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CAS8 ECOTOXICOLOGICAL STUDIES ON THE ACTIVE SUBSTANCE

As published in Commission Directive 2008/44/EC of 04™ April 2008 and with an Entry 1nto<§ rce @6
(EIF) date of 01 August 2008, the fungicide Fluoxastrobin was first m%uded in Am@ [ t6»
Commission Directive 91/414/EEC. S & ©)
<
Now, with the aim to achieve European Re-Approval under Regulation 110@09 @ayezf@
CropScience (BCS) provides this ‘Supplementary Dossi - >, It contains dnly new datawhic k& re
submitted at the time of the Annex I inclusion o ? oxastrobn@nder Comamissi \Dlrec@ve @
91/414/EEC and which were therefore not evaluated c&mng the ﬁrst@opean revr@?/ Q@ § C&(@&
@ @
In addition to submitting the above mentlone(;%@hmentary s1e@ﬁll s@les 1ed up%@n un@er
91/414 and contained in the Draft Assessment rt and its %denr&'ire —for't e\ nvq&q@nc
reviewers — included in what BCS calls ‘Base:l{ne D&@fer (@ocun‘f&nt K4§7 el o

In order to ease the reviewers’ orlentatlonac%l old@@tudle@rn thé@as ine Do@ler Ve@ls @ st@ieos
in the Supplementary Dossier, BCS has @é@ld%% apthe NIOWQ as1@r1n%pgles §

1. Conversion of the Documeé%( of the Old@ dqf§ier ctur structure
(acc. to Commission Regilations 3/2@13 §n§%’284@913 1es to the

new structure accordlng to Ghe ss t@@gs 1d 1n 1danc%> Document
SANCO/10181/201V Q%lxﬁofw LN

2. On a case-by-case bésis apd whe @sef for th reade& old t@les fpm the@asehne Dossier
are occasronally s@@nrnar@d 0 @e D @ament level of t u@eme%@ Dossier; the text
of those summarfes is formatted”in gi&y fongolourl®

3. ced ok , 1ts@)1bl aphlg 1nf0@aatloc& (e.g-@ a%nor year, document
atteg@ in gy font@olougy O &
4, @y %ho&r hic nfom@ on 1ts§“ree %@w summary text and table

content 1o -\ \tted m&Stan ard bla"&g ont.c Nour § N

Q
Where app%%le @é ab&@ fo%lattlr%i%ule%% ove@ply £62All dg%ler elements (e.g. MCA, MCP,

JCAetc)\ @
SN

S 3
Accordlng to the nc &fEF r§‘s bmission of scientific peer-reviewed open literature for
the approval Oﬁl e actl ubsf%mces @der @gulon (EC) No 1107/2009” (EFSA Journal
2011: 9(2):20 i r th@aactrvséfsub@nce and its metabolites needs to be presented,
covering the 1&t 10 @a or t fHe sul@nss;o@of th@’ ‘Annex I renewal dossier. In relation to this
section 8 no adequate sc§ ific peer-r Wedég en literature was identified which would need to be
reported. sThere were no fi ' §Gienti {ic’ peer-reviewed open literature for the active
substan@luoxastrol&n and meetabohtes@nc@mlght have a possible impact on an end-point or the

risk assessments. § @@ \@ Q

For substance cggles, synonyms and @bre\%wns please refer to ‘Document N3 - ‘Substances and
metabolites: uctw@)‘?:od synenyms — Ffuoxastrobin’.
N @

All new @dies '@t%ich ‘@9 be@ @d in ﬁ risk assessment are marked in the respective tables in bold.

Due @\tha @gers&fﬁ metabolites to be further assessed as well as due to new studies on the

of d@gradatl 11@3r10us environmental compartments since the first Annex I inclusion of
ﬂuo in, additional metabolites are proposed to be included in the residue definition for the risk
assesstaent (see Table 8-1). Accordingly, studies have been prepared to describe the ecotoxicological
profile of these metabolites in the relevant environmental compartment.



http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32008L0044&from=EN
http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/2092.pdf
http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/2092.pdf
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Table CA 8- 1: Definition of the residue for risk assessment*
Compartment | Residue Definition & @6
Soil fluoxastrobin (E- isomer), @ 9
HEC 5725 -Z-isomer, @b @ S
HEC 5725-carboxylic acid (M40), @ NS
HEC 5725-E-des-chlorophenyl (M48-E), N L «© >
2-chlorophenol (M82) _ . © 2)
Groundwater fluoxastrobin (E-isomer), V) N COEN N
HEC 5725-Z-isomer, X & o <l
HEC 5725-carboxylic acid (M40), & &© X Q § ©
HEC 5725-E-des-chlorophenyl (M4%9) Q . &© Q) @
2-chlorophenol (M82) Q{)@ SO Q & - @
Surface water fluoxastrobin (E- isomer), . X N ¥ D RS
HEC 5725-Z-isomer, &S @@ %Q &% v S S Y
HEC 5725-carboxylic acid (]\@ 0), w, ©) Qy b@ (o & % o
HEC 5725-E-des-chloropheéqyl (J\@ ‘5O | IS o & @%
Sediment fluoxastrobin (E- isome N N > &ﬁ O w
HEC 5725-Z-isomer @Q% @ .S QO O S A ©§
Air none O REESE: L &

*Justification for the residue deﬁmtu@for rlslg@’ssessﬁent is f)?iwldgun MQCH Sec@ﬁom@% 7. 4&19

@
S

S

)
In addition, a list of metab%@s »@ﬁch co@amsﬁﬁe s{‘éturthe s@ony@s acode numbers

attributed to the compound ﬂﬁoxa@&robm &re@@ted 1p.)ocu1ﬁent N3 of th]@gdoss%:r

N

& N
\%@§@x @q&%@@%
v e O N .08 WO
& Fe TE L o8
@
FEITL I Es &
F e .o S o
¥ &0 9O« & b s e
TS e s <
S Y AT
A 8 KN 5 S §\@
§&©\@’%é&@
@ N .C & O @
ARG I <
SIS Q@@@
<) @@%o %o
@7 °\@Q @o\
Q%\@&Q
~ S SN S
S ¥ & O
. «
&@%%gf&@Q
§Y§©%©@
«
AN
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CA 8.1 Effects on birds and other terrestrial vertebrates
CA 8.1.1 Effects on Birds

Studies on bobwhite quail and mallard duck have been conducted withiythe active

& &

N @
tance
K

fluoxastrobin and were evaluated and accepted during the Annex I inclusion. @J@
N
SIS
Table CA 8.1- 1: Endpoints used in risk assessment and additional studies f(z\ﬂ oxastrobimr o\@ X
Test substance Test species Endpm ©@ %@erer@ 9 x@
& S) c&©
% 3776 mg/kgﬁ&v" ! 024735- 022{) &@ M@
L N & o &
\
é @@° w\g@ &% X ; ZOO%M-
54779-02-
= Z}ﬂ o2 ﬁ@j S S ;ﬁ @& )
T IS Oy . _
Fluoxastrobin @} \\ @} &6 &% woo@
S & o s & &g ©
& @S 1008 mey dier & £ 2001;
1 il & Ongadyeby® 49 37409011
S ’ S
< B o g el @ I
o O WL @ Q@ | M 20059M-087968-01-1
© 9 DD R AN
Bold letters — values considered for riskg8ses gj Q" %
D LDsy extrapolated v@*f EFS#°GD ﬁ&g or 1.88 (10 ds, nNnorta@y, E GD’Birds & Mammals (2009),
Section 2.1.2, Ta@ NS Q@ N s
S O © @
é\ @

CA 8.1.1.1 &cut \ral 6x1cntﬁw blr(ﬁ@’

No additiona

@§

ed

studl@’ Weryé\perf

leas %ge er t orres;@ndmg section in the Draft Assessment

Report (lé ), addend e st int elme Bvided by Bayer CropScience.
The f 1ng endpoﬁso ev%ugted @ ingstheé ﬁr U review (EFSA Scientific Report
(2007)) is used for@g rlsl&ﬁssessggnt %\ c& %
& >

Table CA 8.1. 1@}) 1 évm@gte @@l to@ﬁy d§ of flypxastrobin

Test substance &I’Jest @@%lesw\ Q 2) En;@mt Reference

) N | @ 7
Fluox&bin g “ Q @ > 2003;
N \@ = 3776 mg/kg bw" M-024735-02-1

BoldNetters — value con51 d re

D LDso extrapo

Section 2. 1% ab%g § &

nt fo&sk
ed with EFSA( fa@r 1. .V (10 birds, no mortality; EFSA GD Birds & Mammals (2009),

ssment

CA 8@ 2 ghm%term@tary toxicity to birds

No @1 ﬁ stuc@s w@e performed Please refer to corresponding section in the Draft Assessment
R), addenda and to the studies in the baseline dossier provided by Bayer CropScience.

Detall

the studies are provided in the following table.
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Table CA 8.1.1.2- 1: Daily dietary dose in avian short term dietary toxicity studies with fluoxastrobin
Test substance Test species Endpoint Reference @g/ @b
]
F, 2003 M|
@ 054779-024 QS
Fluoxastrobin @ %
& L ; 20 Q@ ;S
N 056
X %@ @@iﬂ Q @ &@
> © SIS

° S
CA 8.1.1.3 Sub-chronic and reproductlve@imty to bu%s @ R & © @}

\} N
For studies already evaluated during they first E_U re@w éﬁﬁy ﬂu%@étr;§§, pl@?s’e réfer to
corresponding sections in the Draft Assessfaent ort@AR dd in the
baseline dossier provided by Bayer Crops%ence @eta&f the dl% alre @g evah@ed @pro@ed
in Table CA 8.1.1.3- 1. N @ %eb % @h §
f{?
In addition, a chronic toxicity study @.? ) mqt&l%rd d& ha& en {ﬁ@fornﬁg w @ e @ve sabstance

fluoxastrobin. This study is summarizge bél@w

@ \ % @b @ ’ %
Table CA 8.1.1.3- 1: Avian l@g—termﬁ%xm@of ﬂ&@astm@% é ©©> ©©> (&\
Test substance Test spe&es § &Endpgl\pt & .9 & Reference
@
o\@ Q @Q § o 3 «;§ = ,; 2001;
S S 20 me@ kel X -037404-01-1
. myhite gD | D O o & | -
Fluoxastrobin SR @ S S ®)
@ o Qe o A e P;—
M dud)” |, YOELS Qs 1g) ; 2003; M-087968-01-1
\§ N g &\ S §
Bold letters — @Jﬁe cc@ﬁeg—;@eleva@?or r@&ﬁ@éssi ent@@ S y\?@
S & & SRS
AN @ & S
SENN®) S
§ RENIIAN > & >
@ @ § > S SE ~
@ 9O g © o .0 %
OSSN S D
AN L %Q & @
& @ @ Y Ko
@7 °\ Q @ o\
Q A\ N @} 9
. D SN o
N ¥ o ) Q
@ N >
QNN
@ < Q" & ©@
& e oe
o N
&% O @ N
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CA 8.1.2 Effects on terrestrial vertebrates other than birds
Studies with mammals that have been conducted with the active substance fluoxastrobin are re&ed @6

in the toxicology section MCA 5. Q\ g

& o

NS
Table CA 8.1.2-1: Endpoints used in risk assessment for fluoxastrobin and@js metabolit@ @\

S %

Test substance | Test design Ecotoxicologigal endpoint fwﬁ) °<l§\ejfere§c@ o

@ N
oY

Fluoxastrobin
oo ~
@ arl ¥ S 0@ D 1998: M-012710-
oL vX &@Q % o é§ 01-1
Bold letters — values con31d d rel tfol@s)k as@ment(f Q c\” &)
CA8.121  Acutderal toxicit %mam@nal S
@9 %§ o % & &

Please refer to the@fucol@gy se@yn %@w Dr% sme@ Rep@o Dz@{) and to the studies in the
li A ft h
baseline doss1er@@ Q@rov@d EZ aye\%@?ropSQ’lence@etal@ ti@s‘cudles are provided in the

following tablgd %
§ @@ © @ & @ @§ 2

Table CA: %2.1- 1: HAcute lt0 %data or mm @po @t’o fluoxastrobin and its metabolites
A @ ot ® *% P

Test substance T&s@desxg{g @Ecot@%}cologﬁil e1§¢p01nt Reference
e : I
N é@@ > o8 © @ 5
1 B S a0 R 1996; M-012717-01-1
Fluoxastrobin LS .
@ w0y |, 9y © 9 & I 1995;
Q] Cra© KON S D M-012735-01-1
Bold letter@%— value considered relevant %&-rﬁsk a?@yssn&@
@ R @ NS
NS
% IS NN

CAS.1.2.2 Long-te@n an@ep%gctio§oxiciw to mammals

No addltlonaak@tudl S We &pert@ned Qlease refer to the corresponding section in the Draft
Assessment®eporty(DA d to the stu@dies in the baseline dossier provided by Bayer CropScience.
During the% irst reV (EF Sciemtific Report (2007)) the NOAEL for reproductive performance
of 100 ‘\- /k bw/d @the rat two generation reproduction study had been identified for use in
the r1§kyasse @ previous EU guidance document on risk assessment for birds and wild
m als 000 2002).

HoweverQmore recent guldance from EFSA recommended to take into account also other endpoints
from tﬁﬁﬁlcologlcal data set generated in laboratory studies with rodents and rabbits.

Therefore a more detailed review of the data relevant for wild mammal reproductive risk assessment
endpoint determination has been prepared by ||| | (.; 2015; M-535973-01-1).
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Based on this evaluation of the toxicological effect profile with relevance to wild mammal population
level risk assessment, the relevant NOAEL for TERr calculation would best be selected as tz@@se

exposure. @
Alternatively, the dose level of 100 mg/kg bw/d from the developmental toxjsity studies irkrat a@
rabbit could be considered appropriate for use in the reproductive risk assessment, if an @poi@from

a reproductive toxicity study is preferred. Q ¢ \245@

B g .
©, & S ©
Table CA8.1.2.2-1: M Is long-term toxicity of fluoxastrobi Q@ @é o %@
able 1.2.2-1: ammals long-term toxicity oé}uoxas robin E @@ § .
subl; ::;ce Test design Ecotog@pgical endpo@ @(})@f § @&Refeg@e @Z§@
O\ =
% @Q Q@' % %@ .
Q. @V RJE 408 Uiy
S R S
Fluoxastrobin @} N D0 & S W;\ 98: "
UL | & 16aghasge oLt
@ S 5 @@ @@ 27&9@901-1
magnmal & © ©Q £ 2015; M-
Expert | dpng-tarnrisk ;7 ©163£@®a.s./1®§0w/d© S 535973-01-1
evaluation assessme @ @ & RCA 8122
wndpoingy,” & gy N % T
Bold letters — values consid\gﬁd reld\ant f@}?fska & smgt o Q Q @\v\ﬂ
S S v o RS
%o SR S . N .
IS & o © SN S
%)
Report: S @’A 8.0&%/02*%02@5; M&3597301-1 @
Title: @) \Fluoxa$trobig, - Toxicity end@%t for the \?’ am@ reproductive risk assessment
Report No.: O @@\4-5@973-(&1 % Y S X
Document No.:~ @ M#535973-01-1 2 ~ o @

A Y
Guideline s@ one s % @ @ Qr
Guide}é@viation(s): @%(Q)ne § @ N < ©\
GLP/GEP: - Pno- & O L

» O S 0 o S
$EFIT s
9 & ST &

In the scope ofthe ﬁ&U 1ew &7 ﬂu@stro@tbe @eed endpoint addressing the long-term risk
for wild mafymals Kas beey based on fesults %ﬁ a 2§gneration reproduction study in rats where no
adverse effects on the reprodugiive rmayCe wepe detected at the high dose level (10000 ppm,
equival@‘to ~750 mgfg b y). THis vg wa{%agreed as the suitable endpoint for wild mammals
despite the fact tha@this%dose leyel nreprqci@ctive, but other adverse effects were seen in parent

and 6ffspring aninials. .

dJffspring @$ N ) ©©
Since this lasi&@sie%sf fl stre@n@, ER’@‘ has published guidance how to derive appropriate end-
points for t@mld\m risk %seSS@nt. Available studies should be evaluated in an “integrative
way” and ¢h do%@ffe%@elati@ship tiedds to be considered for the selection of the ecotoxicologically

1 A Q
re evasr@@ @ % B

O
The@n‘rosiﬁ@? pa S0\9;1n211yses the crucial toxicological studies with regard to the relevance of

ﬁr@ings the wild mammal risk assessment. In essence the data as presented in the draft assessment
report@npiled by the Rapporteur Member State UK are considered for this. The objective is to
propose an appropriate NOAEL that should be used for the wild mammal risk assessment.

o

level of 2000 ppm (corresponding to 163 mg/kg bw/d) for female rat in the 90-d study withdi tar)@@

@
S
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An overview of the toxic effects seen with fluoxastrobin in the 90-day feeding, reproduction and de-
velopmental toxicity studies is provided in Table CA 8.1.2.2- 2 whereas Table CA 8.1.2.2- 3 progides &
an overview on the dose-effect relationship seen with fluoxastrobin in these studies byl tlng@j
treatment related findings in a dose-dependent way. The data would ingicate the @w&g
assessments: S

g
* With fluoxastrobin no adverse effect on reproductive performance %seen in theat an@ﬁab it?
developmental toxicity study and in the rat reproductiof foxicity stud V%p to the h:@hes dose 1?
tested, the number of pups and their survival until weanifg were sim@ to that of t ntr@ed can

O
group. @g < @ @
* Body weight gain of pups, however, was subggdiitially redu&ed at ]@OO p@l D@mg the lact@m
phase pups gained 25.6% less weight than those of the Qontr§rou&‘\"l"hls &rect ipponsidered @e of

@

R
Tol

possible ecotoxicological relevance. The ret@ lopag t re&g ted@delg@@d sexual maturation
& <o
of male pups. % @ @ Q o @j @&
<A 5 S
Table CA 8.1.2.2-2: Summary of subcmc@rod&g@on anﬁdevel@men&%tom stu@ﬁ Wlt@
fluoxastrobin & Q @
m o,
© o3
@ &
SS;lelgiZStype Overall %5 D Fin&}@s at @6 @p® &© @ Eco%x relevant
dose levels tested NOAE@ ~ | Lawest Effect Lexe &@)Q @NOA@EJ @dlngs
ppm / mg/kg bw/day . é §) @& Q . ¢
90 day feeding 8. 1000ppm 9D 3: b, 1@@ parameter Vhat | N000Y | I bw V at 8000
Wistar rat o Q& G |8 ppn@ N ' ppm @ ppm
3:0-125-1000- Q o3 @% @ § N S g O
8000 ppm < ) ©© @ @
0-9-70-580>" | O 'S 70N N, o 9 N
N S N @ |

mg/kg 5 LS Ko
Q:0-250-2Q80 - & Q:2@0 pprld (v live@ red Blgod ¢ @ T 16000 Q: no ecotox
16000 ppm @ *v & A parter v 160&0 ppm é’ox ppm relevant findings

0-22 -1416 | % X
YA N R B S,
2-generation N paréntal: 1600 &w v "aglOOQ& ppm %\ 1000 ppm | bw of parents and
reproduction § pp SR @S§’ Q pups ¥
Wistar rat ) % @ @9 no*advers ﬁndin@
01001000 5 o pr(@@lOOO@ S o @
10000 ppm O ©) p%@ \O\ NpUp \%ghts &at 10000 ppm
410774 764 O R & @
mg/kg? cpups: pp1fYy @ W
2:0- 8587871 a0 o
mg/kg’ X @ N
developmental rat @em N000 ¥ no @erse findings 1000 no ecotox relevant
Wistar rat @° mg/k & @ Q& mg/kg findings
0—100-300 =000 %“dev %{9 0
mg/kg @ 9
developmehtal ra@it @tem@% FC (V) at 100 mg/kg 400 mg/kg | no ecotox relevant

i waAabbi mg/k no adverse findings findings

S de% bm.: 400
e

bw = body weights; FC = food consumption
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* In the reproduction study moderately lower body weights were seen also in parent animals of the
high dose level. At the end of the premating phase males were 6.6 % and females 4.2 % lighte @
corresponding control group animals. At the end of the gestation phase high dose females WefQ 4%@
lighter than control. @ S

N
* Male rats showed substantially lower body weights at 8000 ppm in the 9 d@%jy feeding dy Nmar-
ginal body weight difference at 1000 ppm is attributed to the lower start g,\\(g ht of this, d@e gr %,

* In the 90-day feeding study body weights were unaffected in fles even 60 \ ?he &@
slightly lower red blood cell parameter are of 11m1tec0tox1colo§@a relevanc his @e fq&
the increased liver weights which are to be seem\as physiological %mptatlQ of the orgén to &
increased metabolic burden and not as an advers@uc effect Q \ & @@}

R
* In females a clear NOAEL for lower b0d® elg@ Was\gtabké%ed 200 m T}e n&%mally

lower liver parameter at this dose level are %f no t%icolo@al o@otox%olog rel@anc @j

Ny NG
Table CA 8.1.2.2- 3: Dose-effect relatu{u Ei bch&@lc, reﬁroduc@n an@?ev%@nent oxici

studies (5% Q @ @7&9 @
<O By

study ppm Q m/g/gkéi b@da% ﬁ@gs @) (\ @@Q '~

@& —
reproduction rat 1@ N7 %@% . @7 %\IOA@ & @© é

& 9 =

90 day feedingrat &/ @ ., |25 /250 @ 22§) & I&QAELKQQ @ {é\?@

) QB . RS
development rabbit ¢§ Q&@ 22» § NOA@ O

N .
90 day feeding rat §/ C&I 000\@ ﬁ) N Q NOAEI@ ;
&

r pa@qete

& &
reproduction r% @ 18690 © 14%%7 é}\g (&@p NO(@pare@%OAELecowx
developm@n@abblt &@ & 00 b\ {\@’ (é@(‘l’) @
@ ) N s O | femal€d: NOAELecotox;
90 day&dmg rat ¥ - \ &2\0% %o %§ \;\ é llvg%arameteﬁl/
(o

\ |
development rabb% § A 4000% ~ @)AEL%MX; FC (V), bw (V)

90 day feedi :@ t 3 ¢ §®0 °\@ i@ O Q}?males: bw ¥ (-16%), FC ¥
>

% § @é\? Rz N parent animals: bw W (-4 to -7%);
@ &) q liver weight 1
reproduction rat Q\ 10@0 N 7&§87@\ pups: bw \V (-25%); delayed sexual maturation;
R s, % e [(\@ A thymus & spleen weight \'; NOAEL eproduction
@ < Q
development rat 10 NOAEL
veep 2 S <
90 day feediprit 20 |doo00 a4l Termale: red blood cell parameter 1
Q

\Z decrea@ éﬁ@): sli@\i’” decré@e; N increase; bw: body weight, FC: feed consumption

Con (O @ L

Wy uo@trobil@lo @erse effects on reproductive performance of rats were seen at 10000 ppm,
equ V@o 764 / 871 mg/kg bw/day in males / females. Body weight development of pups, however,
was subgtantially retarded at this dose level so that from an ecotoxicology perspective 10000 ppm are
to be considered as a possible adverse effect level.
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Up to the highest dose level tested in the rat and rabbit developmental toxicity studies no adverse
findings were obtained that need to be considered for the selection of the appropriate NOAEL@fth S
relevance for wild mammals. @\ §
As for fluoxastrobin the most sensitive finding with ecotoxicological relexatice was notrelat
direct reproductive toxicity, it is considered justified to set the wild mammal endpoint OI@asis ofdata
from the 90-day feeding study in rats. At 2000 ppm no adverse ﬁ&ﬂ%ﬂgs with edotoxi gi(;gf@
relevance were obtained in female rats. Lower foconsumpti and retard@ bady~ We@
development occurred in male rats only at a 3 x higher d¥se level (8098 ppm, equiygtent 0 g
g Phaies

bw/day). o IS S | O X

N

@ R O @
Proposed wild mammal endpoint: NOAELfema]e%@Qg-day f \g: @ mg/kg bw@y (2@@% pmi@
S & & & S

& & & ° S) & &

‘&% SOy &% § @

O S . %
CA8.1.3 Effects of active sub @n ce@ocon&@tra@&l in peey of@rgd m@‘ima@§

%,

4

Y ©
Substances with a high bioaccu @atiog@. oten\\gl c&ﬁi ﬂ&e retisablly b a of @econdary

poisoning for birds and mammal fee%ng on.gontarinate y liks ﬁsh@@ea ormiﬁ*‘or organic
chemicals, a log Pow > 3 is usegdjto trigger anf@ni-depflyevalgation &f the @enti or goaccumulation.
As the log Pow of the acti Esubstance uoxastrobin ahd its @ tabelites is belo e trigger, the
potential for bloaccumu{atégn is 1 and@ @ eva@atlon @ﬂsecon%’ary@dsomg?ls nef required.

<&

S > & %
CA8.14 Effects.on t %tri@verte@rate @%dlifg%irr&mag&malsg{@tiles and
N ¢ X Q
amphibians) <O @@ S & o &

Information on effects c@%‘luo" trobifivon t%grestrii@ept' &3 is avle. Data on amphibians is
given under 8.@ Effegts on birds &gd m@nalk dre dg:mbe@ this®™MCA document and the risk is
evaluated in the M(}ﬁioc@ms. N 9 ©) @

9

& S & ¥ e &
o Ro RS
CA8.1S"  Endogine c@upti@r&erﬁ@@ N
Wild Mammals <> <> & NN

N O =

A detailed analy@of a%apig@xic&@%icg&@dies @ubc@onic, chronic / oncogenicity, reproduction
and developmental t ty,Sge l\@ S)sn fl stwgn revealed no endocrine disrupting effect.
Therefore, z@@ orgg cor@ete texicolggical data S%t e
properties %f fluoxastrobifdin n@ma@ @g@ @

& 2 QQ L&
Birds N &7 Y
Theﬁopnla‘[ion releyédnt @ts{) oﬁluog@trol@on birds were studied in reproductive toxicity studies

a

on Bobwhite quail and lla@ ducks.”In the study on Bobwhite quails no statistically significant
effects on adul@birds, %o'zgg oro Stive parameters were found at 1000 mg fluoxastrobin/kg

re is no evidence for endocrine disrupting

diet, the hi%@%t df{‘l%xy coeentriition tgsted. Mallard ducks tolerated a dietary concentration of 461
mg ﬂuoxa& bi dietayrthout any effect on reproductive parameters or body weight. At the highest
tested cofigentragion of @394 fluoxastrobin/kg diet terminal adult female body weights, number of
eggs lai per, an% eg%%@et per hen were statistically significant lower than in the control. There
was §@ indigation enddcrine mediated effect in these studies.

AQ ere ha¥e been estab%shed levels at which reproduction was not affected in two avian species, it is
concl that based on an appropriate risk assessment there are no population relevant adverse
effects of fluoxastrobin.
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Amphibians and Reptiles .
Currently no test methods are established to assess the population relevant effects of chemi to ©©

amphibians or reptiles. While an amphibian metamorphosis test protocol is available, this f&st wasy
developed to evaluate potential effects on the thyroid system, and not to mea@e populati&@e eé@gt

effects. @ N
S &£ o
Therefore, no further studies can be suggested at this tim@r these gro%?%ﬁof 0rganis@g%>. \"\ §
g Q@ O
(TS X S
Conclusi Q L O
onclusion @} o é\g ) @@ @%}

47

R e &

Neither in mammals, nor birds, indications for e@crme actiVéQ Were@%servé@ Ba@ on the abs@%e

of relevant effects it can be concluded that fluoxastrobin is né@ (pci%tia&@idoc@e dis@pter@
T N A& A
Therefore, further special testing for endoc%ne di@ptin@?ope@@é is 1@ warrantedé @j ’
DN A S

SN o L7 e

N @ |5

=+
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CA 8.2 Effects on aquatic organisms o

In order to complete the aquatic risk assessment and to address new data requirements according tq§
Regulation (EC) No 1107/2009, additional studies were performed. In addigion, tests 0@1%' e
species, which were no data requirement according to the old regulation and @’uce were noteval

during the first EU Review of this compound, will be summarized. N

O SHEP I
For studies already evaluated during the first EU (#view of ﬂ@oxastrobm @ea “Syefer Qi) @
corresponding sections in the amendments to the Draft Aésessment R ,‘.:Z’o (DAR) stucia\g in &

the baseline dossier provided by Bayer CropSciengg. The chro @ ecotoxici ast
aquatic invertebrates was also confirmed in tw%@ﬁddmonal @dws perfo@ \({Hh th@aquat@
invertebrates Neocaridina and Habrophlebia. @
o N . &
\
The degradation pathways in soil and wateréad seéﬁlenw\aﬁ gn@n in two @gures Felow Y%’n this

paragraph we specifically consider the appro@h Qhe 1 ass@’sment of @ner&(ﬁ
fluoxastrobin, The chemical structure o@imXQ obm\contg(ls an%mme &l er moiety.Due

substitution pattern of that double bo a%d Z-@mer& 1st§he cegnmo@’iam%ﬂuox obin
denotes the E-isomer. The Z-isom@r %\ oW & an mlpurl@ in hm i fluosastrobin
(specification limit 2 mg/kg). The form@, fr%@h @Eom olyti€&processes
exclusively. The transformation Will lead to equl@rlte i) th@@hG ei%’s the more
stable and energetically prefegred ISQ% % i aqueQy ion about =E / Z). In the

environment the Z-isomer shoWs Ver%snnc@; degradati on%ehav@ r ang a bette soil@orption than the
E-isomer. Further, the Z-isomer ows ery'mlla@z'oxwo%gl rofil® A stydy with Daphnia
magna performed with a Dcreased an@jint Q“ (&-Isower (isemer ratid (E/Ly= Sa demonstrated an
at least comparable, potential weg ecoto \)§ §@al prafle t n the p;ﬁent omer, demonstrating

that there is no furthértisk for thetaquatic comp@rme t%épleas@refe CA'8:2.4.1 M-030533-01-1).
Taking this info n i nto accegpt, beth 1somers cammbe ev@lated as sul@o E+Z-isomers, providing

a conservative emﬁron&@tal gsk asse%s'men‘& N Q

RS
To complete a 1c t@pack ’e m(%@rmatlf@n of @mn§§to@:ologlcal endpoints is presented
for the ma;gr soil metabohte < hlorei%hen%\whlcl@an trangported from soil to surface water
bodies run-off and alng eve For furthegdetaii§ refefence is made to Section 7: “Fate and
behavibur in the enyl @hme, Summarm@@f the@luatlg\\stu(i@ are provided in Table CA 8.2- 1.
N

O . %y
N \ g
2 % Y &
@ X @@’ S & &
A N
S\ L 4+ 9 @
2 S @ o
& SR IR &@Q\
S @ &@\ O
@%
@ \%Qﬁ §@Q
2 Q
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Proposed degradation pathway of fluoxastrobin in soil (major degradation products)

Figure 8.2-1:

a.s. E-isomer

@3}

HECS725-carboxylic acid (M
max. 16.8% (anaerobic)
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Figure 8.2-2: Proposed degradation pathway of fluoxastrobin in aqueous systems (major degradation
products) @" S
5 &
@ @ @
N & QS
*@j SIS
ﬁj/ o \© & &7
o . N
YIS L &L @
HE\C&I 5. Z-isomer QR o %
o / m 1.2% :photol&@} < @
cl F Q\‘/&\— N @@) @ & @}
erf“‘rc > I RSN
N N & S @’ @
FETe s
HECS5725-amide (M38) % ©© @j @
max. amounts see o & X §
HECS725-carbaxylic acid (M40) A N é\a S

HEC5725- ca@amn%% id :Mr@
max. 5.9% (water a&gdbic) (W3

.5.3 d. b I'.I'I38+ % b\
max @ ed. aero |c.@}}9 @7
AN &

Q QO O S
% & @n Iu:r nol@%mé&@
G Q @mun@tlmqt 0.01%

~ U N
N Bound resdu§ N R § 14C-CO2

(max. 2.9% aerobic)
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Table CA 8.2- 1: Aquatic toxicity data for fluoxastrobin and its metabolites

Referen&gj @>

Test substance Test species Endpoint
;1995,@1
@© M-016770-015)
s o
S| I 0
@ g%f M-01 85{ -01 .§
Q@ ) @
©) 00():@
¢ & Ko @165 L
Marine fish, acute Q,7 N @@) Q B
Cyprinodon variegatus Cs%@Q @6@? 1.3?21%mg a. QL
(sheepshead minnow) é @ g}\? @§ @}’ Q@é
&
X .© o K IS :
o) SNOEQS  .02863yg 0.9 ;
Q@x Q\ %@} N SRS <&200]\,\yM—08é 01-1
v & .
G TSRS S ———
R gl e Ry Q S O N ot )
Q@_@ @G@v@&@@f& S
i @ o ; 1999;
unggga - OF &0 qp .48 1gas/19 @m;—bm’
GDdoceQ) §@ QD
~ S % g
Fluoxastrobin | o0 ({g o $ & - O & 030533-01-1
&yebrateReute
@§ \© > AR \© é@ @ @@
S O (argg &N@’@&x @@“
Qg . NI
\@ Q@ Q| @ @m \@%%’
A @ oD @@ao©©%o©
QPR gr. @tealy O = 5. & 5 2003; M-
N, R {(@Q @\ & O @h 109491-01-2
& R & & @
eus Reurin® | D O
@ 2 Q§ ol N
K >
N N S
N @D °\u @ .
@ ;
S S R ; 2002; M-
& I @ 082793-01-1
N Q
o o ©
N @
%, & %nvert@rate, acute
& @ &Y geotwetric mean ECso 0.488 mg a.s./LV See. MCA 8.2.4.2
QQ <) © g 7 species
&
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Test substance Test species Endpoint Reference
o
I < 2000: M)
> 0420590 -1
@
N & AN
Invertebrate, chronic o N
G([/H/H([/'ll.\"1)11/(’,\' % %00 @
(amphipod) NOEC @ 0.0316 m{%zs.l 11 6-0 éﬂ
(conducted with EC 100 V @ < - @ B @
formulation) R @ S A
Invertebrate, chronic ~ &v QW
Habrophlebia lauta @ 9 4441 1@01—1&@
(Mayfly) O KC&8.2.5.%
Invertebrate, chronic wrm
Neocaridina heteropoda 44212]1-01-1
(Freshwater shrimp) &KC@Q.S.Z& °
| @
& | >
%, B 5
@Q . WSS S 2062; M82820-01-1
$ o5 3 e
@ N | ¥ S @0 o SRS I 2000; M-
W% rpanh R S g & 042042-01-1
i 8 S o © < = &)
o N NS
CUGTI6] S & oSl & M- 200
R, VG 1O 1wy 5 O T M=033313-01-1
Oloretrulag, o O Q\ S & O
@ I 200 |
@§$@ @ \® N O 9 > mgeY M-037727-01-1
Y
o] N O > ,
S| e T Sea® Neoagren | J-_—
9 géDuck%g@l) | SEGR g 3.88mga.s/L e
D
QO S @§ & - S 8 o KCA 8.2.7
Drcobngind] Sied S I 00
& @ § @%% w N ({(\@ M-033495-01-1
HEC5725-Eg, | Qheriic st @ © @ B 2000; M-
des- Q" | © Dy@nia wdwa N\ o 038222-01-1
chlorop%nyl @ O Q & @
& [Teiged % B 200
N S M-025012-01-1
~ .
L § Am% @ O o
@ish, @ 2 &©
@ N S ; 2001; M-
SHGY ;z@ § _ R 052093-01-2
S ]
S g AcuisQ F-
HEC §95- @© N - 2001; M-030332-
carbox@ic ac <®© 01-1
@{% @@ @Qw v S
Q @@ @ ;2001; M-
@@ 078605-01-1
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Test substance Test species Endpoint Reference
o
s o
> 2001
M-073836-0
® 0P
Fish, acute %L W
Oncorhynchus mykiss LCso @ 2.6 mg Qﬁ! \27703Q 1 é\ﬂ
(rainbow trout) T @ K@S 2. 1@
R @
AN S N Q ch©
@ $ Q
N Qergy™ & ,,@2006 %
oY @ R 277636-01-0)"
Invertebrate, acute o G > @ Ew@;n ﬁ, M-
Daphnia magna & E(@@ %Q g, .1 é 27703 ?(%—1
2-chlorophenol (cladoceran) Ao @“Q @@ <& (($ KCADB.2.1¢_°
PN N S S eicy @
SN IV TP & SN & §
@ AN o . @ @ Q006: M-
Q &N X D %, < @ L2006, M
© LN @S 277036-01-1
3 i O NN
Y| o » & 9, & L
60, | P B gy
T o S &5 . I - 2006; M-
o 277036-01-1
Z & § @ © Sl Z)
Bold letters — values considered relevant f6Prisk aSsess égt > R N N

D" When using the abqg@ acut
values), with the ge@mean dppro
00080, 15 Januar
In the statemen@n the @postite of aqiatic o%g@ms
a NOEC of 85 m is pre%’ente
concentratl@s
measure concent

2)

CAsﬁ»

corresponding s

15)qa geo

asm

@d dufing tes@lg A@cordl
0n0%3n@jlmu be co

&

u\e@ox&&@to{ﬁsh Q° .
For studies alredy y evaluat Qdur@ the@) rst ®U
@tlorél Basef@le Q&sswr@row

\

l\

e

ertebyate to@cny dal

ccor mg to the

ic me@n value O
0 2

sensﬁgve hr

%to t
ere relevan en

C ent

g a@/L can be ca ulated
rop ; 2006; M-277036-01-1)
pointJor Daphnla based on nominal

@

@ 2y

ing&Mysid, ei?éludl@the two “greater than”
ati 1dan :&document (SANTE-2015-

me@lﬁc Report (2007) the minimum

1nt

view of fluoxastrobin, please refer to

by Bayer CropScience and the Draft

Assessment%@ort @\

An add1t1

marine @
approva

al study is a@llab ddr ng & tox@@y of the active substance fluoxastrobin on the
Cyprmodo@varl fus aftd is @bmltteﬁvwnhm this Supplementary Dossier for renewal of

ﬂuoxast@m % Q}
Infmnatlon regar}gng ity Oche etabohte 2-chlorophenol to aquatic organisms was
summarised in @stateme % ; M-277036-01-1 (including selection of five relevant
chronic and te e p01 fo ion was already evaluated durlng the first EU review of
ﬂuoxastro an \bhree the resp e endpoints were included in the EFSA list of relevant

endpoints;\For @son S leteness and simplicity the information was summarised again to
1nclud e remmini tw dpoints in the re-evaluation process. The summary for the aquatic
com egted ander CA 8.2.1 as this is the first trophic level. Endpoints regarding toxicity

&nlo@enol o@oth@qua‘uc organisms are also reported individually under the respective trophic
level

Details of all studies regarding acute endpoints on fish are provided in the following table.
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Table CA 8.2.1- 1: Acute toxicity to fish exposed to fluoxastrobin and its metabolites @ @6
o o
Test substance Test species Endpoint N
N
o
N
€ o
o~
@ S Q
Fluoxastrobin % Q &" S
oF o R
. O D W
N 2 %Q -
Marine fish, acute Q Q) ] b@ o1
Cyprinodon variegatus <\ C&so @ Q.374 mg a.s@L
(sheepshead minnowg\a S N S Q" ko
o RSN
HECd5725-E— &© T \@' § D #; 2000;
es- Q & T IEY T M33495-01-1
chlorophenyl 9 9 A O  « A 4
I O %) S
HEC 5725- WSS AN &@Q % @® 001 M
boxylic acid & N it .
carboxylic aci &) C& @ @ . Ko @ IS G 052093-01-2
“Fish, ute S " T 2006; M-
2-chlorophenol Q&corhyn@%s m}@@ss S 0 o\© 6 mg%p.m./L\@ 277036-01-1
ﬁQ (ram W t@&) @ NSRS o & KCA .21

Bold letters — valueﬁ%n&d@ged rel@nt fo“f@isk assessm@y

& N
§ O .
Report: ©8 2. 1/0
Title: .9 Acute t )g@lty 0§§}EC 5 (tec 1031@) the
N

reg un statlc conditi®ns

Report&% @1 IQ3§ @% , L@l \

Document No.: <& M8298 191-1 \ A\

Guideline(s): N SEP stm@Asseg@hent &lidelines Subdivision E, FIFRA 72-3, Acute toxicity
9 t fcﬁim@@ and@rme @gamsr@ October, 1982.

2002 M-082981-01-1
pshead minnow (Cyprinodon

Guideline devig@on(s),© .
GLP/GEP: el § § é’@\ @6
) @ %
& N @ g_° @ 9
Oqugive' % @ @ \

Aim>of this study was @’det@me ﬂ% ac@ toxicity of fluoxastrobin technical to the Sheepshead
minnow (Cypri#iodon varie us)~AHe pumrary measure for acute toxicity was mortality. Sublethal
and behavi | effedts alsévassegsed during the course of the study. Results of the test are
expressed ﬁ 96shour 1an s}gthal c@ncentration (LCso).

o ©

Mate@ an& etha§§ @

@nater Flu@astr@n (HEC 5725), technical; Batch No.: 898904001; Purity: 97.0%.

% minnow (Cyprinodon variegatus) (mean length 21.2 mm, mean weight 0.31 g) were
exposéddto fluoxastrobin technical at nominal (mean measured) concentrations of 100 (80.7), 200
(169.5), 400 (356.0), 800 (684.0) and 1600 (1374) ug a.s./L (ppb), as well as a solvent control (< 10.0)
and a control (< 10.0) under static conditions for 96 hours. One replicate of twenty fish each was used
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at each test concentration. The test chambers were 38 liter glass aquaria with a dimension of 49.4 cm x
25.3 cm x 31.0 cm. The test temperature during the 96-hour exposure ranged from 21.6 to 23.3°C&ith &
a mean of 22.4°C as measured hourly by a data logger. A slight temperature deviation occurrﬁgéi) N
hours 35 to 40 in which the temperature exceed the desired ranged of 22.05 1.0°C. T @igh st
temperature recorded was 23.3°C which represents a deviation of only 0.3°§Ir is very usil ely@@t
this slight deviation had a negative impact on the study. Dissolved oxygen concentration:

6.0 to 7.7 mg/L representing 76.0 to 97.2 percent saturation, respecti

ranged from 7.2 to 7.7 and the salinity ranged from 16@ 17 % (par
test. The light cycle was programmed to produce an oveYall photopelQ of 16-ho

ng

, at 22°C, The p}@valu@g@

per thousanﬁgg\hr u§hout e

ué%gh@d 81@

@

dark. @ Q @ K
Daily observations were made for mortality and sual effects. @sh Végre no&@d dl{lng thelpest. &@
N | \ @
Findings: « &’ @f@’ %\ D \ @
Analytical findings: S) @ % & @ .
The mean measured concentrations durlngﬁd%le tes@pemo@ange@‘ro % to perc@t of r@qal
concentration. The mean measured co %ﬂtrat&%s W } 80.7%5169.5; 84.0_ and 1374 s./L
for the nominal test levels of 100, 20@00(&8@0 aqgg@@() ig as, /@ res %tlve @dlsso@ d test
substance was observed in the test c@ bei:g All s@bsqu@t ob@&/a‘u fer @nea%measured
concentrations of the test solutlonQ \ @ N
9 9 6 @ o U N
@ N @ Q" S0
Biological findings: N @ Q SN
No mortality, behavioral or*suble al eff we&e obsggled at@ny fok%&asu@:nn tesgevel during the
exposure period. Since n%dlffet@lces were §rved etween elth@' of@@ co&%l groups and any
fluoxastrobin test level, o stat%tlcal co%lpar c@ld be@@ade R
%, N %@) o @ Q& o\@
Table CA 8.2.1- 2: um&latlve ta;;t.@nd b@ﬁ‘wl s?@\i obs@vatlgls of th@ey&eepshead minnows
exg@d to’fluoxastrebin ~ : @ @ S
Meanmeas§@d O [\2411 NGRS TEN ST 96 h
concentration ¢’ Dead bserva Defd Qbservi)) Ded | Observat | Dead | Observati
[mg/5] tion @\ tions, @%}’ ions ons
Gantrol G0 P 20N 0 g 20N [ 0 20N 0 20N
Sol¥ent control .| @ 0. 2] 20N £ 0.~ | 20N - 0 20N 0 20N
80.7 Y A [N Y e [5N20N 0 20N 0 20N
1695 &7 0 AN 9 20 0 20N 0 20N
356.0 | R0 ST 208 s 0 A 24N 0 20N 0 20N
684.0° ¢ 0AY | QN [T 6. 20N 0 20N 0 20N
1374 © 20NR @@ 5220 N 0 20N 0 20N
Key to @watlons N Nopmal @ @ @\%
Tab&%A 8.2.1- 3: ’f%xwﬂg@%hegp@lead@mn
Test substance @° S 9O &5 Fluoxastrobin technical
Test object > ° Sheepshead minnow
Exposure £ S Y 96 hour, static
LCso ug gs./L e O > 1374
LowestQbservedeffect conc tion (LOEC) pga.s./L > 1374
No Ql%%ervegL@Ga @?&em@on (NOEC) pg a.s./L 1374

C()%c

The Lé‘f was determined to be > 1374 nug a.s./L.
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Report: KCA 8.2.1/07 . 2006; M-277036-01-1 @ S
Title: 2-chlorophenol - Ecotoxicological risk assessment N @§
Report No.: M-277036-01-1 @
Document No.: M-277036-01-1 QS &@ @
Guideline(s): Not applicable - Expert Statement @ O\Q
Guideline deviation(s):  not specified % § ;S )
GLP/GEP: no % ' 9D

@ @ R \\ @Q

¥ S & 9 & &
Obiective: & Q . SIS
jective: Q& @ R @© @Q}
In the “Summary of the EFSA Scientific Rep @05) 47, &fSl C@lusw@ on @pe revie f
fluoxastrobin (finalised: 10 August 2005)” EFSX asked for, gy orrrmlon 188 ard1 the tQ;(lCl
chlorophenol to aquatic and soil organisms. Hthis ﬁ? suital '» ma‘u@ on the exposare of
aquatic organisms to 2-chlorophenol as a soil mgtabo oxa@obm atter hcg@a of; an
application rate of annually 400 g fluox ‘t%bm@ hN e%a is %owdnd a risk aggess 1s
performed.
Q@ & %@ \ v\g© @‘}9

<&

Aquatic Risk Assessment @ %,& \Q %, \@' @@ @ @

Toxicity data: Data on the acute :34 chegnic téxici ty® fi @ph f@and @gae chibrophenol are
available in open scientific li ture\%r thl@état$ e dofimentsweretgvaluéted: Euro Chlor
risk assessment for the mariag environment; [UCLID Dataset& d th&Bay Chem@als Safety Data
Sheet. All data presented@n thegg threeylocur@nts show a very c@lst pictufe of the toxicity of
2-chlorophenol to aquatig org%lsms @nly se %&a wh@ﬁ are\z%ons@g ed t@@e the most reliable
ones are considered m«\tﬂhe rllea sesﬁ@ent S)
@ \ Q NS
S o s

The endpoints usgé&r taquat@nslgé@sessment (@rlb%@ln d&all in @ original report) are given
in the table below;

\ < N
@© @© ©) & K@j @ §
Table CA 8%— 1: En(@&ints tl%ed fépthe a%latlc qu asse@ment of 2- cophenol

S O X 4 Endpose ?@ the@sk
Test suﬁtance '@st SRETIES . @% assessment ° \ Reference
@ S Q| % [@/L]
Acute @5) &@ o%%
B h, a @J N @
@@ @@%z%@u{\ \?c @6@% > » . 2006; M-277036-
50 .
155 QO 2 @ 01-1
2-chloro@m%)l (R%bOW }@t) @%: @ o
InQSHebrate, aag%} o Q%) T4 . 2006; M-277036-
\y\’ tg@aph:«t@’ ag{ Q %&8 : 01-1
Chronic @* Y S
Fjsh, nic R
@ Q Pinggphales Q@NOEC 4 4 . 2006; M-277036-
@& @ 1pmelasy weeks) 01-1
& &7 (Fathead mihow)
}chl@phe 6| Ingeriebrate, chronic | NOEC(21 d) 0.3% S 2006; M-277036-
Q© @@ WDaphia magna (semi static) ) 01-1
N Selenastrum ) )
@ capricornutum ECso (96h) 70 -” 2(())10_61’ M-277036-
(green algae)

*  ANOEC of 0.5 mg/L is used in the risk assessment of- (2006). According to the EFSA Scientific
Report (2007) the minimum measured NOEC value of 0.3 mg/1 is considered as relevant endpoint for the
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renewal of approval of fluoxastrobin.
& &
N
S)
& s

CA 8.2.2 Long-term and chronic toxicity to fish 73 S \@
For information on studies already evaluated during the first EU review G%ﬂuoxastrob@@ ple§ refef?
to corresponding sections in the Baseline Dossier provided by Bayer@opSmence@d 1&*&16 D
Assessment Report (DAR).
In an additional statement on the chronic risk of tlQ metabolite @%ﬂorophen@ig@o tl@%lsh Y mq&
Pimephales promelas (fathead minnow) a chronic ’u point is p nted Wth listed in t@ FS&
Scientific Report (2007). This endpoint is used rlsk as&ssmen@%shf@hon@r pr%ldmg@i
information again is given under CA 8.2.1. N @ 6 Y
Details of all studies are provided in the follogmg ta& &% @ S
@ & &g © & S & &

Table CA 8.2.2-1: Chronic fish toxﬁﬁyﬁf & xast&\bm ar@lts nkei%boht@-chl%opheno@ §@

Test substance Test species [\@ qx w\\ﬁ\g E\{l\dpogf\) N & @iefer@ce

) RGNS ,
Q&@\&§@®@h,

01;-084463-01-1

N Qg
Fluoxastrobin %@@ N SCF . &\g &@Q & @@C @wﬁ
wirus & & iy - - 2001; M-
@il suh) o] 5 o SSTE T L7 080588-02-1
S

@

2-chlorophenol
@ & OQ

-,; 2006; M-
o & Y 2
) &> 77036-01-1

IS @

CA 8.2. z.ff Fish early llf%sg)ge @clty e N
For théactlve subs‘gal@e ﬂu(%strobm n th@r@tudle%re I @ured However, one additional study

on the chronic rls the metab e 2- c@or \nol o, the frs&a species Pimephales promelas (fathead
minnow) was pe e%nd 1@ Vamﬁ 0 th@ sess fent (@the toxicity to fish. See point CA 8.2.2.

@ @@©©@

Q @ N
Fish full§fe c@e te . @2@ @®

CAS8. Zd@
No studtes on fish f@\hfe g% avall@§or%@ulred
Y
5 A O
CA8223  Bioconce ntr&t@n indish <

No additio@ st d’f% \ pelig@rm %Iease refer to the corresponding section in the Draft
Assessme& epé andg% o the ies in the baseline dossier provided by Bayer CropScience.
<

@ @ & @
C $Z 3 E@ocr@ disrupting properties
Popula@ relevant effects of fluoxastrobin on fish were studied in an early life-stage test (ELS, M-
084463=01-1) with rainbow trout (O. mykiss) under continuous exposure, resulting in a NOEC of 28.6

pg/L. The NOEC was based on a transiently increased yolk-sac size of 10% of the fish fry (i.e. 6 out
of 60) observed at the LOEC level (highest tested concentration) of 55.7 ug/L. At the end of the study
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the number of fry with increased yolk-sac was comparable to control level and at the LOEC level there
were no effects on other parameters like survival, growth (weight, length) or time to swim- UPE he @
chronic fish NOEC of 28.6 pg/L is far above the regulatory acceptable concentration, which isdri r\;@j
by aquatic invertebrates. S @
S S
Based on the absence of relevant effects it can be concluded that ﬂuoxast@(;bm is no@ (p(@nal)
endocrine disrupter in fish. %
No further testing is indicated to evaluate the endocrine %@ther potel of ﬂuoxast@\bm &\ﬁsh S @
Q & 3 S
Q) %, @
CA 8.2.4 Acute toxicity to aquatic 1nvertebr®s Q& &© R @© @Q}
For studies already evaluated during the @ U reV1 w of é@oxas@)bin lea% re fe@}to
corresponding sections in the Baseline Doss proylde @y B@ser C@pSm@ce aﬁd th@raﬂ
Assessment Report (DAR). @ w\y
Details of the studies are provided in the pqints be}%&v &’
% N \ > < ©© N @j v
CA 8.24.1 Acute toxicity to Dapftnia na, @ & %© C} N Q Q
Additional information is availabl® add%sm %e t%lcn)\@ th @mta ite Zﬁlor@henol on

Daphnia magna and is submitté% within thi Sup@men ren@l o %proval of
fluoxastrobin. A summary as wgl as a) stlﬁ&% ion %@’pro

8.2.1. AN <
v @ &

Details of all studies are p@wde(@ the @Qﬁo @g table. KL S
N @ &S @% R @ X
S\ @ S LN
S D LN

@@f
%
@
/"

Table CA 8.2.4.1- 1 /{g}@ Acu@tox@ to D@whm @gna%posed Q ﬂuoé@%trob@and its metabolites
Test substance > @}st spQ\aé)s ”\9 @fwm& w@ Reference

O Soigreias & o @V§ > B 1955:

BN M-011257-01-1

Fluoxast@in \b é)} @ @ X
S s < & "
AN & § . B0  2002;

&
7
S
&
Uy
Q
Q@

D
/
%

M-030533-01-1
N

e < S I 2000 -
des- @ Q R Ly K 038222-01-1
chloropheny@ ® @ (@) q ®) Q
T [ O S & D s
Caﬁig R S § @ P @ -2001; M-030332-
£ Qladgran) @ > 01-1
@nver brate,acute  &|° O S 2006; M-
Z-Q&)rophenol % D iam@&na @ @Ecso 7.4 mg p.m./L 277036-01-1
Qeladoran) Q KCA8.2.1

Bold letters — y&ﬁtes congldere 1ev§@or rl@assessment

For a detag sugl}ary e s@teme@%lease refer to CA 8.2.1 M-277036-01-1.
©

@ @
CA 8 24.2 @Ac@tox&l y to an additional aquatic invertebrate species

co@e of the app&atlon a screening study from _(_

l,, 20, 087312-01-2) was mistakenly classified as relevant for this Supplementary Dossier for
renewal of approval of fluoxastrobin. This non-GLP study was already evaluated during the first EU
review and can be regarded as not relevant for the risk assessment and therefore, it is listed in the list
of non-relevant studies (negative list). The study was performed again under GLP conditions to assess
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the acute toxicity to aquatic invertebrates under GLP conditions. Please refer to corresponding sections
in the Baseline Dossier provided by Bayer CropScience and the Draft Assessment Report (DAR)@ @@

. . o : N
Details of all studies are provided in the following table. S @®
& &
Table CA 8.2.4.2- 1: Acute toxicity to aquatic invertebrates exposed to ﬂu%astrobin and§ metg@iteS@
Test substance Test species dpoint & S Reférence O
R v S D
SN © N Q SRS
2 Q g4 & oy
& R KON,
& ) L ©
% @Q @U %, %@ (6 o\ 1,
) @ @§ v@ @
4 &0 . 8 < Ezoo @ -
@& > @\ &h @% \@ £ 1094910
Sl AN SN Sl ol @@ S
) ) T >
. R S o N)
Fluoxastrobin é ] @@ @h § &©@ 6@@ @@@ \
@ el @ ¥
eran)™s T &@Q 5 @b é
& o,
2 & @Q v @ S & 9
s NS & YO :
D o & O g & ;
% ¢§ Ry 0 S QPR Rgas N ; ;
NS IIZ EEERS §a o s 2002; M-082793-01-1
5@ ) °\® O N, o & @
J — N o . § =
vertgbyate, aQyite Ao Sy
@ égieémetric ean s o\f@leg@@ QASS\?@gas/L* -
.9 @mg 7 @@%Cies A@\% S @ v
Bold l — values co ere evanQ¥or risk assesstaent Q
* When ing the ab cutednvert id, excluding the two “greater than”

rate to&ty datai nclud%mg

values), with the g n aﬁﬁroach@cord{l to t ost gesent aq

00080, 15 Januaryéé@;) %eom

tic guidance document (SANTE-2015-

meemgvalu% 488 mg a, can be calculated
< o . O @
@ o Q &
CA 8.2. 5 Long term ar@hr to;ﬂ@ty t%&uatlc invertebrates
CA 8.2.5.1 Rel@duc v%mkdevelqp@em@oxmty to Daphnia magna

For\%udles alreatéi/ e uateﬁ\@{um@ th @irst EU review of fluoxastrobin, please refer to
corresponding @ectlons in the”Basgline Rossier provided by Bayer CropScience and the Draft
Assessment Report %AR) § N

Addition 1nfoa@tlo @ av@fable a%dressing the toxicity of the metabolite 2-chlorophenol on

Daphnig>mag i is m@tted within this Supplementary Dossier for renewal of approval of
N

ﬂuox{é@robl 1@

ary:g ell as a justification for providing this information is given under CA

S

D%éb §ll studies are provided in the following table.
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Table CA 8.2.5.1-1:  Long-term toxicity to Daphnia magna exposed to fluoxastrobin and its metabolite 2-

chlorophenol @° p@
Test substance Test species Endpoint Refergice
S 2
Fluoxastrobin @,@ “@%@g&@_
%) T saina” |
N
9 &
2-chlorophenol V Q
& Q)
i i ﬁ@ - 9 > AN
Bold letters — values considered relevant for risk ass nt N @ ® % @
: \\ <
&, 9 &F < 4 @6 AN
Report: KA 8.2.5.1/02 . 251 5: MES35142501-1 S G U
Title: Statement on use ofat%e timefavei & avera@ Pligvalue@or ﬂuo@stro@ﬁase@n
chronic tests with@%ﬂlaﬁ\g}vert@gr es @ ). S) %, §
Report No.: M-535147-01-1@°  ° @ |\ ) %\ N é\a S
Document No.: M-535147-0 cgix é\” & @9 O @ @
Guideline(s): none & (0N EVEN § @Q S %@)
Guideline deviation(s):  none R & © S § Q © RN
GLP/GEP: o @ =« @© £ @ @ (S D«
~ CIE AN
o N @ ® SRS
Objective: \@ © N @X&

NN
In a pre-submission n@ting@‘@t R¥S UKS wa @reei@lat @ositi&n papq%ould be developed to
justify the use of PE& . in sutfa ater fisk asge¥smetit; in line with@he EFSA guidance.

This position pa di@sses fe us&f the PE€Q. fouox&strobi@based on chronic aquatic
. N B D @ 'S

invertebrate data ©\ >

’
7>
74

Ny
& o O & & ©§ o
Available chronic ertebratedata: o

gty N @ o &

Table CA-8:2.5.1- 2: E@ﬁng c@f)nic @points for a@uatici@erteb&@e species based on mean measured
A . (@anql{@lﬂy conﬁrr@kcons@ht coiicentratiohs

A ° D

Test Organism @vl Test Systéni - S &“Sul&stance | Endpoint [ug a.s./L]
Fluoxastrobin & ,$\ @y S N AL (K\Q
Chronic % Q NS Q (®) @
Daphnia magna? 1 chrfiic, &}stat@enew@ DS, NOEC 180

] ] N @ @g @ NOECsurvival 0.61
Amerzcarr;@s bahia %38 d, I}S@-thro@ @ @?&9 a.s. (NOECrepro. 47)
Neocaridinia heteropod@ . N > -
(freshiater shrimp) ch@lc, ?@s‘tatg\@;new& a.s. NOECsyryival : 60

3 @ @ @ NOECSurvival (nom) - 64
fﬁgﬁlj‘lﬁfei‘z@* 5 chr%ﬁﬂ defitic reggwal as. NOECsurivat 42!
S
Gammarus §j Y N st wate%@:édiment EC 100 NOEC 316
puler @@d, w;gﬁ,

1 Whe{med aj ta N@@wa,oﬂkmean measured concentration should be used.
@& & °
<

&
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Requirements for using PECy.:

o

Chronic invertebrate data for Fluoxastrobin were checked against five conditions according &he@
most recent (2013) EFSA guidance, for usability of the PEC,y. refinement: Q\
& NS

e Maintenance of exposure in effect studies: w
In all chronic invertebrate studies, exposure was maintained an nalyt1cally 1fie d 1 2)
the one Habrophlebia (Mayfly larvae) study where recoverleiﬁere not w1fhan 80 0%
nominal, results were expressed as mean measug alues. Q@ @ @ &@

@

e FEffects do not occur at specific sensitive sz ges 69 R @© C&
Reproductive parameters are unaffect the stud tha y@@ied » lovést er%pomt d
drives the whole invertebrate assessment{marine M shrigp st y) agd\all d% opniental
stages are included in this test. Effeé£§ ve @@leaﬂ@ I@%?due?tg dev glopmental processes,
but due to mortality after prolonged posury & %

@ % § ° & @
e Effects do not occur very early dyrmg*k[@e teS ‘”\9
After short term exposure, ev up t@? da Wh%ls long - T t 1ca1 te te@ effect
thresholds are clearly hlgh @trau\ as K@Jg/@e n du@@ a shorter
term effect. o ©© @
N @J@ R @ S ‘&
e Effects do not show lﬁ@ncy S AN @ Q

S
There are no 1ndlcat;%’ns atengebr d@yed offects. S @ .9 &

S oS s . 1ol
o [Lffects patterns S rec, roczt on expiosurey leads 0 effect thresholds:
A h igrocitg> e leads 15 | flect threshold,

To further sypport his, avege-an ed t@toxm@/ te%ﬁuant&t}tlvely (i.e. statistically)
using, if p@ legeffect thyeshofds (NOEC Cig @* so EC values over exposure time.
The relgtignship betwee »on time and\%ffect "l%gesho 3 s vigible n&@only in the test yielding the
1owe§©indp tha rlve@ie r%@sses@ entzbut in g five chronic tests. As the NOEC by
nature~has @g'be eug of the teste conc@ltra s, arfd as it@lso depends on test power, this
reléionship is l%s clea& th in @)st tes NO@JS dofgecline with increasing test power.
%@r the ECo, $hich it estlmateés\delglN fr@ the whole data set and can assume
ny value, %&rem&g 1ty& sm@her” (& RN
> %\ &
Conclusion: g, @ @ o O @

All these oﬁltlons Werﬁo b@lﬁl}%@ He@ a 7d PECgw;wa 1s considered appropriate as a
éig \

risk assegsment reﬁner@nt @

N @ o
CA 8.2.5.2 prod tlv& d elont toxicity to an additional aquatic invertebrate
& pec%s‘ @ R

RS
For studie@lre;@?/ eyaluated dur the first EU review of fluoxastrobin, please refer to
correspoggling tion Cin tasehne Dossier provided by Bayer CropScience and the Draft
Assessthent Réport AR)s>
Three additippal studics pithe aquatic invertebrates Habrophlebia lauta, Neocaridina heteropoda and
A@ca is bahia an@one position paper are presented here, additional studies on Chironomus
speciezﬁresemed later.
Detailssef all studies are provided in the following table.
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Table CA 8.2.5.2- 1: Long-term toxicity to additional aquatic invertebrates exposed to fluoxastrobin and its

metabolites @°

o

(Mayfly)

119@1 %
> SR

D
Test substance Test species Endpoint Refergitce @y
§ @?
Invertebrate, chronic L _ ' @
Habrophlebia lauta NOEC 0.0422 mg a.s@ b5 20 IQM'

Invertebrate, chronic
Fluoxastrobin Neocaridina heteropoda
(Freshwater shrimp)

N
@

’;-g;%[’M-é
©

Report: KCA 8. 2

Title: Chro nic 10assa
Report No.: MEH @
Document No.: M-4441 19 Ol 1 &
Guideline(s): Nege Sta@dwe@ulde v @ "\@ 9
Guideline deviation(s):  hqne © &, IS Y $ @y\’
GLP/GEP: ves @ s O @@ O« S)

IS SO

z & & Q &

N
§ . O X @
Objective: § @ > e \ \© é@ > @@

& N & S
A chronic to 1ty t@? Wa@erfo@ed «@den pgole eficcts @f the test item on survival and
s

growth dev, lopmer@’of H?fbropl@%bla ! uta %@r 21
chronic NQ C for larV@\heal@and @

Materlal and met@ds S éw § ?i,\ qx S

Test item: F %as‘u@? §chn 1; %@h code CAE 1228646-01 -01; Specification No.:
10200000898 L CA@QI 1372529- 9@Orlg %ato@. No.: PF90232555; LIMS No.: 1119470;
Customer Oxder No©TO 42&“@0 Pty( tent)»98.8 % w/w.
Habrophl@za lauta (la imalsper icat@ three replicates per study group), exposed in a
static-reg@wal test systém (w ly refféwal@atervai)for 21 days to nominal concentrations of 0, 8, 16,
32, 64, 128, 256 an@Z 1g a.s. /L\Ther 4yas al%@a control of the untreated test medium M4 only (six
rep@%ﬁes) As endpointsQthie raf® of s 1V@@» and their body-length at the end of the study were
recorded as database for@lOE@/ / TC calculation. For verification of the actual test item
concentratlon& %%exp er-s@ples from start and end of 3 exposure-intervals were
analysed. @

& Q
Dates %@kpe@@aental%ork@%ay 11,2012 to August 20, 2012

@
Fl&ﬁigs §
Vahd1‘p,y(§ teria:
Althou\kg*ﬁ no validity criteria were available for this type of study, the mortality rate in the control
revealed to be lower than the validity criteria for the chronic assay with Daphnia magna. In
conclusion, the study performed with Habrophlebia lauta was proven to be valid.
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Biological findings:

& &
Table CA 8.2.5.2-2: Biological Results (mean-values by study group) @ @&
E - S @ @
ndpoints L & IS
T : : : v Q N
reatment Body length Survival Survival Survival % O § &
[ngas./L] on after after 4 fter o N é\g
(nominally) day 21 7 days 14 days days @ g}a Q\ @ @
(mm) %) e | R I S &4
Control 3.2 95.0 53 O 953 o . WO N S @
8 4.19 90.0 90,00°" | 867 9 Q & N
@ © @D
16 4.31 100.0 10030 100 | @ 6\ W
32 4.02 90.3 903 & 8» S T
64 4.03 100.0 D67 0] B3 ol ¥ O o S
128 3.86 933 | 838 | 9733 o O @’ @
256 3.61 96.7 <7 867 3% &% QO w §
512 3.99 933 @ @xm < 4?3»3 D O o &
&5 o &
) § 9 .
The biological endpoints revealgds the f@%m@ t%v\\ﬁoldggnce ntvationg y(based-'on nominal test
concentrations): ©© @Q S
& % Q SN
ol @ o
for survival of the test anlmsﬁs aft@£7 14 @ 21Qays NN &
Q S & W2
No observed effect conc%ﬂtratl%(NOE(\ff day7 | X312 pg as./L @pming
% N S {273 a.s./l, (measur
AN v @&9 @ @Qay % 256 pg a.s.D (nomigal)
& & - Q & ©7 | 17%ug as /L (megsured)
N S N day 21 | 364 pg@s./L (ominal)
OEENEE AN
Q @ q& Q S S 42.2 u»a.s. /th%easured)
Lowest obséeved @@ct ce@?éntratlon (LO\’EC) &) day@ > 5@ ug a.&L (nominal)
& S b\ @ | >273 ng &7L (measured)
@ g}’ @ @7 day 14 NG312 s./L (nominal)
A \ @ Q\© §927304\;@3.&& (measured)
Y @ d 128 1g a.s./L (nominal
& . w, day@l Hg ( )
F§ @Q S @ Q 82,0 pg a.s./L (measured)
7 N N o
R 9 N
for final bod@ngt su ing@g’? a@s &QQ 2 léz@g:
¥ o KR &£ o
No obggved effect coﬁ@ntra oH @ ROEC) 512 pg a.s./L (nominal)
@ @ &@9 @3 273 pg a.s./L (measured)
Lo%est observed ﬁféct c ntra@n @(LQ®) > 512 ug a.s./L (nominal)
A @ Q Q > 273 ug a.s./L (measured)
& @
N QR
The above layed%hre d ccmcentr@tlons were obtained from statistical comparison to untreated
water con “negative gpntrok) by n@ans of the Williams mult1p1e sequential t-test procedure.
The acco@ an;@ chefical amalysis of fluoxastrobin (tech.) in the freshly prepared test solutions at

osurintervals revealed recoveries between 42.8 % and 106.4 % (mean: 60.6

start c Q) en
%) $he m. po ing nominal concentrations.

@ndmg conceiitrations of the aged test solutions at the end of the exposure intervals ranged
betwe 1 % and 122.1 % (mean: 71.9 %) of nominal.

All measured values for the untreated water control group were found to be below the lowest
analytical-standard concentration during analysis of the test samples (< 0.5 pg a.s./L).
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As the measured values were below 80 % of nominal, all results submitted by this report are related to

the average of the measured concentrations of the active ingredient. @ S
N N
. v
Conclusion: S @®

The overall lowest chronic NOEC for 21 days of static renewal exposure @%uoxastrobm (tech@to
Habrophlebia lauta, expressed as measured test concentration, is 42.2 ugaa.s./L. (corre nd1%to 64,
pg a.s./L nominal). This NOEC is based on a reduced sygyival at test tgimination. The,correspondj
LOEC is 82 pg a.s./L, expressed as measured concentratyghi (correspon@dihg to 128 u@ s./ mingh).
The "Maximum Acceptable Toxicant Concentration" (MATC), c@)e calculate@ as the ge(@mc©

7o

mean between NOEC and LOEC, and is 58.8 pg a.s.; (measured)$, @ LN
é Y @ &@
& \ & <« SR
%\ %@ 6 °\% ‘§
Report: KCA 8.2.5. 2/03— %12 @4421%&)1-@@’ Q§ ' N
Title: Chronic bioassay wHi%Neoc@fdlna @terop@ wi& uox@obin @ch.) @7 @§
Report No.: MEHEN02 %0 (S <> B 5, O £
Document No.: M-442121-01-1@° @ & O O O é\a S
Guideline(s): None Standar@d Qi%ehneé\” Q\ Q}S\ﬁ @) @ @
Guideline deviation(s):  none & EN RN § @Q S %@)
GLP/GEP: yes RV o D ®® O o &
N W @J@ @ @ & @© N
S h % ©
Objective: @ & @ @ N 2 %

@ N %,
A chronic toxicity test wals per rmed to 1d ible @cts of fluoxastrobilytechnical on survival
and growth developrient o @ea %)dzna da eyer 2@ ayswunder-static-renewal exposure,
expressed as chroni OEC or ..\ al h andgrow, Q A S

@
e o 2
Material and (@ @ &\ @ s§

Test item: @1uoz§tro ,© techmcalq& Batc@ o@© A@ 228@46-01-01; Specification No.:
102000008981; CAS ; C@m @ch @)232555; LIMS No.: 1119470;
Custo% rder No.: T@ 0 9 0 urity (conteqt): 98{?%\)@&

Neocaridina heter oga (5.animals per vesSel,. o animals pex treatment, 40 per control and solvent)
were exposed in é&tlc fenewalMest &@[ edl reneWwal: day 7, 12, 16, 19) for 21 days to a
untreated dilutiay Waté‘% (bl gol €Q @Con‘cr (DMF at a concentration equal to the

es

concentration esen the entr 0 pg a.s./L) and nominal concentrations of
the test ite 7.5,95,3 1&(de 0 ug

As endpo%ts the rate o thei dy@ngth at the end of the study were recorded as
databas@r NOEC / I®EC / ATCﬁlcu@i verification of the actual test item concentrations
durlng exposure, Wa@ sagles fram stand e?@of 5 exposure-intervals were analyzed.

Date\s of experlmental Work; @une@%O&@o August 20, 2012

Findings % gj
X

Vahdltv @r%”terlaf»Q @ @
Altho no »@J dit crlteﬁ@were available for this type of study, the mortality rate in the control
reve t 1 aw the validity criteria for the chronic assay with Daphnia magna. In
c s1o he study rmed with Neocaridina heteropoda was proven to be valid.
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Biological findings:

Table CA 8.2.5.2- 3: Biological Results (mean-values by study group) @ @&
. - @
Treatment Endpoints N & ©®
[uga.s./L] v S N
(nominally) % Survival % ® § &
Body length on Survival 7d | Sgrvival 14 d [ Sivival 21d | S o &
day 21 (mm) Q o5 ©\ @ @
Control 9.41 97.5 975 <R 85 @ S é\a o
Solvent 9.75 90 o 85 & 80 A QR O &
75 9.92 108\ 95 Q o 58 1o O @
15 9.49 a0 90 " X O o @
30 9.70 95 95 RS B §
60 9.44 S 9507 | w85 & aves S O
120 9.87 659 g2 258° [© 109 | & =) %
240 no animal survived until day,21)] °35%) NN ) @j @
*) Denotes statistically significant differe from%oled@’ntml&@j & ! S QS %, §
(verified by Williams Multiple SequentlaQ est Eg}cedurgg SR é\a @ N S)
on a 5% level of significance one sided @mlle@mbablﬁ?y) < \@’ § S @ ©
The biological end % EF @ * o *Q QQ o\% i
gical endpoints reve@l th% ollqﬁng ho@o gentratidys (%@ed on nominal test
concentrations): < & @ ¢, é
for survival of the test ammaﬁlﬁ & < & Q AN <)
9 O ) N
No observed ef}%ct co&entrgtlon § (@)ECh& 60 ug ,§§./L (nominal)
Lowest obsdtved effgct co&%tratlo}lj ~YLOEE) fo)\\ 120 iag, as./L (nominal)
S O
for final body legﬁ%f @rlvmg%st mmal& \@ §9 @& @@

N AN

N(&serv@éffec@ncer@tlorﬁg\@ AY(NOE®) . 5. >120 pgas./L (nominal)

;owest ocfgerve&%’ffect@@ncentgatlon . (LEEC) | =, >120 pga.s./L (nominal)
(o3 @ 0%

The a@panymg c]@mlca@mlys §0x35t§1n (@ ) 1@\t1e freshly prepared test solutions at
start of the chosen@pos SNinter¥als revailed $@eoveq,&es betsigen 90 % and 103 % (mean: 96.9 %) of
the correspondin 1 conggjitrations.

ns 0

The corresponding ¢ coxgentr

e a %”test ®lut10®at the end of the exposure intervals ranged

analytic ndard co entrat@a dur test samples (< 0.518 pg a.s./L).
One me@sured value-was four to be bel 80 %>of nominal after the exposure period. For all other
sampling days the @ﬁvalu@\ran@ 80 and 120% of nominal. Thus all results submitted

between 76 %%nd 1 an:
All measu§e values fogsthe reat Wat co&@ group were found to be below the lowest

by this report are relate nor@sal testSonceptrations of the active ingredient.
@ > & Q
Conclusion:»  \" N g

The overall Tow \chm@c NQEC forQ1 days of static renewal exposure of fluoxastrobin (tech.) to
Neocarid@ha h ropodg’ is 6@[g a.s./L (nominal). This NOEC is based on a reduced survival at test
termination. £ po@g LOEC is 120 pg a.s./L (nominal).
%é‘;‘@&the @ata the’Maximum Acceptable Toxicant Concentration" (MATC) of 84.9 ug a.s./L can be
lateégs the geomeftric mean between NOEC and LOEC (nominal).
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CA 8.2.5.3

Development and emergence in Chironomus riparius

No additional studies were performed. Please refer to the corresponding section in the @aﬂ©©

Assessment Report (DAR) and to the studies in the baseline dossier provided bgayer CropS@lce. g
F @
. . . SEES %
CA 8.2.5.4 Sediment dwelling organisms &% \@ QD w
No additional studies are required. See point CA 8.2.5.1%9 @ g}ﬂ Q\\ @Q
X
N SRS
%@ Q &> $ @
CA 8.2.6 Effects on algal growth @@9 Q & @}
No additional studies are required. For stlggles al@ﬂfdy @uate@ dur n@’ theQ st ]iﬁ’ revi@@w of
fluoxastrobin, please refer to correspondin® sectiis in the eling @Boss@ pro&lded Bayer
CropScience and the Draft Assessment onrt AR)@ etaffy of the s‘u@es ar@prm@ 11@%6
R
following table. & \ @} &@ & y\g ©§
Table CA 8.2.6- 1: Toxicity to &@%sp@%&s ex&@ed t@ox&%bn@& its ﬁbo@
Test substance Test specdi@s & ) S En@mt O @ @ Reierence
oy Q (7 O
Fl | @i A ¢ ; 2000;
uoxastrobin %d Q % NL033313-01-1
> A @ ((77§ @ %(\\ < %)
HECSTZSE- | PoePliiel ] 7 p s &% 100 o 1 (M 2000
des- xS gy QT Y, . O S% LD M-025012-01-1
chlorophenyl O Qp Y N > S) N >
AN
SHendohirehggiellegs < 2 @ .
HEC 5725- @5 \© (& SN e é@ @ne pO "
carboxylic agid Q i g N § ¥ > 2001; M-
VRS Qprico@uinm Qcens [T Y & @ 073836-01-1
A . & O
—% . v\y@» N | O - % o
S | Fugud L& &8
2-chlorophenol | ° Shenastrey SRR N
EpRY SN @$ I 2006: M-
o &y & | o & 277036-01-1
Bold letters—‘@ues @#der@?eleva@) for riglassegSmient @y
QO O S o
Fo 8 &L
Y @
CAS. 2@ Eff@ §@wth\of gre&@lg@
See&é%’mt CA 8.2.6\No a@ﬂ IOB%@tHdQ are @ured
N
CA 8.2.6.2 Effeégs

Rz

See point

%&No

CA 8&?’7 @Ef @ ori‘aquatic macrophytes
F(ﬁ( the @%dy already§valua‘ced during the first EU review of fluoxastrobin, please refer to

corres
Assessment Repo

rt (DAR).

ﬁwtl& ar@litional algal species

1t1(§1 studfe are required.

ding section in the Baseline Dossier provided by Bayer CropScience and the Draft

An additional study is available addressing the toxicity of the active substance to Lemna gibba.
Details of the studies are provided in the following table.
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Table CA 8.2.7- 1: Toxicity to aquatic macrophytes exposed to fluoxastrobin and its metabolites
Test substance Test species Endpoint Reference{&gj A@@
WOOI;@’
O ML03772001.1
- @
Fluoxastrobin Lemna gibba EvCso 1.45 mg a.i% ZOO@M 0@21-
(duckweed) E.Cso 3.88 mg a.§; Qo1-16 % @
©) EN < KCA$2.7 @
Bold letters — values considered relevant for risk assessment Q@ @@ § y\g\@ &
> © y @ & &0
7 Q N SR
@f Q & &
@D
Report: KCA 8.2.7/02) @02 &08302@. 16\ ) «:»5@ Q
Title: Toxicity of HEC 5725 gmmca@@ dug}iﬁ ed (Cemn agibba GBS B
Report No.: 200340 ' ] @ O g S\ .
Document No.: M-083021-01-1 & @ ¢ <« s 9O & g
Guideline(s): USEPA, 1996. Series 85(;&\13001 Xal Effgcts T, %Guld nes @PPTS Numbe§
850.4400: Aqua@ laqi& oxm@T est Iﬁsmgiﬁ@mas@,ﬁe and A& Q
Guideline deviation(s):  -- @ @ <)
GLP/GEP: yes &© &> L & § 2
R g @9 @ § &© S SIRN
Objective: Q@ N %o (g @j@ &@ Q @© é
The primary objective of thiy gr%th st@ Wasgto esti mate the fi %%erceﬁ@ effective concentration
(ECso) for fluoxastrobin te@amca@The \t tion at Wthh ther erv% ffect (NOEC) was

also determined. An effect is that isa sttlc 1®51g1@an (p 0.68) angoiologically relevant
reduction from the c@rol @ e@amete beipgZmeasyred. Fie parameters measured in this study
were standing cro owth rate&and ulatiye bl@iass as are&undef>Sthe growth curve). The

variable used to ulate thes ponsg’ paramete $Was d nusnber etermined by direct frond
gt sl i gicm by

counts. Frond d Wel@l was aso n&asure%at testg rmg on. § %,

@ O N
Material a@)d meth@’ds @ AN é\@ ¢§ © é’}@
Test itent>Fluoxastro % @Ical @tch numb8989@t00]§CAS (IE): 361377-29-9 non stereo:
193740-6-0; Puritys 9 % {Q° N
The duckweed a §$bba @3 @ ex ed @1 s under static conditions. Nominal
concentrations (mgan sur 0 and, Day 7 soluiens) were control (<0.015), solvent control
(<0.015), 0. 15@0 16)58.38 9) @ 6 (@@3) § and 6.0 (5.86) mg a.s./L. Three replicates
with three [s&nna p@nts fora t&t%l of X fro% We%prepared for each concentration. Growth was

determined\by frond cou s O,,é%q 5, ang
@ & @
Dates of work: Aug@ 16%002 Nug]ﬁt 2@2

\y\a @ \
¥ @ @ @
indings: @° @ &
Analytical rqs%lts %

The mean asun@ conggntrations (m@n of Day 0 and Day 7 new solution analyses) of fluoxastrobin
technical ere@% 0.39, 1. .38, and 5.86 mg a.s./L for the 0.15, 0.38, 0.96, 2.4 and 6.0 mg a.s./L
nomn@@on@ran% res@ctlvely This represents 98 to 107% of the nominal test concentrations.
$ & &
)

&
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Biological findings:
Observations made on Day 0, 3, 5, and 7 showed no treatment related effects with regards to @ d@@

appearance. @
Percent inhibition of frond counts ranged from 9-68% as compared to the pggled control @erc nt
inhibition for cumulative biomass and growth rate ranged from 6 to 64% a to 52%, res,pec‘u@

Further statistical analysis was conducted to determine if the inhibition on growth w%sig icant.
Statistical analysis was performed for the endpoints of frond count (st ﬂ%lg crop), I@Vth 184e, a(@
cumulative biomass (area under the growth curve). No s@stlcally mg%cant differegce vere f
between the control and solvent control groups for any of the paranggfers so the céi)trol ups»\g ere &
pooled for statistical comparisons. Statistical analysi %@f the data d@lot pass thesgriteri ali

and homogeneity of variance for the standing ~crop and (@ov‘% Jrate @ dp({nts T@zrefo@
nonparametric analyses were conducted for eac@or cumulative biomass, th&4ata @ssed@gle cr@

for normality and homogeneity of variance so par me%i@ an@es \&eﬁe cor@ctec@ \%

Q @ N §
A significant effect (p<<0.05) at all but the lowesf\test @%en@on (@16 mg a.s./ JI@und&fo’r
frond count, growth rate and cumulative.biomass as Gegnpar@l thé& pool contro efopdZ XS

NOEC and LOEC for all three endpoigts w %ete ed ta_be 0. and"& 9 m@ s. /ngresp ely.

The EC,s and ECso values for frond cQunt wexe de%sm 1@1 18 <§ resp@tlvely

For growth rate the ECas was 0. 54& s§g E@s) was %8 @a.s/l@ he £C»s afid ECso for

cumulative biomass were 0.28 anfJ[ .45 respe%vely Ehe @ Thees olcééffec nceqt ation, TEC
ber@

(Geometric mean of NOEC angyLOEC) for feond t sen poiat, was 0.25 mg
a.s./L. For frond dry weig %ercerﬁ% inhibit 10n ranged from 5@o 37@% No statistidally significant

differences were noted between olve@ control g e C%H‘OIS groups were
pooled for comparisons. ] The da pas th 1ter for @ﬂnah& and KOmogaeity of variance so
parametric analyses were co s1g fect @ theed .03 mg%ci s./L{3gst concentration was

determined. Therefcxé}\” the O OEC rt e\dry @1gh§ ndp it were 0.39 and 1.03,
respectively. The @5 wa@dete ed el. m@/L afl the ECso V@S >5.86 mg a.s./L.
N v
5 i tgommingr s
Table CA 8.2.7<2: t bint ti
able (e Eg s offjuoxastyobin e mcézlwn aquiatic p

(@)

v N
Test substaf@e R @ @ @ ©@ F@)xast@m technical

< @
Test ob@ @ . O a® O w\a Lenha gibba G3
Exposure QY & X ®) N <77 d, static
7-day ECso — standing crop, & 55 O 5, 1.18 mgas./L
7-day ECso — growth rateQ ? R Q L 3.88mgas./L

7-day ECso — gifulative’biomss - > O . P Y 145mgas./L

7-day ECso — frond dry weighf® Q 9 O >5.86 mg a.s./L

@)

Lowest coicentration with an effedp (LO@ o 2 0.39 mg a.s./L

Highest €oncentration V@ffout toxdc effect (NQ&) N 0.16 mg a.s./L

Toxigthreshold effe t'esnce tion@C @ N
(Gedmetric mean of E@ﬁ LOEC) N f(\\Q 0.25 mg a.s/L

@“ &U @ A
Conclusion: & § @Q
The NOE dQ C i 7Qay exposure of Lemna gibba G3 to fluoxastrobin technical were 0.16
and 0. 39@1g a resﬁé’ctlv ’ The ECso was 1.18 mg a.s./L.

?”\g
CQ& Fl@ihe@stmg on aquatic organisms

No ful@ testing is required.
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CA 8.3 Effect on arthropods
CA 8.3.1 Effects on bees

For information on studies already evaluated during the first EU review of flupxastrobin, pl re er
to corresponding section in the Baseline Dossier provided by Bayer Crop@ence and if
Assessment Report (DAR). S

3 SR

Commission Regulation (EU) 283/2013 (of 1 March 2(38 setting ou&i%ata requireq) \nt F@r act
substances in accordance with regulation (EC) 1107/2009 of the Eyiropean Par entland \Q’
Council concerning the placing of Plant Protection I&oducts ont @narket) requises, re:s@t§<s\s a
likely to be exposed, testing by both acute (oral an% ontact) and Chronic foxicity; including etk@
effects, to be conducted. Consequently in additit@ the stand%d tox1@ studies pe@rme%wnh@

bees (OECD 213 and 214) the following additiondl studjes a so previde R
( ) wing addifio @d; G \,& v d@ﬂ @ .

A
@ X

e Acute oral and contact toxicity of fluoxastfebin, @Q @ @ @ &
e Acute contact toxicity of fluoxastrpbin te adultthumbig bees Lﬁ%der ratory condttions
e Chronic 10 day toxicity test @th ()@mox@ropiﬁg 4@ o%&dult l@es T la6§tory

conditions, S SRS
e Colony feeding study with FluoX&strobin FS ZFSO a rd1 &0 L. 19@% (using a

sur

realistic worse case spray oluﬁ'@n c entr r efféets on brood
mg

(eggs, young and oldg rvaeg%and @elr de@op e%on go% be@wour in brood
care and colony strength) 'S

e Semi-field brood f@édmg@udy@ﬁt Q Xa trobm QC l%ﬁolle@ng G@%D guidance
document 75 (using a more r%ahstlcray @narl to flowering-Phaeelia tanacetifolia at
the maximur@ppli n ratg for the ap pes al ehewal ﬂu%@astr ybin and covering

exposure f@%ffe&s on b@d (e f; and¥heir @VeIO@nen‘[ and colony parameters).
S (O SNTK

These studies é{}e n&ubmlt%ed disging t@ ﬁrst ?&nne Iwoincl n préeess and are submitted within
this Supplem@t ssierfor thf@’luo%astrob@ A I Regewal@lhe studies will be summarized
below. A falf list of the relevant @otox%olog@l end@mts@or ﬂu@?astrobm and bees are presented in

the foll@ng table. @ @ @7 @@ § ©\
N :

@\Qé\fo@@&\& S

S N
5 & & & .~ S
@ @Q@Qo@@©\o©@ @ﬁQ
A N
S\ L 4+ 9 @
& N @ y Y
& SR IR &@Q\
S @ﬂ&@\ O
@%
@\%%é@ §@Q
2 Q

@
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Table CA 8.3- 1: EU evaluated and additional studies on bee toxicity of fluoxastrobin and fluoxastrobin

formulations @° S

O

Test substance | Test species Test method Endpoint Refere,;@e %

Honey bee Laboratory @ LDso
uoxastrobin acute oral an
Fl bi " | and a1 > 1291 s bee
. contact (48 h) & @
mellifera) (adults) contact > 100 [ig a.s./bee C
Bumble bee Laboratory ) Lﬁso Q
(B. acute contact (48 contact >@0 ug\@ /bu%‘t)le
terrestris) (adults) & & <y beé,
%L, Smegiie
. Honey bee Laboratory
. chronic X >73@pgas e/
Fluoxastrobin (A hr 10 @t LD
FS 480 mellifora) &(’ts) SNOE@Q\1667 mdya.s./kg)
\ EDR 39.2 gga.s./Bee/day 4

©Q (5%& 4q No@erse@ects (@\\Broo&‘p

Fluoxastrobin Hon(?l bee broo&edin}g\ d&wlo. an@or@ﬁ? ;2013; M-
FS 480 . et%g ' 476181-01-1
! S

=
Z)
~<

Y

mellifera) SKCA 8313
N
) N < N N@advers%effeﬁ on hrded @

.9 S) N @ developme ort&@
Fluoxastrobin Honey%ﬁee % Semi—?eld @}fora@ activity, belaviour sy @ -,; 2015; M-
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fluoxastrobin Yor bees is @ r@belo@ & &
&L, 9 9

Report @ K 21/02) P; 2014; M-503275-01-1

Titles, cts uoxasgobi . (acute contact and oral) on honey bees (Apis mellifera
N L") in ghe’laboggtory &

Report No.: %% 894 % @ Q
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Guldelme(Q é% $ldelln@l3/2l4 for the Testing of Chemicals on Honeybee, Acute
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Objective:

The purpose of this study was to determine the acute contact and oral toxicity of ﬂuoxastrobm&he @6
honey bee (Apis mellifera L.) under laboratory conditions. Mortality of the beebwas used as ‘@ toxiét’
endpoint. Sublethal effects, such as changes in behaviour, were also assessed. & @@
@’
S
Material th $
aterial and methods: % @ § %@

Test item: Fluoxastrobin tech.; Origin Batch No.: HEC 2(4596-1-3; Cusmmer Order 1\\19 %&4106@_
00; Material: AE 1228646, technical substance; Sp%ﬁcatlon I\Q 1020000%81 Sy\g :
1423843; Article No.: 05682541; Content: 96.4 % W/\%g (analytical), ©

Under laboratory conditions Apzs mellifera 50 Woré'bees were %osed Jfor 4§@our to a sn@g@e do@
of 100.0 pg a.s. per bee by topical application t llml‘§$t) and wor@r be@%o a ngle

/‘7@

of 129.1 pg a.s. per bee by feeding (oral limit test, valye b on ‘the act@l 1nt of t“ﬁ@ tes ﬁ@m)
For the contact test a single 5 uL droplet ogﬂuox@%’)rob% 1ss<;{ved acetore; was ?laced on the
dorsal bee thorax. The reference item was apphe @plet dlme oa &dlss @1 ngtap
water containing 0.5 % Adhiésit. For th& ntrels, of taé@vater containing 0% %
Adhasit and one 5 uL droplet of pure toma\fere @d FQr he 1 testthe em«:@g/as dilsged in
acetone + DMSO and then applled 0 O/qé\W/V ros lutmm, Wh $ @%ame@(food)
The reference item was diluted in @wa Band- %ﬁedgn 50 % @ros \ For @e control
pure 50 % w/v sucrose solution w@s offered tof he bdes and the el@@é’ontr %, /v sucrose
solution with 5 % solvent (acetgpe + SO@KIaS red ® s. Thoftrea fo was offered in
syringes, which were weig 88 before an fter intfoduction 11@) he@ages ter ©maximum of 2
hours 10 minutes, the uptake Was &q mpl and syrifiges containif the.tr &@ted fgod were removed,
weighed and replaced @ones onta@lng sh untreated: food,, hesQumbgi of dead bees was
determined after 4 (i 0.5 h) t dayg; 24 @48 [E))] Q)urs Behavi 1 abnormalities (e.g.
vomiting, apathy, sive@leant @;W@e ass@sed é%%r 4 ©0. 5 hoyrs (first day), 24 and 48
(£ 2 h) hours. Te aturg duri e t@@was re@lve humldl‘% was 58 — 85 %. Bees were
kept in darkness @é(ceé@mng@bserv%ﬁon AN é\ @ @& @
O S

Reference it %@ekt 9 EC (BA§§ 152@ I); ch l@LE 000926; Active ingredient:
dlmethoate%ﬁontent 400 9 g/%(%ﬁaié@%@l) ®51ty @’069@cm @ntrols Solvents and water.

S
Dates oFwork: July%@ 20&@0 Jgiﬁy 24,3 f4 O (&% \@

Findings: @@Q @ R
Validity cﬁ@ O g 0 o .0 @
\Y

Validity Criteria & [ A Q g@ o® Recommended | Obtained
) 2 S @% 7 Contact Test
& 2 wa;é%\con@ <10% 0.0 %
% 7> acéiphe control <10% 0.0 %
\ Control Mort'z\ilty AN R—=— A Oral Test
~ @ sugarcontrol < 10% 0.0 %
@ \% <§ g&ton&r\ﬁ\ﬁw sugar <10% 0.0 %
@ Q @ N4 Contact Test
0.10 - 0.30 ug a.s./bee 0.26 ug a.s./bee
LD5Qv:ﬁ@?efe$ce ItQ (24 15@5 He ol |Test He
S @ @ 0.10-0.35 ugas./bee | 0.13 pga.s./bee

THE cont@g and oral tes%ls considered valid as the control mortality in each case was < 10% and the
LDsg @es obtained with the reference item (dimethoate) were within the required ranges.
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Reference test:
The contact and oral LDso (24 h) values of the reference item (dimethoate) were calculated to b@%

and 0.13 pg a.s./bee, respectively. @
S @ @

Biological findings: @ &
Contact toxicity:
At the end of the contact toxicity test (48 hours after application %blere was n@mor&ty
100.0 pg a.s./bee. Also no mortality occurred in the wat@ontrol gro %water + 0. @ ﬁasn) @
in the solvent control group (acetone) at the end of the ontact test @ir 48 hour res@we&ﬂ
behavioural abnormalities were observed during the e.tlre contact @ Q S

S Q @ $ @
Oral toxicity: QS@ @9 Q % @
In the oral toxicity test, the maximum nominal test le\gel of obln@ch @ 100N\ug §%ee)
corresponded to an actual intake of 129.1 @ . Thi dose% eve d toHo morﬁhty after 48
hours. No mortality occurred in the water gontrol Sroup é@ % @ suc@e solution %OO @ros@fd
tap water) and in the solvent control =S (50% MV su se%ltlon ntalmng 59
DMSO) at the end of the oral toxi test\éafterS hog ), @pecm@ y. tesNtem uced

behavioural effects were observed at @y tlgﬁ§ n tl@@ral @mny%gst @ @

5 FES

Table CA 8.3.1.1.1- 1: Toxicity to honey bges; l@ﬁj@rato@ests @ & ©© o . A
Test Item @ S T &Fluo@ftrol@ tech. © O
Test Object O N @ Apis melliferg D @

Exposure 9 N @V con@ct N R S oral
N .
tion@n’ acetone) (50 "{(?v/v sucrose solution
« Sle (@§§ \@§ N

congaining 5 % acetone +
& T e § s © g T DMSO)
Application rateig a.gybee o 106D ¢ & @ 129.1
LDso pga.s./bde S e NNETYTTIEEENS > 129.1
asdbge O  [© « 9 %100.&y § >129.1
LD g abee v .| o > 1089 Mo > 129.1
NOED pgas/beer .| &0 © >1000 @ © > 129.1
* The%@ED was e@ﬁate@smg%ﬁsh&)&xac@eﬁ {pairwis® comparison, one-sided greater, o =
0.05). $ O O Ry
O ISR SN

N
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@g@/
7 p
%
2

N @ -

The contact ¥Dso (4@?) \N@@@% 10080 @

@ 2
N

‘E
oQ
I
Zn
.
o
Z(D
—
=
(¢]
g
—
)
wn
S
~
N
oo
=
~
<
fob)
71
Vv
—
N
O
»—A
=
gQ
m
VJ
S
(0]
@)




B . Page 42 of 70
sayer) Bayer CropScience 2016-01-12
R

Document MCA: Section 8 Ecotoxicological studies

Fluoxastrobin
CA 8.3.1.1.2  Acute contact toxicity o S
New study, not previously submitted providing information on the acute oral and contact tox§§y o%@
fluoxastrobin to which bees could potentially be exposed. > @Q S
N N

Report: KCA 8.3.1.1.2/02 . 2014; M-503275-01-1 v \Q
Title: Effects of fluoxastrobin tech. (acute contact and oral) Ofﬁgloney bees (1@15 m@ra S

L.) in the laboratory @ & %\ N é\’
Report No.: 89471035 \a @ Q) Q\ @ @
Document No.: M-503275-01-1 R SR
Guideline(s): OECD Guideline 213/214 for t]@%esnng of Cligmlcals on Ho@%obee, ute © @Q}

Oral/Contact Toxicity Test, addpted on 21st S@tem@gﬁ 199§ & © &
Guideline deviation(s):  not specified N \© & @
GLP/GEP: yes " & é@’ %\ o @ NS

Q @ S W
Results of the contact toxicity test with ﬂu%astro(@a are é%‘lm ed ur@ér %r@ C@3 1@
N
A new study on the acute contact tox1® ofc& &\xast obin t&abno@pls species @omb@g terrg§ s) is
resented below. v DR
P @Q C& N < § @' @ @ @
> >

Report: KCA 8.8.1 2/@@“,, M"Ms'@@ ‘&
Title: FluoxaStrobin Yechnigal - Acuté conta%t toxid@y to t@ bumble ee, BOmbus terrestris

L. ur%ér la%rato%@bndlt@ﬂs Fifged repo#ﬁ N 2
Report No.: 51@@0062 £ & oS Qo
Document No.: —5124%7 -01-1 @ R L
Guideline(s): "%ano 59§ %)ehnes@/aﬂ@ baSegl on (@ % 17 (2010), OECD

Guideline 21@998)@ on % I‘CVI@W articl&of (2001)
Guideline deviatlo§ t@&apphc @
GLP/GEP: ¢, \yes > O &\ S @ N

S SRS N
& © N o S @
@ g N @Q N

Ob]ectlv& . % S @ @

) < A
The o%ﬁ&tlves of thi® stud@were to d@mme@osm&e ffels of fluoxastrobin technical on the
bumble bee, Bomb@\terr@gﬁls I@from @ntae&}xpo&gre in exder to determine the median lethal dose
(LDso) to Bomb rrestris, w epo& le S
PEFEY s K
Material aethg@

Test matm%l Fluoxastrobin te 102@ hort @@de @CSUS TOX No.: 10661-00; Specification No.:
102000008981, Batch &@de: 1228646- (@03 Gontent of a.s.: 97.3% fluoxastrobin (analysed).

The contact tox1cﬁ® of %wxa b1n hm@ to the bumble bee (Bombus terrestris L.) was
dete@med in a limit te sed /EPRO 170 (4) (2010), the OECD Guideline No. 214 (1998)
and the review @che of (20%

In the laboratory, thesbu beé@were@xposed to 100 pg fluoxastrobin/bumble bee by topical
application Mortdlify’ ands3ub- letlfal fects were assessed 24 and 48 hours after application. The
control gr&y; e exposed for the same period of time under identical exposure conditions to
acetoneqiid ral water. @ the control and reference item groups, three replicate groups of 10
bumbfe-bees@ach @ % In the test item group, five replicate groups of 10 bumble bees each

w %ste he &8t wa rrled out at the _testmg facility in Spain
( , Spain).

Dates of work: July 17, 2014 to July 18,2014
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Findings:

o

In the control groups, treated with acetone and mineral water, no mortality was observed durnﬁé@the@
48 h test period.

In the test item treatment group, no mortality was observed at the dose level @espondmi@%%@;
fluoxastrobin/bumble bee at the final assessment after 48 hours.

In the reference item group, mortality was > 50 % at the end of the test. "l%us the test @ coﬁ@ere%

to be valid. N
\
& Q@? &9 %@Q @
Table CA 8.3.1.1.2- 1: LDso values in the bumble bees c%tact t0x1c1ty tést with ﬂuoxWobn@hm@
. . Contacﬁ%oxngjy te@ M7
fluoxastrobin technical [llg fluoxastrobi @bumb beg@ % @
LDso (24 h) « & S >#00 Y O v\g
LDs) (48 h) Q W A A30000 o .
NOED (48 h) > @ 10007 < o &K' A

NOED = No Observed Effect Dose (WD N S % @

X
In the test item treatment group D@Qublei%l e@ts v@re O@We%@url@e @re s rvatlon
period. <
The NOED (No Observed Effect @)se)@gas d%@rmu@to b§ 10&% ﬂastr ur le bee.
@ &
Conclusion: %§ @ &
The 48 hour contact L\@o Va@: fczr@%lu§strol%n te%mcal Qs d@errm to be > 100 pg
fluoxastrobin/bumble bee. % @
§§ TEE S E e T
RN Q o & &
CA 8.3.1.2 @ro oxmg to bees ~ N <
@ AN B
A 10 day c%omc @ral t&Ricity @(ud as @ﬁdu W\ﬁ%lu@astrobin FS 480 as technical
fluoxastrobyy is onl@very %ghtl@solu% in v&ier X
N @ W
'S @© @ & § S o
N @“ S
Report: @ CA 8, 2/0&*\/@015@/{ -534974-01-1
Title: &2 oral 01ty> est of xastt@m FS 480 (480 g/L) on the honey bee (Apis

@ ©© mell@era L.% the 0ra10
Report No.: Q 8FE113 Q @

Document Ny. =5349%4.01 @ o 9
Guideli : . @GLP@mpha tud@asedagn OECD 213 (1998) and CEB No.: 230 with
ﬁca‘u% and @u‘rent, r&bmmendations of the ring test group (2014))
Guidétine deviation(§y n@s e Q @
GLP/GEP: @
‘”\a
%\% é@
Obj ecm@k S §f

The pt&)se h1s dy v@@to determine the chronic oral toxicity of Fluoxastrobin FS 480 (480 g/L)

to t one ee (4 :,;@'a L.) for a period of ten days.
M@tahty the bees used as the toxic endpoint. Sublethal effects, such as changes in behaviour,

were a@assessed.
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Material and methods:

Test material: Fluoxastrobin FS 480 (480 g/L); Short code: FXA FS 480; Fluoxastrobin: 47.9 W@W
486.1 g/L; Batch ID.: 2013-001926; Sample description: TOX10076- 0% Spemﬁcah@ No
102000026368-N1; Certificate No.: 13004998; Density: 1.160 g/mL (23°C).

The chronic effects of the test item Fluoxastrobin FS 480 on the honey be@j Apis mel ra %Were
assessed in a 10 days continuous oral feeding test in the laboratory (dose response test).

Under laboratory conditions 30 freshly emerged worker(Bees (4pis még ifera L.) peg}re v\f
were exposed for 10 days to 5 concentrations (3333, 166?833 417208 mg a. %@g foa% of &
the test item treated sugar solutions ad libitum. An untreated control@©50 % w/v s Jrose $i0 nd
reference item (1 mg dimethoate/kg feeding soluti 1 [ppm]) we€pe inclyded i in “Hhis, stu y. @or caéh
treatment, three replicates (with 10 bees per @‘1 ate unit) were d. Me¥talitd %nd @hawl@
abnormalities were assessed every day throughout the 10 days £&posuie periody

The test conditions during the study were %% é@) Qﬁ p@%ure&l - g% rela%vegumldlty

(mean relative humidity: 74 %) and 24 h d%knezss@a @ Q & @ @7 @&
. NN 6 % NS
Findings: @ g&\ w\g@ @ ‘”\9 > NS}

The test item was daily administe e@Qto ﬂ% bee&% &@ar Q@mr@ the fotl ow@ conégntrations:
3333, 1667, 833, 417 and 208 mg.s./k %sugar olutiqn, Thes ~) oncegtrati led@ da@mean dose
0f 73.3,39.2,21.6, 12.4 and 6.8@gyg a. s:@ e peﬁgay affer 10 @ T@@ nom@al t&@t d(%ie levels of 100,
50.0,25.0, 12.5 and 6.25 pg Q@bee per da@ere notobtaihed.

S o @ & \
O
Table CA 8.3.1.2- 1: Chmmc 0&1 tox1c1@of F@xast@bm F@SO to %ung@ey @ (laboratory test)
Teg%@bje% 7 °\ Q Api@gnellzjé?sg carnica
Treatment Grou@ Cntr & N > Do Level 'Y Mortality at day 102
Q o[ a.syky] OTug ap./beeklay] @ [% Mean]
Fluoxastrobin K@\ZBO@\ N 333N g v 73§@ N 36.7 (%)
(480 gy S o RS RS S
Fluoxastrobin FS 4 B 1667, o 2 6.7 (n.s.)
N Y
(480%/L) 2D T o @
Fluo bin FS 480 O] &% § WY 218 3.3 (ns.)
80 g/L) N @ ° @ @% o @ Y o\
Fluoxastrobin FS 380" [ Q7417 @% o 2.4 0.0 (n.s.)
@0 gl A & %©
Fluoxastrogs 48(@% @@ S § o> 68 3.3 (n.s.)
(480 < A N °
Wateg control O © 00X 2| o7 0.0 6.7
Refg@ke tem o[ o 1@ & [ 0.024 100.0
D E{ldpom{\\t test@@rmination (day 10)
%y LCso DTIRS NOEC NOEDD
>3333 mg a.s./kg @ﬂ>73@>g a.s. ﬁi%e/d@ 1667 mg a.s./kg 39.2 pg a.s./bee/day
D" mean dose peZbee per day; rr%gﬁred ed on consumed feeding solution
2 Mortahty Stud tégmn 10 days after start of first feeding
Statistic:
Mortality: her @xact t pa@me coniparison, one-sided greater, o= 0.05
NOEC est ated g Fisher’s Exact Test (pairwise comparison, one-sided greater, a. = 0.05).

€ CO. §

n.s. = stat1s<®ally 1ﬁce% difference compared to the control, * = statistically significant difference
@e
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Observations:

At test end, 10 days following start of exposure, 6.7 % mortality occurred in the untreated @ter
control (50 % w/v sucrose solution). At 3333 mg a.s./kg (corresponding to 73 3 ug a.s. /bee/d@) 36 14

% mortality occurred. This effect was statistically significant (Fisher's Exact ,0=0.05), @

In the test item treated groups at 1667, 833, 417 and 208 ppm mg a.s./kg sug@ar solutlon th%mort‘ﬁlty

was less or equal to the control. § @

No test item related behavioural abnormalities occurred at-any time of th&sest. S o\@ é\a

The reference item (dimethoate) at a concentraticgSof 1 mg methoate/ké}’su%% solu@ion @

corresponding to 0.024 pg a.s./bee per day caused 10({% mortality a@y 7. %@ ) é\ﬂ é
@ $ O RO &

Analytical results: %
ytcal resu R PR

9
The actual concentrations of Fluoxastrobin FS .! in thoe fee @ soI&t 10ns wyere a@lysed&m a s@rate
v
study which is attached to this final report. T actu ations of t@’fee%@ solutions %Vere ina

range of 85% - 94%. v @ (G °
% v @ R s O &6
i SN @ S .9 o S
Conclusions: & \ 2 & N Qo
o S <& 0
The chronic toxicity of Fluoxastroblﬁs 48;3\(480@];) W@ test@ove@ da§ @ &
The LCso value (10 days) was > 3383 mg 408./kg Teedi Y\\s’olu‘gﬂ S RS RS
The LDDs value (10 days) was >3.3 fig a.s [Gee };géh (©) &© ©© @Q S
The NOEC and NOEDD Val(IO @rs) were 16 Q@ /kg @Q dir% solution an%@& .2 ng a.s./bee
per day, respectively. % N Q) &, &L e %
@ S @ @” N
N 2 ) s ©
§ S NS

CA 8.3.13 Effe@’on lf§eyb@g dev@opmand\?ther l@ney&e llfegt;@ges

Two new studies gt the ect oﬁiuo ﬁrobln to ad@ hogs &) bees, the a@Jony condition and the bee
brood develop Kpreseﬁ@ed ow Qe stu, i%s Wf:@cc@te@gv@ih Fluoxastrobin FS 480 as

technical ﬂuo@tro ] 01@ very olubig in W@er @

Report: o\@ KCA 8&?3/0 2@ M-476181-01-1
Title: &@ @1uo rob1 480 (480 s on \ey bee brood (Apis mellifera L.) -
ing test orte ode oft 1te§FLX FS 480

Report No.:
Document No.:
Guideline(s):

© cdy
Guidelir@mtlon(s) @6106 N @%\:'Q . @ %@
: o Q S ¢

GLP/G @\ no N o ©\
%o oy S) v O S
N ~ S R S
Objective:  @° & Q@ S

N
The purpos@ this\s%ldy § to assess the effects of Fluoxastrobin FS 480 on brood development and
mortality % ong¥xbees. @D §mes@re freely flying with access to natural food sources, however,
¥ Wvas c@ductedPat a ggne without mass flowering plants/agricultural crops in the study region,
'\,, e n@r ﬂ of I;i@ral sources was low at the time of treatment administration.

erla@d methods

Test 1 : Fluoxastrobin FS 480; Short code: FLX FS 480; active ingredients (analysed content):
41. 9%w/w (486.1 g/Ll) fluoxastrobin (HEC 5725 E-ISO); Batch ID: 2013-001926; Sample
description: TOX10076-00; Specification No.: 102000026368 - N1; Density: 1.160 g/mL (20 °C).
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Test species: Honey bees (Apis mellifera L.); honey bee colonies were maintained according to normal
beekeeping practice, containing two magazines with 11 combs, each. The preliminary brood gféck &
indicated healthy colonies with all brood stages present and a sufficient supply of nectar andp 1len&§
The mean strength of the colonies per treatment group, two days before appliggtion, was si r and
ranged between 13860 and 19305 adult bees. Colonies were free flying, with access to négural

sources, but due to the season, there were no main flowering, bee attractive crops or ﬂogerm@&eeds

in the surrounding area

An untreated control and a toxic reference were include@4n the study &%\flree bee c&«]@nes\\%re \f
per treatment group. The test item and reference item Sblutions we @ﬁnxed w1th§ady- usesgg gar &,

syrup (Apiinvert) and applied to the bee colonies Vlaﬁfeedmg trok%@ which W wgctly 4
colony on top of the second magazine. Pure s . syrup (Apnvert), was u d g)r the @ontrol@
Ontogenesis of a defined number of honey bee @, young- aqc d old v@ observed fgr a p@%d

of 21 days following the application for each treatrnen‘g gro$ dlony. @hls @ asseSsed day
before the application, by selecting one (or s ral) 0 rom eac@lony}nd y taking

a digital photo of this (these) brood comb(s). Aft avué%he to-filoon a ¢ yOLQg—
and old larvae were marked at this ﬁrst@)od%grea Rixing Ray (BEDO). each subse &t§
assessment (BFDn), again, the same gombg, @ere)@ ect@% romt e ectlsx@ col and

another digital photo was taken, 4@ ordég “to l§m the, pro@S brogd develo) pment.
Ontogenesis of the bee brood wa @osem%i fora’ per of%@da fter@@pphc n &@ 22 days

following BFDO). Mortality of adilt be% and %pae v@s alssesi @@ @@
@ & @

Endpoints: @ S @Q o é

Mortality of adult bees as W 1 a%tupa larv@ bet\@’en 3 éﬁys @Bore ot\f@l d@s after application

(= end of the trial); N

Bee brood development (egg@) and (§ : on ay hggfore (= %FD@nd 4 (=BFDY5),8 (=

BFD 9), 15 (= BFD &, 21 @& %2 ) d@/s aft§ﬁ a@hcam@ é& O

Test concentrati & \ w\ﬂ é@ & @@
Control: 1 L eate@ommermal‘cady \Jse &fﬁgar s%}rup (@nveﬁ\ﬂo % sucrose, 31 % glucose,
39 % fructos ny%
Test Item: @90 g test item (F L@(as‘[r&%m F®\480) @’1 1al ready-to-use sugar syrup per
colony, @uvalen‘[ to a@ctlv@ubst e concentra@n 0% 75 @hoxas‘[robm a.s./L.
Refere&e Item: 3.0 8 refe§ e jtem (I@}ar % fon Qar ) in 1 L com-mercial ready-to-use
sugar syrup per c@y e§uivalent’to A mlgi act subs ce concentration of 0.75 g fenoxycarb
a.s./L. ) % @ Nvo®,

S & @ 5
Test condltl@s N@aral éfd &(ﬁ&dltl(ﬁ% Te%&perat&e relative humidity and rain were recorded
during the %Xperlmentalt e. @ ,%:, Rz

%
Statistics: Statistic Nalu 10 was done&ﬁor m@@hty and the brood termination rates using Shapiro-
Wi test (checkefor al @’stn on)@evene s test (check for homogeneity of variance),
Student’s t-test (Palrw1 S@Iwar@ ox@ Professional, Version 2.10.05, ® ToxRat Solutions
GmbH. @ ‘SN
RS
@
Dates of ‘&§ J@% 24 1§July 182013
Q

@
Findisgs: ¢ @ SIS
Vaidity cﬁ@erla v N
The r@nce item treatment (Insegar, a.s. = fenoxycarb) resulted in a statistically significantly

increase’of unsuccessful eggs, young- and old larvae development and thus confirmed the sensitivity
of the test system and the validity of the test conditions.
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Biological findings:

Table CA 8.3.1.3- 1: Effects of Fluoxastrobin FS 480 on honey bee brood 5 ®\ é§
(@&

Test item Fluoxastrobin FS480 & ﬁ\@

Test species Honey bees (Apis mellifera L)%omplete colonies)’

Exposure via treated sugﬁ\:g solution © @§ %
. %Referem:e ite

Treatment Untreated C@Tol FIQ Sai‘ggbln @ (I r, a, S@E§ &

. Q fenoxyoarb) )

Rate per L sugar solution [product]” @ A 090gL © R3.08L o

Rate per L sugar solution [a.s.]" ) 03775 g/l & 0.75gL &

Termination rate of the eggs [%]? @96 % Y 79 % (ns) 998 % &’

Termination rate of the young larvae [%]? w244 S | 591 % () A | °«99.8 %)

Termination rate of the old larvae [%]?) O 38% & oo U3 msh |« 26.9% (%)

Mean brood termination rate over all stages @23 %@ R 92% (ngsy) O 7:5@‘% (’%%

Mean mortality of worker bees/colony/day v = % ©

during pre-application phase® @} \\ 8@} . &6 17 1 t.s.) éﬁ 142 §

during the entire post-application phase3 5 X5 & w\a &@ n.s. X@ = 18.7 (%)

Mean mortality of pupae/colony/day & RN %o © @ N2 R "\i@

during pre-application phase® 0.1y ol 007 (i G 29 (ns.)

. . se?! o & S

during the entire post-application fhase® (o3 ,1\@ @ é 1.0 .s.) R® « 0.8(ns.)

Mean number of Bees before apphication™  |«& 16770 S @ @)9305 Q" 13860

D test and reference item were mixed withisugar sefdtion Q N 2

%) mean termination rate of 3 co@les pe eat@gro @ @ %

3 mean number of dead honey%es pefday and c lony nd 1 @ Ro NN

¥ mean number of dead pupae/larva&p day@ld col fou@n de d o @

%) mean number of bees olon Q @ Q @ >

Statistics: n.s. = not st cally mgmﬁc@) ompdéted to th on@— sta@tlcally 31gn1ﬁcnt compared tp the control;

Student t-test, a = 0.Q3y alrw@ com&wlson tWo- mde‘d&befor@ llcagﬁ) on%ﬂed 3{:-v (after application)

D > QO %

No effect on ¢he de&pm@t of e@gs wag obs %ﬁed @ mpiggn of the test item treated sugar

solution. T mean@aﬁrmmgﬁﬁon @e of gggs 1 e teshrtem treatmeht group was lower with a mean of

7.1 % cotmpared to 9.6 % in roup AC@dmthl& as not statistically significant com-

pared e control gféup., @

There was also n ect Qn 1 the VeIOI@mnt «\g}youhg larV&E after consumption of the test item via

treated sugar sol %e de r?t’ sugCt s of @e yo@g larvae in the test item treatment group

was better and resu §

1natkgn rat 9% compared to 24.4 % in the control group.
This differengg & as st 1cali&s1gn{1@int ompa ed o the control group.

Although the mean term@ @te ofQld la @e wasSlightly higher in the test item treatment group
(11.3 0/@hen compgy, ed t@@le valjies &g he é@ntrol group (3.3 %), there was no statistically
significasit differenc \ &

Adultbee mortaht&gl thegsst 1te®1 tre & en up was similar (mean of 8.8 dead bees per day) and

thus'hot statistically si can@fferen ompared to the control group (8.5 dead bees per day).
No effects of th@fest item and larvae were observed.
The referen &nem%‘eat (Imegar = fenoxycarb) resulted in a statistically significantly

increase of Suceg -o8sful gs, g@ung d old larvae development and thus confirmed the sensitivity
of the te ste nd tl@ Val of the test conditions.

Con SlOD@@ § v\ﬁ

O%rall @? can be concluded according to the results of this study that the administration of
Fluox4strobin FS 480 fortified sugar syrup (375 ppm fluoxastrobin) to honey bee colonies does neither
adversely affect honey bee colonies nor bee brood development.
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Report: KCA 8.3.1.3/02 R ; 2015; M-515147-01-1
Title: Assessment of side effects of fluoxastrobin EC 100 G on the honeybee (Apis meljiera @
L.) in the semi-field after one application on Phacelia tanacetifolia in Germany 4 L
Report No.: $14-00162 S S @
Document No.: M-515147-01-1 S @ ©)
Guideline(s): OECD Guidance Document No. 75 (2007) and current rec@nmendatlons ogf“the OA'@
Bienenschutz (PISTORIUS et al., 2012) OEPP/EPPO %dehne No. 1 "' ) (2@@) &
Guideline deviation(s):  not specified % R
GLP/GEP: yes © @& ‘24\9 \\ @Q
X O Q9
& A SRS
> >y RO &
Objective: Q @ &
This study was designed to determine the potent effects of @oxa‘s@@bm C 10 l\ on {g@honé@zéee

(Apis mellifera L.) after one application on I%acelz anac@folz&%n Gemlanya semni-fieldsbrood
study following OECD guidance document 00@ the @mre on@end@ons the QG
Bienenschutz ([ ez o, 2012), andthe O@P/ Gu@h No. 1’@(4) (2 0). @
The evaluation of the treatment effects@%’cusei%n aht 1gh& iour, cond n of
the colonies, and development of thg<bee l&&ed agse sed&n 1nd& ual@ema@ell@wnhl@a time
period of approximately four weeks @ L ) &
Material and Methods Q 9 9 ) O 9 & \

@ & U S @ &7
Test Item: Fluoxastrobin @100 ; S@qple descrlpt%bn %%ﬁemﬁ@@tlon No.: 1@000008126-01,

TOX10110-00; Batch-ID: éon o@ow@ £ a.i. Q@inalysed): 1@0 ol

The aim of the study was to @luat@otem@§ 1fect©§f a g]gray apiﬁ&lcatl@;? of Fluoxastrobin EC
100 G on the honeybee (4ABis n@@ eragl, @r coa@hed cm@itlons by following the
OECD guidance {docume N@ 75@2007) w Qmeﬂ@dolo 1ca1 iprovements by the AG
Bienenschutz (| al. 2012) Th&\rop tsed wayTull-flowerihg Phacelia tanacetifolia, the
Q Ba e@’Wuptfembe@ Ge

study was co@c iy
The study incfuded@hree ‘%Eeat grgups ol@ ou phca@ (t%@els) each: one tap-water treated

control grol (C), one te@t 1temrou ne refere &item geoup (R).
Applic ‘t@is were m —ﬂo 1ng (BBC ho@bees actively foraging on the crop.
The target apphc@sg ra‘c&W the\gtest Flt&xas 0b1n E 100 G was 150 g a.s./ha (actual rate
applied 153 ga.s Tap as *zquhed the ®ntr group and Insegar was applied at a target
rate of 1200 g pRdu in refgrénce 1 ftem group (o espondmg to 300 g fenoxycarb/ha). The
spray volume @as 4 /ha@all tr@tmer@grou @
The initial mi&an cotonys§zes per treatjnent @oup @ere in the range of 7829 to 9250 bees. The
honeybeesemained in the tu§ da% and @lonies were assessed once before set- -up, twice
during four times dfter th€end o 1ne ase.
The following endpiints wére ass;?@s
Total and mean nu ber @ the en sheets in tunnels, in the dead bee traps and in the
dead bee botto before as well as@fter tk@ start of exposure in T and the application in C and R,
respectively. &
Flight inte ( er of%for bees/m? Phacelia tanacetifolia before as well as after the
start of e sure@a T a@he @llcatl in C and R, respectively.
Behavigur of th in th p and around the hive.
Con ﬁon ofthe co@les tcolony strength and area of the different brood stages and food storage per
sessr@nt (@

ﬁm of the bee brood assessed in individual brood cells. For this particular assessment,

betwe 13 and 279 individually marked cells per colony were selected.

Dates of experimental work: July 04, 2014 to August 08, 2014
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Findings:

Mortality: @ @
Throughout the study (before and following exposure) mortality across all treatments was@ 11a1@’
indicating no effect of the test item. Some daily fluctuations occurred where@rtahty wa%%ﬁghe@y

the test item colonies. However these were minor in nature and not clearly refated to the trea ent

During the entire period after the application (ODAA to 28DAA), the av%ge sum of @ pee;
colony recorded during the mortality assessments wgaé%o .8, 63.0 569.0 foi\ T d

respectively. Effects on pupae of the reference substancegie a well-kn@yn effect. @ @
@ @
Q @
Findings are summarised in the table below. @} Q& é\g R ©§ @Q}
5 & & )
Q) N LY \ <) @
Table CA 8.3.1.3- 2: Summary of the effects on n&\grtality%ﬂApis é@lﬁfe&\h @ (@\6 o\% §
D ontrol Q) T@‘\?t itemO | Reference .
Treatment group ) @ Q (1) B ol tem&) f@% @&

4DBA to 0DBA”  [\21042523 (0663638 Plssss246 | &
Daily mean mortality 2 @G—X © ®)
(dead adults plus ODA/?\\Q 16% 6@ 10 0+ 5@ @'8 i@ L
pupac/colony) 0DAA (IDAAT | G6+4%9 [97.0 4020 (59705980 <]
:l: (@aN 2

0DAJo 28DKA  [741.1€T142 g 364+ 9.00] §1%+48
Mean sum of dead 4BBA to 0DBA 5 &1 5612 | P12 | 20:9)

@) 9, =

pupae . GDAA ODSDAN 0.8 +893 | 63.0539.1.8) 569002 612.5
DAA: days after application; D @days efore a%@) ST@\tan%rd devfgﬁon @

*: statistically significa, hi tha trol grou
ysig @3’ & @% @g pq§ g\a & &
& $) Z Q Z @
Flight intensity: < N RN N @&

Foraging rates&ére s@dar a&oss &l trea@e nts ﬂa,rouout t@udyw@efore and following exposure
up to the end 6f the ﬁn&g@nt phade (TRAA) (%9 o

During co@nemen of the col@les ifiside tun&s u@ll the ¢ ey of the application (4DBA to
ODBA%@W mean da@y ﬂ{&t 1nt@ty was 5.& 4.0~and 59, forager bees/m* in C, T and R,
respectively. Duri he pr catlon@%nod@he fitght Q@nsﬁy was not statistically different
between the treat Tl% grodps. (Takey 5 fext, tvm?mde o = (F@S)

On the day of tgjpp at1 DAAQ the. 1 fhean da y flight intensity, assessed over a period of 6
hours, accoun d toép @791 rage @ees/@ for C, T, and R, respectively. Although
statistically <ig nt s%&test,ﬁletho&poo d, one-sided, a = 0.05) the slight difference of
flight actiwity in T com ed tothe rol@% no@ologlcal relevance and was on a normal level
(higher @ before ap@eatl Nt 0D @ thrp@lout this day.

One day>after the a@hca % (IQAA) th mea@ ight intensity, assessed on three occasions during
the day, was nearlyon t me f&vel i G t ent groups with 2.5, 2.2 and 2.6 forager bees/m2 in
the%’ T and R, respeetl@iy I\@Eta‘u tglly §ignificant differences to the control were observed in the
test item grou -@ and Jn gfer nee 1te@ group R, respectively (Student’s t-Test, method pooled,

t1

one- 51ded

Mean pos on flgg tepsny @ DAA to 7DAA) in C, T and R was 12.0 forager bees/m?, 11.1
forager s/rn nd 1609 f er bees/m”. Statistically 51gn1ﬁcant differences to the control were
observgﬁ nd n 5DAA but these differences were only minor in nature, and flight intensity
was gn a n@mal jgvel in 41l treatments (15.3 forager bees/m? in T and 14.8 forager bees/m” in R,
co@pare@ values of 18] forager bees/m2 in the control on SDAA).

None @lese slight differences is considered as biologically relevant or treatment-related.

Findings are summarised in the table below.
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Table CA 8.3.1.3-3: Summary of the effects on flight intensity of Apis mellifera L.

Treatment oro Control Test item Reference @ IS
sroup (©) (T) em®) | & @
Daily mean flight 4DBA to 0DBA 5.140.6 10:04 | B0+09 |@ O
intensity (bees/m?) 0DAA 18.0+0.9 15.7%+0.7 K 19.1+1.3 I N
+STD = S § %
0DAA to 7DAA 12.010.9%/\ 11.1 iOﬁ\g 1091% é\g
DAA: days after application; DBA: days before applica@f; STD: stan@ard deviatior, Q\ @
*: statistically significantly lower than control group % ® %@ Q@ é\ﬁ C&©
@ S Q S @
Behaviour of the bees: N 2 S S &

In the test item treatment 1 %7 % Q ien o %
group eleven cramping’bees chree a@es VAL 100@1 prob}g S aﬂ@one
trembling bee were observed on the day of a%ghcatl n AL Qv 2DAA twelye inactive beey were
noticed in the replicates Ta, Tb and Td plus one e@mpand tre ing @e inga. F ermore
one cramping bee (Tc) was observed on %A&I@? onel t10n blen@ (Tdgxon 4DAA.
Cramping bees were recorded on 5DAQ 18 bees) a@d “Clusterin w1th a@t 30
bees was also recorded on 6DAA. 0¢ he @k%’t da f cogg’ nemel ) ing Bee were
noticed in the replicates Ta and Tc W%&S Qn ee% IOé@ino @ proﬁs @ an@)about 50
bees clustering in Td.

During most of the assessment es s&%lar erva@@ als s\ ade th @ntrol

In the reference item group%ﬁe avieur s as m@ﬁpmg como lerns (7 bees),
intensive cleaning (8 bees) 4nd d@ngln ee bee)@were &etecteQ on 0@AA On 2DAA twelve
inactive bees were noticéd plus our s and ope tr hn@ee %mplng bees were
observed on SDAA (25 b%es) %)A (4 ee nd 7@ A ee Clusteting b@vlour on 6DAA with

about 50 bees and on t200 ees sndticed. ©° & N
From day 8DAA s av10u§no QR 1tles§’1ll o é?y the t&st item but were less pronounced
as in the control are refog; ot $een a&n effeg@relas to ttest@%

Development@fhoa@%e@@ood ngndl\%dual @s @b §

In the contzpl group p C succes@l dea%lop t Wa@)bse@/ed n@le majority of the marked brood
cells, n@atmg a hegjhy é@elop@nt of broods The@snealgermmatlon rate at the end of the
observé&on period (B@)Jr%%/as acceptable at,2®99% N

In the reference \@\n tfeatment grou@ ﬁﬂ;le p@ treattnent mean values of the brood and
compensation ingdices sere ¢ ly tover @@ﬁ those obssrved in the control, indicating a strong

adverse effect The n@ br om; sat1(§ndlg§ as well as the mean termination rates in R
were statisticg) y sighitica dlf’f&rent fom th@ges tive values in the control for all post treatment
assessmen (Student ] t@ést \thod oledf@ d, a = 0.05). The mean termination rate at the

end of t bservatlor@erlo@%FD@ ) @s lQO%@O %, indicating that none of the initially marked
eggs had>complete lopment.

In th&+est item treaggmenéup Tothe 7S od @elopment and mean termination rates were similar to
the control. The mean bféod al@ co ensat i62 indices as well as the mean termination rate in T on all
BFD dates We@ n éhtatls Iy 1ﬁ(%%tly different from the respective values in the control

(Student’s 2@ oled%ne-@ o, = 0.05). The mean termination rate at the end of the
observati (@( 2) was acceptable at 35.53%.

Overall, e quap tatlv@asse ents of brood development in individually marked cells revealed that
Fluoxas] ob1 § 1ed to full-flowering Phacelia tanacetifolia during daily honeybee flight
at a-ate o@ 50 ,”did not cause any treatment-related adverse effect on honeybee brood

deke

Findings are summarised in the table below.
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Table CA 8.3.1.3-4: Summary of the brood and compensation indices and termination rates

Brood index / Compensation index at x days after Te”:.l:tl%ti@y
Treatment brood area fixing day (BFD) @ (BF v
(F‘
0 +5 +9 +15 ) [%] @b

Control 1.00/1.00 2.48/2.49 2.85/2.88 2.80/2.94 3@ /3.95 @%9.9§ )

STD 0.00/0.00 | 0.09/009 | 038/035 (4347024 2)0.43/020 \%@ @

Test item T 1.00/1.00 2.19/2.20 2.61/2.6 258/2 3.22/3 - 55 <
. . . . . .(7% . 82 . g@ Q 3@ &

Q N ©
STD 0.00/0.00 0.41/0.40 0.72@ 0.71 /0% @@).88 /@41 § 1&.}69

Reference 0.00% / 0.00%/ Q0% / N 000%/ )
itemr | 100/1.00 0.04* 9. 15* 66+ " | 6150
g

STD 0.00/0.00 0.00/0.01 %000/ @OO/QS%E QOO@W 5 @ @

BFD: Brood area fixing day; STD: Standarc&ﬁ%watmgl &
*: Statistically significantly lower (brood co;&ﬁensa%@md&% or h@ler (tegnm%@ rate@mpa to the
control © & @’ @

&

Y A
°~100.00%>

& @’ \ v
Strength of the colonies: Q 9 9 @6 @ &© ) \
The overall development of «Q ny s@ren%@near@iumb@r of 1@@5 per hive) @ all é%atment groups
showed fluctuations in a tyﬁﬁ%al az&d normgl range Th olonﬁ&stren&t valags of the test item group
were on approximately th@same@vel evey igher ?grlng the &9 re @y thanthe corresponding

lues of the control grou fi St-iterm rel d ffects opQolony strength
values o € contro gI'O p ’&)CI'C ore, no 1 %@ (& a@a Q\grse c S O@ (0] OIly S reng were

observed. v ’
& TFe T T
Development of thg broc@ area, RN NARZ @% @

N
The mean am ood i theﬂfgolon (sunkof ells” co nlng@ggs larvae, and pupae) was
it oftdrood rigs (g7 I congy

assessed. & N (c’@ S S @
Overall, hegeybee @ood%evelé@me in t@test oM tt@atmeroup T was not affected when

compar the controf.> N
ooy § F 086553

N
Development of t@od %orage@rea @ %\ (& %
The mean amo@ of %)d s@@s 112@7 e c%@’nes (sum @cells containing nectar and pollen) was
assessed. @ >
The majoritydt the@olon@@g WKT%Wel Nprovi dusing the course of the study. Thus, no test-item
related ad%rse effects on@l § Op oféhe foo@storage area were observed.
& o § ¢ e
Conclusions: i N 7 Q
% v O N
Fludxastrobin EC %0 Q@as ipplied 4Ra ta@t rate corresponding to 150 g a.s./ha at full-flowering
Phacelia tanacgiifolia durin@(i)pne e fokaging activity. The effects on honeybee colonies under

confined co 'tion 6ns1ng rtality® flight intensity, behaviour, colony strength, amount of

brood and eveld pment we@aluated.
. Q. ; L .
No test- 1@% r ad cerse e ts on mortality or flight intensity were observed.
The IF@tltat SMengs; Sof brood development in individually marked cells performed in this
stud vea tha uoxXas robm EC 100 G did not cause any treatment-related adverse effect on
ee @good d&elopsent.
The (@ honeybee brood development in the test item treatment group T, measured as mean
numberdf cells covered with the different types of brood per colony was not affected when compared
to the control.
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No test-item related adverse effects on colony strength or on the development of the food storage area
were observed. @ S
No test-item related effects on behaviour were observed. N §
Overall, Fluoxastrobin EC 100 G applied at 150 g a.s./ha to a flowering cropyin presence@ho ey
bees did not cause any effects on mortality, flight intensity, colony strength a&%@é@orood devel&pmen@

2 S § %
CA 83.14 Sub-lethal effects © \ \ é\a
There is no particular study design / test guideline f¥ assess u@@ethal effsﬁ neyt@@es @
However, in each laboratory study as well as in any higher-tier st&® sub-lethakeftect oc@rmg%
@ O
are described and reported. % Q &’ 'S & Q) &@
Q'Sb Q} ‘\@ @Q 6\ @ Q@
YR O \ %
CA 8.3.2 Effects on non-target arthr@odk@her than b@ 6@’ @Q
For studies already evaluated during (I ﬂ% fH @EU\rew is ¢ ound plea@
corresponding section in the Draft AssmenﬁRepo@éDA@ nd the Basel m@ossw\(g pro
Bayer CropScience. \ W\?
Studies on non-target arthropo aV Kbee %erfomled re f(ﬁ@nulatlons
Fluoxastrobin + Prothioconazole and %mafe iyt Fl ©\~ str aze;&e C 190. A
list of these studies is presented@1 the P d@ume ; Anggx p(@{ CP 3. 2
AN
"”\g & 0 &
CA 8.3.2.1 Effects om/j&phu@s rh@al §@§ v § @ %@
Please refer to point CA §3 2@ % S 6@} § N % §
TSN P
CA 8.3.2.2 ﬁts Typh%qu@s pri. 7 9@ @
% X AN é@ S

Please refer to point 8.3.2. & ~N AN
CHE &>

% S o @
S Dl < S
& FE5 5T

SIS
& & & & .~ S
QS b LS
@ O ¢ .0 © .0 @

NN

= § g 2L
2 @"@o%
& & Q S
Q N &9
> %@Q@’Q@@
S @ﬂ&@\ O
@%
&%“ﬁ@@

&§§©%©@

AN
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CA 84 Effects on non-target soil meso and macrofauna D
Under Regulation (EC) No. 1107/2009 there are no data requirements for the acute tox&gy tq§
earthworms. S @
N & ©®
The degradation pathway in soil is given in the figure below. For further @talls refer@ Secfien 7
“Fate and behaviour in the environment”. Q ¢ %
% o\ Q, '24\9
O @ Y S @ L@
Figure 8.4-1: Proposed degradation pathway of fluoxastrobin in soil @jor degradafion pr cts&\a &
T R O &
% @@}
\% *

K . %o
RO E K &
?o ." §9§

S)

9
%
S

@Q*; ©&

\'\«@J %y

@5
e
A
9 &
Q
@ Q ’ch
Q ©) ©©@ .
&=
@und%
X 8, IS
> @
@
N %“

A
CA841S é}fth‘@m, @s@}s 1eth<?effects
For informatj diesdlready evaluated during the first EU review of fluoxastrobin, please refer
to cqirespo t10 iit the Baseline Dossier provided by Bayer CropScience and in the Draft
AQ&: sm eport (DA
Add1t1 studies on earthworms were performed with the fluoxastrobin soil metabolites HEC 5725-

E-des-¢ orophenyl and HEC 5725-carboxylic acid and are submitted within this Supplementary
Dossier.
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No study on the chronic toxicity of the metabolite 2-chlorophenol to earthworms is available, but some
information can be taken from the chronic earthworm study with the Fluoxastrobin E 00 &
formulation. In this study the application of 1.0 kg a.s./ha fluoxastrobin had no influence on mar lity&§
weight development, and reproduction of earthworms after 56 days. The NOEC (28 days)@ed n
mortality and weight of adult earthworms is 1.0 kg a.s/ha. Additionally it is ZNOEC and néf an .
Assuming that 2-chlorophenol is formed and reaches its maximum between about 15 ta23 d@ the
effects of this metabolite on mortality and weight of adult earthworms 04&%@ considered3o be@p ergé@
up to an application of 1.0 kg fluoxastrobin/ha. @ N v\g\ \O\ N @
Additionally, for the purpose of the earthworm risk assoésment the ervative a@@mp has@@en &
made that the metabolite is 10 times more toxic than é}e parent a.s.& A concl 6\. N@@OO@ c&©
o & O @

Details of all studies regarding chronic endpoint@ earthworng are p@@ided@ Tab®§CA &4.1- 1@}

RN I N SRN
e ced i ok assee et et S LY S
Table CA 8.4.1-1: Endpoints used in risk asse e% ear@wor/@or @astr@m af\r@ its n}}%%bohét(eso

Test substance Test species S 9 “Endpoint < Re@?’enc&@
O N @, I g 001;
KIS
LV o e O & o & 200 M-
R A R < S GT L058532-01-1
HEC 5725- fé;;o'%?ﬁ’@l@ @>N T ﬁgp.ﬁ&:: @s@ “g B0
carboxylic acid 56 d, mixed & @& @% RS N {\w KCA 8.4 1

a.s. = active substance, pum. = pute metabplite, prod. = duc,ga%vs = weight Soil&@)

D conducted with the formulaffdn F@Xastr(@in EC % O Q &

2 The endpoint of & mﬁs/kg@ d@liste@l the EFS ®ntifjReport 102 (2007) is based on the standard
conversion. In act&t tud&;t;he test tiaterjdkhad begtl spr 0nt@§he soffythe recalculated endpoint

according to g€ actualtest con itio&is caleytated Based an the actlly applied test rate of 1090 g a.s./ha,
test vessel @face 98%@ and t&3t subStrate 0500 g & perggst vesggl

3 endpoin@)rrected y a factor o due %high stganic fptter @)ntent est soil and log Pow of >2
Bold lett@; values co re@%van@’r risk a sessment & s
AN

@ \Q & O v O
N N S R
§ RN > O >
Report: % 1 w 2615; M-536000-01-1
Title: Q@ Q luggastrohin=zE-ca xyljc@id (B@-AR14771): Effects on reproduction and growth

/0

1
© oo cap
Report Nos\ 101841

gﬁ-m—@% &

ia fetigha in a@ﬁcial soil - Final report
edgh in g
Docume@o.. . M-s53 N
Guideline(s): @\ EU Directive 91/414/EEC O
N % Rélat' @EC}%@H&@O@ (2009)
@5 EP CSPP Not Q@licable
Guideline deviat@?(s): . nong, SN S Q
GLP/GEP: @ O ye R @
& N Q S Q
& &S
Objecfive: & @ ©
BN
Tl@@&n‘pof thiy study was to investigate the effects of Fluoxastrobin-E-carboxylic acid (BCS-
A 4g§0n the mortality, body weight, feeding activity and reproduction of the adult earthworm

Eiseni jetida.
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Material and methods:

Test substance: Fluoxastrobin-E-carboxylic acid (BCS-AR14771) ; Synonym: BCS-AR14771; &ch@
code: AE 1302955-01-02; Origin batch No.:. KML 5767-2-5; LIMS No.: 1341147 Pu@ AEY
1302955: 88% w/w. S 2 O

1*' Experiment: Ten adult Eisenia fetida (with clitellum and weight range of%S mg to 5 ‘&% 8
months old) per replicate (8 replicates per test item concentration) w I%exposed fof 28 d§ to\y\\af@
single test concentration of 113.6 mg test item/kg sdil)dry welght&qulvalentx@ 100 mg piite @
metabolite/kg soil dry weight) and to one untreated coltrol. The p s 6.1 to eri etal &
start and 6.1 at experimental end; the water conteat at experiméital start w. ﬁo §° 3 4{&©
(54.6 % to 55.9 % of the maximum water holding \@- acity) and a@@xperimental d 1.8% tQ32

(56.8 % to 58.3 % of the maximum water holdu@amty) t perat was Qlthm®e rapge of

to 22°C; the illumination was 16 h light : 8 h d I%ht mt@ty was w1tlzi@a the@nge &400 ?@800

lux.

2" Experiment: Ten adult Eisenia fetida (w1th ellu @ght@nge (@7 306d 99 mg,
approximately 6 months old) per rephca‘g&% repli ate&\ger t nce 10n an 1c§f
the control) were exposed for 28 daysfo a th%test on Sof lli 34%9 5989 and
102.3 mg test item/kg soil dry weightQx qu1%ent 30 &and § ollte@kg soil
dry weight) and to one untreated c&@r e pH wa i@@lme 1 stagthand 5@9 to 6.3 at
experimental end; the water contéat at xperl ntal to § % 7 9 t 55.5% of
the maximum water holding ca@cny d at @zper ntal % toQ32.7 % to 59.4 % of
the maximum water holdngapacﬁy) perat e wﬁs w1t grange 0 18 to 22°C; the
illumination was 16 h light nte y Wa@wnhm&the e Qf\%() to800 lux.

For the control of both ¢ %rlm s thegam ou of q sard, per 8Qubstréte as in the test item
treated groups was added a oi ened §1 nised® ater. The iegtafect f the reference item
Carbendazim (499 g@ non@al) e 1n@est1ga in a&%parat@stu The assessment of adult worm
mortality, behaviopidl effects a 10REass devel op ment wag carrie after 28 days exposure of
adult worms in_teated @rtifictal soﬂso\Re foduction rat $ @prmg) was assessed after

additional 28 @s ssed 56 s af ter>ap f&atlo t wﬁ& performed according to the
guideline ISOT126852 (201%) and e OEED G eh

‘”\7
Dates o@(perlmenta@or@pr@ 201?‘.0 (@tobe 2%6

@%
% \
Findings: §) & N o\© @;\ﬂ é &
Validity criteria:@@ @ § @9 ‘\% Q @©
Tabl CA84®@2 ©©V "ﬁiat@'\@ & . ©
able 40 2: 1 eria NS
S I R
@ % Q@ @ @ RS equired : : Achleve(: :
o N 1% experiment 2"¢ experiment
Congrol Mortality: O > @ - <10% 0% 0%
Control Reproduction (Jugeniles per Contagher): A >30 199 to 252 179 to 293
Coefficient of ation of the Qﬁﬁtrol @ &
Reproductlon,é@Iq & R <30% 8.7% 18.5%
All study V@dlty (?merla @re met ©@

No mos@%)lty '~= erve% any treatment group, except for two dead worms (5%) at the test
conc&ﬁ‘&ratlo f 5@ e metabolite’kg soil. This mortality was not statistically significantly
dl@nt c@@pare@’o th@ontrol (Fisher’s Exact Test, one-sided greater, o = 0.05).

The bodisweight changes of the earthworms after 4 weeks exposure to Fluoxastrobin-E-carboxylic
acid e not statistically significantly different compared to the control up to and including the
highest test concentration of 100 mg pure metabolite/ kg soil dry weight (Student t-test, oo = 0.05, two-
sided in the 1. experiment and Williams t-test, o = 0.05, two-sided in the 2. experiment).
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The reproduction rates were not statistically significantly different compared to the control up to and
including the test concentration of 90 mg pure metabolite/ kg soil dry weight (Williams t-tes =
0.05, one-sided smaller). At the test concentration of 100 mg pure metabolite/ kg soil dryweig
reproduction was slightly but statistically significantly reduced compared to th@ontrol (Stu -t%

a = 0.05, one-sided smaller).

No behavioural abnormalities were observed in any of the treatment grou;% %e feedm%@snw{@n al%
the treated groups was comparable to the control. \ @

\ @ @
Table CA 8.4.1- 3: Effects of ﬂuoxastrobln-E-carboxyll&aad on earths (Etsem@gﬁda) Qﬁoth é\” é
experiments @ Q
1* experiment @“@ TS = @
Treatment group Control O > D IQO%d <
Mortality (day 28) [%] S g 7 Jlay S o
Statistical Significance S-S & © MIFNYSYS
Body weight change (day 28) [%] NRIENETYEN S 3378 O
Statistical Significance " o @ & O lS & nw r§
Mean No. of juveniles (day 56) 1Q % Q9 AN o & a0 7
Statistical Significance ! @ TS _@% &U @@j ARG
Reproduction in [%] of control O Q O 41>
(day 56) N A e S
o o Q t;g(perlment &w - ~
Treatment grou %) NI
growp & O @ﬁtr § A0 L 1| B0 & 82 90
Mortality (day 28) [%d, @W b 09 0.9 % 0. 50 0
Statistical Signiﬁge » v @ N nsiv ns. Q o n.s. n.s.
Body weight charfge (dash28) Q%D _26.1 24 7298 | @38 25.2 27.1
Statistical Significancd” & NIRRT 0 [ Vns. n.s. n.s.
Mean No. ofgjiveniles(day36) O 237 [ 2500 0 .| 212 190 211
Statistical ,,Slgmﬁcﬁ@ce 3 & = @ ng> @Un.sa.zfg, n.s. n.s. n.s.
Reprodustion in [%] of‘cont J
(day 565 @“’ ‘@ﬁ & ©@08§ 93 91.5 82.1 91.0
{)\ Eg}ipog&s [mg@ur tabmlte/kg&ml dry weight]
NOEC (day 28 piottality and w@ight). ‘0] D >100
LOEC (day 28 mortality’andweight}® \ L & >100
NOEC (day&f reproductighd s, ° - 90
LOEC (day 56 reproducfion) <O KR @ @ 100
The resu[@kpresent rourged V@ calcd@ated @ the e)?%ct raw data. The test item dosages are given as mg
pure metabolite/kg ar@ml soil Klght @
= notapplicable N
n. s Svnot 51gn1ﬁcantly diff ared t@the (§rol

= significantly @fferent comp @cont‘l
D Student t-te % cate

2 Fisher’s Exatt Testha = O one- s1ded ter
3 Wllllam@itvtest &= 0. 0@@%-5@’d for wéight changes and one-sided smaller for reproduction
S

Refem%?e I@Te % s§
mog@%yecen@est @h the reference item carbendazim (performed under ibacon Study Number
dG§fr0m July 2014 to September 2014), there were statistically significant effects on
repro 1on at a concentration of 1.95 mg carbendazim/kg soil dry weight and higher, which is in line
with the guideline OECD 222 (effects should be observed between 1 and 5 mg carbendazim/kg soil
dry weight). The ECso for reproduction was calculated as 1.87 mg carbendazim/kg soil dry weight.
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Conclusions:

The No Observed Effect Concentration (NOEC) for mortality and growth of the earthworm OE@nia @6
fetida was determined to be >100 mg pure metabolite/kg soil dry weight, i.e. th%highest conc@ratioﬁ@’
tested. @ o

The No Observed Effect Concentration (NOEC) for reproduction was deté@%ined to be &) mgSest
item pure metabolite/kg soil dry weight and the Lowest Observed Effec Concentrati@LOé for,
reproduction was determined to be 100 mg pure metaboli@kg soil dry \&%apg t. N \@ é\a

@

\a
S

o N &)
Q < N SV NS
S Fo & F 2 &S
RN & O @
9 N 2o
S Y R
&@ \)@O\@% @@%\@ %§\©
§&©\@%é&@
@ O .0 & O @
©©©\\\©
O 9 K & @
S S oF LD wl
@’ 2 Q @@\
Q\%\&OQ
B %QQ@’@@
N @g@)\ Q&@
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o S o
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CA 8.4.2

For information on studies already evaluated during the first EU review of fluoxastrobin, plea@ e
to corresponding section in the Baseline Dossier provided by Bayer CropSc@nce and in

Effects on non-target soil meso and macrofauna (other than earthworms)

©

oy

feg§©

Assessment Report (DAR). & IS
Additional studies on springtails (Folsomia candida) and soil mites g@wspzs ac lfer Swere
performed with the representative formulations and soil metabolites of % astrobin an(@re s ittgé@
within this Supplementary Dossier: ©) v\g ~ N
\e @ @ NN @ @
» & &
O
Table CA 8.4.2- 1: Endpoints used in risk assessment Collembol%ud sml mites & add%nal@dles@g}
for fluoxastrobin and its metabo &
o Q @ &)
Test substance | Test species | Endﬁ(}mt \ Qy AN R&feren@@
Collembola, reproduction ;\\& @L? N & (§7 N
v O S Y S S o
% 2, @ \@ Q @ by
7 LA > &6 N i (&zook&ﬁM -081685-01-
2| S = = © o Q@ 1Q
&© ‘% NN \@ § N *@2001; M-
Q B TSI EY T 033640-01-1
> ) U@ a \g@ g d
Y R @) Y Q
FolsomjiReandidw S v AN @)Q ) O & . .
HEC 5725- reproducti O'N >100‘mg p.in/kg dWe s 2014;
carboxylic acid 4N mix&? QFC @z gpfn/ke dWS | o) \1.470456-01-1
L% i 9 & & o v X & Kcasa2l
& (@)
@vlsom@an 72 QOE \ 56 néﬁy m.fkg dws* \@ B 203
2-Chlorophenol @ reproduct @NOE@epm @ 10.mg p.mMRg dwsS b2 ’
éd iX OECeorrQ  Famg p.m./kg dvs" M-472327-01-1
> > I K a g p/kg dW KCA 8.4.2.1
Soil mites, re@ﬂucti@} 5N W S @ v
O ) ) Vi
O | lrosd 2 & O @ .
& Gn | RPEC @ 18 me gy I 2002; M-
S &Y d.@ed & & S 039155-01-1
o @) N, O
. @ podsg@ac%zfer S N NS . M
HEC 5725-E OV re oduc [ NREC & 2100 mg p.m./kg dws I 2013; M
des-chlorophenyl 83 44, %\ D 475673-01-1
g4 &5 o LY & & KCA 8.4.2.1
YO © Ko
@Iypm&fs actiteifer KN
HEC 57259 . S & B 2014 M-
carboxyke\acid %r gd od @'%V‘Q . @&:C%@ 2100 mg p.m./kg dws 484792-01-1
.9 @‘ N KCA 8.4.2.1
% %ypo is ac@ifer @ N . > 100 mg p.m./kg dws
M ¢ mort = A . - M-
25Shlorophenol ﬁd@on R Né@éepm 56 mg p.m./kg dws T 2013; M
o 14 d,snixed @ EC 28 mg p.m./kg dws" 475688-01-1
L@ davixed & | NOECeor m. KCA 8.4.2.1
a.s. = active tan ﬁ$m @re m%taboli@ prod. = product, dws = dry weight soil
H Corre ilic su§tance (log Pow > 2)

2 Not c

dp tdue@ lip
cted§ to 16w org@§)

matter content in test substrate LUFA 2.1

Bold lgN I's — @nes c%mdel@relevant for risk assessment

&
<

&

Q@

GRS
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CA 84.2.1 Species level testing @o S
&
Report: KCA 8.4.2.1/01 | ; 2013; M-475673-01-1
Title: Fluoxastrobin-deschlorophenyl (BCS-AO058740): Effects 01(?1(3 reproductQ@of ﬂ@
predatory mite Hypoaspis aculeifer ©
Report No.: 131048 1918 A S @ R
Document No.: M-475673-01-1 @
Guideline(s): OECD 226 (2008): Predatory mite @poaspls (G@@%elaps) aculel@ re@ductlo@ &@
test in soil
Guideline deviation(s):  none @} &© é\ﬂ Q § C&©
GLP/GEP: yes ) Q & S« © &@
o & R O @
Q N . \ 9
X N . T T AN
LA A R S SN "\f
Objective: Q @ & & v @
§ &
The purpose of this study was to de%rm;n@’po e@ial e@ct H@Q 5725esc ropl@yl
(metabolite of fluoxastrobin) on the n@%ﬁaht&%d ﬂw repr uctn@ G0 of s011 mite @mes
Hypoaspis aculeifer (CANESTRINI) ﬁepz&%n‘ta&&of s@f mi r@arthmpods rin @ est oriod of
14 days. The test was performed as t%&accor@ng ‘g& e O ehn 6 8) @)
: Q > @Q RN
Material and Methods: @ 95@ @,@9 @j@ @ S @© «
Test item: HEC 5725- desc@opheﬁll Sgbstance code™ AE, 3 “295@) BCS-code:BCS-A058740,
Batch code: AE 130295300 1BY8. 0001 Origii} BatcRoNo.: HECTESS-4-1;-CASeNo.: 852429-78-8,

LIMS No.: 1240600, Ce&%cat% 0.: AD 184@ ana@tlcal @rdmgs“\g 8. 3%W/®

Ten adult, female H; %aspiﬁﬁu T pegf eph§ 8 @hcate@for @con@ﬁ group and 8 replicates
for the treatment (groupk were §isé@>to co ro@ XiC @ference 1te@ and treatment. A single
concentration of~00 test@*em/kg%artl icial so ght s te§ted at 19.5 - 21.5 °C and a
photoperiod: li d = 527 ). D&rﬁ g the test, the Hypouspis aculeifer were fed every
2 — 3 days w hagus putrescentz% (SCHRANKQ> The @tificidbsoil was prepared according to
the guidelifie W1th the llow uent&)erce@age @strlb@)n on dry weight basis): 74.7 %
1ndustr uartz sand peat, drlg&nd fittely ground, 20 % Kaolin clay and 0.3 %

CaCoO:s. ortahty ax&) epr thgﬁwere @t%rm& after’14 ggys of exposure.

Toxic standard @meth%ate 400 10&@12 %40 ©8.00 - 10.00 mg a.s./kg artificial soil dry
weight; contr(@ quar‘@ nd sdlv en@:ontr@ non@ @a

@ \\ o
Dates of e@gerlmental v@‘k g&pter 2 1%9@ October 29, 2013
I R R S
Findings: S N N
NN @ x4 ay N
Validity criteria: D R o
Validity criterigfcontrol values) @ & Recommended |Obtained
Mean mortafity of aduly femdles =" <20% 10.0 %
Mean num@%r of @enﬂ%ﬁ@er re@a&cate Q@ >50 279.5
Coeffi %‘@nut of@g%atig(mea@mber of juveniles per replicate) <30 % 15.7 %

The ‘e%@?dlt)@ﬁer &Keontrol group were accomplished.

Referency test:

In a s@ara‘[e study (BioChem project No. R 13 10 48 001 S, dated February 04, 2013), the ECs
(reproduction) of the reference item Dimethoate EC 400 was calculated to be 6.64 mg a.s./kg artificial
soil dry weight. The results of the reference test demonstrate the sensitivity of the test system.
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Biological findings:
In the control group and in the test item treatment group a parental mortality of 10.0 % and 18&%, &
respectively, could be observed at the end of the 14-day exposure period. N
Fourteen days after introduction of the parental mites into the test vesselsgythe mean n@)er o@j
juveniles was 279.5 in the control and 261.1 in the test item treatment group. @JQ & @
Th o @2 N
e test item caused no statistically significantly adverse effects on adulg;\g rtality (Ch x2 test, ou;g
0.05, one-sided greater) and reproduction (Student t- tes% 0.05, on ded smalle&of th@eda@% @
mite Hypoaspis aculeifer in artificial soil at 100 mg test m/kg soil @/ weight. %o @
¥ @ § s
. @ & Q) @
The results are summarised below. Q &" & & © 5
& NI
Table CA 8.4.2.1-1: Summary of the effects onctlgortab@ and @rod@éﬁon ()@iyjpo aspis acufteifer
Test item HEC 57%—de§c@ro h&yl Q S @j @&
Test object IQ%Oasp&%cul @ &% . ©
Exposure @ Ar&&ﬁmal s&g & Q w\?\ /@pQ é\ﬁ ®)

Adult mortalg@@ @ E ﬁiem@“@ﬁcti@@

NOEC 2 1 ® o
LOEC g&’ ‘(@’@ x@ > é% © & S
ECio >Y00 XJ00 -
ECa @3100& @ o @ SRS
e
% ’ HEC’5725 deschiorophenyl (mg metabolite/kg soil d.w.)
Endpgint S D O contiil DS 100
Mortality of soil ntijes aften14 days (%) v L1900 & Y 18.8
Mean number g@lver@%s after 4 days 2D &?79.5 N §\g %, 261.1
Qv O O« o 155 § - 8.8
Reprpduction (% to c&ftrol)@ N 0o 93
No stati%@glly signifi @ ompared the@ﬁtroi\v%re calculated (Chi? 2x2 Test for
mortal#fy o = 0.05; S nt Qpst for repr uctlor©a 0:95) .
CV: coefficient of@ﬁatlog,\d W@y wéight (&%mf@al soﬂ%
Calculations wergdone %smg -roung Wed valtie
Percent reproductlon (.\' 10 @ S
R; = mean ner .@ venifé miteg in tl&@eateQ%ro (@j
Re= mean%umber of JuV@ s in @ co&ﬁ@l gr@§

@ %
Conclu&s Q &@ Q\

Th%%ét item HEC%§7725 @ch}@g@fnhe [ shoi d no statistically significantly adverse effects on adult
mortality and r goductl h of tHe prggato e Hypoaspis aculeifer in artificial soil at 100 mg test
item/kg soil di % erefé@ the%verall No-Observed-Effect-Concentration (NOEC) was
determined ben’ 1085 mg st iten/kg soil dry weight, and the Lowest-Observed-Effect-
Concentraﬁon (@EC) @s det @mmeﬁ@o be > 100 mg test item/kg soil dry weight.
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Report: KCA 8.4.2.1/02 | -<; 2014; M-479456-01-1
Title: Fluoxastrobin-carboxylic acid (BCS-AF84333): Effects on the reproduction of thggy” @
collembolan Folsomia candida . L
Report No.: 141048 098 S S S @
Document No.: M-479456-01-1 S @ ©)
Guideline(s): ISO 11267 (1999): Soil quality — Inhibition of reproductiofpof Collembola%T-ols fhia
candida) by soil pollutants. International Standard, Firstgdition 1999- 0@ ﬁ@ &
OECD Guideline for testing of chem@ls No. 232 (ad&p ted 7 Septean g@ R
Collembolan @Q @
Guideline deviation(s):  none 2 N
GLP/GEP: yes & ©Q %@ QQ &0
@ S Q Q©
QN Q S @) @
@ ? Q © &
Objecti £ @ \@ N @
jective: % Q@ @ \

N
The purpose of this study was to detemé%e o@ntla@\effec&@g of > ﬁﬁ)ht% Fluo stroblr;;
carboxylic acid (BCS-AF84333) on the r oduct@’e out@t of the collembolan Folsémia %zd
representative of soil micro- arthropods atest qeriod af28 %s Affor 4 weeks the nu@r of
offspring (juveniles) and surviving ta (i} @n& were cc@neds@he t was@rfor@d as a
limit test in accordance with the (@@B Quldeh@ 232@ %&nd gé atio@ Stqz%dard ISO
S R

11267 (1999).
(1999) @@@?@©§&©©@©©@®\
Material and methods: Q@ o @ &@ @Q & é%
Test item: Fluoxastrobln carbo S-ARR4A333, &AE@%OZ%@OL%) metabolite of
fluoxastrobin; Batch ced AE 30 ngl atch No.: @ 7-2-5; LIMS No.:
1330012; Customer order no.; X 928 §% 42 81 -3; ﬁialysééésurlty. 90.2% wiw.
10 Collembola (9 1 eph te (8 @) ic e% for t@ confrol growp and for the treatment
group) were expos treate§ ntredsand 100 re mgfabolite/kg dry weight of soil containing
74.7 % quartz sa@ ao in clay,™s % Splglagnw\gl pea@ld O@A) 3,at 18.6 —21.8 °C and a
photoperiod: 11 =16h"8 630 %&ere fed wee@wnh%gﬂranulated dry yeast.
Mortality and@pro tlo&@ere de rmn%d aft d@%
2 N v
Toxic s@lard 44 — @”— 1@ - 1@ 225 mg I:an »1.7 ga.l@dry weight; control: quartz sand,
solvent eontrol: none@ . S Q° N
@ < & .0 &,\ (& )
Ny
Dates of work: @ary%9 201%t0 F@bmar&@, 2&1@ S
R
Findings: O O © SN N >
¥ o K & e
Validity @ria: . Q@ @%\: T %
%Z:Eg:g_gl%:;&\% N mm\%@\ied by the guideline Obtained in this study
Sy Mean adult mortafty °\ R A <20% 2.5%
Mean numbgy of juveniles per &
Qg}hcag% per” > 100 663
Coefficighyof v%r\tatlon @
number @i Juve pe;, @?cat%ﬁ Q <30% 12.1%

The re the 1delme concerning the precision of the counting method (average error
<10 %%was lleéh rmined overall error of counting amounted to 3.4 %.

Ré%ren

In the iﬁst recent study (BioChem project No. R 13 10 48 004 S, dated July 16, 2013) the ECso was
determined to be 108 mg a.s./kg soil dry weight. The LCso was determined to be 192 mg a.s./kg soil
dry weight. The NOEC for mortality and for reproduction was determined to be 100 and 44 mg a.s./kg
soil dry weight, respectively.
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The ECso value for the reproduction was close to the value of 100 mg a.s./kg soil dry weight as stated

in OECD 232 (2009). The ECso therefore showed that the test system was sensitive. @@
Biological findings: @ @® @
Mortality & S
2.5 % parental mortality was observed in the control. No statistically s1gn1ﬁ<@171t effect (l@l xact
Binomial Test, o = 0.05, one-sided greater) on parental mortality Wagg%und for the@oncﬁtlg\f@
tested. 5> \\ @Q @
X &’ N &
No effects on behaviour of the collembolans were obed during t@ est. é\g Q § c&©
) @

Q &
Reproduction % @) Q & &

The mean number of juvenile springtails counted fQur @ &er 1n@duc®1 of%e %%ntal
6

collembolans into the test vessels was 663 in cor@ 8l a at 100 &;{Zé?etaboﬁe/k%noﬂ dry
weight. No statistically significant effects Stude —tes@ (@ oné3ided sthall un@ér
of juveniles compared to the control grou@ ere{oundm OOgg ur&gneta@ite/kg soil dfy*wei

The no-observed-effect- concentratloréﬁO%,) wa§ ter@aed t@\be > @6 m@xﬁre aboht@kg soil
9

dry weight. N
Q & @ @ S @ & RN

% B oxaee o SRS
Table CA 8.4.2.1- 2: Summarthe@%cts of uox@”obil&rboc acid on Fo@amia dida

Test item NN @luo@trobn@carbo%yhc (BC@AFS@%)

Exposure &tlﬁcml soil v ,s@

Test object o\@ S) @ § @% Folsgmta dtda@ 2y
mg pure metabolite/l@wil ¢§ T2 ~M umbgr of § N
dry weight . O ju tes@ ©Repr§ﬂuct10n Significance
nominal concelﬁon N lity) (% @f control) (*)
© %) T i\\and@ﬁd dev@mn @& <

@) G
Coptlel ~7 | 20 W63 v, £ &y 80 §

100 @ 2.5 686 2 O | 9 103 -
2 7 o © v @ &7 Reproduction
NOEC; ?@mon (mg pur@{%ﬁetab ite/kg @Tdry welghtbQ & q > 100
LOECieproduction (mg puge etaboltte/kg soil d);@/elgh@ SN > 100
The calculations were pe ed w1ﬁ&,unroul@\d values
(*) = (Student-t-test o ded-smaller, o @05 +y§§1gn1ﬁg§7@ no & @)
Percent reproduction: (R{/ Rc)@ o %3 @ @
= mean number @uveml@ ew@ the tr&aged gro@ Q &
R mean num| juven@gs obse@ in th\e%ontroup @\
L & @
Conclusi % ) QQ @lj? @ %
Fluogastrobin- carbG@hc id (B @833) ﬁwed no statistically significantly adverse effects on

adul¢ mortality an(ﬁ"epr ctionno the@)llel@lan Folsomia candida in artificial soil at 100 mg pure
metabolite/kg s kdry welght
Therefore, thegover No- ser “@Effec@Concentratlon (NOEC) was determined to be > 100 mg

pure metab e/k 011 elgh a @the overall Lowest-Observed-Effect-Concentration (LOEC)
was detened t@ e > re me abohte/kg soil dry weight.
@@ & & @

@ @
& @

&

Q@
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Report: KCA 8.4.2.1/03 | T; 2014; M-484792-01-1
Title: Fluoxastrobin-carboxylic acid (BCS-AF84333): Effects on the reproduction of thggy” @
predatory mite Hypoaspis aculeifer . N
Report No.: 141048 097 S S @\ v
Document No.: M-484792-01-1 S ©)
Guideline(s): OECD 226 (2008): Predatory mite (Hypoaspis (Geolaelap&raculeifer) rgoduct&
test in soil % o K &
Guideline deviation(s):  none R N @ X
GLP/GEP: yes © @& Ry \ @Q
X O Q S
& v &0
> > Q O
- @ & o &
Objective: S Q o & ©
. . Q(@ . @ Q
The purpose of this study was to determiné‘potential eﬁ%ts af the te leg%%(asn-
carboxylic acid (BCS-AF84333) on the mortéljty andthe re@ e otz&gput oftfe sotbmite Species

Hypoaspis aculeifer (CANESTRINI) as a repr@enta& of goil mjéyo-art pods@’url a tes rloiaf
14 days. The test was performed as limit &e%g acgo@’mg{_@he O&D %ndehr@Z% (2608)

AN \ &
Material and methods: @

Test item: Fluoxastrobin-carbox @c a B@AF@%\@E § f@oohte of
57@ 35

fluoxastrobin; Batch code: AE “£302935-0142 Origin @ IMS No.:
1330012; Customer order no.: TX 09928- O@CA 0.: 882 —3 Aralysgd-purity: 90.2% w/w.
Ten adult soil mites (femal@per r%hca@(S rephcates%or @contﬁ@l group and @r the treatment

group) were exposed to u reatedé@ntro mg pli¥e met 2§§<g mgh@ of soil containing
74.7 % quartz sand, 20 % Kaolin clay, 9% s §gnu& peat @3 9.7-21.2°Canda
photoperiod: light : (;j%rk = h:&h (5 x)d wée fed eve - B@ys with Tyrophagus

putrescentiae (SCHRANK). h@ita@%and @prod&@on were cte detéphnin fter@ﬁ days of exposure.
o N
Toxic standard @me%@te @400)% 1%\5 12& 40@@8 00@°10. O@rng a.s./kg soil dry weight;

control: untrc‘ S% tc@ltml @n % S §

v N < © &@
Dates of werk: Februa%m 2&{@ tc@ 0820140 o @
€ < D
&@ @ @ Q° @Q K SR Q
Findings: Q\ & é\g ® ?i,\ N %\
Validity criteria:, @ & S @& O
Validity crltﬁ@j> N @com\mende;@y thgﬁndelme Obtained in this study
Mean adyitFemale jhortalfey - O‘V 5.0 %
Mean nymber of juvenilgy per Q @
e | G 520 -
Coeffielent of Varla@i‘f (mear @ N
number of juvenilespor replicate) A5 @ 0% 11.9%

Théwalidity criteria for @ COIY@QT gro@ were) eaccomplished.
S

N
Reference te @ Q
In a separ: st@ em pI‘O_]e . R 13 10 48 001 S, dated February 04, 2013), the ECs

(reprodu n) 0 'b enc m Dlmethoate EC 400 was calculated to be 6.64 mg a.s./ kg soil dry
Welght ts of the r@nce test demonstrate the sensitivity of the test system.

Bm@wal&dmg@ @

MortaliphS

In the@?ntrol group and in the test item treatment group a parental mortality of 5.0 % and 7.5 %,
respectively, could be observed at the end of the 14-day exposure period.
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The test item caused no statistically significantly adverse effects on adult mortality (Chi? 2x2 test, o0 =

0.05, one-sided greater) of the predatory mite
metabolite/kg soil dry weight.

Reproduction

Hypoaspis aculeifer in artificial soil at 100 m

Qb

@re <

& o

Fourteen days after introduction of the parental mites into the test vegsels, the mea@nu@r of
juveniles was 244.6 in the control and 227.5 in the test item treatment gr@\% @

The test item caused no statistically significantly adve

0.05, one-sided smaller) of the predatory mite
metabolite/kg soil dry weight.

Table CA 8.4.2.1-3: Summary of the effects of flu strobin-ca@xylie\@d 0%:%0%% ac%@?"er @

I @ffects on rgproduction ( %en&\es‘[ § @
Hypoas?v aculezfer@ art1ﬁ01al @ m&pure &

&
@ <O S S &

S) Q@f&& &

T -
Test item ) %@ @ Flu@g&astrq@’n ca@yllc ﬁld (%C%
Test object % . \@ is aculdifer @7 @§
Exposure R S
& N N ﬁc1{§§801l @
mg test item/kg dry | Mortality of *’ m{&& %ﬁﬁ;&ﬁg o @bv § @eprogction
weight artificial soil after 14 Q Vs (0 o &ys N § o R (%%@control)
Control @ﬁ) 9 B J(@)M@ < @@1 9 21 S 100
100 RNENT @ 2215 R 670 [N 93
N ey« & & A@ult nggrtality |~ Reproduction
NOEC (mg pure metabolitedsg soil dpy weight) @ ¥ 00 @ >100
LOEC (mg pure metabolitedkg soi] dry werght) § @§ QD * 100@ > 100
ECio (mg pure metabolitg/kg s wéight) © S o\© & N > 10 > 100
EC» (mg pure metabgfite/kg $8il drg&%lght)% NEEN © Q) >i\§0 > 100
No statistically significa erenqes compa@to coﬁ@l were cﬁ{ulam@@hlz 2x@Fest for mortality, o= 0.05; Student t-test for
reproduction; o = 0.05 N SN
Calculations were don€ psing %Q roundedyalue N &\ @ @ ?§
Percent reproductl@ ./ OO 9 3 % @ §
R = mean number uvevz%\ltes e treate@group(%% @ @ @) @
R. = mean nurr%r of juventfe mites 111 the ca@yol gr(% é\ 04 @ 6@7‘3\,
N ‘”\9
NS
Conclvf@n: @ @ @ o @Q § N O

The metabolite fl \hstrﬁbln ca@oxy c©301

adverse effects
artificial soil 100
e i
(§, a@he
rgﬁlre @etab@ﬁe

tab@ e/k
Therefore, ﬁ@over@l
pure meta%)hte/kg soil
was detef®iined to be %00

rep@% ction of @

CS F8433%) showed no statistically 51gn1ﬁcantly
predatory mite Hypoaspis aculeifer in
il dry weight

entr 'on (NOEC) was determined to be > 100 mg
eralld Qv owest-Observed-Effect-Concentration (LOEC)
/kog;%ll dry weight.

N A9
> § S . © Q@ S
h ¥ & O

N g
Report: &@ %KC 42,1404 :2013; M-472327-01-1
Title: @ \% - roph%ﬂol E@ects on the reproduction of the collembolan Folsomia candida
Report No.; Ko 048187 SQ
DocumengNo.: 5 472337011
Guldehﬁg%) N) % OE 32 (2009): OECD Guideline for testing of chemicals No. 232 (adopted 7

@@ &Y September 2009): Collembolan reproduction test in soil; ISO 11267 (1999): Soil
Q© @@ © @hty Inhibition of reproduction of Collembola (Folsomia candida) by soil
pollutants

Guidel C_) deviation(s):  none

GLP/GEP: yes
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Objective:

The purpose of this study was to determine potential effects of different concentrations @ 2- @
chlorophenol (metabolite of fluoxastrobin) on the reproductive output of the collembolan omildy’
candida as a representative of soil micro-arthropods during a test period of 28-ddys. After 4 ecks
number of offspring (juveniles) and surviving parental collembolans wer@’counted. The test@
performed in accordance with the OECD Guideline 232 (2009) and the%nternatlonal§eand@@b ISQf@
11267 (1999). N e
& & o \\ @Q @
Material and Methods: ©Q é
Test item: 2-chlorophenol; BCS-code: BCS-AA9§?O Batch e: AE C5 (5)5% (@%tom@
Order No.: TOX 10013-01, Material No.: AE 80, Or1g Batc CAS
97-57-8, LIMS No.: 1324971 analysed purity: 99°4 % w/w, water soiublht 28.5 2Q,°C. @
A e % @&

L
10 collembolans (9-12 days old) per repli %‘ce (8 11c for@ cor@ﬂ gro@ r@é\ r@tes for
and

each treatment group) were exposed {0 referenc Qﬂ@m ntr at
100 mg test item/kg artificial soil dry 1gh:[%0ntal % 1 ustrtai qua san@t@20 9 ohn

clay, 5 % sphagnum peat, dried and) melisg gro&d 0 3 %, , at ©and a
photoperiod: light : dark =16 h : 8&9 0%) During the test t@c bol wg@ed weekly with
granulated dry yeast. Mortality an@repr%ducth% were@;aterr@d af

Toxic standard: 44 — 67 — %O - NO -@2 mg@orl&amdﬂ@%ﬂlﬁyal (sg@dry@zelght control:

deionised water, solvent c%ltrol. @ @§ . Qy § @ \25@
o\ N
Dates of work: September 0@013@0 Oct§ 0%@013 § §
IS SRS N
- L 20 O & Qo S
Findings: @ 'S OERS ©© @@ o @
° v 8
Validity criteriac) oo . >N Y @ O
Validity critesid &7 o S '@ =] & Recommended Obtained
Mean adult mortalitfy v < 220 %7 5.0%
Mean numb@r of juveniles per test vesselss) G ~ @ > 16y average of 624/vessel
J(ljl(‘),zt;lf;lle nt of Varlatloé‘ér the@an n@%er of @ <@ % 6.4 %

The requlrement he IS® guidetine GGQ ce @r C mﬁi of the counting method (average error
<10 %) was fulfihed, téﬁete d@erall@or %cou@ amounted to 2.5 %.

Reference te@@ @ \ \ @\

To verifythe sensitivit of § test%—%stqerﬁ@ the féference item boric acid is routinely tested at
concentgafions of 44, @7, 1 150 %hd @ mg_&s. /kg soil dry weight. The collembolans of the
reference test were f@% th ame%gurceltur,e those used in the definitive test.

In t{o\mos‘[ recent%%udyggl Che ct N@{ 13 10 48 004 S, dated July 16, 2013) the ECso was
determined to be 108 m @ sm@i {@ht The LCsy was determined to be 192 mg a.s./kg soil
dry weight. The NO &for rtall‘t&\and fé2 reproduction was determined to be 100 and 44 mg a.s./kg
soil dry we@ respe @

The ECs %a ue forrthe @rod ion was close to the value of 100 mg a.s./kg soil dry weight as stated
in OE32 @ 9) 'l%ﬁe EG@ therefore showed that the test system was sensitive.

Blgﬁlcalﬂdmg@’ @

tali
Moﬁa@ates of 5.0 % - 95.0 % were recorded in the test item treatment groups. 5.0 % parental
mortality was observed in the control. Statistically significant effects (Fisher's Exact Binomial Test, o
= 0.05, one-sided greater) compared to the control were observed at a concentration of 100 mg test
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item/kg artificial soil dry weight. No effects on behaviour of the collembolans were observed during
the test. ’
The NOEC for the mortality of parental collembolans was determined to be
artificial soil dry weight. S

&
56 mg test @&e@kgﬂ@@

@
& N
Reproduction: Q N
The mean number of juvenile collembolans counted four weeks afte i%troductlonb dDthe garen 2

collembolans into the test vessels was 624 in the cc@rol and 63 512 439, x@?’Z agﬁb 1365t
concentrations of 10, 18, 32, 56 and 100 mg test itet/kg artlﬁc s011 dry Wéﬁht §pectﬂN y. &
Statistically significant effects (Williams-t-test, % 0.05, oneg s@ed smalle @

juveniles compared to the control group were reco at concent@mn@)@f 18,432, 5(@% 10bmg &@?
item/kg artificial soil dry weight. Q}
The no-observed-effect-concentration (NOECQ&waS d(%termn@w to @10 m@test @Vk{%ﬁlﬁ §§5011
dry weight.

@?% & Q@ & & & &

@
Table CA 8.4.2.1-4: Summary of the eff%%’ of Z\Nma(@nol @nor@‘l%y of @*entaiﬁcollembo a §
@y

Test item N N D E@\ﬁloroéﬁenol N ©
Test object ©Q LR § Fblsom and§ @ ©
4 TS NS S
Exposure g O ial s/(@) >
. ' @ Qﬁ@lt T@?ﬁhty ng 1@1 nuiber of@ % oductlon Significance
mg test item/kg soil dry weiglgs %) guvenilgSper test ( ofc rol) *)
nominal concentration v < & @ gessel.
& O N @ =+ standard d%@atiog}\ 9
Control ™ ik 5§ o 6280 B 40| -
10+, V]9 5 O [63 S o L8[ D 101 -
18 o> Y @50 & [&s12 + © 619 82 -
320 & .Y OV s0 Q4397 & 4 70 -
86 L 200 O] 3 & 9% 60 -
S0 &7 @ %“@5’.0 kS @36 § + 53 22 -
(3 7 Reproduction
NOE%eproducnon (mg test ite \§ Welgm) @ o 10
< D
LQ¥EC reproduction (mg7 st 1t g sotldry welght) Q 18
@ D Reproduction
ECio (mg 1tem7l?g sojldry weag]ft)” @, Qo 16
95 % canfidene&limit o ©© (7-36)
ECa0 (g test @Q /kg5oil dr}@/elgh@Q o (7] 25
O 95 ‘l@con( celithits S, S s (14-44)
The calculatiqns were performédwitha@roundgidalueg -~ .
D Probit ai %15 S %: % @

(%) = (Wi
Perce%eproductlon @c) *q% %
Re=yqe n number of juvenile @serv

Conclusion

\%%

2-chloro

collemb@tans somga ca.

Statl stivally, lﬁ@% effects
bse@ed at ‘&8

Obe

item/kg artificial soil dry weight.

1n the ¢
R¢ = mean number @Oyf guvenlle@bsen@l in tl@contro

ted

£

&

R

@

ms-t-test one’w%?ed smé@er oc 0 05 +@ n@a = not significant)

nol @%ow stat@callyQSigniﬁcanﬂy adverse effects on adult mortality of the
a in artificial soil at 100 mg test item/kg artificial soil dry weight.
s on reproduction of the collembolan Folsomia candida in artificial soil
3@56 and 100 mg test item/kg artificial soil dry weight. Therefore, the No-

@ffect Concentratlon (NOEC) was determined to be 10 mg test item/kg artificial soil dry
weightizand the Lowest-Observed-Effect-Concentration (LOEC) was determined to be 18 mg test
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Report: KCA 8.4.2.1/05| . ; 2013; M-475688-01-1
Title: 2-chlorophenol: Effects on the reproduction of the predatory mite Hypoaspis am@%r @
Report No.: 131048 188 S
Document No.: M-475688-01-1 @
Guideline(s): OECD 226 (2008): Predatory mite (Hypoaspis (Geolaelaps@llelfer) repr&@ctlot@
test in soil \
Guideline deviation(s):  none % § K &
GLP/GEP: yes R N o 2 X
K o S & &

S & S) %o SRS

Objective: @ I @ QR O &

@
The purpose of this study was to determine jptential effectsQ f_%chlo hen@ (metabolitg Sof
fluoxastrobin) on the mortality and the repro i t1ve out of -the sokl@,ml Xpecm& yp@spzs
aculeifer (CANESTRINI) as a representative 011 ro- rop H%’ du a t Pperiod of 13> days.

The test was performed as limit test according to tlmﬂ ECD guidé 00@’ g <\ o
AN
. N < & o

Material and Methods: @é’ \\ @} &6 ©% © é\a w §
Test item: 2-chlorophenol; BCS-c %%AA@ tch CS@SO- 202, C©1?stomer
Order No.: TOX 10013-01, Materfal No.AE C’5£)578(f°\0r E 2 CAS No.:
97-57-8, LIMS No.: 1324971 ané@sed@mty 9.4 ‘va/w §er i@lbﬂ%@ 8.5 at"%&) °C.

@

Ten adult, female Hypoaspzs@uleg‘$ pel@ph te (8 rep{ﬁcateﬁ%r théxcontrol grou;@and 4 replicates
for each treatment group) prere exg) sed@ ont toxu@eference 1&@ andg 18 @2 56, 100 mg test
item/kg artificial soil dry, weight cont&nin %, indugtrial qltartz s& A) kaolin clay, 5 %
sphagnum peat, dried and fin roupd, andY). 3 9 aCO@at 1%S-21.4°C a@a photoperiod: light :
dark = 16 h : 8 h (542 Ix). @’un@he test, the il &5 werfed ry 23 days with Tyrophagus
putrescentiae (SCI@NK&MOH a ?@eproductl ere gterm@ed af@r 14 days of exposure.

Toxic standa%fg% 1%@’5 13\9 6 4‘ 8.00 § 0. Oo%g a.s./kg dry weight artificial
10N wastg,r SO Vent con

soil; control: ol: €.
°n ‘v\,

Dates @perlmentﬁwor ct T 18 2013@\1 er @ 2013

@&é\”o@&\gx%

Findings: N
@@Q S N %@’ >
Validity criteria: Q) & b - L £
Validity cr@é@l (CO@WOI valiles) ° o .V & Recommended |Obtained
Mean mor&hty of adult fe@les W Q @@@ @© <20 % 1.3 %
Mean @»er ofjuveni@ per @T))l)icate@ @ N > 50 319.5
Coefficient of Vari@@ (m@ numbgr of }(@ﬁnilgf’&,@r replicate) <30 % 9.9 %
The Validity criteria for fie congsol gr@(;lﬁ w&@accomplished.
N

SR

Reference t§ % @

To Verlfy §1Vlt f the test sgstem, the reference item Dimethoate EC 400 was tested at

concent @vons 10,912, % 8.00 and 10.00 mg a.s./kg dry weight artificial soil.

In a separate v 10Ch@n project No. R 13 10 48 001 S, dated February 04, 2013), the ECso

(rep uctl(@o @ rénce item Dimethoate EC 400 was calculated to be 6.64 mg a.s./kg dry
01al soil. Thedresults of the reference test demonstrate the sensitivity of the test system.

Biological findings:
In the control group a parental mortality of 1.3 % could be observed. The mortality in the test item
treatment groups ranged between 0.0 and 5.0 %.




E . Page 68 of 70
sayer) Bayer CropScience 2016-01-12
R

Document MCA: Section 8 Ecotoxicological studies
Fluoxastrobin

Fourteen days after introduction of the parental mites into the test vessels, the mean number of
juveniles was 319.5 in the control and 321.3, 323.0, 331.3, 331.3 and 214.0 at concentrations @10 S
18, 32, 56 and 100 mg test item/kg dry weight artificial soil, respectively. \ §
2-chlorophenol caused no statistically significant mortality of adult mites (Fisher's Exact ial
Test, a = 0.05) at all tested concentrations. 2-chlorophenol caused no statistically significast effe
reproduction (Williams-t-test, o = 0.05) up to and including a test concentration of 56 mgtest ifem/kg
dry weight artificial soil. However, at a test concentration of 100 mg te “f%m/kg dry, v@lght éﬁ‘/ af?
soil a statistically significant effect on reproduction could be observé he result \re %ﬁﬁmar $€ 0 @
below.

&’ S
Q L O
& . SIS
Table CA 8.4.2.1-5: Summary of the effects on mg@ﬁy and reprodi tlo@f Hy@aspts gguletfg; @}
Test item N lor enol%g, @ 6 °<§’ \:§
Test object Q acul %
Exposure % @ Ar al s @ @ @9 @&
Adulgmorta‘kgy N 1O ¢« Reproductidi @
D S (mgestitemRg sqildw) T @ & O
NOEC o>y & ¢ @ Y 5
LOEC SIS U T S § ) &
ECio R 100 6 ©© S @ @83 O N
(95 % confidence limits) o Y 5@ Q P8- 867
ECy y§ S >§ & &@ @ 83.4 @
(95 % confidence limits) f(§$ O & @ \ (74:4<93.4»
i = 9 @ r@ D “”\9 @ §
) Q ©| Treatme oup fang nﬁQabohtelkg soilgh.w.)
Endpoflt o« control [S10 40718 P32 & 564 100

Mortality of soil mites aftef] 4 day§¥fe) ['N'1.3 5.Q® 259 00 | 5 | 25
Mean number of}Wenilesafterd & days |~ 3193 | 3243 | 3230 ,@1 3 [ R1.3 | 214.0%
ACVUYY A & IO [«J37 K43 RI1.8 [78.1 8.2
Reproduction @ to céutrol) 100, 721019 1019 1049 104 | 67
No statisticafBy significan 1fferela<\‘<ﬁe‘§/ co ed t&ihe conﬁ%l

@ @
(Flsher @act Binomia @nh erro rrectlon fof ort\%fff(]@ @?05, one-sided greater)

* statistically signific dltSQ tc mpared@%(he 0 rol (Willia -test for reproduction, a. = 0.05, one-
sided smaller) a%’ & & (& gi
Qb
v

Calculations were@ g urﬁded V@ws

Percent reproductlon ( CQ ) *

% o
R{ = mean n n1l ~ tes ﬂ&tgye tr&@i gr%gs) @

R. = mean number of ]uven@ the trol

CV (%) @fﬁment of C\%matmr@ @@1 g@ @
Q @ ©\

Conclusions: % @ @ @

The\test item 2- chloropf@lol s@we o statiS¥ically significantly adverse effects on adult mortality of
the predatory @e Hypoaspigpculeifer in agificial soil at all tested concentrations.

Furthermor #glte -chl%voph ol showed no statistically significantly adverse effects on
reproductigrr of oas acz&y’er u@o and including a test concentration of 56 mg test item/kg dry
weight @%mab il. H t a test concentration of 100 mg test item/ kg dry weight artificial soil
a statisicallySignifieant efﬁ@t on reproduction could be observed.

Ther&fore, @the 0-Q S%”erved Effect-Concentration (NOEC) and Lowest-Observed-Effect-
Céicent n (LOEC) ‘\% mortality were determined to be > 100 mg and > 100 mg test item/kg dry
weightzagtificial soil, respectively.

The No-Observed-Effect-Concentration and Lowest-Observed-Effect-Concentration for reproduction
were determined to be 56 mg and 100 mg test item/kg dry weight artificial soil, respectively.




E . Page 69 of 70
sayer) Bayer CropScience 2016-01-12
R

Document MCA: Section 8 Ecotoxicological studies
Fluoxastrobin

CA 85 Effects on nitrogen transformation

For information on studies already evaluated during the first EU review of fluoxastrobin, pleas&fer &
to corresponding section in the Baseline Dossier provided by Bayer Cropchnce and in t@ Drafft”
Assessment Report (DAR). ©)
Additional N-transformation studies were performed with the representatf@e formulat10§ andare
submitted within this Supplementary Dossier:

Table CA 8.5- 1: Studies on nitrogen transformation for ﬂuastrobin an

Test substance Test design @%Endpoint &\J
= N &
v @
o @ . Q} S
QO @ N S W
5o 2973 el Ry
@
{\\% n” — VQ S
@ RO N O
s

O
ght

9
a.s. = active substance, p.m. = pure \\abohte prod, = product, dw§ 3 dry @F @Q o\&
Bold letters — values considered r%vamxf\g isk ssm ®©> (&

For the metabolite 2- chloro%hen% in th@ﬁbsepge of @ltroge& trans{ormatf@n data the conservative
assumption has been made that Ghe n@@bol is &) times Jmorg, t x1c@n tl% arent a.s. (EFSA

conclusion 102 (2007)).
( g @% S @ O &« \
Qo A&
CA 8.6 E@@ts %gterre@lalﬁ@ targﬁh@r p@t o @

Q- Vi@@f fluoxastrobin, please refer

For informat@n studies alr%ady valuat duruag\the first EU

to correspon sedtion iCthe B@elme\ oss@@ pro@ed s
Assessme eport@)ARf“

=) nd e
Studies on non- target edl mer enc and tata\@wgour) were conducted with the
represeffative formul@ions uoxa trob@eand @ pressnted, 1I@locument MCP 10.6.2.

@&éﬁ N

@
CA 8.6.1 &gmmér of een% dat% S
Please see C@@ .6. R

'%f’
CA 8.6. @ Testln@on n@targ@ plag o

~
Pleas&see CA 8.6 @ @ @ @} @\Q
> & @Q o
CA 8.7 &@ffe ts on rlk er te@sestrl@organlsms (flora and fauna)

For mform@ \studl (K\ Iready evaltfdted during the first EU review of fluoxastrobin, please refer

to corres d1n ectl(@ in t@@%’ Baseline Dossier provided by Bayer CropScience and in the Draft
AssessF@nt AR)©

cﬁ@?s @

For infofmation on studies already evaluated during the first EU review of fluoxastrobin, please refer
to the corresponding section in the Baseline Dossier provided by Bayer CropScience and in the Draft
Assessment Report (DAR).

Effects§blologlcal methods for sewage treatment
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