ba@ on: @%7 @6 N L
* short environmental persistence of tf@%xysﬁq%%in %@?ﬁ" 5< 2 @ys), &nbi{fd witl@eg igible

toxicity of the degradation products @triﬂ@%wstrol@} (q.f&Tabl@“O.Z@leav' hi%wpote al for
recovery already in the short-term aggno chronic @nceg\ﬁﬂ@ X O S § &

 rather small species sensitivi@&differ@ces }em%strate@vith@the @roup fishvor aquatic
. .9 Q © S
invertebrates and reduced need@)r andn rsp@s ex@apol@l fagor O Q

* small acute-to-chronic rati@th réﬁﬁced@trapol@ion factor t@hie noseffect concefifration range

* reduced risk to aquatic @Veﬁe@tes @ al &dem@fstrate% in @tdom\%eso@m study (KIIIA1
10.2.3/01) under realistie ex&sure and e§ c@iditi“resu\zﬁing $ no%é%’ed for lab-to field
extrapolation factor fi quq/g§ invg:é@brates(% a@ N é % \@

* reduced risk to d monstr@gd i indoor h@er tigr early@ife s&ge study with the most
sensitive life stagerof §l§1@mos£%ensiti$e fi leeci@QQnd @er r@lisﬁ posure conditions (KIIIA1

10.2.5.2/01) agf@no néed forlab-to ffeld gxapolation fastor forfish
. consisten%: of H@5 valtes Wég’l res%lts of-dir her@r su@es %@IAI 10.2.3/02 & 03) and thus
confirmation of the N o 037 L from higher tiggStudies'

R ol he NI o T g i

o O & & o & S

Summary: @@Q SN @ > . %@J & Q@
The outdoor @peri@n‘[al nd, {@dy \c@ b@\@ed fdP'the ecological risk assessment of the test
compound to invertebratgs; alg@and rophiges. @ct class 2 (slight effects) was observed only in
the end categories, 'Migre*Crustatea’ @nd 'Phytoplankton’. The responses in 'Micro-Crustacea'
concerned a slight @uctm%l 1 ulatién’ derisidies of Daphnia longispina, while the responses in
Ph}é@%lank‘[on concerne imited incfRase ne algal species (most probably an indirect effect). In
all other organi@qs, no effects cc%@d. Ts the mesocosm NOEC is used to derive the RAC of 3.7
ug/L. S ° %,
* To addr @isk&}f trifipxystrobin ieshwater ecosystems of the agricultural landscape the EAC
could be @&t at 69 ngais./L., since in the experimental ponds four times treated with this
conc ﬁtratio@@nly@fe pulations (Daphnia longispina, Calanoidae, Cryptomonas, Navicula)
sh@d agg@gsible@eat@lt related response, and all these responses were confined in magnitude and

duratig

* The g%ulated HCs values on basis of acute static tests with invertebrates (HCs = 8.3 ug a.s./L) or
invertebrates and algae (HCs = 4.7 ng a.s./L) are in line with the EAC of 6.7 pg a.s./L derived from
the experimental pond study.
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» Of the several taxa of fish species tested in the laboratory, Rainbow trout is the most sensitiyg «to
trifloxystrobin. In addition, the acute toxicity tests with Rainbow trout and the long-term intoor&s
microcosm study with a sensitive stage of Rainbow trout indicate that a @eated applon 0
trifloxystrobin does not result in a lower toxicity value. Simulating m or less realistic
conditions, a long-term NOEC of 25.3 nug a.s./L was observed for the sensitive earl@@ife s@e o%@
Rainbow trout in indoor microcosms three times treated swith the formtiated produck on&%ﬁlen

an adequate assessment of risks of trifloxystrobin to fisfron basis o Q@} atic 96-h I%@rato@tests ith &@
fish seems possible. & @ Q @ N

» Using LCso and NOEC values of 96-h static testth eight sp@les fish, Q@Q f1l O(@g a.s.f

on basis of LCsy data, and an HCs of 7.1 ug a.s. /@1 basis of NOEC data cank c c@lated@ @

* When adopting the RAC of 3.7 ug a.s. /I@@erlved@fromﬁe ex@erlm@@{l P stu@y effects of
repeated application of the fungicide on 11@611&%@‘[% éﬁd a@ shwiter e@systen% in &the
agricultural landscape will be neghglble.w\% o\@ \\@ > % S ©
K« S I

SEEECAEL R SR Y
Report: KCA 8.2. 8/16@_. 2@ @§ &© ©© @@ N
Title: Or1entleren(1§§}schtomltae%on Flinf8/G 5@.am Stigting &JG acule%s) é
Report No.: DOM 21026 & §) & Q @ Q\@@ &

Document No.:  M-050565201-1 "N O
Guidelines: Largely}ollo@g OE@D Guﬁe %@203 @2) (& Y §
Deviations: I(\)@?@atmg fion- G@smdy@lo ana}@qcs @ é& é\
GLP: g ) @
: N Q g @

& ©\© S RS $ & §
Objective: @© & o © @’ > §
An orienta‘%lg non‘GLP téxt with thre conc?ra‘uom@?O 02,@ 04 t&pd 0.08 pg a.s./L) was performed

@
in order@determme t]@con&@&aﬂ@vhlch lls@O pe ofége fish (96h-LCsp)
INS
Materials and ods BN (& @Q
Test item: Flint @rlﬂ %troﬁW@ (T@%’No @19 0@

@ \
Test organigm: Three- sp1§d st \Ieba Ga@?oste@@aculeatus)

Ten ﬁs@r concen‘gre@on (@ in thphlg®t co&&e”ntratlon) were exposed for 96 h under static test
con%ons to nomlf@ co@ntra@ns @ressg@as a.s.) of 0.02, 0.04 and 0.08 pg a.s./L against a
control (dilution water). gy @\ $

During the testﬁ" sh were e inily@’ mortalities and signs of poisoning. Within the study the
pH-value, @ ratioiv level, and the temperature were measured with commercial
measuremQ de@%s @y D@@olveﬁ@xygen concentrations was > 60%, the pH values ranged from
7.1 to a@tbe wate:@nperature was within 12+1°C over the whole testing period. The
photQE%”rlod@g@\ﬁs 13 '6f light and 8 hours dark.

Fl@ er@specte daﬁ§ for the number of deaths, toxic symptoms or abnormalities. The mortality
(%) a@ 24, 48, 72 and 96 hours of exposure was calculated in each treatment group. The
concentration of the test substance was not measured.

The endpoints were expressed in terms of nominal concentrations.
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Dates of experimental work: March 29, 2001 to April 1, 2001 . @ L
Q\ g
& O
Results: @ AN B
N
Validity criteria: =N § X o
Yal S N °\@ &
Validity Criteria Recommended s Obtaing@ @@“}a ©\ %@ @
Mortality in the control < 10% O"/@% R v N S
foN < ® R o A
Constant water quality and environmental % %S &° &N & © &@
conditions during the test (o@ @ Q \© © @
Concentration of dissolved oxygen «Z 60%¢,)° @6@3 >@7\ (S °<§’ t’\g@
©) @ N o §
All validity criteria for the study were met. Rv @) (@ & % &’
3 L@@ R & 9 & g
0y °\\ TN OS> SSsS
Biological results: Q é\” i @ﬂ §) @ @ o
All six fish in the highest test ¢ entrat@n died afte %h, @aere Q@ th@ﬁher@oncgmations and
control no fish died or showed By sy@oms@thm 96@%‘[ pégiod. @© @@Q . AN
There were neither any su%letha]éﬁfectéér an@norta@’y in th&e co@al a%f?olv &} control group.
%, %>

LCso values for rambowrou;@osetﬁh Flm@VGﬁ@base&g no@nal qgncenta”\%ns

Test <{@stanie § @Q o @ @Trlﬂox%troblm G50
%;@t obig@i. &\ Y Ti&ree s@d stl@bac@asterosteus aculeatus)
A@Expg@e: o) é\ &@' 96:@&.“5 %,tlc te@emgn (\\ﬁree concentrations + control))
LCs0 96 fQos% eL): ¢ %\ 0& mg a.s./L
S FEs
Concllﬁons \ %, SHIEN INS
< ISEPR - N
The LCso (96h) @%‘lu%WG 0 st,r}e s%@d stlc@leba@( (Gasterosteus aculeatus) in a static 96-
hour-test was getermiggd to ber0. 05@@7@ @/L § «§
OO S D
AN » o W2  —
@7 °\@ Q @ N
N A9
= NS & &
S ¥ & Q
&9
$ % %
@ < Q" & ©@
NN
Y <
{x’ O @ N
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Report: KCA 8.2.817; | IEGEGB; 1997 Y
Title: Assessment Of The Potential Biological Effects Of CGA-279202 Exposures On Aguatic &
Ecosystems As Measured In An Outdoor Fiberglass Tank System @ Q\ g
Report No.: 43274 IS &@ ©)
Document No.:  M-049272-01-1 @ o\Q
Guidelines: EPA Guideline No. 72-7(a) =N . § § S
Deviations: Protocol section 4.4.1 (Application Methoddfegy) does not Q%Ycate how sa,gl}les tdken we@”
to be preserved. Samples were shipped to%C on dry id® The applicatfon so@ns w& &@
stored frozen at -20 °C resulting in absorbed phase les that W&l‘@ fro whi@l’he @)
dissolved phase samples (50 methang e

Q

0 water) re@imed a liquid.@rotoco cti@é@.i LN
(Collection Of Water Residue For ((‘;;\-,- lysis) states that wajer sapiples arg, to be received
frozen at the analytical laboratoryQz few water %mle{s Were recef ed@ed Kat co
partially frozen Impact on thi@gtudy@@jmld % in@@s tl&@mplé@ ere\%ld og _only

partially thawed when receivedQ) é\g @% b@ @ o % .
N

GLP: Yes KN Q‘f;f \@ Q & O @7 -
| NSRS IR &

Water and hydrosoil samples were ctgg%to Ve{ﬁi@ ap&ﬁ*catl%@oad@ an terl@ie digsipation
vl Ts{%wer@\{@olle@% before @ros Sar@es & prevent

A

rates of CGA-279202. Water sdm
contamination of water samples w@i sediment @)tirred@) by hsglrosoidygam coll@on.\%

Two 500-mL water samples w@re collgcted From @npo@e sa@les taken f@) ea&h control tank.
Spiking solution was addedw«t9’ each ‘Sampi€'in t&e field b&y diggsipg@he c%ntents &ba premeasured
vial into the sample contaipgr. TheVial was alsdZdded to the sampléQ\ N

. S o < A
Six sediment cores were%ollee%d (two@ro 1Eic trol@k)gﬁ\é corés w @piked in the field by
adding 500 pL of spi@ig SO 'or%gng a@mcro gE

Q . .
% ngg&\ Q é& &\

§ . O § Q @ @
Extraction of ar@tes w&r@n thg\zvater matri%\is ac@nplis@d@ree@uid-liquid partitions against
hexane. The @bi hexape extacts Qr re(%eed tadryne§s’by vacuum rotary evaporation. The
dried extra%is then Qissolved bycseparate additions o mo@ace onitrile and 1 mL of 2% acetic acid
(aqueou@{total final @Jme@%’lo @ . Samplescare r fordnjection onto the HPLC system for
quantiéﬁon of CG -@92@%%d %GA-M’QSPIL\@ °\©
Extraction of an@es from t ydr%@il I@%ix ié%cc%n%ished by shaking for two, 10 minute
periods with 9093 ac@itri ACI‘@’ 10Zovwategs, Solids are separated from the liquid extract by
centrifugati%@l“he@tra ] \%nt is@edu&@ t g@proximately 3-5 mL using vacuum rotary
evaporation. The extract @the@r‘citi%@d tltg% tin@agains‘t hexane. The combined hexane extracts
are red to drynes® by @ uumtar@evapiﬁtion. The extract is then dissolved by separate
additions of 1.0 m@f ac%onitr% and > m@f 2% acetic acid (aqueous). Samples are ready for
inj e%zi\\(])n onto the I?PLC@te%\ﬁor quﬁitat@ of CGA-279202 and CGA-321113.
HPLC analysis@®t water andqydr wa?erformed on a column switching UV system. The limit of
detection (LQYP) a&dglfmi qua“ﬁbitati@ (LOQ) for the two compounds in water were 0.05 ppb and
0.10 ppb, pec@vely. The injtial validated LOD and LOQ for CGA-279202 and CGA-321113 in
hydros erg@j and 1.0 , respectively. Seasonal biological growth produced chromatographic
inter@%ence@@hat torced an increase of the LOD and LOQ values for analysis of CGA-279202 in
h)@soil @ithout @e si:@a column cleanup and for the analysis of CGA-321113 in water. The LOQ
for C 79202 in hydrosoil increased to 10 ppb while the LOQ for CGA-321113 in water increased
to 2.5 ppb.

(&
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SEEEES .
Results from literature review \@ @6
S v
Report: KCA 8.2.8/19;
SIS
Title: Acute toxicity of three strobilurin fungjcide formulatim@%nd their ac&@ 1ng<€@1ents«z{9@
tadpoles %@ @& LN @Q @
Source: Ecotoxicology (2012) 21:1458-1464 V Q @@ § %y &
DOI No: 10.1007/s10646-012-0899-y & O NQ ©@ Q&©
Document No: M-464220-01-1 %@ Q& . &© < @
Guidelines: None oy @@) Q & o @}
GLP: No @ D~ 6\ o
Classification: b) supplementary informatign (EF SA Journal 201 [%9(2):2 Q AN R
O 9 & o L @& AN
S g & ° & & &
EXECUTIVE SUMMARY \ S % @

& o
This study reports the acute toxicitygpf th«g\actlv@lngr&hents@%l ﬁg?mu o&he icide
Stratego, using Bufo cognatus tadpeigs em&%&ed té\\four@nce@tlon nd a{@tﬂr@ he@;ungicide
including Als and formulation, monstPates toxic ty&to t e&mth rategy” causyig 100 %
mortality at the highest concentration @60 q@ SO@L) era mparible between
Als and formulation for all c@centfa@ons@esults@lggeﬁ the are@respon le fermost mortality

for Stratego. v & & Q

9
o O S . S & <2
MATERIAL AND ME%HO@ @@ ©§ ©@§ . § N % X §
A. Material @ @ @ § é\a\ © & &\
1. Test material & & °\® § N @ @@ @& @@
©© @\ Test item: S@ego F%mglc de %
@ &twe&sﬂ@stanc@) q11"§1‘1ﬂ0x@§fob1\@ @ZO@
(@hemical state and desc@@tlon.%Not @orted (o8 é,(;\?
Q\ @’ce of@st 1te@7 EPA Reg. Ne. 264&9 er Crop Science
AN @ tcPnumber: Prepottdd Y -
N, DAmupber: . Nofrepg! <
Q\) S {ﬁrlty; Rotr rted& S
@@Q e@ge c@ho@% Notgeport ©©
@ at@)lubl@/ I\@brepo@ (0]
2. Test solutfons @ N
@ \@lld@lvem«% %‘f@ atlonlutlons were created by diluting formulations with
. d 1zed§vater
M@od o%repa@o : @Mngle@s were applied to experimental aquaria by adding 0.5 ml
\y\’ * § @ Qof t@ppmprlate solution. Acetone (0.5 ml) was also added to
[ @ fordyulation treatments and the control.
3. Test orgamﬁm(s) %“ §
@ Spec1es©ufo cognatus

@& 59 @&)mm@ name: ~ Great Plains toads
§ N So%rce o@ species: captured in central Oklahoma in May and June 2011 during and
& @@ QY after rain events and housed in our in-house animal facility
ltur @:@Jndmo@jof t&SP organism(s

©® Culture medium: Tanks consisted of standard 9.5 L glass aquaria and contained 6 L
dechlorinated water. All tanks were washed 29 with acetone and
rinsed 39 with water prior to the start of the experiment.
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Temperature: 25+2 °C o
Photoperiod: Constant at a 13:11 h light dark cycle @ @6
Light intensity: Not reported Q\
pH: Not reported @b &@ S
Oxygen saturation: above 5.4 mg/L @ o <

Food and feeding regime: fed a mix of commercial rabbit food%ld TetraMin®§etra§\ &
Acclimatisation prior to testing: Seven haphazard@selected tadp sfes from each pair were plac&
into each aqua%m (21 tadgéles per tank{y and@lowg&g@to &@
acclimate for%4 h prior to the®eginning of é&goxi@ test, QO Q)

Observations during acclimatisation: Not reponﬁ Q& o & N @© &é%
i Q
@ N » @
B. Study design and methods w & é@j "> %@’ 6\ \% §
1. Test procedure © @ X @jx b@ @Q S % o
' &

)

%, <
Test system: Y@apoleé@ereQb@ain%ﬁ%am %ree c©- toad [Cgiring@rjldu & to
{hreed by inj@iﬂg 1% izi horm&ne—rel@ﬁng h\gﬁrmon@alog
@Q ({%}@a) g\zo p@HRI—@Z?@ g@ @y S intothe d%s@ lymph
s g %
Test concentraﬁ@ﬁ(s): @Envign\entab trat@% éﬁlg/h@Q Teétq\ﬁ chamber
@ = eone rati?§ 500,50, 5@1‘@ 15Que/L D«
@ntrol(ﬁ: Water contro S &@ G ©
Numbe@of rep%&ites: §ﬁlica@39 (n@3; 75 experi@ntal%@@?gs) )
“Fest c%ditiog:@}fﬁ I§de rinat@%atef%vith iece%@’ nylon mesh to aid in
N

7, ovi@sitio@ dult@wer gemoyed after @iposition and aeration

ed todthe aquayia. Tadpoles gere fed a’mix of commercial rabbit
§ T & @ddﬁq@Tlémﬁ'f ial rabbi
N

& & _Qood an e@ﬁm® Ttra). Tadpole@were 6 days old
S \© &%edingi\ﬂ fe%\nix ofcommeygial rabbit fotgg@nd TetraMin® (Tetra)
©© ©§4edi@n ren@@%l: {@’e ((}@”\9 S
Fre%ency of @st itefry app]@ation: Once%gtest S ©
N ) Te@araﬁ 6h @
QO Q) L X
A @ . %dpoints: ali Qvas défined QQQle failure to move after gentle probing

o

§> QO éw o\@lth asglass rod, Q

% @tisﬁo&g ANQ?@A and@uke multiple range test
7 RN S

2. Measureme%s durm@e te@ (&) ©\ ) >

@Watet@mdi@%am@%{ers: @Tot re@rted S
L & @

3. Samplj ' R @%ﬁ s K
%%phng@equency: ch@ed@ery 2 h for the first 12 h and then every 12 h through 96
%o % S @

A Transport/st e of@amples:@l" ad@s surviving to the end of the study were euthanized using
& @@ O.@@@ tricaine methanesulfonate (MS-222).

@%
4. Chemica@lvsis%% %

Q Guj 1ne/&rﬁotoco%@%rotocols approved by Oklahoma State University Institutional

%@
v

@ @Q Animal Care and Use Committee
1, § % %§ Method: Analysis was performed using gas chromatography/mass
§ @ § o spectrometry (GC/MS)
Q é@ Pre-treatntent of samples: A 100 ml sample was taken from two of the three replicates
@ (n = 2) for the concentrations analyzed and passed through a 1,000

mg C8 AccuBond® SPE cartridge (Agilent Technologies, Santa
Clara, CA, USA). Cartridges were conditioned with methanol and
distilled water and samples extracted at a rate of ~3.5 ml/minute.
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Conduction: quantitation ions: trifloxystrobin 116 o S
Reference item: Analytical standard - (Pestanal ®) Als (pyraclgs&in,@
propiconazole, trifloxystrobin, and azoxystrobin) were hased®”
from Sigma-Aldrich (St. Louis, MO, ) and dissol@ed usg
HPLC acetone to produce the ¢ concentraftons Qa&%
formulations Q N
. . O & 2
Recovery: Not reported @ Ro 2N o é%
Limit of detection: Not reported \a @ g}’ Q\ @ @
Limit of quantification: Not reported g @Q %@ N é\” é
%@ Q& &© Q ®© @Q}
RESULTS ¥ o & 8 \é % @
. . . . @r °\ %
1. Biological findings: o Y oDy . N

. - & o % N
Trifloxystrobin, in the lowest concentration @eatr&@t, de@med @ mn theytest @edla %th 96
concentrations at 6-10 % of the initial conégntrgi@h. Be\c@Jse ot n%rtality@ccurre@wit 12—@ ,
actual concentrations likely deviated liﬁk&fropNnitia@argetﬁgce ons, NG s

&S & & O SIS
Control mortality was\2 % for the@©ntire &peri‘iﬁent. For all%gg@altm@ wi@@ 00 & mo. tg?%ty, death
occurred within the first 12 h, Wit@OVGl@S % &bthe aini@ moQ@tie@@cw’é@ within the first 24

@
h. Stratego® resulted in 10 mog%lit@t 160%nd Sng/@ut %inima@mr@ity at all other
R

concentrations. (IS S a L9
5 & & & LA P
o\ Y
®) S S o & Oy
q AN
00 @< & h
1 - E
2 ° o &
g e B
§ | o] @
= “p w» | v
g D
4] I’
8 20t :
a
M S )
sjon(usn) @
ANCIR i 2
Figure I> Mean (ﬂzs@perc%t o%lity of B. coog@ztus tadpoles exposed to formulations and the Als of
Str&&o at four coffeentrations pl{@’a control. S@tego contain two Als. Control animals were exposed to

solvent carrier used for A@freatﬁ%nts @ceton&)@iach treatment consisted of three replicates (n = 3). Lower
case letters abQ@bar indicat@significant di@rences between the concentrations and/or chemical treatment
A
SRS

(P<0.05)<§Q @
y S S

)
@D
Straterrnion nd @reatments resulted in significant mortality (P < 0.0012), although there
wereqo dif] ce webda formulation and Al at any concentration.

Tl@@Zh- ©5o-value W8§04.1 pg/L for the Stratego formulation and 100.3 for the Stratego active
ingred@s trifloxystrobin and propiconazole.
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Table 1: Estimates of median lethal concentrations (72 h- LCso) of fungicide formulations a@gxl @

following exposure to B. cognatus tadpoles N
Average % recovery (standard deviation} ®) u
Fungicide chemical 72h-LCso High (3h) High (96h) Low (3§V Low Q%h) Q@
[ng/L] S A
Stratego Als 100.3 ~ = 9O o P
Trifloxystrobin 75 (4) - 9D 24 S oy | @
Stratego formulation 104.1 R o O & é
Trifloxystrobin 68 (4) 2 Al 68 (Ql) S 1%)%4) f.© @
Q'? Q} \@@ @Q \© ‘2’5@ Q@}
RESULTS SUMMARY S & S S s @6 N

O @
The fungicide, including Als and formulatign, de@'nstr@% tox@@tjy to @dpo@s, wit]&trat %ca@ﬂg
100 % mortality at the highest concent; éq\ﬁons{%NO &}5001@&). ®lowe@conc@trations, m@lity
was significantly lower. The 72h- o-V&&% wa@g@ O4‘:<k&pg/]%@or @@ St@ 0 f@%nula@n and

100.3 pg/L for the Stratego active &@edi@@% tri@@ysm@?n a&&ro reonazaly: S %@)

O
o © O S O O L s
Effects on tadpoles Q@ o\& v f@ﬂ@ &@ @Q& @ @©
Comment by the Notifier *> ¢ § T N

@ i 9

The effect of the fungie@ fo uQatio@?tra@ ® gontai@}g triﬁﬁystﬁ@m @ propinconazole on
tadpoles of the Great Plains té\ (Bufp cogitatus) beg{@ubl'ed al. (2010), see KCA
8.1.4/01, and t al. (%12 Sée @A 8.23¥18. S@ncentration@)f 746\ug trifloxystrobin/L plus

740 ng propinco ole/IéauseQ O"/mnor‘a%lity of the tagp es after 7 urs, whereas the mortality

levels at 74 phéﬂ4 u& and T4 phus 7.4 @/L di‘&\not signiﬁ@ y differ from the control mortality.

- et al. OIQ&po@q 72-hqcso%kvels 1003 ng/Ioand 1@4.1 pg/L for Stratego® and the
mixture of@iﬂoxystro@ pluszp op@azo@\res e@ivel@ Alth@agh no results have been obtained
with tr;'@(ystrobin a@%, itégn besoncluded, thgt Bufe cognddis-tadpoles are not more sensitive to
trifloxystrobin tha@h (aéﬁe L%g—ﬁgu@s ran;%% fron&lS to@O ug/L).
The effects on B@ﬁ cognatus- olesa\a}e ngé@’sed in@he i3k assessment for the following reasons:

1. The r@ﬂts ir@a‘ce@ﬁa‘t Eh@@?dp(@s are@ moz@%ensitive than fish

2. The@peri&nts e b@gﬁ co ctedé}ith ngixtures of trifloxystrobin and propinconazole or

ulation Cé))ntaini heséé\i)vo §@@Veoi dients.

o D

D
The acute risk assgi@lentc%r ﬁs@over@he p@&tial risk to larval stages of amphibians as well. The
papers by [ <t al.@mé}see K& 8.§/Ol, and [ ct al. (2012), see KCA 8.2.8/19, are

presented here & sup leme infatio@
Therefore, intormati isw\class@ed as b) supplementary information (EFSA Journal
. > O &
2011,9%3@ 922@@ ¢ §
S

-

&
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Report: KIIA 8.2.8/20; , C.M.; , P.M.; _, R.C.; ?, S
AM.; , M.C.; L, A. (2012) . Q
Title: Toxicity of the fungicide trifloxystrobin on tadpoles and 8 effect on ﬁ@adpo@
interaction. S @
Source: Chemosphere, Volume 87, Issue 11, p. 1348-1354 Q@ S . N
DOI No: doi:10.1016/j.chemosphere.2012.02.026 % § Q\ 2
Document No: M-459339-01-1 . S 9«
Guidelines: None @ @& R \\ @Q @
GLP: No g @@ § v, &
Classification: b) supplementary information (EF@S};A Journal 201&@2 :2092) é\g Q ©© C&©
SN Q o S < @
N
EXECUTIVE SUMMARY Qo?(b NN R ) @

. N L
Contamination of aquatic systems is a major éqvironégntal stress that cang@erf@@wnﬁ%predat&prey
interactions, altering prey or predator beha@or re ﬁya\ﬂy. ici@@aran@ers @(&f the Qﬁ}ngic&ide
trifloxystrobin (TFS) were determinedwand its “effests ony prédation ra§ us\ziilgg a fish preddtor
Synbranchus marmoratus) and four a@n t@ole @c\ciqs@&s pre@&éRhi@ila aréparu hysataemus
santafecinus, Leptodactylus latmns,@d Edé%hista@is bv@lor)@ére @min y [F¥4vas %)t equally
toxic to the four tadpole species, E@wolor cing the most sen@re s@es, falfoweddby P. Sentafecinus,
on n‘% . . @P © N .
R. arenarum, and L. latrans. Fgedation Tates qycre oQaluateg-tisi ifferey tr@nengitha‘[ combined
predator and prey exposedé@ not o this@fungic@é. TFS w& altey the outcont® of eel-tadpole
interaction by reducing PESY mo@‘nen‘r@(%husey d&ection Wo@de&%}e ar% therefore tadpole
survival would increase:Nn addition, ecls preyed s@ectivﬁpon%fon-&@seg%dpoles avoiding the
exposed ones almost hro@out h@perio@eva@ed. N é &% N
Predation rate diff among p, sps; such dif@rence@were gt dueto TFS exposure, but to
interspecific diffetences Gh beftavior. “Fhe rﬁ&chani@ thaé@vou@exp (:Z) TFS-induced reduction in
predation rates @ema@unc@ar; h@ve%@at i@%leat@%s tha‘@bleth%ﬂ” TFS concentrations have the
potential to alter prégbehdidor, t@reby indireg alte@ pre(@orf% interactions. In addition, it was
considered that predato&prey@}atio ] ar@me urabl&qu&s@ of toxicant exposure and provide
ecolog@ insight inoto@owoc@amina ts n@dify{) g atof&\preyo'{@ractions.
» O D O N
N N SERG i~
MATERIAL AN§MHO@ @,j\’ Y o ©©
D

A. Material©@ ©® G © o .0 ©v

. & Q 9 D
1. Test mategial "S) A & @

5 & T

@’ itemD” Flip§ 500@@ (Wettable Granular) formulation (commercial -

NN . N
O R SHEN % -t wifloxystrobin)
@° Active sub& ce(s)gy (E,B) methoxyimino-{2-[1-(3-trifluoromethyl-phenyl)-
& %% < eth%deneaminooxymethyl] phenyl}-acetic acid methyl ester (50%
N &i. of trifloxystrobin)
emic ate @@ des@tion: Q\Iot reported
@ Source ofost item: Bayer CropScience A.G., Argentina
SR
{*ﬁ (ON SR number: Not reported

Q@ @@@ © @ Purity: Not reported
@@Q Storage conditions: Not reported
Water solubility: Not reported
2. Test solutions
Vehicle/solvent: Wettable granular
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Source of vehicle/solvent: Bayer Crop Science AG o
Concentration of vehicle/solvent:  10mg/L @ @6
Method of preparation: Prepared by appropriate dilution of the stoc%solution Q\
Evidence of unsolved material: none IS &@ @
3. Test organism(s) Qp o o\@
Species:  Synbranchus marmoratus %% R © § %@
Common name: Eel @) & 5> \O\ @@ @
Source of test species:  floodplain of Pa¥ana River _ fros ceé@rger&i@a; ©&
* @x Q S &

Species: hanella narum %yfomd ? Ph@zlae@ afeci@

(Leiuperi c e Lepto lus”® \latran@; (Le@dac idac), “@nd
A %
Elac clel colo& 1cr(<@y 1da S

Common name: tad le
e T &
Source of test species: ermgnent nm%rsny §lo 1ca1 Reserwt in
y it vmcé\ ééi
S @ @

<
%\§

Q,
-

@

N N
4. Culture conditions of test organisn%) @ & @ § @ @@ @Q
Culture-@e? Ginatdi ® & S ©© N
ulturesge dlum\ De §lormat€@ﬁpw@ er % o
Temmperatare: 2 & ~ LD
Bhotopekidd: h112 A NS <2
%Lﬁht m%nsuy@) 7zt grte%@ o § N %o o §
& & RSO SEPS

Xygen saturgiion: i— L. ng/L@ @ © N
Foegdrand féading fegime: SO\fed Neﬁua&@the%@mm@of thg~eXperiment

Accln@@saho&nor to%estl porte‘& §
o

Observaﬁ@s dug@ ac%@atlsatl I@%st repo@d
2 S @’ @ @
B. Stug@emgn and&étho@) @7 . @Q § . &
5 § N &
1. Test procedure @ & QS L) N
Dhoxicity test O

) % @ ‘”\9 Ac&@ toxicity tes
Q @t sys@@? S@\hc § @ﬁQ
@ ’l@ét c*ntra%@%(s) Q 1ght@ffer%®concentranons ranged from 0.077 to 0.35 mg

i./1%
@7 @9 @ntrol(sg@%z (}@ neg e control
% @mbe&&g repl@tes 1p11c
N @st c tlons est solution at 25 +/- 1 °C and 12 h light:12 h dark
&@% KFee J@Jce at the beginning of the test

ren“&val @None
cydftest @@n application’® Not reported

£
o
/

Q@ ©@ T uration: 48 h
{*ﬁ @@ @ %, Endpoints: LCso, LOEC; NOEC
QQ é@ © @ Statistics:  Trimmed Spearman Karber method

@@ Exposure phase
Test system: 6 h before the start of the testing phase

Test concentration(s): LOEC previously calculated in toxicity tests
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& $ 7
. Vo) 2, @@\
@Q @\@ @y\@ @@& &@§
o, S, % Sy
o, 4 % 2 \K
%@@ &@\ ‘o @Q@ v
) ) 2 V) ﬂ@&
Yo o, "% % Yp
Yo O, Y, P Y
& @ 9 m,
T, ORI R TR
o/ T, D 2, o ®
Oy 00 0, O, Yy Js, b
(4 & 2 O O /
\@ QR@ \\V 7 ¢ m&@@ §@ @X%
9 @@@ "4y %, , % %, “
@%@ @%@ 2, 73 g\@@@ ’, Yo Uy
%%@ \\\ \@@ o\@§ %, , %@\@ \%@ o\@@ @\@@
A @) ¢ %
%& L @@\w o \@K Y \@\ o@\g\@ &Q@
45y, @&\ s 9, %@@ /0 &w@ Q@ o
@& <y @%@ e @\ / @&
v @ @\ & 2 O\Q @\ Y
%, T ¢, e Y, Do 4 "oy,
2. Ay, e, T S, Y
Y, W Ty 0 Yy T,
Ne S o
/ % %, S,
% v 95,
4 \N%
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Control(s): Yes, subsample (n = 24 eels and n = 120 tadpoles of each
species) was ass1gned to the ‘water exposure’ treatment. I@ @6
‘TFS exposure’ treatment. @\ 43
Number of replicates: No replicates, subsample of eels (n = 2 d tadpoles @=
of each species) were randomly assigmget to the ‘“TFS %xpos
treatment. Q @ %
Test conditions: 1 L of test solutlo@t 25+/-1°C a,gg%m h light: I%Qdar ) é\g
Feeding: mnone & @ @ \ @ @
- . Q o N N A
Medium renewal: n/a © % N Q> O
Frequency of test item application: n/a @ & . &© N @© @Q}
Test duration: 6 h bef%@ﬁ start of t&tesnn@@ase Q & & @}
Endpoints: @’ 9&7\ Q 6\ R §
Statistics: AN@A @ % & @7 ¢§

%tlﬂg 1@ gator@'ey exp@wm@ @% @ @& o
Test system: &%ed ion ratwﬁ“eels @) on Q%oles @) exposed to TES (+

@ no ex,posed@FS &%usmg@ur trea atmentsS{1) @wr nor
les ex d ( T ), ) botlgxetls adpoles were

é@osed\(E+ %), a elthe@ 3) eelzig@(%) were
@expos@ (E , @r and €spe y)
Test concentl@lon(s}\xﬁ n/a @ @ C@ &
@ntrol(§ e & @ ) ©
S @2
Numbe@f repl@tes @ephca@s AN @
“Fest co ditions: @ ent ere V@ ucted ¥ a te&era
% %@g) ollec@)om9 %t/dark&cyclesot reﬂected natural day

N @ gth N
@&f&n%@%@@@@& @
@Q iumg%newal. n/a\\ é\ S @ X
F reque@ of item@pplicat®n: @ ) @
b S ¢ @
zf‘ést dl@tlon 24 hes,

®@ 01@ instan anegus mos@@fy ra@@%prey
& . atIStICS @POVA©Dunn%& S t&s Dunnett’s and Tukey’s HSD tests;
§> &\ é’ \@tud%}t te@gKolm&rov Smirnov and Levene tests
9 & @ > & @b
o XY oS & @
RESULTS©°  © & & & &
| ValiditeSsriter O 9 K &2 o
. Validityriteria: S @'jf' . w
No validity criteria defified. R N &@ ©\
S S L® >

@

<
2. B%loglcal ﬁndlngs @ @ Q
In toxicity tes&@mo ality dpG@s occ@red within the first 24 h of exposure. LCso values at 24 h
ranged fro@.l o 0.261g/L, %d afélysis of variance on LCso values of TFS tadpoles showed

signiﬁca@\/aris ag s&ﬁcé\ﬁies (le D).
AN S
NS
N @ @ o v
S

&
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Table 1: Summary of median lethal concentrations (LCsp), lowest-observed-effect concentrations (LOEC), and
no-observed-effect concentrations (NOEC) (mg/L) of TFS on anuran tadpoles after 24-h exposure. @ @b
Species LCso NOEC LOEC &)
Rhinella arenarum 0.22 (0.19-0.25)* 0.096 0125 (7 O
Physalaemus santafecinus 0.14 (0.12-0.16)® 0.096 o 0125 S
Elachistocleis bicolor 0.10 (0.09-0.11)® 0.077 .5 0,080 ¢ L@
Leptodactylus latrans 0.26 (0.23-0.28)° © 0. 180 @\2\30
Toxicity endpoints were calculated based on nominal concentrations. Walues in parel@f&s correspon@d the () co ence &
interval of each estimate. Different letters (a, b, ¢) indicate significant dlfferenc Cso amon%&pemes all@&
ANOVA with post-hoc Dunnett’s test; p < 0.05). Q
~ o &
% & R
@ Q} ~ \ %

Exposure phase RN @’ Q> N N

No mortality occurred in tadpoles or eels duglg %@exp@re t@OE%@f TF§ No signs o&edu{e&l
swimming performance or altered behavgg%were\g%ser&@m %&lex)r eelvfter 6—9€Xp re. @

At each of these times, predation rat@we &glgh&:&% tl@%ntr@iﬁtreatl@ht (@glow@[ in the
treatment in which tadpoles and egls werégimultaneously expesed t@ S T+ 1g.?§19@§hows the
effect, pooled on all species, of su%etha?l@TFS é@pos@on atic&@atesé@ (O
@ \% o }éy @Q @© é
Non-exposed tadpoles (T-) oFall §pecies fre (@stured@st a higher 14 tha,n\ @(pos%l ones (T+) at 1, 6
and 18 h, whereas at 24- g o differencé&in p atlon%rates ere found b ﬁ@eer@ and T-. Similarly,
the same trend was O«Qﬂervedg%' ee@ expokad (and fiot e (E-), w@e E- consumed more
tadpoles of all speci than ]g@-ir a 6 @18 h here@aa‘c 2@ hno d %erenées in predation rates were
found between Edyand @ \

9
& N @ %&\ @@ §@ %

RESULTS s@qw@s{ O 8N g & & 2

In the actkt?toxwlty test, sig %n‘@atlo§ n%? s %@h‘red LCso values at 24 h ranged
from 0@ 0.26 mg/I@%o mioptality dccu dur@g the‘%xposu@ phase of 6 h. At each of these times,
predation rates w \hlgh@ 1n@ con@)l traa,tmelg(E- "l% and lowest in the treatment in which
tadpoles and eelgyvere %nult@ Xpons@ to FS ( @Tﬂ Non-exposed tadpoles of all species
were capturedzat a higher g t];a@exp@d on@ Sln@arly, the same trend was observed for eels
exposed and@ot exposed@e@t ex \ed e@s @‘w’» med more tadpoles of all species than exposed
eels. @7 \@2 Q N @ @ @\

Cm@ﬁient by the Nﬁiﬁe@% o @ @

@ N
The publicatiogy,is well docm%)ent @stuc%wﬂhout analytics and is not used for risk assessment.

Therefore, &%ﬁlaﬁ ass

i
20119(2) Z)éw @@ S Q
Q

as b) supplementary information (EFSA Journal
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CA 83 Effect on arthropods @ S
CA83.1 Effects on bees N Q§
For information on studies already evaluated during the first EU review of thi@@mpound, &l@ise T
to corresponding section in the Baseline Dossier provided by Bayer @fopScienceQand ‘iQche

©
Monograph. &% \@ D«

The following study, which was evaluated during the @ EU revie@}(SANCOM@@/Zina@@s @
considered, amongst other studies, in the risk assessm&nt: o %@ N é\” &
& > R O A

%@ v @
Table 8.3.1- 1: Acute toxicity to honey bees expose@@ rifloxystrobin
Test substance Test species . End t
S @ &N A
. . Honey bee, acute orald8 h %Dso @O 1)
Trifloxystrobin Apis melifera %%zom% 48 In, D> 00
&N S 9 &
D )

N S SESE

5 | ST |
Additional studies on bees have béen performedsand af’%ﬂsubg,tted in @ S emeé@l Dossier
for renewal of approval of triﬂo@?%trob@@. A fifgher ratogy stun @e oré&é]nd contact toxicity
to honey bees has been perfetimed m%l t%lmical @ﬂox%%obi@@cco%ﬁng to@urre@guidelines and

requirements. @;\’ é& §) @§ o S \@2 %
In addition, a chronic 1€, day (adult fg@din@nit t wagondttted @1 Tegoxystrobin WG 50.

Moreover, in order t(&gves‘[’ tlgi@ltrins@ progerties-Q iﬂ@ystr@\@in on»'%%mture honey bee live
stages, a honey bee@ood &feedin@ld bee@perf@‘led @ith Tri@xystr%bin WG 50.
The respective S@E’y s@ariis\are pr&ent&ﬁ\belovv&@ é@ @§ @@
S S & Ly &0
S & L0 LN S @

& 2
Table 8.3.1<3: Addifgnal studieg@ honéy bee@xpose@’o tri&}»«)xystgﬁin

Test systance @@%estﬁé@cies@ & Endppint Reference
X)) °

§ S N 02

K R, S
Trifloxystrobin, @Horféy beeQrute- © al 48R Cso = > 110 pg a.s./bee 67571035
N 5@ S @

tech. ¢ is fera 2\ eontact 48 h L > 100 pg a.s./bee M-431911-01-1

D
RS AN &S KCA 83.1.1.1/04

& — n
Q I%ne;@e?hm@ @@\ > | B

Trifloxystrobin aduli feeding stu @%ILCW > 120 mg a.s./kg S13-00149

W e 3T I * NOEC > 120 mg a.s./kg M-468755-01-1

% o Apis Rylifera QD © KCA 8.3.1.2/01
o Hone %bm@feed{g @ - (2012)

Trﬁioxystrobin (O(},ﬁn t@? 1992) X adverse effects on bee colonies or bee | 64821031
wGs0 @l e 1) IS brood development M-438966-01-1
| apArRiige R KCA 8.3.1.3/01
SN § ©
X
SN


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-032668-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-431911-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-468755-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-438966-01-1
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CA 8.3.1.1 Acute toxicity to bees

CA 8.3.1.1.1 Acute oral toxicity @\
Report: KA 8.3.1.1.1/04; || GG 2012 @b % QQ
Title: Effects of trifloxystrobin tech. (Acute Contact and Oral) on Honey @ees (4pis m%fer n
the Laboratory . & 2]
Report No: 67571035 © Y %\ O &
DocumentNo: ~ M-431911-01-1 X Q@ S 9 N
Guidelines: OECD Guideline 213 and 214 (1998) & &© R QQ § q&©
Deviations: None %@ Q &' &© & ) &@
GLP: Yes (certified laboratory) Q'S@ N @ R . © & @
L @S D LS S

C e é& @@ %Q g\f @%7 IS N o

Objective: N S RS . ¥ < AN

The purpose of this study was to determiﬁ%the {@te %acg or%toxwi@* of trl@oxy bin @h.
S

, %
to the honey bee (4. mellifera L.). @} \ @} S
Mortality of the bees was used as t 6‘ OXi %ndpi@tw S hi ects @}(ch @ha in be@aviour,
K

@

were also assessed. @
@ &@ @@”) N S ©© Q
Materials and Methods: < N O R % & &
Test item: Trifloxystrobin te t&h @rlglngétch @ EUELO%I%l @tom r@@rder@No TOX 09277-
00, Specification No.r« 1020000 007792: L@S 1(@@837 %Artl T® N 05579724 Purity:
99.1% w/w analytica%j N @J) S} S N
Test organism: Hongy bee gzs lzfe@& ), fe@aale @rker@ees o‘t@med %forn a healthy and queen-
right colony, bred IB&ON‘NO lected on<the maogr ﬁi &
Under labora; con onb}pzs @elhfeh@r\w(SO v&erke@bees @doseﬁ\do individuals in 5 replicates
per test item dose 1@1 confrols and refer nce ﬁ@m s) wéee e @ed for 48 hours to a single dose
of 100.0 %@% s. per beexby to (% ap atlo co ac @tes @’d to a single dose of 110.0 pug a.s.
per bee@ feeding (o imitdgst; value b@ed on@e actiial intak® of the test item).

> O & . o

N \ g
Oral toxicity study % @ @7&9 % o ©©
Appropriate agounts@; trrf@ystrd@ln te@ dilutns inGcetone were mixed with syrup (ready-to-use
syrup, suga#?ompo%‘ent @% ST rose,@ \:056@9% fructose) in order to achieve the required
test concgntrations in g final du thI@T 50%q Syrupsolution (50% syrup, 40% water and 5% acetone

%

(w/w)).“For the solygnt co%ro % the rQ ene@tem a final dilution of 50 % syrup solution (45%
Wat@\ﬁO% syrup #ad 5%a eton@or r (@)) was used whereas the water control consisted of a
50 % aqueous %nup solufion é@ % \@ter a&r@O % syrup (w/w)).
The treateri@ Wa%ﬁffer in ﬁlges *hlch were weighed before and after introduction into the
cages (dur 0&%‘[3 as%hour&& minutes for the test item treatments). After a maximum of
2 hoursﬁ‘@nnu , the ﬁptake@as complete and the syringes were removed, weighed and replaced by
ones Oer ain @ fre ntredted food.

ean Q’ get dGse le§s (e.g. 100 pg a.s./bee nominal) would have been obtained if 20 mg/bee of
the T § ood was ingested. In practice, higher (or lower) dose levels were obtained as the bees had
a higheror lower uptake of the test solutions than the nominal 20 mg/bee.
The test was conducted in darkness, temperature was 25°C and humidity between 59 and 86%.


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-431911-01-1
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o

Biological observations including mortality and behavioural changes were recorded at 4, 24 agflf%

hours after dosing. Results are based on measured concentrations of the a.s. per bee. N @@
| & &
Contact toxicity study N & @

A single 5 pL droplet of trifloxystrobin tech. in an appropriate carrier Q%:etone) was &ced@ th%@
dorsal bee thorax. & \ @

For the control, one 5 uL droplet of tap water c&%mmg 0.5% Adhisit! a@ pl@ acet@ne, &@
respectively, was used. The reference item was also applied in 5 u[{Qap water (d@@tho@ma@p 1&©
acetone). %@ Q& @ &

A 5 uL droplet was chosen in deviation to the@dehne recsmmend@mon o@ 1%@ droplet, s@ﬁ
higher volume ensured a more reliable dlsperg@n of thg°test ifp \ %, \

The test was conducted in darkness, temp@atuk‘g@%vas @%‘C aﬁ 1ty @twe@ a&gd 8 %

Biological observations, including mor@%y eh& ou§ an es W Qe Q" recor ed §&nd

48 hours after application. Results are @sed o@ﬂoml@l cong tra@ns ofthe pr(@’ct p&{gbee
S ¢’
N 5.8 @
Results: S v @ @ @ @)

@
The results can be considered z@%hd%%% alleﬁld riterig-o f t test \@@e rg@ cop&m} mortality is
<10% in the oral and in t]@&onta@ﬁ testlDso (24 h) Of the @ ic @ﬁndard in th&oral test equals

0.11 pg a.s./bee, the LDs (%4 h) @the téyc sta@ard if®%he co&act@ equgjs 0. \zlgaztg/bee
A summary of effects of‘the test item S mo§hty belaviouralabnermaliti€s of the bees is given
S iy g begoyr o

below for both tests: v S N C& N
F LS Fe T L
S N
Table: Mortah@m l&@vmlgﬁl abng}\‘inaKﬁ’es of tl&ee@the @tac&@xmty test
U
@$ afer 4@%0@‘8 RN 4 (c’@ @r 24 :@? after 48 hours
dosage eh, ral beha ral behavioural
: t Tty (D rtalit
[ng @oee] 1’1’10@&1 ' y abn@ties m@a A ab@nahnes HOTEEY 1 abnormalities
%glean {{& Jnean § \mear&\\A) Q\mean % mean % mean %
test it D q () N
I g @ S Fo [ Q0 @® 0.0 0.0 0.0
100.0 A w\ & LA S
water~Q G200 S008I 2. 0.0 2.0 0.0
solyeny %ﬁ\ N @\? % &”(é@ 0.0 0.0 0.0
re{ze%e item @ A @ @% \@
8 70.30 @J@ o 260 980 2.0 100.0 0.0
020 @9 40 ¢« .o N 70.0 12.0 88.0 0.0
Sl &
0.15 0.0 v 0.0, 20.0 2.0 36.0 0.0
0(17& *’ %);@ §9 0@ 8.0 0.0 12.0 0.0

results%@ ave@/es frqm ﬁv@ﬁlicates (ten bees each) per dosage / control
water = CO@ter eq ééntrol

s@nt @)2/solvent c

! The Adhisit was used to improve the adhesion of the droplet on the bee body. Adhiisit is non-toxic to honey bees.
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Mortality and behavioural abnormalities of the bees in the oral toxicity test @o 6
after 4 hours after 24 hours after 48 hou;{% @5
consumed - . S
. behavioural . behavioural QS . bel@v‘four%
dosage mortality .. mortality .. ality %
[ug a.s./bee] abnormalities abnormalities abn m@es
pg a.s. mean % mean % mean % mean % <) mean % § m@& G
test it >
es em 0.0 0.0 0.0 v@ 00 & 0.0 &l & 0.0 &
110.0 Q o | 9 T 5
\)
water 0.0 0.0 %@ 20 o _ L W s
solvent 0.0 0.0 090 5 00 2 @).Q\@ B 0.0X o
- S £
reference item & | ¥ D N %,
021 4.0 ZE IS 0.0 o 90 .
0.14 8.0 26.0&% «»\@32.0\@ 6%0% ©@86.0 © @0.0@
0.08 0.0 4 > oo |7 ob & vk
0.06 0.0 S0 S e O 0 0.0
results are averages from five replic@s (ten bees %ch) pe@dosag ad ontr@@ @Q @Q O\W\?
water = water control @ &@ RN @ $ O W0
_ N 7og & Q @ N
solvent = solvent control W S @ & @)
N QS @ N
© 9 S
Observations: ~ AN @9 § @% @@“ o @@
Contact toxicity test: Jv ¢§ @\j@ © @6 N ® % N
At the end of t ontact tox@y t (48 TRours <after @plicati@n), tl{%re was no mortality at

in Qe solvent control group no

100.0 pg a.s./be@n @Watéﬁcomr&’ gr@i)p 2%\?ort@, a@“

d,I‘

< &@ecti‘@ly. Név\n

mortality occ

du&é@’ eh@%our@ffec@ere observed at any time.
Oral toxigity test: & @9 & Q@ \@7

In the Ora toxicity te¥, thﬁ\%ximum noginal, %@t levéivof u{@)xystrobin tech. (i.e. 100 ug a.s./bee)
corresponded to ctuah inta@j of\l%.O @a.s./@e. Th% dose level led to no mortality after

48 hours. No n@iali@occ d irf@the° \%Jven@contr@group and in the water control group,

respectively, @ ©© Q) \@ Q O @
© L 8 Q 9o D
AN L 4+ 9 @
& QQ R SN
Conclusion: @\ AN @ @& \Q
N Yy 8
Toxicity to Hongy Bees; laboﬁory @ Q&
&L 5
Test Item @ \\3 @ v @ Trifloxystrobin tech.
. N7 O Y . .

Test ob]® @Q @U m@ Apis mellifera

App}g@\ion \(@(pg@me%@ 100.0 110.0

E@@ < v @ contact oral

os;@@ (solution in acetone) (sugar/acetone solution)
LDso ug product/bee >100.0 >110.0
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The toxicity of trifloxystrobin tech. was tested in both, an acute contact and an acute oral toxici@es‘[ S
on honey bees. . Q
The LDso (48 h) value was > 100.0 ug a.s./bee in the contact toxicity test. > @®\ v
The LDso (48 h) value was > 110.0 pg a.s./bee in the oral toxicity test. @JQ & @®
D
3 O & 2
% \ Q, '24\9
. . e @ < @ @
CA 8.3.1.1.2 Acute contact toxicity @Q @ § & S
X
See point 8.3.1.1.1 above. %@} Q& ) O R @© @g}
o & O @
\% AR R NN
CA 8.3.1.2  Chronic toxicity to bees % @@° %Q &% o @6 N
A 10 day chronic oral toxicity study %’ls co cted@ ith @ﬂox@tro%l@{’vO agytechnical
trifloxystrobin is only very slightly solu@ev \\ S Q" « §@
o .8 O S & &
: O = ISEKS
Q SO N
Report: KCA 8.3.1.2/013 s o & & & ¢
Title: Triﬂoxystro@l W - As%smen & Chyggiic Effeéts tq-tHe Hir%ybee, Apis
melllfera@ in 3, %ﬁntin@us L@to eedi im'%@st
Report No: SI3-0009 S © N A S
Document No: M- 46%%55- @ @% (%od 5 @ Q\(@ 2
Guidelines: N&%reed a§d rm%este@deh& ava 1@1@ N @y\?
Deviations: Not appficable ¢, 6 & o - Q
GLP: g%e; (@'tlﬁ@bora‘@ry) § @@ @@ é& 3 &\
° & 9 N
Objective: @Q \ &\ \\ &\ S @ X

LN t
To investigat€yhe p@enhal@nom@ffe&g{%} t@@xy@bm he @ney bee, Apis mellifera L., in a

10 days coa@:muous@éedmg test f the L%)orat@f and‘tw 1nv®t1gathether the LCso-/NOEC- value is

>

reater the tested €oRce 10n@ < D

8 @ @ @% @Q w2 , ©
o\ \
N

Materials and M&o \ @ @) >
Over a period o 10 @ ey s vs@re exfivsed 19¥50 % (w/v) aqueous sucrose application
(feeding) sn G@ltal noﬁnnallN 0 mg a.s./kg of the test item Trifloxystrobin WG 50 W by
contmuou%nd ad Izbztu;@fee ont@] groupwas exposed for the same period of time under

1dentlca@posure con@tlons@ untrg%ted @ % é%) aqueous sucrose application (feeding) solution.
Mort&lty, sub- letl‘k,il@ffec@%and @hawl al observations were assessed every day throughout the 10
days:continuous exposm@en@ Furth ﬁhe daily food uptake was determined.

I

& N
Dates of ex@lm&g 1 w : Maﬁ%ﬂ, 2913 — July 09, 2013
« @ 9
@ @ S
Results®> @

Afte % daygs™o f muo?i% exposure, mortality at the test item treatment level of 120 mg a.s./kg of
T oxys@om WG 50W was not statistically significantly different when compared to the control
group.@e cumulative control mortality was 0.0 %, as determined at the final evaluation after 10 days.
The cumulative mortality at the treatment level of 120 mg a.s./kg Trifloxystrobin WG 50 W was 1.0 %
at the final assessment. At 120 mg a.s./kg Trifloxystrobin WG 50 W, no remarkable sub-lethal effects
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or behavioural abnormalities were observed throughout the entire observation period of 10 days. After
10 days of continuous exposure, by considering the actual food consumption of the honey bee@he@
accumulated nominal intake of the test item Trifloxystrobin WG 50 W at @e treatmen@%vel 0
120 mg a.s./kg was 49.44 ng a.s./bee, the corresponding average daily d9§ was therefére 4.
a.s./bee. Q \

The overall mean daily consumption of the application (feeding) solutidi. (i.e. the ave.ga©ge v, f@e 0

10 days) in the test item treatment group was not sta@cally 51antly dlffe@nt (@er) when &@
compared to the untreated control group (41.2 mg/beg at 120 mg a&¥kg, compareg Pto m e Q)
the control group). The mean daily consumption ofitfie aqueous sticrosg application (&eedmg)@solu‘t &4
was not statistically significantly different (1@@%) betweeny the céatrol grou 40d thé test fem

treatment group throughout the entire testing &erlod (dgy-by<gay compangi@i e@t fm\\%e 9% day of

exposure. %@ &Y @ @ KO N %
‘&% N O ©Q % § © @j @

Conclusions: N \ \ §

@
It can be concluded that the conti@; zbzt@y feee@g o@oney@xes @h ratory over a
period of 10 consecutive days with the &K item™Triflo str n W@ 0 \@t theyreatment level of

120 mg a.s./kg caused no adver@ fe&g@egar fo 11ty@®b le@al e‘r’@[ a%éﬂehav%ur.
The overall mean daily const@iptioitof 1cat101@feed%g) s1ond§1 e. thedveragg value over 10
days) in the test item treat%ent grgﬂp wéﬁot s@:stlcal@ s1gn1%car@%dlfﬁ§@t wlign compared to the

untreated control group.°Kurther, on evesy sin da Juringcthe 10"day c@%\ (@’exposure period the
mean food consumptien pe @ W@ not §RAtis @y sg@lﬁc@ﬂy d&ferem\@wer) in the test item
treatment group co red to the cor tro@up @cept@’ the 9 day @expoﬁlre

As the overall mgp da@' fodd, uptake in thg test. ﬁ:@n t. me@grom@%as not significantly lower

compared to %@ontt@\gro &1‘[ cébe Cc ludgg}that %Gl%ere v@no répellent effect of the test item at
the treatment evel @120 mg a.s /kg.

The NOE@or mortalitgyvas rmiged at t@end o@he @ pe&@” to be 120 mg a.s./kg (nominal).
The L@%Qﬁ)vas determiged to @>12 g @Jkg (®minal),
S % S S
§ N > @;\ > @
To £
CA 8.3.1.3 Q@Eff on@one&ﬁ%e d\e@elop\l@ent a@’d other honeybee life stages
Sy @ @ & @

Report@? KC(&@S 1. 3@1 m, 20 2
Title:y\? Stﬁ@ on Effe@of Tr@xyst& n WG 50 W on Honey Bee Brood (4pis mellifera L.) -
N Bréod f 1ng tost - §

Report No: 6482103
Document No: &, M-48 8966 ,\'n %
Guidelines: @ @nen oA

O ‘”\9
DeV1at10n@ @me ©

GLP: % @ Ye%certlﬁ@%boratory)

@’
O@ctl @
The p@)se of this study was to investigate the effect of the test item Trifloxystrobin WG 50 W to
honey bee brood when exposed by oral ingestion.
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Materials and Methods: . @ @6
Trifloxystrobin WG 50 W: trifloxystrobin (CGA 279202): 49.8 % w/w (@alytical); (1}? ID.@
EDFLO011509; Sample Description: TOX 09344-00; Material No.: 0558é%§¢93; Speciﬁd&tlm} Y.
102000007798 — 02. & @\
Trifloxystrobin WG 50 W mixed in ready-to-use sugar S@lp was fed t @ colonies°ag1©(i m%@lity
adult bees, pupae and larvae observed at test end (21 days after test v 1ation). T}@énixi@rati& ®as &@
0.151 g Trifloxystrobin WG 50 W (= 0.75 g trifloxystrobin) in ©L sugar syxyp. A@ bee®rood ©
development (eggs, young and old larvae) was re%@ded at test Qniat%n andafter % 10, 1&and 22
days. As control pure sugar syrup (30% sucrose@ % glucosex39% f@ctose)@vas uSed. 3.g/L p
Insegar (25% fenoxycarb, 0.75 g fenoxycarb/I;Q was usgd as q@@%ren&g\ sub&@ce. O \%
Bee colonies were free flying in natural ﬁel@condg{%ns, @fth ad&ss t@tma@ood@ources%but due
to the season, there were no main ﬂg%yﬁrin&?%ee\a@{%rag\% cr%s ob@owerin@; w@; ir{othe
surrounding area. @} \\ @} XS & N é\ﬁ S8
SIS >
Dates of experimental work: J@s 01, 2001 toohly 7?*201 1®\ @@@

Results: AN S KRN
=~ N (% N SN %)
Effect of Trifloxystrobin W&;50 W@n hor@@ egpis mellifera) in a bé@bro@tudy\&@
© & S
Test item <) & S Eg@ RS Qriﬂoxy&i‘obi@’ G50 W
"@ 0bj§ R S ey beéd) (Apismellifera L.), complete colonies
@
xposure § SSHES @ via treated sugar solution
@ @ °\ < \ A4 @ \“}
Y @ . .
@@@ ©\ AN ;\x N@ Control @ @ item Reference item
o TN e 7| £1569 [ Pa0ans 99.8*
e Yy O 2 g
Termm@ﬂ rate [%] g}’ @’ung @ae §Q§f D 249 n.s. 99.9*
A 4 ol S 79 3.6 74.8*
A D O (el\;arvae© S 79N .6 n.s. .
Mean brood tex;;@atior&rate oy&pall s@s [%]@’ S) 186 23.0n.s. 91.5%
i ) ) v o 4
Mean“rlrz)(r)lr(thtéof @Q p@@ppyc@on p@e Q @@@.6 2.7n.s. 3.0 ns.
'S e .
bees/colony/day duting engp post &pplicatfon |
ooy R o | @ 142 6.9 n.s. 22.1 ns.
Mean %ﬂality of I, 7 RO <
worker N g\e—app%‘}atlon %&ase . Q 0.0 0.0 n.s. 0.0 n.s.
plpae/colony/day dyging enfi post%plic fon
g wn &‘@‘ﬁh &@% 0.5 0.6 n.s. 1.0 ns.

1) mean terminatign rate%ﬁ ags peg:&tg tment}:\%oup

2) mean num f deathhoneylees per day anny found in dead bee traps
3) mean nundher of @ pup @er daydnd coloiwy found in dead bee traps

Statistic. = gﬁtatisﬁca y sigfiificant compared to the control;* = statistically significant compared to the control; n.d.
= not defgl in& tudentstest otWlann-Whitney U-test, o = 0.05, pairwise comparison, two-sided (before application), one-

sided ggeater ( rap@§?0§
N
©

There no statistically significant difference in the termination rate of eggs, young larvae and old
larvae in the test item treatment group when compared to the values of the control group. Adult bee
mortality in the test item treatment group was not statistically significantly different when compared to
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the control group. No statistically significant effects of the test item on honey bee pupae @e{e

observed.
5 &
S @ @
N & QS
Conclusion: v N
Overall, it can be concluded according to the results of this study that T@xystrobin} \§ 50 do&s@
neither adversely affect honey bee colonies nor bee brovelopmen@x é}”\ \\ @@ @
& @Q v\g@ § é\g Q)
7 Q N N
‘ S
CA83.1.4  Sub-lethal effects ol D - &7 < O @ @@}
Q \ 9,
There is no particular study design / test ggideli to 2a@%ss ‘éﬁb—le efs” iy honey~bees.
However, in each laboratory study as well as in 9@ hig@%—tier dy, @—leth@\f eftéts, iffccurring,
are described and reported. v\% ‘N N S ) @
EXPSICIRI SRSl
RS sy & e
S T S O F S

CA 8.3.2 Effects on nonfgrge@arth]ﬁgpo the@an bees ©© (COREEAN

R, @ S QO
For studies already evalua duting % first BU réy@few @@ th% comp@md,élease refer to
corresponding section in the\:%’/lon Ggraph é&d in@ Bas@line D&sie@ovid&@oy Bayer CropScience.
Studies on non-target-~afthrqpods Have n fon‘r@% wifhy thqs(r\eepre@atative formulation
Trifloxystrobin WG $Q and Qdditiofial forfeulatics ne&(@d f%xthe q&isk assi@nent. A list of these
studies is i MCP- R poin@ SRS o «
presente@ MCg, n & poO.3.2@ S
SO AT R W0 e &
F D Na a8 §@ N
¥ &0 O« & b
CA 8.3.2.% Effécts on Aplﬁglius%hopsiph' Xy
Drtopoint 889, & &L Ve & T
Please @ to point 8@592. S o S S
Q O\ Q
© ¢ & O @&\ &
CA 8.3.2.2 Eﬁecn T@@iﬂo@on{u&py% @
D
In the first ex J@tin oceSQQﬁoni et (&1@10 o@jdata for two formulations of trifloxystrobin
have been %ubmitted andalu@d. T%;@fon@g@atioé S EC 125 (Twist) is no longer supported, but

the ne vailable on@@-targ@ arth@pod@ata {&f this formulation are provided as supportive

information in this S@?ple ntal Dossieps .9
(AN Q
¢ . & < Q
s IE v
X Q
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Table 8.3.2.2- 1: Additional studies on Non-target arthropods for trifloxystrobin ou°
Test species, Tested Formulation, study | Ecotoxicological Endpoint @ @b
Dossier-file-No., type, exposure Q\ @&
reference @ ®=
Trifloxystrobin EC 125 @ LS
Typhlodromus pyri TFS EC 125 % é @ G
M-078388-01-1 Extended lab., exposure on @ X
Rep.No: BI05STPE detached cowpea leaves (&@ Mortahty [@b Effect oné% 0diy t1on [@ @
_, 2003 47  gas/ha é\g S
KCA 8.3.2.2/06 224 gas/ha 2 & S Q

106 ga.s./ha Q 35 Q o & &19 @) &@

250 gas./ % @ Q' ©'10 & @

500 ga.s./ha ‘N Qy x\ 27 &

A: A negative value indicates a higher r%xoduc@@l rateY in @% tr;?ment @fan in> the control.
& Q@ > ) @% 7

Report: KCA 8.3.2.2/06; ﬁz 03 & @
Title: An extended laboratory @g3e-response stddy to &aluat@ @‘l bin § 25
yr@
@ o

on survival and repr euten (Acari:

@cno{%{ the@eda@@s m&gaTypg rom

Phytoseiidae) on cowpea leags N
Report No: BI105TPE % @ ®® @@
S @ & S

Document No:  M-078388-01-1@ %@ (g @ Q ©©
Guidelines: B - a@%om NS S &@ % o @

\

Candolfi eggl. (20@ § @ v @ N <)
Deviations: None S %9 § @ @% ™ ‘&Q @‘v\,
GLP: Yes %&yﬁﬁe@rato@) ) ©© \ é& & o\@
z & & QO &
Objective: § o \® § \© §9@ & @

@
This extende%@@gorat&r dy is %mgne@ e\géuate %}e eff@ of Trfloxystrobin EC 125, applied

to the unders etached cowpea lea es 5@ surdival afid re r8duction of the predaceous mite

Typhlodr: iis pyri Sche@ten ari: oset ae) @
e @ PN >
Materials and M&@\ds & %\
Test item: Trifl trob% EC e mgfr@’dlent%G @?79202, purity/content: 126.26 g/, Sample
no.: TOX06005;01, .‘ no -05 66@atch 003) was tested.

The test item™was a%he@ thmnder@% of ég\vpe@aves at rates of 4.7, 22.4, 106, 250 and 500 g

a.s./ha %@he effects (}%’ere cetpareg to a %)[er trgated control. A toxic reference (a.s.: dimethoate)

applied 1920 est %%thas Qﬁlde@to indicate the relative susceptibility of the test

org@sms and the test syste \@ Q@ @

Typhlodromus @/{1 Sche@ien s ey@osed@ groups of 10 per unit to dry residues within 1.5 hours

after applic @1 T}qe g@m @s for%e water control, 6 units for each Trifloxystrobin EC 125
6u

treatment a Qs?s for to;&(ﬁ: ref
Mortai§§v a@ssed@fter @@ day exposure period. The toxic reference treatment was stopped after
morta @‘ne ) §
%@VW 1nd1@dua§of the deionised water control group and all Trifloxystrobin EC 125 rates
gﬁened to untreated open glass arenas, because corrected mortality in these rates was <50%.
Reproduction for these treatments was determined during 7-days in total (3 consecutive assessments at

2-3 day intervals).
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Dates of experimental work: November 13 to November 27, 2002

Results: S @® v
Validity Criteria Recommended by Obtained in t N ©®
the guideline study Q> Q\
> 9O o 2
Mortality in water control <20% @ 139 %\ \"\ § @
.
@)
Corrected mortality reference item > 50% < @% @ § é\g é
@ " S @© @q}
Mean reproduction in water control > N g@@f @ & o @}
Q
; S NS
<) N %@ @6 AN LY
All validity criteria for the study weremet ©° @ 5 N & @
v @) @& @ S % &’
B oS Preireiacss . & &2
Mortality and reproduction of predatoryduites after e ure rifléxystrebii EC 125
ol it expire Preingoieafictes o &
Test item @Q [% . < Trﬁ@xyst@n E§25 D @ &
Test organism Q o v & N yph@roml@%yri @Q @Q 0\%
Z Z
Exposure l@@ys og%e uné@sid@ cmg\ le%?'@ in gl%/pl@%las;i\mortality units
Nominal application o o g o 2 %
volume b & @Q @ v ZO&L/]@ A s@
S A Morta(?ty z@ 7 d@ [%@@% Xﬁ'epl'(iﬁ;lctio(@ggs/femaleﬂ days]
v N Z °

O ° Z
control & YN g 13 @U Al S (éx Y 64
Treatmen@ Q@ecteﬂ@lortali}\yy af.@ dagy eprod@tion in eggs/female/7 days
g a.s./@ S) D > %] - N @fredugtion relative to control in%)

40 O g & | 2P0z & skasw P =0.102
24 T T g2 T P80S_ | 5073 (13%) P = 0358
106 O | 8 38V =<0 N 5.2(19%) P=0.159
; T - 5
250 Ay PR :égom S 58(10%) P =0.545
500 & & 360 U pS20001 4.7 (27%) P =0.047 *
Referep@ 1tem @® & QM <0001+ Not assessed
(1920 mg diethoateha) é N N
LRso: > 500 g a.s./ha "S) ,%T_,Q @5]) @
ERso: > gas./ha ¢, [\Q @ &N X

* Statistreally significantly iffé’en&fmm @Qﬁmise@vater control. Statistical analysis: mortality data with
F isl{igs Exact Test afd repr tig&@ta v&@”AI\@B A/Fisher's Least Significant Difference Test
o Q

I

@ . N , o
Low control mortality -an r%@)duct@e performance in the control treatment indicated that test

animals w in Svod cémdition. M ity in the toxic reference, showed that test animals were
sufﬁcien@ sen@ﬁfve @9 thatpotential adverse effects of exposure to test item residues could be
detect&ﬁ it@ se‘&&yp usé&in this experiment.

Afi @7 day® of @‘§osu tho Trifloxystrobin EC 125 at rates equivalent to 106 and 500 g a.s./ha,
&F Typhlodromus pyri was statistically significantly reduced compared to the water control.

¢ to a rate equivalent to the 4.7, 22.4 and 250 g a.s./ha had no significant effect on survival.
Reproduction of 7. pyri on untreated glass plates of Trifloxystrobin EC 125 at a rate equivalent to
500 g a.s./ha was statistically significantly reduced (27%) compared to reproduction in the water
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control. Exposure to rates equivalent to 4.7, 22.4, 106 and 250 g a.s./ha had no significant eff@on S
reproduction. . Q
@ v
S @ @
Conclusion: @JQ LR
The LRso and ERsy were estimated to be > 500 g a.s./ha. &% O @@\ %5@
@ N PO S
CA 84 Effects on non-target soil meso- @md macrof@@m é\” QQ ©@ Q&©
SN Q o & & < &@
CA 8.4.1 Earthworm, sub-lethal ef{&cts & @ &%\ %@’ @6 \“\7 @

For information on studies already evaluated@uring%ﬂe ﬁ@g EUieW this @’mp(g)ﬁgnd, please r&fer
to corresponding section in the Base&% D%@er qN@ojvidgl by Bayer opScience d he
>

Monograph. N ST S LY
In ordger 110 address new data req@e@tcc@% <@>Re@§i C?EC @QI Q/

y g! ony; )Q 0 20@3, several
additional studies on chronic ex@ne to eart v%rm%}ave b&l pe@'me nd @sub@ted within
the Baseline Dossier or this Sul@lemem%i Doggier: & @® @ S @QD N

N @

S © g
Q G ©
@é§§)@§@j&@\@@
\% @§@ @%%Q@y\?
v\g@@)©©o©c& )
S TS e §¢ .06
§é°\®§\a© @@&@
O N\ 8 S @ X
o O SN O
D 0 9O ¥ & D
>N & O |9
G 58 H T e &
S & & & o & F
A @\Q% SIS ~ O
SIS
> & & 5 = &
QRS T LS
@ O & .09 o . O @
R T
AN @@@@
@Q@"oy\a
& SR IR &@Q\
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
§\%Q§§@Q
2 Q
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Table 8.4.1- 1: Ecotoxicological endpoints — additional earthworm reproduction studies with active
substance and its metabolites @ A
. Test species, . . . S &
Test item test design Ecotoxicological endpoint @ Referenc&@
N 2
. . Eisenia fetida NOEC 7 mg a.s/kg dws @y -%0009)@
Trifloxystrobin . LRTRg-R- 9
(tech.) reprodughon % \ G
‘ 56 d, mixed NOECcorr. C@&S mg a.s./ki W é\g
X @ @
Eisenia fetida Q q
CGA 357261 reproduction NOEC @} >100 mg%@g dws & @@}
56 d, mixed ~ R o S A 84104 &
& o D 99)
. . . R > \
Elsenlafet.lda > @) g/% %@ S P 047066656
CGA 321113 reproduction NEEC @ T, &
56 d, sprayed v & 2.3@g/kg®vs b O | M03399RO0L-1 .
’ © D o | RCAEI01 o>
TN
Eisenia fetida NOEC > =) m%&? dws\© i 013)
@ N D QY KraiRg-R-&29/13
CGA 321113 reproduction Q % é\g @ %, @2\9 @ 64328011
56 d, mixed @ %}NOEC\m F w250 I@/kg?@e S A SDL/05
Q| S ©
Eisenia fg ”%‘ P a? @6 & < P O lgTr (-?10-1111)4/11
CGA 373466 reproon Y @N@C @ (2100 @kg %ws [ ol 47g41_01_1
56 d‘t&gmxe& S S Qy SN © KCA 8.4.1/06
N & N (2013)
Eczgema e tlda % § & Q° o < @\y\?
CGA 381318° « JEPTO % EC@@ S100smg/k aws Q) | Kra/RgR-150/13
N d@mxe L NTo 8™ P | M-466037-02-1
) {%ﬁ ZEEIN X O A KCA 8.4.1/07
Y 2 (2011)
N nla N ¢ © 9 SN @
NOA 413161 Sreprodutt on% EC §9I§<?g/kg“§s LRT-Rg-R-116/11
7 56 OinixedO N Ry S M-416856-01-1
2 L9 & 0O @ KCA 8.4.1/08
@ L@ B\ @ 0@7 &
. %, @ @
QO @'wenij%ﬁda @ SRS S (2012)
N0@13163 . D reprodietion QNOE@ o =100 mg/kg dws EBTFNO11
Oy sedmied . [OF 17 &K S M-445494-01-1
D ) @ > KCA 8.4.1/09
7 D) N S
@ ise@etiﬂd@) ©\ § (g k- (2012)
S N o ra-Rg-R-115/12
CGA 357295 r ducteQ S NO%@ & 50 mg/kg dws
d 4 Q % @ M-437130-01-1
e~ ' @ ol KCA 8.4.1/10
o 2 Q YN
© QO Eise feida, | £ 0 kra-R (ioif))ﬁ/n
NOA 409480 o, e@ugtl@ Q@ NQEE >100 mg/kg dws ra-18g-in-
N 86'd. miyed D) o M-424075-01-1
. e I N KCA 8.4.1/11
dws = dry ¢weigh %5011 a5 0= actve substance; prod. = product; corr. = corrected
Bold values@dpom{s risk %%'sessr@nt
adjusted bgé factgtof 2 t€addregsthe logPoy > 2
study epe with Trighe 0 mg/kg) concentration (see M-464328-01-1, KCA 8.4.1/05). The new value

is use the ass ente

¢ T@&ubste: cor 381@8, sodium salt
N

&
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Report: KCA 8.4.1/03; |G, 2009 B
Title: Trifloxystrobin (technical): Effects on survival, growth and reproduction on the earthv@n S
Eisenia fetida tested in artificial soil with 5% peat Q\ g
Report No: EBTFLO006 @b @ @
Document No: ~ M-350077-01-1 @ AR
- . N
Guidelines: OECD-Guideline No. 222 (2004) % § § &
ISO 11268-2 (1998) <) g\ﬁ y;\ N é\’
Deviations: None \e @ < Q\ v\g@ &@
GLP: Yes (certified laboratory) < &©Q 6”@ Q@ @@ C&©
%@ Q o & & @) &@
Objectives: é@’ R @’ 6\ * g§

R
The purpose of this study was to assesOthe @%let]@lﬁ eff @@s og@‘lﬂo@rob@ techpical on
reproduction, mortality and growth of thee%rthw@m l*{s@hza Stla &rmg a@expos@e m@j art1®al
‘”\9

% 6
SOI 1 1 erent test concentra IOHS & O\\ @\ s & C& ‘Z”\?\

&N L) >
Materials and Methods: ©Q (& @ § \@ @QQ @ @

Test material: Trifloxystrobin (te@amc@j Sp%@ﬁc ioh No 02 (@007 Qp; le N& 05579724

Batch Code: AE C642802- 0 Or@h Batc@No $ R6%5?92 @ﬂﬁcate-No@AZ 8656 content of
a.s. (analysed): 99.5% (W/w)>  «_ @ § o

Adult earthworms (EzseK@etzdaQbOLag mo «i‘ s OIQ 8 x ge&mlm@l fo?z@e cortrol group and 4 x 10
animals per test concqg[ratlo@ thecgeatment g we@exp@ed in an artl@al soil (with 5% peat
content) to the nomigal test @nc&@tlon@of 4 §1 §g\and 3@mg & 1ten%kg soil dry weight.

Toxic standard: 2@5 O®Ca§nd&lm (3@ g a)/ lgg d%@lght soil.; control: quartz
sand. G @\ S \ N

Artificial soﬂ@om@tlon@@as 73 @2% &uartz @d @ ka§ clagy 5% sphagnum peat and 0.18%
CaCOs. Thevessels wege keptg\\rﬁl@a rat@cont@led om a@o + 2 °C under a 16-hour light to
8 hour&ﬁr\kness pho erlo 1ght 1nten at% t @od between approximately 400 —
800 Lux. Earthworp wer&*ﬁed nlngkmarg&re Q\

The test item wa; 1xe%;nto t soﬂ@fter Qdays tHe nuggber of surviving animals and their weight
alteration was dete T@y w@he@mmo@ fro Qle artificial soil. After further 28 days, the

number of off§pringvas %@m;&%@l Q\ @\ @
-5

= & .~
o ok
Dates ofexperimental work: N @ry@to March 26, 2009
% N SIS
Resu & & G
esults:
: @" S @&
Validity Crlté@ﬁa % ﬁ 2 = @Recommended Obtained
% @ % 0, 0,
Adult mortality @@ < @@ <10% 0%
S\
Num@xﬁof _]les@%r eplmg e >30 280
Coe ﬁc%,e@f variation of reproduction <30% 14.3%

All validity criteria for the study were met
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To verify the sensitivity of the test system, the reference item Derosal fliissig (Carbendazim, 360@%1,) S
is routinely tested at concentrations of 1.25, 2.5 and 5.0 mg product/kg soil dry weight. . Q

In the most recent toxic standard study with the reference test item mixed int@he artificial Q)"ﬁ» , was

performed from January to April 2008. No mortality of the adult earthwo was observé
after application. No statistically significant different values for the biomass relative @the@nro%
were observed at the lowest test concentration of 1.25 mg,a,s./kg dry wejght artificial SQ; c\@ @

The change of body weight of the adult earthworms of tRg~test conce 1ons of 2.5 @d 5@1@ aslkg @
dry weight soil was statistically significant reduced inecomparison ib e control %@%lts @a Dufipett Q&©
multiple t-test, two sided, a = 0.05). %@ Q @

The number of juveniles per test vessel of the t@concentra&ns of @%5 2 gQan@) mg@ S. /@
weight soil was statistically significant re%ced to, the @@tro@es%@’of & 111@ms tiple

sequentlial t-test, one-sided smaller, o= 0.05. & @ (G S\ .

The results of the reference test item 1n%%ted @@ the\t@st %gs%m S seve to the r@j §Qest
AN .

item. @ O\ @ & \ @ ég S

@Q%\Kéﬁ@@%&@@@

AN
N
Effects on mortality, growth and re@odu%o@jof %e eart@vor S @é ©@ @Q o\‘”\g
Test item @ % o trlﬂ@ystr%l@ﬁ tecl@ al @U &
Test object «;§ > Eiseniu fetj @@ @)
Exposure N O @% Affificial soil 2 &
o 2Adult mortaligy @ &omas;ghange&g | S R@duction
N2 m@test itom /kgdws] (©)

LOEC q @ >3 S S34 O N >
NOEC &, & & [V w@ >34g, &V o212

N N N 9

© ©\ N ' S &\ N §@ ?§

§ N S Q @ S @
@ *v t ﬂoxy tg(?nn mcal 2,
o % %@ % .s. kg dws v
LAY () K }é%
@ O Q RS o\w
trol > %, 4 S 7 12 20 34
PR S L ee [ o
i 9 (@ \§) O @@9 M?m Y%‘l ity @adult@urms after 4 weeks
Mortality [%}O @) ©U| N25 N\ | N 0 N | 0 ‘ 0 | 0
© %

% . @@// Bi6imass change
@ ((@gge iHQesh @ighto@%‘r 4 weeks relative to initial fresh weight)

Mean + SD [%] | +o8=4.9 | +&4i3g§1 ARV+22 | +224+1001 [ 21372 | +21.7+27

N y\g @ h@;ber 0%uve§s per surviving adult worm after 8 weeks
MeantSD P 280;40@ 2&@:36@ 31.0+1.8 | 24318 | 244x25 | 242+04
@ fg S %&N er of juveniles per replicate after 8 weeks
Meant SI¥™  @°280.0340.1 [758.0:46.2 | 311.0:18.1 | 242.8+184 | 2443+253 [ 241.8+3.9
& ) @@\} %7@ . %§ Reproduction compared to control [%]
%%4 contrel* - | 921ns. [ 11lins. | 867s. |  872s. | 863s.

* Statigtial comparison of mean reproduction per test vessel:

Result of a Williams Multiple Sequential t-test, one-sided smaller, a = 0.05

n.s.: mean value not statistically significant different compared to the control (p > 0.05)
s.: mean value statistically significantly different compared to the control (p < 0.05)
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No mortality of adult earthworms was observed after 28 days of exposure at the control group @é at@©
any test item concentration (just one worm died in one test vessel of the lowest @ncentration@@

No statistically significant different values for the growth relative to the contsdl were obségved

tested concentrations of 4, 7, 12, 20 and 34 mg test item/kg dry weight arti%:ial soil. & @\
Statistically significant different values for the numbe@f juveniles g&r test Vessel\relata{@to

:Zﬁtml were observed at the test concentrations of 12, 2¢~and 34 mt item/kg (@&?’ weg@t arté\fg@ial ©&@
' @ & & VO &
Ve & & N
Conclusions: 99) Q} Q\@ o ) «:05@ @@
Overall, it is concluded, that the NOEC for this st is k@g tr@cysin/%?ry v&%ight%aﬁiﬁcial
soil. The overall LOEC is determined to be 12 mg¥siflo obipiKg dr)@vei ht drtifieyal soj ¢
el i drfweight ifige &

o d OO«
NOEC related to reproduction: 7 mg @ it@g d@rei h‘&artiﬁ@% so&\ Q& éﬁ ©§
LOEC related to reproduction: 12 i@ es%@m/k\g@ry @ht {fﬁid%@il §‘9 @ %
SO
R o D § S ©©@ G S

N
Metabolite CGA 357261¢, & @§ e © i
~
@
KCA84. % ,Mg., z@ \© é & ‘\@

Report: ;

Title: §oxist§)bin-c 35726F (AE
eartkyorm Eisenia fetida tested ing&
Report No: @Q{fa— SIUTT &
Document No:@ 26 -@-1 ©

Guidelines: & OECD-Guideli%é%N 222008 W o &

f@/
Vai
o &
W),

& IS0 14268-21998) £ [SEERSIIPN
Deviati&s: Ne s S Q *o .
GLP: @certi‘ﬁed lab&ory) © KN D

’ ryq)% Q@ Q @
R
N) v \% SEEENY

Objectives: @ o .9 o 0O o4
© SN N .
The purpgse”of this St@r way to d@8sess @@@e s&jﬁthal effects of CGA357261 (metabolite of
triﬂoxy@in) on re@duc@, m(@%ility’ nd g¥ewth of the earthworm FEisenia fetida during an
exposurin an artifigial soil with Sdifferent test"éoncentrations.
5 & é iSRS
N (g @\ R Q
Materials and@[eethods: [ @ &
Test materi%%ﬁ“ riﬂos%%s“tro CG@U@BatCh code: AE 1393224-PU-01; Material: AE 1393224,
pure subst& e; O,’gi\gin Ne.: SE 350-10-1; purity 99.4% w/w).
Adult e@@werg (Eisg%)ia fetita, about 5 months old, 8 x 10 animals for the control group and 4 x 10
animals, per con@ntra,@% of the treatment group) were exposed in an artificial soil (with 5% peat
copgent) tc&e noffinal @4 concentrations of 10, 17, 31, 56 and100 mg test item/kg soil dry weight.
Toxic dard: 1.25, 2.5, 5.0 mg Carbendazim (360 g a.s./L)/ kg dry weight soil.; control: quartz
sand.
Artificial soil composition was 73.82% quartz sand, 20% kaolin clay, 5% sphagnum peat and 0.18%
CaCO:s. The vessels were kept in a temperature-controlled room at 20 &+ 2 °C under a 16-hour light to
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8-hour darkness photoperiod and a light intensity at light period between approximately go_ S
<

800 Lux. Earthworms were fed with dried animal manure.

The test item was mixed into the soil. After 28 days the number of surviving a&'mals and the .’% el h@j
alteration was determined. They were then removed from the artificial soil. @er further 2§ days@@
number of offspring was determined. < @\
R QO & 2
% o\ Q, '24\9
Dates of experimental work: June 22 to AuguiRt29, 2011 Q@ @@ Q %@ g
& S) 8 QQ NI
@ > © $ @
Results: S R o & A &
Validity Criteria Recommended Obt&l?ed 0o4 6 N %,
g Ny Sl N
O %] @ D«
<1 ‘

Adult mortality A

Q%j@@é@é%bc ©@%@§

S )
330 @ © I Qo &

Number of juveniles per replicate

PRSI S
Coefficient of variation of reproducti((r)m%l© @@% < @; % . ©®§@3L@ @@ @§y O\%@)
All validity criteria for the study W@re et & @ ®
v S @
SSTEEN ¥ @R & S

To verify the sensitivity of the testsyste %e eren(@aitem ﬁero%%ﬁsqsi@Car%endazim, 360 g/L)
is routinely tested at con&e@tratio% of B5 a @Q N

.0 mg proc&g&t/kg 801l dry'wei

In the most recent tox{g standard study witlothe r&reuc@es‘[ ftem n@éxe intéphe artificial soil, was
performed from Jagiary 3@20&@"[0 April 0§201 §N0 m@rtali@ of tﬁc\ adult earthworms was
observed 28 daysafter @plica&i. Ttk;g',@ cthe of ‘body \@g@ght af the It earthworms of the test
concentrationsét’ 2.nd 5.0 m.s./kg%ry w%e\ighgol v@ statistically significant reduced in
comparison tothe c@rol.&g@ O & . 63’ Q @

The numpéPof juvenile@er test e@f all@c\st co@entr@ions '@Z§’re statistically significant reduced
in con@son to thentr the so for rep@ucti@wgs@lculated to be 1.66 mg a.s./kg dry
weight with 95% @e der&%lim‘@betg@ 1%’%— 1 %mg a‘,@"kg dry weight artifical soil.

The results of th% fer%ce te@tem@@ IS% that the te@%system was sensitive to the reference test

item. @ ©Q ©© O o ] § (7]

A N

S QA o @
Effects (2@ rtality, %r(%th a@pro tlog@J the earthworms
Test item N 2 .9 CGA357261
Tes%%ﬁject § @ o\@ Q@ @ Eisenia fetida
Exposure RS ) Artificial soil
&@ /@Jlt n@élity Q | Biomass change | Reproduction

QD % N e [mg test item /kg dws]
LOEC .S | o >100 O >100 >100
NOEC @ g [©  &>100 >100 >100
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CGA357261 ¢
[mg test item /kg dws] . @ @b
w0 o
Control 10 17 31 @ 0
@ AN
Mortality of adult worms after 4 we&ﬁ § § 2]
a Ry
Mortality [%] 0 | 0 | o 9 0 N 0 “%T \\9 @ @
Biomass change X S

(change in fresh weight aft@& weeks relat Qto initial fre@welg@ § ©

Mean + SD [%] | +87.6+10.48 | +77.08 £7.12 +7%®731 +85. 31 4%@ +79@>i7§ ;;5&763 iO&J
Number of j JUVCIKCS per@ﬁ*vwn@ adt{tgvorn&zg@t’er @@eekg\% §
Mean+ SD 19.1£25 | 23278 | 18&40 o@ 184%1.3 & 18 535,88 195¥28¢
Nur&ﬁeﬁof*ﬁwn l&\er r@hcat&%er S@eeks\y\g < §@
Mean+ SD 190.8+254 | 231 8@’ﬁ 7 & 187 %0 1 gl\% 1875@& 4 > 184/@35 1,98193.8928.0
Q Ré@i‘odu@ﬁon co%pargz?cm@ml ["/@ & @
% to control - | & 121§0J |@ 988 [ 98§, b %@ | 101.6

No statistically significant differéees bétween the contrd¥and tést 1ten@/%re %culated%r b1®ass and
reproduction (Williams Mult1pf°é\9Seqa%nt1a1 t-gest, p >@ 05, » Opg- s1ded§sma11%@

\ ©
<A
No statistically s1gn1ﬁcant diffeyent alue th wth@at% to th&cont@ was observed at the
tested concentra‘uons@ 10, 177, 3 % an@l 00 gest a\\}n/kg @y w@ht algﬁmal soil.
No mortality of a(@ ea wom@;v %@serve of posurgat the control group and at
any test item co@enton 1n§Lud1 the h%%st t&?@ conc&tregd of @ mg test item/kg dry weight
artificial soil sthis study. O @ &° &
No statlstl@lly mg@jﬁcant different V@gles f%%the ni@mber_of Juvles per test vessel relative to the
& v
control a@’e observed @ he @ n@tratlon of 1@9 mi@s‘t 1te@§/kg dry weight artificial soil.
QL .
\ >y O \ Ry
Conclusions: § & S \ @;\’ & >
Overall, it is C@lclud ﬁa@% NC@ fo@%ns s@ is @ater than or equal 100 mg Trifloxystrobin —
CGA357261Rg dry@i/el .\nf)' rtlt@'&%l s @The@xeral@OEC is determined to be greater than 100 mg

Trifloxystrepin — CGA35 1@ dry ht%tlﬁ%@soﬂ
s KRN

& @
Thergfore, based oﬁe s@tlcal@igm e@\

NO}C related to reprod@ﬁon& @100@11{; te&t@em/kg dry weight artificial soil
LOEC relatedﬁtgzyrep %ducg >@mg tést item/kg dry weight artificial soil

@
< & ®
{x’ O @ Y
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Metabolite CGA 321113 @o
Report: KCA 8.4.1/05; |, M.-A., 2013 N @§
Title: Trifloxystrobin-CGA 321113 (BCS-AL58660): Effects on survival, th and rep@@ﬁcn(@

of the earthworm Eisenia fetida tested in artificial soil (o8 N
Report No: kra/Rg-R-149/13 AN S S o
Document No:  M-464328-01-1 0 Y O ON Q
Guidelines: OECD-Guideline No. 222 (2004) \e Q@ @@ Q\ %@ @

ISO 11268-2 (1998) % ® s Q@ @@ Q§©
Deviations: None %@ Q& R S @) @
GLP: Yes (certified laboratory) e 2 Q o o

\% RN @ D NN

Objectives: C& @ w\g@ (*’ @;& @Q o ~

The purpose of this study was to ass the@ble‘d@@lﬁ eff@f@{ of @G 32
trifloxystrobin) on reproduction, mort&ﬁ*ﬁy a@gro@} of the cagll Orné\ iseni
exposure in an artificial soil with one g co@ntraggﬁs °\& © C‘}y § éﬁ S)

%
@ @ < & @' SN @ )
- S . (SO K.
Materials and Methods: R ©> e © (RN
Test item: Trifloxystrobin-CGAY321 113 (Bc@’ AL&@&%@@%M Ofder N&? Tox<No: 09586-00;

Batch code: AE 1344138:01- 0%& Orlgl@ at@ No, BCOQ 61&% 9; @Aatena@ AE 1344138,

technical; purity 98. 4%w/€@) ) . § @ %,

Adult earthworms (Ezsenza fatida, out 1@§ (% old§ X qli) animals for@e control group and

treatment group) wege exp@’ed @aan @ﬁim 011 @th 16% p co%%t) to the nominal test

concentration ot& t 1t§:n%g s@@dry W@lght@Q

Toxic standard: , S (kmg qgarben&@znn @60 g S&./Igég d@veight soil.; control: quartz
©) @

%

sand. @J@ %© ) ﬁﬁg @ o
Artificial S@l composmon was 68. S‘Vo\&%uart@nd % kaolin c@, 10% sphagnum peat and 0.5%

CaCO; @e vessels w@e ke f@peramre cofit olle@oon@t 20 £ 2 °C under a 16-hour light to
8 hour%arkness ph%topem n@ﬁ a 11@ intensity Q&t%gh&%penod between approximately 400 —
800 Lux. Earthw i s re fed ith d ffed anl@;@%’l ma@re

The test item Wa%mlx % € So @’Afte&% da ber of surviving animals and their weight

alteration weter@medéﬂey Were then remegved %m the artificial soil. After further 28 days, the

number o%ffsprmg was @te@ed A 6@
& N Q v & \%

Date&of experlm %l w@k @rch iﬁo May 21, 2013
<
@ &©

@* SN

Results: N
S A & O Q

Validity Criferia « > AV A “Recommended Obtained

\ (@) N
Adult mality §9 O <10% 0%

232,249, 246, 312,

N!@&r of@@enlles@’er re@cate >30 293, 282, 252. 305
Coefﬁ of variation of reproduction <30% 11.2%

All validity criteria for the study were met
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To verify the sensitivity of the test system, the reference item Derosal fliissig (Carbendazim, 360 g/L)

is routinely tested at concentrations of 1.25, 2.5 and 5.0 mg product/kg soil dry weight. @ @6
In the most recent toxic standard study with the reference test item mixed 1nt<§he artificial $0) was@
performed from September 21, 2012 to November 28, 2012 (Study No.: Rg@Ref 19/12; R,epo
kra-Rg-R-Ref 19/12; NON-GLP). No mortality of the adult earthworms %as observed 28 da§@ fte
application. The change of body weight of the adult eg@woms of the¢itest concentration Qf 3.0 @

a.s./kg dry weight soil was statistically significant reduc&din comparis@n to the cont@ Q\

/‘7@

The number of juveniles per test vessel in the two hlest test conc@t ations of nd m @s /

dry weight artificial soil were statistically s1gn1ﬁc% reduced 1n<@) rison tQ e ntrol The E@
for reproduction was calculated to be 3.54 mg @g@kg dry wet o@% deanm&@(%"/@cou@ﬂot
be calculated. RN 2o

X @§

item. % @

The results of the reference test item 1nd1cat@ th%@%e teg) syst@é a&nsm
o
S

NS D
NN &6 N é\g %, &
@ N @ o %, QS Q
Effects on mortality, growth and repr sﬁQ tio the @%th ﬁns Q}S\a S @9 @
s 8 Q 6%’ ‘&ﬂ K@ w@ S @
Test item CGA3 @) N
Test object @ v\g@ @@’J) @E‘lsemg2 @ ©© @© .
Exposure L N @ CArtifisial o> e ©
Adult ﬁ@rtahtg@) | & Biofass cha%ge \r @epr%iuctlon
9 oY S Img test item /kg dwsP s %o
LOEC 100 . o ANE100
NOEC A ooc1g0? YD k100 o i
@ O N
S & S & & @
& 2 > - > Y @ <
Q S A 324113
S o o &8 S &
. X %@» [m§> tést ii\r@/kg é@s] Q@ Z}’
G R 5
T L P
YRS N’ (@)
@9@ @Q \Mort@*ﬁy of @yult %vgrms after 4 weeks
Mortality [%] _ ~ R’ & O o \ N 0
¥ N < . O, Ugp, U
@) N Bigmass change
Q @©(c}@e in f@h weight afterd weeks relative to initial fresh weight)
Mean + SBY6] * . O 3608 £ Ih68 % | 42.48 + 6.36
N SN SN er of jivenil licate after 8 week
2 'S [(\% ur@er 0 { eniles per replicate after 8 weeks
Meate+ SD P > o 271%30@) | 297.4+57.8
@ o > Q@ R@%oduction compared to control [%]
S oA & O]
% to control@ N @@ | 109.6

2No stati 1 si canc€ gompated to the control (Student-t-test, p > 0.05, two-sided)
®No sta%@ﬁcal ﬁc&ce co@red to the control (Student-t-test, p > 0.05, one-sided smaller)

< @
Y 9 @
No sta@ally s1gn1ﬁcant different value for the growth relative to the control was observed at the
tested ¢concentration of 100 mg test item/kg dry weight artificial soil.

No mortality of adult earthworms was observed after 28 days of exposure at the control group and at
the treatment group.
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No statistically significant different values for the number of juveniles per test vessel relative tg the S

control were observed at the test concentrations of 100 mg test item/kg dry weight artificial soil.\ Q
@ @® @
Conclusions: @J@ LR

N
Overall, it is concluded, that the NOEC for this study is greater than or eqla%l 100 mg Tr@xy@oin -
CGA 321113/kg dry weight artificial soil. The overall L@C is determ@d to be grq%?er than, 100 @

Trifloxystrobin — CGA 321113/kg dry weight artificial SO, @Q @ § é\g@ ©&@
N . Q
@ N Q Q C&
Therefore, based on the statistical significance: % ) & @ & © &@
NOEC related to reproduction: >100 mg test 1teﬁg dry wel@i artlg@al sail 6\ 95@ Q@
LOEC related to reproduction: >100 mg test&cm/k@ry \g&eﬁht a@ﬁﬁma%sml @@ ~ %&’
& N
<N \ @ % O & S
@ \ @ w\?\ = é\ﬁ O
L & @\ S
@) @ N TS S @ &
Metabolite CGA 373466 & S ©@ O N L
o 6 S O & o
(O @ Q @© (N
Report: KCA 8.4. 1/&% . 20110 @ % o

Title: Trlﬂoxystrobm ts on @fvwal %row@a I @duct@l on the

earthwerl@Elsem fetld@§@6ed artifigial soi welth 5% peat [IMIT - Fest
h: § > o % @@

Report No: LRT-Rg-R-1
Document No: M- 41- "\9 © % é é& &\@
Guidelines: -Guidelin 22@200) ©© @ @
IS0 B2 (98) N $ @

Deviations: ©© i§ é& > & S %y
GLP: . Y Certiﬁgglab(%ratory)%gx o@\@ @@ © y\?@

. & % @ W
Objectes: & @ o § N = o
The purpose of @ stu@y w %to a@ss ﬂ&hﬁ sthal %ffects of CGA373466 (metabolite of

trifloxystrobin) e rept%lucu@ %ﬂ ityvand growth he earthworm Eisenia fetida during an
exposure in ar@mﬁc&m]@?one test co@ntral@n (Lifpit test).
Y @ SN N >
¥ o Q&
Materials:and Metho% @ @ ?&9
Test material: Tr1ﬂ stro % GQA37 466: @gm Batch No.: M18457; Batch Code: AE 1344148
00 @%60001 Mat&ﬁal @AE* 4414 cm@t of a.s. (analysed): 96.3% w/w).
Adult earthworgas (Eisenia fetida, ab@ut 5 pionths old, 8 x 10 animals for the control group and 8 x 10
animals fm@ trea@:pent oup)xwere@gg;sed in an artificial soil (with 5% peat content) to the
tratia) of 1@@ mg &8t item/kg soil dry weight.
§g 5 5@ mg Carbendazim (360 g a.s./L)/ kg dry weight soil.; control: quartz

nominal te@
Tox1c dar
sand % (N

1al @% com@ésﬂ@ was 73.83% quartz sand, 20% kaolin clay, 5% sphagnum peat and 0.17%
CaCO e vessels were kept in a temperature-controlled room at 20 & 2 °C under a 16-hour light to
8-hour “darkness photoperiod and a light intensity at light period between approximately 400 —
800 Lux. Earthworms were fed with dried animal manure.
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The test item was mixed into the soil. After 28 days the number of surviving animals and their ig@ght

All validity criteria for the study were met@~ @ |\ > N

K & & & @@ . ©
To verify the sensitivity of the te@ystem@ihe r&%re%z\iten@ero@ﬂﬁss' Ca@@ndgz%m, 360 g/L)
is routinely tested at concentratigns ofyf@S ar@.o iy pro@/k il dr&aig& S

In the most recent toxic sta@d stutty w@i@ the re@renc&tes‘t < Om@ed into the @%ﬁcial soil, was
performed from January %1, 20& to éﬁril 0@201%0 morta@ of @%) adulp earthworms was
observed 28 days after application. 9 § @§ QD * $ Q\&

The change of body wight 9§he qg@t eart@vo of thg%st @cemt&aﬁonsg@j and 5.0 mg a.s./kg
dry weight soil waséatistjcally iﬁredu@d in é?’mpa@on to ’@e Con§ol.

The number of juvenilesPer test vesséivof alhsest Q%ent@ons @ere stically significant reduced
in compariso@a th @)ntr@. Theécsoq&@'\@ rep@%luct' wa§alculé¥ed to be 1.66 mg a.s./kg dry

&den’@e lim'@ bet%en 1@5@ 1.@1‘@ a.@kg weight artifical soil.

weight with 95% ¢
icate@ tha@the t%@yst&l@’was sensitive to the reference test
s O L ENN)

9 :
The results Of the referénce ite
&8

. QO

item. A Q
> O S OO Ry
FrFS & O

Effects on mortalx r %han eprofrctio Y(ﬁ’the thw S
i, grath and feprofition o the @l

alteration was determined. They were then removed from the artificial soil. After further 28 days; the &
number of offspring was determined. > @®\ v
S S . ©®
Dates of experimental work: March 21 to May 20, 2011 % S @@\ 2
@ &% ‘3”\9\ \O\ é\g @
Results: X @ O @
Q o & & &
Validity Criteria Recommended og@%ed S K ©§ &
Adult mortality < @@% N S & > & o @
T T LS8
Number of juveniles per replicate @CS% 30 @@ 5 (1 % 29 @@ S
I 2 o
Coefficient of variation of reproduction % S@@ \@ Q S.Z%U N é @% @§
- bt S O
‘”\g© >

Testitem O O] o \"\ N SN EGA373466

Test object % @ S é\\?Q @g@ senia fetida

Exposure Qy s [\Q @ *vArtificial soil
< N

Q Adult mortality, > | «0)° Biomass change | Reproduction
S @ @ s[mg testitem /kg dws]

LOEE @ 2100 X o >100 >100

NOEC @Q° L1000 S >100 >100
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CGA373466 °
[mg test item /kg dws] . @ @6
o
Control 1065
S 1€
. L «©
Mortality of adult worms after 4 w:%ks ® &) %@@
Mortality [%] 0 @] EN 5 o @
Biomass change Q o N o ©§
(change in fresh weight aftck4 weeks rela}j@ to initial frefweig A %
Mean + SD [%] +44.6 + 4.5 N Q HAl1xT1 < &@
1@%\? ’ 2RO @
Number of juveni er survivi duk ‘@ﬁm fter 8 weeks , 2
j urviviggaduk Wormafter fweeks o > 1S
Mean+ SD 241437 @ 47 &  2#9+30
N O O & M S °
Numbiy of ju¥eniles er re ‘@ate fter 8 weeks © N
nbly of jfenileser replicate afier 8 we &le
Mean+ SD 240,65 36,6 o o N T2486+20% .
Q Ro 0N Ry SN § <0
R gsrxoduc n compare con %
(OF Refbauctyi cotiparedgyenntfpl 19> & o
% to control ) - a1 o A#3 T oY

z
No statistically significant differengps ben@gn theggontroknd te@%@m @e cal@ﬁte@ biqg{ass and
reproduction (Student-t-test, p 1@65, off&side@maller)@’ AN @ & Q

N © N @ S a L9 2
NN AN
During the first 28 daygﬂ of ex@ure,@o red@ed f consumptien of ét&e adqlt@ould be observed.

No mortality of ad arthv@rm@ﬁs o@ﬁwe@er §y\days of expQpure dg\the control group and at
the test concentra 10@7@ te@@ema@ dr&weigohﬁ@rtiﬁ it soile @
No statisticallygni@n‘[ diﬁ%ren@alue@r the%g\rowth ela§ to thg control was observed at the
tested concen@tio%‘@O m@@es‘t ite@/kg Gry vgeﬁgt arifitial 9ll. @
No statis{@lly significant effe\\ﬁc@? o@‘ﬁ; nuinber o@juve@les c@pared to the control group was
record@t 100 mg te@gﬂem@ soil €w. o @Q § @\
o ° o °\
Q@ O & O O & D
> NERCER
: 9 & I
Conclusions: o, ©Q ®© o S o @
Overall, it i@)nclu@d, t@the@&bEC thi@udy &yygreater than or equal 100 mg Trifloxystrobin —
CGA37§3@/kg dry weight a@ial @?ﬂ. i%e@ovefgg@LOEC is determined to be greater than 100 mg
Trifloxystrobin — CGA37346 g{ry weig aft@lal soil.
> PSRN
N i } .
Therefore, based on the @tls&@é m@ﬁcan&@
NOEC relatedto reproductid#: z@mg tést item/kg dry weight artificial soil
&

o @
< N) dokkokk
NS
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Metabolite CGA 381318 o
&4
Report: KCA 8.4.1/07; |l M.A., 2013 S S
Title: Triﬂoxyst.robin — CGA 381318 (BCS-CU98569): Effects on sprviva@growth and &@ ©®
reproduction on the earthworm FEisenia fetida tested in artificial so o
Report No: kra/Rg-R-150/13 S\ o S DR
Document No: ~ M-466037-01-1 ©) {N 5> \°\ Q
Guidelines: OECD-Guideline No. 222 (2004) \¢ Q@ @Q © %@
ISO 11268-2 (1998) & &© & QQ ©© qx@
Deviations: None %@ Q &’ & % < &@
GLP: Yes (certified laboratory) Q‘?(b N @ Q @) & @
. é@f D ® 6\ R §
Objectives: & @@ %o @% ©@7 @@ o > A\ .
C .

@
The purpose of this study was to asse% the(@’uble\{fﬂ %f%s %
t

trifloxystrobin) on reproduction, mo ty a@d gro@hh f&

v
exposure in an artificial soil at one testco Qéiatratl@v( L1 test) X <
3‘“ & @\}@ @@ @§‘9 § &
: Q 6 o L
Materials and Methods: @ @ @@9 S @ S

Test material: Triﬂoxystrq@ - @GA@BB@odlﬁm salty QB@ CU98§69 emlcal name:

sodium (Z)- (methoxylmm(% (2- {%(bZ) &?mﬂt@met@’l)phenyl e@hdeng%‘?mnc@;y-

methyl}phenyl)acetate), ~¢Batch code: %CS§I98@9 PUSH1T; Ogﬁ*gm ch%@o SES 11821-2-2;

Material: BCS-CU98 L@ubiﬁ%oe plrity 980%wiw). &«

Adult earthworms {&Fisenja feti abl n@lths 10 artitnals %br the control group and

treatment group&ver &Xposgd in asﬁ\\ﬂartlﬁgal sei@ (w@lO‘V@ﬁaeattent) to the nominal test
0

concentration@®100 tes@tem/@oﬂﬁi@%wel&ﬁt >
Toxic stande?r@ 1.25; 2.5%55.0 Ca%enda g (36058 a.s. @)/ er weight soil.; control: quartz
g Carbenidaglar (o8 o/ kgt

sand. % % @ & O
Art1ﬁc«i§§ soil compo@tlor; @s 69% qu sarfd) ZO%kaQI{@ clay, 10% sphagnum peat and 1%
CaCO:s. The vess @ere Kkept ia tem@@atu%pont ol led room at 20 = 2 °C under a 16-hour light to
8-hour darknesscp ght sigte at @t period between approximately 400 —
800 Lux. Eart@lorm re w;tl@lned@nmal@anur@’
The test 1tevaas mixed @ t 011 @er 28f§ays é% number of surviving animals and their weight
alteratio ] determl @wer&en &mov@& rom the artificial soil. After further 28 days, the
number of offsprmg@as d &
B @

A @ @ @

Dates of expergpental works 13 to May 21, 2013

N
@ M
S F S
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Results: RS
Validity Criteria Recommended Obtained o\@ @@
Adult mortality <10% 0% 6 &@Q @@
. . 232,249, 246, 312, N
Number of juveniles per replicate >30 293,282, 252, o § @@ 2
9 & O &
Coefficient of variation of reproduction <30% F 11. 2%@ Q) Q\ @ @
o S S,
@ 3 S R O &
All validity criteria for the study were met % Q o @ g (@) &@
"’ Q
N @ @
To verify the sensitivity of the test system, tl& ereage 1te®%ero@ ﬂ%@ (C \end«a%% 36&&)
is routinely tested at concentrations of 1.25, 5% n%@O m@ro @ dry @yght& %

In the most recent toxic standard study @3 hf,\@’fer @ te %rn 1xed o the 1ﬁ s011 @Jas
performed from September 21 to No@mbe@% 2@& Ne or@ﬂy a@lt ea([jlwon§ was
observed 28 days after application. Q 5N é\ﬁ @

The change of body weight of t dult &rthworms_of the t con@ntrat@s o§ m&%s /kg dry
weight soil was statistically mg@ﬁ ang ?@ducg@a co@arls@%o the cont@

The number of juveniles per 65t VCSSﬁl of the two @hest&est cntr(%lons 0@ a@’ 5.0 mg a.s./kg
dry weight artificial soil were staffstical 1gn®ant régtuced h carparisoiio the control. The ECso
for reproduction was cal’eg@lte%to be 3%4 mg%@s. /k%iry w@ht The 95@0n@we limits could not
be determined. %

The results of the @ence@st &n @ated@gt tl@%st @stem v@s sen‘&tlve to the reference test

item. @ N . SN @
& D S« Ny &\ $ & N
P &0 O WF o b @§ @
Effects on :%rtahty,@owﬂ&ng%roé:}%tmn o% e ear@;g%;f %?,
Test ite @) CGA381 sodjym salt
Test 0@ N 22 S) S Eiséwia feti
Exposure @ &\ & ) w\M\ Actificialoil
@Q Ad)@@mort&l}y ‘@  Bidmasyghange | Reproduction
Q) & W - L@ test,@n /kg dws]
LOEC O e O >0 O 2100 >100
NOEC S 2100 QO 5 O >100 >100
2 &

N AN
@ S
@%
N %%gf § N
&§ Q Q S ©@
&¢ls
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CGA 381318, sodium salt ©
[mg test item /kg dws] . @ @6
o
Control 1063
S 19
. < N
Mortality of adult worms after 4 w:%ks Q & %@@
Mortality [%] 0 @] EN 5 o @
Biomass change * Q o N o ©§
(change in fresh weight aftck4 weeks rela}j@ to initial frefpweig A %
Mean + SD [%] +36.68 + 11.68 N~ | Q°  +4632%3.52 , < &@
i 7o R O @
Number of 'u@gﬂes er replieate f@r 8 weeks ¥ %
iiehles per replateqlfir Speeks )y " &7 €
Mean+ SD 3714+308° @° 4 & 2%1+31%9
e M~ °
roduétion coffipared control [ % @ N
Regroduétion soffipared® coqtrol (% & e
% to control N, o>l AT J084  w Ry

* no statistical significance compared to th conftal (St tt—@ twossided, (@Yﬁ\ﬁo.OS ESEES)
** no statistical significance compare% the rol (Stident¥stest, %@sid@nallgﬁa = gg‘; ©
) O \"\a

9 9 S < Q
After 28 days of exposure n%@)rmi%ﬁed in@le c@grol éup no@ n%rtallﬁg9> wa bserved in the
treatment group. v N O N @ AN S
Statistically significant di\l%rent \@lues@ thowt relatiégto t}&%nt@vere@%‘t observed.
No statistically significant di@ent @jﬁllues th§hm@b®of j@geniles%ér tegtyvessel relative to the

control were obse@ at th@’tes@ence@atio@f l@Qﬁ\mg p@e r@boli@%g dry weight artificial
soil. s .9 @© @ @
SO S YN U e o
Fo s o8 O
Conclusions:> @J@ %© O« ¢ @6 S @
Overall, béged on the %ologi%@a;‘l@tisti@l sign@can@ of tké?effects observed on growth and
O

reprod \n, it is coréﬁded@at t EC for @ sm@s > @0 mg pure metabolite/kg dry weight

0

artificial soil. Thu%%he oi%rall %@EC i@%ﬁ:te@ined&o be A t00 mg pure metabolite/kg dry weight
artificial soil. = S & RCER
o O & < S & &
Therefore, bdsed on‘he s @s@tice{ﬁgni%@nce: N
NOEC g&@&yd to reproduction; OO te§tq@em/1§gry weight artificial soil
LOEC r&fated to reppgggctim@ >100 mg &e@ ite@kg dry weight artificial soil
Q N N

@

@
@* SN
@ O é@ < @Q
O VRN
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Metabolite NOA 413161 o
&g
Report: KCA 8.4.1/08; I, 1., 2011 S @
Title: Trifloxystrobin — NOA 413161: Effects on survival, growth and rep ction on the&@ @
earthworm Eisenia fetida tested in artificial soil with 5% peat LIM{® - Test o\Q
Report No: LRT-Rg-R-116/11 S\ o @Q &
Document No: M-416856-01-1 @ {*’ NN é\”
S P @ Y N @ @
Guidelines: OECD-Guideline No. 222 (2004) & Q @@ Q' w
1SO 11268-2 (1998) < Q %, QQ ©© %©
Deviations: None %@ Q& . &© < @
GLP: Yes (certified laboratory) QO?(@ N @@9 Q & % @}
& 23 Q@' %\ © 6\ °\% ‘§
Yy S
Objectives: S

The purpose of this study was to asse% the @%ubletl@? effédts of 01@4131@ (m olit@&(;f
trifloxystrobin) on reproduction, mort@y an@ grow@ of @ cartt om{@zse&a fetida du an

exposure in an artificial soil at one teon(iczg%fatlo& 1%&@:5'[) @ é\y @ § O
GRS %
N @’ S S
Materials and Methods: R @ @ @ @ \%

Test material: Triﬂoxystro%@ - ﬁ@A @161@@(0 @’ ~1 h N@ 1\@91 185, Batch Code:
AE 1344143 00 1C92 OOOl;Nateggl No. @ 13@143 nten&) s\ naly@gd) 91.8% wiw).
Adult earthworms (Eiseyi@fetida@ibo@ §@s ol& 8 x 10.animal for@ control group and 8 x 10
animals for the treatrnent remp) e expgsed gtPan a@%m@gsoﬂ (\%‘th 5%y peat content) to the
nominal test conce <glon ofor 00 test@em/l§01l ey Welg@ & x\

2&5 .0, n@C %ndamm (3@% a@}L)/ ]% dry @eight soil.; control: quartz
sand. @ @ \ @ §
Artificial soil&ompdsition @s 73 @% &fgartz @{d 2@ clag, 5% sphagnum peat and 0.18%
CaCOs. Theyvessels were kept iff2a teraberatup:contrdiied + 2 °C under a 16-hour light to
8-hour ee@kness phorlo§%ﬂd mEht ﬁn%@ at Tﬁf@ﬁt @iﬁ%ﬁ) between approximately 400 —

%)
800 Lux. Earthworris wer %ﬂe with drleé%mm&maq}& Q\
The test item was@nxe%nto t %011 After 2 ays fhe nL@ber of surviving animals and their weight
T@ w%@’the@gemo & fro@he artificial soil. After further 28 days, the

Toxic standard:

alteration was de ermi

number of o@prmg@las ned. s KN
AL N

Dates o@penment&@vork@ N a®1 2@0 May 20, 2011

S S Q@ o

Ko Q
Results: - @ @ A
Validity Crltﬁéla Q° J&y %, Récommended Obtained
Adult mo@my O&f @© S P o<io% 0%
N . 241
Num&&ofﬁl@\b@mlex@egl@ e >30 (177 - 296)
[\

C(%ﬁme {©of variation of reproduction <30% 15.2%

All Valkﬁ%ty criteria for the study were met
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To verify the sensitivity of the test system, the reference item Derosal fliissig (Carbendazim, 360 g/L)

is routinely tested at concentrations of 1.25 and 5.0 mg product/kg soil dry weight. @ @6
In the most recent toxic standard study with the reference test item mixed 1nt@he artificial $0) wag@j
performed from January 31, 2011 to April 05, 2011. No mortality of t dult earth%@rms
observed 28 days after application. The change of body weight of the adult earthwon@ of @ tes‘{f@
concentrations of 2.5 and 5.0 mg a.s./kg dry weight @11 was statliﬁc ally s1gn1fre@nt re\(@cedéw
comparison to the control. \a Q \ @
The number of juveniles per test vessel of all test concentrations wéde statlstlca s1gn t m’n ce&©
in comparison to the control. The ECso for reprtlon was c@lculated to 1@ 6gmg ag ) g

weight with 95% confidence limits between 1. 6@?5( 69 mg a.sikg dry@velght%'tlf & soil @‘@

The results of the reference test item 1nd1cate;g that tb; test@rstegé@vas se\y@itw&@ thegeferem;e test
v

item. < @ ©@J KO N .
%
% @ R @ © & o
Effects on mortality, growth and reprod ion gfithe egrfiwornis @ N S
QE& &9 NS R s r@ OQ @
Test 1tem &Q > \% N%.413 6(@7 § N §/ 9
Test object Q Bisenia Jebda ® Q) S W
Exposure 9 m@f) &tlﬁ%@oﬂ & h® ®) o
Adult mowgality | ‘Biomass chan@ J Ré&prodystion
R D& @@ﬁ A@ng teg;ggtem /g dw%\\v‘)) ) %
LOEC S 0 ©>100 D 0
NOEC B >100 7 & o> I %, 100
v 0.9 OO W é& N 0\@@
> T e § Sl
& & <© & @ -
S 0TS S honanra S @ &
S gra_dmS o £,
% ol @ 100
D A /&7 S o @@ ©@7
A «\\@ &\Q X %taéigg©0f %guwl\jwogms after 4 weeks
Mortality [%] " Q 0 v O § 0
&4 y) )
SRS @’ N Qan@ change
@@ @@ f\@@:han‘gg n frgs@wmg@@fteg4 eeks relative to initial fresh weight)
Mean + SD [%] D & H4®I 4. ;@ O] +43.5+5.5
@ Rz @mbe@of jl@hll&@r surviving adult worm after 8 weeks
Meant SD N S @ 24. L@“s 7. | 21.9+3.1
N
@° v &@ @umbe&@ juveniles per replicate after 8 weeks
Meant SD 8 > & @5406&%6 | 219.4 +30.9
O&@,\" é\a ©§ §9 @Reproductlon compared to control [%)]
%)
% to cotfitol @“ - - | 91.2

No st&ﬁ?tical nificart dl%rences between the control and test item were calculated for biomass and
re@ucti@ tudeffect- tes@) > (.05, one-sided smaller)

&

During the first 28 days of exposure, no reduced food consumption of the adults could be observed.
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No statistically significant different value for the growth relative to the control was observed a
tested concentration 100 mg test item/kg dry weight artificial soil. @ @6
No mortality of adult earthworms was observed after 28 days of exposure at tg control gro @j
the test concentration 100 mg test item/kg dry weight artificial soil. @JQ & @
No statistically significant effect on the number of juveniles compare%to the contr@ gr0@ wag,
recorded at 100 mg test item/kg soil d.w. < & % \ é\a

N @ < ©\ @ @

SN ©Q %@ > é\g é

Conclusions: %@ Q& @ Q @©

Overall, it is concluded, that the NOEC for this @y is greatexthan_ o@qual @0 @" rlﬂc@gystr@
NOA 413161/kg dry weight artificial soil. Th&overa@@LOE S detgrmm%@fjo b eat&léflan 00 m
Trifloxystrobin — NOA 413161/kg dry welghgaﬁlt&%l sc@@ @ @ @’ &

&8 ©@§@

S)

g

R
Therefore, based on the statistical signj nc&\ @} "y
NOEC related to reproduction: >10@g t 48t\item@ dr@lgh@mﬁc i@h soﬂ@ §
LOEC related to reproduction: >§Q mg @s’t iterivkg dr%’wm@ artﬂ@ial 5(@§ @
o & >

9 (©) &
& Tud & 8
v O & o S

@ S @

Metabolite NOA 4131632 ©
$ &

)

Report: 8 4. 1@’0 , ¥h., 2@12 Q x\

Title: bins %3 %Sts -AL 9) rod&tlon togicity to the earthworm
A&@f da ‘IQEH 1ﬁc1al est <

Report No: § r\g

Document No

S EB 011© o K @ @
N
Guidelines‘;\@ OECD?-’Q;ulde @(200@ v @ @’
98) <,

Y

M@4549%91-1 le, N

AL 10 b2 N \&
Deviations: AN
GLP: ig?ce éed l@i@@mtog&} @’ é >

“ Q% S P S S
Q KOS ¢ o .0 @

Objectives: @ <& \
The purp(% of this stud@wa asses the@;%aletl&effects of Trifloxystrobin-NOA413163 (BCS-

AL586@ metabohte Gr trl@xystro@m) @re%’uctlon mortality and growth of the earthworm

Ezse%a fetida durl@n eéﬁgsure@ an @ﬁma il (limit test).

¥ @
Materials and ®fethods: o> Q@ @
Test materi Trn&%yst 1n-N6A41@63 (BCS-AL58659); (Batch code: AE 1344149 00 1B98
0001; Ori Ba@fNo @184§@Ma‘[é’al AE 1344149; purity: 99.2%).
Adult e&rthwaogsts ( sema@da more than 2 months old, 8 x 10 animals for the control group and
8 x 14 ani fo {he' trefitment group) were exposed in an artificial soil (with 10% peat content) to
th@omi@test concentration of 100 mg test item/kg soil dry weight.
Toxic @dard: 0.32, 1.00 and 3.2 mg Carbendazim / kg dry weight soil; control: quartz sand.
Artificial soil composition was 69.6% quartz sand, 20% kaolin clay, 10% sphagnum peat and
0.4% CaCOs. The vessels were kept in a temperature-controlled room at 20 + 2 °C under a 16-hour
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light to 8-hour darkness photoperiod and a light intensity at light period between approximately @(} -
800 Lux. Earthworms were fed with dried animal manure.

The test item was mixed into the soil. After 28 days the number of surviving agnals and the (3‘ el h@j
alteration was determined. They were then removed from the artificial soil. @er further 2§, days@@
number of offspring was determined. N @\
%% \© Q, @ %@
i > S LG
Dates of experimental work: August 30 to October 25, 20@ @© N, g
> © SIS
Results: ) ) o & A &
/ﬂ@ @ @ @ @
Validity Criteria Recomniended Qﬁ)bt&iu@ed Q 6\ R §
N A
Adult mortali S | w @ .
s moralit S S FET s @ s
Number of juveniles per replicate B é%o \\ @ 40{% . ©) %, §
f@)\ o @ . & (@) > @ v @
. - QK v S @\9 @ N
Coefficient of variation of reproduction® @%% <30%" S @.5%@ ©
&

All validity criteria for the study wer@net @ & > @@ o © @Q 0\”\9

To verify the sensitivity of thﬁest sy\tem@e re erence 1‘%m %"sal (@tlve%ubstan@ Carbendazim)
is routinely tested at conc%tra‘uo@ of O§) @1d 3. 2 g productﬂ@ so@ry W&a@lt
9 %

In the most recent toxic ?tanda%i study “‘wit 16\ e re@enc@s‘[ %‘gm mixéd 1nt&%e artificial soil, was
performed from June@ to @usm@, 2012, & w;\ @) é& é\

The NOECchroduct as Qetermk@d ass@32 mﬁg @(dw@nd accordlyly the LOECreproduction Was
determined as 1z A&gsoﬂ&@w) ]E%ese\%seww effe@ are @1'&11@6 range expected from the
guideline (1- @g @end@mﬂk 011 q@@)) %d hen@ acc able@sensmwty of the test system is

assured. %
N N
A8 & RIS
Effects on mortality@gowtl&%nd re(gpduct@ of the, earg{wormSQ

\@ ",
@a@@ @@’

Test item @\? @ @ é\g &i@v NOA413163

Test object N) N N Eis@‘ fetida
Exposure 0 ("§ K © © .9 Artificial soil
DAdultmortaity ©°  Bibass change | Reproduction
@§ S o o 2 [mgTest item /kg dws]
LOEC & 7 R >100 QLS >100 >100
NOE( S 200 @) >100 >100
N Q
N (g @\ @Q &©
N N
2 A N
& VE Ve
% Q
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NOA413163 JJ\Q@O
[mg test item /kg dws] . L
Heo
Control 1063
S 1<
. L «©
Mortality of adult worms after 4 w:%ks Q© 2 %@@
Mortality [%] 0 @] ENEC NN
Biomass change Q @ §9 Y o
(fresh weight after 4 )@%eks relative tg initial fresh wegght) Q N
Mean [%] 135.9 N 138& $ vl @
¢ o
Number of nlles per r 1categl@ter Weekb\ w\?@ Q@
°
Mean+ SD 4090i38@5 @ 2:1\9 L 353385
O @ @ ‘\) & °
R‘%rodu@’on xpare(i% co&\%rol [ %4> @j @
% to control . Q \94 2 N §
‘)

@
No statistically significant differences between tﬁk cont; and@ 1ten?@ ere c@ulate@f&r @ S an
reproduction (Student-t-test, p > 0.05, o md@%»samal"l‘g Ko %@)

R &
@ é@@@@@@@& §§>

S}
After 28 days of exposure n&n@&s Eed ifnthe (@ntrol @g‘oup %@3 S@nor@lty waQ)bserved at the
test item concentration. & @ @ %@
Statistical analysis show& mﬁ ant dl§ c?onceé%g 10mass %Vel@em of individual
adults over 28 days @den 51de p=< Q@eonce@mg nul&ﬁer of juveniles after 56
days (Student-t te —md&gl p < 5) B@Veen ol %gvthe @nly CC@centratlon of the test item
tested. @ \ N ) §
o & @ & @’ < @ S
& S K f@ & & @
Conclusm X

v
Overall,atis conclude(t}hat O@for this stu@s is F@ter t or equal 100 mg Trifloxystrobin —
NOA413163/kg dry vgglght%'l ﬁqgﬁl soil @1’16 oxerall LOEC i &determmed to be greater than 100 mg

Trifloxystrobin — @A4 13 63§wlry W@lght a@iﬁm&oﬂ S

@
S &
Therefore, tl ongtlie statistical «s\llgmﬁ& ce
NOEC related to reproduttion: 32 test@n/k@ry weight artificial soil
LOEC @ed to repro@ctlorQ@NOg t@ltem@ dry weight artificial soil
SN RN
(AN @ &©
S NSRS
§IE Vo
Yy O & 9
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Metabolite CGA 357276 o
& &

Report: KCA 8.4.110; [, M.-A., 2012 5 A
Title: Trifloxystrobin-CGA357276 (BCS-AB39835): Effects on survival, h and repr&@ctio&@

on the earthworm FEisenia fetida tested in artificial soil 058 °
Report No: kra-Rg-R-115/12 =N § § S
Document No: M-437130-01-1 @ {*’ NN S

o - @ Y N @ @

Guidelines: OECD-Guideline No. 222 (2004) & Q @@ NN &

1SO 11268-2 (1998) < Q %, QQ ©© %©
Deviations: None %@ Q& . &© < @
GLP: Yes (certified laboratory) o @@9 Q & @}

@ RN & DN 2 <&

Objectives: Q @ é\g @j& S < .
The purpose of this study was to assess the@subl efal effects 0@ CG@SSD?@ (m olit@§0f

trifloxystrobin) on reproduction, mort@y an@ grow@ of thie cathwo t isggﬁa fetida du@ an
exposure in an artificial soil w1tne @t@}t congentr, %n i&@he 6‘9 m@and dlffe@nt test
concentrations in the 2™ run. &© (%% O\Q % \@7 @@ N)
Ce g H LSS
Materials and Methods: Q@ o > @ Q &)
Test material: Trifloxystrobin- CQ&A357Q$ (BES- A835)&%at@ codey BC% AB39835-PU-01;
Origin Batch No: BCOQ\@M 39 Ma@al § 3983, pure &t\{ﬁtan@@\purl 97 .8%wW/W).
Adult earthworms (Ejsenia ]@y’a) weTe exp se an qf ﬁcx&l soil (&ith peat content) to the
nominal test concentfations 6F 10@@ te@ltem@ d elght@)ll 1@1’16 1 &%st run and 9, 16, 28, 50
and 90 mg test it g %%f wclg% artr@al soil in g 2nd ¢ st run, In thez]™ test run 8 x 10 animals,
approximately CS@ﬁont Xold f& the,contro 6%5 Wel&\ for f% tr \‘{7’ ent@up were used. In the 2™ test
run 8 x 10 a@malsﬁg the @)ntm@rouﬁ\and Ag% 10 @’ma z‘ tesy concentration of the treatment
groups, appﬁg)mmat 6 mont @d@ e us é,(;\’
Toxic \dard 1.25, @5, 5 g benda21m 0 /L g dry weight soil.; control: quartz
s 12555, 5 @@6 ik

sand.

Vi /

Artificial soil cor@osmn wa 8 % uart@sand &0% golin clay, 5% sphagnum peat and 0.18%
CaCO:s. The Vessels ke@ na @-pe ure- s<\ roll oom at 20 &+ 2 °C under a 16-hour light to
8-hour darlﬂ@s p}@top Cka li 1nt 51ty @@ hght period between approximately 400 —
800 Lux. Earthworms We§ fed@th d am@al ma@ure
In both@ runs, theote% 1tenQNas rnlxed 1@ th %soﬂ After 28 days the number of surviving animals
and their weight @g@atlo as \term@%d hey were then removed from the artificial soil. After
further 28 days, the num@er of @fsprmg as @termined.

a2 e N @ S
Dates of wirk: O & 1 Yun: March 21 to May 20, 2011
&“d run: September 30, 2011 to November 11, 2011
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Results @ S
Validity Criteria Recommended Obtained N §
1% run 2nd test @® S
S0
Adult mortality <10% 0% 1850, & &
o & @
R ) . D &
Number of juveniles per replicate >30 :@ 240.6 2443 SN N
@ YN @ @
= g s S
Coefficient of variation of reproduction <30% < 152%Q 12.1%, S O
@ N Q Q @) é&
All validity criteria for the study were met % R 2} S © &
& R O @

To verify the sensitivity of the test system, the refereagt 1te®%erd§§ ﬂw@% (C@end"a&%ﬁl, 3&)@{;&)
is routinely tested at concentrations of 1.25 and 5.0.ng pr@uct/ oil di Welg@t’ & %

In the most recent toxic standard study wi thef@feregce te t it m%lxed the artifi soi @yas
performed from February 24 to May O@ZOIQN 0 n‘@tahty& th@iult earchw@sns d 28

days after application. The change o@dyg&%lght&the @lt ea@ﬁwo §nce?gaﬁons of
2.5 and 5.0 mg a.s./kg dry Wel@ soil Was st}tlsu%;ﬁyy s@xﬁc (O redu@% in p&son to the
control. & @ @ S @ §© .

The number of juveniles pegi@t vessel o%l,l test ¢ ncen&aﬂonly’x’ere@}atlstlca y sig@hificant reduced
in comparison to the con(%ol T]&Ecs@r r@duct@fn was cal@ted {0 be 2';@19 mg a.s./kg dry
weight artificial soil. Confiden hmlts(@S"/@ul fot be@afculaf%d $ @

The results of the refg@nce @ 1te@ndlca@d t@the tgs Sy W&S sensifive to the reference test
S

item. @
Fe 8T e
Effects on mo@ty, @ h@drz ucti&@)fﬂ%&lrt@&@rms & @%
Testitem & D A3§7276 g
Test obj N N Eise fetldﬁ\
Expos @ JQ § @7 S @QArﬁg%aléo@
@\; < Adultdhortalith)’ & Biomass change | Reproduction
ﬂQ y %) S 53 [mg@st it@m /kg dws]
LOEC B Sy - o Q0 50
NOEC Q@ JES @@ >0 O | © @“%o 90
) Ty S
& S SEEN
S A\ N @§ ">
A (g @\ R Q
@° S @ S
s A& &8
@ O QO & ©@
SN
@ O
S Q



Page 109 of 148

B
A .
BA‘E’ER Bayer CropScience 2013-12-04

Document MCA: Section 8 Ecotoxicological studies

Trifloxystrobin
1% run: Effects on mortality, growth and reproduction of the earthworms @o @
CGA357276 S
[mg test item /kg dws] S @® S
> S8
Control 100 Q> @
SN N %@9)
Mortality of adult w%@ after 4 we%% @‘2}9 \O\ @Q @
Mortality [%] 0 J SV Z Q§ S o
Bio change Q& S @© @Q}
(change in fresh weight after gsweeks relative to inig@%res@ighg\% @}
Mean + SD [%] 1446245 \07 | D +3@2477\7 95@ NS
R
Number of juvenilesg r su 1n%g? It \%rm @7 8 wgﬁ %
Mean+ SD 241i37§ oy [ @ Q20§i19@ o @7 o
O
Numbeg;pf 'uve%iles repli %e after 8 wéeks N §
AL %@P& @ e & 6
Mean+ SD 240@‘% 6 @ | & @207.5649.0 @ &0 o
QRep%)ductl%l com@,red t§ 3! @Q @? \W\?
% ¢ &5—O
% to control N @| R Q 86.2 * SHEEEN
* statistical significance compa%eﬁ to Ke cont@ﬁWﬂ@ms I\%‘uple &quenhé(@t tes‘%)ne -sided smaller,
a=0.05) N 9
0 X
S o § o S $ Q
9 O @ O« S
«:4\9 N 0 .
© % - © é& N
2" yrun: Effects on @?tahtgg2 grow@and ?@rodu%n eea @wo;gs @
G @\ S ceeawme Y & w0
@© © © rﬁgtest % k(@ws] §
4 % S
)
N Confro 5 S 1@ o &\g@’ 50 90
N A Q
° O
éﬁ rta@%}of a(%glt wors after 4 weeks
@
Mortality [%] @9 1@% & e Sy 8 & 0 | 0 ] o0
@ ©© <& o\@ ©) OBiom#3s change
Q K@cha%@ in fr@i we@%aftet@weeks relative to initial fresh weight)
Mean + SD3Y%] | +65.48 £ 8.39 [65. 40;%9?9 ] 8145980 | +72.52+2.57 | +6533£11.1 | +63.35+821
@@
Q\ %umger of é&ﬁnle@er surviving adult worm after 8 weeks
Meant SD P Sl |@47:ﬁ:11 | 238+31 | 223+23 | 204%17
©
G S
&C . @ &mb@f juveniles per replicate after 8 weeks
Meant SD & | 2443:20%9 | 2363+280 | 247.0:106 | 237.8431.0 | 2233+234 | 203.8*+16.8
&©@©§9wf{dt' dt trol [%
@@ 2 N S eproduction compared to control [%]
% to ¢Bntrol SNSRI 97.3 | 914 | 83.4

1cal(%hlﬁc@e C(@ared to the control (Williams Multiple Sequential t-test, one-sided smaller,

After 28 days of exposure, no mortality was observed at any test item concentration and at the control
group of the 1% run. In the 2™ run just one worm died in the control group.
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Statistically significant different values for the growth relative to the control were observed only at the

1* run (100 mg test item/kg dry weight soil). In all tested concentrations of the 2™ run, no statjsfically &

significant different values for the growth relative to the control were observed. Q\ v

In the 1% run, statistically significant different values for the number of jyveniles per 4gst V@l

relative to the control were observed at the test concentration of 100 mg st item/kg dr t. &@ma

soil. No statistically significant different values for the ber of juve g&e per test Vgssel ;\@tlve

the control were observed in the 2™ run at the test conégrjatlons of 16, 28 and :@ mg@t 1ter@kg

dry weight artificial soil. Statistically significant dlffgent values f(@ e numbefo\g juy ﬁ te t©

vessel relative to the control were observed at the If est test co@entr ion of mg test it

e e e - 2 S

weight artificial soil. @ \ @
N 9 é@j&\ %@@6 \ L

Conclusions: © @ & @j& ©@’ KO N .

Overall, based on the biological and st&%ﬂcak@gm&%o o@t fecté@bserve@ on @%nd

reproduction, it is concluded, that th §NOE§\for @ stqu 1s A3@”276/wkg dry@ eight

artificial soil. Thus, the overall LOE@ d&%&mm@%o b@o m@G@ 27@ d@%lg% artificial

soil.
S & S
Therefore, based on the statlsu(@l%g@gf@anc @6 @® &© @© @®@ N >

NOEC related to reproductmg&@SO nfg test gtem/kg @fy wéight ar@clal@oﬂ ©
LOEC related to reproduc%n 9§mg teéﬁtem@ dry @eight %tlﬁ@ 5011 9 2

& S R @ >
% Q **6@* § 'S e §
v @ °\ @ Q& "\
S @ & S & Q &
Metabolite NOA@%«;@& @ N < 2 @
NIPNR @
Report: @ K(@ 8.4.1711; ﬁ N@@i . %?2 > §
Title: Tr@oxysé\\’bm NOA409480 ( CR74§71): ffects -n survwal growth and reproduction
"\ on the Ezs Jetida este@l art 1 so;&
Reportﬁg kra-Rg-R- 10@1 S Ko
Document No: 407801 S

\

N

Guidelines: CD+ u1del 2@} (20, @’ © @

50126824 98)@ \ S >

Deviations: @ Nofg @

GLP: % Yes (Cer@ed @rato A\Q @
: © é\ O

Ob]ectlves Q\ \ Q

\
ThNumose of this s@@y \@5 to Qsess#’le sublethal effects of NOA409480 (metabolite of

trifloxystrobin)@h reprocg alitySand growth of the earthworm Eisenia fetida during an

exposure in @%ﬁ@l sofkwith ttwo dl@rent test concentrations.
AS)

@/

@ @ @©§9
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Materials and Methods: o
Test material: Trifloxystrobin-NOA409480; (TOX No. 09206-00; Batch code: BCS-CR7487L-&1;@©
Origin Batch No. BCOO 6263-3-4; Material: BCS-CR74871; purity: 98.7%-are@. @®\

Adult earthworms (Eisenia fetida, about 5 months old, 8 % 10 animals for the%@ntrol groupand 8 @%

animals for the treatment group) were exposed in an artificial soil (with 5% peat cddtent th
group) p ( o p )@@ 5@

nominal test concentration of 100 mg test item/kg soil dry@eight. {\9 N Q
Toxic standard: 1.25, 2.5, 5.0 mg Carbendazim (360 §a.s./L)/ kg d?y weight soﬁ};’ co@el: qﬁ\g@tz @
sand @ RN Q> 5

: N

N LN

Artificial soil composition was 73.82% quartz san@%zéo% kaolin@ay, % spun&p%t alﬁi@O.l %
CaCO:s. The vessels were kept in a temperature@trolled room at 20% 2 °C%nd r@ 16-Hpur 1@ to
8-hour darkness photoperiod and a light im@nsity@t lig@g@f)eri@ bet@@én @roximﬁ%tely% 0 —

800 Lux. Earthworms were fed with dried anfmal %%ureo.%@?’ @j& ©@J (o @g % @
The test item was mixed into the soil. A %28 ays t mber of sugvivi imals and €b€ir ht
Gk vty

QO

alteration was determined. They were then removed ggom the arti son, Aft rther 28 s\ the
y were dfen reghoved gom th gil, Aftet Forther

number of offspring was determined©Q gix é\” Q\ @\9 Q) @
@ (CAANE ®\ ©§ @Q N ‘”\9@
Dates of experimental work: @ &@@/Iay g)to st @20@ ©© @@Q . S
S Ne T80 S
R . v O A o SN L9
esults: % > @ N ©
o & Q AN %>
Validity Criteria [(\\% o | R mefided ® thainedw\ﬁ §
, S N § Qo N
Adult mortality S @ <% &9 0% AN
$@ 6 °\©\° - N o Q# 9 @‘ 9 \<}
Number of juvzgé@ pzlici;e& & K@} > 3(&\ o Ny @ A 2 AF§
Coefficient %variati@ of reﬁodue@gn %%% @© © lm
b Q @ a
All validigeriteria for th ' study @ere m@@ K N
AN ) RS o S '

SR N
To verify the sen@ty oftthe (et systg©, th fer@e i nﬁ)erosal fliissig (Carbendazim, 360 g/L)
&

is routinely teste@at C(Q nts 0?@’ .2iéﬁd 5.(@15; praduct/kg soil dry weight.

In the most @ént texic stafig arda{%dy@ th&@feren@ test item mixed into the artificial soil, was
1, Q@“l tg\éﬁpril@?, 2@ No mortality of the adult earthworms was
observe days afte€zappliggtion. Fhe c@nge ogﬁbody weight of the adult earthworms of the test

performed (from Janua S

concentrations of 2@ andy\3.0 a.s.é& dr&@eight soil was statistically significant reduced in

comp%rison tothec ntrq§ N Q §

The number ofg@yveniles per $est V%@l of 4 test concentrations were statistically significant reduced

in compari@to ®gon . Tht, Cs@for reproduction was calculated to be 1.66 mg a.s./kg dry

weight with S‘V@enﬁd@e liggits betwen 1.62 — 1.69 mg a.s./kg dry weight artifical soil.

The resg@ of g& referenc%@t item indicated that the test system was sensitive to the reference test

item.g\ﬁ @@ Q)N
c e T

&
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Effects on mortality, growth and reproduction of the earthworms

Test item NOA409480 . N
Test object Eisenia fetida S O K
Exposure Artificial soil & 21 S
Adult mortality | Biomass change |  @Reproduction \Q
[mg test item /kg dws] m& S &
LOEC >100 >100 R >100s o 2 é’
NOEC >100 <100 a >80 N | @ &@
S T § &
o & o QQ S L
S Q < « Q &@
NOA40Y480 « @ R \© % @
[mg test item /kg@ Sws] @6@’ x\ @@ D L )
Q X N
Contrpl kY (€ (O 100@ é % &’
\Mortality of aghult 4 veeks L S
GMoralny of @it varms affr 4 yodla & & f
Mortality [%] N0y O Y o ©§ 1 & o
> ig hge O NS
Bigmass clighge Q) .
(Chang in fFésh weight af ot wqg@rela‘e'@@to i&@al fg@)weighﬁ
Mean + SD [%] o 4839+4.8 R +522483.0 A
v D
% Nu@ber oéffveni@per s@vivin§ adu@or\n{:\%%er 8 ayeeks
Mean+ SD S 19.5+2, o 8.6 +32D
ho 9D O O Y D
(g \Nu r of ju¥enil r replicate after 8 weeks
&) T umpsr of ienies per refficate fter 8
Mean+ SD V@ A o DI040 27 4 \@ Q\L@@U @\ i@ﬁizz.o
@ S
D % Reproduction campared$v control [%
S B o & Reodafoncam 4
% to control | SR - N ~ 94.2
No statistiu(%m significantyjffere S bs@n thdontrol and @ten@e calculated for biomass and
reprod@ (Student—t-@%,g>§i, ori¢xsided small %, Q\@
S O O O xS
F I &S &0

i D % . - .

No statistically sfgnifiCant ren@%lue’@r the@rowtlirelative to the control was observed at the

tested conction@%O rré@est i\“ﬁ@m/k ry weight agfificial soil.

After 28 d@gs of exposur@o @‘ns ied in ths contfol group and 1.3% mortality was observed at any
. ) @ y Y

test iteng‘Concentration. Q ISR

No satistically sig& cantiffer val@ fom@% number of juveniles per test vessel relative to the
control were observed atghie te@\:oncegaﬁ f 100 mg test item/kg dry weight artificial soil.
S

&@%%% &Q@Q
@ %
Q@ %, @Qj
o S o O
N &
g\f (O @v\g
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Conclusions: .
Overall, it is concluded, that the NOEC for this study is greater than or equal 100 mg Triﬂoxysctr& — @©
NOA409480/kg dry weight artificial soil. The overall LOEC is determined to b&rea‘cer than @@ m&é@j
Trifloxystrobin — NOA409480/kg dry weight artificial soil. @JQ & RS

Therefore, based on the statistical significance: R

LOEC related to reproduction: >100 mg test item/k%er weight a ial soil 69 Q

S) R o & A &

D \@ @Q 6\© %@ @

CA 84.2 Effects on non-target soi]@aeso @d n;@?rof%i}\na er than eﬁ?thwo%ns)

%, @ @ T & .

For information on studies already evalua@ dq}ri@ the fivst EUQeview of th@comp@md, se @fer

to corresponding section in the Bas&ﬁﬁe @%Siel\}ovid@ by&%ay@r@m@ience and § the

RN N O

Monograph. Q %x& é\g @\ % S

The following endpoints from studd@@eva@ated during the ﬁr&@l r@w @NC@ 3 %é@OO-Final)
e © N

are used in the risk assessment: R &) 9 & ©
o . & § S G Y
Table 8.4.2- 1: Effects on nonﬁ“arge@@oil mesp- andimacrofguna other than eag‘tl@'m‘n}ésq
. Test s@cies, o G . S S N
Test item test }esig <\ Ecg@col@acal %@ﬁmilt %, (\@ Reference
J © B Py 7
lomifleandida | gNOEES =0 316 Qukedys O m
. S N @ (2002)
CGA 321113 eproduction © © @ NL030323:0 1.1
S 28 mixed > ECuim,” 188 mgikg dwe® M-030523-01-1
< & & KCA 8.4.2.1 /01
© & O R,
@ @lso&@z@candig N 9 @© @) @ &
NOA 413163 reproduction® ) NQEC © 918 mgfbg dws (2002)
‘o - M-090863-02-1
2 28y mixed @’ & N
@ N Q) Q KCA 8.4.2.1 /02
Bold values: endpoirjts.used for risk %sessn@%t AN Q\
2 corrected by facto@ due o lipgphilic S@gbstanc@ﬂog P&Z)@

) > W IS
@@ ©©Q @© o\@ o O\©© v
Studies Wi:éh springtails (§so@B ca@a) a@soil@es (Hypoaspis aculeifer) were performed with

trifloxysggobin WG &) forghwilatio)’ an ogt\ %of the major soil degradation products. The
corresponding sum@ies re pr@gided@&e ovyg@lder point 8.4.2.1. For some of these metabolites
studg& with Folsomia a@yp&{s%s afQnot sidered necessary as justified in the text below.
> & @ A
SEESIVORR
& o
O Q
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Figure 8.4.2- 1: Proposed degradation pathway of trifloxystrobin in soil (g@'or S
degradation products) (For further details see CA 7.1.1)

(Precursor(s) could
*not be specified)

P: Photolysis

For t@met@nlit@GA&%@BlS (ZZ) no studies with Folsomia and Hypoaspis are considered
ne@ary,ce I@Isoré@b and Hypoaspis studies, which have been performed with the structurally
very s@r parent compound trifloxystrobin, with the EE-isomer (CGA 321113) and the ZE-isomer
(CGA 373466), did not show any toxicity to either Hypoaspis or Folsomia (all NOEC values > 100 mg
metabolite/kg soil). Also the chronic earthworm study did not indicate any toxicity of this metabolite
(NOEC value > 100 mg metabolite/kg soil). Furthermore, CGA 381318 has a maximum occurrence in
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soil of only 6.2%. Therefore, the risk from the metabolite CGA 381318 to soil macro organisms.is
) é@ S
considered to be low. @
Studies with Folsomia and Hypoaspis have been not conducted with the me llte NOA 4{%48@
isomer), since the structural similar precursor metabolite CGA % 466 and K@ E@me
(CGA 357276) of the metabolite NOA 409480 did not_ indicate to B& oxic to t‘h@se 1@ma
organisms, and also the chronic earthworm study didymot indicate @1y tox101ty Q}g thl@letab@lte
(NOEC value > 100 mg metabolite/kg soil). Therefote, the risk fr(@che rnetabe@ e N@ 400 Q@

soil macro organisms is considered to be low.

; & < & & & NN
For metabolite NOA 413163 (EE) a study ha&been @ﬁduc@ w1t@olsgér@é Testing Hypoas§ was
not considered to be required since the precu@or n&@lbol@CG@ 34@&(1 6t shoq any t&glcn to
either Folsomia or Hypoaspis, and alsq@%@ ZJ& omer %& 131%1) of NO 163 §
toxicity to Hypoaspis. Furthermore, t@m Thum @curr e o@whe rﬂ@iabol@ﬁNOAAB was
only 6.0% and the metabolite show@ Oéi%oxm@fto b@ﬁ Fo@mla @ ea (NOE > 100
mg metabolite/kg soil). Therefor@ﬁ can B¢ concluded that tl@rlsk é@m t eta@ ite N&A 413163

to soil macro organisms is low. 9

9 )
@@&@’@j@@@)@&béx

/‘7@
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Table 8.4.2- 2: Ecotoxicological endpoints — Collembola and soil mites reproduction studies with @gtive 6
g g N
substance and its metabolites A &
. Test species, . . . <O @
Test item test design Ecotoxicological endpoint @§ Reference ©®
Collembola, reproduction %
Folsomia candida NOEC 4ggommgapsr;)1§V(SiWS
TFS WG 50 reproduction > BaS§
28 d, mixed NOECcorr. .\ 2249 mg &@kg dws?
ﬁ@ RO A
Folsomia candida QO?(@ @) Q
CGA 357261 reproduction NOEC &' >l(g:ﬁ’ng/kt€dws
28 d, mixed @ @ @
- A ! oy A 8.4,3.1/05
SRS & S &
Folsomia candida |% S \\ S % Q (2012)
CGA 373466 reproduction @ NOE\§ @ =160 mg/l@%dwgq;\ S FRE-Coll 126/12
Bamied QO (ST & & & O &) Mr0100011
e > - AN S N A 8%2.1/08
¢ O © © « &
Folsomia capdida .}’ o7 S &> &7 9 (2013)
NOA 413163 reproducfielt S NQEC 2100 dws EBTFNO12
28 d, mixed S ¥ & @ S L9 L M-444419-01-1
,M-444419-01-1
2 N & QD KCA 8.4.2.1/11
) BN
F%oml@dldc@ ) @@ o\© N N o\@ (2012)
CGA 357276 roducBon NOECS S2100 mykg @Vs & FRM-Coll-145/12
8d é@xed ©) QS © @@ N @ M-441251-01-1
N S . NS KCA 8.4.2.1/12
T
Soil mites, rep&@%ctl ~ (%% L S N § Y
o 9
O poaspis a eifer { NOEE. @Q >1000mg %@a /kg dws - _ (2012)
TES WG SQ re et @ ) >498 mg @»/kg dws KRA-HR-76/12
M-443226-01-1
AL g %@Eqm@ §49 nfpa.s./kg dws® KCA 845104
ngypoa%pls é@%lfer o % kr HR( 28(33
CGA 357261 © re@du@ > NGEC g@o mg/kg dws M‘: L0
O | Jotmigd  © . © KCA 8.4.2.1/06
. R @’@ [ ] 2012
~ Hyp ‘@P is dsleif e’%’g 9 %@ kra—HR—75/12( :
CGA 32 @ relﬁg)duc N@EC S >100 mg/kg dws M.443 145011
@ oy KCA 8.4.2.1/07
. . Q" 2012
> Hyp@spzs @ulelfer Q kra-HR-73 /12( )
CGA 373466 &@% rep%roduC @@ I\QEC >100 mg/kg dws M-440955-01-1
© MY N, KCA 8.4.2.1/09
Q. A N | ] 2013
@Q Hyggaspis-Qpuleifer kra-HR-91 /13( )
NOA 418¥01 S rgprod NOEC >100 mg/kg dws M-455220-01-1
v i DTN
& @@@ S d, mixed KCA 8.4.2.1/10
Q L Hypoaspis aculeifer \ra-HR-74/1 2(2012)
CGA 3@76 reproduction NOEC >100 mg/kg dws M‘: 4 03_ 67-01-1
14 d. mixed KCA 8.4.2.1/13
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dws = dry weight soil; a.s. = active substance; prod. = product; corr. = corrected o
Bold values: endpoints used for risk assessment @ IS
D

2 corrected by factor of 2 due to lipophilic substance (log Pow > 2) @ (7]
©© @° &
@ S8
S < o
CA84.2.1 Species level testing 2 SIS
A S
Report: KCA 8.4.2.1/03; || Iz 2011 O & SO
Title: Trifloxystrobin WG 50 W: Influence @b@ﬁw reproduct@ of %wolle@olan @eeies }@lsom@
candida tested in artificial soil N @ Q @
Report No: FRM-Coll-121/11 L @S D LS S
Document No: ~ M-415346-01-1 Q @ Ao @j& S %
Guidelines: OECD-Guideline No. 232 (&09) (25%” @Q Q @ S Qé @7 @& :
Deviations: None R \°\ \\ > &% Q v §
GLP: Yes (certified laborato Q o RS Q %\ N é\ﬁ S
LSS yS &S,
Objectives: S KRN N S @Q SO

QS O .
The purpose of this study Wﬁ@% a&@s th@@:%ffec@@f T@@)xyobin @G %@% on\survival and
reproduction of the collem@n sﬁ%@ies@lsomi@gcanﬁida d
P . . N Q S N .
artificial soil comparing c%ltrol a@tre nt. @ Q @ %@
Ve, &g &SV
S 6 O Y. & )

Materials and Methgds:

(S SR -A
Test material: Tri g;d:tg)bin @ 5@ (a@ytica&ind@s: 49@00 WV Trifloxystrobin (CGA
279202), batchsJ Z\@)FL@1509,&953{N6 d@?gript@ T@( QQ@M—OO, specification no.:
1020000077983, mierial go.: 035544930 OIS A

Ten collembola (9412 da}?’s\aold)@ger r(%licate%@rep]@tes f(@theygtrol group and 4 replicates for
each treatmeént group) g@re @@se{@ ontrol (water tr%@d),ﬁ@’, 178, 316, 562 and 1000 mg test
item/kgsoil dry weight (d.cw%ontaining @8"/@0 duartz $and, 2\(@) kaolin clay, 5% sphagnum peat and
0.2% CaCQOs, at @i 2@and§§’ pho&(@erig&ﬁigh&%dka 16 h : 8 h (400-800 lux) and were fed
weekly with graglatedsdry ye& @,% Y IS

Mortality and @prodiidtion @ge defermin€d’ af‘ge@% day®y

%ﬁ, 1067
9

N
Toxic standard: 44, 15d 2§mg %@\w a@kg soil d.w..
O @ %

@ . N

Dates of work: & ngg 19 tg}ﬁ@l, 2011

X % @ Lo 0 N
A (g @\ R Q

Results: @° ENS

Validity Critggia =) &~ %[, Recommended Obtained

NI
Mean adu@mort S < 20% 5.0% after 4 weeks
U %@ @ 0 0

Meangifmber GFjuveilés pekgeplicate > 100 1539.3
g g

Coe ﬁc%@f variation of reproduction <30% 7.6%

All Valinty criteria for the study were met
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The most recent reference test (March 08, 2011) with the reference item Boric acid showed an ECsyof
91 mg test item/kg artificial soil dry weight (95% confidence limits from 80 mg to 104 m @ oric &
acid/kg artificial soil dry weight) for reproduction. The NOEC cproduction Was %culated to 4 mg
Boric acid/kg artificial soil dry weight and accordingly the LOECrepmducuogég 67 mg Boﬁc aci
artificial soil dry weight according Williams-Test multiple t-test procedure, a = O, @ m@ded@

smaller. This shows that the test organisms are sufﬁcientl@ensitive. R
? & g} O @Q @
S LT Fe
Effects on mortality and reproduction of Folsomia cand@v é\ﬂ Q f'© @@}
Test item Trifloxystrobin WG\§’0 9 “ N
Test object Folsomlac ida - \z@ @Q @ %@ Q@
Exposure & @,sﬂlﬁcmf@soﬂ ‘&, % f\b ° L
Adult mortafity @ @g\ rodt@xon .
@W\?fg tes@em/k ws] @ @% @&
LOEC >1000° S & <) @00 S
LCso/ ECso P00 - @ Q" o >1000S & Sp
95% confidence limit R - & {Q\ Y O & @
NOEC RECERNEE U 0 &2
Q N; S S
N o 2 Qb § L &
@ N @ Q S &
& & @ S
2
erﬂgg robin WG @aw S @ 0\6@ %
© /k@ws} RS
S o N e e D
Con QIO 17 ~ 316 562~ 1000
@@4 RS "@ A [
@
@@ @ é\ﬁorfﬁﬁty ofadult.co @emg@ns Z@l“‘ vedks
Mortality [%] O 500" | 5 750" o @’10@% |@ 10@ | 75 | 7.5
[
G o @J) Me&gl nur@er of @fenll@ after@'veeks
Mean 2O 15393’ &4290‘@ 1414.8° \?455:@ 1483.3 1602.5
SD 1120 [N 800 A 694 2095 95.1 433
NY% N o
@,@@ (\% @ %ﬁ}rod%@’)n Kw@%ar{e@@o control [%]
%tocontrol @ -OF [e3928"@ [ Q91.9® | @945~ | 964~ | 1041
s statisticallﬁ ot sig&ﬁica@onfﬁgom [@st fo@}m h@ogeneous variances, one-sided smaller, o = 0.05)
SD: standard\deviation N %
Percent oduction: (RFRc) * %"o @

Rt = mean number of@enﬂ%observﬁd int trea'ge@roups
Rc< ?fhean number dﬁguven@s obse ed i 1 group

The test item Qg&dsed 75 to 40.09 A“@r@ent@nonality in the treatment groups. 5.0% parental mortality
was observ@nt Nontr§ ©@

No statls@ally @ﬁﬁc@@effe@%ﬁ on parental mortality was found for the concentration tested.
Concq@lg nul@er oﬁ@uvenlles statistical analysis (Bonferroni-U test for non-homogeneous
Varlgxces Stie- 51d§ sm§er a = 0.05) revealed no significant difference between control and any
tredtment@roup.

Therefare the No-Observed-Effect-Concentration (NOEC) for reproduction is > 1000 mg test item/kg
artificial soil dry weight. The Lowest-Observed-Effect-Concentration (LOEC) for reproduction is
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o

> 1000 mg test item/kg artificial soil dry weight. An ECso could not be calculated and is conside@o‘co

be > 1000 mg test item/kg artificial soil dry weight. . Q
S @
Conclusions: @,Q SR

The test item Trifloxystrobin WG 50 showed no statistically 51gn1ﬁcan4§§/ adverse C@QC'LS §\adul@
mortality and reproduction of the collembolans Folsé#ia candzd@m art1ﬁ01al«z«\spll K\any #t @
concentration.
Therefore, the overall No-Observed-Effect- Concen@lon (NO Was detem@d to@ > &0

t

test item/kg d.w., and the Lowest- Observed oncentra %QTECas @termmed t@%e

> 1000 mg test item/kg d.w. . N
C& 9 @ > %@J @6 <
*%x* @@) Q@’ & S % <
DT A &
Report: KCA 8.4.2.1/04; 012@ N OEPNEES & §
Title: Trifloxystrobin WG Iﬁg enceQn moﬁ@ty a proéétion §ﬁe saflmite @emes
Hypoaspis aculeifeitested ifbartificial soil ®\ @
Report No: kra-HR-76/12 N 9 @@;p @© ©)
DocumentNo:  M-443226-01? - &
Guidelines: OECD-Guidstine %6 (200§ Q>
Deviations: None © @Q § o o
GLP Yes (cer?fﬁe% L%ore:jé)y S @6@ o\@
o ¢ § &
Objective: @ & - § ©

The purpose o @he s%dy Wa§t0 assess t effe } of "ﬁ%@ ¥S
reproductlon@*l th @11 g&g@ spee@s H‘}woasp@ aculeifer tgste
artificial s@ comparmg%ontroil%%d @men@\ (o @
/ﬁ@ & S S
Materials and Mds: \ v\g § ?i,\ N
Test item: Trlf@%str § 503@’ (Qg@f 279@)2 Batch: EDFL011509; Sample description
FARO01568-0 ate@No 84@@3 S@mﬁe@n N@.Ql02000007798 02; Purity: 49.8%w/w).
Ten adult, f“@hzedﬁfem @ yp&%pzs leifei>per teplicate (8 control replicates and 4 replicates for
each tesﬁ@n concentratlon) v& @ed 106@0nt1§gfszater treated) and treatments. Concentrations of
100, 178,316, 562 aﬁ@% OOOQg Kst ite g d@\velght soil were tested. In each test vessel 20 g dry
weight artificial s&er@;elgh@i 1n, [@aspzs aculeifer were of a uniform age not differing

more than three days (3@9 da @fter@tart o@gg laying). During the test, they were fed with cheese
mites bred on@ eWER S ye urﬁ@ the @dy a temperature of 20 + 2 °C and light regime of 400 —
800 Lux, 1 li 3\% rk was ap . The artificial soil was prepared according to the guideline
with the @HOW@ eon@ltue percentage distribution on dry weight basis): 75% fine quartz sand,
5% Spg%nu@eat, %g drie€and finely ground and 20% Kaolin clay.

Aft@a periéd of & days, the surviving adults and the living juveniles were extracted by applying a
te e gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
(20% (ethyl

Hypoaspis aculeifer were counted under a binocular.

ylene glycol, 80% deionised water; 2 g detergent/L fixing solution were added). All
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Dates of experimental work: July 23, 2012 to August 15, 2012

Results: @

Validity Criteria Recommended Obtained @ S

N
Mean adult mortality <20% 13% 8 ) S @§ &
RS

—— : Y T >
Mean number of juveniles per replicate S, 336.1 @ g}’
(with 10 collembolan introduced) - ' Q @ §

S

X

Coefficient of variation calculated for the @ g @ Q R @© é&
’ 9

number of juveniles per replicate T

All validity criteria for the study were met. & @@Q @
@)
@

Test item QE%Trlﬂ str 0 W @}’ ~
Test object & Q (%% ﬁ;aw ac %,, @@ §9 éj 9
Exposure Q A}sgﬁcml\ ®) m@ QQ

mg test item/kg dry weight @ A%ﬁ @~ Mean nur@@ of & R@‘odu@n
artificial soil mmall% K@remlés + SD@Q gf; of control) 3
N« (W) O @

Control 9 | O 1.},@ @3361 T 26.§ S 7
100 S 2.5 §35@>} A 376 W65 4%

178 N 97 .95 9] 3860 = 298 | 105902,
316 Q) I 25 @ [ 833258 1+ 156 O 98%ns.

562 S N LD 3340 £72 253 99.6 n.s.

1000 [ 0.0 35 ¢ 34B| S93.0ns.

NOECrepmductiorﬁg te@m/ ry W@ht a@lal mD @ @ > 1000

LOECreproduction (Ing tegyitemtkg dry weight artificial g@ﬂ) © @ - 1000

= no stafiticall ificant diffegere ( t-t-t {%d 05
n.s. = no sa\ ically signi 19%191 i e& e @n @ one sl sm@er aq@ﬁ )
IS - o

o \ N
Q\ NS 5 é& )
Mortality: & A O o
In the control @oup @/o o@@e ad @@Hy@aspzs@ul@ died which is below the allowed maximum
of < 20% mdRality. © ©© O Q\ @\ S
% L 4+ 9 @
@9 V@ an LS

Reprodtiction: N N o
Coné&mmg the nwyber @uverf@és S stlc@analyms (Student-t-test, one-sided smaller, o = 0.05)
reve\led no m@n%ﬁcant@lff @ﬁce @etwee&@ontrol and any treatment group. Therefore the No-
Observed-Effect-Congentration (NOEC) f8r reproduction is >1000 mg test item/kg dry weight

artificial sa@l" hngowe Q\G bserved F@&t -Concentration (LOEC) for reproduction is > 1000 mg test
item/kg @We@ artifisial so

AN % @

S LI
C@JSIQ%@ >

The N reproduction 18 > 1000 mg test item/kg soil d.w. and the LOEC:cproduciion > 1000 mg test item/kg
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Reference test: o
>

The most recent non-GLP-test (_ -, kra/HR-O-11/12, February 29, 2012) with the§

reference item dimethoate was performed at test concentrations 1.0, 1.8,a¥2, 5.6 ani@ .0@@;
dimethoate/kg dry weight artificial soil. © >

D
Dimethoate showed a LCso of 3.894 mg a.s./kg for mortality of the &fﬁ;lt mites g0§din§ro%@
analysis using maximum likelihood regression. © N %\ \\ @Q @

The reproduction of the soil mites was not significantly reduced i@@omparison @ the é%tro toé
3.2 mg a.s./kg dry weight artificial soil. Therefore @% NOEC is_$alculated to @93.2 a.@@g a@%
accordingly the LOEC is 5.6 mg a.s./kg. Since V@CCS of the\da W@EVCI@%CI‘ @nsfo%natio@ot
homogenous Welch-t test for Inhomogeneous Variances wit %nfg@eni—H@n A@sm@e’m pro@ne,

o = 0.05, one-sided smaller was used. Dimet@%&te E@@%OO sh%yed 4&50 q§62 mg\a.s. 2 (95%
confidence limits from 6.02 mg a.s./kg% 2{6@4 m@a.s./KQ) for §pro@ction@%cor % P@bit
analysis using maximum likelihood reg@?ﬁio@nx\ N < &% (\@ §
This is in the recommended range of gui@%ﬁne @@@O —"%Z% m&@s./k@ry \@%ﬁ arfificial $9il.

oY & LO X @O &

(N N R -
Q % @**** @@ o ©©@ @@Q N

@ N W @J@ @7 Q D &

Metabolite CGA 357261 & ™« S L@ o ©
2) K v ° @ "\@ ©
Report: KCA 8%4.2.1%?12 Qv $ @y\’
Title: TrifloxystrobfaxCGA 35726 L (BCSARI : gﬂue e on o&h@reproduction of the
k;\ eci@%)zgo@@a ca@ sted a@r;i eial s]& &

Report No: RY -C@»ISOZI\@ N Q

Document No: ] 3697-01Y, N &
Guidelines: @© OEED-Gui@line @32@«%9) g@o\a S S @
Deviations: ) N&e v & % & ¢§ Ko
GLP: Yes (c@ﬁﬁe@brat IS Q@ \@7
A RS & O %O
Objectives: RO > éﬁ \© N D
The purpose of €his s Wa& asc%ss t}l@\f;@fec 0 Tr@xystrobin—CGA 357261 (BCS-AR14200,
metabolite of@rifloxgs Ob@ on @arvivz@\ and @prodfietion of the collembolan species Folsomia

N
candida dur% an expos@of %\dayn %@ciail comparing control and treatment.

O @ %
2 .
Materia%s and Me@ds: N x@ ©\

Tes&\\zﬁmaterial: Trifloxy. in-\@A @? 72&@\(BCS-AR14200), analytical findings: 99.4% w/w
AE 1393224, o@gﬁn batc no&:@ES @350-%@1, certificate no.: AZ 17556, batch code: AE 1393224-
PU-01, mategd :AE%3‘93 ) pu@?ubsan €.

Ten colle la (812 dgys old) per cate (8 replicates for the control group and 8 replicates for
each tr%énent up) Were @osed to control (water treated) and 100 mg test item/kg artificial soil
dry weight (&w.) @;ain@g 75% quartz sand, 20% kaolin clay, 5% sphagnum peat and CaCOs, at
20 2°@§ﬁnd a@hot@riod: light : dark = 16 h : 8 h (400-800 lux) and were fed weekly with

granulﬁg dry yeast.
Mortality and reproduction were determined after 28 days.
Toxic standard: 44, 67, 100, 150 and 225 mg boric acid/kg soil d.w..
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Dates of experimental work: September 10 to October 18, 2012 .
& &
° %>
Results: S @® S
&
Validity Criteria Recommended Obtained @y S o\@
<
Mean adult mortality <20% 12.5% after &%eks \© . § ©
& SN @ @
Mean number of juveniles per replicate > 100 O 9 @ § é\g ©&
& Q
. N . @ g > R © o
Coecfficient of variation of reproduction < 3%‘% Q 8.8% (\& & (@) a
®)
All validity criteria for the study were met & > Q\w \© ) @@
G NN @
@ X S

The most recent reference test (May 25, 2 19) ith the %ﬁere tem@orlc a@jd showed Csq of

116 mg test item/kg artificial soil dry weight Mﬁde&e mq% frm@%8 g to 1 §TIC
acid/kg artificial soil dry weight) for @)rod@ 10n e N@Eer@mcm \%as c lat to b

Boric acid/kg artificial soil dry wei arfd, accm@’ngl @e L Ltion Q%c a<:1d/kg
artificial soil dry weight accor@ \K@%}lhams Test -n tlpl% -tes ocee (@Q 0 0% one-sided
smaller. This shows that the t%@)rgan@ s@ar@ufﬁ@ntly@ 1t1§§ @ é
AN & : %)
i ¥ é @Q s N N § @ \25@
Effects on mortality and raprode&tlon :) lso:r:@ag@gw @@ g, ﬁr§
Test item §a ’ 2 O cGa T2 N
Test object © @Kﬁ @ S Fo@%' n%\da & S
Exposure § S . O &Q % @mﬁc;@@oﬂ @é\ ﬁé@
O & Agdult mortali production
O [\§ A &ix LU @g te@@tem/lg§ws
LOEC MSEES >100 . 2 & >100
LCso/ ECy © 7 S00 O SRz @ >100
95% copfidence limit  |O O & - < Y A -
NOEC . j NN 21&@“ ~ >100
N) S S AN @ é @
o O ¢ .09 o O @
W OO0 oD
SRS ,%Q & @
=) % S @ %
@7 °\ Q @ o\
S A\ N @} 9
S v o N o
@" S @ S
S SR
@ < Q & ©@
@ o
<&
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CGA 357261 °
[mg test item /kg dws] o\@ @@6
Control 100 & @® ©)
& N
SIS
Mortality of adult collembolans after 4 weeks <\ © § %@@
. € S
Mortality [%] 12.5 | O3 S & @\\ @Q &@
Mean number of juveniles after 4 week@ é\g@ Q@ § C&©
@
Mean 1188.8 AY YRR M . 9 @
SD 104.2 i ws @ | R 9O o @
O S D L S
Reproduction c‘ﬁmparo coritvol [0@@ IS S R
Q" 9 P L .
% to control - 5I§9 (7\)1 03. @@ © & Q @7 @&
- statistically not significant (Student's-t tesgw ofle-sided sr&ﬁier o 60 05) % Q w, §
SD: standard deviation @} \\ Y & ~ L X S
Percent reproduction: (Rt/Rc) * 100% Q& \ %o W\? @ S
Rt = mean number of juveniles observ, & th@%ate %upsv\, \@7 @@ N) ©
Rc = mean number of juveniles obse@d in %he con%ol gro@ N) @ ©@ @Q 0\”\9
@ & & O 9 o
The test item caused 12.5% rentaﬁmorﬁ@aty at t@é tesf\:onc atl(@ of 100 @t item/kg d.w..
11.3% parental mortality was obséved 1&%6 ca@rol @ @

No statistically significafit effe%on par%?fltal § l@ﬁbwnd for'the ggnce y\\ﬁon tested.

eé‘%—t test, onessided smaller, o = 0.05)
revealed no signifigigit differenc wcontf@l? and@e tregyment g up
Therefore the N bs {d-Effect- Co%eentﬁﬂon @igEC@r re@})du@@@n is > 100 mg test item/kg
artificial soil 0y t. T Lo@t Ob@i‘ved@ffec once@tlonﬁOEC) for reproduction is >
100 mg test 1tem/k§@rt1ﬁé%al so%drﬁlght Q%EC%@ould it be\glculated and is considered to be

2 @

> 100 mgstest item/kg g¥tifici ild eight:
PSR N I R
Conclusions: Q\ & é\’ S ‘& Ry

S
The test item Tiflo obi § A@Sn% (BC@AR@O) showed no statistically significantly
adverse effe (&Zon a@@t mo@ﬁ ity.al a%ﬂ T @ducfu@ of th® collembolans Folsomia candida in artificial
soil at the tg concentrat@a of t 1t a@mal soil.

Therefo %he overall@lo -O rved@ fec once%@ratmn (NOEC) was determined to be > 100 mg
test 1tem/kg d.w., %Low(%t Obed E@ect-Concentratlon (LOEC) was determined to be

> I@Q mg test 1tem7?g d?§ §
@
a A N T

B
@\@ &

Concerning the num@v ]@ml%@@ta‘ust@ll a@rsw
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Report: KCA 8.4.2.1/06; |, M.A., 2012 Y

Title: Trifloxystrobin- CGA 357261 (BCS-AR14200): Influence on mortality and reproducgidggn Q
the soil mite species Hypoaspis aculeifer tested in artificial soil @ @

Report No: kra-HR-80/12 IS &@ ©)

Document No: M-443311-01-1 w o\Q

Guidelines: OECD-Guideline 226 (2008) % Q § <

Deviations: Exposition to the test item: 15 days (instead @4 days) {*’ %\ N é\”

GLP Yes (certified laboratory) & Q@ @@ § é\g@ é@

& © .
Objective: %@ Q& © Q @© @Q}

o & & &
The purpose of the study was to assess the eff@ of Triﬂo%%strobi\lt@CGA %72&9B%§@AR@0,
metabolite of trifloxystrobin) on mortality ‘and re@@"duc@n og\tzhe sQj mi@ species Hypeaspis
aculeifer tested during an exposure of 15 day@in aryy 1cia@@%ﬂ c@ariontr(@’andatr@ %
‘&% \@ N @Q @

Materials and Methods: @} \\ o RN & \q;\ éﬁ éw ©§
Test item: Trifloxystrobin-CGA 357261 (BCS-ARER200)(Certifigate NG %@%5 atch-code: AE
1393224-PU-01; Origin Batch NES 1@50—10\—1; Puﬁl\\t’y @393@1: 994%wW/W). | %o

Ten adult, fertilized, female H@oas&%cul fer pe@repli@ 8 plica@g> fox @ch pﬁication rate)

were exposed to control (wgi@ trea?[%d) angs100 m@test%em/ Q. ryayeight soil. Ifdeach test vessel

20 g dry weight artiﬁcial(%oil w@ weié%d ir@&The H@boaspis a@@zferﬂg%)re ofa uniform age not
differing more than threesdays (30 day@afte art %%egg l@‘fng).%uring@ e y\,’they were fed with
cheese mites bred on we@yea%%urin@the @dy aignpeéﬁbure of 20 +2 “C and light regime of
400 — 800 Lux, 1 light : 8 rk app‘i%d. T@%’ art@ial so@was %repared according to the
guideline with @E fol{@mg &%nstitﬁ%nts (jscrcentg??e d@buti@}x on weight basis): 75% fine
pl@m 63@ ai@rie%@ ﬁn@ gr(@ld an@% Kaolin clay.

After a peri@g of 1%daysithe s%vivi adu%%ﬁd t@’livinguve@%s were extracted by applying a
temperatpre gradient u a @eFa ~app atu%Extr mi.@@?were collected in a fixing solution
(20% lene glycdl SQ@eionised water; Dg d&ergm{@ fixing solution were added). All
Hypoaspis aculeif@ere %ounte@nde&@bin%ﬁar, é& @Q

2 & %
Dates of expegment) orks’ s;{@mbe@%, g(§ to Gdtober 11, 2012

vartz sand, 3%
1 S

Q NS N
¥o & &P
Results: % ) @’jf’ N %
& GEIS > .
Validity €riteria N Reconffended Obtained
Meag ¥dult mortality™> QY - Y 0% 8.8%
Mean number of gywveniles vI%r regﬁc%ate @ &U
(with 10 collembolan inroducd®) O | Q= 71
: N ) @)
Cocticen o Vran et o he ™ <30, l66%
(@4 S

NN Q
B O~ %
All validit @1teri$r th. t%Eudy were met.
¥ ¥ he,

&
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Effect of trifloxystrobin- CGA 357261 on Hypoaspis aculeifer in a 15-day reproduction study o @
Test item trifloxystrobin- CGA 357261 (BCS-AR14200) o\@ N
Test object Hypoaspis aculeifer @ @ K
Exposure Artificial soil A &@ ©)
mg test item/kg dry weight Adult Mean number of Reprodtidtion Q\Q
artificial soil mortality juveniles £ SD (% o%ontrol) § K &
(%) _ %, o o\@ &
Control 8.8 3571 &F 592 @ - B @ @ @
100 3.8 a8+ 374l Qsns. G & L S
NOECreproduction (mg test item/kg dry weight artificial soil) g, ~ =100 QR o @%}
LOECreproduction (Mg test item/kg dry weight artificial soig\ D >100 Q)

sided smallexa = 0.0@// R § &
o &F O
S & < & &
féf?” @Q Q@ S o :

Mortality: % % ©© @j @
In the control group 8.8% of the adult @poa@s aa@nger died w@h 15@ ow t«@ allogued tmum

of < 20% mortality. The LCs coul t §E%«ﬂcu d af’@ﬂs 1der to 10 g test item/kg
5

n.s. = no statistically significant difference (Student-t-test 9‘

dry weight artificial soil. @ S @
9 @ S @ @ O
: ¢ X TS TS TS g
Reproduction: L S & @ % o

Concerning the number oé;ﬁveré%s st@mal@%alysi@’(&udent t@’t OYQ@%))Med%maller a = 0.05)

revealed no significant~differgnce be@vee@ r@s and Ghe trey%\rtmemggro 3V%Therefore the No-

Observed-Effect- Co trat N @) for@epr ctionJs > 1@ mggest it dry weight artificial

soil. The Lowest erved- Effe@o Gen ratl@ﬁ (LO&) f(@repm(@ctlon%s > 100 mg test item/kg
&Cs&

dry weight arti @ﬁ va es%ould\a,ot be\@lculé@d at@’ls cdered to be > 100 mg test
item/kg dry we® %

R - \@ @§ © %@
Conclusi’egl@‘:)) é}’ @a % & Q@ \@7
The Né&mpmdumon K23 IQ(\@g test iten@g‘g SQI§W and th\@ ECreproduction > 100 mg test item/kg
soil d.w. §§3 AN é’ \© @;\,\ é >

TS s &

Reference testz @ ., © \
The most re@nt non- G@es ra/HR-O-11/12, February 29, 2012) with the

referenc @t m dnnetk@ate @ perfd &at testvconcentrations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
dimethoate/kg dry \a@ght tifici a<l§011
DlnSQ%oate showed a @30 on 94 @g ag for mortality of the adult mites according Probit
analysis using I@xunum 1ke]&l§50d I@gressg,u
The reprodugtion oﬁgle ] mlt@a@as n ignificantly reduced in comparison to the control up to
3.2 mg a.&@g weiglt artificial SOQ@Therefore the NOEC is calculated to be 3.2 mg a.s./kg and
accordi the@OEC ¥5.6 ®g a.s./kg. Since variances of the data were even after transformation not
homoé@nous&élcl@ﬁst forInhomogeneous Variances with Bonferroni-Holm Adjustment procedure,
o 5, side@’sma@r was used. Dimethoate EC 400E G showed a ECso of 6.62 mg a.s./kg (95%
%d§ limits from 6.02 mg a.s./kg to 2469.54 mg a.s./kg) for reproduction according Probit
analysi$ using maximum likelihood regression.
This is in the recommended range of the guideline of 3.0 — 7.0 mg a.s./kg dry weight artificial soil.
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Metabolite CGA 321113 S @@
& < P
Report: KCA 8.4.2.1/07; R, M.A., 2012 SIS
Title: Trifloxystrobin- CGA 321113 (BCS-AL58660): Influence o %rtality and, r@odu@n 0 ©
% Q r&
the soil mite species Hypoaspis aculeifer tes@in artificial %\ \\ @Q @
Report No: kra-HR-75/12 Q @@ § v, &
Document No:  M-443145-01-1 & ~ N
Guidelines: OECD-Guideline 226 (2008) RN Q o & & © &@
Deviations: None QS(} @ R O @
: D N \ 9 NS
GLP Yes (certified laboratory) & & Q@j %\ %@J @6 °<§’ 2
Q @ X @% v @y AN
- X & S L
Objective: < \@’ \@ N Q> S @j @
The purpose of the study was to assessé\ﬁe @iﬁects O@T riﬂ&)@s‘cro $in- CC&@ 32 @103 (%S-AJ§660,

metabolite of trifloxystrobin) on ali%zxand ro@tion @gthe@il 1@&3 speoies H@oaspis
s ea‘;@%ﬁ.
. @&@@@;p©©@®&©©@®©\
Materials and Methods: &7 S O« @Q % O é%
Test item: Triﬂoxystrobin—%GAé@?.ll S (B —AL5@60) (FOX No. 99%6—0% Batch-code: AE
1344138-01-02; Origin %@h NO%C 619; &urity 1344] 8:29@% ).
Ten adult, fertilized, fgﬂmale oaspjs aculeifer replidate (8 replicates Qfo@ach application rate)
were exposed to cogtrol (wg@r tt@ﬁed) @d 10§1g tgb item/ Kg dl@weigﬁg\soil. In each test vessel
20 g dry weight ﬁci@%oil AWETE Wl hecgn. TheHypoaspis aculeifewere of a uniform age not
differing moreéﬁn t@e day&30 days a@% start&} eg %yin > During the test, they were fed with
cheese mites @ed Q@rew@@s yeas@ Du%ﬁslg t(}h&?fudyemp@ ture@f 20 £+ 2 °C and light regime of
400 — 800%ux, 16 h u@t : @@da@as a@ied. The a@ﬁcial@%ﬂ was prepared according to the
guidel'@@\\vith the f(ée?win »constituents gperc@ge @ri?@n on dry weight basis): 75% fine
quartz sand, 5% S@gnur@%eat, @g drje§nd iﬁely ground ahg 20% Kaolin clay.
After a period 0@% da&, t}:§ywiv' ad%@’and fRe livigg juveniles were extracted by applying a
temperature g@dient @@g aMacF en-@arat@xt ed mites were collected in a fixing solution
(20% ethylehe gly€dl, (&? d@\ise@watef@)\2 ggetergent/L fixing solution were added). All

Hypoaspisyculeifer were cour@ undgy a bilf@bula&@
@ @ Q @ N

N
Dates of experimetal w@g: Apust (@%2@ August 27, 2012
N D R O

. > & @ N
Results: &@ - & S KR
Validity Cr@ia N @ (@Recommended Obtained
Mean adufpmortalfy  ¢)° <20% 1.3%

. ).
Mean pumber veniles pergplicate
(wit@con@@fag@r%odu%@d) 250 346.8
C(@fcier&% variation cafculated for the
S . . <30% 7.0%

numbe@]uvemles per replicate

All validity criteria for the study were met.
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Effect of trifloxystrobin- CGA 321113 on Hypoaspis aculeifer in a 14-day reproduction study o\@ §
Test item trifloxystrobin- CGA 321113 (BCS-ALS586 @ @
Test object Hypoaspis aculeifer (753 AN s S
Exposure Artificial soil L «© %
mg test item/kg dry weight Adult Mean number of R@)duction . S .9 %,
artificial soil mortality juver@i SD @@ of control) \ @@ @
(%) S S § N
Control 13 3468+ 2420 ISP ©© K©
100 2.5 359+ 29|  101.54m¥. & @
NOECreproduction (Mg test item/kg dry weight artificial sefity’ N @“@ >0 o % @}
LOEC reproduction (Mg test item/kg dry weight artificial sofl) @y 2100 s\ 'y N
n.s. = no statistically significant difference (Student-t- t@% oned sma‘l@r 0 =605) SRS Y

v
@ Q@x S S &
@’
Mortality: % \ > %% § @j @
In the control group 1.3% of the adu @ is a&zfer\&ed \‘Z\g@h 1s<z&b9\elow all@ed rr@clmum
of < 20% mortality. The LCs coul@ ‘gécala&@ed @ is

dry weight artificial soil. © > § Q @Q @@
o LA - A

. S & 2 o
Reproduction: 7, « @ 2
Concerning the number (ﬁ@JuveI@es S tlc Qn s1s (Student t“@t @md@@maller a = 0.05)
revealed no significant di (Fffj§e be@fil een d tl@@o entrauo*ﬁoof 1@ mg test item/kg dry
weight artificial 5011 bserv ff&}Con@ltra@m (NQEC) for reproduction is
> 100 mg test 1ter& %welgl@rtlﬁ@l 5011 Z0bse ed E@ect -Concentration (LOEC)

and is consid

for reproductio %) mg te§ 1te4£/kg dgg\/m Nruﬁ@@ @ ng\;%lues could not be calculated
to @ IO@mi};@ 1teneé@ d@ﬂ%@ml %@

9 (S
Conclu@r g} @’ 3 Q Q@ v

The N&Crepmduct,on g@ IOQ%g dest itenflkg S(&@d % nd t &?OECrepmducnon > 100 mg test item/kg

soil d.w. L
@@Q

Reference tg@ ©©
The most %ecent non-G tes@ @ra/HR 0-11/12, February 29, 2012) with the
referen@tem dlm@ifﬁate Was per@rme@at tegc concentrations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
dlme&hoate/kg dry W@ght aglﬁm@goﬂ

Dimsthoate showe 50 o@ 894 Qg a@g for mortality of the adult mites according Probit
analysis using l@z&imugl likeh oores

The reprodugbion of the m1té§ﬂwa5@ot 51gn1ﬁcantly reduced in comparison to the control up to
3.2mg a, szg d@wei artl§aal soff Therefore the NOEC is calculated to be 3.2 mg a.s./kg and
accords@ y t 1s 5. g a.s./kg. Since variances of the data were even after transformation not

hong@%”HOU@%el est fﬁr Inhomogeneous Variances with Bonferroni-Holm Adjustment procedure,
-51de ma@ was used. Dimethoate EC 400E G showed a ECso of 6.62 mg a. s./kg (95%

conﬁd@?e limits from 6.02 mg a.s./kg to 2469.54 mg a.s./kg) for reproduction according Probit

analysis using maximum likelihood regression.

This is in the recommended range of the guideline of 3.0 — 7.0 mg a.s./kg dry weight artificial soil.
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skskeosksksk @
D
@ @® @6@
Metabolite CGA 373466 @JQ LR
D
§ S o
Report: kca 8.4.2.1/08; || GG 20 ~ &
Title: Trifloxystrobin-CGA 373466 (BCA-ALSS8 : Influence -.< reproduct@q of t@ @
collembolan species Folsomia candida teited n art1ﬁc1al SOH S @ é\g
Report No: FRM-Coll-146/12 Q @© >
Document No: ~ M-440109-01-1 @@) Q & @}
Guidelines: OECD-Guideline No. 232 (2009) @ . @ N o 6\ %@ &
Deviations: None LN D > g\’ NS >
GLP: Yes (certified laboratory) Rv @) @ & % &’
Y @ @ KR s © @’ )
Objectives: & @ & & %\ NS

The purpose of this study was to a@s tlﬁ*effec&if TB@)xy bi
metabolite of trifloxystrobin) o§urvwz@? and %prd\i}’ctlo%\)f t 6‘ olle@\?ola@pemﬁs Folsomza
candida during an exposure of @ ay@é@ an a@ c1i1 C@%)ar con@ an@%atmen .

v &
Materials and Methods: & §9 @ @ N
Test material: Triﬂoxyst’mbin- GA 375366 @A- 5869@“‘mal§%ﬁcal @m§7 9% w/w

Q)7
>
X
N

/:20\
RS
®>
=0
W
0
N
Ne)
k=

AE 1344148, origin @1648@3 Satifi e©no Zl 621 code: AE 1344148-
@ cay

PU-01, LIMS no.: 71 3 NN Y

Ten collembola 2 d&ys oldsper r%phcal&(S r@g@cate @Ebr tk@&con@ group and 8 replicates for
each treatme @rm§ 6{poseé§0 C({@Ol (water tr&ted) @ 100 ‘g test item/kg soil dry weight
(d.w.) containing 7 quéistz sar% 20% kaoh;&g@a , @spha@umxg&t and CaCQOs, at 20.0 + 2°C and
a photopeqiod: light : d 8@0 -800 lux) and @e fe{@’eekly with granulated dry yeast.
Mortality*and reproduéiion, v@e dete wfter daysy N Q

Toxic standard: 4@ 108, 1%@@6 225@1g bm;lc acg{kg so'r@d W..

@ - < S @
Dates of exelb@%v > @ S@t\emb@lo toe@ctober 18, 2012
Q @ N SOy
3 e
. y R
Results@’ & Q @ ” & BN
Validi\\ty Criteria _ h\% Qp @Recg\ mended Obtained
N N
Mean adult mortality v @ @ &©§ 20% 12.5% after 4 weeks
QD
Mean numb@f Jum%s p@eﬁhcat 2z 1188.8
Coefﬁu&of \% t10n of rep &@ctlon <30% 8.8%
All validity C@ﬁg§ ia fakthe stifdy were met

The mg@ recent reference test (May 25, 2012) with the reference item Boric acid showed an ECsy of
116 mg test item/kg artificial soil dry weight (95% confidence limits from 98 mg to 137 mg Boric
acid/kg artificial soil dry weight) for reproduction. The NOEC cproduction Was calculated to be 67 mg
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Boric acid/kg artificial soil dry weight and accordingly the LOEC eproduciion 18 100 mg Boric acid/kg S
artificial soil dry weight according Williams-Test multiple t-test procedure, o = 0.05, on ded@

smaller. This shows that the test organisms are sufficiently sensitive. > @®
& S &@
D
Effects on mortality and reproduction of Folsomia candida % § § &)
. %
Test item C @73466 & N <
Test object Folso a candida Q@ @@ Q\ v\g@ &
Exposure @QmﬁcFal soil \\@ - @Q o Q&©
Adult mortality ¢ Reprodyction < @
/‘@test item/kg (%vs] @@9 é (5& - @}
LOEC >100 ¥ nNEE 2100 7
LCso/ ECso >100 & RS TR >
95% confidence limit - O Y o &Y @ & .
NOEC =08, © 9] ¥ >0 O & o
Y O
OO S & s &
0(@ L D U@%ﬁ < f@ §
&GAM@% R R R
[mg stltggllkgdys] A@ %® §© NS éQ (&\
gontrab @ v S B0 o )
S g K- 9 %
M&tahty @adu@l]en&olans@m&r 4 %eeks@ §*’
Mortality [%] & 12@ SRS @3 o~
Y
@@ @& D@n mer of Juvel@ aftf!4 we&ks
Mean KR \\1188%\& AN 0 %
SD O LS O 1042« eV [R\C@} 12.9(7»
O o]
o\@ % s@%)pr(f)@tion &npare@? to c@trol [@'ﬁ
A Cy
% to comtrol @ ®) a° @ ”\a 94D ns
™S statistically not s@ﬁcan&&@md@ -t tes@one s%&d sn@@ler a0, 05)
SD: standard devigft % @ @
Percent reproduction: (RgRe) * (g \% Q @

Rt = mean nu%%@r of mle@ Sers @m th&3reatedgrou
Rc = mean nuttber of Ve obed 1@ con@l grm%

@ %

The tes&m causedzgg?> 3% grental mo@y @\ﬁhe test concentration of 100 mg test item/kg d.w..

12.5%, parental mogtﬁlty @5 obs@rved

No statistically mgnlﬁca@’eﬂi@) on pareital, frbrtality was found for the concentration tested.

Concerning t@@ﬁum er (jglemg@stans@al analysis (Student's-t test, one-sided smaller, o = 0.05)

revealed no@nif@aﬂ iR ence bet control and the treatment group.

Therefor@he I\(&§Obse@ed Q@ct Concentration (NOEC) for reproduction is > 100 mg test item/kg

artlﬁcggﬁ@ soil %&y V\@bght. Lowest-Observed-Effect-Concentration (LOEC) for reproduction is

> 1(&1115; &t 1ter§ ificial soil dry weight. An ECso could not be calculated and is considered to
100@>g test item/kg artificial soil dry weight.

trol.
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Conclusions:

The test item Trifloxystrobin-CGA 373466 showed no statistically significantly adverse effe& on©©
adult mortality and reproduction of the collembolans Folsomia candida in ag%ﬁmal soil 3 e tes@j
concentration of 100 mg test item/kg artificial soil. & S
Therefore, the overall No-Observed-Effect-Concentration (NOEC) was eterrnmed to@e >@ mg,

test item/kg d.w., and the Lowest-Observed-Effect-CO@entratlon (I&&E ) was dagerml @ to @@

. \ @
> 100 mg test item/kg d.w. & Q § v\g é
5 © s Q@ & &
Nz S O S
*k ﬁl < @
Q@ h & g & o &
9 N
Report: KCA 8.4.2.1/09; Il M.A., 2012¢ ¢ L O & Qb\ " N
Title: Trifloxystrobin- CGA 373466 BCs- @862&% nﬂ@e 0 rtalit{and r@roduc non
the soil mite species Hypoa@%s acul@ifer testéd 1 aﬁ@cial soll. & © @7 @
Report No: kra-HR-73/12 & \\ \\ & &% QO w §
Document No:  M-440955-01-1 N 2 S O O e &S
Guidelines: OECD-Guideline 223 m 08 . < § @ § § @ &
Deviations: Exposition to the %nem da%Fnst of 14®S) @b < @Q L
GLP Yes (certified 1@orato% (00 Q @ < @@) o S
Objective: RSN O S e SN @
Q0 N O Q 9

9

The purpose of the study wasqto asse§d the@ect@@f Trﬁ%)“xystf%bm -6 A3§6 (BCS-AL58690,
metabolite of triflox¥strobi @r‘[allt)@an @pro@c‘am@n thg soil-quite species Hypoaspis
aculeifer tested du@g an expos@f lys mﬁmf@ &1 sm@:ompaalg c@c;r%frol and treatment.

@ & \ \ @ @& N
Materials ang &et v
Test item: TI‘IﬂOX@I‘Oblﬁ% CG% 37 % % 90) @ertate No.: AZ 17621, Batch-ID:
AE 13441%%PU-01 O in @hN 48- -3; P i A§@44148 97.9%w/w).
N

AN
Ten adult, fertiliz \feméﬁl@ Hy, sph&@ule pephca‘l% (8 replicates for each application rate)
were exposed to@gont watﬁ; and00 test / kg dry weight soil. In each test vessel

20 g dry we @ wcre@bvelgl@ 1n @he Hf@oaspis aculeifer were of a uniform age not
differing @than day@fter%@rt o@@g laying). During the test, they were fed with
cheese @e bred on bggwer @east ri sttdy a temperature of 20 + 2 °C and light regime of
400 — 800 Lux, 16@1ght% h dark was appﬁ@. The artificial soil was prepared according to the
guld@i’ne with they\foll%ﬁh @Q@tlsz ( \entage distribution on dry weight basis): 75% fine
quartz sand, SW@%phagnum p@@ air dpied @ely ground and 20% Kaolin clay.

After a peri f lﬁﬁys suryjving adults and the living juveniles were extracted by applying a
temperaturesgradiegt usigga MacFady€d-apparatus. Extracted mites were collected in a fixing solution
(20% ¢ %ene.sycol@m yleionised water; 2 g detergent/L fixing solution were added). All
Hypod%spzs a zfe@re gi?nted under a binocular.

S

Dﬁesﬁpenmental work: September 14, 2012 to October 11, 2012
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Results: @ S

Validity Criteria Recommended Obtained N §

Mean adult mortality <20% 8.8% @ @® @
—— ) N NS

Mean number of juveniles per replicate > 50 357 1 Qp .

(with 10 collembolan introduced) - ' § @©\ &

: ot L . X
Coefﬁcwnt. of Va.rlanon calcglated for the <30% D 16.6% & %\ \\ QS
number of juveniles per replicate f\@ < © @ &@

o 9 S & 0

o o g S R O &

All validity criteria for the study were met. % Q . 'S % <) @
% & QO @
@ RS R SRS
Effect of trifloxystrobin- CGA373466 on Hypoaspis aculéifer in a45-d ro ctim@d S Y
y sy e i 5 ety |
Test item trifloxy: trobiq&GA@466 %%S-A@S@O @& @j %

Test object %, ~dypoaspis ac i er % ® @

Exposure &N Apiificialsol 87 - N %, §
mg test item/kg dry weight A@t 'y n n%gber ~ R@aodu n| & Q
artificial soil ﬁ@talm% s Juve iles + @ g% of cgntrol) é@ ©

Q" (%) N O 2 \%
Control o 882 47351 A s9a] T O «
@)

100 °§,0 3609 <« F 463 | 10270

NOECreproduction (mg test }tem/kﬁ\dry \Q@ght ar@?c.lal sgll) @ & N 2 199 c
LOEC reproduction (Mg test itemdsg dry @ight }@ﬁma&@hl) 300 4

n.s. = no statistically significant difference (Stu?ént-t-@, onezsrded sm@‘b@r, a :%?05) %, NN
% S S 6@6 N S
. F TS e §y o ¢
Mortality: @ S ©) © @ o @

<&
In the control g]@ﬁ) 8 Q@ of tlge\ad lt%yp%wis i@uleife@ej§lch i3®elow the allowed maximum

of <20% mo@ity.@e L@ could notQ@al%&ated@@d is & sid@ﬁ to be > 100 mg test item/kg
L Y .

dry weight artificialQoi % S s
7 & & @ © o & F
g§- o O . © 9 .0
Reprodurtion: o

N R N N
Concerning the n@ber of juveniles s@%stic@anal@% ( tu%ent-t-test, one-sided smaller, a = 0.05)
revealed no sign%ﬁca iffer¢ace b@een\%@ntro@nd tlie concentration of 100 mg test item/kg dry
weight artif soi@@fhe re ﬂ%e@No—\@ser&e@—E e(C:(_@jConcentration (NOEC) for reproduction is
> 100 mg test item/kg d@wei artificdal sgif ThepFFowest-Observed-Effect-Concentration (LOEC)
for reprediction is > 166 mg 485t iten@(g d@weig@ﬂarﬁﬁcial soil. ECsp-values could not be calculated
and i considered to\\‘@ > 1% mg %st ite@&g d@veight soil.
S ¥ & Q
Conclusion: @° & Q@ N
&
The NOEC, &ducm& > @mg Yest it@/kg soil d.w. and the LOEC:eproduction > 100 mg test item/kg
soil d.w. Yy O & 9
& &S
AN % Q
Refe&%nce tesh Q) %
@ @9 ° .
T %osté@cem nSh-GIP:test ([ || | | I Il <-2/1R-0-11/12, February 29, 2012) with the
refere item dimethoate was performed at test concentrations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
dimethoate/kg dry weight artificial soil.
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Dimethoate showed a LCso of 3.894 mg a.s./kg for mortality of the adult mites according Probit
analysis using maximum likelihood regression. @©
The reproduction of the soil mites was not significantly reduced in comparls%; to the con 5'5) up tc@j
3.2 mg a.s./kg dry weight artificial soil. Therefore the NOEC is calculated f8°be 3.2 mg 4,s./k
accordingly the LOEC is 5.6 mg a.s./kg. Since variances of the data were eyen after tran @rma@ no‘{f@
homogenous Welch-t test for Inhomogeneous Variances wijth Bonferror&E KHOIm Adjustment p&@em&

o = 0.05, one-sided smaller was used. Dimethoate EC 4& Cso of 6. 6@mg @/kg (9%
confidence limits from 6.02 mg a.s./kg to 2469. 54&mg a. s/kg) reproducta@n ac@m%@robéx©
analysis using maximum likelihood regression. Q @f & &
This is in the recommended range of the guldeh@f 3.0 -7.0mg a.s.&g dry @ 1gl&®rt1ﬁcd’”@l soil@

G showed&

/‘7@

RS D
9 ¥ N NN
S L@ \@ N AN < © @j @§
Metabolite NOA 413161 @éﬁ O \\\ PN & O & &
o S)
QNS QA %
Report: Kkca sazyo; Il MiaL 2013 0 O E} é@<§g
Title: Trifloxystrobin- N@A 4k3161 (%S-AL@&S@ﬂuen@ on ahgg)nd repgoductlon on
the soil mite % esH aspzs@uleg@ested@a arti 1501 &
Report No: kra-HR-91/13 (& & @ﬂ& AR o ©
DocumentNo: ~ MASS2QI1-1 & @ Q .9
Guidelines: OECD-&uideli %: 226 (2@8) § @} S o $ @\y\?
Deviations: Nonef\g Q) 9 o & o\© é& N o\@
GLP ertifie @abg\?éry@ N S o O 5
PRSI
Objective: ©© S R § %y
The purpose the@dy@s to a%ess the effé;\t% of@lﬂo@ trobit-NOA 413161 (BCS-AL58658,

metaboh;e Sf trlﬂoxys;{g)bm)g@% lity @d rep@)du(@on o@&he soil mite species Hypoaspis

aculezf@@s‘ted durmé% ex@ure %}(s in @icm@ﬂ c@parmg control and treatment.

Q\ AN SN
Materials and ods; > \ @’ ©) >
Test item: T@ﬂoxy@bin- @16 \(BC§L5&§8) (analytical findings: 91.8% w/w AE

1344143; otfgin bafeh I&NS @&:h C@}le A@ 1344143 00 1C92 0001; certificate no.: AZ
17475). < %
Ten adt@emhzed @%ale @poaspzs ai@ fe@r replicate (8 replicates for the control group and 4
replieates for the trep me@rou@ we to control and treatments. Concentrations of 10, 18,
32, }6 and 100 mg pur@’meta’@)hte coire I@ndmg to 11, 20, 35, 61 and 109 mg test item/kg) per
artificial soil %r@ weight we esti@ln eaéR test vessel 20 g dry weight artificial soil were weighed in.
The Hypoa@b ag@é@ ‘er were of a un, age not differing more than three days (31 days after start
of egg la@ng). @rmg e tesé?fhey were fed with cheese mites bred on brewer’s yeast. During the
study gﬁ%mpure %20 +Q>°C and light regime of 400 — 800 Lux, 16 h light : 8 h dark was applied.
The @stiﬁc’z@soil zﬁs p pired according to the guideline with the following constituents (percentage
ibuti@ on dry weight basis): 75% fine quartz sand, 5% Sphagnum peat, air dried and finely
groun dand 20% Kaolin clay.
After a period of 14 days, the surviving adults and the living juveniles were extracted by applying a
temperature gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
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(20% ethylene glycol, 80% deionised water; 2 g detergent/L fixing solution were added)@/ﬁll S
Hypoaspis aculeifer were counted under a binocular. N @@
S)
Dates of experimental work: April 09, 2013 to April 29, 2013 @J@@ &@ @g
SIS
Results: . v\% °\© . § ‘&@
o) & A

Validity Criteria RecommendedYy Obtainedy g}’ Q\ t%@Q &@
Mean adult mortality <20% & 1.3% v\g@ QQ N Q

. ) ] S O Q A
Mean number of juveniles per replicate >5 3@ 3 N & & @) @
(with 10 collembolan introduced) _@@ ’ @@) Q © % @}
Coefﬁcient. of Va.riation calcglated for the % 30% &° Q@' 5 &%\ o @6\ °<§’ t§
number of juveniles per replicate O @ > o

@ =
o4
KN @ @ K & © @
All validity criteria for the study were ng‘f” \\ o &% . © @j
y

Effect of trifloxystrobin- NOA 413 lg%on Hy@’aspts%culetfgﬁn a§ ay od ns

9

Test item @ tlg\ﬁi@xyst@m- 1@){& 4@1 (BCS- A@/ﬁs?\ﬂ S

Test object H@i)aspsgacul

Exposure v @ ¢__Artificial seil
mg test item/kg dry we@ht @Adul@ @Mean number of %&duct&@
artificial soil S mort@ j@enileED ™ con@ol)

C% RS

Control @Q ‘O] O 1.3 @ @%OS% £+ 1.2 @ &—
10 NN O 25C 37687 +© 26.6 991 n.s.
18 NN 2.5 3863 & 22| “Q0l.6ns.
32 o O 0.0 @] 3935 s = 89 103.5 n.s.
56 SIS ~ 25 | 3883 £ O222 [@ 1021 ns.
100 2 D 06\ AN 398% &, 134  104.8ns.
NOECr;$tan (mg test igm/kg @y wei%@r artificial soi)> O N [>100
LOEC{sduction (Mg teost@%m/ls;g weight argfitial, s %o © > 100

n.s. = no statistically g@l\iﬁcan%hffere@ (Wlll@l S- H@\? oneQS%ded sma\iler a=0.05)
~

@
o & & &
@©© @QQ@ ©\§@§

Mortality: @© ©\ Q\ f@@\ @é
In the c@l group 1.3%o of @ adul&yp@spzs <%ulezfer died which is below the allowed maximum
of <209 ortahty@ @ @& \@
O Y e e R §
Reproduction: @, & @

Concerning @ num%r ﬁeni&ta@%ﬂ analysis (William’s-t-test, one-sided smaller, o = 0.05)
revealed sigri cant fference b¥fveen control and any treatment group. Therefore the No-
Obsew@ffonce%’trati@ (NOEC) for reproduction is > 100 mg pure metabolite/kg dry weight
artifictal so11 est:Observed-Effect-Concentration (LOEC) for reproduction is > 100 mg pure

m@ohte@bg dry @élgl@mﬁmal soil.

Conclusion:
The NOEC: eproduction 18 > 100 mg pure metabolite/kg soil d.w. and the LOEC cproduciion > 100 mg pure
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metabolite/kg soil d.w. D
&4
Refi test:
eference tes S @Q

The most recent non-GLP-test ([ | | | | |l I «-21Rr-0-12/13, April 08, 2013), wi @

o

reference item dimethoate was performed at test concentrations 1.0, %8, 32, 5.6 1@ mg%
. . e , O N
dimethoate/kg dry weight artificial soil. % N N Q
Dimethoate showed a LCsy of 4.32 mg a.s./kg (95% C(gdence limit@from 4.31 r@?a. @%g t%@sz @

S
mg a. s./kg) for mortality of the adult mites according Probit an@dysis usin axim@ li 00d ©
g g) y @@} g . 8 kefih @%

regression. SN Q o & & Q) o

The reproduction of the soil mites was not sig@%antly redueed in %mpari%)n oGhe céntrol 1P to
3.2 mg as/kg dry weight artificial soil. Therefore thg"NOEE" is cal\culatg@’to 2 m}’ a.s.’kg and
accordingly the LOEC is 5.6 mg a.s./kg. Sin& Vaﬁg@ces @Ehe we@om@’enou&g Williaims-t st
o = 0.05, one-sided smaller was used. Di&%hoa@@c 4Q C@swe%a EC@f 5.67mg als./kg (95%
confidence limits from 5.58 mg a. s./k@to 5.&%1@ a@/kg@) for re];@ductf&n acc«@ing Rrobit alalysis

LN S)
using maximum likelihood regressi hksiﬁ in t@ﬂrec@en@ rarge) of tb@ﬁui@%e of 3.0 - 7.0
(NN 9

mg a.s./kg dry weight artificial soj N
@ o © § &© ©©@ O S
o & VS @ S
SR o T @Y g )
R & N ©
N O N @ N &
: e O N O L &
Metabolite NOA 413163 o & & v &
% SICER © .
N
Report: g 8.4.2@&1@1‘ . m &
Title: itlox bi A418] 63 ( CS—AL@S%'@@W& afd repradilction toxicity to the
Crolle t‘; species @lsom%c%ndic@\l artiﬁ%al g§
ReportNo: &) EBTFNOI2ZO O« & & & o
DocumentNo; ~ MW44415%1-1 ¢, N § § o &
Guidelingg,~  OECDfSuideliité No,£82'(200 NN
Deviati§§ Non&@ , © & & . & w '
GLP: g@%erﬁﬁﬁi lab@'tory @) 6&’\ é& S
9 & S &

Objectives: @, @Q > . @@ o § @’Q

The purpose8f this@%tu@%s 10 assesyvthe effect @b Trifloxystrobin-NOA413163 (BCS-AL58659,
metabogl@f triﬂoxy%robin@ m@b’fvak ard oreg%duction of the collembolan species Folsomia
candidd~during an e@osure 0 28{1ys in@@r}i@al soil comparing control and treatment.

N N ST Q@ &
Materials and ethod@ © ©

Y S

Test material:y] riﬂ(gystro —NQ®1316¢Q(BCS—AL58659), analytical findings: 99.2% w/w, origin
batch no.: 1@847@0&‘{ te '&9‘: A@%S, batch code: AE 1344149 00 1B98 0001, material: AE
1344149gpure gibstance: S
Ten Cﬁmb@ %- dayysi@ld) per replicate (8 replicates for the control group and 8 replicates for
ea eatr@%lt graup) wige exposed to control (quartz sand treated) and 100 mg test item/kg artificial
so%ﬁdryight (d.w.) containing 74% quartz sand, 20% kaolin clay, 5% sphagnum peat and < 1%
CaCOt 20.0 £ 2°C and a photoperiod: light : dark = 16 h : 8 h (400-800 lux) and were fed weekly
with granulated dry yeast.
Mortality and reproduction were determined after 28 days.
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Toxic standard: 5.6, 10.0, 17.8, 31.6, 100 and 178 mg boric acid/kg soil d.w..

N
Dates of work: August 29 to September 26, 2012 S @® S
& ¢ 8
D
Results: § § 2]
Validity Criteria Recommended ¢~ Obtai{i@d NN é\”
X Y & 9 9 @
Mean adult mortality <20% 10% a§4 weeks | @ & é\ﬁ é
< S § VO &
Mean number of juveniles per replicate 2/1@ Q 524¢° S & © &
/o) @ Q \@ @ @@
, . . . A (o >
Coefficient of variation of reproduction C&S 30%{7“@ N &@O‘V% @ N 2
All validity criteria for the study were met N >

<o v KON .
W\% \@\@ Q%©©© ©@%@&
The most recent reference test (F ebru@ to M}rch, @12) &1% th&efegihce ite@%ﬁBo i acid©§wed
an ECso of 50.9 mg test item/kg aﬁi@al sei%dry \i%ight*@% q@fﬁdeg@é lim@ fro 2 %g to 98.4

mg Boric acid/kg artificial soil wel for repraductionYhis ws that theJest ofganisms are
g g de§p é@ﬁ o ieprod @@ sho 5 thesiest orga

sufficiently sensitive. S L& O WO
RNV A & &
o KON
LN O S @ N % ©
Effects on mortality and ng@oducti(@n of @@sor@@andﬁa a § @ N
SRS @@7 > aﬁ@ = §
Test item Ko O N 31 o
Test object q @ @9 @ § Fol Qéia candida & &\
Exposure § S @ < ~ iﬁ:@@oil a @
& Adult morgality 'S @’  Reproduction
§© § ~ (f’\% b\;’% x;g[\%g temtem/lg@ws] o
LOEC 2> >1 9 & | O @ >100
LCso/ ECso © 2 N0 D ' b & >100
95% copfidence limit [ O &Y SR N -
NOEC L, P .D >100° . o >100
) O
§ h § N > & >
Ty T
& & © N%ﬁilsg@ NS
s e g
@” @ P Q@ Con%ol O L 100
N S ALS
5, O
N § Mo@lity oult&lembolans after 4 weeks
G & @ &
Mortality [%] ¢ @ w0 Q| 12.5
)
@:o\g\ ® l\g&eﬁan nn@@%er of juveniles after 4 weeks
Mean o~ @ O 5245 512.9
SD % &) O] o 89.0 48.3
@ o
QQ é@ © @ Reproduction compared to control [%]
% to CG@%I - | 97.8 ns

5 statistically not significant (Student's-t test, one-sided smaller, p < 0.05)
SD: standard deviation
Percent reproduction: (Rt/Rc) * 100%



E . Page 136 of 148
BA‘E’ER Bayer CropScience 2013-12-04

Document MCA: Section 8 Ecotoxicological studies

Trifloxystrobin

Rt = mean number of juveniles observed in the treated groups o

Rc = mean number of juveniles observed in the control group @ ©©
S @

10% mortality was observed at the control and 12.5% mortality at the tested li@ concentrati@n of @5)

mg test item/kg soil dry weight (dw). @ S \

No statistically significant effect on parental mortality was found for the &e%centratlon t@%d AN %45@

Concerning the number of juveniles statistical analy51sdent' -t te@ one-sided m;alleg\b< 0@)
©

revealed no significant difference between control and the treatment gepup. @ @ é\g

Therefore the No-Observed-Effect-Concentration (@EC) for r%ﬁoductlon is 3§1g00 n@tes @emﬂ%&

N
rtificial soil d ht. The L t-Ob d-gifect-C t OEGY® fi duct >
artificial soil dry weig e Lowes serve '( c oncg ra 01@5@ @ orgpro uction @

. & \ 6
Conclusions: SN > @ Q & @ @&
The test item Tr1ﬂ0xystr0b1n-NOA4]@63 @es @865@? shog%l nc@statlmcallé mgni@ntly

7o

100 mg test item/kg artificial soil dry weight.

AN
adverse effects on adult mortality anpro&%tlom@@the €O lemg@ans lso Qca a in @itificial
soil at the test concentration of 100 1% te@emﬁkg artlﬁgal sail @ @@ N S @)
Therefore, the overall No- Obser@d E%ect C@gcent@on Swas @@fgerm@ed td%e > 100 mg

test item/kg d.w., and the @esb@bsewe@’Eff@Co&na (@C) @as (%gcrmmed to be

> 100 mg test item/kg d.w. & AN &
S @Q o @ @ \@ 9
BN 9 § ﬂ@% RN @t&
% %% ® R @
v & 69 O & . N .
S § < © & QO

&  § & 2 @

S QO NTN N o 9 N S

NN N O Y D
Metabohte(@3iﬁ§6 Q & v w\a& & § %

AN S 2 & o @

Report:@é’) KCA@»«I.Z.@Z; \@7
Title: & TI’Iﬂ@yStI;O@-CGA 357 BC@-AB?@%S),@ @"mence on the reproduction of the

o@mbol@ spec@wFolsc@za c%é?da tésged in asy }mal soil
Report No: 11-145 N %@’ >
Document No: @7 @ @j@
Guidelines: Q OEGD-Guyadeline Ne. 232%%09)\ @
Deviations:% None & "S) Q @g@ @
GLP: @’ Yes (@tlﬁe@orato@) @ Q\%

PN

@ N
Ob}q%nves v @ \@ Q §
The purpose ofgthis study w%@%o ss thi effect of Trifloxystrobin-CGA 357276 (BCS-AB39835,
metabolite @nﬂox%stro ormksurviyal “and reproduction of the collembolan species Folsomia
candida dpring aexpo of 28 days§4h an artificial soil comparing control and treatment.
e s ioengof 55 day prin

O

&
Mategials axid e Sv\g@

T@‘-a‘[eﬁ@ Tr1@xy@bm CGA 357276 (BCS-AB39835): analytical findings: 97.8% w/w, origin
batch %OCOO 6204-3-3, batch code: BCS-AB39835-PU-01, Certificate no.:

AZ 16891.

Ten collembola (9-12 days old) per replicate (8 replicates for the control group and 8 replicates for
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oil
>

dry weight (d.w.) containing 75% quartz sand, 20% kaolin clay, 5% sphagnum peat and Ca ats>
20.0 + 2°C and a photoperiod: light : dark = 16 h : 8 h (400-800 lux) and@gere fed we @% with

each treatment group) were exposed to control (water treated) and 100 mg test item/kg artiﬁcci@ i

granulated dry yeast. @, ‘YRS
Mortality and reproduction were determined after 28 days. N ©@ @\ %
Toxic standard: 44, 67, 100, 150 and 225 mg boric amd/k@oﬂ dw.. % N O\@ é\g
\& ) 5 S LT @
Q o N & &

Dates of experimental work: July 20 to August 23,2012 © % QQ ©© Q&©

~ R o <> . © &
Results: Q%@ N @ N \© & @@
Validity Criteria Regommengded @U@ O@E\‘aine{«@’ AS o\% %,

Q ] @3
Mean adult mortality <2 @@ 15@? afte@ weeks@j @& @% @§ o
Mean number of juveniles per replicate > 100 @} &6 &kﬁm \© <&’ Ko §
. - O & @
Coefficient of variation of reproduct <30% d )
oefficient of variation of reproduc % @ <3 o N @@ @@ %

1
All validity criteria for the study W@‘e\ﬁ’leg% 9 @@ @Q @@ &U @@) S N
o T @R SIS
The most recent reference test (May 25, Qﬁ 2) th th@refereﬁee @s@ qul@am owed an ECsg of
116 mg test item/kg aﬁ@al il dryGyeig 5%@0nﬁ@me litgits ﬁ@l 9%~mg to 137 mg Boric
acid/kg artificial soil «(dry waél) f@@repr(@nctlo@@l"hg NOE r°d“€3§“ was Galculated to be 67 mg
Boric acid/kg artlf@ soil @ry v@lght §dm®e the L Crc@)ductlo&S 100 mg Boric acid/kg
artificial soil dr@ eigltt) accag@lg W1 11aQs Te§t®1ult ggy t-te§t pr(@ure, o = 0.05, one-sided

smaller. This S@S %@the ée&t orlsms@e sufﬁmeng en

@@J%@%b\

. %, @ @’
Effects @ortality an&)@pro tion @()lsomta ca da § ©\
Test item NS "\ GA 351276
Test object § NS S 6&’ F&m candida
Exposure 9 f\% @ @%}\,’ N A Artifieddl soil
@ q @@) Alalt m@hty Q | Reproduction
Q O \© S NS \[mg st item/kg dws]
LOEC R TP >100
LCso/ EGEY” o o Gl - >100
95% confidence limit® & 9Q -
NOECY NSNS B >100
QG @ &Q
S NSRS
& VE Ve
% Q
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CGA 357276 °
[mg test item /kg dws] o\@ @@6
Control 100 6 @® @
& N
N
Mortality of adult collembolans after 4 weeks A\ § § %@@
= °\
Mortality [%] 15.0 | 735 EN & @\\ o @
Mean number of juvenilesther 4 weeks @Q v\g@ N é\g Q)
Mean 1048.0 AN TR R S S
SD 143.7 d 72 @ | R 9O o @
Reproducti d f@cont U@"/ < 6\ N ‘§
349
eproduction co%gare & con @[ q;]§ @‘l@x @@ N % o
% to control - | o oid6.0 %y © I o @j I
S statistically not significant (Student's-t tes@e-si’ded srg%r, o 60.05) % Q w, §@
SD: standard deviation @} \\ @ .8 & S SRS S
Percent reproduction: (Rt/Rc) * 100% Q& v Q\ 2 @(}9 @ <
Rt = mean number of juveniles observ. @n th ate %upsv\, \@7 @@ N @ 9
Rc = mean number of juveniles obseied in %he con%ol grogp, O ©@ @Q 0\”\9
o O S & @ SEECENN
The test item caused 15.0% rentaﬁmom@ity at t@ge tesf\:onc&@zt atiam) of 1@())0 mg text item/kg d.w..
7.5% parental mortality was obseéd iné% cm@%l. @ @ N %
ce y\\fion tested.

No statistically significafit effe%on par%?fltal §r‘cal'@bwnd for'the €Q
Concerning the num@y of j@nﬂ@\sﬁ%‘[aﬁst@ll a@rsis" de@%—t test, onessided smaller, o = 0.05)
revealed no signifigigit differenc twcontf@l’ and@?e tregfment group.

Therefore the Now®bseréd-Effect-Concentration @igEC@r re@})du&@g% is > 100 mg test item/kg
artificial soil (d&y weight. T& Lo@t-%&@ved@fec@gonce@ﬁonﬁiOEC) for reproduction is >
100 mg test item/kgGirtificial so%dr@ight. oQ%EC@@ould it be\glculated and is considered to be

> 100 mgstest item/kg @&ﬁm@oﬂ digweight & N
&% s @ o\® @Q o\© * °\©
Conclusions: 3O & é’ \© % é% )
The test item Térloxystyobin A@%’72'Z6§S owgd no @@isﬁcally significantly adverse effects on
adult moﬂa%@and ©@3 od@%om oPthe @meml@lans BSlsomia candida in artificial soil at the test
. Q. s 1 Goll
concentra‘%ﬁ of 100 mg 1t@ékg artificial $o1l.

Therefo§ e overallgljo-Opserveddd fec&Conge?%ration (NOEC) was determined to be > 100 mg
test iteni/kg d.w., @id the Lowest-Obsérved-Effect-Concentration (LOEC) was determined to be
g ad g, Lowegt-Obsgrved: (LOEC)

> l@g test item/kg d.‘)ﬁ @\ Q §
S @ A

&@%&QQ*****
§oE Ve
O VRN
& & S
Q
QQ%@
S
¢ g T
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Report: KCA 8.4.2.1/13; |, M.A., 2012 Y

Title: Trifloxystrobin-CGA357276 (BCS-AB39835): Influence on mortality and reproducgidggn Q
the soil mite species Hypoaspis aculeifer tested in artificial soil @ @ g

Report No: kra-HR-74/12 IS &@ ©)

Document No: M-440367-01-1 @ o\Q

Guidelines: OECD-Guideline 226 (2008) % Q § <

Deviations: None © {*’ %\ N é’

GLP Yes (certified laboratory) & Q@ @@ § é\g@ é@

& © .
Objective: %@ Q& @ Q @© @Q}

The purpose of the study was to assess the ef& of Trrﬂo@gstroobr@CGA%DQ\QB%@AB@5
metabolite of trifloxystrobin) on mortality QQld re ducﬁ%n o the SQ; ml@ species Hypeaspis
aculeifer tested during an exposure of 14 day in am ici a@@ml c arrontr(@’and‘xcatr@ .
@
& R &>
Materials and Methods: & \ \ & \ éﬁ %o ©§
Test item: Trifloxystrobin-CGA 3@76 Q&%ECS @398@ (C@ﬁﬁcaéﬁNo ﬁl @Eatch -ID:
BCS-AB39835-PU-01; Origin Ba@n No. ﬁ%oo%zo%% Putjty B@@AB@ 35: 9F.8%wdw).
(CJON
‘”\g @ O &

Ten adult, fertilized, femal%ﬁpoasﬁs as@éezfer p@rg repﬁvcate (@%epl@tes for each@pplication rate)
were exposed to control (%ater t@ted)@d 10@%11g & item/ g d@we@ soildn each test vessel

20 g dry weight artificighsoil were we@%he@ T@Hyp&?}zs a%lezf% er§ a uniform age not
differing more than t %8 (1%3/5 aft@ starfof egg Ta During the\t t, they were fed with

cheese mites bred re er Sy g th@tu tem@rature@f 20 + 2 °C and light regime of
400 — 800 Lux, 45 h 1@t i“h dark%vas %phed\ @icm@oﬂ A@s prepared according to the
guideline Wl[‘@) e con e ts@peregr}tage@rstrrb@on on dry weight basis): 75% fine

quartz sand 5 Sp@’gnuﬁkpeat@u dr1§d an Q@ly nd afhd 202 %o ‘&Kaolin clay.

After a pegiod of 14 d@@ th@urvw adu an&the g Jx@illes were extracted by applying a
temperafire gradient @mg, a@jacFa yven- paratL@ Extf'éetedo@es were collected in a fixing solution

o ethylene g 0 nrse at etergent ixing solution were adde
(20% ethyl I, 86% d d@v %%ﬂ %1 AL fi 1 dded). All

Hypoaspis acule%r w@cour@i n@r a bﬁ&ocul% S
@ o g

Dates of exﬁ{glmen@al w@( ~grly :“\%@%)12 @}\ugu@ 14,2012
. &) Q @ @ o\%
Results@, @ N Q

N
Val@\fy Criteria = @ﬁ) o (Q\(’ﬁecﬁ@mended Obtained
Mean adult mortg}jty & <20% 1.3%
)
Mean number afjuve hca@ R
(with 10 col olg\g\hmtrogigfj @ 250 336.1
Coefﬁc%@of Va@m cfieulatedor the <30% 2.0%
numbe;r\h ]qu@ES pegrephc@
S @
V.6

ﬁ@ahd@ criteria for t‘§study were met.
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Effect of trifloxystrobin-CGA 357276 on Hypoaspis aculeifer in a 14-day reproduction study o @
Test item trifloxystrobin-CGA 357276 (BCS-AB39835) Q\@ <
Test object Hypoaspis aculeifer @ @ K
Exposure Atrtificial soil & &@ ©)
mg test item/kg dry weight Adult Mean number of Reprdduction \Q
artificial soil mortality juveniles £ SD (%%r control) § K &
(%) ~ %, . o\@ &
Control 1.3 336.1 o+ 268 | @ - e ©\ @ @
100 2.5 3273 + 3460 974ns. @ N é\a é
NOEC:eproduction (Mg test item/kg dry weight artificial soil)@} & 7 > 1005 Q @) é&
LOECreproduction (Mg test item/kg dry weight artificial soig\ Q 2.0 > 100 & © &
n.s. = no statistically significant difference (Student-t-test ©OHg-sided smalle&a = 0.0@// R O &) @
N NI 6\ LN
A A T S
Q @ N N W&
O O N

Mortality: R
cu

In the control group 1.3% of the adult Hj@g%aspi&@

Z diQwhic%is b the a@owe@a itHum
of < 20% mortality. The LCsy could n@be e@%ulat@ang {s con@re@éﬁ@ be 0 @g test Fem/kg
dry weight artificial soil S & & s o &

: ot & .8 X @O @ &
N T
. Ry & D 8§ 9 9 O
Reproduction: @ v S @ & IS Q
Concerning the number of J@venile@\tati@al ana@@sis @tude@%—tes@ one-si%d s@qs”}ller, a = 0.05)

revealed no significant di%erenc %etwéf co@l and@he co%cen&@ion @f/%o g test item/kg dry
weight artificial soil. Thereforg the N&Ob ed—@gfect—@ﬁcenfﬁtiomﬁo y\’for reproduction is
> 100 mg test item/@ry %ﬂ &I@ﬁcial@oil. Lowest—(@erV@Q—Effee{; oncentration (LOEC)
for reproduction is 2100 mg test m/ weight a@cia@oil. E@o-vahﬁs could not be calculated
and is considere@ﬁ) be\ﬁoo @tes‘[ ﬁ%’m/l%dry K@lt sg@ @ §

@© @6 S & K@j N §

Conclusio% T N o\@ @@ S %@
The NO%Qmpmdumn is 6&100@ tes@%n/kg oil &w. a@he &@Cmpmducﬁon > 100 mg test item/kg
soil d.¥h RS & O v O

v &0 @&\ & @$

Reference test: @@Q

S &oa e
The most recgpt HOP-@ Oﬁ, kfﬁIR—O—ll/ 12, February 29, 2012) with the

reference 'te?l dimetho w@erfg@ed %@t\est @ncen‘crations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
;@ﬁk y X

dimetho g dry w?iggt artifielal sadl. N

Dimethoate showe@ LCs of 3894 n% a.s,/R® for mortality of the adult mites according Probit
anagéls using maxtofmurr@ lih%)@j regfRssion N

The reproducti@«\of the soil@%’tes was nofsignificantly reduced in comparison to the control up to
3.2 mg a.s./kgdry wajght difificial soil. Therefore the NOEC is calculated to be 3.2 mg a.s./kg and
accordingly~Nhe LQEC 15326 m a.s./k@%ince variances of the data were even after transformation not
homog@qs \g@ﬁ%h-t st for§omogeneous Variances with Bonferroni-Holm Adjustment procedure,
o =0,88, one@ded@alle&ﬁas used. Dimethoate EC 400E G showed a ECsp of 6.62 mg a. s./kg (95%
co encmits @om§.02 mg a.s./kg to 2469.54 mg a.s./kg) for reproduction according Probit
ana ys@ng maximum likelihood regression.

This is'in the recommended range of the guideline of 3.0 — 7.0 mg a.s./kg dry weight artificial soil.
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CA 85 Effects on soil nitrogen transformation
For information on studies already evaluated during the first EU review of this compound, plea&e@feg@j

to corresponding section in the Baseline Dossier provided by Bayer CropScience a QJ n e

Monograph. (753 A S
The following endpoint from a study evaluated during the first EU rev1ew%SANCO/43Z§2O m%l\gf@
is used in the risk assessment: VCﬁ @x @3\” @\\ @@ @
< S I & @

Table 8.5- 1: Effects on soil nitrogen transformation (@ ((%& . Q Q @© @2%

Test substance Test species /\@5,7 Endpoiﬁ 9 Q ference

Y @ N\ (1999
. no > Q>
TFS WG 50 N—transzfé);matlon pmg./h IS RN)I 91%’9
N- transformatlol@}
Trifloxystrobin 28d Q
@ S
9 no S O
- i N SRS
CGA 373466 N “an%@émm@” ubaceefiable 2 2437 mg/kg awey | Q0230902
X S ffects 2 . -070537-01-1
N O o @ &S .9 | KCABS5/02
9 J i
. 2 § no NS NS (2002)
) i o X
Nostsir | Nty G & it | SORUR
A S @ S © 5 KCA 8.5/13
20.08 mg formulat@ cont@ung @Qﬁj‘i) mg@ S. w:&e spraz@ ongﬁo g &1 re@g in 0.272 mg a.s./kg soil.
Values in bold aé&sed@, risk as%ssm@@t @ §
& % @

Studles on %e 1nﬂuenc%)n th%l (@tﬁm@rmau@ W@ perf@'ned for trifloxystrobin and for all

metab &5 with a né?lmu occuftence of >1§ 1n?§9 @0 case a relevant influence on the

nitrogen- transfo n w&§fou t th stquell c%centr@}ns Therefore, the risk from major soil

metabolites w1tl%@ ma ﬁccu@)ce ?&7 of @wer@aan 10% (CGA 381318, CGA 357276,
t

NOA 413163 O@@ﬂ oor@sm&ﬁ considered to be low since they would not
indicate an @acce&ﬁbl @ &1 if 0 times more toxic as the parent compound
trifloxys @m Therefore no @dy n@oge&g@f‘ansformatlon is considered necessary for these
metabo @
The\ﬁ?ﬂlowmg studte?are@'%lude@in t“s ental Dossier:

v o
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Table 8.5- 2: Additional nitrogen transformation studies and endpoints for soil microbial activity o° é
QO
Test item Test design Ecotoxicological endpoint Referencec\Q 4
ST
N-transformation no S 13104 2@193)1@
CGA 357261 unacceptable >3.353 mg/kg (@s p
424 e ffoots M-463875-64 ol
KCX8.5/1%
N
N-transformation no %ﬁ @ 2013 )@ @
CGA 321113 28d unacceptable Z3.26g/kg dws N c&ﬁ
effect? <®& - &© 3.5/06 @
dws = dry weight soil; a.s. = active substance; prod. f@oduct @ Q o @
Bold values: endpoints used for risk assessment @ @Q} w;\ Q 6\ %’\,@ :§
@Q o\
S & & > & @Q
v @) @ ©§ % &’
R TR h S & & e
Metabolite CGA 357261 &N e &6 SO S o S
S
eSS s S EE
Report: KCA 8.5/15; B30 S § &
Title: Trifloxystrobin 35861- (BLS- 200 ffe%@on ( acti\@@ of s6il microflora
(Nitrogen tran afiGiwtest) @ @ Q S IS
. S S @ @)
Report No: 1310 48 09 ©© o .2 %
Document No: M-46487%!1-1 Q N) @ @ @ °N y\?@
Guidelines: OECD-Guideline 216 QG00) & S NS
 © 5 .0 & « &
o s

Deviations: Non N N IS
GLP Y tified labofatory) & N

Paegne S5 e e

AN AN o
Objective: ©© ©\ N 'S @ %&\ SN
The purpose this@dy w% to de@ermi%% the éffects @he & ite;g@)n the activity of soil microflora
with regar\c@o nitrogen @nsf%@%)ti(@a lal@\at%y@st.@@ \@’
@)
A& @ .S & O v L0
Materials and Methods: Y-S S B G\
Test item: Triﬂ@stro%n@(@%%z& (nggef@’bolite@of trifloxystrobin) (BCS-code: BCS-AR14200,
Batch code: A@ 1393@1?@1, Ogigin Si@ch Ngy» SE 350-10-1, LIMS No.: 1124676, Certificate
No.: AZ 17558, ana@sed@it@@%% w). @\ @@
) O @% P

A loam¥yssand soil ( % 4224@ was expo§§fo@ days to 0.335 and 3.353 mg test item/kg soil dry
weight. The nitrogeg tra atfoh Wete@ned in soil enriched with lucerne meal (concentration

N
in soil 0.5%). NI—Q-nitro@n, 3- al@ O&@rogen were determined by an Autoanalyzer at different
sampling intelq%s (%%, 14 ar@@i day@fter treatment).
SN ¢

% , W
Dates of@}per@ntal@%rk@@lune 12,2013 to July 24, 2013

N
Res@l?’ @@ @ X §
e ]
Vaﬁdit;@teria Recommended Obtained

coefﬁc}KeJx{ts of variation in the control for

NOWN <15% 1.9%
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The validity criterion for the study was met.

Effects of CGA 357261 on non-target soil micro-organisms x Q\ v
Test item CGA 357261 (metabolite of mﬂoxystrob@ RS
Test object Soil Micro-organisms ‘N

Nitrogen-Transformation (silty sand §§\11) (§ f:@ G
control 0.335 mg test item /kg soil weight | 3.3 %g test ite /kg soitry we@‘t

Time interval equivalent to 0.252 kg te§prtem/ha éguivalent to 2. g At 1tem@a
(days) Nitrate-N Nitrate-N ! % difference to %Nltram N ! @ Jiffer

@ control @ co;;@)
0-7 3.30 + 0.02 3.75+0.27 =) 134nw. N 481+ g@) & 457%w. &
7-14 1.25+0.10 137+0.04 < 99ns. S, |, @277i0\§5 > 4@)%@
14— 28 0.74 +0.08 1.10 + 0.14¢, c49.2 ¥ 1.10%90.06 ©
28 - 42 1.04 +0.08 0.83 + 0.090 @20ﬁ%s. o 095+ 0.5 ﬂ -73ms

The calculations were performed with unrounded v% T
! Rate: Nitrate-N in mg/kg soil dry weight/time intégy l/daNnea@ repl@tes and%;anda evi on

n.s. = No statistically significant difference to t@%ontr@& tuder@ test fég horn eou, %rlance@ s1d
s, 2 .05)
s 0. O

n.w. = No statistically significant difference cantrol (W, e@r in g s var
*s. = statistically significantly different to e\Qntrol (@dent -tgest for %moge@ous \ ded
*w. = statistically significantly different @ontr%(Welc% test f@mhon@neo&@ana&@ 2- srd@ p< (’kQS)

¢ & > SN

The test item CGA 35726&u ed a t@ora ti 1 ti @t @il @
£y S 1%3 ion¢Q h& 1y@1trate rate at the tested

concentration of 0.335 mg%g dryQoil a(%@ne rva] 14-28 days aif\igapl@atro%
However, no adverse effects G%3572 on g gg@ns&matroﬁm s@ould be observed at
the tested concentratr@a of 09335 d@l soil, 4 dayg.\}fter a@)hca@n (t]{% interval 28-42 days).
Temporary stimul, ns the d%f n@e rate Wer@o 0 rveiat 3.3g3 mg/kg dry soil beginning
at time interval @ﬁ 4 \& timd, 1nt§1§1a1 14&} day@\atfter @phc ]@vever no adverse effects of
CGA 357261 nltr@en trahsforrmationsin sorl@uld d atghe tested concentration of 3.353
mg/kg dry a the en of the Test @ day%after@phca@n (t e mtl 28-42 days).
Drffer%@ from the @ntr A) (test corCentration 0§ mg/kg dry soil) and -7.3% (test
concentration 3. 353 g/ki@ S%) we easgred gxthe e&ekof the 42-day incubation period (time

interval 28-42). @ \
@ & IS @
N Y. .0 @
Conclusmn@ O © \\ NN &
CGA 357%1 (metaboht@)f trifloxys 1n) sed@o adverse effects (difference to control < 25%)

on the @1 nitrogen @ansf@latlon@ x@sed’@s NOs-N production) at the end of the 42-day
1ncul%uon perrod "ﬁe ste%y w%pe @ed @Qa field soil at concentrations up to 3.353 mg test
itemikg soil dry welght § @\ R §

P Q
Reference t
In the mosg ece est th 0x1c@ndard (conducted from 04.01.2013 to 01.02.2013), Dinoterb
caused@ effe +42.6% (required > 25%) on the nitrogen transformation in a field soil
at th&%ste@n éﬂor&of 16.00 mg and 27.00 mg Dinoterb per kg soil dry weight, respectively,
28@/5 ag@r apphcatronﬁld thus demonstrates the sensitivity of the test system.

&

skeokskoskosk
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Metabolite CGA 321113 o S
&4
Report: KCA 8.5/16; I, 2013 S
Title: Trifloxystrobin-CGA 321113- (BCS-AL58660): Effects on the ty of soil j roﬂ&@
(Nitrogen transformation test) S N
Report No: 131048 092 N AN S S o
Document No: ~ M-464870-01-1 0 Y O ON S
Guidelines: OECD-Guideline 216 (2000) \e Q@ < ©\ %@ &@
Deviations: None & QO y\g@ Q@ Q> C&©
GLP Yes (certified laboratory) %@ Q& . &© @© @
© & | 0O @
- @ > NSRS
Objective: é@’ S D \?\7 N

LN N )
The purpose of this study was to determine the eff c@ of t@ﬂtes‘[ (%m o@‘ie act§ty %‘ soil %croﬂora

with regard to nitrogen transformation in a&gbogi@fy tQ@ Q % @@ ©) @7 @&
@} N @} &6 SN & x S

Materials and Methods: Q K é\a ey S

Test item: Trifloxystrobin-CGA 3@@113 @ﬂetaﬁf&hte oer stro@ ( -codgy BQ@LSS%O,

Batch code: AE 1344138 00 1C9§000@OrlggBat@\l @g&&@,u No 29388 Certificate

No: AZ 18276, analysed purity 3. @ﬁw@ o . @ &

& .

@ @ @& @ Q\ ﬁ@ %
A loamy sand soil (DIN, @20) was ex@)sed 28 days t@&326%@nd 3% n@&es‘t item/kg soil dry
weight. The nitrogen transformationyas de@rmmgyln s&@enﬂ@@ed ith lugi% meal (concentration
in soil 0.5%). N@ogen %O Nﬁd N@z-nlt@n \gpe determme%by arfAutoanalyzer at different

sampling interva 7, @i ¢ day‘gaafte\&treatmé@) & §@& §
Dates of exp@me@ wa\(g@ Jun@ 11, %@13 t(%uly €201©

N S @ & Q@ \@
Result)&@ @ 4, @ e @Q %> | Q

Validity Criteria @\) & é\ﬁ @{ecm@}lend%g ~Obtained

coefficients of Var@én m%le Co@ fog@??% . &S 15%. @@ 2.6%

NOs-N O Gl g

o,

f(\
il ©U\\ S

/¢
&
é/
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Effects of CGA 321113 on non-target soil micro-organisms O
Test item CGA 321113 (metabolite of trifloxystrobin) @ g
Test object Soil Micro-organisms @ &
Nitrogen-Transformation (silty sand 5011)(\6 @ S
control 0.326 mg test item /kg soil dry weight | 3.261 mgggst item /kg soibdry, vf@gﬁt
Time interval equivalent to 0.244 kg test item/ha equivalent to 2.446 k&test @/ha
(days) Nitrate-N Nitrate-N ! % difference to I\I:n\;g\?e—N 1 é>'\‘)Jd1tjfe§:@nce to,,”)
Q%‘éﬁ‘ol S & c@}trol o
0-7 3.60+0.10 3.92+£0.29 90 n.s. OA26+028 gf  IRA4 *s
7-14 1.46 +0.29 1.30 + 0.35 &11.1ns. O730+0.14% | O1L1aps. &
1428 0.95+0.11 0.97 +0.29  17ns. G Le2+04l7 |, 7.6ns. @
1The calculations were performed with unrounded values Qi)‘ K 7 R Q @ @
Rate: Nitrate-N in mg/kg soil dry weight/time interval/day, ¥nean of 3 repliggtes aﬁd%standay/&dewa
n.s. = No statistically significant difference to the contr(ﬂgsmden@-test fohom. eous Xgrianc -s1ded\p <0.05y

n.w. = No statistically significant difference to the contfal (W, 1L t-tes inhgeadgen: @Varla@es ided, p % 05)
*s. = statistically significantly different to control (S%dent H%f for I@mgen@ls Varla es, 1ded p& 05)

@
No adverse effects of CGA 321113 o@mtr Ben trar@ormaﬁon 1n®011 Q%Nd b @oser@ﬂ §test

concentrations (0.326 mg/kg dry ®1 % 26§mg/ r<3@011) @mg @y %Jeriment.
Differences from the control of@l 7‘% st oncergatlon@} 26 s@ am(*#ﬁ 0% (test
concentration 3.261 mg/kg d@oﬂ) wefte m@sure @he 28@ay @lba‘@gn period (time
interval 14-28). @@ o & %
2 é NI @ @ & \25@
Conclusion: S @ § @ @Q RN §
CGA 321113 caus@ﬂno @ers&f‘gffects (dl@em{g\to captrol & 25"/& on the soil nitrogen
transformation (ex@sse(@s NO@ pr@lctlonﬁit t@nd offthe 28 gay cubation period. The study
was performed é@@ ﬁel%@oll a&%ncen&atu&%up ton3 61@% tes@em/@soﬂ dry weight.
%
Reference test @’@ "\a© © K D @ © @
In the mgst recent test with 0x1 ndar@ (c uct v\ ro 0@701 2013 to 01.02.2013), Dinoterb
cause effect of +@ 7% dhdl +42.6% (@Jlrgc@ 25°/t§von t&@lltrogen transformation in a field soil
at the tested conc \é‘uoﬁ% of 1@0 Sind (gw @Dmo‘%rb per kg soil dry weight, respectively,
28 days after ap@catl@gnd 5&% de@nst;a?%es thqggenm«t@j of the test system.
@ O )
%Q © @© \ § e
& 2 Q R
CA &5 Effe ts @terr@na@@on @rget higher plants
For 1nformat101@oen stud@ hﬁgﬂy e@luate@@mng the first EU review of this compound, please refer
to corresp C@n s@sﬁon th %Ionoph and in the Baseline Dossier provided by Bayer
CropScien § S ©@
S

@ @ @Q

¥ &
CA éi% 1 @@Sqﬁma f screening data
Ac r(%1§ to the data requirements for plant protection products (Commission Regulation No
284/2043)
exhibiting herbicidal or plant growth regulator activity.

screening data shall only be required for plant protection products other than those
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Since trifloxystrobin is not a herbicide, screening studies on terrestrial non-target plant are availgble S

(see MCP), no further data is considered necessary. N @@
o @® S

. ~ $Q

CA 8.6.2 Testing on non-target plants & @

Studies on non-target plants (seedling emergence and Ve%éative VigOM)@e been coq%@cte,d @ith %@@

N
representative formulation Trifloxystrobin WG 50 and ate resented iIQ@CP, Annexéﬁ\éin 0.2. @ &@
N

@ '

& Q) % L O
In addition, four non-target terrestrial plant studie@have been@%rformed VQ@ so& %etal&tes %
trifloxystrobin. Three of these are included in ﬂ@aseline D(}%ier.(}%? stud@la ot been@subm@%ed
on EU level so far and is provided below E&r reasys of @pl@%es%@’ow wr, thg\\s'tudyg not
relevant for the non-target plant risk asseS8me t@vhichis based Oresul®of studies_with the
hichis baged o Spdiesyith

i v @ R
formulation. W\% N 5 AN ©© @
PN AT MRS R
Table 8.6.2- 1: Additional studies for teSting &%-tar@ﬁpla@ 2 @3\9 @Q ©
Test species Test system<_ @ |Eadpoitit @\y & Refefence %@@
e o O S o M o -
CGA 321113 @ N0 S @ o O
%]
N S @ @%aoom
Terrestrial plants, 6| Ve tative@our,ﬁérZ 'ZZ% @ S S "\d 11192087
. Ry >25 gp@%a Q
species d’@@e—res%)nse, 21%ays & & N 70976-01-1
S e 1Y o « A 8.6.2/07
QO Y
@Q o &
@
& &

&
2 20@§ @%

Report:

Title: = & 13: @%cts O@Terr@rial (@-Target) Plants - Vegetative Vigour
S S XS

Report ‘ﬁ%: & N @@“ S) o °\©

AN
Document No: @—07(&76-01 N @ é\ S
Guidelines: & O idétine ﬁhe Tegting ¢ Chem@s, Proposal for Updating Guideline 208, Draft

@ @Eg’m%%‘w ’

Deviations: “Q Qone, © SN DN
GLP: Yes (certifi \bor)c @S@ %@é
Ob]gzg:lve. Q> @ RN

) .
Theﬁaurpose of this stud@?vas @\detem%le t1§effects of multiple dosage levels of the test item on the
vegetative Vii(@‘% of 6 non gekg@nt s@ies representing 6 plant families. Parameters measured
include pla@esh%%gh ight and obgerved phytotoxicity.
& N Q S Q
@ N O N
Materi4ls an etl%ds: @©
o %,
A27a§02 §1ﬂoxystrobin)—CGA321 113 (purity 99 %); specification: batch no. M 18778
Q{formerly).

Six spedies of terrestrial non-target plants (2 monocots and 4 dicots) were sprayed at various
application rates of 0 (control), 15.6, 31.25, 62.5, 125 and 250 g a.s./ha. The species tested were
lettuce (Lactuca sativa), oilseed rape (Brassica napus), sugar beet (Beta vulgaris), soybean (Glycine
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max), onion (Allium cepa) and oat (Avena sativa). The seeds were introduced manually into the soil.
With respect to the different development of the species the sowing was done on different dates. At@©
application the species had to be in 2 to 4 leaf stage and test duration Was 21 days wing
application of the test substance. @,@ SR

The application of each spray solution was done by spraying two times Q00 L/ha to regch th@rge‘[f@
amount of 1200 L/ha. Control pots were sprayed with deionized watér. The fr’&gj? we{@lt
determined at day 21. The plants of one pot represent 6ge replicate. ual phytoto&ity@bings @g @
chlorosis, necrosis, abnormal growth) were assessed at day 7, 14 éi@ 21 according to Sdar&©
135. Number of living and dead plants were rec@@d at day 2QQ We(%hing Q@deag plantsGwvas &@2
necessary. Q} L@ \© o @

Pots were grown and maintained under glasshouse aoyiditiods wigk} te@@at@con@%set &3 *

4°C during day and 18 £ 4°C at night with a @h %@) op (@ b@ NS % &

R s 9 & g
N
Dates of experimental work: April %&6 1\@:\15,@02 &6 &% \;9\© é\ﬁ éﬁ ©§
wo
S dsrgfe.

Results: & RN b ®\ @ S S S
CGA279202-CGA321113 was_tested for effé@ts o&@ege@@ye s@ur Lacé@a sativa, Brassica
napus, Beta vulgaris, Glycin@ax,"yi}\fiu cepa afld Aveya sat@ Effects on@fesh@eight were not
observed. Effects on height%@ereiﬁgnly rve@for th@dicotﬁedo feac Boe\t@vulg%fis. Mortality was
not observed during the osg%y. hytotoxix ef@ werg not @serveéﬁh@e @dy.

The study is valid because céﬂ plants sHowed al\@owthro%houtotl@test and there was no
mortality in the confgol. © @’ @ § o o &

The Day 21 No, ser@gl Ef@@ C&g@cent@Qtionﬂ@)EC @io ést O ed Effect Concentration

N
(LOEC), ECysa0d E \values%re sammarnsed foreach of the pl@nt speties in the following tables.

N NS o
Summary ofEffective Concentr&@ns (based O@Fesh v@’ght)@ >
N O igetativewigour (basedoh fre%?weig@

Plant EGZ\\V b ECso® S atistical OEE. LOEC Statistical
Species (g aSRa) (g é%ﬁa) . ana?@is (g a.s/ha) (g a.s./ha) analysis
Lettuce 250 =\ NN 2950 > 250 3

Oil seed rape | &, > 250% | S8 256 | & 1| & | @250 > 250 3
Sugar beet 90 >280 |~ >250 P, o >250 > 250 3
Soybean >250 @ @30 R d? @ >250 > 250 3
Onion®’’] >250¢ | S0250 @'| &1 .|  >250 > 250 3
Oat ™ > @ > 250 O 19 > 250 > 250 3
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Summary of Effective Concentrations (based on height)

Vegetative vigour (based on height) @ @b
Plant ECys? ECso? Statistical NOEC LOEC é Statistical > K
Species (g a.s./ha) (g a.s./ha) analysis (g a.s./ha) (g a.s./ha;a\Q analysis, U @
Lettuce > 250 > 250 1 >250 > 25007 3 O\Q
Oilseed rape > 250 > 250 2 >250 > %0 NS )
Sugar beet > 250 > 250 2 ~15.6 3. 3 . P é\a
Soybean > 250 > 250 1 <250 @250 cv3 \ @ @
Onion > 250 > 250 1 >250 Q>250 @ 3 A &
S} <
Oat > 250 > 250 1 g >250 > 250 RN B &
1 = multiple comparison Dunnett Test, a = 0.05 % Q @° N & © &@
2 = multiple comparison Bonferroni U-Test, a = 0.05 Q'?Q} N @ Q @) &) @
3 = Probit Analysis (N Q@ 6\ Y <
2upper and lower 95% C.I. could not be determined due%@ mattlcal @ons g\f @}7 N A RS
@ @ @ @7 & % & ©
% @ R s 9 & g
. % Sy S L0
Conclusion: & \ @} & o §
In a vegetative vigour study with 6 —taqrgst ter@tr nt species,@ da ftg@%ost e@wrgent

foliar application, phytotoxicity, K 50, EC@’ and QNOEC%ah§were e d foxyeac s ecies. All
ECs and ECss values were > 250 g a-@\g@a bas&d on @ht fre@@vel@ gllé@)ECs\vere >250¢g

a.s./ha for both parameters exgept for sugar beet (@’ant h@lght)&th A NOE®of ]éé g a.s./ha. No
phytotoxic effects were obsgr\\’/ed rlng g& stu@% Gog S @ \@9 2
. N < A
N % § & &S
S 6 & S

5N

@ ot ...e a@m uid Ty
CA 8.7 E othebterrés: rlal ﬁg s(@ora and fauna)
N N @

No studies on otfier te *s trial &rgan@ims w% nec%ﬁry @ @ N
S
S SR 5 & & o

>
CAS. 8 @ Effect§n b@ogl@net@ds %r e@e t&t@tment
For 1nf§smat10n on stifdies. @ady&ﬁevalua@d‘ du&@ the fitst EQ© feview of this compound, please refer

to correspondm ctlon&m § M@gograggﬂ andé*\n tg%asehne Dossier provided by Bayer
CropScience. @7 \ IS S
@ @ @ Y o .9 @
AR N @\ >
CA 89 o) Moni%ring@ a @’ﬁf’ @ %@
Please r§§rto MCASection 7.5. &, & )
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