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CP 10

ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT

Introduction

The representative formulation submitted in the first Annex I listing process
a representative formulation for the renewal of fluoxastrobin. One
formulations used for the submission of the renewal
formulation Fluoxastrobin + Prothioconazole EC 200
summaries of formulation studies and the risk assessmen

Ecotoxicological endpoints used in the following
formulated product, the active substance flu

definition for risk assessment.

In this dossier only endpoints used for the r1s
available endpoints for fluoxastrobin and.i

MCA document. In order to facilitate

the Annex I inclusion process, the p@

ou

SN

L

Q @

cri

g@\\/al@@d

Use pattern considered in t@s rm@sse@er{%ﬁ@

There are two key use pat$ for the
applications in wheat, ry

BBCH 30-69. The secofid consists of o a
stage BBCH 15 to 47, In a@

nd trgieale

ul tlon FX %
te of

m@lmum

ses@ém

%ei;abo ites

0 the approval

J00+100 g/I@‘FXA + P

>
>

x L5
@cas of &% 1.25<L per

ttionga lessQritical;

o

uoxastr

will be pre§1ted in this @sswr§

N assessmen@;ver
frobin and\the m@aboht

@0

&

N
@@
tivi

EC200"). e

&

riv @k 0 studles@%th &
@ hxlié@x in e r@e

awe pres@ted For am&ve

1tte urlng

\

please refer\to th@ espective section
atlol@netwﬁ ne@eéd &
m@md is w@ttm 1Ly
¥ 8
SR
& & @ @

EC 290. he firsonsists of two
L per hect@e at growth stage
%cta@ln onions at growth

eGPt Wd%applwtlons @barley and oats at a

v

@o longer coﬁsider@@s
f the two i€pres
0@@15 tlgé@?;)ra%

maximum rate of @ per@écta@%ﬁt greyth s@ 0% is ad@ess@ &
O (O N \ N é@ @ L

Table CP 10- 1: &end@applicﬁtion p%ttern @ & 5 § %,
Crop &Timing&)f w\;ﬁumber of %ppli@tion N Magimum @ Application rate per treatment

. @ applicatio% apg{ﬁ tion i@rval © lal@ rate@‘ [g/ha]

N (range)c, @eat

&@ @ |, @ @%[dgy@ [LQ[@!) Fluoxastrobin | Prothioconazole
Wheat, rye, BB@ P
e 10%0 ;@9 N S o 19 150 150
Barley, BﬁC Q» N) ‘& N S N
oats* @3. @I»@ O 1- 2\ Q 141 |@ 125 125
. ~BBCH & Y 59 o

Onlons*:%\% 1547 ¢ §@2 @%f @10 %@ 1.0-1.25 100-125 100-125
* Use i Central Eur@@ ~** Us&in So iuthern&ﬁﬁr peQ
Risk envelope@ © &@ @ &©
For envelop ﬁ%;k Smeft, the@:rltlcal application pattern in cereals is defined as multiple
apphcatlo& X% S L oy du$ba at BBCH 30-69 with an application interval of 14 days. The other
appllc h in g@real@ considered as less critical. To enable a possible differentiation in

miti gempn

pa
n@ure

50 grow

apt& o the use rate, TER calculations for the less critical application pattern

mains where exposure mitigation via use restriction is needed to pass risk

%ssr&@ for the critical GAP (envelope rate).

ﬁ@
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Definition of the residue for risk assessment § S

Due to changes in the requirements under EU Regulation 1107/2009, additional degradatlo @

were proposed to be included in the residue definition. All studies necgssary to de §

ecotoxicological profile of these metabolites in the relevant environ al comparﬁments
summarized in this document. The residue definition is presented in Table CP'10-2. &
© @
I
Table CP 10- 2: Definition of the residue for risk assessmen (\@ g}’ Q\ @ &@
Q @
Compartment | Residue Definition for Risk Assessment O @\y < & D
Soil fluoxastrobin (E- isomer), Y . © @U @
HEC 5725 -Z-isomer, N 9 @ & @}
HEC 5725-carboxylic acid (M403 Y @ N @ 6\ %@9 Q>
HEC 5725-E-des-chlorophen$l (M48 &), N v % S N o
2-chlorophenol (M82) @ @ g}\ﬁ @§ k@ & <
Groundwater fluoxastrobin (E-isomer), @ @ K ~ Q RN
HEC 5725-Z—isomer % \\ @ &% § % @ §@
HEC 5725-carboxyh %ﬁy @ & o w;\ & o S
HEC 5725-E-des-c I (M@mE) S O @ S
2-chlorophenol (M Qy R@ N @ ©
Surface water fluoxastrobin (LQsom r Y O o & -~
HEC 5725- Z—@)mer&g%) @@? @6 @Q S ©© ®© “
HEC 5725:G@rboxylic acid40), T & @2 o o
HEC 5725°E-desschloropthenyl gwg By S e %
Sediment ﬂuoxast@bln (@son@? N N y\?J
HEC $%25-Zssomer § @7;x m©% " $ NS
Air noge, @ 9 (S /\@ o D D
[OEEEEN
A list of metabol§ 1@% cont t@m r&tures %@ yyrns%nd c@e numbers attributed to the
compound ﬂuo@trobg&, 1s pr&ent@i in D@@ymen&N of doser.
83 © N f@ @ e
@ B @ N
Compoumi@‘.{»2 addresse@m t@oc@t o @@ \@’
thon he deghadation T
In additien to the ac% ce ﬂuoxas@e‘“bm the degradatien products summarised in the Table CP
10- 2 were addre n this dOCk@qent N S

In this paragrap a roac sk a@@smen@of Z-isomer of fluoxastrobin is specifically
considered. T che§ ctur@ f f@xast ains an oxime ether moiety. Due to the
substitution sfattern © o 1%» bo %d Z-i -isomers exist. The common name fluoxastrobin
denotes t E-1somer wn @ be an impurity in technical fluoxastrobin
(spemﬁ@'on limit 2 rﬁ@/kg) e Z @bme an be formed from the E-isomer by photolytic processes
exclusively. The trapsformation WQII leadto an“€quilibrium state in which the E-isomer is the more
stablévand energetically gr fex&ggj .(,,5? (1%@0 in aqueous solution about 10:1 =E / Z). In the
environment the Z-isom& shows very sithil Qegradatlon behaviour and a better soil sorption than the
E-isomer. Fuli@r the, Z-isgper siiows aery similar toxicological profile. A study with Daphnia

magna perfofined Wi reased amgynt of Z-Isomer (isomer ratio (E/Z) = 65/35 demonstrated an
at least com aral@@g pote@ allyslower ¥ebtoxicological profile than the parent E-isomer, demonstrating
that th S no@mher Qhe aquatic compartment (please refer to CA 8.2.4.1 M-030533-01-1).

Takingghis 1 w§g\1 té@ccoun‘[ both isomers can be evaluated as sum of E+Z-isomers, providing

a co@ewa{%@e en §tal risk assessment.
©®
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CP 10.1

Effects on birds and other terrestrial vertebrates

The risk assessment was performed according to “European Food Safety Authority; Gu&ce

Document on Risk Assessment for Birds & Mammals on request from EFSAZ (EFSA Jou 2009@
7(12):1438. doi:10.2903/j.efsa.2009.1438), referred to in the following as “EF@ GD 2009” @ @
@ f{’\\
CP10.1.1  Effects on birds gé IRC
Table CP 10.1.1- 1: Endpoints used in Tier 1 risk assessm$ @ g}’ @}@
N we S
Test . . . & A v
substance Exposure species/origin @ El@dgomt R Q
X . Colinus Y LDso 5 74 o
el B T
e (Bobwhite GBI | P, Y~ ° MBS | 053935-05
Fluoxastrobin Reproductive Lof?xoef:t NOZ%/L ho NO%? .
risk S N
I platyglynchos,” | NEL
assessment Mﬁ@ld Qéfk) W\\@ . &
Bold values used for the risk assessmen®
D LDsy extrapolated with EFSA GD@ctor 1 @8 (10§b1rd%0
Section 2.1.2, Tab. 1) @ @ & @@
o N ' é
Table CP 10.1.1- 2: Relevari%’genmc av1$§ cal species @r risk fssess @@ on @er 1 %vel according to
EFSAZGD 2009 e N i &
@ > O
Cro é\ﬂ @ «p\g@ §© S Q R@esen }i% Short cut values
P @ Scenario O @Generiv 0ca®ecie@ Mg for RA based on
scenario (I ®) S © < spegies
D (O S NN O 9 o © RUD% | RUDn
Cereals O S S| S@all o \ivor bird & Woodbrk (Lullula
2 x0.150 & o> CH3®-39 O] « @lark”@@ §? @urborea) 12.0 54
kg/ha & 9 %
BBCH @69 B@H >®9 @ Sma@o orou @oodlark (Lullula 79 33
14 d fiitgival @ O arborea)
@malk%\dmv&\gus blP& Linnet (Carduelis
F@BCI—&O }$ W “findk? % cannabina 247 114
2 RS ®f Small gra@oro ird Linnet (Carduelis
Onions @@ f@H@?O o © Q . ch” % cannabina 14.8 6.9
~ )
2% 0.12 BBC@’IO _@ :Q\Small@tf}{m@us bird Woodlz;rk (Lullula 24.0 10.9
ke/ & % ar arborea)
BBC 47 @BCH _— S@Il og;vlg’rous bird Woodlz;rk (L;tllula 14.4 6.5
10 dynterval ) & Q\S(mawse:trlvorous bird Yeﬁgv&? rwe:gtail
N E
BB 103@ o & ‘wagtail” (Motacilla flava) 268 1.3
O Staall insecti bird | Yell tail
q N @ insectivorous bir ellow wagtai
& %BC@ 0w, @ “wagtail” (Motacilla flava) 252 0.7
Bold: Spec&: con%ered 1@isk g@ssme?@only worst case for each species)
@ Q
S
S

&
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ACUTE DIETARY RISK ASSESSMENT

Table CP 10.1.1-3:  Tier 1 acute risk assessment for birds @ @©
S O
DDD LDsy SN
Crop scenario | Generic focal species | Appl. rate DDD a.s./kg| TERA T@r
[kg as/ha]| SV |MAFw §gbw]
Fluoxastrobin f &% . © . % y\g@
W) SN v
. . @ N @
Cereals Small oerV(Z’rous bird 0.150 l% 12 18732 3762 @8 %10
BBCH 30 - 39 lark @D Q>
Onions Small granivorous bird D &
BBCH 10 - 39 “finch” 247 N @@@6 T & 2! @}
Onions Small omnivorous bird 04125 4.0 §@’1 3 O 3 % @ q ?%68 § 10
BBCH 10 - 39 “lark” é o2 YO S
Onions Small insectivorous bird R > (@Q Q@ §®>4 @& =) &’
BBCH 10 - 19 “wagtail” = Y @ 86 @
& 0 & ) Q N\

The TERa values calculated in thcutex\isk §§es5§m o&gler
acceptability trigger of 10 for all e a@late ena 1 @( to

low and acceptable without need S@& ful%er more rea@tlc rl‘l?-sse@ent

the @prlorl—
S c co@ldered as

(VAN

Acute risk assessment for bifds drmkmg@ontam@ated&vate@é@om@ools 1n§”eaf @orls

In the EFSA GD 2009, se%lon

Séstep@(’@he f@bwm@éuldance 1@\/% @51@ the lection of relevant

scenarios for assessing the risk %f‘ pestiéiies § drinking waget to birds a&&n Is:
Leaf scenario: Birds tglﬂ(lng r thég is cdllecte e,a\l@vho aftgxapph,ca%n of a pesticide to a
crop and subsequen nfall r@”tlon @ o &

Puddle scenario:

when a (heavy)

For the crop@@

mam%ls §%’ng W&%r ﬁ@ p es fi rrned the soil surface of a field
fa% ent @ﬁiows the ag@k:atl mof a pEsticid@1o a ¢fop or bare soil.
nd

Ssesgi aluation ( eals_and onti?)”ns) the leaf scenario is not

ent @ thl%]
considered relévant@the rmk for birds fr dm\ ng n er in @dd% s addressed in Table CP 10.1.1-

5. . %G @
S S \
& FEE s &
LONG-TERM RE@OD@CTI@ AS@%SI\@NT & Ry
Table CP 10.1.1- 4@ T{%l re@uct&% rlskmsess%nt for birds
@ SRS K
Q ggner@oca Appbrate @%DD NOEL
Crop% @ ,$ @ DDD | [mg a.s./ |TERLr|Trigger
s%ecws SV& MAFmn | frwa kg bw/d]
@ L a.s. /h@ N g
Y
Fluoxastrobin § @ . ®@ @
W Q q
Cereals < D s mallomni@ions .
ereals m mnjgdrous
BBCH 30 - “bird §? O.@O 5.4 1.4 0.53 0.6 51 84.9 5
> é’ S & -
Onﬁ@s Sma gran@ous
BBQ\ﬁMIO ,,@ Bitd “fingh” 114 1.1 45.0
niong, Stall ivorous
B%CH,}@ 39 bird “ark” 0.125 10.9 1.5 0.53 1.1 51 47.1 5
O@ﬁs qull 1r‘1‘sectlvc')r’?us 13 1.1 454
BBCH 10 - 19 bird “wagtail
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The TERr values calculated in the reproductive risk assessment on Tier 1 level exceed the a—prlorl—
acceptability trigger of 10 for all evaluated scenarios. Thus, the risk to birds can be considered @w
and acceptable without need for further, more realistic risk assessment.

@ @® @
NS
Long-term risk assessment for birds drinking contaminated water in puales @ @ o
Table CP 10.1.1-5:  Evaluation of potential concern for ex@sure of birds glsmﬁung watew(gscape c@use X
L. X/ @ “ESC @ @ @
Koc Application| N O(A)EL& Rat10@ Cl%_g” § X .
Crop [L/kg] rate * 2% [mg as/ (Appllcatl% ate * ncern 2 Co sm@
[ <
[g as/ha] | kg b% " | MAF)/ @(A)%p @%f ra% ) &
Fluoxastrobin Y o 7 A
Cereals 848.2 150 * 2 w51 o & 5.%% _@60 Ny No Bencern
Onions 848.2 125*2 | 951, 9] ¢ 49> 0] ©3000c | Naconcern

9: annual application rate (without mterceptlongsed a%eog@éal worst ca % § (@) é@ @}
PN T

RISK ASSESSMENT OF SECO@R&{?OIS@'IN@ &> @} @9 > @

Substances with a high bloacc@mla on p%ntéﬁ:}t;%%ore&ﬂ géar %Sk t?’1*”secondary

poisoning for birds feeding on ggntamindted ey li nlc chemlcals alog
Pow > 3 is used to trigger an ﬁ@deptfﬁeval@on of po‘é‘sntlal f@rb 10@§cumu

As the log Pow of the acg%é subs@nce@ (§obu§nd &meta@es @ek@%e trigger (< 3), no

evaluation of seconda%pmso g 15(%eede

@ (NS S
feit S @ oL
CP10.1.1.1 (@l ta{ y @\9 Y @& @@
No additiona] @’dles%\e avalﬁ%ble%{ req@d ag,gﬁl?e t%gty @ be derived from the studies on the
active substa @J@ y\g Lo @
%" @ % & v @ é’}

CP 10@@[ 2 ngh@?tle@ta on birds @Q § N ©\
Since fluoxastrobi \of léw tox: %Yy to Bitds &ﬁng]%m tier d%a are needed.
9 & @@ @ﬁﬁ

@
CP 10.1.2 @Eff@Q 0n@%‘re§@al@teb@es offier than birds

Table CP 1%1 2-1: Endp(@ts u@ in rsse@?ent @

A\ o)
sub]; :ﬁéie Ex@ureSﬁ S%Cl /OI‘lglg(zn . ©\ Endpoint Reference
~ LIRS HENIES A IS I
& Tisk &@ Raig, &, LDso > 2000 mg a.s./kg bw 1996; M-012717-
@sses&n&em @ X R 01-1
Fluoxastrol@ l n?wr Y @
| & Srra O | NOAEC 2000 meas ke diet (F) ;
@ | ™ O ST NOAEL 163 mg a.s./kg bw/d | 1998; M-012710-
N dssesgment S oL
Boltgsalues @ed fo@ne risk a$sessment

@

&
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Table CP 10.1.2- 2: Relevant generic focal species for Tier 1 risk assessment
Shortcut vahie fb
. Long- | 2 @
Crop Scenario Generlc. focal Representative speci@b term RA {7 te RA
species ase
@ based ofiy "
RUDn | DV
oot @ &
Cereals BBCH > 20 Small 1nseﬁ‘;11\lzr(;rvc‘)l‘1'15 mammal @Comm(c); ;:re@orex 4.9 - & 545
2>0.150 Small herbivorous mammal Common vl (Microtus Q N4 @
kg/ha BBCH > 40 o 1o . 0 21.7S @9.9 q
vole & afalis) A o
BBCH 30- Small omnivorous mam¢fdl | Wood mouse (Apodenyls) 7
69 | BBCH30-39 pvorous @’ D] s |9, @
144 o T SR lva@%@ Q |l .
. mall omnivorous mafmma mouse (Apggemus S
interval BBCH > 40 “mousci_ & | S syhaticu &g@? £> 2@% @2
BBCH 10 - 19 Small 1nsect1vor(@s ma@@al z%omn?@ shré@(Sore@’ Y2 % 76 ¢
Onions "shréaw" araneus) & o™ &’
2 %0125 | BBCHS=20 Small insec &@ro&ﬁaml@ ‘ﬁégew (rex & 1.9 §4
kg/ha rew neus)™ NS
Small ivorots mamal @om jon vol icr
- > ¢
BBC41;I 15-| BBCH > 40 @%%g \@' §@)u & \j@m ¢ 819
10d | BBCH10-39 Smé@om@"ro“s@amm@? dm"@e.(fgwwm%@ 78 | 172
interval @n@all oﬁousees@mamfﬂal %%ood@éﬁznc podem\ffjs 6
BBCH > 40 “ @@se” IS o &syl\;’@jcusl 2 I 4.7 10.3
Bold: Species considered Ln Ber 1 risk ass@f’ﬁen \ﬁly \&)rst a@@r e@gpec@ @y\aﬂ/
L
S o & & O & w X
ACUTE DIETAR@SK K@SE@MEP@ S & S &
@
Table CP 10.1.2 3@ 12 @ute h(& ﬁEl&alcuif@l fo@arggs
q DD LDso
Crop @ Gy@ricg‘\g@l spec©1es %ppl réte A M@F BDD | [mg/kg | TERa | Trigger
9 N [kghal | 0T TS bw]
@ Sm@nse rou SRS N
BB@(%L H@nmal @% o\@ 54& O\@ 1.0 > 2058 10
Cereals @mll l%\olvo ©
BBCH=40 | < mammal " $ ogl@ @.9 . 2 | 74 | >2000 |[>272| 10
Cereals < Snfayl om@orou [N 4 N
BBCH 30 - 3§ g@m:ﬂ@nous\q o L9 83 1.3 > 1292) 10
Onions Small @éctlv us O 9
BBCH 16319 |  mammal " @3 2N L9 s 1.2 > 1619 10
On&s Sw all herﬁ@orous § :
BBCH > 40 @m il"VOl@\J @x 12\@ 81.9 1.3 13.3 >2000 | >150 10
~Onions “Smalpomnivetous  Q § 172 ’8 > 716 10
BBCH 10 -39 | o mammal “mouse” @, & ’ ’
<R

& B
The TERa lues*\ﬁlcu d inv\t?he @te risk assessment on Tier 1 level exceed the a-priori

acceptaby trigadr o@@o f@all evaluated scenarios. Thus, the acute risk to mammals can be
consid as | an%acce le without need for further, more realistic risk assessment.
N U

@ @
Q&

S
&
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LONG-TERM REPRODUCTIVE ASSESSMENT

Table CP 10.1.2- 4: Tier 1 long-term DDD and TER calculation for mammals @ @b
o O
DDD NO(A)EL QQ &
Crop Generic focal species | Appl. rate DDD g TE%T Tr@r
[kg/ha SV |MAFmn ftwa @/bW/d] R
Cereals Small insectivorous <N AN Y
BBCH > 20 mammal "shrew" 19 ©) Oﬁ% ’ @15" ° 5&”
Cereals Small herbivorous W @ <) @
BBCH > 40 mammal "vole” 0.150 | 217 14 1053 74 l6i@ § S d
: )
Cereals Small omnivorous Q& 0.4, Q) %8 @© 5 @q}
BBCH 30 -39| mammal “mouse 2N Q
Onions Small insectivorous QD .| @ N % Y
BBCH 10 - 19 mammal "shrew" N 4'2@& G 4 o @6\ . 03
Onions Small herbivorous AN Qr
PR é o
BBCH > 40 mammal "vole" 0 §5© @i\\gﬂ@ @@;% é@ < @@’3 Q 3?«@’ %
Onions Small omnivorous 7, ° ®© N A
QO
BBCH 10 - 39| mammal “mouse” @% . 78@} &é ((%%8 é’ \:0\2904 §5
Ko D N N N
R aS >y o &

The TER(r values calculated in thg@epro@ctivm?sk a%ﬁsmgn on@r 1 dovel ed_tlfé a-priori-
acceptability trigger of 5 for all é%lua%l sceggrios. Thus, risk @ mI% als be°gonsidered as

low and acceptable without nee@for fucther, fédre ‘:{':‘ stic fisK asgedsme Q)
’ NS N &@%é’ @@b &
& @) SN Q S N ©

Y &
Long-term risk assessmg%t for mamrfials drinkin conta@inat&wateﬁ@ Y
h A S

RV
The puddle scenario '@gelev or@ long—@rm @( asses me;@ N \@
(O
N @ S §9 S AN
@

g & X @
Table CP 10.1.2-5§ uation ofipotentid contern fox eXposut®of malssdtinking water
Sobvaldation gt potential corcern or ¢xposuf o mmmals Ginking

O O N 103 “R
&y g( @) App@:atio& NO@EL & @tio @ scapf
W Kocry a) 2 . clause .
Cro% L é@] Fate * % @g as/ Q) (Apgllcatl ate No concern Conclusion
@ @) ﬁ\§1g a@] K bw@ ) /é% AJEL if ratio
Fluoxastrobin ° o NE S
Cereals 8482 | G50*2 7| A3 A 1.84 <3000 No concern
onions ¢y 8482 {12529 [ =, 163 O 153 <3000 No concern
@: annual applic@ion ra@*@wit@ inte@%tio@sed a@heore@al worst case

Q O 9O O N D
RISK ASSESSMENT ov SE@ND@Y P@SO@G
y X
Substa with a J%%) bi@cuml%tior@ot@ial could theoretically bear a risk of secondary
poiscgging for mapials @i%feed@g o@onta@l ated prey like fish or earthworms. For organic
chetuicals, a logPow > 3@56(@%@ trigg@ an @ertb evaluation of the potential for bioaccumulation.

I

@ N L . _
As the log @% of th%ﬁcﬁjbs@%e ﬂuastrobln and its metabolites is below the trigger (< 3), no
e

evaluation condary péjsoning is nedded (see MCA 2.7).
Y
SRS AN
RN
cE T
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CP 10.1.2.1 Acute oral toxicity to mammals S

The acute oral toxicity of the product Fluoxastrobin + Prothioconazole EC 200 in rat was studied by§
S; T 2002; M-088922-02-1, the study is sumarised in ment
MCP 7 (toxicology). According to OECD guideline 423 the results of this lﬁdy correspohd t

> 2000 mg/kg body weight. Q \
%% ° @ Q, § %@
@ N PO
CP 10.1.2.2 Higher tier data on mammals N Q@ @ Q\ v\g@ &@
No additional studies are required; the risk assessme%\mdlcates ac&@table risk a§1er IQQ § c&©
% Q o S & (@) &@

CP10.1.3 Effects on other terrestrial v« ebrate wz@ihfe\@ept%gs@a%kampgﬁ)m ({Q’

No additional studies are available or requlre&nde@e data, rqu#cme%&)f E S¥l 07/2\09 %
= @ \@ Q AN ©© @ @7 @§

CP 10.2 Effects on aquatic og%msms @} @ ) e é\g v §

. Q Q.
The risk assessment was performed to t@R n(gﬁ) N@i}f 10742909 following the
EFSA Guidance on tiered risk asses%sment@ar plant prot%etlo rodu or @a‘uc am&l@ in edge-
of-field surface waters (2013). R 2 © 6
@

% o, o,
F TS e & S <
@ $ SIS © @ @
N Q N RN 9 SN
D s N ©§@ N
& £ .0 O « SIS, @
AN N SR
SN Y A
&@ \@QQ\Q% Q° \@Q v o\©
Q Q
§ RN > §©
@ @ @ @7@\90% @ @
@ N0 & . O @
Q O © SN NN
¥ o K &2 ¢
S S oF 9wl
@7 NS @ @ N
< N &9
= N S I & &
S ¥ & O
° AN
&@ %%gf § R
@Q QO & ©@
SN
&¢ls
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Ecotoxicological endpoints used in risk assessment

Table CP 10.2-1:

Endpoints relevant for risk assessment

Test substance

Test species

Endpoint

PN

Fish, acute

N
0.435 mg a.s./ 0

(rainbow trout)

Oncorhynchus mykiss LCso
(rainbow trout)
Fish, chronic @ &
Oncorhynchus mykiss N ()Ecv 0.0286 1@@g a.s./L

R

D

Invertebrate, acute
Daphnia magna
(cladoceran)

Invertebrate, acute
Gammarus pulex

(amphipod)
Acanthocyclops vcnusr&ﬁ
(copepod) &
Cloeon dipterug &|

(mayfly) © N

. J
Daphnia gr.g@yleata °

(cladogerah) = ©

Asell lz@éfuc{m{?’
Hsppod) e

Chaoggrus o uriped
s, (dipgera)

onduaied WilhEC |
g@n %%iwi{l@ﬁ) Q%

%710(‘0/7@13‘ vegglus  Q e © 2 1fag a.s./ S
& (cocedy” g, sy ©%2masii
&uﬁn@gnvcgt@tc, Qe N ©© @ @
Fl bi @§ (Mricar 1S bah °%_ §2 0 @ L
uoxastro 1n© » '(/0/)5‘[5%)(1/7iég&mysit@ 3&% 50 @ LYVT Mg, 4.5, 2002; M-
O L (&Gim® N o O & e 082793-01-1
& Invertebg&f@, acute) ) (138 @
@\ omefic me E€s0 & 0%@mg a.s./LY See. MCA 8.2.4.2
A @ usinP species Ao L0
S
@Invcﬁchra ‘@hron&© g&’ & = _ 2000:
& Qaph;@mg . % NQEC @b 0.18 mg a.s./L M-042059 ’01 ) ’
ol S e
N\ .
Inv ralTn'on @
s | g _—
@7 (andhipod) ¥ Ni(%t(? 0.0316 mg a.s./L ’ e

110286-01-1

Americamysis bahia
(Mysidopsis bahia, mysid
shrimp)

N()E(\wur\ ival
NOEC:epro

N AN
Inverteb 48, chrenic D ;2012;
&@ Habroghlebiaqguta Q NOEC 0.0422 mg a.s./L M-444119-01-1
@ % Mayfl§y 5 KCA 8.2.5.2
& g“&a In@ebr e, chrotio ;2012; M-
@ @ Ne&éaridi eteropoda NOEC 0.060 mg a.s./L 442121-01-1
§ @@ &Q(Fresh@ater shrimp) KCA 8.2.5.2
$ @@@ " Ma&ne invertebrate,
Q N chronic

0.00061 mg a.s./LL
0.0047 mg a.s./L

2002; M-082820-01-1
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Test substance Test species Endpoint Reference

Sediment dweller, chronic

I 0 =

&

(green algae)

Chironomus riparius 2.13 mg a.s./LL 042042041
(chironomid) N )
. . X7
Pseudokirchneriella _
. 0.35 mg a.s./ S
subcapitata

2.10 mg a.&L

Lemna gibba
(Duck weed)

> 6.0 mgas./L
> 6.0 n@a.s./L

Lemna gibba
(Duck weed)

o%

148 mgas/L Q
3§§ mgeaS./L S
Q

HEC 5725-E-
des-
chlorophenyl

Fish, acute
Oncorhynchus mykiss
(rainbow trout)

N
¥ v

)
Invertebrate, acute X
Daphnia magnag,

A
(cladoceran}Q ™ K

PS‘(’llL'/()/(f/‘(’/HlQ%//(l Q

sub('api@a %
(greenggae)

g%o @@%.m@

10
@»®> A

oD
2Py L q

HEC 5725-

Fi fﬁg\acutea\
Oncorhyhchifgykiss&
N &hbow @)ut) @§

& ; 2001; M-

&0 Agcladoc@%) &

v\lﬂnvel‘te e, aQ%te é
Q> Dapéggia magga

carboxylic acid{

@\edil@nt dweller, chtenic
Q (conomld &

Ys

@[}‘mmﬂ%ﬁ\' rigRius >

§§? mgﬁp,ﬁ./ll

Q @

& ©

-2001;M-

; 2000;
M-025012-01-1

052093-01-1

; 2001; M-030332-
01-1

078605-01-1

'Y Pseudokirclperiel
g}asuh@lan@
@ (Selyppstrun
@"d})/‘i&%vmlu% greei
) alggy S

@\5 mg p.m./L
{° °* 160 mg p.m./L
S

.; 2001; M-
073836-01-1

@ ;
S FistiQacute @7. .
@@ corlpichys Wykiss ©

2.6 mg p.m./LL

-; 2006; M-
277036-01-1
KCA 8.2.1

(c&inbowtrout) A
N\

Rimephakes promelas

§ ( fa&@%&d Jn@ow )(@@

Fish °§>ﬂ)ni(@%m ‘@
SN

4 mg p.m./L

I 2006; M-

277036-01-1

I0ertebfate, acy

% ocefan)

«, Daply r'@ Q

7.4 mg p.m./L

I 2006; M-
277036-01-1
KCA 8.2.1

K

q lr@%@&lem@z chron®

aph@y1 magna

@ g{lﬂ@oceran)

0.3 mg p.m./L?

I 2006; M-

277036-01-1

‘o P@!akﬁ'(‘/mc/'/'e//a
subcapitata
(Selenastrum

capricornutum, green

algae)

70 mg p.m./L

I 2006; M-

277036-01-1
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Test substance Test species Endpoint Reference
Fish, acute -,; 20189 M-
Oncorhynchus mykiss LCso 2.19 mg prod./L 491937-Q1I31 @§
(Rainbow trout) A KCP 1
FXA+PTZ EC Invertebrate, acute Q\J w
200 (100+100) Daphnia magna ECso 1.67 mg prod./@’ 2012; M-434883-01-1
G (Cladoceran) P 1(;\\@?1 &
Pseudokirc}.zneriella ECo (9 115m @\Ba dl.) L LNQJfle @*f
subcapitata NOECY™  0.096 @rod Lo| ‘iiﬁs'm'@
(Green alga) ’ A ' @ 1022 A

Bold letters — values considered relevant for risk assess \J \9 Q Q N

a.s.: active substance; p.m.: pure metabolite; prod.: fom&%@ted product. Q © @

D" When using the above acute invertebrate toxici ta (1nclud1m&Mys1c@exclud@g o “grgater t@an”
values), with the geomean approach according to the m sg recenfGiqu &guld&l@@ doé-en‘g (&ANT — 15-
00080, 15 January 2015) a geometric mean v of 0 JL can late,

2 In the statement on the exposure of aquatic organisghs to 2 loro@lol ( 2200 27 6—0{- b)

a NOEC of 0.5 mg/L is presented as t sen@ﬁve ¢l t for Raphnia base nof@mal

concentrations applied during testing. %\ccord&gg to%e E Scxgnt ﬁc, port ‘23@20071)§ﬁthe m@mm

R

measured concentration of 0.3 mg/1 n@be @%ﬁmder&ﬂ as r nt egiﬁ oint, ‘z”\ﬁ @ Q)
& 5 & § &2
o @ Q O \
Selection of endpoints for ris a%es&f@nt @@? S @® & S @

The relevant endpoint from @1 aqu%tlc stidy Was@eﬁne% ac o@dlng @ the (%knent @ta requirements
from the EU Regulatlon@}83/2@§3 an@.@he @A @Mance on@red aggessment for plant
protection products forsaquati orgar@ms of ﬁ@d‘ surface waters @]3) and based on
recommendations from,the 1t %’ant@tanda@ tes @uld&g e. g&GroKth ra @ is the most suitable
endpoint from algagghhibition te§s for, in r§ as stated by @ECD Guideline 201 and
the EFSA guidang¢rdo c@ent {§ and calcu?@lons @ese%@d i a§s dossier are thus based on
the E.Cso V;iluéﬂnd@, proc%sses&&n eco@@tems&}re doriina; ratexdriven and therefore, the unit
development @r ti (gr&vﬂ@h rate@ appéars @} e toyneasugg effects in algae. Also, growth
rates and thgir 1nh1b1t10n can g&@y be%omp@d bef@Ween @Jeme@est durations and test conditions,
which 1 t the case f@r blo§s r numerousyiscus&ions @ae current test guidelines OECD TG
201, the EU-Metho , the, latl Giasmﬁca%on nd Labelling (EC regulation 1272/2008)
and the PPR Opir@ (EF& @al 46], 1 4@2007&5[’& owth rate as the most suitable endpoint of
the algae inhibitiGh tes@ @7 % IS
@ v & .0 @

In accordance w1th@ke 1on\@C) @ ll@ZOO%ﬂd with the EFSA Guidance on tiered risk
assessmeptyor plant protectlo Qyp odI@E f@ua‘u tganisms in edge-of-field surface waters (2013),
studies qesulting in g er efidpoints Wer@se%%ﬁor the risk assessment, including endpoints from

estuq%ne or marlne cws% @ @§ °\

S &

Y
Predicted e@yonm%ﬁtal cen&ﬁtmns’sed in risk assessment
Full detall edlc env&gpnm@@ml concentrations are given in MCP 9.2.5 (- -
W 2015 -5 7- 01@»1) S
SIS
&, &5

&

@
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Table CP 10.2- 2: Initial max PECsw values — FOCUS Step 1, 2
Cereals (spring, Cereals (spring, Onions @5/ @©
Compound FOCUS Scenario winter) winter) 2x125¢ a@/ha 7
2 x 150 g a.s./ha 2 x 125 g a.s./ha @
PECov, max PECov, max PEC% ma @”
[ng/L] [ng/L] Ll |
Fluoxastrobin STEP 1 52.69 43.9k ) . 3919 2
(E+2) STEP 2 - North 8.05 © 6.78 v, 73 O
STEP 2 - South 14.66 12 > 1350 é
HEC 5725-E-des. STESPT;ZP 1\11 35.93 @g 89,94 ;\9 29.94 A
chloronhenyl - North 5.19 Q433 . & 4.8 @
pheny STEP 2 - South 1019’ 847 Q1 o 944 o
HEC 5725. STEP 1 19.46 @ 182 gy [N 1622 O
carboxulic ncid | STEP 2 - North %930 9 VY 91 N N2.14
Y STEP 2 - South N YTSOECE Y T
STEP 1 S 2356 Y N 1963 o YOgs @
2-chlorophenol | STEP2-North | & ° 91 s S a3, 9 | 284 &
STEP2-South (& ~$.63,.9 - .69, g 5510
Bold values considered in risk asses@ﬁcnt& X SRS 3 @U S @ &
@ A R NN @ N S %,
@ 9 ©) o L N
v S @ @ Y O N
Table CP 10.2-3:  Initial nggﬁCsw and T&@ACsvgzﬁ@uges at%ay 7 &@bwmg@pphcatl on to cétpals
FOCUS@Step 3 éx (@@Q @ _ % Q N
S Céreals
N @ & O @@2&1@211121&%0@@
Compound FO Scen&¥io D @Win@ Ao ) (&pri&g
P & DPEC m | TWAELT 10 PECa.ma g TWACa-T
S O o EE/L] N glL] O J@%/L] o) [uglL
O DIWitch), | AVL048Y | « 0.874. | OM.403 1.204
7 b (stream) 0.86% |9 02¢F O 0840 0.320
Rz D2 (ditch) P 1337 & 095 G
Q> D2 (gpéampQ | 847 @386°C N -
AN D3%ditch)2 0.952>° | Y0200~ ~0.950 0.155
D (pord) 002 . 0640 0.047 0.044
Fluoxastrobin \@])4 (s%a(rin) r@ «5%37’31 ik Qg?ﬁl @ 0.777 (O)gfé
E7) & 5Qond)y | ~@.048, &Y G 0.046 ]
o DS stregdy 0.758” 0.Q10 0.798 0.009
D6 (diteh) 0948 D 0353 - -
=) Rl gond) O] #2039 =193 - -
@7 R b«(sfream) X 1.6638 [ . A0.207 - -
N Rweam 5 o : : :
AN R3 (stiggm) .87 oF 0182 - -
@,°R4 (stream& @.724. & 0.483 2.177 0.489
Bold values ¢ 1dere ess é}lt N
Italic values@iﬂg\\ﬁ mr drlsk ass é@\ent
& § @ @
-

&
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Table CP 10.2- 4: Initial max PECsw and TWAC;w values at day 7 following application to cereals

FOCUS Step 3 @ S
Cereals o Q§
2 x 125 g a.s./ha 5 @@ S
FOCUS Scenario Winter Springd>
Compound PEComm | TWACHT | PEComn | TWACHT | S
[ng/L) [ng/L] pgll 4 enl & 5 o
D1 (ditch) 0.869 0.724 75, 1.166 o 0.999 'S| e é\a
DI (stream) 0.718 0.2087~ 0.7012 0.248 ©\ @ @
D2 (ditch) 0.936 0.676 S 2Ny & o
D2 (stream) 0.700 (@E’\‘I 3 S S Q Q @Q}
D3 (ditch) 0.793 66 099267 81294 © &
D4 (pond) 0.035 Q70033 | 0.0350 0.036° | 9 @@
Fluoxastrobin D4 (stream) 0.609 ., 0.817 Y 0647 ‘T 00y - N %,
(E+Z) D5 (pond) 0.040 O] @38 5] 4038 . Df 636 N
D5 (stream) 0.631 a0.008g,° | Q.665 "2 | _ 0.007Q @v <
D6 (ditch) 07907 [~ 0204 o N o - @
R1 (pond) 0167 - 0@58 4 R @ L §
R1 (stream) Q3555 | Wi | S- ol & o ©
R3 (stream) | « PLO9GY |« 0.149, T NS -8 (.9
R4 (stream) Q1410 4. 0397 1O 1786 2 0400

Bold values considered in risk ass@men&// @(/ S @\\@ @ Q @QD N
@

) : : e v
Italic values considered in reﬁ@lstimssng@i o S ' o\@ & ©
Table CP 10.2-5:  Initidkmax PECsw an@l“W§w Vas atday7 foﬂo%nga@'caﬁ&@f onions
FOCUS St@% @ O O« )
o @y &S QO NN
PR
é o @ 125gas/M ¢ & @
Compound @Ccenaﬁo = 0\ &\ B v -
PIey & o | BECeR %&VAC@7 & @
R g/l] -7 I O O
N D3 (ditch) = 1 Y 0116 @ \@’
AL D4ipond)sy | <0.045 Av043 > | ©
D4 (stredmn) 0.604 [~ 0046 |

DE(ditch,Ist) o8 0I85 gl 0a@po
Fluoxastrobin | @6 (djtch, 2ndi>" | 07783 | ~0.242 &)
(E+Z) @ RbgpondyY | 0173 | Q0163

O R¥Gtredm) > 1622 IS 0.py

AN R2 (stregm) SO 0684 ¢  0@I7

@’ R3 (Ggeam)’ | D481 [ - 01192

Réstream) 3.05%,° |59 0.414

Bold Values consideted in r@sse sfent Q>

Italic values considgred in ®@fined@sk as&;:gne&@

<
SN SR
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Table CP 10.2- 6: TWAC;w values at day 7 for fluoxastrobin — use in winter cereals FOCUS Step 4

Fluoxastrobin (E+Z) @ @©
Cereals (winter), 2 X 150 g a.s./ha/Cereals (winter), 2 x 125 g a.s./lt3| Koy
TWACsw-7 [ng/L] TWAGe7 [ng/L] &@ @)
Buffer Width|Scenario Drift Reduction Drif®Reduction \Q
& Type* 0% | 50% | 75% | 90% | 0%  50% | 75% N90%;> %@@

D1 (stream)| 0.272| 0.272| |0.272 2| 0206 @0.206 | | 0.208 6 @}6 @
D2 (ditch) |0.419 |0.419 [0.419 |0.419 0.3§$ 0.330 | | 0330 | 9330, &
D2 (stream) 0.233| 0.233| 0.233;40.233| |0, 0.181 | (p.181 0.181Q) &
D3 (ditch) |0.054 */0.027 * 0.043 7* 0.005 | *| 06545 % 0.022 4 oo& @

D1 (ditch) |0.435| [0.435| |0.435 %@5 0.329 &%@329 0.379y] 0.3297

@ .

D4 (pond) |0.034| |0.023 @1 0.020 _ 0.028 @7 0.018 016 @
5m D4 (stream)| 0.021 | |0.021 | |0.021 0021@00"& 0.636 16 0016 1S
SD DS (pond) |0.039| |0.020,510.016;20.0037 | 0 17 | €9.009 [N0.004 |

D @

D5 (stream) 0.004 | | 0.0027 | 0.002 0@@2 @@03 9.001 [970.00% || 0. o °

D6 (ditch) |0.091 | |0,045 o@z %09 oo& 0.0 7| @

RI (pond) |0.189 tg1978 07172 ?)16§§ 0@ 20.141 ] 0.138 §

R1 (stream)|0.207

@

Z@zo 02079 s:®69 801698070168
R3 (stream) | 0.182330. mé é %49 .14 & g .%9
R4 (stream) | 0.483] | 0.483 O¥83 %v483 0397E§J 0. 71 0397
D1 (ditch) 0.435] [@435] 9.43550.438 8& QP9 | 9329 [M9.329

DI (stream) ®272 a0272@0.2@§ 022 206 50206 | 0.206

N\~

@V

D2 (ditch)_10.4197>0.469| 10.419 10319 g@zag@ﬁoga 0.389 1| 0.330

D2 (stream) 0§ %@3 @33 @233 To.1 o% @J81 || 0.181

D3 (diteh) 8|*@. 14§ 007 * o.g* 0.624 | *| 612 @9.006 0.002

D4 (pond) <% 025, 10.02 S10. 0. 0020 “&0173\30.016 0.015

10m stream) 0.021F 0.02 1| 9021 @016 0.0T6 | 0.016 || 0.016
SD &RO (pond) 0% 4 08 §004@ 0.0239 | 0.072 | | 0.006 || 0.003
Qbs (@%eam)«Q 21 %0:002 [0.0029(0.002 | 0.802 01| |0.001 | 0.001

O De\diteh) 40.047 oozs% o.(%*z» 0.605 (-i?z [0.019 |1 0.010 |} 0.004

©© pond)y |0.083) OQ%) %1 @068,§ 9.068 | [0.061 | | 0.058 || 0.056

B (strgam) 0,093 093 .| 5093 1 $0.093 9 0. 0.076 | | 0.076 || 0.076

\@ R3 (stream) 0%81@ 081@0.081@]00@ 0.657 | | 0.066 | | 0.066 || 0.066
QO R4(strea “ozzo@ 0220 10280 |("220) &BM81| |0.181 |0.181 ) 0.181

%(dit&g 0.435] |0435| 0435, 0.435K+0329 10329] 10329 |0.329
SPI (stream) @@ 0272 |30.272)70.272] | 0.206 | | 0.206 | | 0.206 | 0.206
9 @tch)é 4197550.4194,710.419] 10 0.330| 0.330| |0.330 | 0.330
t
(di

&

0.019| | 0.018| | 0.016| |0.016 | 0.015

2 % trear@@) 021@ 0. O% 0,024 [0.021| | 0.016| |0.016 | | 0.016 | 0.016
@ RO § pond) 0 19 5/ 10.003| [0.015| | 0.008 | |0.004 || 0.002
(st i

@ reamy 0.238,” |0 @ 0433 3/ 10181 [0.181 | |0.181 | 0.181
© 015 * 0.007 *19,004 1£,0.001 |*| 0.012 |* 0.006 | | 0.003 || 0.001
D4 (pond) aP23 4@021 %%.ozcgéy

I 2| 0.002| [0.002| | 0.001 | |0.001 | |0.001 | 0.001
N 156( M24 @0123?)006 0.004| | 0.020 | | 0.010| | 0.005 | 0.003
RI (pond)&%.044(@ 0.039,|0.036| 0.034 | 0.036| |0.032 |0.030 | 0.028
& (stregf®) 0.039) [0.049| 0.049| [0.049| | 0.040| | 0.040 | | 0.040 || 0.040
@ R3 (st’édm) | 0.082 | | @p42| 10.042 [0.042] |0.035 |0.035 |0.035 | 0.035

R48)@:am)§a115 9.115] [0.115] 0.115 | 0.095 | |0.095| |0.095 | 0.095

E@rles I@Qed ith * @t from single applications

@O d spra% rift and runoff buffer
Q®30] 2 ues @md§d in refined risk assessment

&

@?
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Table CP 10.2- 7: TWAC;w values at day 7 for fluoxastrobin — use in spring cereals FOCUS Step 4

Fluoxastrobin (E+Z) . @ @b
S @
Cereals (spring), 2 x 150 g a.s./ha|Cereals (sprm@%% x125¢g a.@.@a ©®
TWACsw-7 [ng/L] TWAE.,-7 [ng/L] «
Buffer Width|Scenario Drift Reduction Drift Reduction @ 0\ &)
& Type 0% | 50% | 75% [0% @ 0% [ 50% | 75% é\ﬂ
D1 (ditch) |0.512] [0.512] [0.512 §@:512 0.398()@0.398 03@3 @ @ &@
DI (stream) 0.320| 0.320| 10.320, |0.320 o.2z@§ 0.248 &0 0248 éﬂ ®
D3 (ditch) |0.042 |*|0.021 |* 001@* 0.004 0<<§5 *0.017 [*@®7009 | é)ﬁ é}
5m D4 (pond) [0.037| [0.026| |0 0.023 || 0. 1@57.0213&001& 0.01 &
SD D4 (stream)| 0.024 | | 0.024 24| 10.024 0.019@0019Q Qo 0®19 | D
D5 (pond) | 0.037| |0.019, |0.01Q, < 0.0 oo@ (@80%?004;@
D5 (stream) 0.003 | | 0.0023)°| 0.0G2) Os@g 0.003 @01 9001 | [0.0
R4 (stream)| 0.479 | |0.476] | 0494 &93 390 | 70.388% | 0. & °
DI (ditch) [0.512] Q312 -0:512 US% 0339&5 0.3 0.398 | | 0398 | @
D1 (stream)| 0.320 O@ 320 0'3&2@ Po.@% 0:2: ?48 v0.248;;§
D3 (ditch) 0.022§001§Q 0.006 | *| 000 8 |* %9009 § .00560.008
10m D4 (pond) | 0.02& 0% 0823 | [ 0022 @02 S0.0195+70.0 0.6)8
SD &RO D4 (stream)| 0 4| 0024 [0.0248 0.01§> 0@ 04W | | 8019
D5 (pond) |0.026 %.014%0.00 oy o.%?é@g 0.02 ©s §®06 9.003
D5 (Streal%%OOQ\ 0.001 0. %1 @@)1 E 00F4 10.001
R4 (streary) 0.217 ogﬁ@ 9215| 10214406178 @J. 0.176° |0.176
DI (digh) |0®12] @512, @512 70.5120.398) 308 10.398
D1 ($tream)0.320 %32@§ 0@ W 0348 | |9.248 %’248 0.248
Da(ditch)QH0.01 65| 0.068 * | 0 % 05001 9.010,* 0,005 €20.002| | 0.001
20m (pond¥” | 0 0924 @23 10.022 .0200)% 0.01QT 0.018| 10.017
SD & RO 54(st<@am) 4| Q024 0%50.0 0.019] [0019 0.019 [0.019
(D5 (Fnd) 9.018 | “F0.00, | 0.6057 |0 05 Q@og 0.004 | |0.002
@© D%%tream) 0.0 0. do1 | Jo. 1<§001 +0.001 | |0.001 | |0.001
(2 §>(str&z@)01 0813 @112 @3\0.11@ 093z [0.092| [0.092| |0.092
Engn@@ marked w1 * resu kf?om le applications” @ 04
@ nd RO denote@)ray gand frbuffer QO O ©\
d values con&ere eﬁned risk @s%ssn&@ % N
O
BN ©
@’?@ §@ & \%@@ &
@ O & .09 o . O @
Q ¢ © NS
SRS ,@ & @
) S @ %
@’ o\@ 9 S N
Q AN N @& N
R o @ N @7 @
N (g @\ Q &©
&@ A g S N
@ Q Q & ©@
¢ & O
< N) % S
SRS
S
& &
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Table CP 10.2- 8: TWAC;w values at day 7 for fluoxastrobin — use in onions FOCUS Step 4

@° @
Fluoxastrobin (E+Z) @5/ S
Onions, 2 x 125 g a.s./ha @\} 0
Single application Multigk:)f applicatioq@@ @
Buffer TWACsw-7 [ng/L] TWACo-7 [ng/ N
Width |Scenario Drift Reduction Drift Reduct$ @\Q &
& Type' 0% 50% | 75% | 90% 0% JV50% | 5% = 90%D
D3 (ditch) 0031 [ 0016 | 0008 | 0963 | 0.02907 0015 | C000%s" 0,008 &@
D4 (pond) 0.021 0.015 0.014 0.014 0.0 0.040 . @0.0 9 ©
D4 (stream) 0.016 0.016 0.016 @0.016 045 0.045Q 0.0 @045@
D6 (ditch) 0.017 0.009 0.007 0.007 041 €° 0.0 8010 @0.00{
5m D6 (ditch) 0014 | 0012 0.0 0.012 300630 00 ©0199 oﬁ%@
SD R1 (pond) 0.070 | 0.063 1060 @@.058©5’ 0.13% @47 D 0.141> | Q138
RI (stream) 0.081 | 0.081 81 @ 0.081.° 0497 _0.19728T 0.19 0.197
R2 (stream) 0.047 0.047 0.047@9 0. @17 E) 0.11 @17 5%0.11@ °
R3 (stream) 0.078 | 0.078 w\“% 0.0287 | Q078 o 0.1 2 1928 0192
9 04347 |- 0414 2 0444 @4

R4 (stream) 0.175 0.175, ] 05 | 590.175

¢
72
<

D3 (ditch) 0.017 0.%@ %0004 0.0 Q015 10.00 004 | @.002
D4 (pond) 0.015 | 0014 [£.0.0148 Q% @041 0. §639@ 0.039
D4 (stream) 0.016 .016 U 0.015 | L0016 > 0.0@% 0045 0455 0.045
D6 (ditch) 0.009 0.00% | G07 @.om@ 0.9: 6@0“ D 0.00% | 0.007

é%m D6 (ditch) 0.01%@ o0tz | 0912 @ 0.0{@ 33 0.01®© 19 | 0.019
«ro Rl (pond) 0.032° 0028 é\o.% 0.024 | 6071 % 0.%)23 058 | 0.056
R1 (stream) 0%36 P.03657 0. 0036 | "0.088> | 0088 ©0.088 | 0.088

R2 (stream) | «Q.021 | 0.02® §1 < 002k 0053 sﬁOS 0.053 | 0.053

R3 (stream) 0.03@ 0.636 .0366@ 0.085° | <0.088 | V0.088) | 0.088 | 0.088

R4 (stream) £ 0.079 0079 o 0079 0079 | Q0186 | 086 | 0.186 | 0.186

gi Ednch) 009 000407 0.062 @@ﬁ)m@ 0.008~ .604 0.002 | 0.001
pond)y” | @014 <, 0.0F | 014, o.og@ 0 (%039 | 0039 | 0038

D4 (stre&h) §0.016& 0016 | 0.0164 0.0 4507 0.045 | 0.045 | 0.045

som D6 (digh) &7 0.0 | 0007 o.o%v J007 .@ 0.007 | 0.007 | 0.007
spg DoLditch) @ 012 ¢ 0.01 Q12 | 29012 0. 0.019 | 0.019 | 0.019
R0 Rltbond) 20.018 %,” 0. 3 1700 0988 | 0.032 | 0.030 | 0.028

D1
RY (stream) (0.0195] 0019 | 00195 0019 | 046 | 0.046 | 0046 | 0.046
R2 (stream)es 00017 |« 0.011 70.0417 | 0.011 35,0.028 | 0028 | 0.028 | 0.028

R4 (stream) | 0.041.0 0.0 0.04D | 0.097 | 0.097 | 0.097 | 0.097

R3 (strea 0519 @0.01&© @9 é@.ow“ 0.046 0.046 0.046 0.046
0,041
N >

#SD and RO dengte spray, it an off l@%r o ®) 73
Bold values &&dere@m refiged risksassessment s >
9 R & e
=) S ar
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ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS
TERAa calculations based on FOCUS Step 2 (PEC values based for cereals on wo@ @

Table CP 10.2-9:

case GAP 2 x 150 g a.s./ha and for onions on GAP 2 x 125 g a.s./ha) g
Sw,max @
Compound Species Eﬁ?g[;;l}nt PI[EMCg /L] . TERA @l‘ng@
0
Cereals (Winter/spring) a § &
Fish, acute BN o NS
> A
Oncorhynchus mykiss LCso @5 1%‘2% 2%0;\7” 10@.@
R
, Invertebrate, acute | g 450 @%.66 2.7 Q@ 00
Fluoxastrobin Daphnia magna %@ é &© U© @
(E+Z) Invertebrate, acute D ) D S L N
Gammarus pulex E 9) 150@% . @6 R la2 2 ,lg)
9 % O © o Ro
Inver.tebrate', acut(? “ @@ 6@@© < V14, @ @@ 41 AN Y00
Americamysis bahia % @@ 0@ & & @%\ o
F;Sh’ poue ] Lo 102000 | 4910 ST 210000 ¢
HEC 5725-E-des- | Oncorhynchus my N &4 S— av =
chlorophenyl Invertebrate, ac@e | Ko I < X S
Daphnia m@@g EQQQ Q,Q@ 0004 1%&%0 §> 9 . 100
Fish, actte @ @ @U DN
’ ; 95799 4.4 1362 100
HEC 5725-carboxylic| Oncorhyn@us mitkiss 6@50 @$ Y O§ ® @@ &
id
aci Invem@ﬁ.rat acute el E 700 OO& o%g?tg G > % 321 100
Dgphnia giggna & SN
*~ Fishgacute ° NS
s@ncor@@%us Hipkiss |©O CSO@@ . 2@ 561%& . ) 461.8 100
2-chlorophenol 07 S N =
& Inve”ebraﬁcut&@@ B Sraom | 363 S| 1314 100
Baphnia mugng Q & |~ @
Onions L %\ A N \ & N 9 7,
§
< Q'_@ %g?h wld L& S5O | B0 32.0 100
2 Onco ynck’@s myliss | N\ Lo Ay
S dnvert @?e Q
© EC 0 O 13.60 353 100
Fifoxastrobin .| 9D Daph#ia magna &> . 0 X -
E+Z ©
(E42) - {7 Invertebra@eacute = | g 13.60 11.0 100
9 &amm@s p “@ v A
@ @%lee rate, Goute q Q
© O An&@cam)&% bahia, E(%o @@0.4 13.60 4.4 100
Flsh, ute <\~ -
HEC @-E-des- @corh@chus . @%C oo\% >102 000 9.44 > 10 805 100
hlorophenyl . Y
oropeny Invetebratgyacuteq, o >100000 9.44 > 10593 100
N @phni’&magna@ A
N Fish, acuel <§ LCso  >95700 4.19 > 22 840 100
HEC 5725-i§myh& Oncopliynchys mykiss
' @
A ﬁ“gb@e’ UG | ECy, > 100000 4.19 > 23 866 100
@@» S aphrly magna
& {% ﬁ aeute | LG 2600 5.51 4719 100
§hlor g nol @ ncoxhynchus mykiss
Q@ ertebrate, acute | pe 7400 5.51 1343 100
f.(@ Daphnia magna ’
Bold vatues do not meet the trigger
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Table CP 10.2-10:

RAC:w; ac calculations based on FOCUS Step 2 (PEC values based for cereals on
worst-case GAP 2 x 150 g a.s./ha and for onions on GAP 2 x 125 g a.s./ha)
(acceptability of risk: PEC/RAC <1)

& &

. *O
. Endpomt RACsw; ac ECsw max B Q,
Compound Species (ng/L] (LCs0/100) @g [ng/L] /?@:
Cereals (Winter/spring) v & D
Fish, acute <) © 9
Oncorhynchus mykiss LCs0 V@%S f@i& 14@5& @; 32@&
Invertebrate, acute D
7 EC 480 .8 .66 505
Fluoxastrobin Daphnia magna ¥ V& ©Q‘ ) (@Q r§ & Ny
(E+2) Invertebrate, acute EC Z 150 Q o &@1 466 @9 7 @
Gammarus pulex "'Zﬁ‘ @»@ R O @ '@
o, = @
Inver.tebrate', acute ECo & 60. @6@’ *&}’.60 4\7@’ @@t 66 9427
Americamysis bahia | & %@ @% y § @@ S -
o F;h’ soe A Lo 2 2 000y 1020 1090 49 < odit
HEC 5725-E-des- neornyncnus my z&ﬁ > P Q
chlorophenyl o @ & S R
pheny Inverteb.rate, acu@® K§Cso > 100,000 \9®> 1 @10 Q.01
Daphnia ma, Q I ) -
, 20 ) =
Fish, a @)
’ ; 95 957 48 <0.005
HEC 5725-carboxylic| Oncorhynchus mykas | 15 & @@ &©> X9 @ o
. N (D
acid Inver%@fate’ doute S ECy > 100 oo&@% 4900 |~ 440 <0.004
Daphnia magna ¢ & Qy KX 9
Pish, acvte S~ N R -
. : e O LA
On?orhyn%%{tus mykiss (§ % @ 2&@ & 2% (§ 563 022
2-chlorophenol &1 K@? = — AN S et
Qo Inve ; rateacute o | E§ 27400 &4 ' 563 0.08
Jé Dap nja 3 gn;;@ V@ @ . &
Onions A O O - N Q{@ $§@ <
Q l@h acugy) o 2, @
(2 Q@Oncwyncw s L&y OBsS| @S 13.60 3.13
9 o | O ©
S é}‘ye“ﬁ@te’ ?ﬁe ECon 480 T4 13.60 2.83
Flg%@strobm @, Paplgia ma Q) S
(E+Z) - Invo?&ebra§acute©m\\ ~ RN
S G§mma ES %50 N IQ 1.5 13.60 9.07
9
ate, giite Q
@@ (@Amer@mys& hia G Efj @4 0.604 13.60 22.52
(&3
@‘%@m Q @?So @>102000 | >1020 9.44 <0.01
HEC 5R5E-des- | Qucorhyndhus SS s b
hléedphenyl it
CHORPIEY. Inve”ﬁatgxacute@& BCY  >100000 | > 1000 9.44 <0.01
% st nia figagna N
@ F1sl@cute Q
C > 95 700 > 957 4.19 <0.004
HEC 5725- car&(@yhc Oncorlipchusangiiiss £~
aci
i@ &brmg\acg@@ ECs, > 100 000 > 1000 4.19 <0.004
@ ({\3§9 & n@nagn
& Lo %@’ acute LCs 2600 26 551 021
ncoriynchus mykiss
ZQNoro 01 " b
e rtebrate, acute | g 7400 74 5.51 0.07
N aphnia magna

(@
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All TER values for the metabolites of fluoxastrobin meet the trigger for acute exposure. For
fluoxastrobin the acute triggers were not met for fish and the invertebrates D. magna, G. pulex AD
bahia. Therefore, a refined risk assessment is required. The consideration of the more realistic £( U$§
Step 3 surface water concentrations is presented below. @@ @ @

In accordance with the EFSA PPR Panel opinion on lowering the uncerta@ty factor s@h on
additional species are available (EFSA Journal (2005) 301, 1-45), as %i\l as the rgac@nmeﬁé1
provided in the new EFSA Guidance Document dif) Aquatlc Fb{otoxmology@F \Jou 92
2013;11(7):3290), the geomean of the available acut%oxwlty da@ on aquaticg)j ‘S§rates\g

@

agreed endpoints) is calculated and used in the reﬁne@%nsk assessr&@t in combirg i on ggQ&
value of 100: % Q &
¥ &£ Q @
Species . ECso/LCs{fimg a3/L) @7 6\ . % §
; ; ; S A
Americanmysis bahia Q @0604%, S Y |y %
Gammarus pulex @VO.IS@U Q@ & A @% @7 @&o
Daphnia magna TS Oxﬁ% (< &% Q| =, §
Acanthocyclop&®enugiis & .S %, @Q é’ ®)
Cloeon dipt@t\;{n SN, SRS Qr @U @ &
Daphnia @galeata@ . 153 N @® @) @Q O\W\a
Asellusmquati{@z?) @;}L@ @JI @@ N @wj §> «
Chcgﬁ%rus 555014}”15@@ %32 & @ ¢ Q
Simoceph@&us veta@s @§ >3y @ o 2 ©
“Géometricmed & | 0488 o0 o O [
5 O Y .0
% @
It has to be noted that theQ'gr thag) e 1ntss{9r Chc@bor@ obsa%%pes and Simocephalus
vetulus were not ¢ der@@ sultdﬁbe foﬁ‘@e in the ca@w(g@f th&geom@nc mean, since they do not
represent true e tvakl \ S N3
S 1Ty -
The geomear@valu@%f 0&@?8 g as/Lc an\@ u for @rthe&@éﬁnement of the acute risk of
Fluoxastlgo\gﬁl to aquatlgo\(g)rga%s% @ @ w @@
&@ @© o\@ SER § R o\©
STy s
o o oo &
o O ¢ .9 o O @
NN I
SRS ,%Q & @
=) % S @ %
@7 N Q @ N
\‘”\, N . v Q X
¥ O
@° N
NCY N
@ N © ©@
S &
& <
< @ &
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Table CP 10.2- 11:

TERAa calculations for cereals (winter and spring) calculation based on FOCUS Step

3 and the refined aquatic invertebrates endpoint (geometric mean) &°
. Endpoint PECsw,max FOCUS L
Species ng/L] /L] scenario 5 TERA @@lgger@
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha @ AN @w
1.048 D1 (ditch) 4151 & ~@b0 ]
0.864-, | DI (strgfim) | 5038 |- 21003y
1157 D2 (dfich) 3026 ) LW
(:847 D2 @tream) \v)@@.é@) ENO
y%sz V (digch) 5’45&9 O ;(g;@
2y 0.042 D4 ($6nd) 0357 & 1
Fish, acute LC 43 'S &731 N@ D@rea@t@v @@5.1"\ 100
. 50 % 4
Oncorhynchus mykiss Q %\8.048@ @ (p(%@j o 9063 % 100 -
g\% o Zég%@ J%I%%eam)f\@ @Zs\% 4 §
N 48 ditchiyy, 8.9%, 0
@ A AN D
NS [ S0 | RIpoiid) [ 2148 100
Q& TN 1663 RI (sbeam)cy{ 2616 =7 100
o <2 o &B7 ) Ra(Streamy 5.4 100
N @ O 7248, @%(st@m) © 252y 100
o & & g 1w © Dlfditch) 9 458.0 100
9 0,864 o} Divstrean)” | £1555.6 100
5 @@ &2 O [T [ mdich) [V 4222 100
§ § & o 0847 | D2 (§weam)S|  566.7 100
ST TR s | L0952 of B ity 504.2 100
& S ¢ & > 50042 | £P4 (pond) 11429 100
Invertebra@, acw§ %©E Q}go . P 031 O D4 (@ream) 656.6 100
Dalzh\'@l magna | S@ N7 0048 @] 15 (pond) 10 000 100
AL @’ § @ o ©°0.758," | @5 (stream) 633.2 100
@\ N & O 0048 -\ D6 (ditch) 506.3 100
&> K\ < P 02035 RI(pond) 2365 100
@ O & & 5 [T | Riweam) | 2886 100
QO o O S & 137 R3 (stream) 359.0 100
> © K 4
s S g 2| «Fra R4 (stream) 278.4 100
S @J R N &&* o Loag DI (ditch) 465.6 100
% S Q@ &} 0864 DI (stream) 564.8 100
A & S 1.137 D2 (ditch) 4292 100
@° S @ S
oA AN 0.847 D2 (stream) 576.2 100
@ N ! %&’ ©@ 0.952 D3 (ditch) 512.6 100
Inve@rate@?ute QRN 0.042 D4 (pond) 11619 100
. L@G/ECso 488
Ge@gﬁ@an, @@pecw% Q 0.731 D4 (stream) 667.6 100
S @@ § g@ﬁ 0.048 D5 (pond) 10 167 100
Q N 0.758 D5 (stream) 643.8 100
& 0.948 D6 (ditch) 514.8 100
0.203 R1 (pond) 2404 100
1.663 R1 (stream) 293.4 100
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr%;yr @
1337 R3 (stream) 365.0 N00
1.724 R4 (stream) JO 283.1 | @ 71008,
Fluoxastrobin (E+Z), spring cereals, 2 x 150 g a.s./ha g R
1.403 D1 (ditg) | 310097 eroo D
0.84{9 | DI (stygam) SIR2 (O 1008 | o)
0.950 D3 itch) @79 & 0
Fish, acute LC 435 @47 134 (pond) ©\\9255 R f©00 @%
Oncorhynchus mykiss %0 @.777 I}ﬁ(s%?@@ﬁl) § 55&8 100
Y 0046 { DS¢pond)gy| 57 =]7 100
S| @798 <] DS Gtreapy | 53451 Yoo
2178 | 4 Gudan) | 1998 @) 108, °
& ’ 1403 § DLTitch) O] 342.1
Q@ NN QQstrefg) @570 | O100
O & | 50950~ | @D3iph) o 5683 | 100
S SIS NG
Invertebrate, acute E Q €430 -9 02047 > DA@pond)y @13" 100
Daphnia magna @50 X g @7&@ @(s‘[rea@ @Q)M%& 100
% > oS L0046 D5 (pbd) o] 10435 100
o O @© D" 0798 D5Gtreargy | . 601.5 100
KN ﬁ@@ @71 | RAGotredim) | 52205 100
NN o7 140% | ODI (ficeh) 5}~ 347.8 100
L & &
& S Q84 @ D] (streamp) 580.3 100

N) q N v N ; 7 @ %@@

S 6\ NN 09507 | @8 (dif 513.7 100
Invertebraacute Q5O %?8’ F.7008% |4 (pond) 10 383 100
Geome 7spec@ 'S 50@50 % @ @7 ~ D4stream) 628.1 100
@ ol & @ 20.0468 | D5 (pond) 10 609 100
AN \@ \Q o @@“ 490798 | D5 (stream) 611.5 100
ARSI - R4 (stream) | 2242 100

2 & & o N N

@ @Q @? O o . § (g
W O S oD
O 9 K8 ® @
=) N @% y %o
@7 @QD ) N &@ ©\
Ny v\g @ \@ Q@ &
o @ &@ &©
&SR
@Q < ® ©@
o & o ©§’
S QS
(ON
$ & e s
&< &
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FXA+PTZ EC 200 (100+100) G

Table CP 10.2- 12:  TERAa calculations for cereals (winter and spring) calculation based on FOCUS Step 3

and the refined aquatic invertebrates endpoint (geometric mean) @ @
. Endpoint PECsw,max FOCUS
Species [p,gp/L] ng /L] scenario 5 TERA @lgger @
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s./ha @ AN
0.869 DI (ditch) 500.6 <] @0
0.71%-, | DI (strgdm) | 6058 |- “@100&
0.956 D2 (dfch) 467 10 |
(%700 D2@tream) | 021487 00 €
0793 Q3 (digch)  Jo 75485 | ©100,@
25 0.035 D4 (fond) |° RWY b 1@
Fish, acute . LCs 435 @@)& V@ﬁm N D@rea@ @\@14-3"\ *100
Oncorhynchus mykiss %\804(3© @ (p(%@j' @10 845 % 100 -
O [T oal | bs geam) 6894 4 1@
o oL @79 <] Dawitch, | €550.6s, | 00
RS [Qoers [ SR pead) [ 2605 =100
&S 1355 RI (seam)cy{ 3210 «[7 100
@Q 2 o480 ) RaGteamp | o391 100
SRS 4108 | ®%(tigam) | 3085 100
. S & @ 0w ™ Dlfditch) 9 5524 100
9 0718 o} Divstrean) |<2\668.5 100
3 @@ L 0 ©0.936Y | L2 (ditch) . [ 512.8 100
@Q S Q@ D" 0700 | D2 (S§weam)S| 6857 100
ST T R s | L0993 of B (it 605.3 100
& S ¢ & o 250035 | £P4 (pond) 13714 100
Invertebra@, — @C %0 069 D D4 (Gream) 7882 100
Dalzh\'@l magna | iﬁ@ 0 ST B0 @ I (pond) 12 000 100
AL @© Q § @ o ©°0.63L" | @S (stream) 760.7 100
OO & O > 090 X Dé (ditch) 607.6 100
&> K\ @9\ O 00675 | RI(pond) 2874 100
@ R ®© oS [&713% | RI (stream) 3542 100
Q © O O N e 1890 R3 (stream) 440.4 100
s S 8L 9] R4 (stream) 340.4 100
Q N &&V (S 0.869 D1 (ditch) 561.6 100
% ~:§ S > Q@ &} 0718 DI (stream) 679.7 100
h . & @ &© 0.936 D2 (ditch) 521.4 100
&@ A > § Q 0.700 D2 (stream) 697.1 100
@ N & < ©@ 0.793 D3 (ditch) 615.4 100
InV@@r&tcﬁ@%ute <€) LC@EC 438 0.035 D4 (pond) 13 943 100
G@an, @pecie% Q¥ 0.609 D4 (stream) 801.3 100
S @@ § g@ﬁ 0.040 D5 (pond) 12 200 100
Q N 0.631 D5 (stream) 773.4 100
& 0.790 D6 (ditch) 617.7 100
0.167 R1 (pond) 2922 100
1.355 R1 (stream) 360.1 100
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FXA+PTZ EC 200 (100+100) G
. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr%;yr
1.090 R3 (stream) 447.7 N00
1.410 R4 (stream) O 346.1 | @71008,
Fluoxastrobin (E+Z), spring cereals, 2 x 125 g a.s./ha g R
1.166 D1 (ditgh) | 373197 eroo D
07009 | DI (stfam) 6205 > 10g8
0.792 D3 itch) IR
Fish, acute L 435 9039 | DBapond) | OT154%] Cloo 5
Oncorhynchus mykiss %0 @.647 ]}3(5%7@@&) § 67@ 1008
Y 0038 { DS¢pond)gy| 447 =7 100
S| @865 <0 DS Gtreapy | S654.1 Yoo
. o’ 17867 | 4 Gudain) | 2485 @) 108, °
&S 1166 \Ey DL witeh) O] 4117
Q@ R QQstreim) @684.7 | O100
OF & o079 | 3dieh) 4 6061 100
Invertebrate, acute EC Q Tz 03839 2> D4dpond)y @08" 100
Daphnia magna @@ Y o @§647ﬁ@ @(strea@ @QMIQ 100
N (&\ ol 0038 D5 (pbd) o 12632 100
© O @© D" 0.665 D5 Gtreargl | . 721.8 100
KN ﬁ@@ DT80S | R4 (stredm) | o0 268.8 100
NN o7 L1gs | ODI (ficch) [}~ 4185 100
L @ &
& S Q01 @ D] (strearp), 696.1 100
ST @SN SN TS| 08 diid) 16.2 1
PN 8079287 @3 (dif 616. 00
Invertebr@@acth LOWEC O 4%% G 0.089 D4 (pond) 12513 100
Geome 7spec@ 5 & % @ 0@17 ~ D4stream) 754.3 100
& ol & @ 00380 \\J@% (pond) 12 842 100
AN \@ \Q o @@“ 4190665  { D5 (stream) 733.8 100
AN RN R4 (stream) 2732 100
2 & & o N N
@ @Q @? O o . § v
V0O O S & D
O o R & @
=) N @% y %o
@7 NS ISEREN
S N A9
% S IR NN
S ¥ & Q
@° N S
s A &S R
g <
o & © ©§’
S QS
O
$ & e s
& &
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Table CP 10.2-13:

TERAa calculations for onions calculation based on FOCUS Step 3 and the refined

aquatic invertebrates endpoint (geometric mean) &°
. Endpoint PECsw,max FOCUS L
Species ng/L] /L] scenario 5 TERA @@lgger @
Fluoxastrobin (E+Z), onions, 2 x 125 g a.s./ha @ AN @w
0.791 D3 (ditch) 549.9 51 @00 ¢
0.045,, D4$" 96i§ . %og@ %
0.604 | D4 (stfam) 7203 ) 10
%785 | D6 (@ich, 1sy | x534.187 0 9
Fish, acute L 435 0783 D6diteh, 2nd) [ 75556 100, @
Oncorhynchus mykiss %0 @@* 0.173 R1 (Fond) R %\@5 > i@
o | 1522 & Riiream)” | Q082+ w00
© o Oesac | R e [TT6360 |5 100
O[O P J\fu (stream) 2937 4 160
S 3p57_« | Réfstream) | cW23s, | 500
e [oorses | p3dich) (£ 6068 100
§T S 0045 D4 (ond) 3f 10967 =7 100
@Q 2 o] 8604 ) DaGtreanyy | 7947 100
RS @785 | motditch, 1s) | 61165 100
Invertebrate, acute 5 © (§ 0.783 D6 (diteh, 213@9 €33.0 100
: GEC5 Q" 480
Daphnia magna S 9173 &  Rb(pondh [ 2775 100
v @ L O ©1.6229 | SR1 (sream) . [ 295.9 100
@Q v @ 068 | R2($weam)S| 7018 100
ST TR s | 81 9] Rstreadly 324.1 100
ol LY s o [N [@dewan) | 1570 100
SO N N B 0197 O D3 @itch) 616.9 100
N N 2 A S % @] mpond 10 844 100
AL @’ § & o ©°0.604," | Q4 (stream) 807.9 100
O & & O o 0385 PD6itch, Is | 6217 100
Invertebrate, agite AlLeefe s O] 0783 & | D6 (diteh, 2nd) | 6232 100
Geomean, @peciebQ @@ o @@’ é\ &0.17@3 R1 (pond) 2821 100
9 © O O N & 12 RI (stream) 300.9 100
<\ . § @%’ L 91 . Fesa R2 (stream) 713.5 100
& 2 R N &@ & 1481 R3 (stream) 329.5 100
o N @% LoD é\ 3.057 R4 (stream) 159.6 100
)
@° SIS
A &8 8
& S @
%
< O % S
SIS
S A
s
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Table CP 10.2- 14:

RAC:w; ac calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 (acceptability of risk: PEC/RAC < 1) &°
. Endpoint RACsw; ac PECawmax FOCUS | ... 4
Species (ng/L] (LCs0/100) ag/l]  |nscenario | PES/RA®
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha @ AN @W
1.048 DI (ditchf] @24 |
2 0.864% ' | DI (stream) | -« 0203
g 1187 D2 @itch)s¢)° 026
& £®7 D&Zsjtrea@ /(@19 w3
%@ Q0.952. |3 (dich) | ©0.22@
o 0.0  |°D4(Pdnd) 0
Fish, acute L & s %N@ 3@731« U] DdWtreany | *0.17
Oncorhynchus mykiss Q) % Q) @0.0%@’ @5 (pend) % 0.0] .
O P N 3 0858 D5 (streamy{> 0.0
N @ <« 948 | metditch) | <22
Q SN S &2 KRipowd | 005
O - KSR S S (r@d) :
@ L AN 1863 ¢RI Ggreamy” 038
o <2 7 @6 b 337 | RGtreamy| 031
N o | T | R4 (stggm) | 040
O & @ Y L8 . Y Diggitch) 0.22
N} )
2 9 9 EN S %0.864, " | Distream) | 0.18
. @ o O |y . Olx 1w .| dih 0.24
NGNS L O [©
@ § Q@ > & 4 0887 S D2(stream) | 0.18
S P 7P SO o 209529 | D3 (ditch) 0.20
\ & \ N @ @
©© D N & > S S § 0.042 D4 (pond) 0.01
Inwrtebra@ ac > S 2 D 0@31 D4 (stream) 0.15
A e 80 < 430
Dalzh\'@l magna | iﬂ@ SEERS; @| @048 D5 (pond) 0.01
&@ @© § @ Q> @Q § Q" 0.758 D5 (stream) 0.16
SRS £ 0048 D6 (ditch 0.20
§ & IS = S é N (ditch)
& @ @7@\9 K @@ 0.203 R1 (pond) 0.04
@ R @Q oS S @ 1.663 RI (stream) | 0.35
Q O § O Q\ D 1.337 R3 (stream) | 0.28
s Sy & L9 1.724 R4 (stream) | 0.36
Q R N &@ S 1.048 DI (ditch) 021
%, § S) s Q@ @ 0.864 D1 (stream) 0.18
h . < @ &© 1.137 D2 (ditch) 0.23
&@ A > § Q 0.847 D2 (stream) 0.17
@ D IS ©@ 0.952 D3 (ditch) 0.20
InV@@r&tcﬁ@%ute <) LC@EC 488 4.88 0.042 D4 (pond) 0.01
Gegrmean, @@pecie% &30 ' 0.731 D4 (stream) | 0.15
§ @@ § g\;\” 0.048 D5 (pond) 0.01
Q N 0.758 D5 (stream) 0.16
& 0.948 D6 (ditch) 0.19
0.203 R1 (pond) 0.04
1.663 R1 (stream) 0.34
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FXA+PTZ EC 200 (100+100) G
. Endpoint RACsw; ac PECsw,max FOCUS
Species [ng/L] (LCs0/100) [ng/L] scenario PEC/BAC
1.337 R3 (stream) | (027 @
1.724 @4 (stream) 0@‘6.3@
Fluoxastrobin (E+Z), spring cereals, 2 x 150 g a.s./ha g R
1403 =) | DI (dite®)’ | P32, 9D
© 0841 | DI (stream) L > 0,190
&V 0550 D3@dicch) P 02
Fish, acute 40.047 DF (pondR | @01 5
Oncorhynchus mykiss LCs 435 @@%@'35 0.7;@0 @4 (séam) < 0.1[&0
9, & b s
& 0046 gy | DSpondr]” 01
Sl @ é\? 07985 | B8 Girean) [ 0018
Y > @ E@“zg@ FR4(s@m)@o%§§
b 393 O Di(ditch) o
RN @ S Q% - =
SN IFSEEN 841, | B (streant) | Q0.18
O & N 8 [0 00897 b3 @i [ 020
Invertebrate, acute Q S ®ﬂ7 @© D@}%on& 0.01
: EC as0 G 0 9
Daphnia magna @@ Y @ ® &@ @0.777® @@(str@\qm) 0.16
N NS 9 0,048 D5 (pohd) 0.01
% < N Q AN G
© O @© Y 6798 (| DS Gream) | 0.17
QY ﬁ§ @§ @Q o 217 g(stream) 0.45
e & o o O [© 14 S bidien | 029

@ § S b O d o0sal DI (stream) |  0.17

@ q o "y @ & g @

S ©\ QO S _@0.9500° | D3 (ditch) 0.19
Invertebr@@acth LG/EC O s ;\a 4@@ 0,047 D4 (pond) 0.01
Geome 7spec@ o5 & % @ 73 @y Q777 D4 (stream) 0.16

° kN R )
&Q\ @@ @@ @ i @@ § o 0046 D5 (pond) 0.01
N N s @@ ~  0.798 D5 (stream) 0.16

O N & PN S 2177 |Ré(stream) | 045

2 & & o N N

Y @Q @? O © § @§

VW 0O O S & D
¥ o K &2 ¢
=) N @% W2 %
@7 2 Q SIS
N Q
Q AN N N
N (g @\ R Q
@° N S
© o &S R
@ < Q & ©@
¢ & ¢
S eSS
(O
$ & e s
&< &£
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Table CP 10.2-15:  RAC;w; ac calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 (acceptability of risk: PEC/RAC < 1) <@° .
. Endpoint FOCUS o
Species [ng/L] yscenario };@/RA@
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s. S @W
DI (ditchf @20 ¢
D1 (stream) |- 0.173
D2 @ich)d° 029
A D
D oreany| 076 -]
;@’3 (digch) | ©0.18@
“D4(bond) d> Q@
Fish, acute Q@strea’@ 1,14
0 honch i LCso 435 B
ncorhynchus mykiss & 5 (p\)@d) % 0.0] -
- X D5 (stream){> 0.8
> 7 B0 | metditch), | 08
K . Ko@) | 0.04
@) & >
Q& &5 SFRI @reamy” 031
@ &@ I@&estreanﬁ 0.25
NS R4 (strggim) 0.32
© D lefditch) 0.18
N} g
© 2) @(stream) 0.15
v @ & 12 diehy | 020
@Q v § Q@ D2 (stream) 0.15
S \@ S % Q. D3 (ditch) 0.17
X 0.035 D4 (pond 0.01
&S s L Fm
Invertebrate, acufyy %EC © 20 < N D4 (stream) 0.13
Dalzh\'@l magna | i SEERS; D5 (pond) 0.01
o D5 (stream) 0.13
&@ . @© § @ Q
o & & .0 D6 (ditch) 0.16
) TR 1 (pond
& @ & R1 (pond) 0.03
@ @Q @Q RS NS R1 (stream) 0.28
Q © \\ Q\ R3 (stream) 0.23
S S &, R4 (stream) | 0.29
Q & R A DI (ditch) 0.18
B Ry Lo Q@ D1 (stream) 0.15
A . < @ D2 (ditch) 0.19
&@ %% > § D2 (stream) 0.14
@ Q « ©@ D3 (ditch) 0.16
InV@@r&tcﬁ@%ute LC@EC 488 D4 (pond) 0.01
Ge?g@an, &pemf% Q%0 D4 (stream) 0.12
§ @@ § . D5 (pond) 0.01
Q N D5 (stream) 0.13
% D6 (ditch) | 0.16
R1 (pond) 0.03
R1 (stream) 0.28
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“hetl | aewion | ety | sconario | PECBAC b
1.090 R3 (stream) | (022 @
1410 R4 (stream) | @ 0.29
Fluoxastrobin (E+Z), spring cereals, 2 x 125 g a.s./ha w R
1.166. =) | DI (diteh)’ | 927 9D
@ 0.70% DI (stream) |~ 0165 |
&V 0992 D3@dicch)\P 048
Fish, acute . LCso 435 %@.35 ,&0-0390 @g(pon& f@lm@%
Oncorhynchus mykiss (b@ ()_%@ @4 (séam) L0135
Y & 008 o] DNpondr] 001
S| @7 oo <0e6ss |B(stream) | 0.1
S & Q@I%;f | R4 (stwam) J@ 044, 7
BN © 46 O] Diditch) 4
<~ N o o L
g O O S0 | B (streany | Q0.15
O & N 002987 $p3 R b 017
Invertebrate, acute Q ¢ S @%9 @© D@}%on& 0.01
) EC @80 0 9
Daphnia magna & T W $ O Qo1 [Bseam) [ 0.13
& AN S AN %] % %)%1
D S S PNl | D5 (pond) 0.01
& O @© ) 665 () | DS @ream) | 0.14
AN f(§ o ST 16 | & sweam) | 037
~ . 3 B .
Q| W @ @ § §9\ Q" 1fe6 [ DI (ditch) 0.24
@ EO AN o7 & 0701 o |Dl(stream)| 0.14
S ©\@ > %% N N & _@0.79% | D3 (ditch) | 0.16
Invertebr@@acth LG/EC O s ;\a 4@@ 0,039 D4 (pond) 0.01
Geome 7spec@ g5 & % @ 73 ~ 1,647 D4 (stream) 0.13
& ol & @ & @@ < 0.038 D5 (pond) 0.01
AN o\@ o\® N @@“ . S o \V 0.665 D5 (stream) 0.14
O 8 & WP S T 1786 |Raweam)| 037
9 S & N Y
@ ©©Q @@\@@7©\0©@ @§
ML N
=) 6 O oF L&
& N &@ N
S @ &@\ O
@%
@ \%% § § @Q
O VRN
g e
O Q
< @ o
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Table CP 10.2- 16:

RAC:w; ac calculations for onions calculation based on FOCUS Step 3 (acceptability of

risk: PEC/RAC <1) &
. Endpoint RACswiac | PECswmax FOCUS > &
Species (ng/L] (LCs/100) |  [ng/L] scenario | TES/RA
Fluoxastrobin (E+Z), onions, 2 x 125 g a.s./ha @@ AN @w
0.791 D3 (ditch) & <018 A
cy [_00455] DA porid)” |- 0015y
\e 0.6040 D4 (sti€am) «° 0,19
& 0.85 | D6 (digch, 1)) 08 o
Fish, acute Lo 435 %@j% 783, . | Dexditeh,2nd) | €©0.18 @
Oncorhynchus mykiss % Qb@ U 0.(’17@)// “Ri (R@d) 2 Q@
| 2 @\?U 1622 ORI Seanty, | 037
O1 .7 | 06340 Rstream) | 0.16 -
W\% & \@ 3 14 m@3 (stre\\a)jm) & (}f(@
@§ o @} &J @579 ¥ R4®ea% r§§70
S %é& & $ FSNENY g(:g@} 0“0.16
§ S 0.085 | D4 (gnd) 0.01
@Q &@ @% @6 @@ &?}64 é) D ream) 0.13
LN e © & | @P18%, | Deddichgsy | 0.16
Inverteb.rate, acute @Ecsoé 2@% (} 4.8@7 > 0788 &(di@}}, 2nd) 0.16
Daphnia magna 9 S OO RE¥pond) 0.04
. @ & Q| > \© 1622 | . Kstream) 034
@Q © @ § §9 A 0.682 SR2 (stream) 0.14
SRR N & 1481 9 R3 (stream) 0.31
S DY & s £3.057.7 [ R4 (stream) 0.64
O o |7 S bh o P oo D3 (ditch) 0.16
5 v | % S >
N 2 % @ @p45 D4 (pond) 0.01
&@ @© § @ Q> @Q § Q0.604 D4 (stream) 0.12
O & & .0 &, 4\ 0785 | D6 (ditch, Ist) | 0.16
Invertebrate, aithe | LCBC Fusg gy [0785 [poGich 2 | ol
Geomean, @pemebQ @\E oo | Tw 0.173 R1 (pond) 0.04
Q © § \\ Q\ (% > 1.622 R1 (stream) 0.33
@ . Q§ oF Q@@ & 0.684 R2 (stream) 0.14
. s 1.481 R3 (stream) 0.30
S
A
% § @% . > Y é)\ 3.057 R4 (stream) 0.63
(@)
The trigger is 1Rét fo all e ateenal@&s. Consequently, a safe use can be assumed according to
the propose AP\é )
@& @é% ©© §9 Q
AN
NS
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS
Table CP 10.2-17:  TERwr calculations based on FOCUS Step 2 (PEC values based for cereals on w@ - @

case GAP 2 x 150 g a.s./ha and for onions on GAP 2 x 125 g a.s./ha) S Q
@ 2
Compound Species E?:gljil]n t Pl;fg;l'r@)@ TERcLT ri@
Cereals (Winter/spring) ®) f,@ &
Fish, chronic @ NN Q)
Oncorhynchus mykiss NOEC '6 m@'“ @9 %
Invertebrate, chronic & S) t"\gv Y 9
Daphniamagna | NOEC@" 180 471466 IO 1239 @©§o &
Invertebrate, chronic @,@‘ 5 Q @&
’ Yor D
Gommarns puler | NGB . 31.66% \@4.66@ h\%o o 4
Invertebrate, chronic @ N S
Fluoxastrobin Americamysis bahia @JOE‘% %1 ©@ @76 & Oég r@% 10&"
(E+Z) Sediment dwellerz, * \ ? % @ §@
chronic @cls @ 2180 ¢ 1456 @&145& o
Chironomus ripg@ius RS %o é\? @f@ )
Green alga «gﬁ)r/onic@’ ‘N RS v @\) @Q S 2
Pseudokiréhieri ECso & 21 Q14,60 @32\ 10
sub@pitate,” |0 S @ & (S O
N X @ @)
Aquatic plan, &}“’n@ E€s 38804 \(1@4.66 &| 2647 10
%emnaébba N %) >
Gecen a %a chrofi § SN {° 2 &
HEC ST2>-E-des | poovaghinchnariela. @ ECHY > 100000, | 1070 ¢ > 9901 10
chlorophenyl [g\\a OB S N O | & N
q i g | & & Q&
@ '~‘< d im@n@wel@ @w @ 4 @
S & chrd mc ECgs” 9gsto @ aas 21987 10
HEC 5725- ca%@yhc hzr%omus rigs @ N SLs
ac1d Gréen al%’chro ic > o\@ ¢§ S) &@
o\ seudokg; ner, @@50 > 169,000 Gy 4.48 35714 10
N o@ @apzm A < &
R °E1§h chrgnic ¥ NS
§ sz%phaﬁrom%% I@C é& 4008 5.63 710.5 10
2 te, cligpnic. | 4
2-chlorophe@pl  |O D nia mg%na NO§ @00 363 >33 10
)
(&n alga, chro & S
% Pseudo&ne@g@% . @Ercs%@ 70 000 5.63 12 433 10
9 silgapitata P
P N
Onions S o © =
@Flsh@lronlc
@° Oncodg}mchkzss{)@[mgc 28.6 13.60 2.1 10
S braté%chror@
. NOEC 180 13.60 13.2 10
& Ko aphn@ maga
%ﬁvert@ate chronic
Flu@s obiy o NOEC 31.6 13.60 2.3 10
&(E N Q% G arus pulex
S
N @r| Tigertebrate, chronic
Q Q@ g%@e vicamysis bahia NOEC 0.61 13.60 0.04 10
©® Sediment dweller,
chronic ECis 2130 13.60 156.6 10
Chironomus riparius
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. Endpoint PECsw,max .
Compound Species [ng/L] (ng/L] TERLr Trigger
Green alga, chronic N %
Pseudokirchneriella | E.Cso 2100 13.60 ¢ 1544 ®10 S
subcapitata S S
Aquatic plant, chronic N N
Lomna gibba ECo 3880 13.69 2853 | @Qo K
Green alga, chronic ) @ X @
HEC 5725-E-des- Pseudokirchneriella E.Cso SVIOO 000 Q9.44 >@ 593§ 10
chlorophenyl ) Q %, & Q
subcapitata @% d A Q| © N
Sediment dweller, QY N © A & © @
chronic 6)@ 985 19 = 308 4 @}
. @ :
HEC 5725-carboxylic| Chironomus riparius |, o0 @' > oy 6 S
acid Green alga, chronic  [Q @ X S @ §
Pseudokirchneriella E{@” >@§§0 00@6@ @9 S > 3@’ 86 é@% 1 é’)\ ’
subcapitata %, P| N Ny % © =
Fish, chronic@® @ K D > )
Pimephales pregeelas 4 §OE& QAQOO @j;\? g))&l Q@ 73&;@ L O10
InvertebrateSehronic®| N >0 @© S 'y
2-chlorophenol Daphnia%agmf@ I?(L@OEC A@ 3 (@ © 5~; m@§4.4 N 10
Gree a, ché(}\ﬁic v @ %w @Q R N
Pseutto ircé%eriell B 70000 851 ¢ 12%b4 10
eyubcapiiuta S | @ 2D 9
* Endpoint from study conducted with ]E(;)%O f(@@ula%@ @@% N NN §
S @ S \q;\ Q é& é\
NS
- Q7 & @
RN . 9 @K Q
NS Y %
SRS &
O« & & @
. S O
DN ¥ Y ¢ @
& ISR S
s © 9w .0
< N N
O xR
S @ O >
v S & O
¢ & . O @
D
,%?Q @@ @é
@ @ o\%
& o
T &
@ A
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Table CP 10.2- 18:  RAC;w, cn calculations based on FOCUS Step 2 (PEC values based for cereals on
worst-case GAP 2 x 150 g a.s./ha and for onions on GAP 2 x 125 g a.s./ha) @ @
(acceptability of risk: PEC/RAC <1)
. RACsw, ch
Compound Species Endp/;mt (NOEC/10)§>PECS/V£maX @EC@
[llg ] (ErCSU/l(@ [llg ]
Cereals (Winter/spring) 5 % Q § <
Fish, chronic ) SN S N
Oncorhynchus mykiss NOEC X 8.6 @’86 @17;@66 NS SR
Invertebrate, chronic N © v 1 &
’ 4 KN
Dupmia magms | NOEG@™ 180 4 180 O 14;166@ @@.81 S
. 7 7 J
Invertebrate, chronic N% 36 | @3.1 6 66 G ﬁf:Z)
Gammarus pulex N Lo N S T, R
Invertebrate, chronic N ¢ &’ §
Fluoxastrobin Americamysis bahia QIOE@%’ @6}\61 Q@ ! o 1%)@6 @% 24&0
(E+Z) Sediment dwelle& ~ N S &% O x §J
chronic s @ 2180 D" 2139 @14.6@;\9 Sh07
Chironomus ri ms é\ﬁ @ Y < @{@ & !
Green alga, &hronic@’| S N | @© $ w7
Pseudokirerictly | BCsy O 21 4O 21007 | Saa66% | 0.07
subdpirag" |V G @7 g SR
Aquamplaf&ghmm@ E 3880 < x%%g 09 4%6 0.04
ckemnagy @% o @ Q7 N @ ' '
Green alga, chro?c N {° ¥ N
HECESZOZS};En_de_ w Pseudfbitchnéella @ E, @@ = 160 00fis | %10 000 ¥ 1010 | <0.001
pheny [D&\ stibcapigdta @y D o Q &
§ édlme @Neﬂgﬂ @V 9 @
&7 |\ chyoni Ecl&\ 9@%0 9850 4.48 0.0005
HEC 5725-carbylic ) SChirguomus &am@g@ kN §
acid @ Gréen alga, chronic @
" @Qgeudokigc}'zr;@ rCso @000 f}’ > 16 000 4.48 < 0.0003
N o s@apzt
; “Fish, chonic &
$ Pimepha Sronioie %&c 400& 400.0 5.63 0.01
9
ate, chtonice
2-chiorophéol |0 ) @ NOO§ Q§00 30.0 5.63 0.19
% @ljuseudo@’chne %rcsagg 70 000 7000 5.63 0.001
@7 sz@?apzmta AZ@ @
Onions NS S
O ' Q
@° Fish{ehro . & NOEC 28.6 2.86 13.60 4.76
< OncoyppnchugatykissQ
@ I‘é@"br‘i‘té%hm‘@ NOEC 180 18.0 13.60 0.76
& é% aphiga maghs
@ \») N X
Fl %‘?astro@@ Tnvertébrate, chronic NOEC 31.6 3.16 13.60 4.30
&%E N 7@ 4 Gammarus pulex
\& 2 :
QQ & O] IWertcbrate, chronic |\ 0.61 0.061 13.60 223
N Americamysis bahia
@ Sediment dweller,
chronic ECis 2130 213.0 13.60 0.06
Chironomus riparius
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. RACsw ch
. Endpoint ’ PECsw,max <
Compound Species (NOEC/10) ’ PE((;@zAC <
[ng/L] (E<Cs0/10) [ng/L] . 4
Green alga, chronic o) @Qb ~
Pseudokirchneriella E.Cso 2100 210.0 & 13.60 0.@
subcapitata v & N
Aquatic plant, chronic @ 9
Lomne gihba ECo (3880 3&8&% 13:60 \@0.04@9 N
. @ @] )
Green alga, chronic N %
HECS125-E-des- | it e | Bice <> 100000 |S10000 |« Baaed] %o,
chlorophenyl > 4 O Q @
subcapitata @ Q . 4 . < @
Sediment dweller, ’ N o N O @ @
chronic ECK . 98300 |’ 98503 D19, % 026004
HEC 5725-carboxylic| Chironomus riparius @Q\% @ & oy < o
acid Green alga, chronic @\a © G SRS @ & °
Pseudokirchneriel%% ECso R@I%OO %16 0@ 4.19 é < 03
subcapitata N @> & N i;y\ @(5\7\9 & S
Fish, chronf®) N @ A
> N b
Pimephales11(@”elakz%%%NQE©§ Qﬂ@OOO © hﬁb'o S @ 2 0.01
o N (S A
Invertebrateichronic | o @6 0 47 0 | FsstS | oas
2-chlorophenol Daphiiig magha O 2 @ g D &
Gree&\glga chronic &@ .9 % O
Pseudokirghperiel, S % 070000 700 51 0.001
&
subcapitata & @ AN S Ko R@ ~
N ) & Q 6\@ QO &, S

N .
Results indicated ip\bold @t’ter@fed figrther @me t. The coré%lerat«@} of the more realistic
FOCUS Step 3 surface w@&ger cpr@ntr@ls is prese&g .

N o
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Table CP 10.2- 19: TERLwr calculations for cereals (winter and spring) calculation based on FOCUS Step 3

Species EFSgI;(I)j]Il t PFHCgS/vin]mX fc(:lggii TERLT Tnger @g
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha @ @@ A
1.048 DI (ditch) @} 273 IS
0.864 D1 (streand), BIO] (N0 g
1.13%@ D2 (ditch) 25> |10
0.8 D2 (gticam) a8 40”7
8952 D3ditch) | £300 Q] 10 «
=.042 B4 pand) 4SS 68K0 | Y 1007
Fish, chronic NOEC 25 70731 SDagifam) [© 991 P @
Oncorhynchus mykiss é @@48 N Q&pon}ﬁ’w @9 5.8 N0
207580 | 5 raam) |0 376 o 10 ¢
O L% 00 4 D6@itch) O 302 g
o ] @03, 8] Rdpond> | M09S | o0
N O [ Tea [ Gusgl) & 7@ | 10
Q v L5137 PR @RamO 14 K} 10
o <2 @ a7 ) RhGteay 50166 10
NS 71,048 | @1 (diggh) 30Q 10
% & @@ @ 0.864 DlsGtreany, | _ 86.6 10
N % S137. 87 Drdich) 20278 10
IS ¢§ %@ © 0840 | (P2 (stream) | 37.3 10
&L & <& P 0052 g, D3 {diich) 33.2 10
S \@ S D \M42© D (pord) | 7524 10
Invertebrat§>@1ron ®EC & 3%@ 0. 73 @4 (str@ém) 43.2 10
Gammarus puldy” %" ¢ %' «[7 o P DsPond) 658.3 10
&S N & & < ~0.758. 9| D¥stream) 41.7 10
A @ |, O o [ O098 D6 (ditch) 333 10
@ & & ~ (203 PRI (pond) 155.7 10
& @ S ~ \%@J 16630 | RI (stream) 19.0 10
@ O ¢ . O © |93 R3 (stream) 23.6 10
O OO O S s | Ré(steam) 183 10
@ % Q@ @ @J %0048 DI (ditch) 0.6 10
@ Q) N @ 19 0864 D1 (stream) 0.7 10
& % \@’ Q § 1.137 D2 (ditch) 0.5 10
. O e 0.847 D2 (stream) 0.7 10
%% "N @Q 0.952 D3 (ditch) 0.6 10
% Q 0.042 D4 (pond) 14.5 10
T;e“@if;te ;l"c N 0.61 0.731 D4 (stream) 0.8 10
g@s y % § 0.048 D5 (pond) 12.7 10
Q§ @@ 3 0.758 D5 (stream) 0.8 10
N 0.948 D6 (ditch) 0.6 10
& 0.203 R1 (pond) 3.0 10
1.663 R1 (stream) 0.4 10
1.337 R3 (stream) 0.5 10
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERvy Tr%;yr
1.724 R4 (stream) 0.4 ;%\\10 Q
Fluoxastrobin (E+Z), spring cereals, 2 x 150 g a.s./ha g\® @~ ©)
1.403 DI (ditch) ©f 204 -10°
0.84&9 DI (stregrm) 3407 el0 9
0.950. D3 (difch) 300 4 108
Fish, chronic NOEC 28.6 0.047 D4 {pond) 8.5 @Q A8 4
Oncorhynchus mykiss ' @77 D4 (stream) @36.8 R f©ﬁ0 Ogn%
0046 | Dséad) 4 627 | 198
Y 0798  { DStstreampyy | 2358 =7 O
S @A77 o ratoweay |13 i0
S 1408 | QDI (diteh) |~ 2 Q) 108 °
& 0841 DIGeamO] «37.6 K
Q@ NN ﬁ(dig@ @333 | O10
Invertebrate, chronic NOEC &© 31é§ QOOQ} D4 (popd) S 6& 5 10
Gammarus pulex Q @' 2 0%77 ﬁ\§ D4 rea%@ @.7 8 10
@ . Y se046 @ D5 (pondy  [2768740 10
S Bs sifen
oS 0798t | Bsstam o 39 10
o O N & 27 R4 Gtreaml) | o P45 10
KN = @403 | DI [ 0.4 10
v < 9 © WY &) P
| @ @9 @ Q0.4 1 (stkeam) 0.7 10
& & & T 990 4 D3 iy, 0.6 10
@ ) @ o\ go\a \ - FJ @ b}
Invertebrate, (@omg NOEC & 0 6D 00477 @ (pottd) 13.0 10
Americam bah@ Q) Q K 1% 0.7@ @)4 (sgream) 0.8 10
B . o
5 . 2 8 8 046 o, | D3dpond 133 10
& DR @ 20.798¢ | D5 (stream) 0.8 10
N AR & 92177 | R4 (stream) 0.3 10
* Endpoint from study ¢ondireted EC-J 00 forgtwlatio
Bold values do natjneet trig£‘ @§§ . w\l@v © @b
@ @Q @? O o § v
Q0 OO S o
Y S K 9 D
A\ L 4+ 9 @
o & @ &S
@7 °N Q @ D
N L9
'27\7 o @ o @7 Q@ @
A A O
&@ %% g @ Q
&~ S @
Y O & 9
NN
O Q
< & @ o
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Table CP 10.2- 20: TERLr calculations for cereals (winter and spring) calculation based on FOCUS Step 3

Species EFSgI;(I)j]Il t PFHCgS/vin]mX fc(:lggii TERLT Tnger @g
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s./ha @ @@) A
0.869 DI (ditch) @F 32.9 S
0.718 D1 (streand), 398 o] N0 ¢
0.93%@ D2 (dvi@\ij 306> |10
0.7 D2 (gticam) 4o O 407
%&%93 {é%j&z}ditch) <§§86.1 Q @@*10 &
=.035 (pangd) 81l 10
Fish, chronic NOEC 286 07 0.609  p>Dagsirdam) [ 70 P
Oncorhynchus mykiss é @@40 N Q&pon}ﬁ’w U @\\*f’i 50° N0
A 0634 B sudam) |0 455 o 10
% 0.790 & D6gjteh) O 362 g
Q@} > @67, S| Rdpond> | Q7130 | S0
oY« | 1350 | lGudtn) & 23@ L 10
Q v 1000 SR @Ram)O] 62 K} 10
o <2 @ 00 g} Riteany |[20203 10
NS 0.869> | @1 (diggh) 36@ 10
% & @@ @ 0.7%8 Dls@treanny, | @#.0 10
N @@ S s D2 (diteh) L 10
& @‘,@ o 07007 | P2 (stream) | 7 45.1 10
&L & & P o3 D3(dich) 39.8 10
S \@ S D @%%Q D (pord) | 902.9 10
Invertebrat§>@1ron ®EC & 3%@ 0. 609 @4 (str@ém) 51.9 10
Gammarus puldy” %" ¢ RGN 7 640 P D3 (Bond) 790.0 10
&S N & & ~0.631.D| D¥stream) 50.1 10
A @ |, O o 97079 D6 (ditch) 40.0 10
@ & & ~ 467 P RI (pond) 189.2 10
& R\ IS & ~ 13550 RI (stream) 233 10
@ R @Q O o |9 Lo R3 (stream) 29.0 10
O 9O O S o R4 (stream) 224 10
@ % Q@ @ @J %869 DI (ditch) 0.7 10
@ Q) N @ 19" 0718 D1 (stream) 0.8 10
& % o\@’ Q § 0.936 D2 (ditch) 0.7 10
. O e 0.700 D2 (stream) 0.9 10
%% "N N 0.793 D3 (ditch) 0.8 10
- ©@ 0.035 D4 (pond) 17.4 10
T;e“@if;te ;l"c N 0.61 0.609 D4 (stream) 1.0 10
g@s y % § 0.040 D5 (pond) 153 10
Q§ @@ 3 0.631 D5 (stream) 1.0 10
N 0.790 D6 (ditch) 0.8 10
& 0.167 R1 (pond) 37 10
1.355 R1 (stream) 0.5 10
1.090 R3 (stream) 0.6 10
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERvy Tr%;yr
1.410 R4 (stream) 0.4 A0 @
Fluoxastrobin (E+Z), spring cereals, 2 x 125 g a.s./ha 4{\@} @” ©)
1.166 DI (ditch) ©f 245 -10°
0.701 DI (stregrm) 2080 ¢l10 9
07949 | D3 (difch) 360" {108
Fish, chronic NOEC 28.6 0.039 D4 {pond) 3.3 @“) A 4
Oncorhynchus mykiss ' @647 D4 (stream) Q44.2 R f©ﬁ0 Ogn%
| 0038 D5 (péad) O 752% L 108
Y 0665 o DStsreampy| s33.0 =7 O
S dase IS R (streapy | 160 o
S o’116° | QD1 ith) |~ 21 o) 108
<\9 0\7%?1 ¢ DI @%ea@)@ 245.1 §§
Q@ NIRDN ﬁ(dig@ @3990 | O'10
Invertebrate, chronic NOEC &© 31é§ QQO&@K D4 (popd) S 81& 5 10
Gammarus pulex Q @' 2 0647 ﬁ\§ D4 rea%@ @.8 8 10
Q& > Y ;0038 @ B3 (pondy [7831s6 10
N NS 0.665 5 (stféam) 475 10
& < < /6} < &
9 O N b 178 R4 Gtreal | . P17 10
KN = @166 | DI ity [ 0.5 10
A @ @J) @ o o% @) B D
ST & ¢ £ 0.70 1 (stteam) 0.9 10
& N 7 0992 @ D3 (ditchy, 0.8 10
Invertebrate, @ni%@ NO\C . 06\\ £\0.039©J [(\@ (po?@ 15.6 10
Americamys$§bahj o O K L 0.64%  [SD4 (sgream) 0.9 10
s T o o i o9 T psipona) 16.1 10
'S N & 665 | R5 10
SQ <) N @ Q0.6658 ZQ (stream) 0.9
AN AR & [V 1.786° | R4 (stream) 0.3 10
* Endpoint from study ¢ondirsted EC-J00 forgiylatio
Bold values do natjneet trig@ @7%% . é@ﬁ’ © @b
@ @Q @? O § g
QU O D N S
Y S K 9 D
S\ L 4+ 9 @
o & @ &S
@7 °N Q @ N\
Q N S0
S A O
&@ %% g @ Q
®,
@ O QO & ©@
NN
O Q
< @ N
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Table CP 10.2- 21: TERLr calculations for onions calculation based on FOCUS Step 3

| i | e | TeRur | teser 4
Fluoxastrobin (E+Z), onions, 2 x 125 g a.s./ha @ @@ A
0.791 D3 (ditch) @F  36.2 S
0.045 D4 (pond) | 635.60°] SN0 ¢
0.6%@ D4 (strearti) S
0.7 D6 (ditsh, 1st) | 36% P 40”7 @
Fish, chronic 9983 | Degditeh, 2nd) | 5865 Q| 10 &
Oncorhynchus mykiss NOEC 286 %.173 R (pangd) S 1653 Y 107
G N

O 1622 PRIGHEam) [° w6 P
S l_gmse RIGstreaiy | o418 | ™Mo
014810 | 8 (sudam) > 198 | 10 ¢
SIS 4. R4 @geam))| 9.4 g
@ o~ L@ S i) | L3995 | &0
S [C00a | et o 70k

.10
Q @@ 0608 DpdgreamSl 823 5 10
@ & O Qs @ Dedditch, &0 [:040.3 10
Invertebrate, chronic ﬁ»ﬁ C > - 0.783> A[@?ditc@@hd) 409 10
Gammarus pulex 2 & § @ 0.1'%8 Rigpondys, I 2.7 10
SN @ ST G0 Ritrem) | 195 10
IS ¢§ %@ © 0684, | QR2 (steeam) 7 46.2 10
& P RS (team) 213 10

@ @ ) C Y%
N QT Y N \3\657 2 Ré(stream) 10.3 10
:© QCQE o o K@J w0790 | OD3 (diteh) 0.8 10
A N «[7 o5 P D4 Pond) 13.6 10
\@ N & @ S ~0.604. 9| D¥(stream) 1.0 10
AS @ \Q & . @ 0.785 | Db (ditch, 1st) 0.8 10
Invertebrate, chr X &NO S 0%9©61 IS (:%83 D6 (ditch, 2nd) 0.8 10
Americamysisdghia | § o 20130 [ Rl (pond) 3.5 10
@ ©©Q @? \@9 o |9 16w R1 (stream) 0.4 10
Q O S Q\ o olesa R2 (stream) 0.9 10
@ % N @% @6@ nJ 481 R3 (stream) 0.4 10
\&\ N & Q" 3.057 R4 (stream) 0.2 10

SN

%ﬁpomt from studly condgsted with EC @6 fm@laﬁon
Bold values do not meet tHtriggen Q
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Table CP 10.2- 22:

RAC sw; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 (acceptability of risk: PEC/RAC < 1) &°
. RACsw; ch @ K (
Species E“dp/"L“‘t (NOEC/10) PECS;;;‘““‘ @FOCU.S i RAC
[ng/L] (E:Cs/10) [ng/L] cenario | @ O
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha v I @
1.048_ ) | DI (ditchy |, @).37%@
V® 0864 | DI (stpam) . 0.30)
< 087 | ndfdichy o aw0 g
%@ @%.847 . &[@ (strearﬁ @%.30 @
P 0957 RD3@kh) ¢, 0.3
o U 0042 @ | Dbipond) 001
«| © 4
Fish, chronic NOEC 256 O | 48 g & 073D | D (strgam) 026
Oncorhynchus mykiss %% @ \@ ) 0.048 & D5 (@nd) @' 0_@
<Y o &CD 9,758 -~ | Dfstream) | Q97
Q@ o a o[ a0948 @6 (digh) | ©0.33
&© & \Q O 020 ' RIGond), [2 007
N I Qb @@g’ J663, O RiCestreaiiy | 0,58
SN o |7 < Q1337 |®3 (stpkam) | 047
w0 @ K g |S 121 ¢ R4(stream) | 0.60
9 O & §J S <1048 Q" | PLiditch) | 033
@ s O @@ Q" [ ¢« 08647 |®) (stream)| 027
| @ < @ § §9\ © 1&7 < | D2 (ditch) 0.36
§ ¢ \Q Q@ | 9 o 0847 @ [D2(stream) [ 027
IR Y e V" Doosy D3 (ditch) | 0.30
© O O
& @@ . o & B e D4 (pond) 0.01
Invertebfate, chronic «d N % % o S 2@16 @ @731 D4 (stream) 0.23
G arus pulex @@ § @ ' . ©© ' § & 0.048 D5 (pond) 0.02
S & S o L 0758 D5 (stream) | 0.24
@@© 3 @Q G BRI N 0.948 D6 (ditch) 0.30
- ©Q S @@’ °©\% ©© @Q 0.203 R1 (pond) 0.06
Q ©) AR ~ 1.663 R1 (stream) 0.53
>© N Q4 &
@ = § @% & %@ 1.337 R3 (stream) 0.42
2 Q NN 1.724 R4 (stream) | 0.55
B . .
N § N @ 1.048 D1 (ditch) 17.18
A F o> R § 0.864 DI (stream) |  14.16
&@% 5 SN @ 1137 D2 (ditch) | 18.64
®,
@ N @ 0.847 D2 (stream) 13.89
SRS RN .
TS N 0.952 D3 (ditch) 15.61
Ty@{%ﬁe @f;’“?c @c 0.61 0.061 0.042 D4 (pond) 0.69
S @ o5 0.731 D4 (stream) 11.98
QQ N v 0.048 D5 (pond) 0.79
©® 0.758 D5 (stream) | 12.43
0.948 D6 (ditch) 15.54
0.203 R1 (pond) 3.33
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RACsw' ch
. Endpoint ’ PECisw,max FOCUS AC
Species [ng/L] (gz?cEsf//llo(;) [ng/L] scenario P?‘@A g
1.663 ® (stream) | 2726,
1.337  @p'R3 (stream) 201.‘@‘)]
1.724 R4 (streaply| 98226 ¢,
Fluoxastrobin (E+Z), spring cereals, 2 x 150 g a.s./ha \g) & & N N
1405 Didgfitch) s 049
@} &&%41 Q%\(strea@ @29 5&
<) R0.950,°  J4D3 (dich) | Y03z~
i i o 0% pond) 7 e
Fish, chronic NOEC 8.6 36 > ¢ aw | Dé\(pond), |
Oncorhynchus mykiss : @%& @' %\ &%7777[&/ I@%treeﬁ%) 027
S @Q 00040 | D5 (pdad) [5)0.02
&% ° \\ & 0398 & D3, (stream) g@
& ] L@ LA S | RaGuen) | (PTG
oY« | O | @714y  LDI(dien) | 0.44
& S v >
Q > D" 0841 OfDLeweamyy 027
o 2 & @ L0008 [ S ey | 030
Invertebrate, chronic ﬁﬁc o 31§ 3 N (q@ 0.0 D4 (gohd) 0.01
Gammarus pulex % é& S <§ 1§ @77 >, | D4 @tream) 0.25
N 9 o S 0.046° |05 (pond) | 0.01
X N 9 © 6 N o 0.798 *| D5 (stream) 0.25
IS NS SEFGEEe!
& NI A e R4 (stream) | 0.69
> \@ R O 7 &2 @140 | DI(ditch) | 23.00
©© ©© o & K@' 50\9& S ,§ 0.84¥ D1 (stream) 13.79
O LN o o P @@ D 0950 D3 (ditch) 15.57
Invertgbrate, chronic N w\é @O 61 & QOOQﬁ@ "%.047 D4 (pond) 0.77
Améeamysis bahiay™ | @ '@% Q™ O 0777 D4 (stream) 12.74
§> < & ~ S . YT D5 (pond) | 0.75
9 @;\9 R o ©© 0.798 D5 (stream) 13.08
@ O S .0 O |lo @ 2177 R4 (stream) | 35.69
* Endpoint from study-condueted with EC forngy ationQy
ISR K
NN N @& N
R o @ N @7 @
N (g @\ R Q
@° N >
sy &S 8
@ < Q & ©@
¢ & O
S QS
(O
$ & e s
¢ &£
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Table CP 10.2- 23:

RAC:w; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 (acceptability of risk: PEC/RAC < 1) &°
. RAC;sw; ch 4
Species E“dp/"L“‘t (NOEC/10) PECS;;;‘““‘ @FOCU.S i RAC
[ng/L] (E:Cs/10) [ng/L] U cenario | @ O
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s./ha © S @
0.86%_ ) | DI (ditchy |, @).30%@
V® 0.7¢8 | DI (stigam) . 0.28)
< 936 | noftich o a3 g
%@ @%.700 . &[@ (strearﬁ @%.24 @
P 0.9 RD3@kch) ¢, 028
o o 0" 0035 | D&pondj 001
Fish, chronic NOEC )3 S) %@2 2 @’ @§0~6 @ (strgam) y 0.21
Oncorhynchus mykiss % @ \@ ) 0.040 &} D5 (@nd) @' 0_@'
@’ X @\ &Q Q\@I Y D&{stream) @22
& O T o090 s [igh | Soos
Q% A L& X = &
OIS 0387 <} R1ond), [2 0.06
R e 4 @6 & (355,07 REpstreaiy | 047
& U e O T R ogkam | 038
AN &k o |S 1410 G R4fstream) | 049
9 O & §J S <0869 Q" | PL{ditch) | 028
@ s O @@ Q" [ & 07187 |®) (stream) | 023
é\” > Ao S ~ © ¢ ;
e e & $ 0096 < | D2 (ditch) 0.30
§ & O | 9 o <0700 @ | D2 (stream) | 0.22
SN N RO D3 (ditch) | 0.25
S o O & D
@@ N R O S SRl D4 (pond) 0.01
Invertebfate, chronic wd N % % 6 @ 2@16 @ @609 D4 (stream) 0.19
G arus pulex @@ § @ ' . ©© ' § & 0.040 D5 (pond) 0.01
S| & S . A Y] D5 (stream) | 0.20
@@© 3 @Q O L O 0.790 D6 (ditch) 0.25
. &S R o@é’ S S 0.167 RI (pond) | 005
Q ©) AR ~ 1.355 R1 (stream) 0.43
>© N Q4 &
Q = § 6] %@ 1.090 R3 (stream) 0.34
& 2 Q9 & | 1.410 R4 (stream) | 0.45
N O e @ 0.869 DI (ditch) | 1425
A F o> R § 0.718 DI (stream) |  11.77
&@“ . S @@ @ 0.936 D2 (ditch) 15.34
@ \% v @@ 0.700 D2 (stream) | 11.48
SRS 2 :
NSRS AN 0.793 D3 (ditch) 13.00
Ty@{%ﬁe @f;’“?c @c 0.61 0.061 0.035 D4 (pond) 0.57
S @ SO 0.609 D4 (stream) 9.98
Q© N v 0.040 D5 (pond) 0.66
% 0.631 D5 (stream) | 10.34
0.790 D6 (ditch) 12.95
0.167 R1 (pond) 2.74
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RACsw' ch
. Endpoint ’ PECsw,max FOCUS o
Species [ng/L] (gz?cEsf//llo(;) [ng/L] scenario P?‘@A‘;g
1.355 @1 (stream) @%.2}(\
1.090  @p'R3 (stream) 107.@‘)]
1410 R4 (streaply|  SR11 ¢
Fluoxastrobin (E+Z), spring cereals, 2 x 125 g a.s./ha \g) & & N N
1460 Dlggtch)s)” 04t
@} &&)701 Q%\(strea@ @25 5&
<) R0.79%,°  J4D3 (dich) | Yo2s ”
Fish, chronic NOEC 286 Qg@ %6 N 0,05 o DN%ndk@ )
Oncorhynchus mykiss ' @@)& @% %N &%87,647 S I@%tree{ﬁﬁ 023
S 000 [Ds (pind) [)0.04
”\9% i \\ & 065 & D3, (stream) §%ﬁ
o ] L@ A OmseS | RGuein) | D62
N« [ & O [ o' l1ee? LD gien) | 037
& O AN R 2
Q o s &b 001 O Dlgsiream)ty 0.2
o O & o _Lomnt [ eS| 023
Invertebrate, chronic ﬁﬁc o 31§ 3 N (q@ 0.089 D4 (gohd) 0.01
Gammarus pulex % & S (§ & @7 >, | D4 @tream) 0.20
N 9 o S 0.038 > |05 (pond) | 0.01
é\a ¢§ %@ © @6 S Q> 0665 D5 (stream) 0.21
Q NI A R4 (stream) | 0.57
> \@ R O 7 2| _@t1es | Diditch) | 19.11
o O SR S 070 | DI (stream) | 11.49
@ @ S) S AN 2 @ Z
O LN o o P @@ D 0.7 D3 (ditch) 12.98
Invert&brate, chronic o N “\é @O ol @ 0.0 Q§@ “@.039 D4 (pond) 0.64
Améeamysis bahid) o\@ '@% Q™ O 0.647 D4 (stream) 10.61
% ~
§> S \© S & N7 0.038 D5 (pond) 0.62
9 @;\9 R o ©© 0.665 D5 (stream) 10.90
@ R S .0 O |lo @ 1.786 R4 (stream) | 29.28
* Endpoint from study condieted with EC forngy ationCr
ISR
& N & S
NN N @& N
R o @ N @7 @
N (g @\ R Q
@° N >
sy &S 8
@ < Q & ©@
¢ & O
S QS
(O
$ & e s
¢ &£
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Table CP 10.2- 24:

RAC:w; cn calculations for onions calculation based on FOCUS Step 3 (acceptability of

Most of t § ERS\}neet T

* Endpoint from&tudy conduc
SHG Y

risk asse@ment for

G&inma

risk: PEC/RAC <1) &
. RAC;sw; ch 4
Species E“dp/"L“‘t (NOEC/10) PECS;;:“‘“" FOCUS | porA D
[ng/L] (E:Cs/10) [ng/L] cSpenario @ O
Fluoxastrobin (E+Z), onions, 2 x 125 g a.s./ha v S @
o 0.791 « ' D3 (diteh)” |, .28 vf‘j
& 0.045° | D4 (peid) A 00
& é;@% D4(§?%am)§ §1 -
85 Dg (ditch, 1st) | ¢,0.27 @
% &5
Fish, chronic ? 0.78%, D@(ditc@nd) 5 0.@
Oncorhynchus mykiss NOEC 286 w @@ %06 o7 Qy\g;g D’ R1 @nd) Y @96
.2 & o622 @] Repfstream) 0.57
AP [ Roesd | a2 Gudai) &0
< o &CD 1480 - [YR3 ftream) | 62
& O] a o atsT o] Bty | OLo7
N NEES 707 D3 (dieh) [?2 025
R o o @6 @@J 0.635 .~ Dagpond) [ 001
& > o Y[ Weoa | Dblstregim) | 0.19
RN § & @ € 07857 | @6 (digeh, 1st) 0.25
Invertebrate, chronic - @NO C© % 6 §) G116 & @3 <ﬁ36&(§§;{1’ 2nd) 0.25
Gammarus pulex Q% & Q) 6 © % 0.173 N @(pond) 0.05
ISA A & O [Oler X1 1
@ Q @@ S §9 623 & R1 (stream) 0.5
$ 4 \Q < \@ & 0684 @ R (stream) 0.22
O 6\ S D L §.481% R3 (stream) 0.47
Y Flo o & 5D 3 R4 (stream) 0.97
& 9 KN ©@ § - O@{ D3 (ditch) 129
2 itc 97
0 2 @ @
&Q\ @6 § @ . ©© § 0.045 D4 (pond) 0.74
S S & S o L 0604 D4 (stream) 9.90
S @) 0.785 D6 (ditch, 1 12.87
@@Q' % @ @7@% b %@’ @@ (.1tc st)
Invertebrate Chr(nn@@ @EC @ 0 @ §0 06@ 0.783 D6 (dltch, 2nd) 12.84
American& bahig NN S S 0.173 R1 (pond) 2.84
P o L 4P
AN > » 5.9 2 1.622 R (stream) 26.59
@’ 2| Q o & S 0.684 R2 (stream) 11.21
. S o @ R 1.481 R3 (stream) |  24.28
N @ R ) 3.057 R4 (stream) 50.11
with& 10 ulation
w,

equired txggger of 10, indicating a safe use of the product. However, the
pulex and Americamysis bahia need further refinement for some

scena@ Ta CP J%.Z- 28 summarizes the assessments which need further consideration. .
R
¢ g TS

&




B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
FXA+PTZ EC 200 (100+100) G

Page 50 of 110

2016-01-12

Table CP 10.2- 25:

Summary of the scenarios that did not pass the TERL1/RACLr calculations of

fluoxastrobin based on FOCUS Step 3 following application to cereals* and oniogpo j\@
Fluoxastrobin (E+Z) S %
Fish, chronic: Oncorhynchus mykiss S @\)@ Al

2x150 g a.s. /ha 2x125ga.s. /ha@% 2 &25;@.‘))

Scenario SRS
Winter cereals | Spring cereals | Winter cereals Sgﬁﬁg cereals .| ¥ Orfions i
DI (ditch) ) ES - o @
D1 (stream) Q %) L - S
D2 (ditch) < S TR S P
D2 (stream) - N Q o - &U 2 © @
D3 (ditch) &Y’ 7@ R O ¢ @
D4 (pond) AR e\ MEESERN
D4 (stream) N8 O RS S
D5 (pond) T O Oy YL oy e
D5 (stream) &% K < o < ™ éw - @
D6 (ditch, 1st) L-.N [ Y g YA O
D6 (ditch, 2nd) - RNEN o VAN o KO
R1 (pond) O < . N @ @M \& Y &
R1 (stream) q Z S & NS
R2 (stream) o 9 . %é@ @W @%Qb N @K\D) _ @M
R3 (stream) L I'S & (CEEN @% -9 g
R4 (stream) Q) (7% Qy ) o - .9 X
o 2 > @jﬁver@rateﬁ\chronﬁ\wmez@amyﬁ@ahw\%

D1 (ditch) X D |le, xS 3@ % X&) -
D1 (stream) RN * S %\ x © 6& &% _
D2 (ditch) N RSN ey -
D2 (stream) @@) X & N A { j\@ L - -
D3dich)y P &7 xo [© K A o x x x
D4 (pond) ‘o % Nl
D4 (stream)_~ X «?\o\ay /@7\5 x & K& x x
D5 (porkd)> S e Q& O -
D5 (stream) @ &\ Sy O% |« %N x -
D6 (ditch, 1st) oD x Q| O -0 |V % - x
D6 (ditch,2nd),. [ NR- & [0 & F o= - x
Ripond) 0" | © %7 b A o] o X - x
RI (stream)\ %Y O =S @@// @ X - x
R2 (stre@“gy 9 - Q 9 @ 2N - - X
R3 (sgream) NEYE N x - x
R4 (stream) * o] Wxg x x x

* Refinement forgjfvertebrate ch¥onic

with all scenar
x Scenario
- Scenarlo

and

o
ot rele&t fo

?nte

cro N

@wma
appli ations.

©@

@
Resu@omdlc@ed w@x n ?further refinement.

(7 da

Point 8.2.5.1 (M-535147-01-1).

pulex) passes the risk assessment based on FOCUS Step 3

@@
Fo%zﬂuo trobin and aquatic invertebrates, a refinement option based on the FOCUS Step 3 -TWAw
alues is presented below. Justification for the use of the 7d PECgyw;wa is provided in MCA 8,
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Table CP 10.2- 26:

TERcLT calculations for cereals (winter and spring) calculation based on FOCUS Step

3 -TWAsw (7 days) @
. 7-day \% 4
Species EFSgI;;);]Il t TWAsw SFC?If;E:) @TERLT @Qigger@
[ng/L] A
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha v I @
0.874 DI (diteh) ) 070 [ 510 ]
022 | DI (strgam) 102)°
0,825 D {hitch) @7 s 49
@386 @%stream) &© 1.6 @»@10 @
-0 0.200 D3(@th R 33 ¢ 1oy
Invert.ebrate,.chron.ic NOEC 0.61 & 0,021 g D{@reamf@’ &@\8'8 N )
Americamysis bahia Q @010 o % (stredidy) |y 619 10
A [ ®0358 | 6 dicch) o 19 JOT 19>
<N o PR O] s30 [ S0
@Q@ Cii%\ 20207 | RIGstredi) [ 395 [ 910
7 @ L0182 R3 (tteam) H P 10
VQ oS 0883 Refstean)”| C13 N[ 10
Fluoxastrobin (E+Z), spring e@gals,{§ﬁ150 ) g a.s./h4’ &@ @DQ MRS ((%%
v & Kk 1204 [SDigifch) ¢ 05 10
o 9 & §<J 0320 .| DifStreand) | .19 10
Invertebrate, chroni N@ © 0 61© @@615,5@ D3 (gﬁtc?3 © 3.9 10
Americamysis bg@ S g 0. D4 (Ram) & | 25.0 10
$ q SN - 909 I D3 (st | 709 10
O\ S & D @0.429>© §§Q(Sn@\m 1.2 10
> O
Bold values d&yot m@the {g@ger@ & o\@ § S %@
2 N A SIRS @ ©
S & & & SIS
A . @ O\@ Q° o\@ L N
SIS
o O ¢ .9 o O @
VOO & D
¥ o KX & o
=) % S @ %
@7 o Q @ N
Q AN N @& 9
S 5 &@\ O
@%
s A &S R
& o &
& & T
O Q
< @ & <
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Table CP 10.2-27:

TERcLT calculations for cereals (winter and spring) calculation based on FOCUS Step

3 -TWAsw (7 days) @
- N 4
. 7-day o
Species Endpoint TWAsw FOCU.S @TERLT i gger &
[ng/L] scenario @
[ng/L] A
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s./ha v S @
0.724. DI (diteh) ) 080 [ 510 ]
0206 | DI (strgam) 3 102)°
0,676 D2hitch) 09 q
@313 @%(stream) &© 2.0 @»@10 @
-0 0.166 D3 (@) R 3 10
Invertebrate, chronic NOEC 061 & 0.047 0" D4, (Stream 07 @’7.00 N )
. . . x
Americamysis bahia Q @.008 g}\g %(str@) Q 72.% 10
A [ @020® | 6 ditch) o 29 SO 19>
< O8O RE(pond) ©| 539
& O 06 | Ritsred @ 365 | O 10
(OME N Y 2)
I D 3 (gtteam) & P 1
R 2 < @97 @J Rﬁ@(rean@v PO 10
Fluoxastrobin (E+Z), spring e@%?als, &‘%125 pg?s./hf@f &@ (%Q - MRS ((%%
. O [k 0999 [SDIwikh o 06 10
o 9 & §<J 0248 .| DifStrean) | .25 10
Invertebrate, chroni N@ 9\ 61© @@612@9@ D3 (gﬁtc?3 © 47 10
Americamysis bc@ @9 @ 0.049 b4 (@am) & 31.9 10
$ 4 SN |07 &V D (streary 84.7 10
S ol & o o @0.401© §é¥ (stregth) 15 10
Bold values d@ot mekPthe tr@ger O« §
RN

Table C}{Qﬁ 2-28: TEB@@ calcﬁ@wns@y onlons cal;@?ttwn“@sed @FOCUS Step 3 -TWAsw (7 days)

Y
A oi ; 7day &S pocus .
Spec1es@§ @@9%: gp/?g]l%. %@J ’l["ug;isf\\b scenario TERLr Trigger
Fluoxz:nstrobin@lHZ0n§3§> x126gasy O O
; S L9 ®
Oncfr“h a;i‘;n;fykiss %og@ 8o @? @?14 R4 (stream) 69.0 10
N N R q 0.116 D3 (ditch) 5.3 10
% § S) . @ @ 0.046 D4 (stream) 13.4 10
h o @ &@\ @Q o 0.160 D6 (ditch, 1st) 38 10
vertebrac™ hr%%% § N Q 0.242 D6 (ditch, 2nd) 2.5 10
Amenc{@l @‘hm ! OEC * b1 0.163 R1 (pond) 3.8 10
@ < § 0.197 R1 (stream) 3.1 10
§ @@ CERS 0.117 R2 (stream) 5.2 10
S @ N 0.192 R3 (stream) 32 10
&7 & §§ 0.414 R4 (stream) 1.5 10

Bold \@)és do not meet the trigger




B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
FXA+PTZ EC 200 (100+100) G

Page 53 of 110

2

016-01-12

Table CP 10.2- 29:

RAC:w; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 -TWAsw (7 days) (acceptability of risk: PEC/RAC <1) &°
. RACiw; ch R
Species E;‘:gp/"L‘]“t (NOEC/10) 7"11}{;]‘3’ Sl @%\» /R&C@
(ErCs0/10 A
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha v I @
o o.iég\ﬁ Dlgg%? ] @4.31«2453
0. DI (sivam) N, 4.46,
&V 0525 itc%@ 352 ¢
%@ 90386 |15 (stream) | (633 @
o 0, VD3 (ditch) ¢ 328
Invertebrate, chronic NOEC 0.61 % €051 o 0021 W D@tre&rﬁ% @4
Americamysis bahia Q Q)J é\a @(;%0.0l @(str&am) 0.16
A\ @ | R 0353 & D6 (fch) SO 5.9
& N % O
&N o Al koo [ e
Q & S @ w0207 R (stghi) | ©3.39
&© %ﬂ} N B o 0%@ PR3 (@am}k% 2.98
R S & 3.0 treaify) | 7.92
@ AN Q L N
Fluoxastrobin, (E+Z) spring ({Qg?als,{§ﬁ150 ) g a.s./hd>° &@ o MRS ((%%
N & K e |8 1204 ¢ DIditch) 19.74
9 5
E % %© @Q 4 @ § @320\9@ §str.eam) 5.25
Invert.ebrate,.chronhl% M@C %@) O.61© 60.0&]% & 0.155 3 (ditch) 2.54
Americamysis b@ <& @ § & 0024 & ['D4(stream) | 039
$ q SN | 9 of oo [DSeueam] o3
m@ %\ AN G D & N §Q 0.489 R4 (stream) 8.02
@) © 7 S
2 N A SIRS @ ©
S & & & SIS
A @ \Q NN
D O & 9O o & D
N @ PRSI N
TSI e S
o O ¢ .9 o O @
QOO O N O D
¥ o K & e
=) % N @% y %
& SR &@ &
S 5 &@\ O
@%
PR ) SR
& o &
& & & ©§’
S &S
(ON
$ & e s
& &
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Table CP 10.2- 30:

RAC:w; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 -TWAsw (7 days) (acceptability of risk: PEC/RAC <1) @°
. RACsw; ch
Species Endpoint (NOEC/10) | 774y WA~ |, FOCLS X /RAC@
[ng/L] (E:Cs/10) [ng/L] cenario | @
Fluoxastrobin (E+Z), winter cereals, 2 X 125 g a.s./ha v S @ &
o 0724 | DI (ditehy |, @1.87«
T 0209 | DI (sdigam) f. " 3.38)
. v oty | rim ¢
%@ @%.313 &[@ (stream) @Q.IS @
@5@ 0. VD3 (difch) 2.7
Invertebrate, chronic NOEC 061 o 0 \:@@17 @ D@trea@fﬁ% @8
Americamysis bahia S Q‘)"‘ % $0.008%° 1
y, Q o S o .00§\> @(strgam) 0.13
A\ @ R o%zhj o D6 (iich) J9 4.8
<N o e O ripony [ 289
Q@ > & D <0168 R (sughm) | ©2.77
O o b o LT ogw S PR3 (feam) (2 2.4
R o S & .6397.0 | RaGueainy| 651
Fluoxastrobin (E+Z), spring e@%?als, &‘%125 Sga s./hd0’ &@ s MRS %&
& 0999 ¢ DI (ditch 16.38
NG S S LY
© § g o 20.248 ~" | Di(stream) 4.07
Invertebrate, chroni N@ © 0 61© @@0 0 6<l§© 'S O-£29N @3 (ditch) 2.11
Americamysis b@ < @ § §9 O 009 < 'D4(stream) | 031
$ 4 \Q <& | 9 o <0007 @ |DsGtream) [ 0.1
O N S ST YT Dos R4 (st 6.57
A N > & § A8 (stream) .
o % S >
Table %@.2- 31: gsm @lcul ns for 0n10§alcuﬁ@’0n b@ed on FOCUS Step 3 -TWAsw
. (Pdays) (2cceptability@f risk:
QY & O
RN @d int @ jy 7-day TWAsw | FOCUS
Speciesc, % %, (N ﬂbﬁ . PEC/RAC
. @Q S [ué}%] m\ rCS [ng/L] scenario
Fluoxastrob@(E+Z@om @, 2 X&TS g a{@éha @
Fi hronic @
One @ s mykiss® N@ @'28. @ @\%2.86 0.414 R4 (stream) | 0.14
N S e @ 0.116 D3 (ditch) |  1.90
S @ & @Q &@Q 0.046 D4 (stream) | 0.75
S & .
& a0 § N 0.160 Do ](St‘)“’h’ 2.62
N @
@ O 242 D6 (ditch,
Invertghrate, ghronic © NOEC 0.61 0.061 0. 2nd) 3.97
Amerieamysdy bahj : )
LA S Q% "N 0.163 R1 (pond) 2.67
Q§ & 3 0.197 RI (stream) | 3.23
©§ 0.117 R2 (stream) | 1.92
0.192 R3 (stream) 3.15
0.414 R4 (stream) 6.79




8 . Page 55 of 110
sayer) Bayer CropScience 2016-01-12
R

Document MCP: Section 10 Ecotoxicological studies
FXA+PTZ EC 200 (100+100) G

Table CP 10.2- 32 summarizes the scenarios which did not meet the required trigger of 10 when
based on FOCUS Step 3 -TWAsw (7 days) risk assessment. Consequently, further reﬁnem@ is@@

needed. N >
@ @® @

Table CP 10.2- 32: Summary of the scenarios that did not pass the TERLT/RAC;@%lculatlons ol& <

fluoxastrobin based FOCUS Step 3 -TWAsw (7 days) follo ing apphcatl cen@’s %
and onions \ .9 X
AN L
F luox%trobln (E+L@ RN @ &@
2x150 ga.s. /ha «  2x125g@s./ha (7 125@a.s. O

Scenario @ S S Mo @%

Winter cereals | Spring cerealspi-YWinter cereals \ _Springeereals _Onions &
Inverteb¥ate, chronic: (%nert rt%fysis,p\qiﬁa 2 \@g

D1 (ditch) x LS ©° X N %@x ©© N N

D1 (stream) x x f/ @ oy @UQJ x 0 d % o °

D2 (ditch) x RN S Y & a

D2 (stream) X oS - . N @ &w A RN NS

D3 (ditch) x A & &> & o 9 g X

D4 (stream) QN v TN D SR

D5 (stream) PN &) D> & C o <& -

D6 (ditch, 1st) x @8- S @& o O - X

D6 (ditch, 2nd) N X ., - 09 < x

R1 (pond) % Q O 1Y Y x €GO A .9 X

R1 (stream) % 7 @% A@ ) X - ,s@ X

Raen | & o L7 OO S e O x

R3 (stream) & x N ©@_ ST S X2, © Y <

R4 (stream) > SERY RS N4 @ @& ©@ x x

x Scenario not pagsed ) &

- Scenario not gs @r th&ﬂ@)p S
rohegfebnens

Results S(gﬁlcated with %eed@”th 1nement

TWA days) calc@a‘ugn@ pgsente
< N
@ AN
N
@ QO 7 .
VOO O S
S &
@7 °\@ Q @
< > @ &
@%
@ -l é@ < @Q
LS Q
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Table CP 10.2- 33: TERLT calculations for invertebrates (long-term) based on FOCUS Step 4 -TWAsw
(7 days) including mitigation measures &° S
Endpoint 7-day o\& §
Species P TWAsw FOCUS scenarios,. TERLT ig ger
[ng/L] " > @

[ng/L] N L

Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha 7 I @

20 m buffer zone, 90% drift reduction ~ %ﬁ O .9 %@
0433 | DI (djch) g% N 10| @

0,272 Digtream) | @2 7 & |

@419 D2 diteh)  [O 15 [ Ho g
- 070.233 D2 (weem) ] 2 |, 10g»
Invertebrates, chronic 0.001 07 ]{ﬁditchi@’ @1 8L Y i&

. . . NOEC 0.61
Americamysis bahia é @,004@%\9 @§6 (d@) § 145,9 10
A @ 0p® | QRipond) o] 107 &7 105,
> 0049 O Ri(siream)® | 2425

SN
@Q@ KK\ 20.042° Ug@%”(strg%m) & 1L Qo
o 011 R4 prtam) O] &3 |9 10
Fluoxastrobin (E+Z), spring cerezﬁgz xAS50 g ag/ha_§ @ @\y ) @M m@ S

20 m buffer zone, 90% drift re@g%iono © (4 & - OQ S &%
@;, N @ K oosp [¢ prgien 9| 12 10
Ijvertt?brates,' chron.ic o NO% 61 § %320 & Di\a(strqgﬁ (i\o\’ 1.9 10
mericamysis bahia © 0.0019 | &.D3 (ditch) . P 535.1 10
K S
@ NS w\@ ) 0.1’\\%2 R4 Sream)S 5.4 10

Fluoxastrobin (E+Z), wiflter cereals, 2 5125 gas/ha ® & & O
20 m buffer zg@w 90%@1’}"1‘ reduction’, ) AN ~ @ RS
> ©

> | S B 089 O DIWltch) 1.9 10
\@ N 2 @ O 0%6 @| o (stream) 3.0 10
AL @© O § o ©°033Q," | QD2 (ditch) 1.8 10
@\) &\ é\g . ® 0481  <N" D2 (stream) 34 10
: > LB 5001 | D3 (ditch) 502.1 10
Invertebrates, eajonic Q N é?(;\yo. 615
Americamygis bahz©Q > LG O O 0.003) D6 (ditch) 195.4 10
Q ¢ § O Q\ e 08 R1 (pond) 21.6 10
) § @%’ L 91 &40 R1 (stream) 15.3 10
@7 °\@ N N &@ () 0.035 R3 (stream) 17.6 10
v NS D& 0095 R4 (stream) 6.4 10
Fluoxastrobin (E+Z), sp%ﬁg cﬂe@als, 2% x 125 g@.s./ha
20 m buffer z%%y 90£dnft y@ucnﬁ@ Q
@ 0.398 D1 (ditch) 1.5 10
Invegg}ates omc@ N @c QO. ol 0.248 DI (str.eam) 2.5 10
et amyS@ ah% 0.001 D3 (ditch) 642.8 10
S @ @\f E@ 0.092 R4 (stream) 6.6 10

Fiéoxas;@ﬁm (E+Z), onions, 2 x 125 g a.s./ha
20m @err zone, 90% drift reduction

i 0.001 D3 (ditch 715.1 10
Inverte?brates,. chron.lc NOEC 061 ( itch)
Americamysis bahia 0.007 D6 (ditch, 1st) 87.6 10
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Speci Endpoint 7-day . . o0
pecies L) TWAsw FOCUS scenario| TERwLr Trl@'
ng [ng/L] o
0.019 D6 (ditch, 2nd) @ 31.6 @D
0.028 Rl (pond) | 217 |S 1087
0.046 RI (strearh) 33 v b
0.02§5 | R2 (stigam) 2200 | 10 &
0.04¢ R3 (siféam) 52 o 19
5097 Ei{@stream) AN 63 Q
Fluoxastrobin (E+Z), onions, 1 x 125 g a.s./ha % Q &° & & © &@
20 m buffer zone, 0% drift reduction @w (§ N @ ™ 9 \@@
s | @909 < B3(ditch)” o878 N[ 10
O [ 000707 | B iabiisy P 87 | 10 , -
@% " ?@}w 4 Db é@h,z.@% \éo.g 100
Invertebrates, chronic PN 18 K (popdy | Q33.9%| A&
Americamysis bahia NOEC ©Q6§1i§ @.019@ @1 (St@m) Y 3}?\@ . 10
& TS 00T N RoGweampy’ | 85547 10
o o« @] €019 gP Ra(swean) {O32] 10
N o | DS | @’ (segam) 149 10
Bold values do not meet the frigger -\ O @ @ S &
WIS e S
, .9 9 ¥ .90 « )
(AP ISP T -
> e $ S RN
SIS N G
S (O O NN S @ X
S P R O
¥ L& O O &P S e
K N %
S & & @ U & T
A& @ .S & L9 v L0
@ O & 0O O & D
N & R
<) @ S > 0\% IS S
o O ¢ .9 o O @
S\ L 4+ 9 @
& @ @ Y R
& 2 Q &@ N
S ¥ & O
@* S
@ .l § o @Q
< Q & 9
NN
O Q
{x’ O @ o
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Table CP 10.2- 34:

RACG:;w; cn calculations for invertebrates (long-term) based on FOCUS Step 4 -

TWAsw (7 days) including mitigation measures (acceptability of risk: PEC/ < @
1) . <
. RACsw: ch 7-day S P
Species E}‘dl’/"L‘]“t (NOEC/10) | TWAwm Q%&Ez {@C/R@
He (E<Cs0/10) [pg/L] A
Fluoxastrobin (E+Z), winter cereals, 2 X 150 g a.s./ha % R © @\\’ 2
20 m buffer zone, 90% drift reduction ©) @% v > @7}6
0.483 D1 (ditch) S
@ 08272 | Diggteam)| @6 ©
@5@% 04199° | 2 (digh) 6.87
@ 0233 [pD2 (stteam) =, 382
Invertebrates, chronic é ?&? QFOI ! D@@iitch) 0.02
Americamysis bahia NOEC 0.61 % 9061 10004 D6 (di % 0 0.07<, 7
y A e [SheodS [ pediey | bozs
& > B 034 [ORI ond) 046
RN DS 6049 <) Rigisireany | @80
O & S8 [on0e” | &3 suehim) [ 0.69
Q PR B < 003 R4 slidamy T 1.89
Fluoxastrobin (E+Z), spring cef@als, 25150 g®s./ha> @~ o O P o
20 m buffer zone, 90% drift reductign $ < &@ . 9 & ©
o E
e O N b Qg\% d Di(ditch) 8.39
e © N Q A
Invertebrates, chronig @ 0. 61© 6@{) 06§© « 0320 | Ddjstream) 5.25
Americamysis bahig> (b' § §9 © 0.0¢9 &%3 (ditch) 0.02
i @ o Q7 A Q112G Rd (stream) 1.84
Fluoxastrobin @Z), Qﬁnter c&eals;&«\{ X 12% a.s./la > §g 7,
20 m buffer z@e, 9%@dﬁfg@ucﬁ0}p AN © ©® Q @
& N %@ S D g @ 05329 D1 (ditch) 5.39
&Q\ @© § @7 o ©© § <§0.206 D1 (stream) 3.38
: AN g N 0. i .
S s o o L 0330 D2 (ditch) 5.41
@ K\ @ N %@’ ©) L0181 D2 (stream) 2.97
Invertebrate@ hron Q I@EC @@7 0 @§ § 0.0 §§ 0.001 D3 (ditch) 0.02
Americamgsrs bah@g ® \°\ N @ @ 0.003 D6 (ditch) 0.05
AN > § ,%Q N2y %@ 0.028 R1 (pond) 0.46
@’ 2| Q o & S 0.040 R1 (stream) 0.66
. § S > Q@ & 0.035 R3 (stream) 0.57
N @ & Q 0.095 R4 (stream) 1.56
Fluoxastrobin, @+Z)kspring®-ealségx 128g a.s./ha
20m buffe;@ze, %ﬁdrif@ducti;% @
N SV 0.398 DI (ditch) 6.52
Inve?@brates@%mn T@@EC oo o061 0.248 DI (stream) | 4.07
whica bakita® ' ' 0.001 D3 (ditch 0.02
o
Q @ 0.092 R4 (stream) 1.51
Fluox@obm (E+Z), onions, 2 x 125 g a.s./ha
20 m buffer zone, 90% drift reduction
Invertebrates, chronic | NOEC  0.61 0.061 0.000 | D3(ditch) | 0.2
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. RACsw; ch 7-day .
Species E;‘dp/"L‘]“t (NOEC/10) | TWAw FOCUS PEC/RAC
e (E:Cs0/10) | [pg/L scenario . <
Americamysis bahia 0.007 itch, Ist) &@ﬁl IQ%
%P6 (ditch, )
0.019 2nd) q (@%
¢y | 00285 " R (pond) ” | . P46 2
N 0.046& R1 (streaih) o 0.750
& 0.028 R2 (ygt}%gamlﬁ Dy @7 o©
%@ @\.046 . R@%‘tre%{n) €H75 .9
o 0.002° | R (sedam) | 159
Fluoxastrobin (E+Z), onions, 2 x 125 g a.s./ha ¢, O@f Q@f \%’\7 ‘o A@ ° %,
20 m buffer zone, 0% drift reduction O w\\ﬂ@ @@ Q@ h@ @ & % e
W\% IR j¥o.ogg $P3 diteh) 01
& & ] W7 Pe@nig] @
Q v Q| O (dit
§© % \@ § .o%@ S ¢, 020
Invertebrates, chronic O N\ NN
Americamysis bahia | NOEC @61 I @51 S 0.68 P RL@D ] 030
& 8 A i T R@étreg%&) 0.31
RS N § < oy S 0.04] B2 (stream) 0.18
& O §@ < o 0019 <OR3gsyeam) | 031
S P 2@ O] « 0041 | Réjstream) | 0,67
Bold values do not me@le trigger @ @@ § © o &\

Concerning tw
a.s./ha, safe

‘@1@%

\w terand @ 1 tegpf 2 <
i v Ay
S Lol

(pond) and D stre@ S

Concermng%wo app 1ca%gons m\ﬁ%n‘c %greal@t rate@’of 2

use wa ntified for @e sc rlos@

when mitigation m Sres of meters bls@fér

Concerning two apflitatidas in @rlng cEteal %J; ratescof 2

use was identified Tor sce }dlt@@ when miti

90% drift redygtion artised:> @ S o

Concerning %o ap@cat@d in ohions at ratessef 2

was identified for the sc r2§4 QI d) a N

predicted@onsidering 29 m dgst buffe® withGut deiftreduction.
4%0 g &@ﬂ e

%@J@

Co N

considered fo

&@ost %gn

§ N
< i§§ @ @§
&% @ . y\g

@
150

50gas/haand2 x125¢g
arl?é\s D4 (pond), D4 (stream), D5

.s./ha and 2 x 125 g a.s./ha, safe
(ditch), D@(ditch); Rl&ond) R1 (stream) and R3 (stream)
ne + 9095 driff reduction are used.

50 g a.s./ha and 2 x 125 g a.s./ha, safe
ion measures of 20 meters buffer zone +

125 g a.s./ha, safe use without any refinement
4 (@ream). A safe use for all other scenarios can be

¢lusion
F or%le representa;uve u@ con@ere for repedval of approval of Fluoxastrobin, acceptable risk can be
ar1 &taku@vary@ mitigation measures into account.
&
Q
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CP10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae and
macrophytes ©©
@\ (o8
Report: KCP 10.2.1/01 | . 2014; M-491937-01-1 & o o
Title: Acute toxicity of fluoxastrobin + prothioconazole EC 200 (@00+100) G to %sh o <
) . .. N
(Oncorhynchus mykiss) under static conditions % § K &
Report No.: EBHEX243 % S 9w
Document No.: M-491937-01-1 ©, \\ @? @
Guideline(s): OECD Guideline 203, Fish, Acute?oxmty Testly, 1992); L@PA icide, N
Assessment Guidelines Subdivi @n E, FIFRA Acute toxgny testdor frﬁam%(@
fish, October, 1982; USEPA PP 850. 10 1sh Agute TQ Test, Fri wati@
and Marine, A Q @
Guideline deviation(s):  none . @ °\ oy 6\ w\,@ Q@
GLP/GEP: yes & 2R S IR IS
Y @) vy $ % &’
S @ \@ | S A
Objective: g\? \\ \ @ &% O = §
The aim of this study was to defermi %\the 101t éyo the tes oxastrobin +
Prothioconazole EC 200 to Rainbow tro@y (Oﬂ@grhyn%us 155) @e p ary asur@for acute
toxicity was mortality. Sublethalind @jhaw 1 ob®rvatt§é wer® me&@ durirgy the “spurse of the
study. Results of the test are %@essg(‘kas a 9¢ @ our, diai@e ]@ncen tlor@Cso@%
A
Material and methods: RSN § & @ &@ \@ @
o QO N

Test item: Fluoxastrobin™> Pr@%}locona@zole§ 06 10(@00 GNBat@ﬁD 12-001071; Sample
description: TOX09674-00; e011 &tion @0 0006258 1; Master xecipe ID: 0117103-001;

Analysed conten‘ﬁwe sul?ﬁ %Y (1®3 g/@) fluox&strobiity 9.13% w/w (100.4 g/L)
L2

rothioconazole; sity$1.10 @D
P O & \ é@ @& <&
S N iy .
Rainbow tro@Onc@@yncl@s myl@s) v@g@ exposed @96§ er static conditions to nominal
concentratl%ns of 0@25 1% 2.8§), 5.0 and 8.0 m t ite nst a control. At the beginning of
the test the mean body d th an body elgh@ d rainbow trout were 4.1 cm and
0.6 g, @ectlvely Tl@ on@s loadi <1;hIS teSt wasQ. 15 / L test medium.

One replicate (on arl&ﬁ) of ﬁsk@ ch was usgd for test concentration. The aquaria used
were made of glasywith a cap ﬁg@ htre@and 4dimension of 38 cm height, 32 cm width and 36
cm length. Withth th@s ud@ e @'al% the @xygenSaturation level and the temperature were
measured W@COH‘@I‘& @neamg &t@ew&@ dall)@j The water temperature during the 96-hour
exposure ranged from 1 J7°Ca all @uar@ver the whole test period. Dissolved oxygen
concent@ns ranged from 88@ 10]@7 @ﬁ satugation The pH values ranged from 6.9 to 7.3.

During €}y test, fish W@e obseved for m 1t1e@nd signs of intoxication four hours after application
and tvl@n once dally\g S @ @

S Qe
Dates of exper@fental wor & et@ry 1&2013 to December 09, 2013

O N g
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Findings:

©

Validity criteria:

Validity criteria Recommended Obtai@ (@
B . . X . @
Mortality within the 48-hour settling-in period <5% Q <é%% /(\Q
mortality in the control (or one fish if less than ten o Y o/ N
are used) = 10% C§0 /o@x© G
dissolved oxygen saturation throughout the test (n =260% o 88 - 101 % QS
pH variation (units) \ <1.0 ©@ o@ 04 @
The study meets the proposed validity criteria, thus ttest is valid, © X Q\y § c&@
NS Q N SIS
Analytical findings: QS@‘ @9 L S % @
Fluoxastrobin was analyzed in all test levels after0 h@}m da&@’anqgn day @of t@xpps‘?ﬁre pi@d to
confirm nominal concentrations. S @& 2o N >

Q
The chemical analysis of fluoxastrobin (in water PL&U )@reale@recovg@;es @58 % %2 ‘V&(ff
nominal over the whole testing period ofi®6’houxs.” = @

As the toxicity has to be attributed to tested for@latw&@s a @hole v&l@res@é subgntted§ this

\
report were related to nominal test co@ent ations @he f@ﬁnula pro@t S
STE & & & .o

Biological results: Q @Q S \
In the controls no mortalities orgub- l@tbal ﬁn@ngs e ob@%e (&

8)
In all test levels > 1.25 mg form. /L\beh@mal c ange§\were ser@gd duri nb th@ntlre exposure
period. After 96 h of expgsure t%xards no@nal c@ioentra 10@ 1. 2& tegt) item/L eight fish
&

showed the following beg@%oura symﬁg:)ms § R @X&
- remained for usual rlod@ the@@ter s@%c% " (©)
- showed laboé res;@atlo N
§ N @ @ @ & @
Table CP 10.2. 1@@ C <?atlveﬁlgmrt&hty of thg\*am&\v trouﬁxp § to E@%xastrobin + Prothioconazole
E @ F:%hoo S th @ A?Shm ‘”\7@ 72 h 96 h
Xposure N
gme °\@ N «(@ % S ((\@ aﬁ\@ &
Test @% no. of @% coie@ no%f S % [Ono.of,| %O no.of % no. of %
form. de &\ é@jﬁad @ dea q&d @%d dead dead dead dead
[mg /L] S > SN @ ©
control 2 £0 & .Y [0 &0 0 0 0 0
0625 |l 0 O 07 .9 ©0 P 0% o 0 0 0 0
125 P o0VY] @ 0 & 0 B 0 0 0 0 0
2.50 0 RS ®» | .2 20 7 70 9 90
5.0089 0. H oo 19 | &0 10 100 10 100 10 100
10.0 10y 100 N0 100 P 10 100 10 100 10 100
> @ N QU S
Conclusion:
Based on no al c ns t@? follo%g endpoints were determined:
LCs0 96 h ( %ﬁde 1nt%val) 19 mg test item/L (convidence interval 95 %: Not
@Q @ determined due to mathematical reasons.)
LOEC:@ ) 1.25 mg test item /L
NOEé*\’ @@ @ 0.625 mg test item /L
N C 9 © @ 1.25 mg test item /L

100'% @@tahty (96 h): 5.00 mg test item/L
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Report: KCP 10.2.1/02 | . 2012; M-434883-01-1

Title: Acute toxicity of fluoxastrobin + prothioconazole EC 200 (100+100)A G to the @" @
waterflea Daphnia magna in a static laboratory test system . N

Report No.: EBHEX242 S S @

Document No.: M-434883-01-1 S @

Guideline(s): OECD Guideline 202, Daphnia sp. Acute Immobilisation @@st (April, 2004§USE®

Pesticide Assessment Guidelines Subdivision E, FIFRA{2-2, Acute toxyeity t
freshwater aquatic invertebrates, Oct@er 1982.; OPPAS Guideline 83071010 @quat&g
Invertebrat « N

Guideline deviation(s):  not applicable NS %o S
GLP/GEP: ves & &©Q 69@ QQ $ ~
QN Q o & & @) &@
I > @ R \© 2 @@
Objective: PR S D \% N

'S v
The study was performed, to detect posmble@ffe%f th@t’es i@l F@astr@m +§Prothi®sonazoloe
EC 200 on mobility of Daphnia magna du%ng 4&hours @f expure %n a static labofatory &8t sysfem,

expressed as ECso for immobilisation. ™ \\ o O«
Material and methods: @ %ﬁox &8 o © S @ o

Test item: Fluoxastrobin + Prothi@ona ole E EO (@DHO GPatc ) -0@{1671; Sample
description: TOX09674-00; S@mﬁo&}on No~: 1029000 0% An@?ysec@ nt@&t: 9.21% w/w
fluoxastrobin, 9.13% w/w pgi@locon%»zol@@ensny 1 lo&g/mi °Q) @ Q
N @ N

Daphnia magna (1% ins r@ 24 @urs §§ stu gro commﬁn %da %S (6 replicates per
test concentration, 5 daphnld r replicate)gwere ose a tatlc exposuredyystem for 48 hours to
Fluoxastrobin + Pro@ con@ol 200 at th onc I?Eratlor@ of %%éuntr a%ed control), 0.53, 0.95,
1.71, 3.09, 5.56 a 10 %mg f @omlna ) out @edlng ac Vessel (glass beakers; 100
mL) served aig)@ lidate Was ﬁll%d with, 50 als of é@ tesg, olu (10 mL test solution per

daphnid). A static toxicity test procre fol %ved § R
Visual comp@'son {§ un%@ed coritrol %mmal@and @ted @nimal§was performed after 24 and 48
hours of exposure. The contne&%f ﬂu&g)(astr@n in @po&@e me@was measured for verification of
the test cnetratlons o

(@ L X
Water éaahty parame@rs wi% erature@‘H Riissofved OQ en were measured at 0 and 48 h after
the commenceme the%xposé’ Diselve %xyge oncemtrations ranged from 8.5 to 9.1 mg O/L,

the pH values rapged fr. th% ter tetperature ranged from 21.1°C to 21.7°C over the
whole testing er10d©@he @B@top d @s 16@ @§ light and 8 hours dark with a maximum

intensity of 0 [uy @ \ %:’Q @ @

Dates o@erlmentabyorl@ay 22520 %to Jun%vOS 2012

@?
N

@ % ~ @ @

Fi gs: LS @ O D

ninest & L &
Validity criterig; » & &
Validity crite}ia o &Rece@%nende%g Obtained
Control moﬂrt@iy f@ O"/@ 0.0%
The stud eet@z}he pr@ose@hdlty criteria, thus the test is valid.

. SIS

Analftical 1@ X

le@wcfctu dlsso@’ed a§d analytically determined amounts of fluoxastrobin in the freshly prepared
test so@ons at test initiation ranged at test initiation revealed recoveries between 87% and 95%
(mean:"91%) of the aspired nominal concentrations.

The corresponding concentrations of the aged test solutions at the end of the 48 hours exposure period
ranged between 89% and 93% (mean: 91%) of nominal.
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No contaminations of fluoxastrobin were detected in samples from untreated water control.
As the toxicity has to be attributed to the tested formulation as a whole, all results submitted b@his

report are related to nominal test concentrations of the formulated product. ° N
S S o0
. . @
Biological results: €§ & @Q
Table CP 10.2.1- 2: Immobility data of Daphnia magna at 24 and 48 h exposur%g)eriod § §\ )
nominal exposed immobilised d@phnids & y;\ S é\g
test concentration | daphnids 24 h. X~ 48h. 9 @@ Q\ %@
(mg form. / L) (=100%) | % 4 n % . QQ S
control 30 0 004 o .0 X &© @© @
0.53 30 0 0|0 WA Q& o o
0.95 30 0 00 L of 3 | o 6\ RSN
1.71 30 10 5333, % 15V 0 & >
3.09 30 25 [V83a | &9 @iy U & o
5.56 30 29 96% [ G0 _ [¥ 10Q Q © @7 @
10.0 30 307 [0 37300 o' 1O & &
Observations: ) %y% R § © @ &

No immobility or other effects@q behaViO%
exposure. @
S

Conclusion: v ' Q) @& Q A %

Q N N
Based on nominal condm%ati%s of Fhiloxa in & Prot@ﬁconﬁ%@le @&20&@&0 values after 24
C,

and 48 h hours of stati¢ exposure wefp detefimine a't;‘? 2\ m&o /L (95, %Donfidence limits 1.89
—2.25mg m./I&\reSpectively.

—2.46 mg form./L) ghd 1.67995 %onfidence @ts 124
& &

> <,
2 2 ¥ @
'S @§§@ F SO
S S s O RN
$EEITF s
5 & & & = S
QRS T LS
@ 9O g © o .0 @
Q © 0 SN
Ve & &S
S R
2) @ o~
@7 o Q\ &@Q\
o %@@o@’ Q@@
S @ﬂ&@\ O
@%
@K\%%é@@@f
% Q
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CP 10.2.2 Additional long-term and chronic toxicity studies on fish, aquatic @

invertebrates and sediment dwelling organisms . S
Q\ g
@ @ @
Report: KCP 10.2.2/0 1 | T; 2012; M-438495-01-1 S NS
Title: Pseudokirchneriella subcapitata growth inhibition test with uoxastrobl@: @
prothioconazole EC 200 (100+100) G %% R © () %@
Report No.: EBHEX241 ©) & %\ RN Q)
Document No.: M-438495-01-1 @ O Q\ @ @
Guideline(s): OECD Guideline 201: F reshwate{Alga and Cya@@acterla, r Inhibition '@t
(March 23, 2006) @ & o VR © o
Guideline deviation(s):  none Q 2} @ & © &
GLP/GEP: yes Q& S 2 o ©\© 2 @
N R BN v\g
Objective: é @@ é\a @% @éj}? @§

The aim of the study was to determine ;?nﬂ e@e @e t strn %l(uox {robin @Prot@;
e

EC 200 on exponentially growing Pse okzréhnerze%\g su itagé. expressed %NOE%C LO and
EC for growth rate of algal biomass Q' Is p&\vol RN

&
Material and methods: Q @ o O \
Test item: Fluoxastrobin + lzﬁﬁocoﬁ%ﬁole E@QOQ@@ 00+ 160 A@ BatdR ID. @12#&01071 Sample
description: TOX09674-00 eciﬁFatio&@w 102000 58@@01 ﬁ@layl%d confeht: 9.21% wiw
fluoxastrobin, 9.13% w/wgothu@nazo@ Dengity: 1. {60 g/rnL (2@@) @ %@

&

Pseudokirchneriella «;«\gaubca %‘ @reshv@ter crea@ae %ﬁo lgn@n as Selenastrum
capricornutum) withSan init e@en&@ of 1@ %s/mL% th&st n%\dlum were exposed in a
chronic multigenefation &st for @da sQhder static conditions ® nominal concentrations of
0.0960, 0.307 3 a&?lo 0 mg Q}’nulinfn/L @co tisoQo a control. Three replicate
vessels per te@@eve@d 6 @phca@ es%@’ perz@p tro"@wﬁh m@%’st medium per replicate were
used.
The pH valtes ranged from 7. 9@?8 a@ihe c@trols @yd th@water@mperature ranged from 21.3 °C to
223 ° easured inSan addition cubated @s V@Sf’?el) @r the whole period of testing at a
continuous illumination of* lux. § %
Morphological ex@natlo s of fells using a @ros@ ere made over the exposure period on each
study day. Quar@atlv mo of @oxambm ere @sured in all treatment groups and in the
control on d @) and @ 3 e e)@l)sur@rloc@ @

O O >
Dates of e&gerlmental work: @y 28\% @?@@Ju@g@o 2012

@ Q

Fmdlngs Q\ AN \ @% \Q

@
Valﬁltv criteria: \ Q
Biomass increag@ed in the c rol an 16-fold within the evaluation period. Mean percent
coefficient @rlat of 1ona>Lgro ates from day 0-1, day 1-2, and day 2-3 in the control did
not excee % 9@ ce efﬁgﬁlent arlatlon of the average growth rate in each control replicate
did not e Tes@on ns met all validity criteria, given by the mentioned guideline(s).
Anal:@g;lcal 1€ .)Q ts: y\ﬂ

Tk@gnal al ﬁnc/f‘\)rllgs @ﬂuoxastrobm in the treatment levels found on day 0 were 88.2 % to 104 %
of nomif@l (average 94.2 %). On day 3 analytical findings of 91.3 % to 105 % of nominal (average
96.9 Oi%?ivere found. Given that the toxicity cannot be attributed to any of the a.s. compounds but to
the formulation as a whole and based on the high recoveries, all results are based on nominal test
concentrations of the formulation.
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Biological results:

The static 72 hour algae growth inhibition test provided the following effects: @o @@
S @
Table CP 10.2.2- 1: Effects of the static 72 hour algae growth inhibition test @b &@ @
nal trati cell number (0-72h)-average | inhibition of avefdge IS "\@
fominal concentration after 72 h specific growth specific grow&ﬁg rate ® 2 <)
[mg form./L] A1 o .
(means) per mL rates [days™']/n [% %\ N QS
control 704 000 1418 % @ ¢ o .2 &@
0.0960 671 000 1.402, ARl 2 & & o
0.307 658 000 1395 16 o R S &
0.980 630 000 1331 X 26° &S| & &
3.13 331 000 % (3 N \© 2 @
10.0 100 000 W 076 &7 w359, 0 O Y w
test initiation with 10,000 cells/mL @ L S G
NG S & &
Observations: VST N § @
No morphological change in al Sbserved in any” nfption’s € &
o morphological change 1n algae wasg se&@ n Wz;@ tegt\ €once th%\ § é\g S
R & & O
Conclusion: &© %’o% N Y v § N § %@9

N

N © .

The (0 - 72h)-E,Cs for Fluoxa %i@ro conasdle @200 (100+169) /} is 11.5 mg form./L
(95 % CI: 10.8 — 12.3 mg forr/L), the (Q < 72h)-Ei€ 0 is1.97 @gf%m (95%

form./L) and the (0 - 72h) - NOE€ is 0.0 y/ -
orm./L) and the ( )@ éls @m@{ormg@ DS @ @f@ %@
N, & &Y S
v & 6 O & . S - S
CP10.23  Further teSting én aquatic c@ang@\s SENOEEN
No further data ofthe fo@ulatign s available or re&%@ed. @‘@@ & @
(CJENN &S N S @ L
o O SRS S o
>y & .0 9O «7 & D @
A e S S
S & & @ o @S
A \@ \Q o & O~ §\©
§ RN > & >
% @ & > . s &
@ N0 & . O @
Q OO O N & D
S K &2
N § .90
& 2 QY&
“ Ta b oS
S Y e e /§
@" N >
@ =) § < @Q
< Q & 90
> O o
S & &
< @ & <
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CP 10.3 Effects on arthropods @ S
CP10.3.1  Effects on bees ~

The risk assessment has been performed according to the existing guidance i@rce at the ti %@e 0%?

preparation and submission of this dossier namely the EU Guidance @bcument on

Ecotoxicology (SANCO/ 10329/2002 rev 2) and EPPO Standard PP 340 (3) Env1r§aen%®Rls1@

Assessment Scheme for Plant Protection Products - Chap@ 10: honey lg%s %

@ \ @ @

Commission Regulations (EU) 283/2013 and 284/2013 require W bees are !ély

testing by both acute (oral and contact) and chréaic toxicity, cludlng sul@ethal $/@

conducted. Consequently in addition to the ‘sé%?%ard tox1c1tyud €9 per. ed®§mth ad S

(OECD 213 and 214) the following additional sfitdies are also@vovi @ 6 «:0\7

& RS v IS '~

* Acute oral and contact toxicity Qrf ﬂ%@cas‘[@in @ tl%@’repr@enta‘rge faﬁglulatlon
Fluoxastrobin + Prothioconazole EE; 200.0" @ K @

* Acute contact toxicity of ﬂuoxa&%bm&o adu&bumb@bees&u%der 1@0&1 condition

*  Chronic 10 day toxicity testh &f\Flu@z\gﬁtro@ FS o@adu%ﬁ’W er laBobratory
conditions, @ N @\9 @ ©

*  Colony feeding study WI@ FlL%xastrQ(gm F~80 ﬁrdm@ 09 @}al @92 (using a
realistic worse case sp@y sohation c@’cen Z} coyeping or &ffects on brood
(eggs, young and olﬁawae) and%@elr developm%nt &1@% be&® on- g@omg bekaviour in brood
care and colony st@g/;ngth)éx @Q @& v @ 9

* Semi-field brodd, fee §g stu@r w§ astrain Eé\ﬁlo%\gﬂow@ag OECD guidance
document 75 %@;sm oreGealistie) spr@scengo 01@ ﬂowrlng celia tanacetifolia at
the maxi phcatl rat @or thy app@ newal @Qf fldoxastrobin and covering

eff o

exposure d éeggs)@d the@ev%@pmer@&nd @ny parameters).

Details of thn ee te@mg V\@l ﬂ&gxastr%m @cot§ 0@cal are presented together with
the ecotoxigologica ndpc?“ﬂts m@)oc ent t8.3 ell as within the EFSA Scientific

Report (2007) 102. Fu 1ab0 ato%tomdat% r bumble bees indicated that non-
Apis béegare not mor@senm@e than ongy “Jbees @nd coﬁseque@y the risk assessment for honey bees
is considered to pr@@tlve&tﬁ oth@bees @ %\ (& QO

@’
The acute tox@% te@:ond@&d t fom@tlon@uoxas‘[robm + Prothioconazole EC 200 is
presented inxhis do@me%@ \ @\ >
N © @ & @
A sum of the critieal en@mts for fludxastrobin, the formulated products Fluoxastrobin EC 100,
Fluoxastrobin FS ar@iluox%trobmgr Pr@@wconazole EC 200 are provided in the following

/

tab&é\aEndpomts s?lwwn@j 1d@\a@ coere@levam for risk assessment.
N N Q&
SEET,
O Q
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Table CP 10.3.1- 1:

Critical endpoints for fluoxastrobin — acute toxicity to adult bees

Test substance Test species Endpoint Referenégy
[4
Honey Bee (oral 48 h) LDso >129.1 pg a.s./bz\ta\@
(o
Fluoxastrobin Honey Bee (contact 48 h) LDso I >100 pg a.s_,%ee
2 Az
Bumble bee (contact 48 h) X
(Bombus terrestris) le@{) > 100 ng & &bumble be&
H B 148 h Q@I& >160.3 d./
Fluoxastrobin + oney Bee (ora ) & * & uﬁo @:Q 3
Prothioconazole & 2 @ RS S
EC 200 Honey Bee (contact 48 h)© kﬂ@%o é*ﬁ > 2@$ug p&@ilbee@Q
@ 4 ™) &
a.s. = active substance; prod. = product gald alues l@m r@} ass@ent Q" x
~
K %@ "\ @ o >
i o
Table CP 10.3.1-2:  Critical endpoﬁg s for @aoxa%@o in —*@hrorﬁg@xie@o a%)@ bee@
Test substance Test@§pec1e§@ @gﬂ @Q @xldpgnt 6© @& Reference
‘O ©
NS
Q& LCs @333 2 a.s.
Fluoxastrobin Hzgﬁszgﬁﬁﬁ S ’LDDY > S HRhs %%f%gay G V—
FS 480 a%‘hs) § NOEC & 168\%mg% g@t% : M-534974-
DDO '
A § . él\@ 3%% “gg eeod\e@ KCA 8.3.1.2
a.s. = active substanc
N > @
Table CP 10. 3«&&) @tlca@ndpo@s fo&\ﬂ@oxast{ﬁ&bm @oxm@ bee lt;}\'bod
[7{\
Test substance “est species % % 3 Endp/c@t Reference
~
N @© § @ @Q No %ngverse &ects on brood
Fluoxastrobin @ bro&%kfeedmg test m de%lopme nd mortality after - 2013:
FS 480 S A ) Qf feady ney bee colonies sugar ’ ’
©) % S symip’at 0.375 g a.s./L. M-476181-01-1
o S KCA 83.13
o S & S e
Y (@) ©@ S o adverse effects on brood
(S \ deggtopment, mortality, foraging
Fluo@in %ml f@oroo éﬁd}@ %y activity, behaviour, colony -.; 2015;
ECNP00 I<5) @ condition and strength after M-515147-01-1
% y\g @ application of 150 g a.s./ha onto KCA 8.3.1.3
N > D @Q &§ flowering Phacelia tanacetifolia.
s. = active subsggyice &
R SR
@ < Q & ©@
& &S
S &S
&S
Q& &
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Risk assessment for bees

The risk assessment for bees is based on the maximum application rates of 2 x 150 g ﬂuoxastro@ha@©

in cereals and for the maximum application rates of 2 x 125 g fluoxastrobin/ha in §onlons Q\ g
s

Hazard Quotients @ N <

The risk assessment is based on Hazard Quotient approach (Qwu) by calc%ﬂng the rat@em@n thez,,

application rate (expressed in g a.s./ha or in g total sull;gnce/ha) and @@ laboratory s@ntack%?ld o@i

LDso (expressed in pg a.s./bee or in pg total substance/ g}’ @

@ S ‘*\a
Qu values can be calculated using data from the stu@s performe Wlth the actigp % substatice § wi
the formulation. Qu values higher than 50 indica =\the need of ghe@iere@ctlv fes to clarify @e

@
S

actual risk to honey bees. Q? \ w\? @
v
Hazard Quotient, oral: Q,,, = max appL@te R g a o @ml %@fanceﬁﬁ S & °
) %\éyal @’[pg %Qbe%\ﬁg t(%l subsb@e/ beep @7 @
o N ©§

Hazard Quotient, contact: Qe =
H

@
m@apl%]fﬁte "\{g a@a or /%Qtal s@%nce@
tf) , aitact °~,[ug aMeegwg to bst@&/be§y w\?
i O
The maximum label rate of E xasiébm + rothl@ona (@é %@ + (l; p pphcation are
1.5 L (1500 mL) product/h&&m cereals ( H 30 -6 and kg L( 50 @L) product/ha in onions
(BBCH 15 —47). With th@:onte@ of flupxastr@bin an prothlocon%@)le in th®formulation being
100 g fluoxastrobin/L “a?nd 190 gpr(%noc 01@} ctlve%?, thig “accifunts to a maximum
application rate of xasfeobin/if?) in @real &5 g ﬂuoxa& trobin/ha in onions.
Considering a densjgyrof 1. 1 g;&ég oxa @Prothmcona@le ECR00, 1500 mL product/ha

corresponds to 1680°g pr@uctﬂ% d 250 I&L prod Q9 esp@ds to@375 g product/ha.

Table CP 10. 3@ 4: @ar q@ytlent@or bées — or@expO@
o 2 N DLDso | A catloﬁate Hazard quotient | . .
\\@\ g}ﬁ § <@ n @e] le/ Qo Trigger
Fluoxasttobin+Prothigconazole EC 200 | Cexdals | >160.3 (650" <103 50
Fluoxastobin ~ & [ @ereals P> 129.8 150 <12 50
F1uoxastrobin+P@i{iocqn§\zole 200 ©niong) > 160.3 | 1375* <8.6 50
xascté?\%l @?\} U 0m®, >89.1 @ 125 <1.0 50
* based on a ﬁ@duct sit 100 %/mL °~
The haz, quotlents f@ oral osur@are @low o@%ﬂvalldated trigger value for higher tier testing (i.e.
Quo < 50). YN
N IS @
S Q
.
Table CP 10.3.}@ H%azard qm}tlen:sgy beegg% contact exposure
LDso | Application rate | Hazard quotient .
. @ N (<§ LP | iobee] [g/ha] Qo Trigger
Fluoxast@bin+PRggthiocohiizole £€ 200 | Cereals [ > 200 1650" <83 50
N Elwpxastrdbin SO Cereals | > 100 150 <15 50
Fluq&astrob@f’roplﬁ conazote EC 200 | Onions | > 200 1375* <69 50
~DFluoxas robi§ Onions | > 100 125 <13 50

* based@a product density of 1.100 g/mL

The hazard quotients for contact exposure are below the validated trigger value for higher tier testing
(i.e. Quc < 50).
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Further considerations for the risk assessment

©

In addition to acute laboratory studies with adult honey bees, fluoxastrobin was further subjected tQ N
topical acute bumble bee testing (il 2014; M-512437-01-1; in CA 8.3.1. @2) The stud@sul ed
in an LDso of > 100 pg a.s./bumble bee and did not reveal sensitivity d1fferes between&honey@@

and bumble bee foragers.

S § 5o
Moreover, fluoxastrobin was further subjected to chrori®) 1aboratory@%@st1ng with @lt &ﬁiey 22)‘ @
(. 2015; M-534974-01-1; in CA 8.3.1.2). v

This chronic study was designed as a dose-res @nse test b prosmg @‘f h(@ @ ©
10 consecutive days to nominal concentration of 417, 833,0667 nd 3383 ' mg ﬂuoxas@ﬁ)bm@l@
feeding solution, respectively. The actual te as condu@@d by@nsmg e (@‘mla‘@l pro@uict
Fluoxastrobin FS 480. After exposing honey bees for te @@’ons&cjitlve @ays lus;\?%}y tQ_sugar
solution containing fluoxastrobin, the 10 LC@ (Let:ha C %@Dﬁn) s determm d to be
> 3333 mg fluoxastrobin/kg, which corrgsponds:y etha @ 3. 3wg
a.s./bee/day. The respective NOEC (No @b er\fed ffe%t COIE%\I ntrati ) fo ort%ylty was deter

to be 1667 mg fluoxastrobin/kg, wh@ COFLE on(@ 0 thQ O D @o Obs@#ved@ﬁffect B etary

Dose) of 39.2 ng a.s./bee/day. ©Q W @ § @
A

v
In order to reveal whether ﬂuoxé@ob@pose@} rlsk@ 1mr§urel@ney @@é hgesxa bee brood

feeding study ( ‘ 2013/ 0-474181-0%T, i 3 s been conducted by
following the provisions/md f . (OEPP/EPPO
Bulletin 22:613-616 (1992)), which re wive, anfongst other paramet€rs to .. use@mulated products

n§oﬂ ndec@%r high-v e The honey bee

only... products are fed~at a_goncentrdtio
brood feeding test is a;gvorst-@%e sc@emng@és‘[ th h neg&bees Ck ly in the hive with a
treated sugar solutigir whicl¥’ co s th@ test sta at a conc@tra‘uoﬁ typically present in the
spray tank (and ch é&a Vﬁi@mg@ncen&atlo@ nd by 1nVKt1gat1@ the development of eggs,
young and old laryae by empldying dlgltal hoto 11&%g1ng @ ?ggy
This particul @udﬁs cogglucte oxamobln@s 480xYhe administration of fluoxastrobin at
a concentration of S58ast oneybee c l\%es feed1@ ofy\l]@f}ltre spiked sucrose solution has
neither re@@[ed in advexse effeetS :‘@Od elopment, @orkert pupal mortality compared to the
control/Regarding brged d the_bro ination@gtes of the test item treatment were
overall on a low 1 wifhy7.1 &91 and-31.3%for gs, y@ag larvae and old larvae, respectively,
which were not statistically’si cant'differen-to th€contxol with brood termination rates of 9.6, 24.4
and 3.3% for edgs, y@g 1 old %Wae@espeely at the end of the brood observation
. D
period. o O ¢ .0 o O @
Q O O O N o

In order larify whether ﬂstr n posé® a r;%@to honey bee brood and colony development in
particularas well as qn one@ees in gen u r realistic worst-case conditions, a higher tier semi-
field honey bee broé stud%(ac 1ng®the grvmons of the OECD Guidance Document 75) was
corndycted under f%&ed/ cO; 1n§expo§@e c 1t10ns using the formulation Fluoxastrobin EC 100, by
application of g a.s. /ha er t@nnel ¢onditions to the full flowering and highly bee attractive
surrogate cropgPhacelia tﬁettf@(ﬁZOlS M-515147-01-1; in CA 8.3.1.3).
The study i degshree atment gr@ﬁ: Control (tap water), Test item (150 g a.s./ha and Reference
item (30 fen@ycar@@a) @h all applications being carried out with a spray volume of 400 L

lfgﬁcm{e}gﬁoups, four replicates (tunnels) were set up. The application of all

water/h@> or
treat fents co tedwduring daily bee flight activity at the time of full flowering of the crop.

fter be@’ werdkept for 7 days within the tunnels (confined exposure phase) and were then

@@n of the tunnels and transferred to a monitoring site without flowering crops and intensive
agrlcu 1 area for further monitoring (day 8 to day 28 after treatment). Throughout the confined
exposure phase, mortality of worker bees, larvae and pupae was assessed daily along with assessments
of foraging activity and behaviour. Daily mortality assessments were continued along with behaviour
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around the hive during the post-exposure observation period (day 8 to day 28 after treatment). Colony
assessments (food stores, brood areas, colony strength) were made before confinement, &er &
confinement and at the end of the study. Detailed brood assessments (brood termination ratex 00
index and brood compensation index) by employing digital photo imaging te@nology, inv g

the fate of more than 200 individually marked cells was performed on 5 g as10ns throtig ou

study, covering an entire brood cycle of honey bees. Q

The application of fluoxastrobin at the rate of 150 g a.s./ha under el conditides to @e fu{f@

flowering and highly bee attractive surrogate crop Phaéélia tanacetzfqba did not 0@6 a%?a

effects on mortality, flight intensity (except for a short term reductiandn flight acHvi e da) of &
application), brood development (brood terminatio &srate 35.5% @)rood indexs mpedisati
index: 3.9 in test item compared to the control w1% rood term1@ 10n rate: 3& /o, rood index: 3 @
compensation index: 4.0), as well as on colony gth and ndltlor@é@f eithéRbrood ermgyatio

nor brood or compensation index were signific dlffe%m in_the tesﬁ@ﬁem% con}iigared,\i@ the
control, indicating that these indices perfo r&able\g the@gontro@nclg conﬁ)en ations of
& S

previous brood losses.
% @ o K & O &

N 9
All in all, it can be concluded from theﬁute ﬁ\l chr@c lakQ@tor@dlé&m ad@ﬁhon@ bees§ well

as from the bee brood feeding study et aRand @C Gu 1danq}§’l)o@ent ) 1nve91gat1ng
side-effects on immature honey beg life st@ges, that ﬂucf%astroi% @W @e&eral 1nsg§?%x101ty to
honey bees. o © @ @ o & -

¢ .~ Yo $ T F s
Synopsis @ & @ @)
Fluoxastrobin is of low a%te to;@xty t@onees With LDso (Q@ and&%%ltac@@above the highest
tested dose levels. & Q° <
The calculated Hazard\gQuo \@ fo@uoxa@robn‘l‘e below tl&vahdag&ﬂ trl@r value which would
indicate the need fo refi sseggpment; @) ad@}se effects Q) hon@g\bee mortality are to be
expected at the m. um envisdggd applicatiort ra SThis @nclysion 15@0nﬁrmed by the results of
the bee brood f@ng t@y a&%ell as%ffy t&\sesults%of th@ee b@d se@ -field study, which covered
the maximu @pllc n ra of 1%& a.s./ba. §
The acute laberatorysstu onduc d W%h bur%le b@s rev@ n@sensmVlty differences between
honey bee &ad bumble bee for

It can @ncluded f the chronlc lald frator?@tud 1n adult honey bees as well as from
the bee brood feedi tudx @ and\b brood semi-field study (OECD 75), investigating
side-effects on im Q%He Honey Kee 11 %at Xastro in is of low general intrinsic toxicity to
honey bees. &
Regarding potgntial sige eff; o) of ﬁyoxas@bm Q) 1rnm§re honey bee life stages, the conducted bee
brood feedlﬁ@stud}@ e&\ﬁ 19992) fo@d nogsfatistically significant differences between test
item and edqptrol in brood termidtion #ates offeggs {@ung and old larvae at 0.375 g a.s./L. Overall the
study r@led no advgﬁe ef@ts on He s@val adult bees and pupae. Thus, when considering the
severity of the expo@re s atlon% thls rs‘m@e screening test in combination with the absence of
effeit\\s’ on the overafl dea?opmgn of l@e br , it can be concluded even on the basis of this worst-
case screening sfudy that’the st of @poxastrobin does not pose an unacceptable risk for adult honey
bees, immaturg honey bee lif@sta &Sand h@ley bee colonies.

In order to 1fy%sg,h th e conClusiéns on the basis of lower tiered honey bee studies are correct,

ﬂuoxastrt;' @:onﬁ d semi-field testing (according to the provisions of OECD
Guida Doc ent No 7 y applying the two rates of 150 g a.s./ha to full-flowering Phacelia

duég\one ees @ 1V&l¥ foraging on the crop. This study design is from an ap1d010g1cal and

apjeljtural point (@’Vle ore realistic than an in-hive feeding of the test compound via a treated
sugar solfifion, which contains the test substance at a concentration typically present in the spray tank
(and ah at a very high concentration). The results of this higher tier semi-field study confirmed
the conclusions made above on the basis of the outcome of the lower-tiered studies, as no adverse
direct or delayed effects on mortality of worker bees or pupae, foraging activity, behaviour, colony
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strength and colony development as well as the development of bee brood were observed, even under
aggravated, forced exposure conditions and by digitally following-up in a very detailed mannegthe &
fate of individually marked brood cells (digital photographic assessment) from egg sta nti}§

emergence.

& Ee

Conclusions

Overall, it can be concluded that fluoxastrobin, when applied in cereal\g%% the max1m@1 ap@g%ah

rate of 150g a.s./ha and in onions at the maximum rate@@f 125 g as as forese@g for\tﬁe us

Fluoxastrobin + Prothioconazole EC 200, does not pose‘fl unaccept@ risk to hoéfl @nd h@gey &
& Q)

@

bee colonies. %@g Q& Q @@ @g}
S AN
@
CP 10.3.1.1 Acute toxicity to bees Q Q} N \© %@9 @@
SRS NN

CP 10.3.1.1.1 Acute oral toxicity to beeé @@ W\g &

In the course of the application the study %0897@ 0 @perfo@ned wit t revidus F)@T@C
200 formulation, was mistakenly added@% hs&? stu&l\cjs to @subl@ plemental dassier.
Meanwhile, the respective formulatl@a r%plac% y a\r%w @A O r@)e anfd which
was finally tested for acute oral tox ees, t@pro i e s supplemental
dossier and resulting in documegtM-43 02 011 agd sun@arlse@i er. @;@us,o t\‘ﬁe study M-

080740-01-1 is not relevant. @ 95@ @, (@@ @ Q& @@ «
S S @8 g @
L 2o
Report: Kep 103@1.1/ 3 2012; M- 43%@2 0@
Title: Effects &f fluoxastrobiaN protipconazeke EC 200 (16Q;+100 (Acute contact and
%oral) one@ees ([@ iferao & abo%ory N
Report No.: 73291035 @ @ S @ &
Document No.: @ 43400591-1,°C @ 9 <
Guideline(s): @Q @1del1n$§21 M4 for ﬂ%e Test{gg of C@mlcﬁ@on Honeybee, Acute
Q *ral ©gontacg§0x101t 01 est & pte“)n ZI@ptemﬁer 1998.
Guideline dev1@on( . O
. \
LR e S e s
A \@ SO ~
Objective: \ SRS S
jective S & ISHES @;\, é&

The purpose &P this) stu wa@%’ to, ‘determine t acute contact and oral toxicity of
Fluoxastrobin@ Protl{ip on e E€200 @%e _héney bé@’(Apls mellifera L.).
Mortality of the bee@wa sed as?the tc en@m‘c Sublethal effects, such as changes in behaviour,

ere alsoaysessed. L =
w ass @ ) @ o\%

Matg}als and Meﬂ@ds % @ & \Q

Test® substance Fl%xas@om + P #oth1®onazole EC200 (100+100) G;  Short code:
FXA +PTZ E(@T)O (100+ "‘ atc@ D: 2012-001071; Sample description: TOX09674-00;
Material No c1ﬁé§$1o 0.:102000025822-01; active ingredients (analysed content):
9.21 % w/ 101\& g/L) oxagrobl EC 5725 E-ISO), 9. 13 % w/w (100.4 g/L) prothioconazole
(JAU 64 1cate<@f a sis code (workorder): 12002722; Density: 1.100 g/mL (20°C).

Test ts w@ st SS @1 cages of 10 cm x 8.5 cm x 5.5 cm (length x height x width). 10 bees
% sedr testinit, §or the contact toxicity test, 5 test units were used per test item dose level,

rol afid reference item dose level, respectively (limit test). For the oral toxicity test, 3 test units
per test item dose level, control and reference item dose level, respectively (dose response
test). 50 female worker bees (Apis mellifera) were exposed for 48 hours to a single dose of 200.0 ug

product/bee by topical application (contact limit test) and 30 female worker bees (Apis mellifera) were
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exposed for 48 hours to doses of 160.3, 78.0, 39.4, 19.8 and 9.9 pg product per bee by feeding (oral
dose response test, value based on the actual intake of the test item).

For the contact test a single 5 uL droplet of Fluoxastrobin + Prothioconazole EC 200, dissolved 1 tap',
water with 0.5 % Adhésit, was placed on the dorsal bee thorax, likewise fgr the toxic rence
(dimethoate) and the control (tap water). For the oral test aqueous stock solygions of the tesg ite
reference item were prepared and mixed with ready-to-use sugar syrup (30 % sucrose, 3% Vgose
39 % fructose) at a concentration of 50 % (w/w). For the control, tap w%% and sugar s@up @Qj@
at the same ratio 50% (w/w) tap water, 50% (w/w) rea@to—use sugak, syrup. Thex@%ate%“food

offered in syringes, which were weighed before and( after introdyction into A&g
maximum of 6 hours, the uptake was complete (duygation of upt was betwe m- ute Snd
hours) and the syringes containing the treated food” were remo@d \%e;ghec& d r&placed@py 0&@

containing fresh, untreated food. 2
The number of dead bees was determined after 4 ( 0.9 h) s (&Nt day®ﬂ24 @ 48 2 h T%urs
Behavioural abnormalities (e.g. vomiting, a ;@h @nsm& eardng) w@ ass SSed af\r 4 (£0.5h)
hours (first day), 24 and 48 (+ 2 h) hours Tempgte tureéérmg@e testxwas 2 °C; @Im@mi@t‘y
was 50 - 75%. Bees were kept in darknesg%xcep%t urlﬁg obsg}va 10% o

%
@ § NS
Dates of work: April 17, 2012 to Ma® ‘é' gf@ N @@ <y @p & O

S S
S & o
Findings: Q % @@;) @@ S &© ©© ©© S
Validity Criteria: > &@ ) (S i&
Validity Criteria N f$ § & Qy Rec&mmenged 2 O/%tained
o\@ Yoo & & Coptget Test, %Q N
4 > 1.9 & I
IS &%J/Wa@r con§@ O Qlo%ds > 00%
>
Control Mortality @ & 5 @\L) § ) - S ¥
SIS I Ol Tesp <
o O o o >
O @ %, Tap Waterf&%lmg @trol N 10%62 0.0 %
o S @ oY
&@\ @@ ©@ @’ L 6@’(210‘(%%
N~
§ 0.10 - 030 .s./b 0.26 .s./b
LDso ofReferenc@ (24%) O > §\3 ne asoee ‘ neasoee
% A 2og @ (@1 Test
@ <®Q - ‘OIZugas/bee

The contact afdoral t&st is @mde &\va trol rtahty in each case was < 10% and the LDs values
obtained w% the reference m (@etho wer thm@ne required ranges.

Blologl§?results . @
Contoret test: % @ @ \

At the end of the contaé@’tom@y te (@rs after application), 2.0 % mortality occurred at 200.0
ug product/i>§@%"he gva:@ v 1n<@e control group (water + 0.5 % Adhasit).

One bee wagfou during theyd and 24-hours assessment, respectively. This was the only
occurrenc& tes@iem r@tedgfhawo*@al impairments in the contact test.

Oral @E @©

The@st it was& %to the bees at oral doses of 160.3, 78.0, 39.4, 19.8 and 9.9 pg product/bee.

alitycsCeurred only=at the highest dose level of 160.3 pg product/bee, where 16.7 % of the bees
were f@ dead at the end of the test (after 48 hours). No mortality occurred at the other dose levels
(78.0, 39.4, 19.8 and 9.9 ug product/bee), as well as in the control group, respectively.

@
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During the 24-hours assessment one bee showed movement coordination problems in the highest dose
groups (i.e. at the actual dose of 160.3 pg product/bee). No further test item related behav@yral S

abnormalities occurred. . @\ @§
@
. Toxici . N & ©®
Table CP 10.3.1.1.1- 1: Toxicity to honey bees; laboratory tests Q N
N
Test Item Fluoxastrobin + Prothiocon@qﬁe EC200. O  © 2
Test Object @Apis mellife@% Cr N @& @
Exposure contact @Q @al V é\g é
(solution in Adhisit (05 %)/water) (f (su@r solut%n) (5© %
Application rate pg product/bee 20%@ ] @%0.3, @ , 3@ 19.& and 9.%%

2hours=2000 & | @4110@ > 1603

LD duct/b
s0 g product/bee 48 h@§s 0 % {*’ rs > 180.3

ours: 0 O@ Q § hours@ 160 ) & 3
LD
2 g product /bee %%mgsw 20000 % 3% ho&rs > 160: §@
@34 héuss: > 2660 P 24 hiurs: >160.3
° O 2 Q
ED1o g product fbee S 4ghours; £200. 0@ >l $ our@mo(;

8
@ 24%hours: 220007 S & @@4 ho >166w3

NOED duct /bee*
ug product /bee o Qs h >2@0 @)@ ff [ 48J@1rs > 160 3

* The NOED was estimated us@: 1s§1£:r%Exact@est (gnrwme c%pa&@ll on@ldedéreater &= 0. 05).

@ @
The contact and oral LD@@& value@of t efere{gce 1t@(dln‘¥§oa<%}\we®alculated to be 0.26

and 0.12 ug a.s./bee, r@\gpect;@? . %@) Q @@ \ é N Q\@
@ > S AN
Conclusions: @ . @ o @Q @@ @
\
The toxicity iﬁu %Jobm%Pr 1oco ole V%@s $ ‘ in@h an acute contact limit test
to

and an acute

xfeity doSe respénse tes! ey b
The contac%LDso (@ h) was > @0 p%rodlg%e @e oraIQDS) was > 160.3 pg product/bee,
respectlvaly L @ o
& o & SIS
N L@ .9 & O v O

CP10.3.1.1.2 Aglte é\gnta@oxy to%be S e ©©

The acute ¢ ct t 1ty ﬁvdles&%ho e@ bee&@nhbth@jproduct are summarised in Point 10.3.1.1.1,
therefore o%ly the results @ e,; arlsé@ 610\@

In the c&e of the a g?lcaué% the study 8(@9-01 -1, performed with the previous FXA+PTZ EC
200 formulation, wa: ﬁgn enly@de @ list’ef studies to be submitted in the supplemental dossier.
Meanwhile, the respectl@ f0 lation &iced by a new FXA+PTZ EC 200 recipe and which
was finally testggl*for acute ees to provide a valid endpoint within this supplemental
dossier and ultlnﬁﬁl g‘;ﬁne% 4@4 2-01-1 and summarised hereunder. Thus, the study M-
080740- 01 1S n% ttelev,
¢ &

> §f S 8

S @ .
& & T

&
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Report: KCP 10.3.1.1.2/01 | N ; 2012; M-434002-01-1
Title: Effects of fluoxastrobin + prothioconazole EC 200 (100+100) G (Acute contact ¢ @
oral) on honey bees (Apis mellifera L.) in the laboratory . N
Report No.: 73291035 5 S
Document No.: M-434002-01-1 S &@ &)
Guideline(s): OECD Guideline 213/214 for the Testing of Chemicals onfBfoneybee, Acute O\Q
Oral/Contact Toxicity Test, adopted on 21st September 4998. § L o
Guideline deviation(s):  none R O 2 X
GLP/GEP: yes VC@ @& g}” \\ @@
S oy & &
y 5 © y Q& s
Table CP 10.3.1.1.2- 1: Toxicity to honey bees; laboratg¥y tests Q& &© < @
cs° &
Test Item l%%ixastrobin +;‘&gothipc@iazole 53 2@© 9 %@
Test Object & %° @Us me%g‘em v ﬁ\© N S
Exposure > %w ct @Oﬁ @ @& <\ o °
S @olu«t&@m édh 105 %) @ter) & o
Application rate pg product/bee @% WD @} 020()5@% &’ §
K % hougg> 20 >
LDso pg product/bee @Q < @ 0 (@ @ @ ©
< N w48 h@grs > f \ 2,
N @ 9 QO 2 urs @OO Q S
LD duct /b
20 Hg product /bee (@@ W v @3@ @oug@ 200.0 % ff\%
o )0,
24 h >200.0
LDio pg product /bee & @Q @ @ ols: § @ %
L9 a L 48 hours: 220008 x_
A\ @ @dhouss: > 20000 &
NOED pg product /b % OO O
poditbects o7 Sashoimsdoo

* The NOED was egfimate éi{,smg‘,F@er Ract Test (pa1 %co 150 , one-siged greater, o = 0.05).
O

@
Additionally, ontagt tox@ty s%@/ was@con dagted @)umb% bees with fluoxastrobin; the
corresponding sum@ry igprovided in D um\ M@ Sect@n 8% 1.2 (IR, 2014; M-512437-
01-1; in CAR.3.1.1.2). E
QO & & 7
A & @ s Q0O

< N N
S\
CP 10.3.1.2 Cl@mc «tgxml@”to bées S &

A 10 day chrom@@bral 1mt§‘%dy ] cofﬁucte with
provided in D@ume@ CCII(gﬁf 8. 3

\ :“\?Q @@’@

de@elopa@%nt and other honey bee life stages

CP 10 @ Effec@on I@ bée
A hongy bee brood:g%ed tud@cor@ng to” @ method of - et al. 1998 (_

Bl 2013; M-476181- beenscondyicted with Fluoxastrobin FS 480 and is included in
Document MC@"Sectlon 8 3&L @

A semi-field studﬁa @ %ng to OECD 75) (i 2015; M-515147-01-1) has been
conducted haéluo robgg; EC 10 ' and is included in Document MCA, Section 8.3.1.3.

oxastrobin; the corresponding summary is
; 2015; M-534974-01-1).

cp 1@3 1 @su@ethsﬁffects

Tl@% is partlcular @dy design / test guideline to assess “sub-lethal effects” in honey bees.
Howe@ in each laboratory study as well as in any higher-tier study, sub-lethal effects, if occurring,
are described and reported.
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CP 10.3.1.5 Cage and tunnel tests .
Based on the findings presented above, a study with the formulated product is not required. @ @@
D

o @® &)
CP 10.3.1.6  Field tests with honeybees § L Q
N
Based on the findings presented above, a study with the formulated produczggs not requir§ § &
° o X
@ & PO
th & 9 T
CP 10.3.2 Effects on non-target arthropods other than h@s @ é\g S

Toxicity tests on non-target arthropods were cond

w1th Flu %strobm + PI&IOCO’ZOI@

on the sensitive standard species Typhlodrgimus pyri, alo i, Coccing @ lla
septempunctata and Chrysoperla carnea. A sunith ry of the r lts 1@@ 0V1g(§7d n %Q tabl&%%low@
N 9
Table CP 10.3.2-1: FXA +PTZEC 200: E 0t©(?x1c @fcaléﬁi 01@0r a@iro od@j oth &thal@s °
2\ P B othey &
Test species, Tested For ﬁlﬁatlo E%otm@ologQQBEnd@mt %,
Dossier-File-No., Study Ty &u(&m}n, @ | S 7> @ S
Reference Exposure) & @?;\T\,f @ @ Q0
Aphidius rhopalosiphi FXA+IQ\Z EC 260 \ [R50 > & 150 m@ffodu tdia $ ”\;@
M-438699-01-1 Exten@d 13@2 exposgge on §R::§ 50 D pro%@ /ha O N
Rep. no: CW12/028 potted barkey seedlffigs (@j@ Cort@) ort@ [%] Ef@ R%) oduction [%]
| 2012a mLpﬁaodu S o @ Q9.8
KCP 10.3.2.2 0 Iﬁgprod @ Q 0& N L9 12.5
G 1500 L progict/ & 2w
> 3 roduct§ @ @ Y § 324
A oduct/fa 6 16 h G 1.1
Typhlodromus pyri @ F’ﬁ(Aﬁ@’ ZE 50 37.8 m@produ&/ha
M-437028-01-1 S é Ext I@d 1:\1@ ex;%seure I& ‘505000 L pro@ct/ha
Rep. no: CW12/00%, \ det@ e malze leaves &\ y [%&g Effect on Reproduction [%]
. 20120 ©© ©© cflita 10.9
KCP 10.3.2.2 @ 50 prod /ha 14.2
L9 “ @2 4B @5\’ 29.6
QO O g duct/ha Q| Q28. 9& 34.6
AN 2 0 mL produgttha S > 723 n.a.

ZE&200 LR 50 4894.4 mL product/ha
ed L@\., expd@ire on Pno e@ct on reproduction at 3000 mL product/ha
(@@éize deaves @@ (Z:;'} Mortality [%] Eggs/Female/Day Hatching [%]

Coccinella septempun@%

M-440859-01-1 %

Rep. no: CW12/029 Q
©©

) 2012c© ontrql 10.7 96.2

KCP 10.3.2.2 @337 pro@ttha & o 63 8.5 91.7

7301 L uctéhg@ I ¥ 8.0 87.7

@’ o\@ €00 mL p odu N 125 9.1 89.6

A OOO t/hao 3.1 19.5 87.1

> > t/h‘ﬁ@ 84.4 n.a. n.a.

Chrysoperla carnea _ U@ EC 200 LRso 703.4 mL product/ha

M-437029-01-1 end ab., e@osure on | no effect on reproduction at 1500 mL product/ha
Rep. no: CW@ 0 \ é etachéd maigge leaves Corr. Mortality [%] Eggs/Female/Day Hatching [%]

. 20! 1’ ©f Congrol ~Q - 24.8 87.3

KCP 10.3. @Q @) mL product/ha 7.9 33.7 86.5

N) % 0 mL product/ha 60.5 33.8 85.3

& @@ @ L1500 mL product/ha 92.1 n.a. n.a.

Q@ &) @ 3000 mL product/ha 97.4 n.a. n.a.

m@ 6750 mL product/ha 100.0 n.a. n.a.
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Test species, Tested Formulation, Ecotoxicological Endpoint
Dossier-File-No., Study Type, Duration, @f o
Reference Exposure . Q
Chrysoperla carnea FXA +PTZ EC 200 @ @ G
M-449297-01-1 Aged residues, spray Q &@ @
Rep.Nr: CW12/045 deposits on maize plants, @ Q\Q
. 2013 2 appl. of 1.5 L prod/ha, § AN @
KCP 10.3.2.2 14 d spray interval R Eggs/ 2
Residues aged for 0 d: @ Mortality @ F emale@ay *li ChlI@%/o
Control - Q @ @
2x15Lprod/ha 4 64.9, 9 (@a Q &
Residues aged for 14 d: o & (@) @
Control Q'? @ o 1O ¢ 8130
2x 1.5 L prod./ha . W2 s @ 2y N T8
Residues aged for 28d: o] ~ S
Control & %@ @@y}’ @x _ @4.0@& 958 ¢
2x 1.5 L piod./ha_ 0 o u47° Lo
< S T,
Remgues ag oy { for 4N & &U ©& N é\ﬁ ®, §
ontrgh w\g N - é\a @.a. N .
2x IO ;%el /ha, ) —8@ S n.a@ ¢y Na
A: A negative value indicates a higher r@oductlo&{rate 111\the atmen@an infe conttgl, . %S
B: A negative value indicates a lower mo ahty@l thetme&@‘an 3he coatt ol. @@) @Q N
n.a.: Not assessed 2 ‘& Q @Q > é}
Th ot o ShigheDsensitiv o
e tier 2 extended labO@tory data m@cate @highe sen51t1V1 rne @Rso = 703.4 mL
product/ha) whereas thetoxicity to A. zph@T Py sepkgg u ta was significantly
lower. Therefore, an aged r9$ e stéay wa@con ted-w pecKs C ea for the refinement
of the in-field risk ﬁssmen S @ O §a
5 °\® ‘”s@ N Q@ @@ SN @
Tier 2 risk asse@%e & \ S N @ §
Since extendédlab @dles Qe av%klable @r 4 r@tar@gm@pod species no tier 1 laboratory

studies werg conducte(:g% EFﬁerei@”e t
assessn@ based on th@ xte@ed la
S

N

tier 33 risk @SCSS@CNL l}? been skipped and a tier 2 risk
@ta is prov1@d bel@v

\
Potential exposur©\> &\ é\” O I
The exposure scgidrio %basﬁl thea«m end@@’uses 1@ cer@s with an application rate of 2 x 1500 mL
prod./ha, at inte %i@’ da&g and§ with an application rate of 2 x 1250 mL

prod./ha, at

Ap
Off-freld:
AN

Application ra,,t@ 2 X 150

Drift factor 38% 1e1

MAF (ml& le 1cat@

ESCOR

VDF (¢ eta

Doctiiment, @ tak
applied inifRe context o

a minim
Tinim@sm 1nt§al of™N O .\ &
Accord@ ESCORT and @ Tert@s rla§ul
In-field: %AF &

]@8.’[10%

Apﬁllcatl@ ate ’@VIAFQ@(dr@actor / VDF) *correction factor

o

/ha {&
ps, Ty di
fa@i@r) =Q

test systems)

darite Document the exposure is calculated as:

eals@% x 1250 mL/ha (onions)
nce, 2 applications, 82™ percentile; ESCORT?2)
for cereals and onions (default value for 2 applications;

d butlactor) = 10 (default value as recommended by the Terrestrial Guidance
to agcdunt the 3-dimensional structure of the off-field vegetation; in can only be

Correc‘/fe@l factor = 5 (default value for tier 2 risk assessment according to the Terrestrial Guidance

Document)
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Table CP 10.3.2- 2: Exposure calculation for in-field assessment

Crop / no. of applications Appl. rate MAF in-field PECmax. @ ©©
[mL/ha] [mL/ha] Q\ 93
Cereals /2 1500 1.7 2550 O S
Onions / 2 1250 1.7 2125 oo SR
Q N
S O & 2
Table CP 10.3.2- 3: Corrected exposure for off-field risk ass ent S e
P o & E RN
Crop Appl. |MAF |Drift| Veg. distr. Correction -field @U Remark =, S
rate [%] factor factor &@’ Cmax. X Q ® S)
[mL/ha] @ ©" [mL/ha] P O @
- v D3 Q1 i -
Cereals| 1500 1.7 238 @g@ 5] | &% QR 1\@% of3 D stugy
= @@f N @ |py  design O
Cereals| 1500 | 1.7 | 238 10 é& @23 7 & 30 Q@mcas&ofz -D Study
n, O WO &, desigh
Onions | 1250 1.7 238 - W\% | o \5@ %253 & | incase of D s@y
& N O@ g Y . SIS design
. w N Q .
Onions | 1250 1.7 |2.38 Q&% K\ RN &U 2@5;3 é in ca§s’of 2D study
@ < Q N LY degign
1§ 0% ~ N D @\)}’ S w\//

O
Tier 2 in-field risk assessment@Q &@ @,@9 & @ @ @© @ ~
Table CP 10.3.2-4:  In-field @ asses%men@@sed on@udy%sults@%m e@éended Ia ora@ry studies

Crop | Test Species @n ﬁel@EC@, L @z ERso |© Trlgge@ Kgﬁnem@t required?
'~ {mL/ha[? | JmL/ & QY

A. rhopalosiphi_, L2550 [©> 678 [ Efcts fte < SQ% .. D no

T. pyri =N ‘& &@9 @l >3800  dFffectsare < 5% | < no

Cereals

C. septempwictatct 0 O | >3000.7Effeés are < 50% |, no
C.carngdy ™ @2550 7034 | Effslts ar@s 50% yes

A rhgpalosiphy | 2185 . D > 6350 [Effectsave < 500% 1o

Onions L il @ v 2125 | >3000 QEffectare < 9% no
CQeptempunctata 2125, | &3000 "9 Effggts are50% no

& carnea w@ @ 2128Y7 7@ Effects ate < 50% yes

as%ess for 9 rh losz@ T, lﬁn and C. septempunctata indicates an

ﬁrgetg ds bu rigk ass ent for C. carnea indicates that a further
cena@)s (2m\150 L praguct/ha and 2 x 1250 mL product/ha).
N D >
Refined ugg'leld risk ass@sm@ Q @ @
>
The rey& of the tleg% rlstssessment f&lc

\that initial effects on non-target arthropod species
withsgensitivity s@ar Chry@ erl@cam cannot be excluded. According to the Terrestrial
Guidance Document the ote tal for oV

needs to be demonstrated. For this purpose an aged
residue study with Chrysop ,; 2013; M-449297-01-1). The results of the aged
residue study-{applieation x k500 ml a3./ha with a 14-day interval) indicated effects of 64.9% on
mortality a ph:g;ltlon wever, after an aging period of 14 days the mortality effects
declined gg>val

@ results of the reproduction assessment indicated that there were also
no adv%@e ef@ets repr ction after day 14. These findings were confirmed by the assessment
after% day@ he ngd%eate that the potential for recovery is given after the intended 2 applications
in als énd om
Thereft it can be concluded that no unacceptable adverse effects on non-target arthropods are
expected in the in-field area from the applications of FXA + PTZ EC 200 according to the proposed
use pattern.

The tier 2 in- ﬁel
acceptable risk féy no
refinement is @eded
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Tier 2 off-field risk assessment

Table CP 10.3.2-5:  Off-field risk assessment based on study results from extended laboratory studie@ @©

Crop | Test Species off-field PECmax., | LRs0o; ERso Trigger Reﬁ@?ment requir
[mL/ha] [mL/ha] QQ
A. rhopalosiphi 303* > 6750 | Effects are <50%| @ no ~ °
T. pyri 30.3 >3000 | Effects are < 50% nQ o .9
Cereals - R
C. septempunctata 30.3 >3000  |@BAfects are < 500" o> N Q)
C. carnea 30.3 703.4 ‘gfffects are < 38% @@0 Q) @ &
A. rhopalosiphi 253 > 6750 ¢ | Effects are ©50% no A O
Onions | L2V 25.3 >30000" | Effects ape< 50% .9 no e é}
C. septempunctata 25.3 @ Effectsare<5%% | ©° b N
C. carnea 253 3.4 | Effegivare < 56% & no 2 @
* Off-field PEC for 3D-Study design. Potted barle&seedhr@ NS R % @Q N "\g
For T. pyri, A. rhopalosiphi, C. septemp tata @d rnea@) %lcts >850% ne@wr @nor@ﬁty
nor on reproduction were observed in g&’ten } la begatory @udle nafural substrate at e ure

rates relevant for the off-crop risk ass me t‘*@see & Cg&lo 3, @1) T\\@ref 3 it c@%’oe capcluded
that no unacceptable risks for non-tagget afthropodsin th%@ff ﬁ@ eé% to exp@éd flg%m the use
of the product according to the pr@osed u paﬁ%s @ ®\ S
© & S
& I
¥ e
CP 10.3.2.1 Standar%%orétory&étmgy}or n@'—targ%t a@rop&@ &

N
Since extended laboratoﬁc stu%s ar% a%)allab§for ®1on @et C:i X?fropadg spe no tier 1 laboratory

studies were conduct
v & Fg.08 0

) )
CP 10.3.2.2 ﬁ%@ la &rato&”te& g, a&g?i re@ue @%dle‘s@wth non-target

Garthxepo N @
©@]@Qg@®&f§§©©@

& S 1
Report: \@ P 16322/ 1\@869&1@17 |
Title: &@ @@i'om to thévpara thd wa@ Aphﬂ@us rhdpalosiphi (DESTEPHANI-PEREZ)

H@a noptera: Brag nldayiz)%um an exten ded laboratory test on barley -
fluoxastygbin + thloa@a zole& 2 (100 + 100 g/L)
Report No.: @@ W12 sg@ %

S

Document No.:

@QM% 00y

Guideline(s):"Q < 4 /EE Regulation (EC) No. 1107/2009,
AN T (20@% ET AL. 2009), | G
@7 @ d&sp N&ﬁgl@le
Guid&line deviation(s); ecifida @ @
GLP/GEP: o R O
WOWIS
Material 1§ meﬂ}\ods @ ©@

The er%@iﬁ concentrate@ rmulation Fluoxastrobin + Prothioconazole EC 200 (100 + 100 g/L)
was tésled cifi y ,s\g%ple description: TOX 09674-00; specification no.: 102000025822-01;
&@) ID; @012 1074 [analysed content of active ingredients: Fluoxastrobin 101.3 g/L,

zole 100.4 g/L]; density: 1.100 g/mL.
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The test item was applied on barley seedlings (Hordeum vulgare) at rates of 375, 750, 1500, 3000 and
6750 mL product/ha and the effects on the parasitoid wasp Aphidius rhopalosiphi were compapédto &
those of a deionised water treated control. A toxic reference (active substance: Dimethoate) ap §
7.3 mL product/ha (3 g a.s./ha) was included to indicate the relative susceptibility, of the test @ms@s
and the test system.

g

Mortality of 30 female wasps, not older than 48 h at study start (6 repl%ates with 5 @sps g testf@
group), was assessed 2, 24 and 48 h after exposure.

Repellency of the test item was assessed during the initial 3 hours aft the releasiméﬁ ale @Ve &@
separate observations were made at 30 - minute 1nteerls starting 1 @ 0 minutessafte t10&

of all wasps. An additional repellency assessmen%as conductgyl’ 24 hpurs e relea@ of tl@

wasps into the exposure units for the control gr@ and the t@t grou il the@ghe@ est @m ra@ >of
6750 mL product/ha. ~

% b
From the water control and all application @tes 1@ im 1all q?femad§ pe&treat nt were
each transferred to a cylinder containing u%reate@arle@seedl@s 1nfes ed @th Rh@alo@um @dz
The climatic test conditions durlng

for a period of 24 h. The number of mu@ﬁqles %%s ass&%ed lbdays&
studx we l;%lg 0 °@@em 0"/©e1ative
humidity. The light / dark cycle @ 16 a hgg n 1 ty e o 189 Gux in the

mortality phase, 836 - 2540 Luxa the%aram%uon }@&se a529@ 19(@ Lu the\t%productlon
phase of the study. @ N Q @ S
. é%/[ N 5@? A 2
Dates of experimental wegk: hé%r 14 ay 29, 201 S @ %@
R P S
Findings: é\g § %@) S} @@ N é& w \Q
Validity criteria: & NI S S
RERNNEERNEES Waluﬁ@f critéria A Finding
Mortality in watér’contjol G oS S Y10 Ry 0%
Corrected moﬁty rerencei@m O &~ g O > 5§ P 93.3 %
Mean reproduction p& femal¥ in wager control "\ Qy >3 %, 23.5
Number of wasps in the 01 p f@}}) Y v
Zero Vﬁ@ for reprodq@? @Q § = 2©\ 0
\ N
D oS0 =~ 3
The results of thls\@*:udy can b@s@@ed as @lid. >
% N
S @ S

Biological ﬁn@hgs @©

N < Q
Mortality, re\foductlon apdrepeliency @\each @ the
P e

\
S YN
RS
@\%é@&@
Yy O & 9
> O o
¢y ®
< S
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Table CP 10.3.2.2- 1: Effects of Fluoxastrobin + Prothioconazole EC 200 on mortality and reproduction of

Aphidius rhopalosiphi @f
Test item: Fluoxastrobin + Prothioconazole EC 200 (100 +N100 g/L) Q\
Test organism: Aphidius rhopalosiphi %@ &@ @®
Exposure on: Barley seedlings b § @\@ 2
Mortality after 48 h [%] Cﬁeproduction@7 & Repe{lﬂ%cy{ﬁﬁst 3 %ﬁ
«Rate Ré&el. to @ Q§ed§ to
mL prod P- @ immies ntrol @Vaspsi Cdntrol 4
reatmen ./ha nCoTtT. orT. alue n o
Treatment| /ha | U C Value() £ per R v, §0 pla Soa) o
Qg female) P-Va@e(#)mj N\ @Valu@@#)
Control | 0 0.0 & lemsd) <o gy | S
Testitem | 375 0.0 0.0 000 @f 2@ |[Q 987 R @3@&
Snsigs | S B 0938 nsigd| s 0.
(@Q 9\:\ @ | S SN N é n@ign.
Testitem | 750 [ 00 | 06| ghooo- | 203 (T s B 4§ & 24
R nsigh | X D 0.8@nsigny”’ | & 7 0.749
@ ”\g@ %% N @@ $ S O n.sign.
. . @@ O N
Testitem | 1500 | 10.0% 10.0 9356, 65 |4 A28 ¢ 2.7 9.3
o | © JOnsi 0.4 n.signy | 2 0.368
~ D SN N LR @ n.sign
pool & S s | e
Testitem | 3000 |C133@f 1 00225 139 1O 3% <} 458 5.0
| © h.sign ©© @ 0.095 nsigy, 0.577
@) © o> N 1S §2 @& N n.sign.
Testitem | 6330 (Ol670| 167 @’130@@ Be IS 11 18.8 60.9
) @ *v ZER n.sign. @',@ D 0.827 n.sign. <0.001
: &S & & SEARNG sign
Referdios | 7.3 .[@933 D 933" o . 9 o Y na 49.0 17
item NS &\ @) > N 5
e NN Sl
LRso: > 6750 m%rod@sha §” > S é@
ERso: > 6750 L product/hac Q\@ Q O @
* Fisher's E)ﬁt test (one- d), lues @ adju@d ac ing to Bonferroni-Holm
# Wilcoxgiryest (one-sided), p-valyes ar@jusi (@ccoa\i} g to Bonferroni-Holm
## one-ty ANOV A “Runnett gt( ne-side )é ©\
n.a. pot assessed n.sign. notdignificant sigy’ sigrificant
AN > o [ o
)
Observations: @° N Q@ Q&

&
Repellent e &ts of\%s teﬁm
3 hours after'the @?rod

n of $he was

rod

introd
with &

S @
Céﬁclu

i

&ion o

TS
The Lo was estimated to be > 6750 mL product/ha. The ERsy was estimated to be > 6750 mL

product/ha. The figures obtained fulfil the validity criteria of the extended laboratory method (Mead-
Briggs et al., 2009).

were observed for the highest rate of 6750 mL product/ha in the first

e wﬁ@s into the exposure units. At the assessment 24 hours after the
, a agan of 36.7% of the wasps were found on the plants in the group treated
ha @pared to 50.0% in the control group.
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Report: KCP 10.3.2.2/02 | s: 2012; M-437028-01-1
Title: Toxicity to the predatory mite Typhlodromus pyri _using an exten@o S
laboratory test on maize - fluoxastrobin + prothioconazole EC 200 (100 + 100 & §
Final report @
Report No.: CW12/009 @ & QQ
Document No.: M-437028-01-1 °
Guideline(s): EU Directive 91/414/EEC, Regulation (EC) No. 1107/7%)9 @ Q> ©
B~ 2000) modiﬁeMAL (2001),” \ c\@ &
US EPA OCSPP Not Applicable N @ g}’ Q\ @ @
Guideline deviation(s):  Use of natural substrate ©Q @ S é\a é
(detached bean leaves) instead @lass plate; « é\ﬁ QR o N
GLP/GEP: yes % Q &’ & & © &@
& ¢ S\ s g
B

Material and methods:

N
L @S D LS
& @@ § &% % @? h AN .
(1 + 10/L)<@s tesied,

The emulsifiable concentrate Fluoxastrobﬁ;) + Pl@hloc\azoleQC 00
specified by sample description: TOXO&%W4 OQﬁpec%ﬁcano OO 82 batch 1§12—
001071 [analysed content of active 1@&1@@% Flu&streg% 1%@ g/L rot onazdie 104 g/L];

@
density: 1.1 g/mL. @ %ﬁox @ @ S
The test item was applied onto dé@che a1zq®eaves®2ea S) at@tes 75 @% i% 3000 and

6750 mL product/ha and the effocts onthe préidato ite @ us @ Q@pared to those
of a deionised water treated@ltrol A tox@s reference (a ive iﬁ%stan@g Dimethoat& applied at 36.4
t

mL product/ha (15 g a.s. /%1) Wa%nclu@to 1@%03&: fbie rela @ept&@ ty ofghe test organisms
and the test system. % 9 § & @ %@ @
Mortality of 100 predétory njies, %@onymgl @udygtart (é@ph@%es Wi@@() individuals per test

group), was assessedy1, 4, 7, 10, \@ an, fter@ep ¢ by cbintingthe number of living and
dead mites. The be@%f es% sed wyites was ca at tI@kdlff Q@ce from the total number

d. S
expose ©© \

The reproduc@n r of s @w mltes q(&as thép eva@ed f®§ he 4@owest test rates from day 7 until
day 14 afte@jreatment b{gcou r% the fésgal n@ber 0@ffsr@ng (e@ and larvae) produced.

N
The cl@m test coné?ons ring We@%4 %@5 S & temperature and 60 - 71% relative
humidity. The hgl@ejark {?‘cle \&5 16: @Wlﬂ@& hgh&lntens@’ range of 846 - 1415 Lux.

Dates of experifibmtatiorké S largi2? - Apr 201©

ates o expe{@; n a@or @ :c@? %prl @ @§

N o ) § @?\ &

Validity épiteria: & @Q D N
N

-

Findings:

A & D" Validity criteria Finding
MaortEsc.-rate in thetcontrolcgroup o®day 27 & <20 % 17 %
Average corrected mortal@’ in th@eference 1ten© >50% 100 %
Average numbe@b?eg ema &(cal
of 4 assessm dates \@ 7 o) in th@control >4 4.6
group

@
The re& ] of®1s stl%y ca consndered as valid.
@
B@)@glcaL@ﬁndlngs@j @

The moglity / escaping rate in the control exposure units up to day 7 after treatment was 17%. The
mean ected mortality of the mites and the mean reproduction rate of the surviving females exposed
to the test item and the toxic reference is given below:
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Table CP 10.3.2.2- 2: Effects of Fluoxastrobin + Prothioconazole EC 200 on mortality and reproduction of

Typhlodromus pyri @9 S
_ AN
Test item: Fluoxastrobin + Prothioconazole EC 200 (QO +100 g/L) Q\ v
: R~y Ty
Test organism: Typhlodromus pyri @§ & IS
. ~ = N
Exposure on: Detached maize 1eai\§s (m@ § &
Mortality after 7 days [} {*ﬁ Reproductiorrs, é\”
% %% @
mL product/h \ @%te Re @El t@ s»\g@ &L
Treatment a Uncorr. Corr. R-Value(*) 9gs per t@ontro@ alu%@
§ femalg) ) [% @ @
R ferm & LAl g
e Q
Control 0 17.0 Q}ﬁy @% . @6 R S % \®@
19 Y v o,
Test item 375 14.0 -3. & é@)o n.s@. g\f 4.1%7@ @QOS S 0338 n.sign.
& ¢
Test item 750 22.0 60 S0y X Y 14y b6
%2
Test item 1500 15.0 5\34 1&%@ n.sigty {\%3.20 QO] =296 0,486 n.sign.
: D a5 | < Bo0tes ©) SN ;
Test item 3000 4.0 oF 289% | «s0.00tsign. o 38 34,680 @142 n.sign.
" A
Test item 6750 7007 @3 <000 sign | aph d @
S ~ ) 3
Reference 36.4 100\& @ 100%@ ©© @ &Q n.a©©> o na S
item @ (] &@ Q SN
@ &)
LRso: 4537.8 mL product/ha; 5% Q%lﬁdeno@'ntervag 35 17@ 57309 (calczﬁ?ed w@l Pro%t analysis)
ERso: >3000 mL product/ha@ N @ Ro
N SN QO
* Fisher's Exact test (one- s1de lue re adj d ac ng t onfqg_lni ~Holti @
# Wilcoxon test (one- 81@), es aE&g _]usted accor to Eﬁ,nferro oln‘ig AN
n.a. not assessed; n. s not igmﬁc s1g QS n1ﬁca?§ m© S
N QO O \ o 2
Conclusions: ©© ©\ b 5 @ &\ > §@ r\’@
S o O & O

The LRso was calc@fated\z% bec4 537, rnL duc The©LR was estimated to be >3000 mL
product/ha, The ﬁgure@ebta@d ful e va dlt@:rltel%gf tl& boratory method for exposure on

glass pfi%s . @
O\ \ SEN®) \ S
§ A S o ;@, (& 5

Report: @ Q(CP@ 3.2. @/@ 12; @40859 01-1
bird bé&tle Caccinella septempunctata L. (Coleoptera,

Title: Q (@) To@ othe la
% C@cme@ %E: ed lappratory test on maize Fluoxastrobin +
1@7 @?rothﬁhnazo C (100%100 g/L)
Report : N CW1

Docugent No.:
Guiteline(s): . 3P00) modified: Use of natural substrate (apple leaves) instead
S 2 ; ET AL. (2001)

Guideline de@on(s)%%not pécified

GLP/GEP: Ny
X © N 9
FF T

Mat@‘al a et@

TI{{ c @@iable conce§ate formulation Fluoxastrobin + Prothioconazole EC 200 (100 + 100 g/L)
was t@ specified by sample description: TOX 09674-00; specification no.: 102000025822-01;
batch 2012-001071 [analysed content of active ingredients: Fluoxastrobin 101.3 g/L,
Prothioconazole 100.4 g/L]; density: 1.100 g/mL. The test item was applied to detached maize leaves
(Zea mays) at rates of 375, 750, 1500, 3000 and 6750 mL product/ha and the effects on the ladybird
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beetle Coccinella septempunctata were compared to those of a deionised water treated control. A toxic
reference (active substance: Dimethoate) applied at 24.3 mL product/ha (10 g a.s./ha) was inclu@oto S
indicate the relative susceptibility of the test organisms and the test system. The preimaginal mortalit N
of 40 larvae, 4 days old at study start (per test group), was assessed till the hatchypf the imagi@(up to
15 days). The fertility and fecundity of the surviving hatched adults were@@en evaluateq ove@
period of 17 days. -

Q N
The climatic test conditions during the study were 23.5 - 27.0 °C temp%y%ture and 66 O7 9%@§ati§§@

humidity. The light / dark cycle was 16:8 h with a light évﬁ@nsny rang%& 1211 - SZéifﬁ\LuKdﬁrm@ @
study. @ § X S
o ~ S R S «°
Dates of experimental work: May 30 — July 10, @2 Q %" @ < <& &@
& Q
N L @ N 9 @
Findings: % &’ Q@j o %@J @6 \% ‘§
e Q ¥ N N L @
Validity criteria: ) @@ o D @/% e °
) o] Malidity criterid | AV Findihg D
Mortality in water control LU o 3% L7 - &7 20%
Corrected mortality reference item RN Ry 0% > N & Qown O
Mean number of fertile eggs per femal&nd in .| TS S ©
water control é d@ ~ % 2§ m@ @Q §/ 1? <4
5 o I O S
. S SRS
The results of this study can b@@onsi«ia\gred @ valid & %@ @Q & (& é
A KO . T I
Biological findings: . &  © @Q . N & x
Mortality and reproduction in e%ch O%he ﬁ@e ste s@nar'zgﬁg beldw. §
S U o, &S 9SO
Table CP 10.3.2.2- @ffec@ of ljl@astg?in + Pr thi@azol@@C 2(&) on m@tality and reproduction of
@)@ C§@lella&%pte&mp ctt:t% &"\ S @ X
Teitem & O Fyoxasulbin + thio§zol@€€ 200 (100 + 100 g/L)
Ie@organismw %@ /@}% & @occi@lla sepigmpunctata
@(posure on: @© () S A @Q Q}acl{;e@naize leaves
D AN
SN SN - N
9 & K& & Y Momlig”
@2@ ©© @Q °\V \© N ~ Fertile B
Treatm mL & @Unco ted @g@ rrected P-Value (‘)| S8 Fertility
ca eaﬁ% produc(%la] < merfality, %, mortality Tvaie per female | (hatching
@7 °N R @ ®\ and day rate)
A e &
- NS PG i < 0 [%
1 s~ 0 v © 0 &U - - 10.7 96.2
Contro @ W@O. A . .
Test item§ \‘3%5 RS 15@ -6.3 1.000 n. 8.5 91.7
N Ao o 2 S sign.
Test @ 750° O 175 3.1 1.000 . 8.0 87.7
S Q sign.
> O S £
@%t iteng, | D500 10.0 -12.5 1.000 n. 9.1 89.6
((\Q sign.
Test¥tem 3000 22.5 3.1 1.000 n. 19.5 87.1
sign.




E ] Page 84 0of 110
sayer) Bayer CropScience 2016-01-12
R

Document MCP: Section 10 Ecotoxicological studies
FXA+PTZ EC 200 (100+100) G

Test item Fluoxastrobin + Prothioconazole EC 200 (100 + 100 g/L) P @
Test organism Coccinella septempunctata R @«5/ S
s
Exposure on: Detached maize leaves @ @® A
@ RS
Mortality % . Q % %
@) N NS
@ Ferife | N @ | @
Treatment [mL Uncorrected Co?ected RNalue () s OFertility |4
catme product/ha] mortality ortality p@femal@ (hagghing
% q & §and é@/ Cate) &@
O AN SN R NGl U
Test item 6750 875 O | @ %4 @5} <098y | Sna n.
%}9 o @Q sign. S ,@% @& i
Reference 243 10000 LS |- O .na < §
item & N > @ .S % \ @Q x\w\’ Q
LRso: 4774.4 mL product/ha; 95 % C@ﬁdel‘%’;}ntew@f 35%2@ 5@ 1 c@ulat ith @mt a%lysw)
* Fisher's Exact test (one sided), p- v@les a% adj us@d acc@lng t@nfe@m é? @ \
n.a. not assessed; n. sign. not mg&@cant ign. 51g@’ﬁca|@§ § @ @©> &
~ R NS
(i% @ @ N o @
@ Q N L D
Conclusions: © & s %, B Q‘&,
Y
The LRs was calculated to b@% 74.42mL p@duct@ @

Reproduction was § affectd u§ a@nclu@ est rat@ of &0 m& product/ha The figures
fulfil th 1 lat
obtained fulfil the d1®:r1te,r1 ft aboiltory od g@ exp&sure @g ass plates.

S
(RN & N %
9 @6 & §

Report: . 9 KCP 1%@% 2/ ® 201@7 M- @7029-@1’ 1
Title: &Q\ @0){1 to th reen 1acew1 erla ea B using an extended
@la est on c& strobln +prothioconazole EC 200 (100 + 100 g/L)

Report No.: @ CWI 2/0 L@
Document No.:

%)437
Guideline(s): %m @741 ggnau EC) No. 1107/2009,
ERAL. 20 ifie ET AL. (2001),
@ @SPPQM Aggﬁcabl@
Guidelh@iation(s): efone N
GLP/GEP: s, yes ) ©\
Q AN N @& .
> v S L@ <
N (g @\ R Q)
Material and mgthods: & Q@ S
&
The emusi @ r%ntr Flu&?astr(@m + Prothioconazole EC 200 (100 + 100 g/L) was tested,
specified IQ/ desc@iptiots TOX §9674-00; specification no.: 102000025822-01; batch ID: 2012-
00107 contért of agtive ingredient: Fluoxastrobin 101.3 g/L, Prothloconazole 100.4 g/L];
<&

density;, 10 /ml@

T@St 1t@§n@ was@’pph@to detached maize leaves (Zea mays) at rates of 375, 750, 1500, 3000 and
67 @%roduct/ha and the effects on the green lacewing Chrysoperla carnea were compared to
those deionised water treated control. A toxic reference (active substance: Dimethoate) applied at
38.9 mL product/ha (16 g a.s./ha) was included to indicate the relative susceptibility of the test
organisms and the test system.
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The preimaginal mortality of 40 larvae (per test group), 2 days old at study start, was assessed till the
hatch of the imagines (up to 24 days). The fertility and fecundity of the surviving hatched adults@ttre S
then evaluated over the period of one week.

The climatic test conditions during the study were 23.5 - 27.0 °C temperat;§nd 60 - 8 ‘@%la@y
humidity. The light / dark cycle was 16:8 h with a light intensity range of 1 2996 Lux urin\&he
mortality phase and of 2560 - 2692 Lux during the reproduction phase of t% study. § @@ 2

< NI
Dates of experimental work: March 28 — May 02, 20@ @ g}’ Q\ @
K o S & &
L & S) QS
Findings: @ Q& &© ©© @Q}
Validity criteria: @@% @@9 Q & e o
Validity@riteria, @y ) Finding

Mortality in water control N | o2 £ %a oY & 5.0%

Corrected mortality reference item S & 50 A@’ @u UO’ f% 7 ‘V%\% a °
Mean number of eggs per female and day in water |9 o Y @
control n& \\ E@S x% N f‘”\\g 24 &Qy

Mean hatching rate of the eggs (fertility), at g o SN o @
control ® {i é\g @ 70 @ @ A 3 /(?JA

L@ O ¢ S .
S R .
The results of this study can be @(%idef@d as id. @6 @® &Q ©@ @Q >
L . S @ ¢ ©
Biological findings: v & & @ "N ©
Mortality and reproductloﬁﬁln ead@of thedreatpiehts ire summarizgi@elo@ %@
S L LN
S w7 .O
+

@E’

§ . N )
Table CP 10.3.2.2- 4: ects lgtro Pr(@noco&z?ole E©200 @wmorgﬁty and reproduction of

@h ry&per{a nea 3> N QQ @ R o

L 7
Testiém: 2\ S & Fluoxastrabin + o ahzoleIE 200 (100 + 100 ¢/L)
Test o@anisg& y\g@ N .9 @Q Chi@soperl@carnea
N O .
&%)osure on: @ S @ o N g&@acheg@’alze leaves
N o O Q° Mofelity [%] - S) Reproduction
§% & N \U @§’ & Eggs Fertility

© % @ Xy § §> per female [hatching

Treatment @)mL pr@ct/%} U@@?rr @rr. @y | P-Value(*) and day rate in %
Yy O \ N
Control 0 &9 | A 509 5@ ks 24.8 87.3
Test iteny ! 3, & 1 LW 0.216 n.sign, 337 86.5
Test item 330 2625 &S0 <0.001 sign. 33.8 85.3
Testitem 1500 (¢ 9258 O 921 <0.001 sign. na. na,
Test item @ i{)QO & @595 Q 97.4 <0.001 sign. n.a. n.a.
Testitem & \6?50 S 10009 100.0 <0.001 sign. na. na.
Referer%@ @ 38 @ § 95.0 94.7 n.a. n.a.
item 3 % S
%@&703 QlL pl@uct/ ; 95 % Confidence Interval: 579.9 - 830.8 (calculated with Probit analysis)
her §¥xact test (one-sided), p-values are adjusted according to Bonferroni-Holm

n.a. n sessed; n.sign. not significant; sign. significant
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Conclusions:
The LRso was calculated to be 703.4 mL product/ha. @ IS
D
Reproduction was not affected up to and including the test rate of 750 mL prodigt/ha. @® @6@
The figures obtained fulfil the validity criteria of the laboratory method @y the exposul% on é%ss
plates. % § @ &
% o\ Q, @ '24\9
< N @@
Report: kcP 10.3.2.2/05[ . 2013; M¥49297-01-1, 9 O Q %@
Title: Toxicity to the green lacewing C{rysoperla carné@ using an ext@g@ed 1 ato@ést Q)
with aged residues on maize -@aoxastrobin J@mthioconazol@c 200 OO@ 00 @Q}
gL) & 9 Q & &
Report No.: CW12/045 N Q\@ \ «;5@ S
Document No.: M-449297-01-1 o @@’ K§ N
Guideline(s): EU Directive 91/414/EEX; Regélatio C 110 09; EP CSPR Not
(s) ofil 5}@ ) Ny 1102 § RNt o

Applicable >
Guideline deviation(s):  During the reprodug]%n hase of the second bioas%y (I@TZ and the rt
phase of the thir@bioa &(ZSI@TD, the relat@ hunidjty drggréaseckto 57%30r 2.5

h. This had no@pgativeimpacten the dutcome of th dy ag@ll vali ycrit@a were
R T g o

met @)
§ o S N
GLP/GEP: yes < W
N o @6 S &8 SR
. @ .\ > @ Q SHESN
Materials and methods: < AN AN @ ¢ ©

The emusifiable concentr; Z\j Flu&sﬁ@ + @thioc@azole C& (}Q@ + 169 g/L) was tested,
specified by sample descﬁptio% (0):¢ @9674@; spﬁcat@no.:“ﬂ)%(@?% ¥01; batch ID: 2012-
001071 [analysed content of astive ingredicnts: Fas,tr@in 1013 %QL, rgtl@conazole 100.4 g/L];
density: 1.100 gmL,. & @ @9 @ & o © >
The test item was@plie@k two tiipes With 1.5%p@ct/ 42 ilutid in 490 L deionised water/ha on
potted maize pl@ ( QnayQ\The ivﬁier\QNetW’een thplic@ons Was 14 days. The control was
treated with nise ater@n the éme & as the test gtem. v

The toxic refefencepDimethoate was a gﬁ'edoa@).%&@ pr&duct/h#(16 g a.s./ha) diluted in 400 L
deionised Water/ha on t]g{:ﬁ day e sgeynd a@\alica‘[i@y of thg testqgem on potted maize plants as well.
For th @Ther expo%@e d it Was applied @ctl@q d@hed maize leaves (with 0.0389 L
produc%ha diluted in 200 s delonised W@% g;xwas (iiicludeggo indicate the relative susceptibility of

the test organisms the s‘z@m. . @ O
Aging of the spfay de@ﬁts e g%t iterivon t pott@rﬂaize plants took place under semi-field
conditions wi@ UV @ermeable rain pro@tion ringgthe first four weeks. Four bioassays were
performed, the first Startedon thg\day the @wnd @pplication (0DAT2 = 0 days after treatment 2)
and the la&%one six weekstaterdd2D . &) @

Larvae e green Jaé@win hryserl@rne&i%vere exposed to these residues on the treated leaf
surfaces and the pre@agin mty W, assei@d. In the second (14DAT2) and the third (28DAT?2)

. o ) 1
blo%%ay the fertlhsfyand ndity of th® sug hatched adults were evaluated as well.

©
> <@ N
Dates of expeg@ﬁen%kwg Juig@7 — Getober 02, 2012
@

Findings:<_ é’ ©) S Q

O @ 9 S
Validifyeriter N

Iy @@ @@v S Finding
alidity criteria tart of bioassay
N D Validity criteri Start of bi
S ODAT2* | 14DAT2* [ 28DAT2* | 42DAT2*

Mortait} in water control <20 % 7.5 % 7.5 % 25% 12.5 %
Corrected mortality reference item >50% 64.9 % 100.0% | 100.0% | 100.0 %
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Finding
Validity criteria Start of bioassay @o S
0DAT2* | 14DAT2* | 28DAT2* | 42DAT2% 6§
Mean number of eggs per female 15 na 241 24@) na Q)
and day in water control - o ) S ' {5\@ ©®
Mean hatching rate of the eggs o o T o N
(fertility) in water control 270% - 81.3 % 7«?8 o 6@& P &
* Days after treatment R N X
n.a.: not assessed VC@ Q@ é}’ Q\ @}@ &@
@ § &
: : . Q S
The results of this study can be considered as valid. @} & @ta)\g N @§ @Q}
. . L o Q & «
Biological findings: 99) L@ N\ %@ @@
Mortality and reproduction in each of the treatments agg® sulze@elo%@ @b N 2

AN

Table CP 10.3.2.2- 5: Summary ofﬂndlngsigl&Fluo f@m @-ﬁp jocomazole QC\\ 00 (1@ + 1@7/14) @
applied onto potted snaize plants and Ch erla X

ppid onto poted i @“ herlggernen,” & &

O
Test item: Fluoxas@%m r%l?rotm@ona&ﬁ EC 100 (1\\%9 10@) %
Application: Q 2 X@%S L p@duct/lﬁ(mte@ of l@aysl(y @Q N
Test organism: @ & Chrygéperla{qarnea OQ > b@) A
Exposure on: Drled sp,l%y dep@@s on@%alze le@yes (fr(%l trg@d malz@plan@)
Start bioassay: “DDAT % 14 D Y 23 N @sﬁ)ATz 4@923
S Jo8 D 2 nPrelmg@mal %rtalit)@%) A 4{7\\\)@
Control: 47 £15. 9 [ g5 O{Q)} @2 S. e 125
Test item: ﬁ@y h\ 67.5° oY.7 &\ 1§> N 5.0
Reference itet § s@% Sl s 109.69 ©@0.0, @ 100.0
°\@ 2 @VJ A@recte@pre@nﬁg iort&l@ (%)
Test ifom: (@\@ {Q@ o | Sl §,©7> 8.6
N (p-val N \ (p- @ S @(p-value (p-value
K @ 0.@5@ QQ,650 £0.179, not 0.946, not

@@ (ﬁ@sigmﬁ\éantbj\ Q@nﬁe@ significant®) significant®)

Referenceitem: 190" | 1@@% @ 100.0 100.0

é@? °\@ Q - &@ f@production

v - @ N @@ E@per female and day
(S@ @
Control: @ n.a, 44 24.0 n.a.
& X
Test item: @ % ada S| o, 264 24.7 n.a.
S
S & @0© S Q Fertily (hatching rate in %)
Y 9
Test ifom: & B 81.3 75.8 n.a.
S L@ 4 Ana 78.2 79.4 na.

n.a. o= not&ssessed; * DAT = days after treatment; ® Fisher’s Exact test (one-sided); p-values adjusted according
to Bonferyoni-Holm;
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Conclusion:

In this extended laboratory test the effects of Fluoxastrobin + Prothioconazole EC 200 (aged &er@
semi-field conditions, with rain protection during the first four weeks) on thg survival of the>greert”
lacewing Chrysoperla carnea were determined after application of 2 times @L product/&@wnh@}l
application interval of 14 days onto maize plants (Zea mays). (og
In the first bioassay started at the day of the second application, a correc%d prelmagm§mor@y ol
64.9% was found for the test item. A second bioassay was started 14 dgfiafter the se"@@nd cat

and showed a corrected preimaginal mortality of only 0.2% in the test i@ group. I b10a®ay @
(after 28 days) 7.7% corrected preimaginal mortality was found a@n the fourtk@bloa @(a@f 42@
days) no corrected preimaginal mortality (-8.6%) in @ test item grqup occurred @nymor
Reproduction was assessed in the second and E@loassay In boeth @g)ass no ﬁverse gffectsg@f
the test item on the reproductive performance o test orgar‘?ms we

The figures obtained fulfil the validity crltegpzl\\a of thg 1ab&@> ory ?i&;etho@%%)r t@exp‘e@ure ohvglass

plates. @ O g .
% & @ R @ @@ S @% o
CP10.3.2.3 Semi-field studies @h nog\targ@%arth§p0§% é\’ %o §

O
Semi-field studies are not required f@@aon%@rget a@hro@@g {@;\9 @©@ §9 SN .
$ D N 2,
N Y O @@ O S
CP 10.3.2.4 Field studles©@1th m% tal@et arog & (& @© .
Field studies are not required\or n&n tar@rthrgpods > O @f@ % @@
2 S
o o < N
CP 10.3.2.5 Othe&rout% f e@osur§ @ﬁta\ Qta ro&o%’s . §
A
The exposure of ‘gwelhng noifsta Qrthro@gd a eSS@d n ch@ter CP 10.3.2 is considered the
main route of ex non ropods. N & & @
S D é @;\ <Y §@ N
S Fo oF s b &
TN g N @ N
N & @ o @ N7
& ~ > SN
SEES) R
FE TS & oy
o O § > S & O
@ 9O g © o O %
NN I
¥ o KX & o
=) O @ %o
@7 °\@ Q @ N
T Qo
v &@\ O
@%
PR ) SR
@ < Q" & ©@
N
@ (RN
S O
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CP104 Effects on non-target soil meso- and macrofauna S
The risk assessment procedure follows the requirements as given in the EU Regulation 1107/20@§jm
the Guidance Document on Terrestrial Ecotoxicology. S @® S

& SR
Predicted environmental concentrations used in risk assessment @@ @ %

Predicted environmental concentrations of the active su@tance and ﬂk&metabohtes 10 SOH\@EC :
values were calculated and reported in MCP 9.1.3.

®) @)
The relevant PEC values considered for TER c@}ﬂaﬂons asumrnansed@m the@abl@@elo@
Maximum values are used for risk assessments. QS@ R
0

Table CP 10.4- 1: Maximum PEC,,; values N @@Q
Compound KN Cergals, 2 @150 gQ N @mon@ x 1 @&
i S

@f)% ingg cepﬁgn) & W\?\ (10‘@mter tlo
K @7 @ il
Qv mg/kg @

<
Fluoxastrobin + Prothioconazole E€200 o 08800 O o &Y @}J_ﬂﬂx
Fluoxastrobin (E+Z) @, 7 @7 80 P A S Q 0.306¢
HEC 5725-E-des-chloropienyl ™S [ (o, 0.019% @ | e ~ 01
HEC 5725-carboxylic adid & \)@ S 00 S KT LD 041
h)

2-chlorophend? O 4 N 0.009 O @ 036
Bold values: worst case considered in r(’% asses@é
nd

Y
A Based on formulatiothdensi g/mL @)hcaﬁgns at éd mﬂQval (n@%@gradatlon between the
2 applications an % intercepti¥a: wor @ase) @
Based on formu on d ity @f 00:g/mL and 2 app@atlong}f 14 Qnter%@no degradation between the

©@@
S,')
4

1nterc&pt10 worst ca@ \ w
€ Including ¢ ‘der of ©cumu f& uoxasgobm@ter lo@ern@use considering a soil mixing depth

of 20 cm N
%&@’ >
> %@ &
A @\@ SIPCEN
SIS
@9%@%& &
QRS T LS
@ O ¢ .0 © .0 @
A N
2 » &9 9
@7 2 @@o%
S Q\&Q\
= §@°@JQ@@
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
o S o
N <L
@’@@%




8 . Page 90 of 110
sayer) Bayer CropScience 2016-01-12
R

Document MCP: Section 10 Ecotoxicological studies
FXA+PTZ EC 200 (100+100) G

CP104.1 Earthworms
Table CP 10.4.1- 1: Endpoints used in risk assessment

Test substance Test species Endpoint [m\@
g
NOEC 562 mg prodskg dws
NOECcor, 2814 mg prad./kg dws

Fluoxastrobin +
Prothioconazole EC | Earthworm, reproduction

200
© o :
] NOEC 10@ as/ha @
F luoxasltégbln EC Earthworm, reproduction NO >4.3 'ng a.s./kg dys
N cor 221" mg 1, s. /k‘,.’,(\\

HEC 5725-E-des
chlorophenyl

HEC 5.725_. Earthworm, reproducti%n@ N{,)@éc @ 9@@ p- @@kg dv@’

D )
Earthworm, reproduction QNOEC 00 m .m. l\g x

carboxylic acid @

w)
2-chlorophenol Earthworm, repro@%tiog NO(@ Q 0. 21®mg Ya\?;/ kg d@g @%ﬁiﬁ IS <§£ (1)%07)

dws = dry weight soil; a.s. = active subsf@iice; g@hte Q@ \U) &
Endpoint corrected by a factor of Zdue to h atter co @@t sm@d log¥ow ofs 2
epQt

org}nc 0
B The endpoint of 1.33 mg as’kg dw listéin t FSA "/ 1ent1® 1025@007) jBased “dn the standard
R W§{9 ) (\
conversion. In the actual st@he o‘{ matertdl hadybeen {@ayed@lto theSoil, @ rec8iculated endpoint
ditions’is c¥{¢ulated based on the ally@phe{({_j@test rat&df 1090 g a.s./ha,

o

according to the actual testygo

test vessel surface of 198 cm? and-fest supsttate (@s per test vegsel °N
€ for the metabolite 2-¢hlorophenol, i) the §enc ormtreproduttion data the conservative
assumption has been made t he I%tabol o&c than the par§ a.s. (EFSA conclusion
102 (2007)) % Q é& &\
Bold values: endp01 sed&for rls@ess rgertt @@ @
N S

Risk assessn%@t fo@@art[&@rms © K@j f;)% @6 ©§ @
> v

N
Based o@he endpomts@f the@?le a@ the @ER@lue \S:Z) cal@g@;‘[ed using the following equations:
O L
S O X
TERLT— NOEC / @soﬂ S & O @,\ %\
S 3
N
The risk is cor@%re ept@ 1%@ TE}T 1s @§
@ o’ Ny >
For lipophilic substances og 1 regyfts frémn the laboratory studies are corrected by a factor
2 even @ the organfpmatteyis les@ an 89%. o\w\ﬂ
This was’applied to xa%obln $gPo & 806§%fer to Section 2 of the MCA document, CA 2.7).
> o
S . @ &@ @Q &©
S
& 2
LS Q
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Table CP 10.4.1-2: TER calculations for earthworms

. Endpoint PECsoil,max . §/
Compound Species [mg/kg] [mg/kg] TERLT T& er |
Cereals @U {\@ (\@C
4
Fluoxastrobin + . N
Prothioconazole EC 200 Earthworm, reproduction | NOEC 281 0.8% 319 ©@ %@ %
Fluoxastrobin (E+Z)* | Earthworm, reproduction | NOEC (% 2.16 @S@O 2«:@} ~ 5 n 3

— J D
HEC 5725-E-des- | g hworm, reproduction NOEC > 1000 @Qo 019 | 2%263 &
chlorophenyl ~ q a~ Rl Q

HEC 5725-carboxylic . L aery A &) Y
cid Earthworm, reproduction 7@EC 90 @l Q 8&2 . 5 @}

2
2-chlorophenol Earthworm, reproductign | NOEC: > @?6 Bro OQQ@' O0=24 2§
Q Onj@ff@ < > é@’ S @% ]
Fluoxastrobin + RS O % IS
Prothioconazole EC 200 Earthworm, repr@ 10{W01® %3'3(7()@ S 85

Fluoxastrobin (E+Z)* | Earthworm, r@@odu&&on N@E/C @ 2. I%J %?@6 @ 25@ Os
HEC 5725-E-des Earthwor &reprod@tion NO]% > 1@0 @0.07]@ >I# 085 0 5
o .o ’

chlorophenyl P Q)
: E4 O
HEC 572:0—;(:1arboxyhc Earﬂ@@rm, rce;%\rgod%tion N@QC %@%ﬂ @Q %OQZ 1 éy 2% 5
2-chlorophenol E(g/gthwor@), repr@ctior{ OECU > 0. 212 B @0 03¢, 7 &> 6 5
A~ conducted with the forfylatio Fluoxas(ﬁ’)obln N
B for the metabolite 2- e&oroph@ in e absefide of & &hw r@repuch@x n data 1h@onservatlve assumption
(EFS@@ conclus1on 102 (2007))

has been made that the¢ meta 1te@90 timgy mors Xic §n the p

S

All TER mlue@@alcu& ﬁh the “Wors{ ease ° &?Csml@m v@%s @eed the trigger value of 5
indicating that@o u ept@le ad@xse effgcts @eaﬁ@om@e to be expected from the intended
use of the prodfict. g =, . S O @

AN
CP 10@ 1 Eart@vorn@?sub- th &ffect@Q § \©

NR \

Terrestrial Risk §essm§nt S © S =

\ @ © @'
No study on the@?hro %ox v of @thlo@hen@to e@worms is available, but some information

can be take ?c roffic earth @udy \@th heFluoxastrobin EC 100 formulation presented
in Document Ing th @phc 20 kg a.s./ha fluoxastrobin had no influence on
mortali?@elght deve pmen@and rod @sﬁgearthworms after 56 days. The NOEC (28 days)
based oftmortality and Welgh dult ea omz?%is 1.0 kg a.s/ha. Additionally it is a NOEC and not
an L&so. Assuming that loméeno @s fo @e and reaches its maximum between about 15 to 23
daysy(see Document M nt 7 t@ effects of this metabolite on mortality and weight of
adult earthwori@s®can be co overed up to an application of 1.0 kg fluoxastrobin/ha.
Since this a catw@rate an 4 es higher than the actual highest use rate (onions (10%
mterceptlo tro 1n/ha ;, Zan be assumed that higher amounts of the metabolite were
present i tha@wou ccur under practical field conditions.

Addeonall %r t@ Ose of the earthworm risk assessment the conservative assumption has been
@tha@@@e metaboliteSy 10 times more toxic than the parent a.s. (EFSA conclusion 102 (2007)).

&
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Report: KCP 10.4.1.1/01 | . ; 2012; M-442366-01-1

Title: Fluoxastrobin + prothioconazole EC 200A (100+100) G: Effects on survival, gr(@h @
and reproduction on the earthworm Eisenia fetida tested in artificial soil

Report No.: kra-Rg-R-135/12 @

Document No.: M-442366-01-1 ©© @ @

Guideline(s): OECD Guideline 222:, Earthworm Reproduction Test (Eiégnia fetida / Elsgna an@el)

(April 2004); ISO 11268 2: 1998(E): ,,Soil quality - Effects of polluta n @ &
carthworms (Eisenia fetida) — Part 2: Determination ofgffects on repro ctL,OI@ Jul&a
» @ @

1998, LN
Guideline deviation(s):  not specified V Q@ @Q § N S
GLP/GEP: yes & ~ s € & ~
Yo 4 s 8
Objective: @ &’ @ \ @ 6\ R @

LN > IS,
The purpose of this study was to assess th®eff: @)f F@exas@bm @roth@cona%ole E%%O on
survival, growth and reproduction on the é‘%rthw@n Els@ua fe‘@a rmg a@xpos@e in artl@lal
soil with 5 different test concentratighs. Q% meth hod obapp %wn @nd the test specidd” are

recommended by the international teuldﬁgihnes Qg@?@ 11@68 2 8 &E}an@m@zz April 13,

2004). S
. - @ @

Material and methods: Q @ @2 6 @ ©© \

Test item: Fluoxastrobin + ‘ﬁhlocohazol@EC 200@100&1 00) A2G; Bageh ID. @OIZ&)IOH Sample

description: TOX09674- OO 1 Na80485482; @emﬁc&ﬂon& LO%OOO@SH 01; Content:
101.3 g ﬂuoxastrobln/LJ\ 1% WiW), @ othl%:onaz@e/L( % @Q%v) %msny 1. 100 g/mL.

Adult Eisenia fetida (approx:> or@s old@ @}am a@ fo ec trol g&@) and 4 x 10 animals
d in an artl@lal sdil (with 5 % peat content)

per test concentratiggof the eat
to the nominal te§ atlon@f 1& 178 3160 00 mg test@en/kg dry weight artificial
soil. The test item Wagmxed&mto he 501I®ter g% day gﬁber 3@surviving animals and their
weight alteraf etergined %@f ren@ved fi the artificial soil. After further 28
days, the nymber of@tfspring was determineds. s

2 oS & &

Toxic @dard (Carb am@() 3@ G); ]%25 §50 Qg 00 r@ a.s./kg soil d.w.; control: untreated
artificial soil mom%gd Wilhb elomﬁed T, scﬂwentéé)ntrol @@ne

Dates of experlﬁﬁntt@nrk ag%% 2@2 to @ 27,2012

@ < 0

Findings: Q @ ©© Q\\ Q\ @(r‘@\ @@

Vahdltv@%&:rla & mQ @lj? NNy
Valldlt§> criteria > & D Recommended Obtained
Mortality of the adults in th&dontrol” 0 S <10% 0%
Rat® of reproduction of Ju@nlle@arthwﬁfns &@ > 30 3523
control vessel) @°

B . 5

Coefficient arlzié%of r@duct@ in t&g <30% 16.8 %
control &

> O o O
The Vgﬂi@ity ria %the t@@according to the guideline were fulfilled.
S
I@ mo %cent@xic@ndard reference test with the reference item Carbendazim EC 360 G (Study
No.: 1&@%?12; Report No. kra-Rg-R-Ref 16/12; NON-GLP, performed from February 24, 2012 to
May 027 2012), no mortality of the adult earthworms was observed 28 days after application. The
change of body weight of the adult earthworms of the test concentration of 2.5 and 5.0 mg a.s./kg dry

weight soil was statistically significant reduced in comparison to the control. The number of juveniles
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per test vessel of all test concentrations were statistically significant reduced in comparison to the
control. The ECs for reproduction was calculated to be 1.66 mg a.s./kg dry weight artificial scﬁfhe S
t

confidence could not be calculated. The results of the reference test item indicated that the test en@@
was sensitive to the reference test item, S @® @
CRS

Biological results: A

Effects on mortality and changes in body weight of the adults after an e@ure perlog @ 28 (§S a%f@

the number of offspring per test vessel after 56 days ar¢($hown in the@ﬁo lowing tabig (V&Q%s in Q';&\ @

table are rounded values). X ©Q @ @ é\g @
@ & & VO &

2y @ @; @
Test object QEisentafetidagy S\ Ry
Test item Controf @%P FXA+PTZEC @@A (169+100) S
Lo

rsl(l)%ltest item/kg dry weight artificial _% @700 @Q : @O ©416@ 5& @00 @&

Table CP 10.4.1.1- 1: Effects of FXA+PTZ EC 200 senia fetida & Q& & &

Mortality of adult earthworms [%] o NN SRR N

after 28 days m@ 0 G N ‘K\@ $0 0 %& ,,@9@ 0 éﬁ ©§§
Mean change of body weight of the @ 3 lfé @@2 35 % >%U4 9 § ﬁ 0 61 *
adults from day 0 to day 28 [%] * é ’ ' § fQ ' @ - o
Standard Deviation . 442 oF 528 | B62& ] &% JO5.13 8.55
Mean number of offspring per t&§¢  ° ‘o7 4 @

35 3485 | 320% 42, 3068 | 262.5 %+

vessel after 56 days ** RN § & Ty &S 2 E%@

Standard Deviation .9 O 391 g 689 27.1 €8 | %,47.1 19.7
Coefficient of variance (%)° = L 16. &\ @8 R 84 55 WY 153 7.5
% of control & 7 8.9 ° oKy %973 ] 87.1 74.5
* statistical significance cqf@pared to the cont; ill, ultip{dSequ t-test, two-sided = 0.05)
** statistical signiﬁcang@part@@ the go@(y\,\% ms Multlple Se@c@ﬁal t@ one-@ed sma@, a=0.05)

©@\&%Q}&©@§

Mortality ©© IS
After 28 dc%s of expdsurewno W%ms dle%ln Ig@con}ﬁl grop and%@ mortality was observed at any
test 1tem£\ entration. % @7 @@ \
S & § N, 0

Effects on growth

Statistically signi@t dl%fere alu&g@or ﬂ%groéh r a%/e to the control were observed at the
highest test coréentr refo %bagsé& on §olog' and statistical significance, the NOEC
related to growgth wa@ i d to be 562@ tes€tem/Kgrdry weight artificial soil. The LOEC related

to growth wi®1000 Fhg ttem;d\% dry@felgh@ﬂﬁc@l soil.

‘”\g

Effects c@feproducuog@ Q @
Statistically significQnt dlgrent (plues or t e@umber of juveniles per test vessel relative to the
con%g%l were observed e highest t @tra‘uon of 1000 mg test item/kg dry weight artificial
soil. An ECsy cguld not be ¢ @hlat@ Thegefore, based on biological and statistical significance the
NOEC related to r ‘%®duc walcalcufaled to be 562 mg test item/kg dry weight artificial soil.
LOEC rela@to réprodu ng& 0%@g test item/kg dry weight artificial soil.

& S
Conclu.é’ ©©

Overéll, ba@ {he bidtegical and statistical significance of the effects observed on growth and
regyoductig, it is concladed, that the NOEC for this study is 562 mg test item/kg dry weight artificial
soil. T@, the overall LOEC is determined to be 1000 mg test item/kg dry weight artificial soil.
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CP 10.4.1.2 Earthworms field studies

Not required as the risk to earthworms is acceptable.

O
CP104.2 Effects on non-target soil meso- and macrofauna (other than eart
Table CP 10.4.2-1:  Endpoints used in risk assessment %
any g%
Test substance Test species = Endpoint @
o%
. . NOF@ 56 mgprod./kg dws &
. Folsomia candida S
Fluoxastrobin + NOESon 28 mgproddkg d@
Prothioconazole EC o @
. S
20 Hypoaspis aculeifer &NI\(;OE;@% g’i ;6‘§prods&g€%w g
corr r
B 158 0D oglfkg
w\?ﬁ °N8EC\ @O mg a% /kg (@Q
Folsomia cand N @\ & 0®% Ny Q
Fluoxastrobin e SNOELS: o 5 e ../ k/&}ws &
) N 53 S
Hypoaspis q€uleifer®|  SOEC ™% 13yng adyke )
ypoaspis ggu f@ s N ©$< \i@ g
Fols@ caydida @ NC ﬁ J 100@ p.m.@g (l\@@>
S S @Y g
HEC 5725-E-des- 2,
chlorophenyl 5 O ~ g S N .92 %) > 2013;
Hypaspis‘aculeifey OEC 2100 mgp.mdws: ' M-475673-01-1
> o S v 0] KCAB421
N O RN 52014
S Folsomiasidida® | NOEC N 100 mg fom.//kédws | M-479456.01-1
Hecss. &F oo N KCA 8.4.2.1
carboxylic ac@ &j’ & N 7 N - 2014;
©© yp@spis a@eife{x@ NOEC @ > l§mg p%f./kg dws M-484792-01-1
@@ 9 & 0O @ KCA 8.4.2.1
.9 w\f@ % &NOE@ @ 10 m@p.m./kg dws 2013;
~ CFolsofuii canlila S S M-472327-01-1
A @ O o NOBCon s 5 1hg p.m./kg dws" KCA 8.4.2.1
2-chlorophenol ®) - . .
Q. ”\NOE% %6 mg p.m./kg dws 5 2013;
@@Q %ypoa@ acu@%r (og M-475688-01-1
S S @ oY NOECeor &728 mg p.m./kg dws" KCA 8.4.2.1

dws = dry We%@ soil@@. = aclive su{s\\ﬁénc ,@m = @@fe metibolite

Bold values: erdpoints use@\fer ris ssess@ t @

D" Corrected endpoint due to lip ic S(Igé%tange@@og P&%@ 2)

2 Endpéiftt derived froffPEC 16Q formulation @\S

) not ted d ic it t in test substrate LUFA 2.1
n%\? corrected due @)w o%amoc }Z.Q' er c@ien in test substrate

RS
v & &
: @ VA
Risk assessmer for%)ther n-tg\i@t soifineso- and macrofauna (other than earthworms)

Ecotoxicotggicalcendpoifils an ECaPvalues used for TER calculations for soil non-target macro-
organi .J.Q.:J &@mmarised b@@w. TER values were calculated using the equation:

&
TEE NORC P

The ris considered acceptable if the TER is >5.
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Table CP 10.4.2-2:  TER calculations for other non-target soil meso- and macrofauna
. Endpoint PECioit,max §/ 4
Compound Species [mg/kg] [mg/kg] TERLT 6"I§l ger o
Cereals @w {\@ A@
Fluoxastrobin + | Folsomia candida | NOEC 28 0880 ' 318 o] 8
Prothioconazole ] ] Q 9
EC 200 Hypoaspis aculeifer | NOEC > 1(?% OQ&}% > 17 0\@ 5 é\g
Fluoxastrobin Folsomia candida NOEC 6@80 g@s @ Qgh@
(E+Z) Hypoaspis aculeifer | NOEC S 10 &©0.080 2\&25.0@ ©Q %
HEC 5725-E-des-| Folsomia candida NOEC % > 100 Q 0.919 § =>5263 © s {\@
chlorophenyl Hypoaspis aculeifer | NOEC @g >100 0\ . 6019 Nﬁ%?} %) \{
HEC 5725- Folsomia candida | NOEG €100 S %0.01?}\7@ @091’\ 5
carboxylic acid | Hypoaspis aculeifer NOEC® v, > 100 [\O O@q ‘o> 9091 @\% S¢ ©
Folsomia candida Ii@ﬁc \U@ NN ) 0009 & 556 4
2-chlorophenol - - S
Hypoaspis aculeifer @}IOEQ @28 & O 0.0929\ @’ HIN | 8§
>
T oo & O & o,
Fluoxastrobin + | Folsomia cand:@ N(@ECH 28 ) f(@zoo < 5 . 5
Prothioconazole i . 9 A X)) Y N
EC 200 Hypoaspis gc@@ezfe[ . NOE®’ (@Q 15&8@ 6§ 3.3(@ @©i 4% 5
Fluoxastrobin | Folsomid'candida | NOEC éﬁp <1 0306 ¢f 163 5
(E+Z) Hypoas{s acul@er @@%)E < \\030@ @.7 5
HEC 5725-E-des-| Folsomia gaida ¢ No@ 0> 1@ 0.07¢  |&)> 1408 5
chlorophenyl | fpvaspif@iculeifer | NEEC @ 00 O gp71 ] >1408 5
HEC 5725- | SFolsomia candila | NOEC 100,90 [ 0.04 >2439 5
carboxylic acid ¢} Hypdgspis atuleifer | NOEC &> > 1090 0041 > 2439 5
& | fobomideandide | NQEC ¢ & ] 036 138.9 5
2-chloropheno 9 S S T
@ I%)/poaspls acgg%fer Q\\IOE @’28 @ y°0.036 7717.8 5
@ S
All TEﬁvalues cal%@ted Q%l Worsér Ase oP\leo,] max Val‘ugs clearly exceed the trigger value of 5
indicating that no cceptable &dvers fec@n ] macr%orgamsms are to be expected from the
intended use of thg prodict.
1 éﬁg N @@7 \ < @
o O & . o . O @
DA NI S
9 XN & @
) o & @% NN
@7 °N Q @ N
N &9
N S SLIPRCANYS QRS
S ¥ & O
@° N
s A &S R
@ < Q & ©@
& &S
S &S
N @@ @ o v
S
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CP 10.4.2.1 Species level testing @
S
Report: KCP 10.4.2.1/0 1 | I > 2012; M-439959-01-1 @®
Title: Fluoxastrobin + prothioconazole EC 200 (100+100) G: In @106 on the repro duc@
of the collembolan species Folsomia candida tested in art1 1al soil IS SN
Report No.: FRM-COLL-149/12 o § 2
Document No.: M-439959-01-1 Y S
Guideline(s): OECD 232 adopted, September 07 %9 OECD G@elmes for T@ng @Sheml % @
- Collembolan Reproduction Test in Soil @
Guideline deviation(s):  not specified @ & é\g @) C&
GLP/GEP: yes R o 5 @g SIS
D N @9 @
Objective: Q7 X @ %\ @’ 6\ o :§
N \
The purpose of this study was to assess t& ef&@ of @ﬁox @’oblr#Protl@conagole 200&011

survival and reproduction of the collemboi%p sped®s F Bbmia ndz a durigpr an exposureof 28 @ays
in an artificial soil comparing control an tge&gnent@\jr e t&@wasm for{@d i ‘*&ccorggnce v@ the

OECD Guideline 232 (2009). TN N % Q
Al S Q@ @’% $EE .
Material and methods: @ > @ @ @ W
9 Q‘ S
Test  substance:  Fluoxastfbin Jr*l%’rothu@énaz@ EC @0 @OOJr@O) ; «Short  name:
FXA + PTZ EC 200 (100+1Q0) G; Batch:¥o.: 2012-001071; Gistonfer order No QOX 09674-00;

Master recipe ID: 0117103-001; em@tloo 1@00002 82@ a%l ¢ ingredients (analysed
content): 9.21 % w/w (W01.3 g/L) flubzastr (HEC 57 E-ISQ (B% -ARAS5292)), 9.13 % wiw
(100.4 g/L) prothiocop\gﬂzole (: 6476 (BG@—AB@ZS))@D&?H&@ 1.100 g/1 mt 0°C).

Ten collembolans ©12 da;@; ol % icat re@ate or the @ntrol%roup and 4 replicates for
each treatment $ ) € exp d?:@ co rol (Whter trg%d) &2 56200, 178 and 316 mg test
item/kg artificiafsoil weight at 20 £ 2°¢,400 &?00 1u§16ht +&J¥ dark. During the study, they
were fed withg 8 %an@vepro th]@ ere @termmed after 28 days.

anul@ed dr@/east @’Iort
Toxic standard: 44 — g%a— 1@& 1@25 @g ]@'10 a@(g K@’dry weight; control: quartz sand,
solvenﬁé@n‘[rol none@ @ o Q
SRS %\
Dates of expen-%&tal %ork @pte@@lﬁer 077®012 QOCt@er 09,2012

IS
(&) D
Findings: Q@ @ @Q "\ \© @\© @6@:
Validity celeria: & @ '%'Q <) @
AT A i B i
alidity criteria C mm@ed by the guideline Obtained in this study
@
Mean adult twortalifg*’ - V] © O <20% 9.0 %
Mean number of juvenifes pef @ &@
replicate (\&@ 10 Lem@ SIS > 100 1184
Coeffici %f V@tlon @ul ated,
for th@lumb@ Juv@lles <30% 11.9 %

llca

In tl§stud)@}l’ﬁ 1%y§%rla have been fulfilled.
&
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Reference test:

In the most recent non-GLP-test (FRM-Coll-Ref-19/12, _ May 25, 2012) Bori @

showed an ECso of 116 mg test item/kg artificial soil dry weight (95 % confidence limits fro

to 137 mg boric acid/kg artificial soil dry weight) for reproduction accordingyProbit anah§

maximum likelihood regression. The result is in the recommended range o@ﬁimdehne ‘%abou

mg Boric acid/kg artificial soil dry weight). A

The NOECreproduction Was calculated to be 67 mg Boric ac1d/kg artificial S%ﬁry welghL aftd acc&n P

the LOEC eproduction is 100 mg Boric acid/kg artificial so% weight a<@@rdmg W1111@ms-Te§t\nul %)
S

t-test procedure, a = 0.05, one-sided smaller. @Q % @ IS S
L . & & VN O &

Biological findings: N Q o & & < o

Mortality @ QO ¢ @

In the control group 10.0 % of the adult Folsgmia candida dg@y h;@‘l is bélsw t 110;2&\7&1 maximum

of <20 % mortality. The LCio, 20, 50 values co& not detem;mn "'\ N~ @Q %

& <

v

S S
Reproduction % @ \@ @ N § © @7 @
Concerning the number of juveniles s‘@%s‘uca%%naly@ (Wiliam' est\,f\ﬁ@ne -si er, §.05)
revealed a significant difference bet éﬁtrol @d the@eam}?.t gro@s Wl@ 0@ and 316 mg
test item/kg artificial soil dry wei N %
Therefore the No-Observed-Eff Co entra@é)n (I\@EC) re@)du @@ﬂ is @% mgytest item/kg
artificial soil dry weight. The est®Observéd-Effgst-Cofgentratipn (L @rep@ductlon is 100
mg test item/kg artificial sokﬁwwe}ht e ECyo and E%zo % @es dﬁ@rmn@;@g by P&obit analysis are
52.11 and 139.99 mg te%ltem/ @al s@*} dry@elght res@tlvel he @Cso could not be
calculated due to mathema cal%easons@ § & @% R % @

S P &« O
Table CP 10.4.2.1- %ummary (&he e @s of @%x @bm -@Prothn@mazoﬁe EC 200 on Folsomia

9

AN @ \(\@
Test 1te@\9 @7 luoxﬁstro in ¥ Proghiocortazole EC 200
Test olﬁct @ @39 Iso cangiga
Exppsure @ y\’ & \ \)} Qy A(}'tl icial $eil
me testf%@m /kg soil drb @ziult rtality N 1\@% nuﬁmr of Reproduction
A weight O (%) ° S %, juyealles (% of control)
nominal concentrg,ﬁgp D x ey SN & standg\ deviation ’
Control < @ 108 @ [ Q84.05  * 140.4 -
32 2 3 L B0 . S202.4S =+ 200.7 101.5 ns.
56 O & . 9.0 © | 10568 = 126.9 89.2 n.s.
RS 2.5 o | 8.0 - 154.4 75.3 *
478 S 159 9 [z - 61.7 79.7 *
LHB16 , @ Q 2\6’.0 & 78235 - 117.9 69.6 *
% LY Adult mortality Reproduction
LCm@Clo (mg test 1%%1’11/1( Lild v&%lght @ n.d.? 52.11Y
LCa0/ECa0 (mg test 1tem/kg @w @ n.d? 139.99")
LCs0/ECso (mg} 5 1terg/lgg son&y n.d? n.d?
NOE-Creproductj Qﬁteﬁ soil H%y wei 56
LOE Creprodyetion (mgitest iterfkg soil dry wely t) 100

The calculat@ wer formedwith unded values
SD = Standrd devi
" Probit%ualysis Q3 %

? not determined@ue to ematigal Teasons

* = stical gnificant (WilliajPs-t test one-sided-smaller, oo = 0.05)
n.s. = stati ly not significant (William's-t test one-sided-smaller, o. = 0.05)
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Conclusion: .
NOECreproduction: 56 mg test item/kg artificial soil dry weight. . @ @©
LOEC eproduction: 100 mg test item/kg artificial soil dry weight. S Q\ g
@
ECio (reproduction): 52.11 mg test item/kg artificial soil dry weight. § s \QQ
(95 % confidence limit could not be calculated due to mathematical reasor@5 § K 2
ECy (reproduction): 139.99 mg test item/kg artificial soi weight. % N & é\a
(95 % confidence limit could not be calculated due to magematical re@%ns) g}” Q\ @ @
ECso (reproduction): could not be calculated due to m&thematical re S. %@ Q@ é\f C&é
@ S Q @ @
8 & @ @
Report: KCP 10.4.2.1/02 212; 149@1 Lo 6\ N :§
Title: Fluoxastrobin + prothu@;)nazo@EC (1000) G’@ ﬂu@§ on§1ortal %and .
reproduction on the %11 mltaﬁeme ypoans aculer t@ed in @@ific @0 1 @&
Report No.: kra-HR-81/12 N 6 S 9
Document No.: M-441491-01-1 & N \ \ % N éﬁ 2y §
Guideline(s): OECD 226 fro@cto&r 03 (§08 @D g@ehne@f e Testing hem@als -
Predatory @( yg§spls a&@fer)@ dugtpon te soil
Guideline deviation(s):  not applic 6 N) ©@ @Q o\w\?
GLP/GEP: yes P S SIS
¢ & & & SE S
~ O A $ o %
s o & 7 S &2
Objective: @2 2 RS \:7\7

The purpose of the udy w@to @ess t@ eff of @Quoxﬁg[robm ?j?Prot@@conazole EC 200 on

mortality and reprodgtion & th § aspzs@cul tesg%l during an exposure of
14 days in artlﬁc oil Qompat@g coﬁ@ol and”tr @éﬁy t. @he test waS@erformed according to the

OECD guldehne@ 6(& ). &

S > § %
‘”\9
Material antﬁletl@ @ N 9 @
Test su@@s‘)tance Kc!‘ @othlc@)n le E @OOHOO) G; Short name:
FXA +8FZ EC 200 o+1 G; ‘Batch. No 1 @ustomer order No.: TOX09674-00;

9.21 % wiw (101g/L), fluoxagtobin THEC 725 EISO {BCS-AH45292)), 9.13 % w/w (100.4 g/L)
prothioconazole (JAU Q476 032®ﬁ De@ity «l@j 0 g/mL.

Ten adult, fe@@lzed@em b@ﬁly bypzs 2 lezf ‘Nper @hcate (8 control replicates and 4 replicates for
each test itgm concentrat% ed tepContr@b and treatments. Concentrations of 32, 56, 100,
178 and@ mg test 1t@jn/kg We@ﬁ a@mal@%ﬂ were tested. In each test vessel 20 g dry weight
artificial 'soil were @1 "Hs@ Hypé spz,s‘@ulezfer were of an uniform age not differing more
thargfhree days (Z&days Q§h ofg 1 g) During the test, they were fed with cheese mites
bred on brewer’s Jeast Buri &t udy 3 temperature of 20 £ 2 °C and light regime of 400 — 800
Lux, 16 h hg @g'y a;rk W& apph Th@rtlﬁmal soil was prepared according to the guideline with
the follow1§con&§ erceﬁ%age distribution on dry weight basis): 75 % fine quartz sand, 5 %
Sphagnum peat drlec@nd @@Iy grdund, 20 % Kaolin clay.

After 10d 14 da S, th. urviving adults and the living juveniles were extracted by applying a
temperature grgdie in acFadyen -apparatus. Extracted mites were collected in a fixing solution
(20@ ethy¥éne ghycol,: g%j % deionised water; 2 g detergent/L fixing solution were added). All
Hypoaspigaculeifer were counted under a binocular.

Material No.: 804 @(tgnon Ny 1 %000%5822 L& active ingredients (analysed content):

Toxic standard (Dimethoate EC 400): 1.0 — 1.8 — 3.2 — 5.6 - 10.0 mg a.s./kg dry weight artificial soil;
control: artificial soil mixed with deioised water only, solvent control: none.
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Dates of work: September 07, 2012 to September 26, 2012

N @?
Findings: @ @® @
e S NS
Validity criteria: @ .
Validity criteria (control values) | Recommended by the guideline QObtained in @ stu;ﬁy@ 7)
Mean adult female mortality <20%  pp O 2 5% - O
Mean number of juveniles per @ @
replicate (with 10 adult females =50 V DQ @19 9 § é\ﬁ @%
introduced) @% @ (5\9 Q U© &
Coefficient of variation calculated ° S
for the number of juvenile mites ﬁ% N @@) R 9®§%) 9 @}
per replicate o Y @ 6\ W N
All validity criteria were met. Therefore this @dy isgyalid =, S @ @?
O O S & o
Y & @ R IS @7 9
Reference test: N\ % S 9
In the most recent non-GLP-test a/@ O- gNl , 012)
dimethoate showed a LCsy of 3.8 gad. Jkg llty th @dult§ ordmg Probit
analysis using maximum likeliho regt@’smn ~Confidence gmnts [ ld ﬁr% méd due to

mathematical reasons.

The reproduction of the soil mités Wﬁ§\not s1@iﬁce§y redéted 1@:ompa§son@ the @Qntrol up to 3.2

mg a.s./kg dry weight artlf{@ 1 5011

rlg

1keh@d é‘@essmn Theytes
a;& g dry W \ht arfificial @1

accordingly the LOEC is
homogenous Welch-t te
a = 0.05, one-sided sm@ller
% confidence hrgg@@om 602

analysis using m
guideline of 3.Q;

@are

ore, the NO C 1%@alcul@ed t(%
lance of the ata@r

be 3.

pmg a.s./kg and

e even aftefaransformation not
ustment procedure,

a

sufficiently s@twe 1s sl@ws thatthe q<ti@’org ms @ge suf@entl %’

¥ SEES)
Biological fhdings: % % % & © @ é’}
Mortalj; <& ©\
In the control grou % @i%e adult
of <20 % mortalj he BCso ghuld
dry weight artifiéal SO® @,% . S

& L ©\ § v

Reproductio®® © O S
Concerning the number o@juv &%%twﬁ@ana
revealedHo mgmﬁqa@ dlff nce b

Observed-Effect- CG@entr on s OEC)dor re

smlxx"l&‘he Lowest- ébser@
he

/kg
omogg@eou arla sw1@>Bonfé‘proni& Im
useé@Dlm@mat 40\@ owed a EC
. s./kg to 2469.54ung a.s.

0 6.62 mg a. s./kg (95
g) f@y repraduction according Probit
{n the gecommended range of the

@?show{that the test organisms are
énsitive.

H@asp&g aculeifer digd which is below the allowed maximum
nqt be Q@ulat angs considered to be > 316 mg test item/kg

(William's t-test, one-sided smaller, o = 0.05)
and any treatment group. Therefore the No-
p{ﬁuctlon is > 316 mg test 1tem/kg dry weight artificial

(LOEC) for reproduction is > 316 mg test item/kg

dry weight artificial soil
item/kg dry § ta%llﬁcgb § .
@& @é% ©© §9 Q
S E S

ffe@ Cor@ntra&:
50 vglpes ceuld not be calculated and is considered to be >316 mg test
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Table CP 10.4.2.1-2: Summary of the effects of Fluoxastrobin + Prothioconazole EC 200 on Hypoaspis

aculeifer @f S
Test item Fluoxastrobin + Prothioconazole EC 200 g
Test object Hypoaspis acu@er @ @
Exposure Artificial Spil
: : \
mg test item/kg dry % mortality Mean number‘?eii lellv eniles per t§ Rep@ cti ?
: i : o
weight artificial soil (adults) + stand deviation (\9 (Y%gf c ng
Control 2.5 319.9 4+ g 3.7 IS w &
32 7.5 309.8 & 343 W s8N P
56 5.0 3108 ¥ P71 . 2 91 @
100 12.5 304.3,,0 34307 1R © %4, @
178 0.0 32937+ D 108 @ N 15
316 0.0 3523 @@ M IR
g o © [ ” l%%rod@n <
NOEC (mg pure metabolite/kg dry weight a&?ﬁlalﬁgﬁﬁ \ 6 % @© >3 @
LOEC (mg pure metabolite/kg dry weight digificiabsoil) oy o N R 316
no statistically significant differences (Williams-t. ne sq%}small%a—o N %\\JJ o @
@@% STER s o Lo,
ion: TS YN D
Conclusion: . > SRS @@ @Q \%
NOEC: > 316 mg test itern/k%{;\@/ Wefgl;lt artifiial @® Q& S @@ S
LOEC: > 316 mg test item/kg dry we%ht attificial 5011 @ ¢ @)

& e &
5 O @§ o © S5
Va &g &S
o @@ %@) o . N
CP104.2.2 Hi %rtlertes

@
& C% ® &
No higher tier te@%g was’per

o
&
ff
&l

S N
5 & & & .~ o
@ @Q@Qo@@©\o©@@§
A N
S\ L 4+ 9 @
2 S @ o
& > Q\ &@@
S @ﬂ&@\ O
@%
§\%Q§ §@Q
2 Q
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CP 10.5 Effects on soil nitrogen transformation
Table CP 10.5- 1: Endpoints used in risk assessment @ @b
R
Test substance Test design Endpoint D Refer%@ -
Fluoxastrobin + Nitrogen no S -ﬁ;j/OM
Prothioconazole transformation, unacceptable Z 22'901 ;nf prog.ﬁig dwgy 4735848 01-%];®92>
EC 200 98 d effects (=15 L prod/ha)y P 2
9 & M @
Fluoxastrobin unacceptable .83 mg a.s./ K& dws . ’
effects . ? M 468(%0 1 q
HEC 5725-E- % % @H
des- . undcceptabl > 2.73 mg pom./lgydws
chlorophenyl trar?slg)rrorﬁzgon eﬁect\ @9 Q] 2000; M-026016-}:1
’ > T w
- v ’
}{)EC 51.725 d 28d unacc (&\\ble @ > m(z@m /kU@ 001; -03%74-01—1
carboxylic aci effects g\%ﬂ @ & (%x o %
ﬁo N N S @
2-chlorophenol @wcc N)le \> 0. 2@@11(7 @/ Kg s© g SA Sc1€n§1§é§por‘t
efﬁ;& "\a f% @ @Q (
a.s. = active substance, p.m. = pure mef; \ilte od. = ft\rodu@ws = t so &y
* for the metabolite 2-chlorophenol,gyp the absence of nitregen tra rma@ datdthe co rvagl%a assumption
has been made that the metabolite is’10, tfes Q@ tox@ aret&a s. (BRSA ¢ usmn%Z (2007))
Bold values: endpoints used for assveés%ne% (o3 @
R
()N & Rz
& é N ) @ @ N \25@
Ny L2 E N S SIS
%O Q' 9 o ¥ . O« )
§F TS e & % <
@ S SIS @© @ @
@ @ °\ o \ ° @ & @
U N QY (P
o O SRS O
¥ £ .0 O « g & @
TN o SEF RS
S & & & SIS
A . @ O\@ Q° o\@ L N
) SENES®) S
§ RENIIN > & >
o O ¢ .9 o O @
Q OO O N & D
SRS ,%Q @@ @
=) O @ %o
@7 NS @ N
Q& AN NS @
~ A SR N
N (g @\ R Q
@ N >
s A& &R
@ < Q % ©@
¢ & 9 &
Ol N
(SN
$ @O ‘@%
& &
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Risk assessment for Soil Nitrogen Transformation

Table CP 10.5- 2:

Risk Assessment for soil micro-organisms

D
. Endpoint PECsoil,max R@{men@
Compound Species [mg/kg] 6@% Ikg] crequire
Cereals B O .9 ?”\av
Fluoxastrobin + Soil micro- ) N M N @
Prothioconazole EC 200 organisms >22.0037g prod./kg @ 0'880@@ ) No%
§ a
Fluoxastrobin (E+Z) Soil micro- %@ 83 mg a.s. /@Ws 0,080 R &) @Q}
organisms S &
Soil micro- @J @ 9 Y
HEC 5725-E-des-chlorophenyl | 70 Ti0C « >2, 73 mg 5@7 /kg& @ 0. (3@\ % \&, N&@
o Soil micro- © R & .
HEC 5725-carboxylic acid organisrad, | %1 27 ég dws @O@il o @o @%
2 ©
Soil migro- " X §
2-chlorophenol orgplfims . >0 @3 mgég m. /k@vs § 0. j&@ -
PEAr: G A S
Fluoxastrobin + 11 el © XN
Prothioconazole EC 200 @ org%i;sms @ = 2&“@ 1@@)(1@%@%@“/8 o 3%@ o No
. Soil micro> 2] >
Fluoxastrobin (E+Z) %&tganis & > 2.%9mg a.si¢kg dgg A. 306@ No
7
; Soil nf@ro-
HEC 5725-E-des-chlor0ph%1yl @ organisms ©§ 3@73 n@ m kg dws No
SN K @ mlc@— &
HEC 5725-carb i o K d»@ 0.041 N
car 0@ acrl\& gag\l ﬁﬁ mg l@n g ’Zy 0
& Sqil micros @
2- chlor@enol@ ; %.28 mg p.[@ dw§‘\% 0.036 No
© agganisy Q
a.s. = active substanc@p m. %ure tabolite, pr pro , dws™ dryg@%}ght soil

* for the mméabolite 2-ch ropheﬁQj int
S

e is

has t@made that t

eta

bsen

According to curr eguf%tory ulre‘@nts
mineralisation a r

For the met@ohte <§41ch1

phe

S

assumptiot has been made th
conclusj 02 (2007)%7 Iti
chlorophenol/kg so hlS

In 1%) case did d&viatiofy fr

application. The testec@é:o
so «0

concentration

organisms g@t
@ @

@
Y

trat

i@

oo

Ics

d a@hcatm\n rate 0f a c@

es more

of nltrogen t@nsforf@tion data the conservative assumption

1ct nthe p

assnt a.s. (EFSA conclusion 102 (2007))

cons%ered acceptable if the effect on nitrogen

SR

ound/product is < 25% after 100 days.

oﬁ% in ab@%&ce o@mtrogen transformation data the conservative
the abolife 1s {0 times more toxic than the parent a.s. (EFSA
influ U¥nce oceurs up to a concentration of 0.283 mg 2-

ume@tha@
conspiguou g,h%@than the worst case PECgi.

ntrol@xceed the threshold level of 25% at 28 days after

S

O

<&

Y

s b @ar exceeded the maximum predicted environmental
@twe @mponents This indicates acceptable risk to soil micro-
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Report: KCP 10.5/01 | ; 2014; M-473548-01-1
Title: Fluoxastrobin + prothioconazole EC 200 (100+100) G: Effects on the activity of g@f
microflora (nitrogen transformation test) .
Report No.: 131048 117N S @\ v
Document No.: M-473548-01-1 ©)
Guideline(s): OECD 216 (2000); adopted January 21, 2000, OECD Guiﬁne for the Testing th
Chemicals, Soil Microorganisms: Nitrogen Transformation § K &
Guideline deviation(s):  none R N 2 X
GLP/GEP: yes VC@ @& g}” @\\ @@ @
& o8 &0
> > Q S &
- @ N @ E
Objective: N Q &

‘Zﬁ‘
The purpose of this study was to determine the &/ cts of F1 stro@% + % naz%@@c 0 on
the activity of soil microflora with regard to ﬁ%grog ansf@nat@mn ada testzThe t%gt was

performed in accordance with OECD guldeh@ 21 OOy Q& urm&e mﬁf@)’gen@ymove% o

N < @
Material and methods: g\? \ \\ @ & \© é&g N §
Test  substance:  Fluoxastrobin ro(&%cona@l 100«@}00) @G hort ~ name:
FXA +PTZ EC 200 (100+100) G; “Batchy'ID: <2012 %107&5@21 9674-00;

ptiogs
Material No.: 80485182; Spemﬁ(@wn 0.: 1%0000@822 - actie i @nt analysed content):
9.21 % w/w (101.3 g/L) fluoxa@trobi HEC®725 @SO (93] S— 45299)), @ Yo wy/w (100.4 g/L)

prothioconazole (JAU 6476 B s-A1§803g@) Dens1ty 15$00 @ (2@5(:) @)
A loamy sand soil (DIN 4220) \@s e d QJ 98 days to 2 20 ?@ 2 mg (&Rt item/kg soil dry
weight. Application rate%were%equlv nt c&’ 15 @est 1tem/ha ogen transformation
was determined in s ucern corr@ntrat sqil 0. 5 . NH4-nitrogen, NOs-
and NO;-nitrogen deterrm @Aut@laly@ﬁm %ferent@mplfﬁg intervals (0, 7, 14, 28,
42, 56,70, 84 an§ daj@%fter tmveg) \ N &) & @
O N\ > N
Dates of wor@ep%)@%)er 2, 201@0 D@g@an%@9 a@ §
& ©
Findingsss g}ﬁ @’ @ @ Q> @@ @\@7
O L
Validity criteria: \@ \® < °\© INS

The coefficients @Varlat n igShe {?19“)1 @03 I‘&we e%mammum 8.7 % and thus fulfilled the
demanded range@@IS @ N
Q @? . @@7 ) , § @§
Reference te@ © ©© N o O
In a separate study the refere§ itegiDinoferb Qgﬁed a stimulation of nitrogen transformation of
+33.7 %-and +42.6. "/@at 1600 mg and &7.00°wg Dinoterb per kg soil dry weight, respectively,
deten&med 28 days%@ter @hcat@s @ \©
N
Blologlcal findings: &@ @
The test 1tem&ﬁff 0 %ﬁob Pr mcona{g)le EC 200 caused temporary stimulations and temporary
inhibitions githe (aily nigrate rate at 2.0 mg/kg and 22.00 mg/kg soil dry weight up to time interval
28-42 anggg —98@%@/5 a@@ p@aﬁon, espectively.
Howewvety no ersg etfect§oof Fluoxastrobin + Prothioconazole EC 200 (100+100) G on nitrogen
trans &qnan gONN S oul@a ¢ observed at 2.20 mg/kg and 22.00 mg/kg soil dry weight 42 days and
] afpl@tlo spectively. Differences from the control of +7.4 % (test concentration 2.20
@011 time interval 28-42) and +0.8 % (test concentration 22.00 mg/kg dry soil, time interval
84 98)YWere measured at the end of the 42-day incubation period and at the end of the 98-day
incubation period, respectively.
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Table CP 10.5- 3: Effects on nitrogen transformation in soil after treatment with

Fluoxastrobin + Prothioconazole EC 200 gf S
Time . . . . . . N Q§
Interval | Control 2.20 mg test item/kg soil dry weight | 22.00 mg test item/kgssoil dry welgh;&@
equivalent to 1.5 L test item/ha equivalent to 15 Extest item/ha &@ @
(days) o Q
o/ di AP T N
Nitrate-NV Nitrate-NV  difference Nitrate-NV % % dlfferﬁ T o
to control Sy to control | 0 é\g
v
0-7 3.72|+1057| 3.75 | £ | 0.24 +0.8 s V° 439 | = | @20 +1§9“'5' Q\ @ @
Q @ v S
n.s. & @ Y\a * 7 @ @
7-14 1.85|+(0.26| 1.30 | £ | 0.26 -30.1 @ 0.93 & 0.25 @-49.9 Q f@ é&
1428 |0.83 [+]0.03| 1.08 | + | 0.04 120.07" 091 |* ds | Q + 5o o
28-42 | 087 |£[0.17| 0.94 | = | 0.06 7.4™ ¢ é@g ®Y 0.0 (3 @87“> §
4256|037 [+£]029| 2) x| 2 A @@0 23@9\1 603 a -37@»’- & @x ’
Y S 9 D
56-70 | 031(+[039| -2) [+| 2 2N ) .1 $43.81
N T Ty
70-84 032 |+|022| -2 + - -2 N 0.01p07+ . -10 S
- + R 4 ) 2) ) n.s
84-98 |0.88 0.41 2) Q & &) f\@ 88%@ i@ 0. 16(: r\@ R N
The calculations were performed with urﬁ$§ﬁded vaﬁes 'O Q} %
b Rate: Nitrate-N in mg/kg soi weighttime i al/day (r@egan of &repllcat@ d st ard deviation ©
2 Since in this treatment grou&le dey%tlon frog dhe con@l was w 25 %on day-42, 10 furtﬁg evaluations were performed.
s = No statistically s1gmﬁ@§t d1ffer®e to the@ontrol @ident-t-test for homogenea¥ varianes, 2-si e@p <0.05)
W = No statistically s1gniﬁgant difference to @comr elch*&test for@h‘bmogeﬁ%@us v ﬁces @ed p <0.05)
' = statistically 51gn1ﬁcantly d1 t o %nrol (Stedent-t- s-’c hon@eneog&varlances% sided(P 0.05)
@ Q AN S
. & Q &
Conclusion: & o) @ @
. L QN :
Fluoxastrobin +@roth: &gonazcﬂe E%OO os‘\'}ised “no eff (dlfference to control

<25%, OE 16)@it the ggil nitogen 4 Hisfo tlon@sneas @\I 3-N-production) at the end of
eld sail at

the 98-day in %1 cubatii perivd. T stud Was in a fi concentrations up to 22.00 mg
test 1tern/og ry soil, thh ar%equl\@t to %hc&lon t(@’ 5 L test item/ha.

\ %
§ & \ @’ §©
“ & @9&@ S
o N .U O .0 @
Q O © SN NN
¥ o K &£ o
=) N @%o@%
@7 °\@ Q @o\
RN oS 9
* v S L@ <
A (g @\@Q&©
> N
&@%Qé@@ Q
§‘“§© & ©@
> O o
s &
{x’ @@o%
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CP 10.6 Effects on terrestrial non-target higher plants

Risk assessment for Terrestrial Non-Target Higher Plants

@/
&
<)

o

The risk assessment for non-target terrestrial plants is based on the idance Do&lmen

Terrestrial Ecotoxicology”, (SANCO/10329/2002 rev2 final, 2002). It is restrictedCto %ﬁ
situations, as non-target plants are defined as non-crop plants located % side the tr {84 are® p
drift from the treated areas may produce residues of a pr@ct in adj ace@ﬁ off-crop ar@@ \

(3

@
@ ?”\g &
Tier 1 seedling emergence and vegetative vigour sgijdies have b@@ conductedawith thQ for@ t10<1%

Fluoxastrobin + Prothioconazole EC 200. The resul:% of the studiéRare %esente@ n t}Q tables@elov&@
@

N
> @& 6\ N
Table CP 10.6- 1: Endpoints used in risk assessment N R °\ v
P ment o ol s g§ - o
Test organism | Study type, tested rate % M@%ﬁ effects @%iéme;twe ORef
by ° %
Terrestrial non- Seedling emergence s @ '
target plants; Tier 1 single dosQ %hotﬁ (@&U?I%&g %@;l’;ane%}s <@ 394135 1(_)11 %
10 species 1500 mL prod /R (& waght oy gﬁ § é
Terrestrial non- Vegetative v @ &4 @) ) .
target plants; Tier 1 sin %se&@ 3?@@;‘93 red%t:n@ Sw@pis @a @%ﬁ ’0%(_)11 %
10 species 1500 od./ha i @“ O l\g\%

N

H/J)

In the case of Fluoxastrobin + Pé‘}hlo azhgc 200, nelther thcﬁier @%dh@? emergence study,
nor the tier 1 vegetative Vlgur stu yto ¢ effects 0%%@“ the tested rate of
1.5 L prod./ha, respectively. & \ X

@’ @ @ @ @ §9 @ C& N
In order to der@ra@the { rtﬂ; of\the formulat v@ to Qerre@l non-target plants, TER
calculations ha @erfonﬁed fqgthe reﬁesent&%e us@ in gere als and onions. The test rates given
in Table CP 1@ -1 ¢ used as mé3t conge at%e en(@m‘c esfin ate@(l .., ERso> 1.5 L prod./ha).
A N S

o
Table %ﬁﬂ .6- 2: Detel@mlst %'sk sment basee@m th@Rse >@1§500 mL prod./ha (vegetative vigour)

Crop att Fn Digtance fmm ft PER* TER
@p £ \?Z?i edge  Q 6%2] [mL prod./ha] | (Trigger = 5)
@9 ENEAr s

&
i p@{/hao ~ @) O K

0 ) 2)
Cereals § Q (14 . %@l)g & 1@@\ %§ 2.38 50.0 > 30
. 2 x1250 prod @ R I 3)
Onlon@’ (10 «Q%erva @ N 2.38 44.6 >34
Pre%ted environmental ra
) Basic drift value It%%gtwo @c ]@m in f@d cr@
Y Considering MAR = 1.4 from EFSA GR;Birdsé& Mammals (2009)

3 Considering 1\@ %5\ fr(ﬁ SA@ BII'C@L Mammals (2009)
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Table CP 10.6- 3: Deterministic risk assessment based on the ERso > 1500 mL prod./ha (seedling emergence)

Crop Use pattern Distance from Drift PER* TE@ ¥ @
field edge [%] [mL prod./ha] (Tri%r = 5%
[m] A @~ &
2 x 1500 mL prod./ha n @ o2 <
Cereals (14 d interval) 1 2.38 25.0 f@ i@ .l
R) . D
. 2 x 1250 mL prod./ha 1 f\ﬁ S| N S
Onions (10 d interval) ! O 23 @ 23°8 A 67@? &@
" Predicted envi tal rat R ©
) redicted environmental rate o ® s Q@ Q ©)
Basic drift value for two applications in field crops @ & ®) Q @Q}
2 Considering MAF = 1.4 from EFSA GD Birds & Ma Is (2009) R &° ©

deri | Q & «
3 Considering MAF = 1.5 from EFSA GD Birds & als (2009, . @ \© &
4 Considering 50% interception by off-crop Veget%&on R w\?\ o
A
From the calculations above, it is conclud% that@ prodiict péges no @
terrestrial plants in off-crop areas. X > > o QO w
SO 9 S S8 & &

S .
o <& O
NS &S &S L&,
CP 10.6.1 Summary of sc@emng@ata > ®\ ©@ Q) @Q \‘”\9

o .
As full GLP studies are availab@® (see?@% 10.6& be), scm@ata were n(@eneg@ed.
LS Q AN &@ 2

(CEN : 9
o O & & N . § S

CP10.6.2  Testing'on non- targ@ pl @@} @ S
Report: SKCPab.6, 01@M 43@13 ot O
Title: FXA+PTAEC 1 00A Ef@s on fgyrestrial (non target) plants - Seedling

émergefice and Zrowthtest N Q & @
ReportNo.: &7 590120052« o §
Document No.©yy & M-489413-0R:1 ﬂ‘& % @
Guldehne(s)@ @ ofep Guiglelin estrl lant Te@ S @ng Emergence and Seedling

Growt masta 19, é()% Q@
Guidelj %@’ewatlon(s) @ﬁot aggpticabl %,
GLP/GE §

@ yes&\ & 9 %\ .

) PRSI N
@Q%Qﬁ@@’\%@@s@

Objective: @ @
The effect %of Fluoxast ). oth on seedling emergence of ten higher plant
t@h

species @r assessed @low1 exp e temtem under greenhouse conditions.

Mat\&gal and met@s SN @' @

Test item: Flu%é@strobl@;P &41100@3201 % 200; Other name: FXA + PTZ EC 100 + 100A G;
Sample descri OX09%6/4- OG@BatCIQ\IO 2012-001071; Specification No.: 102000025822-01;
Analysed c ent of dcti ngreg\énts@ @01.3 g/L ﬂuoxastrobm 100.4 g/L prothioconazole; Density

(at20°C)@q 00 gL, @© S

The p, At speeies tested W@@Q corn (Zea mays), wheat (Triticum aestivum var. spelta), onion (Allium
cepajand Av@ sattva) as monocotyledonae, sugar beet (Beta vulgaris var. conditiva), white
m@ $apzs atb a)$1cumber (Cucumis sativus), tomato (Lycopersicon esculentum), sunflower
(Heliapalyis annuus) and soybean (Glycine max) as dicotyledonae. The study was conducted in
compliance with OECD Guideline No. 208 (2006).
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Seeds of the ten species were exposed to soil treated with the test item at one rate. The test item
Fluoxastrobin + Prothioconazole EC 200 was dispersed in deionised water and applied to thg@oil @
immediately after sowing. The inhibition of plant emergence and early growth in relationgt thq@j
control plants was determined over a study period of 21 days, after 50% emergénge in the co

& N
The following rate was tested: 1500 mL product/ha. Q @
%% °\© Q, @ %@
Findings: ©, @ & O @? @
The biological results are summarised in the followmitEe @Q %@ § é\” &
Q O T &
Table CP 10.6.2- 1: Summary of effects on ten pla c1es after tr Qatmel@@'lth Q & 2 @}
Fluoxastrobin +Pr0th10c0nazol 200 % N Q 6 Y N
%o S S
OB A R G- N
Emerged plants (%) % . Dry vi@ght @R o Plant survivad4%) @§
AN A | P
g s, \ Y% R g+ — S, . —
1500 Inhibiti % ) 50(% hibjtteh 5\9 1 In@mt.lon
. emergejee Q> ht survival

Species | control mL redSetion %ntrog mls, Sduction con@ @)re duction

prod./ha i D & Uo@ pr(@jha @\g (%)© w@ J@d./b& (%)

Onion | 880 | 100 {2 ndo” | 0015 | @0164] R | 100 O 180 n.d.

= P & o,
Oat 84.0 92.%) é{l E 90.17@ 0.14%* &I7i§&\\ \kg@ 100 n.d.
o S
Wheat 96.0 | 100 | n.d.J 9(@59 K)@171 A 967 [x100 ((% 100 n.d.
oy .

Com | 840 |€760 @ g5 %j1.117<\6.61& @@3 & 1o 100 n.d,
Sugarbeet | 80081 8gh | . S ] 0057 | o0 7 ng, L@t | 900 12
Cucumber V@C@ m@\oo A4 s &@680 0.558x [ {80 T 100 100 n.d.
Soybean | 84.0 D68.0% | £]9.0 0.%7@@ o@ Onda= 7| 100 100 n.d.

5 TS @ )

D
Sunfloweiy| 92.0 @@0 %\ n.@ é 0447 |©:230 Q 485 100 100 n.d.
Tomato 80. 0< 88.&\ q 0.0@ 0§3 %\n.d. 100 100 n.d.

White D
mustard 88@ @4% (Niz% 6084* 29.5 100 100 n.d.

*) There is signiffédnt di nce eenth® contréPand lre%@fnent (t%est, a = 0.05)
n.d. =no 1nh1b n was @ﬂrﬁw < I\ @ @
@ 2 @

1500 m@roduct/ha o@ﬁluox@strobm + Pr@uo chmn azole EC 200 caused phytotoxicity (slight necrosis
=1- ]%A) of leaf areﬁ%n t\@ of tl@%teste@pem&s namely corn and sunflower.

Conclusmn @° &@ @ &©

The applicag igﬁuo trob‘iﬁ- P t%oconazole EC 200 at the treatment rate of 1500 mL
product/hg Sdusedno adggrse effects s emergence, survival and growth of emerged seedlings, shoot
dry we%@ and@ ual p@%ﬁot(@ﬁ}ity exceeding the 50% effect level.

& & &

& @ I o

¢ g TS

&
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Report: KCP 10.6.2/02 | B; 2012; M-442112-01-1
Title: FXA+PTZ EC 100+100A G: Effects on terrestrial (non target) plants - Vegetati\@" @
vigour . N
Report No.: 20120053 S S @
Document No.: M-442112-01-1 & o o
Guideline(s): OECD Guideline 227 Terrestrial Plant Test: Vegetative Vigpur Test, adgt%d Jlﬂ{%,
2006 AN S X o
Guideline deviation(s):  not applicable R N e ) R
GLP/GEP: yes © @ é\a \\ @§ @
¥ S g §F & &
9 SENFSERS
> >y R O &
@ S Q) @
Objective: % Q PRI & © o
The effects of Fluoxastrobin + Prothioconazo Q" C 200 on @get@%@e Vélépur ten @@@he \@.Q nt
species were assessed following exposure to tk@ test @@@m undor gr&%ﬁhousg,con S
0 & % .
Material and methods % © @ N @ N © @7 @§

O
Test item: Fluoxastrob1n+Proth1oco le %200,ther@©ame§XA “~ PT 180 + @% G;
2

Sample description: TOX09674-00; tc%No 2@2 -0 71, ,» mﬁ@on 1 102000025822-01;
Analysed content of active mgred& ts 3 gAL, ﬂuo%astrob*n 10@} g/L@?othl nag&f@ Density
(at 20°C): 1.100 g/mL. Q)

@j w@% (Tég@cm@esn%@m Varégelt@ onion (Allium
onag, and ghgar béet (Beta vulg@@zs var. conditiva), white
mi, »\ atzvus) tomato an \lyco& sicon), sunflower
VeineS @ledonae The s@ was conducted in
e No7227 06) S

The plant species tested wer@@érn ({ea m
cepa) and oat (Avena sativa)-as mgnocot
mustard (Sinapis alba), @cumber (

(Helianthus annuus) and so an (G
compliance with of t%OE

Plants of ten dlffe@ spegles in @Wth@tages @(BB@-I) were©tre@ed with the test item at one
application rate @he e@ ite \Fluox\:%tr ih+ Pr@ 1oc ole 20@>was dispersed in deionised
water and ap. d to th nt su@ace b@pra& pp 1t10n @nt stirvival and visible detrimental
effects were ed mg elation to the cofitrol s o@r a @dy period of 21 days. At test
termmatlor@shoot dryvggght \é@f@det me(@\ @‘ @ @7
< D
Thfﬁ% t @tm@w L t@ L0
e fo w1ngrae©v&a esg &ﬁm\@ﬂuf@j@ & S
Findings ) % @ @7% S e ©©
The biologlsul e su als'ggﬂ irxt@}follg@in table:
O K & o
=) N @% W2 %
@7 NS ISEREN
N AN L9
B v S L@ @ <
N (g @\ R Q
e . @ & Q
§ N %
&4 <
N
Y <
{x’ O @ RS
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Table CP 10.6.2- 2: Summary of effects on ten plant species after treatment with N
Fluoxastrobin + Prothioconazole EC 200 @
S
S S
Dry weight (g) Plant survival ( &@ @
& - N
Test item o Test item ﬁ .. . © § ©
Species Control 1500 Inhlbm(?n Con@ 1500 & Inh1b1t19n N ~ N
P (% reduction) @1 % reduct1® NS @ @
mL/ha mL/hay a § 5
Corn** 1.086 1.098 -1.1 @%100 1@’3 B R <§ é}©
S ©
- > ‘ S
Wheat 0353 | 0390 105 (G 100 | 100 Q& 6 &
Onion 0.028 |  0.022 192 7[00 (8 100> | B ooy [N Y
Z N N ®
Oat 0.466 | 0.567 203 o 00y a0 ¥ B o] S <
Sugar beet** 0.124 0.146 s@s 0°\v@ N0 100% $ 0 @7 @
g . . . . 6 " Q §

White 0.458 | 0.280 Q@ 389 @w@m%\& 400 g y & O

sk
mustard A

&
Cucumber™ | 0612 | 05005 | Bar S| 100 [ 510007] 70 & |

V) @) c
@@ © < > © N2 S
Tomato** | 0435 | 039) 10%° 55100 @ 3
Sunflower* | 0421 | 0313, @7 ) %Qﬁ (%j © @§ S
LN 0 5

Soybean®™* | 0.944 .| ©0.907° @ 4@ o 100 o 1000 | S

* Significant difference beg{/ﬂeen the@trol @1 test itgyn trea@@nt (t- t@ =§&05) . @b
** Symptoms of chlorosisg@n treate@plants®, N %\ Q & &
*#*% Symptoms of necr@ n tr&lted pla§ Q@ N N)

: < 2

N O S R N 9 &
The apphcatlob@f F @astroﬁgm + E{othloazoleﬁﬁc 200t 2 L8 fe 0f 500 mL/ha caused no adverse
effects on thegurviv@l of a@plant@pec&§ st@ﬁ istiy m@qiﬁcant reductions of shoot dry
weight werg found 1or corng\” wh@j on , oatssugar heet, tomato ‘,Enﬂower and soybean. Dry weight
of white ‘maustard and @ thetrea plas\st stically significantly reduced by
38.9% 18.4%, re@ctw@ At t n%@f thudy period (Pe., 21 days after application), treated
plants of wheat, Q@n a&ﬁ“ oat not v&&%ﬂy pﬂ@/totme&\ effects. In contrast, corn, sugar beet,
cucumber, tomatgysunflower, so@}an tréated plahts showed mainly slight symptoms of chlorosis

(i.e., 1-10% of I€af , reab@?hlteﬁusta@ pla%g@ showed slight to moderate symptoms of
necrosis (i.e SO‘V@ leaea)f Qo , 0
QO N @\
SRS %Q & @
Conclu@ 2 @ y %
The application o@luo stro+ Pr 1009&016 EC 200 at the treatment rate of 1500 mL

&t OQurv and shoot dry weight reaching or exceeding the 50%

© &

CP 10.6. 3@ E@Endﬁ abgratorys Studies on non-target plants

In Vle the@sult% p@ese@ above under CP 10.6.2, extended laboratory studies are not deemed
necesgssfy & SRS

N o T oo
Cp 1(@ Semi-field and field tests on non-target plants

pro@%t/ha caused o ad@s ef

effect level.

In view of the results presented above under CP 10.6.2, semi-field laboratory studies are not deemed
necessary.
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Effects on other terrestrial organisms (flora and fauna)

CP 10.7

No studies are required.

Monitoring data

CP10.8

No monitoring data are available or required.
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