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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION . @
PRODUCT
Ly
Introduction S (S)) v

The representative formulation submitted in the first Annex I listing process @o longer coﬁsider@@s

a representative formulation for the renewal of fluoxastrobin. One ©f the two @prese@tlv
formulations used for the submission of the renewal of the approval uoxastroQ@m to spray,
formulation Bixafen + Fluoxastrobin + Prothioconazole@ 190 (40+5@3100 g/L; ¢ + R@fx + gﬁ @
EC190’). The summaries of formulation studies and the risk assent will b@pres@ed &Jhls S

Dossier. N
@ Q& @ @

Ecotoxicological endpoints used in the followir@sk assessment wef® denv% fr stud@@s
formulated product, the active substance fgioxastr%ﬁn a@ the%ﬁeta dites 1@ d a@*the due

definition for risk assessment. L S @,
@Q Q@ @ S <\ %

In this dossier only endpoints used foﬁ”\tﬁ: %%k as e%smen@gre p%ente@ Fory\zgin overview {‘?J all
available endpoints for fluoxastrobin @%1 1t5°@ tabolites (pl%ase r ‘rﬁctlv ctl o®§o the
for 10

MCA document. In order to facﬂlta@l serd ma@ be@en mitted during
the Annex I inclusion process, thc& cvioully evétuated Tor 10n 1 tc@ Ul$nt%

o & & &§ O
Use pattern considered in }i@rlskasse ent & @ @ )
There are two key use pattgrns f(é%he fi ulat@l BI@FXA%’TZ@ 19(;@@1"he @rst consists of two
applications in wheat, rye, triticale and@pelt @ imumfate o2 x@ 5 L@r hectare at growth

stage 30-69. The secand congists of@vo ap@lcati in, b@ley‘ud 0%@ at a, n@lmum rate of 1.75 L

w
per hectare at growtlstage 1{@-61@ @ § X &

< S
RN
Table CP 10- 1: &end@appl\ijc%ﬁon Kttern @ & N § %,
Crop 'f&iﬁlingg@5 N{;ﬂ\n{ber of Apﬁlcatuﬁ@ M@Efmm@ @pplication rate per treatment
_ [capplication gpplic&g@n ter\@ faBel rate ¢§\§7 [g/ha]
&} (range) & SO
AN o\@ o\@ . Q° o\@ treatment
& O« Y| Yange
§ § %\[da&s@’ QL/h@> Bixafen | Fluoxastrobi | Prothioconaz
9 QQ% - 4 n ole
Wheat, @ O ¢ .Y O .9 K
rye, 1§c6£1© ©©1-2\\ 4-21@\ .75 70 87.5 175
triticale ) @ @ SMRZ) @
BBCH. N
Barley 30- 61@ % N O%ﬁl(}@ 1.50 60 75 150
N BBCH [ 0 | Qo>
Oats 3%)«61 <o 1&@ L, 14@2@ 1.75 70 87.5 175

O N g
Risk env&l‘@ % @ % Q
For em(&pe ~- ris asse nt the critical application pattern is defined as multiple application of
2% 1@? L ct/l@ H 30-69 with an application interval of 14 days. All other are considered
as@ 1. To ab]@ possible differentiation in mitigation measures adapted to the use rate, TER
calculi@g?}or the less critical application patterns will also be provided in domains where exposure
mitigation via use restriction is needed to pass risk assessment for the critical GAP (envelope rate).
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Definition of the residue for risk assessment .

Due to changes in the requirements under EU Regulation 1107/2009, additional degradation Qrﬁcts @6
were proposed to be included in the residue definition. All studies necgssary to desc@e th&
ecotoxicological profile of these metabolites in the relevant environmesntal compar@nts @p
summarized in this document. The residue definition is presented in Table CPO10- 2.

\
3 & & &
Table CP 10- 2: Definition of the residue for risk assessment @ {N S S éﬂ
' % @ & S @@
Compartment Residue Definition for Risk@\@sessment @ Q\# A §
Soil fluoxastrobin (E- isomer), @} & ® RO LN
HEC 5725 -Z-isomer, % R &’ S & © &@
HEC 5725-carboxylic acid (M4 N L@ N \© © @
HEC 5725-E-des- chlorophengx(M4 (% AR YD L §
2-chlorophenol (M82) A @ & @;%’ N o
Groundwater fluoxastrobin (E-isomer), v @ Q«@ S v ©§ =) S °
HEC 5725-Z-isomer, % @ N % < @
HEC 5725- carboxyhc ag\a (]\M) AN (< &Y O §
X2 %, & O SIS

Surface water ﬂuoxastrobin (Eomer) QS & S
HEC 5725-Z-isoft % @6 § O O &
HEC 5725-cd@®oxyli 01d @), & &@ Q D &
HEC 5725+f-des-chloroplieny! (4145-£) Y 9 ©
Sediment fluoxastrgbin ( om@ @ o N 7 9
HEC 57 Z&s(@bw?:}zr NS § < D
Air oge S g Y N S
S TS e § § oW
& @
A list of metabolites, @1 c&m%ns the strﬁ&turesNt ym@%}ind numbers attributed to the
compound ﬂ% strol% is 6esent1n D N\B %‘[ is ier.
& @ Sy %@
C dd % thi t © &
m r n
0 po@ls a esse@ @ NS
In addition to the ance?\ﬂuox obln\the d&gradat@a products summarised in the Table CP
10- 2 were addre in thls doggiment; \
In this paragrapl@the o th 1sk $§§'ess t of Q’ Z-isomer of fluoxastrobin is specifically
considered. Tle chefi ctur@ of f@oxa@t@bm c@ﬁtams an oxime ether moiety. Due to the
substitution pattern f t e bo Z 1@mers exist. The common name fluoxastrobin
denotes E-isomer, he 1s @ow be an impurity in technical fluoxastrobin

(specifigation limit 2. %/kg)@he Z- 1some@a @formed from the E-isomer by photolytic processes
exclysively. The trﬁ@for ion &@il leagd,to aﬁ\equlhbrlum state in which the E-isomer is the more
stabl¢ and energetlcally@ﬁerefe d isoRer @io in aqueous solution about 10:1 =E / Z). In the
environment thg,A-isomer shaws v 1§mml ¢ degradation behaviour and a better soil sorption than the
E-isomer. Futther, the>Z-i ws a wery similar toxicological profile. A study with Daphnia
magna per@g@dt arfincreased agpg¥int of Z-Isomer (isomer ratio (E/Z) = 65/35 demonstrated an
at least c@apara@e, potejtiallyijdwer ecotoxicological profile than the parent E-isomer, demonstrating
that thefe1s \)@ rth%]rls the aquatic compartment (please refer to CA 8.2.4.1 M-030533-01-1).
Takingthis j rma@@ intQ account, both isomers can be evaluated as sum of E+Z-isomers, providing

@ew&@/e env onn@tal risk assessment.

&
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; 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” @ @

CP 10.1.1 Effects on birds
Table CP 10.1.1- 1: Endpoints used in Tier 1 risk assessm$

Test E ies/origi NN
substance xposure species/origin @
Acute risk .CO./I'I.”” @ " LDso
assessment virginianus- LDso
(BObW’hlte q}i&]) @\l\ apoks_
Fluoxastrobin Lowest NOEL %, NO,

Reproductive

. fron 1S
risk

N N
ecmca . platy %‘ ”(/m\ HOEL
assessment Mﬁ@[d dﬂ;fk ‘zi\ O

Bold values used for the risk assessmen® Q > S éf
D LDsy extrapolated with EFSA GD@ctor 1 @8 (IOﬁmd%lo mortality; EKSA G@rds & amm%fs (2009),

Section 2.1.2, Tab. 1) & O © O S
L EF PG TS s
S @ @)
Table CP 10.1.1- 2: Relevari%’gené&c av1$§ cal species fgr risk fssess @@n on Tier 1 %VQ] according to
EFSAGD 2009 S N &
Y O
é\ﬂ ¢§ %@ @ o > Q R@eseno % Short cut values
Crop scenario @ Scenarioc enen§0ca®ecie@ @ based on
g L O ¢ © < spegies
S (O NN O 9 o © RUD% | RUDn
Cerealss © S - | Stball omnivorgus bird Wéodlark
2 x 0.0875 kg7ha @@BC@%Q@@ 5 @lark“@% §§ (L#diula arborea) 12.0 >4
BBCH 35-69 2 %Sma@mmvg%us l@d @y Woodlark
14 dgngerval CI_@O @ “laxk” av(Lullula arborea) 72 33
Bold: Species conmderé@ln ra&l%@ssessment %@ﬁf w&é@case fb\r‘ eael%spemes)
N
R@: & o
ACUTE DIETA@RY SS@NK&/ S
Table CP 10 «'\Q) 1er ]éé’ute risk asse@@nen&@r bl%s
N @f @@ @DD LDso
Crop s@’ano ng\@c foe@specw A@l rat& SVeo | MAFso DDD ([mg a.s./kg| TERa | Trigger
N A v} kg a. s bw]
Fliexastrobin > § @\ Q §

Cereals 7)"Small omnixbrous
BBCH30-§£$ A% “@f g@g @.0875 12.0 1.2 1.3 3776 2997 10

@ Q @

N e S e
The TE]@ Val@§calc@>ated the acute risk assessment on Tier 1 level exceeds the a-priori-
ger of 10 f@@@le evaluated scenario. Thus, the acute risk to birds can be considered as

accep@%@hty
low bl%@l hgleed for further, more realistic risk assessment.
@

Acutek assessment for birds drinking contaminated water from pools in leaf whorls

In the EFSA GD 2009, section 5.5, step 1 the following guidance is given on the selection of relevant
scenarios for assessing the risk of pesticides via drinking water to birds and mammals:
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Leaf scenario: Birds taking water that is collected in leaf whorls after application of a pesticide to a

crop and subsequent rainfall or irrigation. éf

Puddle scenario: Birds and mammals taking water from puddles formed on the soil surface ofa 161@§

when a (heavy) rainfall event follows the application of a pesticide to a crop or bgre soil.

For the crops under assessment in this evaluation (cereals) the leaf scenario ignot considered rele@.

The risk for birds from drinking water in puddles is addressed in Table CP 10.1.1- 5. Q @
9

o @ %@
< < O S
LONG-TERM REPRODUCTIVE ASSESSMENT & Q@ Q) Q\ @ &@
. - . o S &y
Table CP 10.1.1-4:  Tier 1 duct k for bird Q)
able ier 1 reproductive ris assessme@r% or birds $© S Q@)@ &
Generi BRD Rl e @OE@ &
Cro eneric focal | Appl. rate . DD [ 7T %} @
p . > mg.\s. L' Reigger
species [kg SVm | MAF® frwa > @ ke @d] N v
as/hal o o Sl s > S
Fluoxastrobin % 625%” @ Q © I & @ @&o
: N (&3 D L9 s
perar s, | Smal omnivorous 7503 54D 1gh 059 0d> @ 146 3§5
R ol g | O &,
CHRNRERN N R

s
The TERyr value calculated in th@rep@ducti@@ ris @sess@n‘[ og@ier evel &xceed$sthe a-priori-
acceptability trigger of 5 for eval\ﬁated sc@lari@@g hui@he 1€k to birds cagybe céusidered as low
and acceptable without need<ot further, n@ reglistic risk asses ent.9
i g -

N ©
S @© S “%@@@%

< o
Long-term risk assessment @bird@ drinKing cami\n@ted water in pqu%
Table CP 10.1.1- 5: {@algatmn 0Q te@conc@n fg‘&@posu@e of birs drinl?ing water (escape clause)

@ N A @@ 133
R Roe [ Abplication \NOE | & S
Crop @© @/k%@ rater 2% [0 (mgas/ CApplication @te " [ No concern | COmclusion
c % as/ h&] kg% / d]@ MAF@ N% EL if ratio
Fluox(;ﬁbm ey S LY S & N
n I @3 2. D 875%2 4o SO S L 54 | <3000 | No concern

% annual application (without i eptioh) usedas thedtetical wdrst case
g mcotiabrasSut

RISK ASS ENY OESECONDARYPOISONIN

o N % r@%k NS . .
Substance%wnh a high“bioateimuldgion pofentia@could theoretically bear a risk of secondary
poisonipgor birds feelling o@ontat@nate@reyiﬁé fish or earthworms. For organic chemicals, a log
Pow > 3 is used to t@er a%in—defgh ev%lation‘@ the potential for bioaccumulation.

N SIS N
As the log Pow of the ac@gve stangg ﬂuokgtrobin and its metabolites is below the trigger (< 3), no
evaluation of ¢ ond%y poi ingi@leedé@(see Document MCA 2.7).
N

@
CP 10%@5,%1 @%ute oral @city ©
No. a@iﬁond@r? %lable or required as the toxicity can be derived from the studies on the
ac z@»subce. o D
N

©
CP 11.2 Higher tier data on birds

Since fluoxastrobin is of low toxicity to birds, no higher tier data are needed.
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CP 10.1.2 Effects on terrestrial vertebrates other than birds

Table CP 10.1.2- 1: Endpoints used in risk assessment @ @b
" @
Test . . . . S
substance Exposure | species/origin Endpoint IS
Acute i
risk Rat LDso > 2000 mg a.ss%kg bw
assessment C *
Fluoxastrobin @
o-ter S
LO“EJ:““ - NOAE( 2000 ns./kg diet ( D
T ‘ NOA@. 1633ng a.s./kg bw/@
assessment RN
S 2
Bold values used for the risk assessment Y ® N @ NIREERS
Q @ % 6 o %
S @ O S
Table CP 10.1.2- 2: Relevant generic focal s;&cles foéﬁler 1 as@men@ é @% (7&
%)

&S
i\g \\ N > &ﬁ S Shortcut Yalue

I 2 BRI N ')

Crop Scenario enér%ccief: c& @Repr@nta@pg § R4 | %a:t:iRoﬁ
& § N @ sed QN
Q . . @ (é\@ o @@ ) RUD,, RUDyo

il%aril inselt ivon@% @ ¢ on shréw @U &-9

@
BBCH > 5.4
> é@ N

1 "slgew" {Sorex a@neus@
Cereals ) Sm@ﬁer rous | Coniffon v, @
2 x0.0875 kg/ha BBC{@ 40 f@amm voles S(Microtus a@%gs) {g\ 217 40.9
BBCH 30-69 Gmall (@IIIVO@IJS O Wood mouse
14 d interval B@ 30@ L~ mangmal “n@e” (Ap@emu&/lvat@ ) 39 8.6
b Siifall omnivoro @ Wood mo
&/Bcg» 40 rﬁ%tnmai\mou % @pod@%us sy@@zcus) 23 52
Bold: Species %® dere@q Tler l rlskessessn@t (o%fkwor case f@ch species)
@ & @ %
1) @ v
ACUTE D] TARYRI&KA T o Q@ o
Table &0 1.2-3: Tl@l agu@])DD and ’]@ calc@atlon%r man n@lals
§>” < N S D@ LDso
e ~\.'\ i @ .
Crop en &5 foc&@eug@? Appl, rate< SV ’%Q, MAFo0 DDD [nl;g/kg TERa | Trigger
Q @@ \@ &/hjl]@ w]
; Q NS N
Fluoxastrobp > @ Q J@ @7@
Cer Smgll insectivbrousy, 9 o
BBC@O m@%nnal @W., &@ S 5.4 0.6 >3527| 10
Lereals %mal iVOf@ @ o
BECH > 40 i "ol Q 0.0%@* 409 | 12 | 43 | >2000 |>466 | 10
Cereals 5 Small omngforous@ N
BBCH 30 - 39 mammark@lou@@ N 8.6 09 > 2215 10
O TS @
The TE Vah@ cal ate the@cute risk assessment on Tier 1 level exceed the a-priori
accept 1ty \. ger of l@r all evaluated scenarios. Thus, the acute risk to mammals can be
cons' ed r~ ble without need for further, more realistic risk assessment.
@
& &

&
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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 o
Crop Generic focal species | Appl. rate DDD g TE%T Tr@r
[kg/ha SV |MAFmn ftwa @/bwld] R
. BN 2
Fluoxastrobin @ {4\% , © 2N
Cereals Small 1nseﬁt1v0r0}'1s 19 & @i 7 1 @ @
BBCH > 20 mammal "shrew @Q @ N R p
Cereals Small herbivorous AN P v O < &
BBCH > 40 mammal "vole” 0.0875 2&@ 1.4 oéb 14 i@ . Qm q 5 @
Cereals Small omnivorous @? ; @ R Yoy @
BBCH 30 -39| mammal “mouse” ~ @ N f@f h\ @% A
N 2 \)f
The TERrr values calculated in the reproductive ¥isk as sme@n T@' 1 level e —pr ri-
acceptability trigger of 5 for all evaluat enar10s. Thus, t

k tdma ls can be ¢ 1d§ as

low and acceptable without need for fu@ber more re@stlc rig ass@smen“t\ é\ﬁ %
Tl s s &F
Long-term risk assessment for @mn%ls dr%kmg @ntaated@atu@@ @Q
The puddle scenario is releva%sr tlﬁ*}@ong-t% rlfggssei@lent Q & @© N
& @ ©
Kog

Table CP 10.1.2- 5: Evalua?@n of p@ent@onc&n for {xposu@gf m ﬁals@nkl&vater

4
f@

S App@tion @0(@ N Rotio & Sscape
@{oc RS a < Sclause .
Crop @L/k * 2% [mgas/ %App jcation @te * o concern Conclusion
‘l B s/h@] &g bw/di9) M% / N@%(A)E&é f ratio
Fluoxastrobin © S 3 N §
Cereals © | 58482 7] 87%# *2 N N | <3000 | No concern
9: annual ap@jication rate &guhou&ﬁ%r(@n) u@as the@r’etlc@worst @e
S N S
AN R O

RISK ASSESSM OREEC@NDA@Y P%EO%NG

Substances witHZa h@ 101;1 Yiaoten@al co@ theoretically bear a risk of secondary
poisoning for@na (lln%? on @)ntan@ated %tey like fish or earthworms. For organic

chemicals, a@gPow 3 %@ed E&trlgg@ n 1r@§%pth@®aluat10n of the potential for bioaccumulation.

@ B
As the @Pow of th Gtive @bstance ﬂu@str@n and its metabolites is below the trigger (< 3), no
evahg,guon of secon@y po;%omn@ nee@i (%Q ocument MCA 2.7).

&
. @
CP 10.1.2.1 &cug%orgxmo n@nmals

The acute toxisity o roduc afen + Fluoxastrobin + Prothioconazole EC 190 in rat was
studied 2 2010;"M-388101-01-1, the study is summarised in the MCP 7 document
(toxicolQgy). gt @ECD guideline 423 the results of this study correspond to LDso

> 50Q0'\mg/ ight,
@% @3
Cp 1@2 2 Higher tier data on mammals

No additional studies are required; the risk assessment indicates acceptable risk at Tier 1.

n

od&\gg%
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CP 10.1.3 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians)

No additional studies are available or required under the data requirements of EC 1107/2009. @@
D
CP 10.2 Effects on aquatic organisms @,Q ‘YRS

D
The risk assessment was performed according to the Regulation (EC) No %07/2009 an@llo 2 they
EFSA Guidance on tiered risk assessment for plant prote@!on products {%{ aquatic oggmlisms\l ed@

of-field surface waters (2013). e ©Q@ @@ § é\a@ ©&@
@ < & VO &
L @S D LS S
@%@@%QK%@’Q\%
ST e T
F eSS S F
fF NSy & e
oY A . TS @@)
&@’\%\@@QQ%
Ve o > & 9 .9 &
o = ¥ S @ O 0
QN AN SIS
Y & s ¢ 2 o
5 © S o © < N L9
°\ I S T
&®@©©Q©K )
F VS e §5,00 97
§y©&\®§\©@&@
O N8 OSSN @ O
o D N O B
¥ & L0 9O« & O
¥ & O @
c ° S8 5 T o &
. N @ W
& S s
S S s &N o D
F I & & o
o7 & & &« o
O AN S S
@ O ¢ .0 © .0 @
Q O O O N O
SN I N
S S o 2 Z
& o & TE s
N Q\QQ\
i %@@Q@’Q@@
S @ﬂ&@\ O
@%
&%%é@é\Q
§Y§©%©@
o S o
S e S
@’@@f%
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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 N Refe@e
Fish, acute N
Oncorhynchus mykiss LCso 0.435 mg a.s./ @
(rainbow trout)
Fish, chronic @
Oncorhynchus mykiss N ()Ecv 0.0286 l@ a.s./L
(rainbow trout) mQ
Invertebrate, acute @ &
Daphnia magna 50 0% m%fs./L &
(cladoceran) Q @ R
Invertebrate, acute &" G %\ (455
Gammarus pulex § E@i =, 0.8 m%@%}l é
(amphipod) v @@ @@
Acanthocyclops wnusr&ﬁ °\@, N L N
(copepod) & N FC;% &6 OZJI% 2.5/0 A
Cloeon dipterugr’ & ) °N . W\ﬁ/ @
(mayfly) © NI @2“ &Q @O m@@. -
Daphnia gr.gyleata > : ) ©, Q)
(cladogerah) = © 9 lﬂ@ @ ]'i®° a.%@
/1.8‘(’//11@%[!6(”%{?\\'9 ~ ¢ -~ @%
ECs & @3 mgez,s./L
dwhody oS 0 Bl
(/7(10@51 us oy Sour ipedy @ . ) . § bt
o (dll%ld) & @ lif§) §% > 3{%%?0 ;@i §
%710(0/)@ is vegglus  Q S o 2 1fag a.s./
Q" (clfoceriy d@fﬁ S "“‘)Q\ é\g* l(g% a.5. &L\\
anna&m erte@yite, e
Fluoxastrobin Kicandsis baltw 2 N S N @Q@ I
@Q (1% (/()/ms&bu/uii'gmysuk@, k§5" 4 g, S/ ’
2002; M-082793-01-1
LE ShimyO & & & e ’
Invertebrafgy acut N @
°\@ é@o me@ o ]@50 O‘Q@?mg a.s./LY See. MCA 8.2.4.2
&@ @ using speci a Q *”\a
nvegSbrate Yhr 0nic© ~ Q _ _
§ %a&phm au,m\ @NO&% @ 0.18 mg a.s./L %&_2001(3?’ M
&% (cla emnm A D
@ @ﬁeﬂ@?le clédnic @ Q) @
Q @nar M&}//e N @
N &amp %T @@@ NO@L 0.0316 mg a.s./L ?28620010? M-
@’ (c(@iuct;‘% ith E@ 08 > e
&  formilatign) & )
S % Inv@ra}e,@hro @ _; 2012; M-
A Hebrophlgpia laur;Q O NOEC 0.0422 mg a.s./L 444119-01-1
@ (Mayﬂy% D KCA 8.2.5.2
$ rate, &hroni _; 2012; M-
@ N\feo qua\hﬁetero 0} NOEC 0.060 mg a.s./L 442121-01-1
@& @f (Emshw/@r shrimp) KCA 8.2.5.2
&&9@ § éﬁ/[dl %ﬂ\ rertebrate,
) @@@ ﬁ§ Shronic NOECunia  0.00061 mg a.s./L
Q S Afrericamysis bahia NOEC 0.0047 mo a.s./L ;
@ (Mysidopsis bahia, mysid coe ' g 2002; M-082820-01-1
shrimp)
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Test substance Test species Endpoint Reference
Sediment dweller, chronic ) >
“hironomus riparius 15 2.13 mg a.s./LL o ’
(chironomid) N 2@-
Pseudokirchneriella EoCs 0.35 me a.s./ @v
subcapitata ’ "j() DO
(green algae) E:Cso 2.10 mg a.&L
Lemna gibba EuvCso > 6.0 mgs./L
(Duck weed) E.Cso > 6.0 n@a.s./L @
Q
. N ) K
Lemna gibba E@x) I<§ mg a.s./L &C : ; My,
(Duck weed) EXs0 3.88 mgeg.s./L K 083021-01-1¢,
& -9
& P L ke
Fish, acute & RN % S ) .
Oncorhynchus mykiss Kﬂ@u éﬁ > @ mg@ﬁ./ L Ké 103 (’)12 00?’
(rainbow trout) @ @ Q A Q"™ s
HEC 5725-E- Invertebrate, acute X T % Q . )
des- Daphnia magnag, \\ E(@} S e 10®1g R,;ﬁb.//L S 382@-010(1)0’
chlorophenyl (cladoceran}Q~ K NN (,@ i
PS‘(’llL'/()/(f/‘(’/HlQ%//(l V| y,.C. R g%m @9 m@ :
sub('api@a % % Eh@ @ o @g g’/L 00;4-025012-01-1
(greengy)gae) o @2 A © %@
Fi fﬁg\acute S v S @ &
()/1(’01‘/1.1,'/7(’/11,1§§111}f/\’1's§9 @LCSO @ %SQZ&g p.m\.@ 2001; M-
(Enbow Roun) ¢ e AT 052093-01-1
Inverteb@@Ye, acate é @ Q = @
é\ﬂ/)apé%\)n%% 50 @;\ éoo p.mi& 2001; M-030332-
&0 Agcladoc@%) & NS @ 01-1
HEC 5725- 5Sedin®nt dysiler, cHenic N §2 N @@
carboxylic acid{J @U‘(}H(}I%S rigius S EEIS §§? mgp, m./L .:2001; M-
@ . N (cl@(mom@ & é;ﬁ A@ S ) 078605-01-1
Pseudokirctmerie N
9 © Pscudblircperiel S @ &
D @?}9‘(“/7@161”@ s SO 5 mg p.m./L
N @ (Selypstrun N R, s .;2001; M-
. o L7 o ErCso < 160 mg p.m./L
@"d})m&%vmlu% greed %\ q& AN ° 073836-01-1
N alggy N g O
D @ NS B 2005; V-
@ Oncorlpiichus Sykiss © Qs © 2.6 mg p.m./L 277036-01-1
Q| O (himbowersu) o | & KCA 8.2.1
% RN © ©
@7 Fish @ronic@ °@> Y
*Rimephalss promelas @()EC 4 mg p.m./L . .
% (farsdad m@ow) @§ N _’ 2006; M-
N v 5 D O 277036-01-1
g Inertebfate, acyte S B 2006; M-
@ Daplgiia magna Q| ECso 7.4 mg p.m./L 277036-01-1
ol [ =)
2—chlorop}@ docefan) . KCAB.2.1
@& @{xﬁ Il@%@tebr@ chroﬁ
S aph§da magna NOEC 0.3 mg p.m./L? ) M
SN -
Ryt oL
Q 2) P@do/{ir(‘/mc/'/'e//a
§ subcapitata
(Selenastrum ErCso 70 mg p.m./L _; 2006; M-
capricornutum, green 277036-01-1
algae) KCAB.2.1
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Test substance Test species Endpoint Reference
Fish, acute - 20§M—
Oncorhynchus mykiss LCso 3.02 mg prod./L 385971
(Rainbow trout) A KCP
BIX+FXA+PTZ Invertebrate, acute S \%010
EC 190 Daphnia magna ECso 2.08 mg prod./” 385961-01:
(40+50+100) G (Cladoceran) P 1g<§1 &
Pseudokirc}.zneriella E.Cso @ 586 me frod/L 2/610 @*f
subcapitata NOECY 0.08 r@g}od L < 3@-01-@
(Green alga) ’ TTA ' @ 1022 A

>y R O
©the Qvo “gre@ﬁért ®

a.s.: active substance; p.m.: pure metabolite; prod.: formulgfed product.
" When using the above acute invertebrate toxicity dﬂ%a (including l@(md ecludi

values), with the geomean approach according toghg’most recent&qua’uc @yidancedocynient (SEINTE-
00080, 15 January 2015) a geometric mean value of 0.488 mg 1be calc@ifated 6 Y
2 In the statement on the exposure of aquatic oréism —ch:@rophe (MO%; M277 ';%901 1)
a NOEC of 0.5 mg/L is presented as m%; sengiive c@n omt r Daphnia Based no n&l
concentrations applied during testing. rd1> % cienttific @rt (2007) ¢
measured concentration of 0.3 mg/l mugg be cc?&slder s relewant e &l 1nt> th ewaigﬁof app§a1 of
fluoxastrobin. @ (5% w\g @ @
Bold values used for the risk assessf@ent %, . & § S S @ &
& T § CHEOAESR
o © & § © 9 &
@ & O S @0 Q S &
Selection of endpoints for rigkasséssme @ & @

The relevant endpoint from Sdch aquatic §gidy @ defiged acfordin (?the urre c%ta requirements
from the EU Regulat10n@83/2@ 3 the (i') SAxGuid e oﬁre@mk essment for plant
protection products for aq1§ or%nism edge-of-fold %face witers §i 013), and based on
recommendations fré@n the stan@rd t§guid&%e e.@ Gr@th ra&\(r) is the most suitable
endpoint from al @nhll&tlon teSts for'tise in ris smef) as stated I@OECD Guideline 201 and
the EFSA guid d %@nt&%ER and R&% cal&ﬁiahon@are d in“this dossier are thus based on
the E.Cso Val@ , processel eK@ste%& are @mlna§g rate driven and therefore, the unit
developme% per tiffie (gr&vth r@}e) appears le to ea&@e effects in algae. Also, growth
rates andgheir 1nh1b1t1 1ly omp twe ;{7«. ec&s Utest durations and test conditions,
whlchéigsﬁot the case@or bl(%ss After mero@ dlscﬁ§610ns Ghe current test guidelines OECD TG
201, the EU- Meth@€3 the EC@gulatl@l fo@asmﬁgatlon%nd Labeling (EC regulation 1272/2008)

and the PPR Op@n (@SA @nal % lté? 200’@11st@0wth rate as the most suitable endpoint of
the algae 1nhll@10n t@ @ @ @

" @
In accord ce w1th Re atl@ l@%/ZO(@ and with the EFSA Guidance on tiered risk
assessrr@ or plant pfotecti rod§éts f qua@*ﬂorgamsms in edge-of-field surface waters (2013),
studies Iting n@wer % omts w use@or the risk assessment, including endpoints from
est&%e or marmé%pem@ @

Predicted en&g‘n ntal lonsted in risk assessment

Full detaﬂs@ the,pre 1c envg;%ﬁonm concentrations are given in MCP 9.2. 5(- -
B 2015@4 53%0

%
FFESS
¢ g v

&
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Table CP 10.2- 2: Initial max PECsw values — FOCUS Step 1, 2
P
Fluoxastrobin HEC 5725 HEC 5725 o &
(E+Z) -E-des- -carboxylicsacid 2-chlor(@enol K
Use pattern Scenario chlorophenyl & @ A
PEC;w PECsw PEGo> PECow Q7
[ng/L] [mg/L] I%QL g/ 4
Step 1 30.74 20.96 {185 S
Step 2 ©) AN N \\ S
Cereals, N-EU Multi 4.69 503 Q@ 134 B Qo 2
2x87.5gha | S-EU Multi 8.5 < 5.89 OF 261 | 473280
N-EU Single 2.65 @167 4 082 O 1 @
S-EU Single 4.82 o) 324 9161 L 199 &
Step 1 26.35 ) 17.97 D o\\@ 9.@ 6\ %%.78@0
Step 2 S @Q N} %, IS N R
Cereals, N-EU Multi 402 Q| @ g&w Q 215 & o 1%? .
2x75 gha S-EU Multi 7338 > Q 22 o @8 o
N-EU Single 227 (b M S 0B o 88
S-EU Single . Q277" B N8 & 178
Bold values considered in risk asses@nt §i§ & @a § §9 @ .
Qi g AN ”\a ®\ @@ S S %
.3 : . . o % D .
Table CP 10.2- 3: Xlsntf@re }s&l@axm@ Plg@j an AGxw-7 v@s f(%éﬂox(is Yobin
S O Fuoxastobin (B+2) ) . @ o
Use Cerga(i@ (winter), 2 (85}’7.5 ~s./ha N Ce@?ls (&@erl&\xyﬁﬂ g a.s./ha
pattern Singlg\@pplicg%@) @ultip@apg{l\&ion&Q Se agglicatio{@ a[i\l/)[llili:g:)ens
OCUS Pl& "{wgcs ¥ prCL @RV{;@@- ECon JT\%I;*&W PEC., | TWAC
: TN SER A ) : Olre/, L] | 7
scenario @ gl o ]\ ] W ﬁglL] [ng/L]
DI (ditch) ¢70.600" 0467 (70508 | 16.498Cy @§0 q 039 | 0509 [ 0.423
D1 (stream) 0.498 %9.049@ 0457 0.1 425 0.039 0.389 0.090
D2 (ditc{@ 0.592 ¢, 0.394, @36 P 0.4 @ 0.5090° | 0.332 0.538 0.380
D2 (s ) 0.481@@ 0 .465 06 0. 0.030 0.394 0.172
D3 (ditch) | 0.585 71 0.I16 0-3§“ 2 0.116 0476 0.099 0.417 | 0.100
D4 (pond) | 0 49,0170 % 5 4 00 016 0.015 0.021 | 0.020
D4 (stream) 26 Q% 0.0@ 70,399 | 0 0 Y 0.365 0.004 0.342 0.008
DS (pond) | 0.0195¢ " 0.05 @@’0.02§ 026 o 0016 | 0015 | 0024 | 002
DS (streamyy” 0.442 6\? ¢ 0.@ ° 00 0.379 0.002 0.362 0.005
D6 (ditc 0553 | 00.086| 0486 49 0.% 0.474 0.073 | 0417 | 0.176
RI (pfﬁ 0.043 | 0.040 13, 607 0.036 0.034 0.096 | 0.091
R1 (stécam) 0.365 1 0.@ 0.9 @ .113 0.313 0.033 0.763 0.095
R3(stream) 0.518 %061 % 0.%1 s, 0-100 0.442 0.051 0.615 0.084
Rd (Stream) | 0.4%9 | -S0.124 | 0050 O 0.271 0.379 0.105 0.801 | 0.230
Bold values cm@%dered in ris&%ses@ent &
Italic values side%& in ned@g{ assé%ment
@ < Q & ©@
NN
S
-
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Table CP 10.2- 4:  Spring cereals: Maximum PECswv and TWACsw-7 values for fluoxastrobine at Step 3

D4 (pond) | 0.019 | 0.017 0.027 0.01 @@0.01Q @m 0.02

Fluoxastrobin (E+Z) &
Use Cereals (spring), 2 x 87.5 g a.s./ha Cereals (spring), 2 x 75.0 g a.s. /(iﬁ o4
pattern | q;gle application | Multiple applicati Single applicationy| _ Multiple”
gle application ultiple applications ingle applica 1%@ applications O
PEC.y TWAC;sw PEC. TWACsw- | PECsw T\%Csw PE N T@C %
FOCUS ng/L] -7 ng/L] 7 [ng/L] o oy .
scenario | "8 gy | "¢ [pg/L) () qpgL) | 8 \[»ug/-§
D1 (ditch) 0.583 0.473 0.810 0.692 0.497 ) 0.403 é’692 0.590
D1 (stream) [ 0.490 0.063 0.424 0.420 O> 0.054 s, 0. 3(@ 3 4O
D3 (ditch) 0.554 0.090 0.485 0.4 0.077 N 070 @

D4 (stream) | 0.453 | 0.006 0.404 . 88 - é0 347 D .
D5 (pond) | 0.019 | 0.018 0.027 0.025° 01 &g’[gﬁ 420, 02& 0921
D5 (stream) | 0.465 | 0.004 0418 Q0905 U ©®003 D 0358 %004
R4 (stream) | 0.607 | 0.187 1218 | @273 @] oSl 0.158. | 023 4v

Bold values considered in risk assessmefity = S = N Q" «

Italic values considered in refined risk@ssesgiﬁ@nt %@} WS & N w\ﬁ @§

) < AN O
&©‘§§\©%\@§@§9©
Q o © § "~
v, @ @@ & @ @ .
Table CP 10.2- 5: TWAC&lues z}dayé?‘or ﬂ&()xastrob% u&@n wn@@r ce%als FO&US Step 4

S

9 @ @9 Fluoxastrobin @@Z) @ i
N §er§@ (Winger), 2, x 87.5 g fs./hass

Q f@) St@g ea pllcatl@ °\ @) %Mulj’fp@le‘yapplications

Buffer wp‘@v -7 [ngiL] @ ~ TACSW-7 [ng/L]
Width |Scenario<y riftReduction - @ 91 rift Reduction
& Type* R 0% 0% p75% ] 90% | L0% 50% | 75% | 90%

Dl (d@h) 0,079 %9079 0.029 $79 S 0.18% | 0.181 | 0.181 [ 0.181
tream) O | 0,049 @00% 1049 049 @% 0.113 | 0113 | 0.113
dltch) $007%8y 0 077 & 0. .194 | 0194 | 0.194 | 0.194
(stream) @) 003@ 0035 (2003537 035 | @101 | 001 | 0101 | 0.101

D3 (ditch) @ 0069 | %0.004> 062 | 0.001 > 0.008 | 0.004 | 0002 | 0.001

D4 (pond)yy 0%07 0.008, 4 é%)

)

Som . 0.011 | 0.010 | 0010 | 0.009
opg D4 (stredm) @. é 0.005 \%oos o o 0.010 | 0.010 | 0010 | 0.010
RO DS(papd) ©T0.09P | 0004 000257 0@F1 | 0011 | 0.006 | 0003 | 0001
D5 §eam) © & *@.000\ 0. 000 | 0.001 | 0.001 | 0.001 | 0.001

D6 (ditch) 006 <O 0. 2 @0.001 | 0014 | 0.007 | 0.003 | 0.002

@ pond) @0.01@ 0.60% 007 %% 0.007 | 0025 | 0022 | 0020 | 0.019

I (stream) £y 0.009 0009 O@@ 0.009 | 0.027 | 0027 | 0027 | 0.027

%, [R3 (streamy_ 5 ?)Q@ 0.015 | 0.023 | 0023 | 0023 | 0.023
R4 (stream) | @029 S 0.02 9 0.029 | 0.065 | 0.065 | 0.065 | 0.065

#SD and RO dengje spray drift d run @buff
Bold values @sidere%ﬁ refi ris essme
v & @
(NG
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Table CP 10.2- 6: TWAC;w values at day 7 for fluoxastrobin — use in spring cereals FOCUS Step 4

@° @
Fluoxastrobin (E+Z) @5/ S
Cereals (spring), 2 x 87.5 g a.s./ha @\}
Single application Multigk:)f applicatim@@ @
Buffer TWACsw-7 [ng/L] TWRCon-7 [ng/ N
Width |Scenario Drift Reduction Drift Reduct$ f/\@ &
& Type? 0% 50% 75% 90°% 0% < 50% 5% 90%A
D1 (ditch) 0.097 0.097 0.097 0@/7 02349 0.234 @.234@ 0234 &@
D1 (stream) 0.061 0.061 0.061 0.061 0.1 0.146 _ @0.146> @6 Q
20m D3 (ditch) 0.007 0.003 0.002 @°0.001 Q06 0.003Q 0.0 @@001@
3D & D4 (pond) 0.007 0.005 0.005=) 0.005 013 ¢5° 0.0, Q011 0.014
RO D4 (stream) 0.005 0.005 0.0 0.005 p 0.012%7 0.0 Qo2 9 Oﬁ&@
D5 (pond) 0.007 | 0.004 002 0.001 @ﬁ’ 0.010 @705 D 0.003¥ | Q001
D5 (stream) 0.000 0.000 00 @°0.008Q, Q01 .OOJ§ 0.00 0.001
R4 (stream) 0.045 0.045 0.045%y 0.@% 2063 O 0.063 «@34 %0.06@ °
#SD and RO denote spray drift and runoff buffer w\iﬁ °\@ N 6 % § N ©
Bold values considered in refined risk asse@%ment)\\ @} & & W;\ é’ éﬁ ©§

&8 w

@ R @(’@ @
Table CP 10.2- 7 TWAC&] escz} day@%r fl og;tr b%l . ug@%wif@r ceggals FO&S Step 4
u@% g é%r’ N &

\Z

.9 © @})} @ Fluoxastrobin @-Z) S (‘2\7\7#
S o O Ceredls (win®¥), 2 75.0 g as./had))
Q v @ggle a@plicat@ S ) (&%&Mugxﬁle applications

Buffer & awaGT el & @ N WACow-7 [pg/L]
Width Scenarib© S O Drii’t\*ﬂRe@kﬁon ° g@ @ ODrift Reduction
& Type* ® D 0%, 8% [975% S 90% % 50% 75% 90%

DI (ditth) o] 0062 | 0062 % 0062 | @062 © 0.14& | 0.144 | 0.144 | 0.144
Didgstream) | _0.039  90.039, | @39 | 00.03 0 0.090 | 0.090 | 0.090
(2 (ditch) | ;0.059QY 0, 0.059 & o.eg” 0,149 | 0149 | 0.149 | 0.149
D2 (stream), @ 0.026) | 0.026 £~0.02607 0%26 . 9.076 | 0076 | 0076 | 0.076
D3 (ditch) )y 04007 £0.0040 0002 | £0.001 47 0.007 | 0.003 | 0002 | 0.001
som D4 (pond 0.006 ég 0.008% | 0W04 @0.@ 0.009 | 0.008 | 0.008 | 0.008
op g D4 (strearh) @.0§ 0. 00040y 0. 0.008 | 0.008 | 0.008 | 0.008
R0 Ds(ped) D%0.0 . 0.008° 0901 | 0009 | 0.005 | 0002 | 0.001

D5 (§feam) © @o J0.0003 060 | 29.000 | 0.000 | 0.000 | 0.000 | 0.000

Dé\(ditch) 0:005 ©§ 0.06%°| 901 _@0.001 | 0012 | 0006 | 0.003 | 0.001
& (pond) _ ©0.00 0.067 | £0.006.°Y 0.006 | 0021 | 0018 | 0017 | 0.016
RI (stream)« 0.008 | S0.008 &°0.008 | 0.008 | 0023 | 0023 | 0023 | 0.023
o R3 (streamfs 2. 00127 0012 | 0012 | 0020 | 0020 | 0020 | 0.020
N R4 (stream) | D025 ) 0.025° | @025 | 0.025 | 0.055 | 0.055 | 0.055 | 0.055

#SD and RO deno@sprgé;l?rift an noff@@er

Bold values @ideg refied risl&ass%@ent
& N Q S Q
N
O Q
{x’ O @ o
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Table CP 10.2-8: TWAC;w values at day 7 for fluoxastrobin — use in spring cereals FOCUS Step 4

@2:° @
Fluoxastrobin (E+Z) @5/ S
Cereals (spring), 2 x 75.0 g a.s./ha @\}
Single application Multigk:)f applicatim@@ @
Buffer TWACsw-7 [pg/L] TWRCon-7 [ng/ N
Width |Scenario Drift Reduction Prift Reducti f/\@ &
& Type? 0% 50% 75% 9% 0% <[> 50% 5% 600/(((\
DI (ditch) 0078 | 0078 | 0.078 | 0078 | 018297 0182 | 01825 0183 &@
DI (stream) | 0.049 | 0.049 | 0.049 |, 0049 | 0.1 0.113 . @o.1 (S SEIQ)
20m D3 (ditch) 0.006 0.003 0.001 @0.001 Q05 0.002Q! 0.0 @®000@
SD & D4 (pond) 0.006 0.004 0.004 S 0.004 010 €° 0.0 0.009 0. 00%
RO D4 (stream) 0.004 | 0.004 | 0.0 0.004 1\, 0.01027 0.0 Qor0g o Q&Q?Z@
D5 (pond) 0.006 | 0.003 1002 @@.001©§’ 0.0 @704 O 0.002
D5 (stream) 0.000 | 0.000 00 @°0.008,°| 000 .009§ 0.00 o 000
R4 (stream) 0.038 | 0.038 | 0.038%4 0 053 & 0.0537 | 68053 %0 05@
#SD and RO denote spray drift and runoff buffer w\iﬁ °\@ N § @
Bold values considered in refined risk asse@%ment)\\ @} &6 é% N é’ % §
SR S S
&© %’x NN §@ § @Q § %@2
Vo o2 & 889 &
@ N ¥ S @ I D &
ACUTE RISK ASSESSM@&@ FOR AQBATIC @’RG&NIS B> ¢ o
Table CP 10.2-9: TERa c@culati& baséj on F&US S@f) 2 (PEC va@s bzf@sg?for dexeals on worst-case
GAP2<87.5gas/hiy & &
R . @ @ @%pojn@ P Cswmaxo @ .
Compound f%\ ecge&% o) Q[ug/ﬁ&]\ @) L] & TERA Trigger
Cereals (spring/wi@er) & . O S S~ %@ g @
V 3
<) Flslégacu A g §
@@ @ncor‘(iynchu kzs(g o LCyp$ %& i 50.9 100
@ In\‘?&tebr @ N S) ©
48 % 8.55 56.1 100
Fluox&%obm Daphn% %QSO v @% e
Z N N
AE¥Z) ) @%Ve@ate a%\“e G ECH T 450 9 sss 17.5 100
" Gammaru&gulex (\ N g N
@2@ e”igé Fs O 6 8.55 7.1 100
% erlc\I{1 szs%y laé @)@ @
Q @ aeyl L((@% @102 000 5.89 > 17317 100
HEC 5725-E-des- Wﬁw sy o

hl 1
TP @Ven@}te’ e @EC@% >100000 |  5.89 >16978 | >100

N Dagh a magna
Ro @
N ™ ,@ﬁsm aciie &0 >95700 2.61 >36 667 >100
HEC 5725-carb0@);x11c Ortéor hyr@}zus mykiss |
id @11
AT\ lnvergbrate, eute REce  >100000 2.61 > 38314 100
@ nia md, gna @
@) W
o & Fislggeute > | (o 2600 3.28 793 100
5 Q@;@mp N Oncorh§@chus mykiss
O Invegicbrate, acute | g 7400 3.28 2256 100

§ @@ g f@aphnia magna
Bold V&l& do not meet the trigger
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Table CP 10.2- 10: RAGC;w; ac calculations based on FOCUS Step 2 (PEC values based for cereals on worst-
case GAP 2 x 87.5 g a.s./ha (acceptability of risk: PEC/RAC <1)

N Endpoint RACsw; ac PECsw,max 2 x (
Compound Species (ng/L] (LCso/100) |5, [pg/L] };@/RA@
Cereals (Winter/spring) & &2
Fish, acute ~ i
Oncorhynchus mykiss LCso 433 4'35% 855 § @)@7 9
Invertebrate, acute © &8 S N
7 EC 480 8 1.7
Fluoxastrobin Daphnia magna * X ©@ @7@57 D e
(E+z) Invertebrate, acute & ) NN .
Gammaris pulox. | EC0 (@7 150 5715 6%55 R Q@.ﬂi E
¥ Z
Invertebrate, acute ;@5@ N R 2P,
Americamysis bahia f o 60'4{@' 0604 @ g&% Y 20
Fish, acute Q @ > S S
’ . Csom_~ > 1@7000 @>1@% U 5.89, <0.01.
HEC 5725-E-des- | Oncorhynchus mykiss > \@ Q < & Q @% &
hl henyl R ~
chloropheny Inverteb.rate, acut& Bes @ 100 @% &Y O(‘)Q© @.89 v §01
Daphnia magn@- | /" 9L O ' |l | 0O
Fish, acut& ARSI > S &y
’ @ LC 957 57 2 <0.003
HEC 5725-carboxylic Oncorhynch@%nykzssQ? * 0§ ﬁ§ @) f,g o
acid Invertebgate, ac&t? @: S @;\)j Q.
C >1 @ooo "> 10 2.6 <0.003
Daph@u magra 0 @ & Q o (S Cé\
S @ S L G
ch@hyncﬁ*mﬂ@g @0 . 26?8% §26 & (\%@28 0.13
2-chlorophenol I " @%t S @) g\ S @
nve , agyte
ECO 7400 74 | 328 0.04
@ Dapyiia magna % < O ((%% <

N
@
All TER value § @me ﬁb%ltes%of f%mxastag?m %et t@ trigge@ for acute exposure. For
fluoxastrobin thg acut%r s We n@ for{ffsh a rtebrates D. magna, G. pulex and A.
bahia. Therefofte, a@ﬁme k assessme%‘k is re@mired.<Fhe C(@lder@on of the more realistic FOCUS
Step 3 surfé@e water co&gentra‘%{@s is sent@“belm@’ @ \@,

In acc&ance with. (#d EF§%P Pand@opm{)@ on l%erm the uncertainty factor when data on
additional spemes@ available SA\@) %(ZO@ 301%—45) as well as the recommendations

provided in th ew FS ce Rocumen quatic Ecotoxicology (EFSA Journal
2013;11(7): 3 é@ 11abl@%cut xicity data on aquatic invertebrates (EU
agreed endp@ats) c@ld 1{%6(1 and use%m the@eﬁned risk assessment in combination with the
trigger Va]% of 100: ,%:,
@7 R @ @ . N
@ Spg\mes N N SO ECso/LCso (mg a.s./L)
\y\’ v @?ﬁm&%yﬂs @\ﬁm 0.0604
@° gam@%us D@igx &\J 0.15
S % D@@hza lgégna R 0.48
@ Q /{%nthgcyclop@gé%ustus 0.9
@& @Q ” loegg@lipterum 1.0
§ @@ % Da@\f{ia gr. galeata 1.3
§ @ ¢§ Asellus aquaticus 1.3
Q @@ haoborus obscuripes >3.2
(’9 Simocephalus vetulus >3.2
Geometric mean 0.488
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It has to be noted that the “greater than” endpoints for Chaoborus obscuripes and Simocephalus

vetulus were not considered suitable for use in the calculation of the geometric mean, since they

represent true effect values.

The geomean value of 0.488 mg a.s./L can be used for further refine

0t O
NG

n@bof the acﬁgy ris@%f

Fluoxastrobin to aquatic organisms. % § @@\ o
% o\ 9, '24\9
Table CP 10.2- 11: = TERa calculations for cereals (winte@d spring) ca@lation base(@ F(@ S St®§ @
and the refined aquatic invertebrates éndpoint (gt;@etric mean) @ S A ((§
. Endpoint P@sw,max KHCUS R NN
Species (ng/L] @ﬁug L) enagio &©I‘E§A @gg@@
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a. ha NN ~ ~ © '\\@@
SLgaos E RIditchi) Q2747 [ 100
A 2504570 | N (srbam) |7 059 1) 100
& 0036y D2witch ©f .684.0 &0
Q@ N é\{57.@1650 S Q@(suei@ @@%35.@ 100
O & 0.486> | D3 %&fl) K 887 100
Q¢ ¢ G5 P Dapond’| @400 100
Fish, acute &2 X, G 9399, U] mastream) |7 109, 100
Oncorhynchus mykiss R 50(& § k. 0.028 &%5 Q@d) e 15 536 100
& O & §J 0422 | DS (strean> | «J031 100
“ @ o O | 294860 | «D6 ditch) _[&) 895.1 100
ST & @ S omy [ VYRri@ond) <] 3850 100
& N 5
S q §\ R | 608 \y@ Ii«k(strear@ 479.1 100
©© ©\ . & N < 0.731 gﬁ (streatn) 595.1 100
S N & 0950 R4 (@ream) | 4579 100
\@ NN @ IS 6@98\ @| @Fditch) 802.7 100
N & § . [ S04 | D1 (stream) 1050 100
N N & § B o636 L D2 (ditch) 754.7 100
@? @ @ @7&\ Q %@’ @6%5 S| D2 (stream) 1032 100
o NS .o & o 0.486> D3 (ditch) 987.7 100
Q O § O Q\ o 025 D4 (pond) 19 200 100
Tnvergebyate, acute N o usn’ 399 D4 (stream) 1203 100
Daphinia magna - 2 @0 i@ & 0.028 D5 (pond) 17143 100
%, SR o @ 4 oz D5 (stream) 1137 100
S F o R ST oas6 D6 (ditch 987.7 100
. @ o . (ditch) .
&@ A0 > § Q 0.113 R1 (pond) 4248 100
@ O ©@ 0.908 R1 (stream) 528.6 100
o @Q @@ ©§’ 0.731 R3 (stream) 656.6 100
AN Q 0.950 R4 (stream) 505.3 100
S @ oy - 0.598 D1 (ditch) 816.1 100
N) g
Q % §§ 0.457 D1 (stream) 1068 100
(I}“ brate, acute |y gl 488 0.636 D2 (ditch) 767.3 100
eothean, 7 species
0.465 D2 (stream) 1050 100
0.486 D3 (ditch) 1004 100
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr}i@fr
0.025 D4 (pond) 19 520 N00 o)
0.399 D4 (stream) JO 1223 | @100y,
0.028 D5 (pond) @f 17429 100
0.422 D5 (stream), 1156 0" o100 9
0.486% D6 (ditch) 1004 [ 1009
0.113 RI \@Jjnd) 9 P o
6,908 Ry (Stream) | ©3374Q | Qoo &
09731 RS (strégin) gy 6676 g@“ ;g}
Y0950 > Résstream)y, | SN37
Fluoxastrobin (E+Z), spring cereals, 2 x 87.5 és./h@@ w\? & @Z§’ @\@ > %
N °0.81¢) Q%l diteh) |~ s3ep o) 108.°
N 0424 DIGteamO| 1026 400
D" ST 0asse D3 (dit 896,80 | ©100
Q &N LA @
Fish, acute LC &© 4% \\'0-02\79 %4 ?@d) N 1@/1 © 100
Oncorhynchus mykiss Q % C 00304 ©} Dﬁ@treag@w CPOTT °, 100
@@ N Q@J @027, 9| 95 (pond) [O16 11 100
RS & g o4 |4Ds (stréam) & 1041 100
2 9 &7 o n ] Rapwem | 13592 100
| S o O | 808100 | «DI ditch) | &) 592.6 100
ST & o £ oes [bi@aams] 132 100
§ q \Q N N @I85 o] D3 (ditel 989.7 100
Invertebraté%ute ©\ % & @ € 0.027Y §§4 (pend) 17778 100
Daphnia@agn%§ %@ &S & K2 O.@ > D4 (gtream) 1188 100
2 N @g@ @ IS 6@’2@ D3 {pond) 17778 100
RS S| & o LA0A4L8S | DS (stream) 1148 100
oS ST s & R 2 D REGweam) | 3964 100
N S @[ 68105, | DI (ditch) 602.5 100
%) R S
& @©§ @§ \@@’ o [Soad | b (s:irea;n) 1151 100
SR ST D3 (ditch) 1006 100
Inveriebrate, acute 1. 39 %Q &1 _ @027 D4 (pond) 18 074 100
G i & LC@CSO @ 48& .
corfitin, 7 species o 0.404 D4 (stream) 1208 100
g § > @ S 0027 D5 (pond) 18 074 100
N ¥ &> RO oars D5 (stream) 1168 100
2 e & Q 1211 R4 (stream) |  403.0 100
) S
N @
&§ N ©§ v Q
o & © &
& N) % S
S
S
¢ &
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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) &
- RS
. Endpoint PECsw,max FOCUS S
Species (ng/L] ng/L] scenario 5 TERA @@lgger@
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha S @W
0.600 D1 (ditch) 7250 ] @00 o
0498, | DI(strgim) | 8738 [+ “1008
0.567° D2 (dfich) 758 ) P
$481 D&@tream) [(%%904.4@\) (Q%%O ;}»\\
20,555 B @igh  JS 7838 © 10c @
07 0019 N Daond), [ 22805 P
@) S
Fish, acute LCu s | gAs | Ddueaiy | S021 | “roo
Oncorhynchus mykiss % @th&go_()l@&Q é@} (p(@l) 957 @5 ;@ 10a_°
ST b @ D5 (stream)O| 9842 &0
Q@ o | 0553 ] Beiteh) | g 786.6 | ©100
O% A [ 004> | @RI @and) 1 100
Q v X e - %@% —+
) el 0365 &l R1 @treanyy U@ 92 o 100
& > @@’ 515, \;Q(st%z% &841@} 100
S 0. < R4 (sréhm) ¢f 9688 100
2) é ©© 3 zéoﬂ\?) 1\‘?& N | «860.0 100
@ § Q % ICI% ?7\8 .
. @ o O | 29480 | DI (stream) |&) 963.9 100
SN & o £ 0592 | OD2djch) <} 8108 100
§ & O O T @381t 9 D2 (stream) | 9979 100
<) ©\ NN \\ 0.555 (ditch) 864.9 100
SEES O © & SR S ) 25 263 100
Invelj[e@te’ acute % @ %480 é\ (@6 s D&’stream) 1127 100
D&@lia magna @@ Q%@ @ . Q@o.ow@ AP5 (pond) 25263 100
Nl = ©@ A7 0442 | D5 (stream) 1086 100
» § oS @] 83, [ D6 (i) 868.0 100
2 & @ [ £0.0410 R1 (pond) 11163 100
@ @Q > © ©\ ) O
S © ©@ N 0,365 R1 (stream) 1315 100
AN > §§ ,%Q o] @515 R3 (stream) 932.0 100
& IS Z & [+ 0.449 R4 (stream) 1069 100
N § NN @ ¥ 0600 D1 (ditch) 813.3 100
N $ o> R o oas DI (stream) | 9799 100
@* . N S @ 0.592 D2 (ditch) 824.3 100
@ \% § @ 0.481 D2 (stream) 1015 100
1 t @§t @)@ S AS) 0.555 D3 (ditch) 879.3 100
nv rate ute
GQ&%@:E& ec1 "y I@ECSO 488 0.019 D4 (pond) 25 684 100
N @ S %, 0.426 D4 (stream) 1146 100
QQ é@ & 0.019 D5 (pond) 25 684 100
@@ 0.442 D5 (stream) 1104 100
0.553 D6 (ditch) 882.5 100
0.043 R1 (pond) 11349 100
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr}i@fr @
0.365 R1 (stream) 1337 N00 o)
0.515 R3 (stream) O 947.6 | @100y,
0.449 R4 (stream) @f 1087 100
Fluoxastrobin (E+Z), spring cereals, 1 x 87.5 g a.s./ha % ®) % 9
0.5859 | DI (difch) 746 (> 1008 | g
0.490 D1 (§icam) 878 P M0
@554 33 (dich) | ©7852% ] _Sroo o>
Fish, acute o s 0019 D4 (pgid) Q" 22895 | 108>
Oncorhynchus mykiss %0 « 0,453 0° Dii(%treamf@’ &0_30 RS o0
O L @019, | 455 (paf®) |22 895 100
A [©0469 | D5 (sgeam) o} 9355 49 109
< 06507 P Ragstleam) ” | SH16.6 0
K & 20583y | 0T i) J98238 | Moo
<~ @ |~ 04% K D18 996 2 100
@Q 2 2354 @@J R3itehO | Ho6.4" | 100
Invertebrate, acute @ S 480~ @.019 @ﬁ“ (pond) O25 %@ 100
Daphnia magna 50& §) AN 0.483 D4 (;’ggéém)% %)60 100
© o S0 o DS tpondf> | %05 263 100
N @ o O | 804650 | w05 (stream) | |&) 1032 100
ST & g S oes [ Re@iame] 7908 100
§ q D N 6383 o] D (ditel 837.0 100
©© ©\ S N £ 0.490 Y @(sme\@m) 995.9 100
¢S LE 9 s o | padic 880.9 100
InverteBeate, acute L%gg Sgg O]__0019 | Dtpond) | 25684 100
Ge n,7species@© S 50@ . (@)4@%@ @4 (stream) 1077 100
S S & & K 0019 1 D5 (pond) 25 684 100
N S @ 6465 5, | D5 (stream) 1050 100
9 @ Y Q
) S T [ L0608 | R (stream) 804.0 100
~ -
AR AN I
=) N @% W2 %
@’ NS ISEREN
N ) @ D
X o @ N @ @
N (g @\ R Q
@° & @ S
NICY N
&4 &
& & & &
S QS
&
$ O e s
& &
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Table CP 10.2- 13:  TERAa calculations for cereals (winter and spring) calculation based on FOCUS Step.3
and the refined aquatic invertebrates endpoint (geometric mean) @o @

ay
. °\
Species EF:gl)/(E]II t Pﬁg;f]m SFC?If;E:) & TER4 @®iggg@
Fluoxastrobin (E+Z), winter cereals, 2 X 75.0 g a.s./ha (o8 S
0.509 DI (ditely | 85460 00 9
03869 | DI (spgam) 148 1> 1008 | o
0.538 D2 {itch) B6 NP M0
@94 D3.(stream) @104 R m©100 @%
0417 D3 (gfen) @ ey | 106
0,021 " Dfpond)r| 20714 Te0
Fish, acute Lew ) 5& @342,% %(strzj@ > 1272 100
Oncorhynchus mykiss % . (03 0_&2@ QDS (pond) & 1895 @@’ 1@
< 0362 P Dsistleam)” | S1202 00
QQ@ (Eix\ A041%S | =06 digw Q1048 | Moo
& T[N 009 | RI opnd) F 4831 «[? 100
o <2 & 6963 &) Ra(treap | S370.0 S| 100
N e Weo15, | B3 (stream) |© 7023 100
Yo O B [ Sragvem sl 100
7 9 0509 o Di(ditgh [<01943.0 100
& @@ 2 O 003897 | (DI (seam) o | D 1234 100
@Q Q Q@ > 0338 | D2(dich) S| 8922 100
S D NN | 0394 D] Distreadd) 1218 100
I & o 50417 | £03 (diteh) 1151 100
& NN . S ol P pafond 22 857 100
Inverteate, acute =] % @480 O %2 @[ Distream) 1404 100
Q@nia magna @© ) @0 o ©°0.024, QD5 (pond) 20 000 100
O & &L O ] 0862 4 DS (stream) 1326 100
& Q @Q O 05175 D6 (diteh) 1151 100
@ R @Q o S [©0.0% R1 (pond) 5000 100
Q ¢ § O Q\ e 0e3 R1 (stream) 629.1 100
< » @%’ L 9T < Fols R3 (stream) 780.5 100
@7 Jm\\@ N &@ S 0.801 R4 (stream) 599.3 100
7 < .
\& %, Q% é}@ Q@ § 82(8)2 1;)11 (ditch) 958.7 100
@° o @ & . (stream) 1254 100
e § § Q 0.538 D2 (ditch) 907.1 100
@ O & @Q@ 0.394 D2 (stream) 1239 100
N 0.417 D3 (ditch) 1170 100
In brat@cu.“% Is@@o/ECso 488 0.021 D4 (pond) 23238 100
C&é&near@@pm@ =
NS ZEC N 0.342 D4 (stream) 1427 100
& & 0.024 D5 (pond) 20333 100
@ 0.362 D5 (stream) 1348 100
0.417 D6 (ditch) 1170 100
0.096 R1 (pond) 5083 100
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr}i@fr
0.763 R1 (stream) 639.6 N00 o)
0.615 R3 (stream) O 7935 | @100y,
0.801 R4 (stream) @f  609.2 100
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0g a.s./ha % ®) % %
06949 | DI (difch) 6286 > 108
0.364 D1 (§icam) @os & M0
@316 33 (ditch) | Oloas | Oroo o>
Fish, acute o s B0 | DA 4 18918 4 106
Oncorhynchus mykiss %0 « 0,347 v’ D£®ream@ @540 RS o0
O L @023 455 (e |18 913 100
A [©03s® | D5 sgeam) o 155 49 109
< £023 P Ragstteam)” | Zw2s2 0
K & 20.692Y | 0T (dieh)  [Q 693 | Y100
W [N 0364 DI gighm) ) K [? 100
@Q &2 & A6 @@J R3iteh© | 0154 S| 100
Invertebrate, acute @ KN 480+ @.023& @4@& (pond) @20%%@ 100
Daphnia magna 50(& §) A 0349 D4 @e%m)@ 4383 100
@ 9O g ST003 (f Dslpondi | 20870 100
N @ o O | 293580 | w5 (stream) | [ 1341 100
o | T o Frer [TRe@wama] 492 100
§ q D N B2 o] D (ditel 705.2 100
(CREENN AN N |« 0364 @%’ (stregin) 1341 100
o O N
¢S LE 9 s B ods | padich 173 100
InvertebRate, acute | | o g (e O 0023 g Di(pond) | 21217 100
Ge n,7species@© @%l 50@7 . (@Q)SAQAQ @4 (stream) 1406 100
S S & § ‘K7 0023 L D5 (pond) 21217 100
N S @ 6358 5| D5 (stream) 1363 100
o & &y s
S S & & 18 10235 | R4 (stream) 477.0 100
= -
VUSSP
<) 6 O oF L&
@7 °\ Q @ o\
S A\ N @§ ">
A (g @\ R Q
@" S L S
Y N
&4 &
& & ¢ &
S QS
&
$ & e s
&< &2
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Table CP 10.2- 14:  TERa calculations for cereals (winter and spring) calculation based on FOCUS Step.3
and the refined aquatic invertebrates endpoint (geometric mean) @o @

ay
. °\
Species EF:gl)/(E]II t Pﬁg;f]m SFC?If;E:) & TER4 @®iggg@
Fluoxastrobin (E+Z), winter cereals, 1 X 75.0 g a.s./ha (o8 S
0.510 DI (ditch)) | 85290 0 9
04269 | DI (spgam) 1024 | 1008 | o
0.501 D2 {itch) 83 NP M0
@10 D3.(stream) ®061 R m©100 @%
2 0.476 D3(gfien) © 913y L 108
0,016 0 Dftpond)@| 2p188 N To0
Fish, acute Lew ) 5& @365 % %(strzj@ > 1192 100
Oncorhynchus mykiss % . (03 0_&1@ QDS (pond) & 27 (@Y @@’ 1@
< 0379 P Dsistleam)” | 148 00
QQ@ (Eix\ L0474y | =06 digw @9y | Moo
& D[N 003 | RI pnd) S 12983 «[? 100
o <2 & 6913 ) RaGtreap | S7390 S| 100
N e @442, | B3 (stream) | 9842 100
Vs O Eom  [Sragvem ] aies 100
7 9 0510 o7 Db(ditgh [<0\941.2 100
5 @@ 2 O 004257 | (DI (stream) o | D 1129 100
@Q Q Q@ > 03 | D2{dich) & 9581 100
S D TN | 040 D] Distreadd) 1171 100
& ©\ S éx o 50436 | £03 (diteh) 1008 100
& ~N O . RN 0w P paond) 30 000 100
Inverteate, acute =] % @480 O %65 @[ Distream) 1315 100
Q@nia magna @© ) @0 o ©0.0te, QD5 (pond) 30 000 100
S O & O o 0379 L DS (stream) 1266 100
@2§ Q > @Q O 04745 | D6 (ditch) 1013 100
@ ©Q @© oS Qe R1 (pond) 13 333 100
AN § O Q\ 1o SNVNE R1 (stream) 1534 100
S » @%’ L9 G R3 (stream) 1086 100
@7 JR\\@ N &@ S 0379 R4 (stream) 1266 100
7 < .
S N Q% é}@ Q@ § 8.2(5) 1;)11 (ditch) 956.9 100
@° o @ & . (stream) 1148 100
oA §» § R 0.501 D2 (ditch) 974.1 100
@ O - @Q@ 0.410 D2 (stream) 1190 100
Q& ) 0.476 D3 (ditch) 1025 100
In bracu.te Is@@o/ECso 488 0.016 D4 (pond) 30 500 100
C&é&near@@pec@ =
S & @ $ 0.365 D4 (stream) 1337 100
& & 0.016 D5 (pond) 30 500 100
@ 0.379 D5 (stream) 1288 100
0.474 D6 (ditch) 1030 100
0.036 R1 (pond) 13 556 100
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERs Tr}i@fr
0.313 R1 (stream) 1559 N00 o)
0.442 R3 (stream) [O 1104 | @ 100g,
0.379 R4 (stream) @f 1288 100
Fluoxastrobin (E+Z), spring cereals, 1 x 75.0g a.s./ha % ®) % %
04919 | DI (difch) 8753° > 108
0.420 D1 @eam) @36 @Q A0 4
@475 33 (dich) | ©915.8°% ] _Oroo o>
Fish, acute L s D016 D4 (pgd) {0 27438 106>
Oncorhynchus mykiss % “ 0,388 07 D£®ream@ @\121 o Yoo
O @017, 455 (e |25 588 100
A (D039 | D5 (sgeam) o 1000 49 109>
v S \P )
&, @s11 P Ré§stleam) = | ~851.3 0
K & 20497y | 0T diehy)  [Q96s8 | M100
'S @I 0.4% DI @8gam) ) K3 [? 100
@Q 2 2975 @@J R3itehO | 011 S| 100
Invertebrate, acute @ KN 480+ @.016& @4@& (pond) ©3OQ§9 100
Daphnia magna 5‘& RO NI D4 ggcam) 4 1237 100
% o & 007 ] Dslpondr” [ 2835 100
N @ o O | 89390 | w5 (stream) | [&) 1203 100
ST & g S osd [ Reoiame] 9393 100
§ d \@ N N e DI (ditet® 981.9 100
©© ©\ S N & 0420 gé%)(sme@m) 1162 100
¢ S LE 9 s s | pidich 1027 100
InvertebRate, acute | | o ) o0 O 0016 g Bi(pond) [ 30500 100
Ge n,7species@© @%l 50@7 . (QQ)S&\&Q @4 (stream) 1258 100
S S & § ‘K7 0017 L~ D5 (pond) 28 706 100
N S @ 6399 &, | D5 (stream) 1223 100
9 @ Y Q
ES) S T [ L05yS | R4 (stream) 955.0 100
~ -
AR AN I
<) 6 O oF L&
@7 o Q @ N
S A\ N @§ ">
N (g @\ R Q
@" S L S
S N
&4 &
o & © ©§’
S QS
&
$ & e s
& &
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Table CP 10.2- 15: RACG;w; ac calculations for cereals (winter and spring) calculation based on FOCUS Step

3 (acceptability of risk: PEC/RAC <1) j\b
. Endpoint RACw; ac PECiw,max FOCUS N
Species (ng/L] (LCs0/100) mgl]  |Oscenario @:’R&@
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha @ WS
0.598 <\ | DI (ditel)’| P14 9
V® 0.45% D1 (stream) | 0.11$ @
. 0636 DXAdich)SP g5 o
@ 0.465 [ (strea% m@.ll @é}
@@ 0489 QD3 (diieh) | 0.4
| o ' 0025 @ | Diypondi{ 0%1
Fish, acute o 15O | 15 030t B (strgam) |« 0.09
Oncorhynchus mykiss %0 % (03 \%@ Q ()_Qz?gj Q) D5 (@nd) @@’ ’ 0_@
N ST e Y| Distream) 10
@ N L0 L S—e e
K NS Sl 0.486)° 196 dich) | o1
$ @IS @N \ og@% &Y Rigond)e[? 003
@ &@ @% @j@ @© @M%h@ Rq&éstrean} 0.21
NS S et ®3 stggm) | 0.17
S O @ [ geso . T Réggream) | 0.22
7 N 9 & & %9598~ |BF(ditch) | 0.12
W ) 9 O | LD 0457 DI (stream) 0.10
ST & o £ o T .
@ § & > & 4 086 D2 (ditch) 0.13
SRR EN o[ 504657 [D2stream) | 0.10
& ©& & D | SIS D3 (ditch) | 0.10
(S NS . & P S 5~ 0@25 D4 (pond) 0.01
Invel@%te, acute =] %o @7 120 & is 0@@ @0.399 D4 (stream) | 0.08
nia magna @, @0 o @Q S Q" 0.028 D5 (pond) 0.01
. S-S & 0422 D5 (stream 0.09
© K& % (stream)
& Q SR R 0.486 D6 (ditch) | 0.10
@ R @Q Q s S S > 0.113 RI (pond) 0.02
AN § O Q\ g D 0.908 R1 (stream) | 0.19
S . § @%’ .9 %@ 0.731 R3 (stream) | 0.15
& R &@ D 0.950 R4 (stream) | 0.20
\‘v\, N Q% \@ Q@ § 0.598 D1 (ditch) 0.12
(@) 0.457 D1 (stream) 0.09
@° 5 & Q& :
oA §» N 0.636 D2 (ditch) 0.13
@ N @ 0.465 D2 (stream) 0.10
NI ~
R, 0.486 D3 (ditch) 0.10
In bracute Is@@/EC 488 4.88 0.025 D4 (pond) 0.01
C&é&nean@pec@ w0 : i pon i
S @@ v % 0.399 D4 (stream) | 0.08
& & 0.028 D5 (pond) 0.01
@ 0.422 D5 (stream) 0.09
0.486 D6 (ditch) 0.10
0.113 R1 (pond) 0.02
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Species EF:gp/;l]n t Pﬁggs/vi’i’ax fcglggii PEC(/\ C
0.908 R1 (stream) | N.19 @y
0.731 @3 (stream) @D ‘61@
0.950 ‘f R4 (stream) Q\\ﬁ
Fluoxastrobin (E+Z), spring cereals, 2 x 87.5 g a.s./ha % Q % 9
0.810 D1 (digch) { > 0.168
0424 DI @ream)P 40 ¢
L0485 | o8 ditch® | (D11 o>

0.047

D4 (pond) 4 0.05

Fish, acute LCso 2
Oncorhynchus mykiss 0" 0M04 Q@ D@trealﬁ(}v ﬁg
o] 5500290 |3 (pend) | 0.01
R 0418 o] D5 (shdam)d " 0.4
B R |
0810, [P1 digh) | So.17
& 7 oo oPDI @eam) [? 0.09
@Q @@J 085O | DBAditehy | 0.10
Invertebrate, acute @ @»Q0.0;j D4 (g&uﬂ) 0.01
Daphnia magna 50(& A %07/1 . G D4 fstream) 0.08
© 20027 Q" | 135 (pond) 0.01
N @ © &, 0418 |DF (stream) | 0.09
(S Yo
S & 1911 <[ R4 (stream) 0.25
§ \QD e 40810 @ | DI (ditch) 0.17
©© 6\ S V" Do DI (stream) |  0.09
(& S O © SIS D3 (ditch) | 0.10
Invertef?ate, acute L 9 @ @7027 D4 (pond) 0.01
Ge@njspecies@@ C@@CSO Q> 0.404 D4 (stream) 0.08
@\ &\ é\g A 0.027 D5 (pond) 0.01
@? Q @ > 0.418 D5 (stream) 0.09
1.211 R4 (stream) 0.25
& &) UQ (@) @E’@
Q O o O
g 9
) S
& 2 Q -
& S L®
v o
2 . @ &
& E -~
SN
&e.oe
SIS
S 2
NS
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Table CP 10.2- 16: RAC;w; ac calculations for cereals (winter and spring) calculation based on FOCUS Step

3 (acceptability of risk: PEC/RAC <1) j\b
. Endpoint RACw; ac PECiw,max FOCUS N
Species (ng/L] (LCs0/100) mgl]  |Oscenario @:’R&@
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha @ S
0600~ | DI ditck)’| eb14_ 9
V® 04%8 | DI (stream) | 0.4E | g
N 0892 | Doadich)y P g4 g
@ A0.481 [ (strea% m@.ll @%
@@% 0.559 QD3 (diich) | 0.1
| o " 0019 @ | Dypondi{ 0%0
Fish, acute LC 4 5@ %@ﬁ 3 6\9 042607 @ (strgam) 0.10
Oncorhynchus mykiss 0 % (03 \%@ Q ()_Ql\gj Q) D5 (@nd) @@’ DQ.(@
R N S YT [T A I
K (Eix\ & & [ 05587 6 @igh) | 0.3
O NN N 0B S Rigond? 001
R o 4 @© & 036550 | Rdtstreamy | 0.08
@ ° & @ @, @ Q @
§ S e S @05k 3 (stegim) | 0.12
KOO & @ [N w9 . Raggream) | 0110
7 N 9 & & %9.600, > | DY (ditch) | 0.13
5 @@ %@ O | O 0498 DI (stream) 0.10
@Q Q@ § S 4 082 S| D2 (ditch) 0.12
SRR EN [ 048 T D2 Gstream) | 0.10
& D ©& & > & S &£ 0558 D3 (ditch) 0.12
(S NS . & P S 5~ 0®19 D4 (pond) 0.00
Inverteate, acute =] % &0 (& s @[ L0426 [Ddueam) | 009
nia magna @, ) @0 o @Q S Q" 0.019 D5 (pond) 0.004
O & & 0 S MMCET D5 (stream) | 0.09
& Q W WO > 0.553 D6 (ditch) | 0.12
@ R @Q Q s S S > 0.043 RI (pond) 0.01
AN § O Q\ g D 0.365 R1 (stream) | 0.08
S . § @%’ .9 %@ 0.515 R3 (stream) | 0.11
& R &@ D 0.449 R4 (stream) | 0.09
\‘v\, N SIEG Q@ @ 0.600 D1 (ditch) 0.12
. &@\ &© 0.498 DI (stream) |  0.10
&@ a0 §» § R 0.592 D2 (ditch) 0.12
@ Q d “ ©@ 0.481 D2 (stream) 0.10
o Q) ©© 0.555 D3 (ditch) 0.11
Invégicbraie; 2 cu.te% BCW/ECs) 488 4.88 0.019 D4 (pond) 0.00
Cﬁ'&mean@pec&s %,
S @@ L N 0.426 D4 (stream) | 0.09
&7 & 0.019 D5 (pond) |  0.004
@ 0.442 D5 (stream) 0.09
0.553 D6 (ditch) 0.11
0.043 R1 (pond) 0.01
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. Endpoint RACsw; ac PECsw,max FOCUS
Species [pg/L] (LCs0/100) [ng/L] scenario PEC(/\ C
0.365 RI (stream) | 2007 @
0515 I3 (stream) | @ 0.1y,
0.449  @fR4 (stream) [~ Q.09
Fluoxastrobin (E+Z), spring cereals, 1 x 87.5 g a.s./ha % ®) % %
© 0.583 DI (diggh) { > 0.138
¥ 00 DI @ream)P ¥ ¢
%@% Loss4 | o8 ditch® | (D13 o>
Fish, acute LC 435 %@ 435 O-Qifﬁ @34 (@d) L 00@%
Oncorhynchus mykiss %0 « @ . 0" 0M53 @ D@trealﬁ(}v © 6@ 0
SEC S I TG D3 (pgnd) _0.00
s @ \@ R 0465 D5 (stdam)d 9 0,41
< S P 0607 7| Rétream) | D14
RN 583, ' o.
K Ss olavy D1 (difh) _ 0.12
O 0490 DI (¢heam) |2 0.10
R o 4 Qb @@J 03540 | pSuditchy | 0.12
Invertebrate, acute @Qj "\& 480 @’4 80& @»Q0.0;Q D4 (Q§uﬂ) 0.004
Daphnia magna % < e AN O°<4§§/ & D4 gstream) 0.09
& S Y S&— >
© 2 N 2001950 | B (pond) 0.00
% Q @ . S) 0.465 %(stream) 0.10
o S 9 O O L& 0465
ST & g )& s [V 0@ «JRe(sream) | 013
S © O N 0.583 @ | DI (ditch) 0.12
@ @ o\ w\a \ 0\ ©@ v&. 11C .
©© ©\ S & @ & N 0.49Q DI (stream) 0.10
[ S NS N P Q@ ST D3 (ditch) | 0.11
InvertebRate, acute || o 50 e O D @ @019 D4 (pond) | 0.004
Ge n,7species@© @ii 50@7 . ©© ’ N Q> 0.453 D4 (stream) 0.09
@\ Q\ %, § w4 0019 D5 (pond) 0.00
@? A @Q N %@’ o > 0.465 D5 (stream) 0.10
RS NS S 0.607 R4 (stream) | 0.12
S 8
A N
3 F &Sl
@’ NS ISEREN
S N A9
@
> S S
S v & N 0o
@° S @ S
S N
@ < 9 ©@
o & © ©§’
S QS
(ON
$ & e s
& &
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Table CP 10.2- 17: RACG;w; ac calculations for cereals (winter and spring) calculation based on FOCUS Step

3 (acceptability of risk: PEC/RAC <1) j\b
. Endpoint RACw; ac PECiw,max FOCUS N
Species (ng/L] (LCs0/100) mgl]  |Oscenario @:’R&@
Fluoxastrobin (E+Z), winter cereals, 2 X 75.0 g a.s./ha @ WS
0.509 X | DI ditel)’| P12 9
V® 0.389 D1 (stream) | 0.098 @
0838 DX@dich)SP (42 o
) 40394 | m(streany) | D09 5
@@% 0447 QD3 (diich) | 0.8
| o v 0021 @ | Dipondi| 0905
Fish, acute LC 4 5© %@ﬁ 3 @Y}f 03420 @ (strgam) 0.08
Oncorhynchus mykiss %0 % & %@ Q ()_Qzﬁj Q) D5 (@nd) @@’ ’ 0_@
@@9 : @}\ P36 7| Dgstream) J
K (Eix\ & & 04y 16 @igh) | 010
$ A R i og@% &Y Ripond)[? 0.02
o <2 & @© K K)@.)763 2O | Rifstreamy | 0.18
LN o T o[ @les  [Rcugm| 014
& @\@ & | g &\(9 %’@ream) 0.18
& %9.50 (ditch) 0.11
D &l S5
| Y 9 & TS 0389 . (stream) 0.08
@Q CENS Q@ § S 4 0838 S| D2 (ditch) 0.11
G oM N o 503947 [D2Gteam) | 008
N & .
o O SN £ 04ty D3 (ditch) 0.09
(S ~N O @© & P @§© 5™ 0@21 D4 (pond) | 0.004
Invel@%{)ate, acute =] %o @7 120 & is 0@@ 342 D4 (stream) | 0.07
nia magna @, ) @0 o @Q S Q" 0.024 D5 (pond) 0.01
O & & 0 A 0362 D5 (stream) | 0.08
& Q SR R 0417 D6 (ditch) | 0.09
@ R @Q s S S > 0.096 RI (pond) 0.02
Q O oS S gD 0.763 RI (stream) | 0.16
S o & @%’ ) . 0.615 R3 (stream) | 0.13
& R &@ D 0.801 R4 (stream) | 0.17
\‘v\, N Q% @\@f Q@ § 0.509 D1 (ditch) 0.10
. o & 0.389 D1 (stream) 0.08
&@ a0 §» § R 0.538 D2 (ditch) 0.11
@ N @ 0.394 D2 (stream) 0.08
S G -
@ S 0.417 D3 (ditch) 0.09
Inweic bracute 8)
S\ | BQWECs 488 4.88 0.021 D4 (pond) |  0.004
Cﬁ'&mean@pec&s %,
S @@ L N 0.342 D4 (stream) | 0.07
& & 0.024 D5 (pond) 0.00
@ 0.362 D5 (stream) 0.07
0.417 D6 (ditch) 0.09
0.096 R1 (pond) 0.02
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. Endpoint RACsw; ac PECsw,max FOCUS
Species [pg/L] (LCs0/100) [ng/L] scenario PEC(/\ C
0.763 R1 (stream) | N.16 @y
0.615  JR3 (stream) | @ 0.1%y,
0.801  ‘Cf R4 (stream) Q\\%
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0 g a.s./ha % ®) % %
©) 0.692 D1 (dich) { > 0.165
A DTS T
%@x L0416 | O3 ditchy | (D10 o>
Fish, acute LC 435 %@4 5 O-Qé@ @34(@§ld) - 0-%
Oncorhynchus mykiss %0 « @'Q 0" 0847 @ D@treanﬁvd ﬁg
O, &l g0 D3 (pgnd) 001
. 0.358 D5 (stream) 0.
@ \@ R 03 Qg fram) 4 Y
@’ , o &Q rr\ﬂ*?)% ™ RA¥stream) 4
K &e < :\90.69@} D1 (diggh) | Vo4
O 7 o03pd  ~PDI @iream) [? 0.08
R o 4 Qb @@J 02160 | pSditchy | 0.09
Invertebrate, acute @Qj "\& 480 @’4 80& @»Q0.0;; D4 (H&Kﬂ) 0.005
Daphnia magna 50(& @@ @& '@ A 02%4‘% . 9 D4 fstream) 0.07
@ O g g N 200230 | s (pond) | 0.005
“ @ o O 6@ L O [« 03587 | |®5 (stream) | 0.07
ST & g & & [T s < JReGuweam | 021
S DO N 0.692 @ | DI (ditch) 0.14
S DN N N Ol o
©© ©\ A & @ &\ @ §@0.36@ D1 (stream) 0.07
[ S NS N P Q@ 5> 0@l6 D3 (ditch) | 0.09
InvertebRate, acute || o ) e O D @ _qp023 D4 (pond) [ 0.005
Ge n,7species@© C@@CSO@ . ©© ' N Q> 0.347 D4 (stream) 0.07
S ST & S A SR E D5 (pond) | 0.005
@? A @Q N %@’ o > 0.358 D5 (stream) 0.07
) S LSS 1023 R4 (stream) | 021
NGRS
)
3 S AN
@7 °\@ Q @ N
S A\ N @§ 9
N (g @\ R Q
@" S @ S
C o &S R
@ < Q & ©@
¢ & O
S eSS
(O
$ & e s
&< &£




B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
BIX+FXA+PTZ EC 190 (40+50+100) G

Page 35 of 120

2

016-01-12

Table CP 10.2- 18: RACGC;w; ac calculations for cereals (winter and spring) calculation based on FOCUS Step

3 (acceptability of risk: PEC/RAC <1) j\b
. Endpoint RACw; ac PECiw,max FOCUS N
Species (ng/L] (LCs0/100) mgl]  |Oscenario @:’R&@
Fluoxastrobin (E+Z), winter cereals, 1 x 75.0 g a.s./ha @ WS
0510 | DI ditel)’| P12 9
V® 0425 |DI zgﬁg@m) ;\ 0165 | o
1 D2@ditch 2
@} &0%?1)0 I (st § @{ﬁﬂg C&(
% Q) % \\D (ng Cy '@@»
0. VD3 (difch) 0.
0 h 5
%@@/@Q 0" 0016 @ | Diypondi| 0504
Fish, acute LC 4 5© %@ﬁ 3 @Y}f A0.3650° @ (strgam) 0.08
Oncorhynchus mykiss %0 % & %@ Q O-QI% Q) D5 (@nd) @@’ DQ.(@
Y N 0,379 -~ | D&\stream) 9
K &S S laue D6 (diich) _ 0.11
O NN 0836~ Rifpond)[? 0.01
R o 4 @© & 031320 | Rdtstreamy | 0.07
@ ° & @ @, @ Q @
NS S| @t 3 (stegm) | 0.10
S O @ [ 039 . T Rgream) | 0.09
7 N 9 ENS %9510, |DF(ditch) | 0.11
S| S 2 Q |y \© K045 Dl stream) | 0.09
@Q Q@ § S 4 0801 S| D2 (diteh) 0.10
SRR EN & 0410 [ Gtream) | 0.09
& ©& & D | ST D3 (ditch) | 0.10
(S NS . & P S 5" 0@16 D4 (pond) | 0.003
Invel@%{)ate, acute =] %o @7 120 & is 0@@ @D 365 D4 (stream) | 0.08
nia magna @, ) @0 o @Q S Q" 0.016 D5 (pond) 0.003
O & & 0 S MCED D5 (stream) | 0.08
& Q W WO > 0.474 D6 (ditch) | 0.10
<G ¢ @ 0.036 R1 (pond) 0.01
Y @Q @? . i ) , § >
AN § O Q\ g D 0313 R1 (stream) | 0.07
S . » @%’ .2 @ 0.442 R3 (stream) | 0.09
& R &@ D 0.379 R4 (stream) | 0.08
\‘v\, N SIEG Q@ @ 0.510 D1 (ditch) 0.10
. &@\ &© 0.425 DI (stream) |  0.09
&@ a0 §» § R 0.501 D2 (ditch) 0.10
@ Q d “ ©@ 0.410 D2 (stream) 0.08
o O 0.476 D3 (ditch) 0.10
In bracute Is@@/EC 488 4.88 0.016 D4 (pond) 0.003
C&é&nean@pec@ w0 : i pon -
S @@ L N 0.365 D4 (stream) | 0.07
&7 & 0.016 D5 (pond) |  0.003
@ 0.379 D5 (stream) 0.08
0.474 D6 (ditch) 0.10
0.036 R1 (pond) 0.01
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. Endpoint RACsw; ac PECsw,max FOCUS
Species [pg/L] (LCs0/100) [ng/L] scenario PEC(/\ C
0.313 RI (stream) | 20.06 @
0442 JR3 (stream) | @0.09y,
0379 ‘fR4 (stream) Q\\&
Fluoxastrobin (E+Z), spring cereals, 1 x 75.0 g a.s./ha % ®) % %
©) 0.4 DI (ditch) { > 0.1
s “ S “
0420 | DIGtream)’ 030 g
%@% L0475 | O ditchy | Q11 o>
Fish, acute LC 435 %@ 435 O-Q%@ @34 (@d) - 0~0@%
Oncorhynchus mykiss %0 « @'Q 0" 0888 @ D@trealﬁ(}v © ®9
O, &l g0 D3 (pgnd) 0.004
A TP [N 039 qDs siramdS 069
< S P st Réstream) | 12
5 - : @)
K &s ol D1 (diggh) | Yoo
O 0#20 DI (gream) |2 0.09
R o 4 Qb @@J 075.©° | poiditchy | 0.10
Invertebrate, acute @Q) "\& 480+ @’4 80& @»Q0.0;/ﬁ D4 (g&uﬂ) 0.003
Daphnia magna 50(& @@ @& '@ A 02%8?? . Y D4 gstream) 0.08
@ O g g N 200170 | Ps(pond) |  0.004
“ @ o O 6@ O [« 03997 | |®5 (stream) | 0.08
Q| D Q > SEaryes
) K @ D v 04! & | R4 (stream) 0.11
S WD O & 0497 @ | DI (ditch 0.10
@Q \@ N - N \© é@ \”}04 DI o 0.09

o 6 'S @ %& @ § A42Q, (stream) .

(& S O O W g R 0@75 D3 (ditch) | 0.10
InvertebRate, acute || o 50 e O Do @ _a@ols D4 (pond) | 0.003
Ge n,7species@© Qél 50@ . ©© ' w Q> 0.388 D4 (stream) 0.08

S ST & S o L 0017 D5 (pond) | 0.003
@? A > N %@’ o > 0.399 D5 (stream) 0.08
Q1 & & IS S 0511 R4 (stream) | 0.10
Vs S S (@) 2 &) Qr
QO O O S o
The trigger is met for all@val \d S _v@ riox%ons@éuently, a safe use can be assumed according to
the prol@ GAP. ¢ Q @ o\%
@ A\ N 0,9
& N TIPS S
N (g @\ R Q
@" S @ S
sy &S 8
@ < Q & ©@
MO I
<&
{x’ O @ RS
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS
& &
Table CP 10.2- 19: TERLwr calculations based on FOCUS Step 2 (PEC values based&r cereals on t- v
case GAP 2 x 87.5 g a.s./ha) @ A@

. Endpoint PECowml R
Compound Species 4 TER @ er
P P [ng/L] [ngA) | Smeeere
Cereals (Winter/spring) @ N %\ S o@ @
Fish, chronic NOEC , 286  |0)%8.55 %3 a0
Oncorhynchus mykiss oS ’ e AT o G

i Q o 4 © 4
Invertebrgte, chronic NO % 180 N €55 @ é 1 %
Daphnia magna @, N @ A S
i ‘o > -
2 sss” || o

Invertebrate, chronic &’
Gammarus pulex &OEC@ 3@ @§ 4% D <
Invertebrate, chroni @ Q > SN
Fluoxastrobin Americamysis ba@ﬁ;% NQEZ% R 0'66 < 8'§5©© %0%7 < §9
(E+Z) Sediment dwe@ S © > D %, ) Q
> N @
chronic® Eg@” Q130 o §%5 §@ i@ L 10
Chironomu)gﬁsiparius@’ S v N S RS
Green a a,%hr e 9 @@ Q 4q ™~ §©> ©@ >
Pseu chne&i la @@50@ %0 @)@ 8. S 2& 10
Stbcapjtata %ﬁﬁ @ & 1S §(@ o -
Aqéatic plafd, chr NEES
& Lem&gibba% EXCRN O 1 454 10

2 - S -
o re ga, @i@)nlc
H]igljzozifndfs é(@meu kirchoericlld | BES, S$r100900 | Os89% ) > 16978 10

pheny D ésub atas Y

@@ Sediment dueller,

& > 5

S Cehron® 7| E 98 50 2.61 37739 10
o QS @

HEC 5725—%rb0xyli@ Chivonomgs riparius_ |2 ” &>

PP v e PN
A @Pseudokirchne lella@q ECQ° 160 Q06 2.61 >31 303 10
b Qwbeapara o | > o &

@ Fish roni&\ )
) @nep@g} dinelas j\%E& 0 3.28 1220 10

@ © | . 5
Q b InVé@bf?t\émN?ﬂm% NOEC & 300 3.8 91 10
2—chlor§henol @aph% ag@ e @
@7 %}ree@a, chf@nic °§§ N
S Pseydokirchneriella > EGw 70 000 3.28 21341 10
%, st Subcapiyata m@ N

N
* Endpoint from study corf@ictedgyith EC 100 fofnulation
Bold values do 1@t meet the trigker Q@ Q&
&

& T,
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Table CP 10.2- 20: RAC;w, cn calculations based on FOCUS Step 2 (PEC values based for cereals on worst-

case GAP 2 x 87.5 g a.s./ha) (acceptability of risk: PEC/RAC <1 &°
Endpoint RACSW’Ch PECsw,max X N
Compound Species (ng/L] (NOEC/10) S /];] I@J/RA@
ng (ECs10)cp M8 @7 O
Cereals (Winter/spring) K% & N
Fish, chronic > ) )
) . X
Oncorhynchus mykiss NOEC @ 6 ni% Siii N 29;@
. ) q
Invertebrgte, chronic NOEC 180 @Ql& 0 B 55 S @8 q
Daphnia magna a5 d A Q S N
Invertebrate, chronic % " K 8 9 © @
Gammarus pulex NO&@ 316 216 @ @) i\@
Invertebrate, chronic © e, R S N
Fluoxastrobin Americamysis bahia %QEC @§ 0.0 ?§ 8'25 140
(E+Z) Sediment dweller, % @ @ Q ~ Q Q <@’»
chronic {‘&5 213@ &%21 3,007 | « 855 Q04
Chironomus rlp@ D WY S A
Green alga, c@%lc @ © @ >
Pseudokzrc@ertella@’ E.Co 9\2 1 0§ @1 O.O@Q 5 wJ” 0.04
subcap¥tata ¢ S @ Q m@ N
: K S NS/ S
Aquatiegefant, chronic | o @& ggq @Q 388 Sy 0.02
Legnagibba o> o p & | &
Gigpn algchropiy | O v D y\]@
H]iﬁsffs}fl{dfs' Pseudol chnem%a §C50@} > 100000 ¥ > 1@&0 JQ 5.89 <0.0006
pheny v, subpdpitaf® q S . ((%% @ RS
{&Q Sedi%en@elle%@ S & RN
§ ch& %, ECis, Q 985& q4 98D 2.61 <0.0003
HEC 5725- carbo@ \Q irondauis riparius S N g €
acid @ @ ~Gredalga, @rom% N §
@ Psé%m’okz@nen%a £,Cx a7 160 660 L €16 000 2.61 <0.0002
N2 v, subgapitatggy (S . 9 Ko
NQ U
N Fidh, chronic 4 N%Q “4000. 0 | 4000 3.28 0.01
Plngg?%hale;igromel@
§ ﬁOE @0 30.0 3.28 0.11
2- chlorophenoq@ ia mg@a o % : : :
@ Gre&H algdschr
(N rom&
9 P@@o nen:@ @cso @é 70 000 7000 3.8 0.0005
% o Sub&pitatg’ | %G
* Endpd@t from study"qmducte%{wﬂ\EC 10&%rmu@on
< S
Res%ﬁlts indicated in b(f§ 1ett@% need%rth@ refinement. The consideration of the more realistic

FOCUS Step i @ﬁface%water %@nc@tlor@s presented below.

Q% &Q@
o & & &
S
S G
& &
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Table CP 10.2- 21: TERLT 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
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha @ @@ A
0.598 DI (ditch) @F 48 165
0.457 D1 (streand), 63 o] 0
0.6§§@ D2 (dvi@\ij 4> SNT108
0.4 D2 (stycam) O
%@%486 {%fz)ditch) &%59 Q @@*10 é_}
=.025 (pangd) 1144 10
Fish, chronic NOEC 286 070399 |\ Dagstrdam) 7 P W
Oncorhynchus mykiss S @@28 N Q&pon}ﬁ’w %7021 S N0
%© £o04250 B3 (strdam) > 68 e 10 ©
w0 h 0486 o D6jtch) O | 59 §§@
& > @113, S| Rbpond> | L2535 | S0
S N C0.9080 | @Bl (sedgt) £ 3@ | 10
Q o o OBl RS G 39 10
@ .’ @] 4950 ¢f RéGtreawy |[O 30, 10
NS 0.598> | @1 (digh) 50 10
- 0.4%7 DlsGiteanty | @9 10
g O @© ) Giteanphy
S o & D636 O D2(diteh) § 50 10
& @@ w 0465 | (P2 (strcam) * 68 10
&L & 2 0486 4 D3 (ditch) 65 10
S \@ S D @%25 2| o pod) 1264 10
InvertebrateChronj @ & @ 0. 399 ,\@4 (str@ém) 79 10
Gammam@}pul S Eg@ ket %@8 © D3 (Bond) 1129 10
S N & @ @ 04229 D¥stream) 75 10
A @ |, O o [© 0486 D6 (ditch) 65 10
@ & & ~ 43 PRI (pond) 280 10
& @ S ~ \%@J 09080 | RI (stream) 35 10
@ O™ ¢ . O o 1970730 R3 (stream) 43 10
OO O S o R4 (stream) 33 10
@ % Q@ @ @J %598 DI (ditch) 1.0 10
@ Q) N @ 19" 0457 D1 (stream) 1.3 10
& o 4 & Q06 D2 (ditch) 1.0 10
&@ @ & 0.465 D2 (stream) 1.3 10
%% "N N 0.486 D3 (ditch) 13 10
- ©@ 0.025 D4 (pond) 244 10
I/‘;;ert prate, C;l“‘c N 0.61 0.399 D4 (stream) 15 10
g@s y % § 0.028 D5 (pond) 21.8 10
Q§ @@ 3 0.422 D5 (stream) 14 10
N 0.486 D6 (ditch) 1.3 10
& 0.113 R1 (pond) 5.4 10
0.908 R1 (stream) 0.7 10
0.731 R3 (stream) 0.8 10
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERLr Tr}i@fr @
0.950 R4 (stream) 0.6 ﬁ‘é\lo &
Fluoxastrobin (E+Z), spring cereals, 2 x 87.5 g a.s./ha ACQ} @~ &
0.810 DI (dich) @ 35 _ |7 40
0.424 DI (stregrm) 61 O olo 9
04889 | D3 (difch) s (> 108 |
Fish, chronic NOEC 28.6 0.027 D4 {pond) W59 @“) A8 4
Oncorhynchus mykiss ' @,04 D4, (stream) Q771 R f©ﬁ0 Ogn%
| 0.027 D5 (péad) 4 1089 | T 108
Y 0418 >’ D5 Ttsfream)py %68 &J R Y]
S d2 o ratoweany | S 24 i0
S 3708107 | QD1 diteh) |~ 3© g 108°
@9 042 P DiGheamO]| « 75 §@
Q@ > é\\q@msj = ﬁ(dig@ é@ 65 | Q10
Invertebrate, chronic NOEC &© 31é§ 00@ @4 (pand) 11& & 10
Gammarus pulex Q @' 2 0404 ﬁ\§ D4 rea%@ @}?8 8 10
Q& > Y 0027, @ B3 (pondy [271170 10
N (&\ ©© 0418  B5 (stfeam) o]  76° 10
o O N & 1m R4 Gtreaml | . 26 10
@ . ©§ w.gloo(@@ DI ity <§0.8 10
Q| @ & g o4 [Cbi (stteam) [}~ 1.4 10
& O S T 098 @ D3 iy, 13 10
Invertebrate, @ni%@ NO\C “ 06\\ £\0.027©J [(\@ (potid) 22.6 10
Americam bah@ Q Q K&@’ kS 0.4@ @)4 (stream) 1.5 10
o N g KOS 0927 | DsJ{pond) 226 10
& o & & 204188 | D5 (stream) 15 10
AN L21.9 & JY12I17 | R4 (stream) 0.5 10
* Endpoint from study ¢ondireted EC-J 00 forgwlatio
Bold values do natjneet trig£‘ @&% %@V © @
@ @Q @? 9 @\ , § @ﬁQ
ASIEEN PO NS oD
AN L %Q & @
& @ @ y Ko
% S @ & o
. ¥ & O
@* S
s A &S 8
& o <
& & & ©§’
AN Q
< &
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Table CP 10.2-22:  TERcr calculations for cereals (winter and spring) calculation based on FOCUS Step 3

. Endpoint PECsw,max FOCUS
Species [ng/L] [ng/L] scenario TERwr T
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha @ @@ A
0.600 DI (ditch) @F 48 A6
0.498 D1 (streand), 57 o S0 ¢
0.5%@ D2 (dvi@\ij L TS
0.4 D2 (gticam) S P w0’
5555 D3Mdicch) | &v52 Q] Q10 [N
=9.019 B4 pant) JS 1565 | Y1007
Fish, chronic NOEC 286 0 0.426 N D%@%am}h 67 & f
Oncorhynchus mykiss : é @@ 19 N Q&pon}ﬁ’w U @VS 05°S N0
A So04430 B sudam) |0 6% o 1o
w0 h 0583 d Deich) O | 52 §§@
& > @043, S| Rbpond> | L6655 | S0
N [0S | B et B 0 L 10
Q v L5085 PRI @RamO] 56 5} 10
o <0 @ QM9 o) RAteany |20 64 10
NS 0.600> | @1 (diggh) 50 10
% & @@ @ 0.468 DlsGttean, | _ @63 10
N 9 $592 &7 Dr(dich) |20 53 10
v SO O [ Doast | P2 (steam) | 2 66 10
@Q TS @ 0555 D3 (ditch) 57 10
@ @ S Q 1tc )
S \@ S D 00192| B (pord)’ 1663 10
Invertebrat @Hon ®EC & 3 %@ &K 0.426, ,\@4 (striesim) 74 10
Gammar%}pul@ﬂ e T o? oo P DsPond) 1663 10
N N & @ < 04429 D¥stream) 71 10
A @ .S o [ 055 | Ope itch) 57 10
N > N © ) N
§ NI SN IS %043 <RI (pond) 735 10
o o [ 203650 | RI (stream) 87 10
@ ©©Q & O O [O05® | R3 (stream) 61 10
Q SIS D R4 (stream) 70 10
@ ol & @ @J ~%0.600 DI (ditch) 1.0 10
@ N N <> 197 0.498 D1 (stream) 1.2 10
& NS & Q@ o 0.592 D2 (ditch) 1.0 10
K &@ @ &© 0.481 D2 (stream) 1.3 10
%% "N N 0.555 D3 (ditch) 1.1 10
- ©@ 0.019 D4 (pond) 32.1 10
verggrate, C“‘C N 0.61 0.426 D4 (stream) 1.4 10
m&@samy Lhahi
% § 0.019 D5 (pond) 32.1 10
Q§ @@ 3 0.442 D5 (stream) 14 10
N 0.553 D6 (ditch) 1.1 10
& 0.043 R1 (pond) 14.2 10
0.365 R1 (stream) 1.7 10
0.515 R3 (stream) 1.2 10
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERLr Tr}i@fr @
0.449 R4 (stream) 14 ﬁ‘é\lo &
Fluoxastrobin (E+Z), spring cereals, 1 x 87.5 g a.s./ha ACQ} @” &
0.583 DI (ditch) O 49 |7 40
0.490 DI (stregrm) 58 O ol0 9
0.5549 | D3 (difch) 2 4> 108 | g
Fish, chronic NOEC 28.6 0.019 D4 {pond) 5 @“) A4
Oncorhynchus mykiss ' @,53 D4, (stream) Q763 R f©ﬁ0 Ogn%
| 0.019 D5 (pépd) 4 1385 | 108
Y 0465 o DStsreampy| 262 =T O
S @007 0 ratoweany | S 47 i0
S 3°0.58%° | QDI ditth) |~ s @) 108°
<\9 ’ OK4§O ¢ DI @%eagn)@ w04 §§
Q@ o> | o554 | DI | g 574 | O10
Invertebrate, chronic NOEC &© 31é§ QOO@ @p4 @I@S\\fd) S 1@ 5 10
Gammarus pulex Q @' 2 0453 ﬁ\§ D4 rea%@ @}% 0 10
@ N U L8019 @7 By (pondy  [71663 10
S Bs sifen
W oS et (Bselam o] 6 10
9 O N b oe07 R4 Gtreaml | . 32 10
S o ©§ @SB | L DIditdh) | 1.0 10
Q| @ & o 270450 | DI sheam) (1.2 10
& & & T o 4 pydichy 1.1 10
@ ) @ o\ go\a \ - FJ @ b}
Invertebrate, (@omg N0 0.6 &\0.0l9© Ju (po?@ 32.1 10
Americam bah@ Q Q K&@’ kS 0.4@ @)4 (stream) 1.3 10
o N g KOS 0919 |7 DsJ{pond) 32.1 10
& ol & @ 04650 | D5 (stream) 1.3 10
AN AR & Y0607 | R4 (stream) 1.0 10
* Endpoint from study ¢ondireted EC-J 00 forgwlatio
Bold values do natjneet trig£‘ @&% %@V © @
@ @Q @? 9 @\ , § @ﬁQ
S EE s b
AN L 4+ 9 @
& @ @ y Ko
% "N O @ Q@ &
S ¥ & O
@"° N
@ =) § - @Q
< Q & 9
o & Y
AN % Q
S A
& &
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Table CP 10.2- 23: TERLwr calculations for cereals (winter and spring) calculation based on FOCUS Step 3

. Endpoint PECiw,max FOCUS i
Species [ng/L] (ng/L] scenario TERLT Tnger
Fluoxastrobin (E+Z), winter cereals, 2 X 75.0g a.s./ha @ @@ A
0.509 DI (ditch) @F 56 165
0.389 D1 (streand), 74 o] o0
0.5;;@ D2 (ditch) 53> N T10e
0.3 D2 (stycam) a3 P w0’
G417 D3Mdicch) | Sv69 Q] Q10 &
29021 B4 pant) JS 1362 | Y 10”7
Fish, chronic NOEC 28.6 ) 0.342 N D4ﬁ(\§g%am)(b 87 & @@
Oncorhynchus mykiss ' é @@24 S Q&pon/@? U@%92°\ ™Mo
203620 | 5 raam) |0 795 o 10 ¢
O LT oaw 4 DeQjtch) O | 69 §§@
& > @096, |  Rbipond)> o988 | o
N O [0S | @ oty B 3@ L 10
Q v L5065 PRI @RamO] W 5T 10
o <2 @ Q801 o) RAteawy |50 36, 10
NS 0.509> | @1 (diggh) 6D 10
% & @@ @ 0.3% DlsGttean, | _ @81 10
N 9 B538 & Dr(dich) |20 59 10
IS ¢§ %@ © 0394 | P2 (steeam) [ 80 10
@ § Q@ 0\.@’7 @ D3 &ﬂtchgz} 76 10
& \@ S %% O \Mm@ D (pord) 1505 10
Invertebrat @Hon @ec © 3%@ 03%% ,\@4 (str@ém) 92 10
Gammar%}pul@ﬂ e %' 5 7 o4 P D3(Bond) 1317 10
o %o @
S 5 & & 03621 Q@Estr’eam) 87 10
A @ |, O o [O 04 D6 (ditch) 76 10
§> < & ~ S 896 T RI (pond) 329 10
o & [ 207630 | RI (stream) 41 10
@ ©©Q & O O [©06® | R3 (stream) 51 10
Q S R4 (stream) 39 10
@ ol & @ @J %0509 DI (ditch) 1.2 10
@ N N <> 197 0.389 D1 (stream) 1.6 10
& NS & Q@ < 0538 D2 (ditch) 1.1 10
K &@ @ &© 0.394 D2 (stream) 15 10
%% "N N 0417 D3 (ditch) 15 10
1 - ©@ 0.021 D4 (pond) 29.0 10
;:géw;tye C;& N@ 0.61 0342 D4 (stream) 1.8 10
0.024 D5 (pond) 25.4 10
%
§ @@ 3 0.362 D5 (stream) 1.7 10
¢ & 0.417 D6 (ditch) 1.5 10
& 0.096 R1 (pond) 6.4 10
0.763 R1 (stream) 0.8 10
0.615 R3 (stream) 1.0 10
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. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERLr Tr}i@fr @
0.801 R4 (stream) 0.8 NG
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0 g a.s./ha ACQ} @” &
0.692 DI (ditch) O 41 |7 40
0.364 DI (stregrm) 79 O] olo 9
04169 | D3 (difch) 60, (> 105 | o
Fish, chronic 0.023 D4 {pond) @43 @Q A8 4
Oncompomons | NOEC 28.6 < 5=
ncorhynchus mykiss 0347 D4 (stream) | ©”82 _Olo &
| 0.023 D5 (pépd) O 1243 | T 108
Y 0358 { DStsreampy| 280 =7 O
Sl df23 o Ratoreany | S 28 i0

N 3°0.69° | QD1 dith) | 40 o) 108

<\9 0%%4 ¢ DI @%ea@)@ 2 87 §§

Q@ N 16 | Bty | 76 | O'10
@)

Invertebrate, chronic NOEC.&.> 3 1%% Q0.0@$ b4 g@ﬂ\\lﬁ) S 1& 5 10
Gammarus pulex Q @' o 0347 ﬁ\§ D4 rean@}%@ @;é?l . 10
Q@ S @ 20023 @7 B3 (pon® (271374 10
S oS L 0358" [aBstfam) of 8% 10
o QO N D 1.023 R4 Gtreaml | . 31 10
N @ & ©§ w.6902(§ (DI(ditch) o 09 10
| @ & o & 0.36% | QD1 (stkeam) 1.7 10
& N " Q6 @ D3 (ditchy, 1.5 10
Invertebrate, @ni%@ NO\C N 06\\ 5002387 @ (poild) 26.5 10
Americam bahi; o o G&d@’ £ 0.3@ @)4 (stream) 1.8 10
o Y g KOS 0923 _ |” DSJ{pond) 26.5 10
& ol & @ 0358 | D5 (stream) 1.7 10
N AR & JY 1033 R4 (stream) 0.6 10
* Endpoint from study dondireted EC 00 forgiwlatio
Bold values do natjneet trig£‘ @&% %@V © @
e XNy F oS o
S\ L 4+ 9 @
) @ @ Y Y
@7 N Q @ ©\
N % > @§ X
N RSN
¥ &©
G @ © 9
@ \% g
% Q
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Table CP 10.2-24:  TERcr calculations for cereals (winter and spring) calculation based on FOCUS Step 3

. Endpoint PECsw,max FOCUS
Species [ng/L] [ng/L] scenario TERwr T
Fluoxastrobin (E+Z), winter cereals, 1 X 75.0g a.s./ha @ @@ A
0.510 DI (ditch) @F 56 A6
0.425 D1 (streand), 67 o] W0 ¢
0.50%@ nggigﬁj (;T\"\ S 10@@
0.41 D2 (stidam) K D" 40
8476 D3ditch) | Av60 Q] 10«
=0.016 B4 pant) JS 1788 | Y 1007
Q2
Fish, chronic NOEC 286 ) 0.365 N D%@%am}h 78 & f
Oncorhynchus mykiss ' é @@ 16 . Q&pon/(ﬁ’y U @%f788 S Mo
A S03790 @%(%@n) M
w0 h 0% o Deich) O | 60 §§@
& > @036, |  Rb(pond)> LTS | o
&@Q % 03130 | @l (stdetn) £ gs{i@ e, 10
42 N R3 fst¥eam)© . 10
@Q &@ @,@ @79 @%5 %strea@% N@SI 75, 10
<~ 5105 ST
N & 0.510> | @1 (ditgh) 6 10
% & @@ @ 0.4%5 DlsGtteamy, | _ &4 10
N 9 B0l &7 Dr(dich) |20 63 10
IS ¢§ %@ © 04107 | P2 (stream) 7 77 10
&L & 2 0496 ¢, D3 (ditch) 66 10
S \@ S D \Nm@ D (pord) 1975 10
Invertebrat @Hon ®EC & 3%@ 03@; ,\@4 (str@ém) 87 10
Gammam@}pul@’ e TP ofte P DsPond) 1975 10
N N & @ < 0379 9| D¥stream) 83 10
A @ \Q o |04 | Obe itch) 67 10
§> S ~ S 036 RI (pond) 878 10
o o 203130 ] RI (stream) 101 10
@ ©©Q @© Q\@ ©\ O 0440 R3 (stream) 71 10
Q O N . R4 (stream) 83 10
@ % Q@ @ @J %510 DI (ditch) 1.2 10
@ N <> 19 0425 D1 (stream) 1.4 10
& NS o\@’ Q@ &} 0501 D2 (ditch) 1.2 10
K &@ @ &© 0.410 D2 (stream) 15 10
%% "N N 0.476 D3 (ditch) 13 10
- ©@ 0.016 D4 (pond) 38.1 10
InvertgPsate, C@’“‘C N 0.61 0.365 D4 (stream) 17 10
Am&@samyah
& @ % § 0.016 D5 (pond) 38.1 10
Q© 2 $ 0.379 D5 (stream) 1.6 10
@@Q 0.474 D6 (ditch) 1.3 10
0.036 R1 (pond) 16.9 10
0.313 R1 (stream) 1.9 10
0.442 R3 (stream) 14 10
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Document MCP: Section 10 Ecotoxicological studies
BIX+FXA+PTZ EC 190 (40+50+100) G
. Endpoint PECsw,max FOCUS .
Species [ng/L] [ng/L] scenario TERvy Tl}i@?ﬁ @
0.379 R4 (stream) 1.6 ﬁ‘é\lo &
Fluoxastrobin (E+Z), spring cereals, 1 x 75.0 g a.s./ha ACQ} @” &
0.497 DI (ditch) @ 58 |7 40
0.420 DI (stregrm) 68 O] ol0 9
04789 | D3 (difch) 60" (> 105 | o
Fish, chronic NOEC 28.6 0.016 D4 {pond) 8 @Q NG
Oncorhynchus mykiss ' @88 D4, (stream) Q774 R f©ﬁ0 Ogn%
| 50017 D5 (péad) 4 1682 BT
Y 0399  fDStsreampyy | w92 =]T
S @3 o ratoweany | S 56 i0
S 3°0.49%° | QD1 diteh) |~ 6 o) 108°
@9 D 0420 P DiteamO]| « 75 §@
Q@ o> | o BH7s. | DI | g 674 | O10
Invertebrate, chronic NOEC &© 31é§ QOO@ @4 @I@Yd) S 1@ & 10
Gammarus pulex Q @' 2 0388 ﬁ\§ D4 rea%@ @%71 0 10
@ . Y L0017 @ B3 (pondy  [71859 10
SRS Bs s
N e 03997 | BSGim of 7 10
9 O N 4 osh R4 Gtreaml | . 82 10
S o ©§ @497 DLy oS 12 10
Q| @ & o 270430 | DI sheam) )~ 1.5 10
& & & T ews 4 3dichy 13 10
@ ) @ o\ go\a \ - FJ @ b}
Invertebrate, (@'OHI% NOBC & 0.6 &\0'016© oL (PO%Q 38.1 10
Americam bah@ Q) Q K&@’ 1% 0.3@ @)4 (sgream) 1.6 10
o N g KOS 0917 _ | DSJpond) 35.9 10
& ol & @ 0399 | D5 (stream) 1.5 10
N AR QL0511 | R4 (stream) 1.2 10
* Endpoint from study dondireted EC-J 00 forgwlatio
Bold values do natjneet trig£‘ @&% %@V © @
@ @Q @? 9 @\ , § @ﬁQ
S EE s b
AN L 4+ 9 @
& @ @ y Ko
% S @ & o
S ¥ & O
@"° N
@ =) § - @Q
< Q & €W
o & Y
AN % Q
S A
& &
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Table CP 10.2- 25:

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

Step 3 (acceptability of risk: PEC/RAC < 1) &°
Endpoint RACsw:en | ppc FOCUS | i . 0
Species n "/"L‘“ (NOEC/10) T [Sscenard g/ RAC|
[ng/L] (E:Cs/10) [ng/L] cenario | @ &
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha v I @
o 0.598_ " | DI (ditchy |, @a.zwjj
6 D2 tdite > q
& 2
%@ @%.465 . &[@ (strearﬁ @%.16 @
o 0486 RD3(@ikch) ¢, o.
o o " 0025 | D&pondj 0.1
Fish, chronic NOEC 2%, Q %@28@@4\? Q@§0-3 @(Str@am) y0.14
Oncorhynchus mykiss W\% 3 « R 0028 o DS (Pond) &L 0_@
@ L O
o N @ < f%\@z D gstream) @@15
K SNes @ 0486, [AD6 (digh) | ©o.17
[ NS 7083 P RILGond), [2 0.04
R e 4 @6 & (6908 O | Ripstreaiy | 0.32
& > Q@J & O 071 [R5 yEam | 0.26
w0 @ K g |S 0950 ¢ R4(stream) | 033
o O g’ §J L o 0598 § 3L (ditch) 0.19
@ s O @@ _ O [« 0457 ®) (stream) | 0.14
é\” (3 % S N © § ;
e e & $ 0636 < | D2 (ditch) 0.20
§ ¢ \Q § | 9 of <0465 @ [D2Gtream) | 015
DA Y & V[ Doasg D3 (ditch) | 0.15
¥ £ 9O «7 & O 0025 D4 (pond) | 0.01
D | PSR P :
Invertebfate, chronic | N@? % 6 @ 2@16 @ @399 D4 (stream) 0.13
Gaugrtarus pulex @Q S @ . ©© § Q> 0.028 D5 (pond) 0.01
S S & S P S DS (stream) | 0.13
@@© K\ @ N %@f ) > 0.486 D6 (ditch) 0.15
- ©Q S @@' S ©© @@ 0.113 R1 (pond) 0.04
Q ©) @@ \"\ N4 > 0.908 R1 (stream) 0.29
AN > § %Q K2y %@ 0.731 R3 (stream) 0.23
& 2 Q9 & | 0.950 R4 (stream) | 0.30
N § S @ @ 0.598 DI (ditch) 9.80
A F R § 0.457 DI (stream) | 7.49
&@% 5 SN @ 0.636 D2 (ditch) | 10.43
g,
@ N @ 0.465 D2 (stream) [ 7.62
SRS ) .

S S 0.486 D3 (ditch) 7.97
Ty@{%ﬁe @f;’“?c @c 0.61 0.061 0.025 D4 (pond) 0.41
& @ LY 0.399 D4 (stream) | 6.54

Q© N v 0.028 D5 (pond) 0.46
% 0.422 D5 (stream) | 6.92
0.486 D6 (ditch) 7.97

0.113 R1 (pond) 1.85
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Document MCP: Section 10 Ecotoxicological studies
BIX+FXA+PTZ EC 190 (40+50+100) G
. RACsw' ch
. Endpoint ’ PECisw,max FOCUS o
Species [ng/L] (gz?cEsf//llo(;) [ng/L] scenario P?‘@Ac@é
0.908 ® (stream) | o P4.89
0.731  @}p'R3 (stream) IOI.QJ
0.950 R4 (streaply| 1557 ¢
Fluoxastrobin (E+Z), spring cereals, 2 x 87.5 g a.s./ha \g; 'S ~ N S
080 Dlggtch)s) 028
@} &@424 Q%\(strea@ @15 &
) Qo.ts@,y D3 (ditch) @0.1%@
Fish, chronic NOEC 286 %@ %6 N 0.0%7 o DNbénd)&@
Oncorhynchus mykiss : % N Ry (streathy v
y 3% é& @ < 0404 % | D&(streaihy) 14
S 00020 D5 (pnd) ) 0.04
&% ° \\ K 048 & D3, (stream) g@
& ] L@ A 921> | Raledn) | (DA
N« [ O [ olos?  LDiIen) | 0.26
& IS v R >
L e g > & 024 D1 (stream)t}  0.13
o & v § @ 048507 |<B3 (diteh) 0.15
Invertebrate, chronic ﬁ“§ C > 31 § 3 S («@ 0.0Z3 D4 (ond) 0.01
Gammarus pulex % é& S § R ox @04 >, | D4 @tream) 0.13
N 9 &> & S0.02%." |03 (pond) | 001
& ~N <2 © @6 o (o eas D5 (stream) | 0.13
& N A T R4 (stream) | 038
> \@ RN D 7 2| @0816” | DI(ditch) | 13.28
29 ©© o S & o> S 0.45% DI (stream) | 6.95
A R A P @© E D3 (ditch) 7.95
Invert&brate, chronic &~ N w\é @O 61 < @00Q§@ "®.027 D4 (pond) 0.44
Améieamysis bahid?) o\@ '@% Qo O 0.404 D4 (stream) 6.62
§> S ~ S &P 00 D5 (pond) | 0.44
9 PSS o ©© 0.418 DS (stream) | 6.85
@ N @Q O o | @ 1211 R4 (stream) | 19.85
s Endpoingﬁ\f)ﬁ stud%on@ed EC:\\? foné)@ atlo@©
SN
& N & o & &
¥ &©
@° SN
S N
g &
o & © ©§’
S &AL
(ON
$ & e s
& &
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Table CP 10.2- 26:

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

Step 3 (acceptability of risk: PEC/RAC < 1) &°
Endpoint RACsw:en | ppc FOCUS | i . 0
Species n "/"L‘“ (NOEC/10) PR . ) i RAC|
[ng/L] (E:Cs/10) [ng/L] cenario | @ &
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha v I @
0.600-_ ) | DI (ditchy |, @0.21%@
V® 0498 | DI (stpam) . 0.1
o @2 | nofdicho @ |
%@ @%.481 . &[@(strearﬁ @%.17 @
P 0595 ‘RD3@kh) ¢, 0.19
o o " 0919 U | Ddpondj 001
Fish, chronic NOEC 256 O | < _8(@@% 04260 | D (strgam) 015
Oncorhynchus mykiss %% (g N R 09019 & DS (@nd) @ 0.@'
@ L O
NS IR I TR )
K &S S Ladsw D6 (diggh) | So.19
L O 7 og3 PRI Gond), [2 002
R o K Qb @@Q’ <6365, O] RiGestreatiy | 0.13
& > o P R0515 0 |®3 (syam) | 0.18
BN & e[S 0449 ¢ R4 ftream) | 0.16
9 O ¢ §J N 20600 Q" | PL{ditch) | 0.19
“ @ o O | Y O« 0498 |®)(stream)| 016
ST & o é\g\ O 0802 <] D2(ditch) | 0.19
§ ¢ \Q § | 9 of 048l @ [D2Gtream) | 015
IR Y e V" Dosss D3 (ditch) | 0.18
(& S O © w7 g @© ST D4 (pond) | 0.01
Invertebfate, chronic « N@? % o O 2@16 @ @426 D4 (stream) 0.13
Gaugrtarus pulex @Q S @ . ©© § Q> 0.019 D5 (pond) 0.01
S & S P S D5 (stream) | 0.14
@@© K\ @ N %@f ) > 0.553 D6 (ditch) 0.18
©Q S @@' S ©© @@ 0.043 R1 (pond) 0.01
©@ ©) AR ~ 0.365 R1 (stream) 0.12
5@ N Q4 &
AN = § @% & %@ 0.515 R3 (stream) 0.16
& 2| | SRS 0.449 R4 (stream) | 0.14
N § S @ @ 0.600 DI (ditch) 9.84
A F R § 0.498 DI (stream) | 8.16
&@% e @ 0.592 D2 (ditch) | 9.70
@ \% v @@ 0.481 D2 (stream) | 7.89
SRS % ,
SIS R 0.555 D3 (ditch) 9.10
Ty@{%ﬁe @f;’“?c @c 0.61 0.061 0.019 D4 (pond) 0.31
S @ o5 0.426 D4 (stream) 6.98
Q© N v 0.019 D5 (pond) 031
©® 0.442 D5 (stream) | 7.25
0.553 D6 (ditch) 9.07
0.043 R1 (pond) 0.70
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BIX+FXA+PTZ EC 190 (40+50+100) G
RACsw' ch
. Endpoint ’ PECsw,max FOCUS AC
Species [ng/L] (EZ?CES 5/110(;) [ng/L] scenario P]OE g @\§
0.365 ®1 (stream) | ¢)7B.98
0.515  @PR3 (stream) 8487
0.449 R4 (streaply| 036 ¢,
Fluoxastrobin (E+Z), spring cereals, 1 x 87.5 g a.s./ha \g) & & N N
0553 Dlggtch)s) 0207
@} &@490 DiN(streaf) @17 VC&
<) R0.55,°  J4D3 (dieh) | Y019 ”
Fish, chronic NOEC 286 %@ %6 N 0.0 o DNFJ{)nd)&@ %@?
Oncorhynchus mykiss : é @% %N &‘%7453 S %%treg{ﬁp) 16
S 00010 D5 (pnd) [ 0.04
&% ° \\ & 0465 & D3, (stream) g@
@ N L@ LA @S ;}%@(stre@w) M2l
RN N o’ 058Y LD (eh) | 0.8
Q v %\ 5 00 Olpigheny) 016
@ O&@ ¥ S @ 05540 B3 (digeh) | 0.18
Invertebrate, chronic ﬁ“§ C > 31 § 3 S («@ 0.089 D4 (ond) 0.01
Gammarus pulex % & S (§ & @3 >, | D4 @tream) 0.14
N 9 o> S S0.019 > |03 (pond) | 0.01
& e 2 © @6 ' | 0465 D5 (stream) [ 0.15
Q N A R4 (stream) | 0.19
> \@ RN D 7 2| @058 | DIditch) | 9.56
o O N D 0.450 DI (stream) | 8.03
@ @ @) S K 2 @ @
x| o o P @© D 0,554 D3 (ditch) 9.08
Invertzbrate, chronic S N w\é @O 61 & @00Q§@ "®.019 D4 (pond) 0.31
Améeamysis bahiay™ | @ '@% Q™ O 0.453 D4 (stream) 7.43
§> < & ~ S & oo D5 (pond) | 031
9 @9 R o ©© 0.465 D5 (stream) 7.62
@ N @Q O o | @ 0.607 R4 (stream) | 9.95
* Endpoingﬁ\f)ﬁ stud%on@ed EC:\\? ofoné)@ atlo@©
& N & o Q@ N:
¥ &©
@° N
NICY N
@Q < 9 ©@
o & © ©§’
S QS
(ON
$ O e s
& &
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Document MCP: Section 10 Ecotoxicological studies
BIX+FXA+PTZ EC 190 (40+50+100) G

Table CP 10.2-27:  RAC sw; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 (acceptability of risk: PEC/RAC < 1) & D
Endpoi RACwen | ppc FOCUS | o )
Species ;‘ "/"L‘]“t (NOEC/10) e |Sscenario /RA@
He (E<Cs0/10) He S
Fluoxastrobin (E+Z), winter cereals, 2 X 75.0 g a.s./ha v I @

0.509. " | DI (ditchy |, @0.18&%
V® 0389 |DI(tam N\ 0.1¢) | @
o @38 | Doy @iy |
%@ @%.394 . &[@ (strearﬁ @%.14 @
%@/ 047 RD3@tch) ¢, 0.3
w| & " 0021 U | D&pondj 001

Fish, chronic QO @Y}f @§034§2\@’ @ (strgam) 0.12
Oncorhynchus mykiss NOEC 28% . Q?}'% zi@ Q 0024 g} D5 (Pond) &L ”0_®
@é” N > &@ 5@%2 -~ | D&stream) | &3
S NS « 0417 |6 digh) | Do.s
OOy 7 0898 <RI (pond), [2 0.03
N 9 & @6 @@J 6763 2O | Riestreaity [ 027
Q@ SNV @ 7| 0615 ®3 (stgéam) | 022
%

O K gy |S 0801 | ¢f R4 (stream) 0.28
2 9 ¢ §J S 20509 Q" | PL{ditch) | 0.16
Q S)

D @ 0389 |®) (st 0.12
s, Q © 6 . &, 0.3 (stream) .
ST & o é\g\ O 0638 <] D2 (ditch) 0.17
§ qQ Q\Q N . Y 2 (/Q).394 @ | D2 (stream) 0.12
O A Y W Lo Y [Foag D3 (ditch) | 0.13
© S D
& @@ O AN A i) D4 (pond) 0.01
Invertebfate, chronic «d N % % 6+ O g@i ) @342 D4 (stream) 0.11
G arus pulex @@ § @ ' . ©© ' S & 0.024 D5 (pond) 0.01
S S & S L 036 D5 (stream) | 0.11
N S @ © 0.417 D6 (ditch) | 0.13
o o & & .~ S
©Q S @@' S ©© @@ 0.096 R1 (pond) 0.03
©@ ©) @@ \"\ Q\ s > 0.763 R1 (stream) 0.24
@ > § @% K2y %@ 0.615 R3 (stream) 0.19
2| | NN 0.801 R4 (stream) | 0.25
@

N § N ® @ @ 0.509 DI (ditch) 8.34
N @ &> @Q &© 0.389 DI (stream) |  6.38
@"® AN ,

& s § Q 0.538 D2 (ditch) 8.82
@ N @@ 0.394 D2 (stream) | 6.46
SRS 2o ,

S S 0.417 D3 (ditch) 6.84

Inv rate, @ronic
An@‘{%m S hoh K@c 0.61 0.061 g.gi; ];):((pond)) 0.34
& @ . . stream 5.61
Q© N v 0.024 D5 (pond) 0.39
% 0.362 D5 (stream) | 5.93
0.417 D6 (ditch) 6.84

0.096 R1 (pond) 1.57
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BIX+FXA+PTZ EC 190 (40+50+100) G
RACsw' ch
. Endpoint ’ PECsw,max FOCUS AC
Species [ng/L] (gz?cEsf//llo(;) [ng/L] scenario P?‘@A g
0.763 ®! (stream) | o P58
0.615  @pR3 (stream) 10.68 7
0.801 R4 (streaply]| 13 ¢
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0 g a.s./ha \g; 'S ~ N S
0692 Didgitch) s 0%
@} &&%64 Q%\(strea@ @13 5&
<) R0416°  J4D3 (dieh) | Vo157
. . & 6%93 \w) 2 7
Fish, chronic NOEC 28.6 %6 > @ o | DA(pond), |
Oncorhynchus mykiss ' @@)& @% %N &%87,347 Y I@%{stree{}ﬁp) w12
S 000% D5 (pdnd) [ 0.04
i\ﬁ% o \\ X 0%8 & D3, (stream) g@
@ o] O LN @023y | RE(stregty) | AD.36
oY & | & O [ @062  LDI@eh) | 022
D 0384 O DLSHeam)} 0.12
N <G & &>§ S - :
@ N @J@ @ 204168 |03 (ditch) 0.13
Invertebrate, chronic ﬁﬁc o 31§ 3 N («@ 0.023 D4 (gohd) 0.01
Gammarus pulex % é& S § R ox @7 >, | D4 @tream) 0.11
N 9 o> S M0.023° |05 (pond) | 0.01
é\a ¢§ %@ © @6 S Q> 0388 - D5 (stream) 0.11
Q NI A R4 (stream) | 0.32
> \@ RN D 7 2| @069 | DI (ditch) | 1134
o O N D 0.36% DI (stream) | 5.97
@ @ ©) S K 2 @ @
o N b@ @© P 046 D3 (ditch) 6.82
Invert&brate, chronic o N w\é @O 61 0.0 Q§@ “@.023 D4 (pond) 0.38
Améeamysis bahiay™ | @ '@% Q™ O 0347 D4 (stream) 5.69
§> < & ~ S S X D5 (pond) | 0.38
9 @9 R o ©© 0.358 D5 (stream) 5.87
@ @Q @Q O o | @ 1.023 R4 (stream) | 16.77
* Endpoint from study-condueted with EC forngy ationQy
ISR K
@’ NS ISEREN
N N & @
%o N SN
S ST RS
(AN &©
@* S
&SR
&4 &
& & ¢ &
S QS
(O
$ O e s
&< &2
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Table CP 10.2- 28:

RAC sw; 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 g/ RAC|
[ng/L] (E:Cs/10) [ng/L] cenario | @ &
Fluoxastrobin (E+Z), winter cereals, 1 X 75.0 g a.s./ha v I @
0.510. | DI (ditchy |, @0.18&%
V® 0429 | DI (stpam) . 0.1§)
o @01 | oo @i |
%@ @%.410 . &[@ (strearﬁ @%.14 @
o 0476 RD3(@ikch) ¢, o.
o o " 0016 U | Ddpondj 0.1
Fish, chronic . NOEC 73, Q (’7\9@28(@@4\9 @§036§\\@ @(str@am) y0.13
Oncorhynchus mykiss W\% 3 « R 0016 & DS (Pond) &L 0_@
S O
NS IR I SN ) 2
K &SNS & Latag D6 (digh) | So.17
[ AN 0836 <) RIond), [2 0.01
R I Qb @@Q’ 5313, O] Restreaity | 0.1
RN o O R0z T [®3 (sygam) | 0.15
BN &k o |S 0879  GRafstream)| 013
9 O & §J S 20510 | PL{ditch) | 0.16
“ @ o O | O« 045 |Oream)| 0.3
ST & o é\g\ Y060 <] D2(ditch) | 0.16
§ ¢ \Q § | 9 of «0410@ [D2Gtream) | 0.3
IR Y e V" Doazg D3 (ditch) | 0.15
(& S O © w7 g @© SR D4 (pond) | 0.01
Invertebfate, chronic ] N@? @.6* &) g@i 6D \@365 D4 (stream) 0.12
Gamiarus pulex @@ S . ©© § o 0.016 D5 (pond) 0.01
S S & S o L0379 D5 (stream) | 0.12
N S @ O > 0.474 D6 (ditch) 0.15
9 @ Y
@Q S @@' °©\ ©© @@ 0.036 R1 (pond) 0.01
©@ ©) @@ \"\ N4 > 0.313 R1 (stream) 0.10
SN > § ,%T—,Q . & %@ 0.442 R3 (stream) 0.14
& ol @ 9 & N 0379 R4 (stream) | 0.12
N § S @ @ 0.510 DI (ditch) 8.36
A F R § 0.425 DI (stream) | 6.97
&@% e @ 0.501 D2 (ditch) | 8.21
@ \% v @@ 0.410 D2 (stream) | 6.72
SRS % ,
S S 0.476 D3 (ditch) 7.80
) C 0.61 0.061 0.016 D4 (pond 0.26
o ey | X0 gond
& @ LY 0.365 D4 (stream) | 5.98
Q© N v 0.016 D5 (pond) 0.26
% 0.379 D5 (stream) | 6.21
0.474 D6 (ditch) 7.77
0.036 R1 (pond) 0.59
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Document MCP: Section 10 Ecotoxicological studies
BIX+FXA+PTZ EC 190 (40+50+100) G
. RACsw; ch o
Species E;‘dp/"L‘]“t (NOEC/10) P][*:Cs;i’i’“‘ Focus PECARAC
e (E+Cs0/10) ne seenario 3
0313 ®l (stream) | @813+
0.442  @p'R3 (stream) ].@J
0.379 R4 (strea§ ;@1 2
Fluoxastrobin (E+Z), spring cereals, 1 x 75.0 g a.s./ha \g) & & N N
0497 Dlggch)s 047
@} &@420 DiN(streaf) @15 5&
Q@ R0475,°  J4D3 (dieh) | Yoz~
. . 0 7 \W)) 7
0.0% D4\(pond), P
e gy [ oz s |7 ane e ML O
y y é& @ < .388/§ UI@ streaiy) 14
A O 00010 | D5 (pénd) |50 0.08
i\? ° \\ & 0399 i & D3, (stream) g@
@ o] O LN Q@siLS | RE(strepty) | D18
o & | & O [ @049 LD1deh) | 0.6
SR A 020 o[pl " 013
§ .7 ey | 0.
o & v § @ 047567 |SB3 (diteh) 0.15
Invertebrate, chronic ﬁ“§ qu\ 31 § 3. @?& («@ 0.08% 1 D4 (ond) 0.01
Gammarus pulex a @88 @ D4 @tream) 0.12
o QO N D S
N 9 ©§§ o> S 0017 |05 (pond) | 0.01
é\g ¢§ %@ @ @6 \q;\ Q° 039 - D5 (stream) 0.13
& NS D O 4 0511 R4 (stream) 0.16
> \@ RN D i\\)) 2] _@0493 | DI ditch) | 8.15
29 ©© o S BN 0.430 DI (stream) | 6.89
A R A b@ @© D 0975 D3 (ditch) 7.79
Invertzbrate, chronic S N w\é @O 61 Q0.0 @ @016 D4 (pond) 0.26
Améleamysis bahid N '@% @) @ O 0.388 D4 (stream) 6.36
RO SRS DT 0017 D5 (pond) | 0.28
N S B O
U @ TR 0.399 D5 (stream) | 6.54
Q1 & & v |L& &
@ Q| ¢ . O o |0 o4 0.511 R4 (stream) 8.38
* Endpoint from study-condueted with EC forngy ationQy
B G gy
Most 0@% TERs meéPthe required trig @f indicating a safe use of the product. However, the
risk assessment fo%am%ms @tlex AmeFicamysis bahia need further refinement for some

s@gmariz@ the assessments which need further consideration
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Table CP 10.2- 29: Summary of the scenarios that did not pass the TERLT/RACLr calculations of

fluoxastrobin based on FOCUS Step 3 following application to cereals* @° /(\6
Fluoxastrobin (E+Z) S %
Invertebrate, chronic: Americamysis bahiy @\)@ Y~

2x87.5gas./ha | 1x87.5¢ga.s. /ha 2x75.0ga.s. /hw@% 1x 75.0%21 s. /[y 7

Scenario Winter | Spring | Winter | Spring | Winter Spri%gs Winte§ S@ng
cereals | cereals | cereals | cereals | cereals cexea cerea @realy\\q

D1 (ditch) x x x x U x X X xo> | @

D1 (stream) x x x x x | Q x x & & §

D2 (ditch) x - x x g - SER O B

D2 (stream) x - x /\@% x N & {Q% X - &

D3 (ditch) x x x 9 x B L Xon | S\ X x]7 &

D4 (pond) & 9 A NS

D4 (stream) %X x x > @/ 1O x /\@ @%7 o S @k% X °

D5 (pond) < v i S >y @

D5 (stream) x X | A%, e YN X

D6 (ditch) x - QA BDxal o L ey | VY

R1 (pond) x - &U 7% N &@ @\3} - fQ S < -

R1 (stream) x R G %X G ;\@ @g o O O O xS -

R3 (stream) x @@- R D % Q SERE SEETN R

R4 (stream) x v ox NN NN X x

* Refinement for fish chroni€é§Oncofbynchysomyki, and Invertebrate CI%E)%C ( marg@%ulex) passes the
risk assessment based on FOCUS Step 3 with all arigs-and aliGntended*application
% P S ‘Qﬁ pplicg S§

x Scenario not passed s,

- Scenario not relevantfor the c%p @ @ § §9\ @ C& K\
Q" &Y @
Results 1nd1cate@%1th &@eed @}her ré%ine&%lt N @ @& §
§© ©. O Ny @
For fluoxastrobin afggf’ aquatic in rtebrate a.[e e@@nen&l@ optieh b & on the FOCUS Step 3 -TWA,
(7 days). %lues is pre@gznted@g ow, ustl atlg or tl@ use the 7d PECsw.wa 1s provided in
Docu CAS8, Poj M 147-01-1 @
neM S 28 MASITILIY

@&\é\”o@&‘&%
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Table CP 10.2- 30:

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

3 -TWAsw (7 days) @
. 7-day o\% N
Species EFSgI;;);]Il t TWAsw SFC?If;E:) @TERLT @Qigger@
[ng/L] A
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha v I @
0.498 DI (diteh) ) 120 510 ]
0187 | DI (strgam) 102)°
0,453 D2itch) @3 q
@206 RY(stream) |, © 3.0 210 @
-0°0.116 Dy R 53§ 10y
Invertebrate, chronic NOEC 0.61 & 0.040 D4, (Stream 0 &&1 N
Americamysis bahia Q) @,0066?”}\9 %(st@@’) @y 102 10
A [ @70208 | Q6 ditch) o 30 SO 19>
o 07 O REpond) Q| 267
@} N D7, o L7 A5
QTR0 | RIsred) @ 548 | Do
S 0.1 R &
@ s 0160 3 (gtichm) & P 10
R 2 < @71 @J Rﬁ@(rean@v 23 s 10
Fluoxastrobin (E+Z), spring e@@als,{§ﬁ87.5 g@.s./h@j &@ @DQ MRS ((%%
v & Kk 04 |SDigdifch) ¢ 0.9 10
o 9 & §<J 0.146 .| DifStrean) | 2,42 10
Invertebrate, chroni %C © 0 61© @@60900@ D3 (gﬁtc?3 Q) 6.8 10
Americamysis bc@ @9 @ $o. “ba (@am)& 50.8 10
$ « SN - 005 T D3 (strearm) 122 10
O\ S & D @0.27{3}© §a<st@l) 2.2 10
> O
Bold values d&yot m@the {g@ger@ & o\@ @@ S %@
S & & & [SEERSIIPN
A @ \Q NN
Q O & 9O o & D
N @ PRSI N
9 @ S > 0\% IS S
o O ¢ .09 o O @
NI R
¥ o KX & o
=) % S @ %
@7 °\ Q @ o\
NN N 9
b @° v &@\ &©
F & & 88
& o &
& & & ©§’
S &S S
(SN
$ & e s
¢ £
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Table CP 10.2- 31:

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

3 -TWAsw (7 days) @
. 7-day SR
Species EFSgI;;);]Il t TWAsw SFC?If;E:) @TERLT @ 'gger@
[ng/L] A
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha v @
0.467_ DI (diteh) ) 130 510 ]
0.049 | DI (strgam) 12 102)°
0,394 D2itch) @5 q
@039 RY(Gstream) |, O'15.6 210 @
Invertebrate, chronic @@.116 Di (@@D 2 =2, 2 1@}
Americamys’is bahia NOEC 0.61 % 2005 D4,(Streamfor &2 N9
Q| L @002 | PS(stredm) | 303 10
| @70.08® | Qs (ditch) 19 J&7 g
@% 0039 P ngﬁ}ea@@p 55 ] 3
o @ & A\
Q@ O 00T R3Tstredin) [ @ 1008 [ OO0
QY A X 2
2 @ 0124 4 (tteam) £ P 10
Fluoxastrobin (E+Z), spring cerezﬁ% 1 x&g7.5 g &3./ha A@ @y &© Q m@ S
RN T @A 7| B diteh)  [© 1.4 10
SN § b 006 4D (sudam) & 9.7 10
Invertebrate, chronic - @N o c© oy 0554 . Daditeh) | a1 10
. . . . Q o
Americamysis bahia @% & ) @%.OQé@ ¢D4 (stream) @ 102 10
Q| @ & @ [ 0004 | Ds(sRam)& [ 153 10
@ . @ N 187 R4 (strear@ 33 10
oot zder S
Bold values do n mee@etrig & N & N
5o oF b @§ @
TN N %
N & & @ © NN
A 2.9 & O O
Q O & 9O o & D
N @ PRSI N
TS IS e 8
o O ¢ .09 o O @
ARG I <
¥ o KX & o
=) % S @ %
S @ &@\ O
@%
@ .l § o @Q
O Q & 9
¢ & ¢
S QS
(O
$ & e s
&< &£
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Table CP 10.2-32:  TERvwr calculations for cereals (winter and spring) calculation based on FOCUS Step

3 -TWAsw (7 days) @
. 7-day R
. Endpoint FOCUS N
Species [ng/L] TWAsw scenario @TERLT @ngger
[ng/L] B
Fluoxastrobin (E+Z), winter cereals, 2 x 75.0 g a.s./ha © I @
0.423 DI (diteh) ) 14 .9 | 910 «

N

D

0.090= | DI (stegpm) 68
0,380 D2hitch) s
@172 @%(stream) O35

&

50 0.100 D3 (@th) R 6 &

0,008 Délgo\:(?treamf@’ @76 o )

Invertebrate, chronic

Americamysis bahia NOEC 0.61 é

@005 | BSGuedy | 122 10

A [P [ Qs yich o 38 07 1g>
o 0091 P RE(pond) ©| 67

SN
@Q@ N #0.095° U@))(stre@}i) @ 648 | Q10
@ [~ 0.084 R3 (tteam) B P 10

s 2
R 2 < @}30 @J Rﬁ@(rean@v L2700 10
Fluoxastrobin (E+Z), spring e@@als,{§ﬁ75.0 g@.s./h@j &@ @DQ MRS ((%%
v & K 0599 [SDigifch) ¢ 1.0 10
o 9 & §<J 0113 .| DifStrean) | .54 10
Invertebrate, chronig, %C © 0 61© @@6027@ D3 (gﬁtc?3 © 7.9 10
Americamysis bc@ @9 @ S 0.040 “ba (@am)& 61 10
S 4 SN N 004 o f DS (strear) 153 10
O NS w0 | ey égféf (streath) 2.6 10
Bold values d&yot m@the tfgger © &7 o ©® S @
. e P o
S S & & T g
A PG S O
§§D DS °\© @ & @Q
@ 9O g © o .0 %
NI R
S\ L @ & @
o & @ &S
@7 N Q @ ©\
%o ¢ D @ @§ N
S ST RS
(AN &©
@° N
@ O é@ < @Q
% AS)
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Table CP 10.2-33:  TERLwr calculations for cereals (winter and spring) calculation based on FOCUS Step

3 -TWAsw (7 days) @
. 7-day N
Species Endpoint TWAsw FOCU.S @TERLT \'gger &
[ng/L] scenario @
[ng/L] A
Fluoxastrobin (E+Z), winter cereals, 1 x 75.0 g a.s./ha v I @
0.396_ DI (diteh) ) 150 510 ]
0.039Z | DI (strgam) 15% 102)°
0,332 D2itch) 98
@030 RYGtream) |, 9203 ¥ | P10 @
o erebrate. chront -0 0.099 D3(@th R 6 ¢ 1o
nvertebrate, chronic g
Americamysis bahia NOEC 0.61 % 4004 D4 (stream)r 53N 10
Q| L @002 | PS(stredm) | 303 10
@ 0.07% | QD6 (ditch) 8@ T
w\?% N @ % @)C (@ @é)
& 3033 P Rlgstream) N85
Q@ « | 20051 | R3Tsredim) @ 1200 [ Oto
R w T =
<~ @ s 0168 4 (stteim) 8 P 10
Fluoxastrobin (E+Z), spring cerezﬁ% 1 xG5.0 g &3./ha A@ @y &© Q m@ S
RN T @403 7| B diteh)  [© 18 10
SN § b 005 [4DI (strcam) & 113 10
Invertebrate, chronic - @NO C© B 61 §J 8077 A, B@ditch@ Qrf\o\ﬁg 10
Americamysis bahia% IS & O @%.OQS@ «D4 (s}rez;?\gn) & 122 10
Q| @ & @ [ 0003 | Ds(seam)& [ 203 10
@ d . SIS @%8 ¢y| R4 (stream)y 3.9 10
Bold values do néymeetthe trigger N & NV Y N
@© @6 @) & K@j &° & § @
AN . NN
N N
IS \@Q \§ & o \§ N °
NS Q
§ RN > & >
@ 9O g © o .0 %
VOO & D
O 9 8 @@@ @
=) % N @% y %
@7 o Q @ N
S A\ N @§ 9
N (g @\ R Q
@° N >
s A &S 8
& S @
% Q
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Table CP 10.2- 34:  RACiw; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 -TWAsw (7 days) (acceptability of risk: PEC/RAC <1) &°
Endpoint RACwsen | 7 gay TWA FOCUS N
Species ;‘ "/"L‘]“ (NOEC/10) | - Ty Py ™ [ Sscenario %@,\ RAC]
He (E<Cs0/10) He S
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha v I @

0498 | DI (ditchy |, @.8.16«253

V® 0.1¢3 | DI (sfieam) N\ 1.88)

RN (TS

@ £9.206 I (stream) | ;338 @

@@ 0.1F QD3 (@ich) ¢, 1.99"

Invertebrate, chronic

D% 1 \@@10 @ | D&gtream)y @6

Americamysis bahia NOEC 0.61 & Qe) é\a @§000§@ @ (strgam) 0.10
A | @ [ R 0205 o D6 (iich) fO3.3p°

LR N % O
N o b O] Rigod | 475

SN
@ B \®) o @
Q KA & Uv\g\é.lléﬁ LRI (sughm) | O1.85
© % \Q § v 0 \R3 (@am}x 9 1.64

O & 62710 [ ReGtreainy | 4.44

Fluoxastrobin (E+Z), spring e@@als,{§ﬁ87.5 g a.s./h@ &@ MRS ((%%

O K e[S 0692 ¢ Diddich) [ 1134
© S) @Q §<J & o @146 \9@ %(gjtream) 2.39
Invertebrate, chroni% N@ © O61© 6@006 © &, 0.090 @3 (ditch) 1.48
Americamysis bc@ R @ § gik > O@\? & [ D4 (stream) 0.20
S @@ N | \@ & é\o.oos @ | D5 (stream) | 0.08
m@ ﬁ\ G D & § 0.2%3, R4 (stream) 4.48
s L VN9 & 6 @
< -
S > o & o & "
&@ @ @ Q° @) RV O
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Table CP 10.2- 35:

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 B g
Species Endpoint (NOEC/10) 7-day TWAsw @FOCU‘S H?? /RA@
[ng/L] (E:Cs0/10) [ng/L] cenario @ K
Fluoxastrobin (E+Z), winter cereals, 1 x 87.5 g a.s./ha v I @
046%_> | DI (ditchy |, @7.66«&%
V® 0.09 | DI (sfieam) N\~ 0.80)
. 04| oien | eus
%@ 90.039 |15 (stream) | ¢;0.64 @)
Invertebrate, chronic %@ O QDS (®Ch) - 1'®
Americamysis bahia | NOEC 061, | Qgel 0005 @ | D&gtreanil| 0,08
.2 & 00020 | BS (strgam) | 0.3
S P @ Q og;? o) D6 (fich) SO 1.4
@} N @\ &b \«%0 9. © R E¢stream) @4
SERPS & U%\é.%gg}ﬁ &3 (sughm) | O1.00
&© Q N LY v 0@ R4 (@am}k% 2.03
Fluoxastrobin (E+Z), spring cereaﬁ%l xa&g1.5 f@./ha[[\\© @y &© Q m@ S
RN @“’ @ 7| gR0473 D1 (difch) 7.75
SN KO S § 0063 ¢ Dlstream) |  1.03
Invertebrate, chronic - @NO C© %61 §) 061 IS ?7\()9%54@ Q%jdiwh) 9.08
Americamysis bahiq, @% & O ' _ O w0006 | (stream) 0.10
N v @9 @ § §9\ > 0®4 &, | D5 (stream) 0.07
@ d N @ < Y 2 «0.187 @ | R4 (stream) 3.07
Py e s T o -
¥ &o oF s b @§ @
TN g S %
N & & @ © o &\
A 2.9 & O O
FIEFITs s
@ O ¢ .0 o O @
NI R
S\ L ,@ & @
& N @ y R
@’ 2 Q N &@ N
@ &@\ &©
@%
s A &SR
@ < Q & ©@
¢ & O
S &S
(ON
$ & e s
& &
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Table CP 10.2- 36:

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 X x (
Species E“dp/"L“‘t (NOEC/10) | 7-92Y T/]‘jv Asw @FOCU.S i RAC|
[ng/L] (E:Cs/10) [ng/L] cenario | @ &
Fluoxastrobin (E+Z), winter cereals, 2 X 75.0 g a.s./ha v I @ o
0423 | DI (ditehy |, @.93 «
V® 0.099 | DI (sfieam) N\ 1.48)
. %0 | oan ] em
%@ @%.172 A@(streaﬁ @9.82@
@5@/ 0, VD3 (difch) § 164
Invertebrate, chronic NOEC 061 & D51 L0008 O D&ptrean @3
Americamysis bahia O Q)J é\a @§00(§\@ @(strgam) 0.08
S @ Q og)%’ o) D6 (Gich) SO 2.89
&N o e Ol meey [ 6
Q & S @ < 0.095 RN (strghm) | Otse
&© % N v o 05%@ PR3 (@am}k% 1.38
R o & S & 62300 | RaGtrearny| 377
Fluoxastrobin (E+Z), spring ({anls,{§ﬁ75.0ga.s./h®j &@ @ MRS ((%%
N & ko |8 0890 ¢ DIditch) 9.67
@ S @Q §<J & o @113@ %(gjtream) 1.85
Invertebrate, chroni% N@ © 0.6 1@ 6@0 06<l§© % 0_977\’ @3 (ditch) 1.26
Americamysis b@@ &0 T [T 000 Josuen | os
$ « SN | O S _<000ag [Dssmeam) [ 007
m@ ﬁ\ ©& @@)\\ D &\ QQ §O.2§Qﬂ R4 (stream) 3.79
> O
S & & & [SEERSIIPN
& o\@ o\® % @% O\© % g\
@)
§ RN > & >
@ O ¢ .0 © .0 @
VOO & D
O 9 8 @@@ @
<) N @% y %o
v - &©
@"° N
s A &S 8
& o &
& & & ©§’
S &S
(ON
$ & e s
& &
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Table CP 10.2-37:  RACiw; cn calculations for cereals (winter and spring) calculation based on FOCUS

Step 3 -TWAsw (7 days) (acceptability of risk: PEC/RAC <1) &°
Endpoint RACwsen | 7 gay TWA FOCUS N
Species ;‘ "/"L‘]“ (NOEC/10) | - Ty e ™ | Ssconario /RA@
He (E<Cs0/10) He S
Fluoxastrobin (E+Z), winter cereals, 1 X 75.0 g a.s./ha v I @

0396 | DI (ditchy |, <’%.49«§j

V® 0.039 | DI (sfieam) N\~ 0.6¢)
05332 D2 Gitch)) 4
%@ £9.030 9 (stream) | 3049 @)

q

Invertebrate, chroni o 0099 __Rba@nh f 16
nverteorate, chronicC NOEC 061 %)61 Y\Q?@O“. @ D@tre&rﬁ% &%0@7

Amori ‘s bahi
mericamysis bahia @CS% %@ é\ﬁ @00%@; @(strgam) 0.03

> @ [R 00737 D6 (fich) 49" 1.
W\% . N %’3 ©§ 4 2

@} N @\ & \% R E¢stream) @4
K S Q@ U%\é.osgg}ﬁ &3 (sughm) | Q0.84
< o I KT 0303 R4 (heam) (2 172

MmO ) O O O S
T < T o T gR0403 P1 (difch) | 6.61

o & § <§ Q S @({Si & D1 %tream) 0.89
Invertebrate, chronic - @N C D61 § 20077 5O 23 (ditch) 1.26

Americamysis bahia% O@% % S § % 0.905\’ D4 (stream) 0.08

@ @ @@ § §9\ > O@\B &, | D5 (stream) 0.05
q . Y 2 ¢0.158 @ | R4 (stream) 2.59
n

©) \ AN AN & Vv Ry
Qne O N . . .
Table CP 10g7 38 summarizes thescenarios @*hlch did no eet@le required trigger of 10 when
based on @CUS @t’ep j*ﬂ-TW@SW @ day%rlsk aﬁssmen. C@gsequently, further refinement is

needed. °s, N N
SR - S O

FOFLE S
5 & & & .~ &
O AN S S
o O ¢ .09 o O @
S
AN L 4+ 9 @
@7 o & @ &S
°\Q ®\
Q N &9
> %@Q@’Q@@
S @ﬂ&@\ O
@%
N Q
&§§©%©@
AN
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Table CP 10.2- 38: Scenarios that did not pass the TERLT/RACLt calculations of fluoxastrobin based on

FOCUS Step 3 -TWAsw (7 days) following application to cereals @° S
R
Fluoxastrobin (E+Z) D %
Invertebrate, chronic: Americamysis ba @\)@ Y~
2x87.5gas./ha | 1x87.5¢ga.s. /ha 2x75.0ga.s. /ha@%’ 1x 75.0<7gba.s. /@‘))
Scenario Winter | Spring | Winter | Spring | Winter | Spring Winte§ S@ng 2
cereals | cereals | cereals | cereals | cereals ce@%s cerea Eoreals: -
D1 (ditch) x x x x U x X X Xo»
D1 (stream) x x X X ﬁQ X @ SQ A §
D2 (ditch) x x x & - Jo xR O &
D2 (stream) x - /\@% x N & {Q% S - &
D3 (ditch) x x x [V x B L Xon | S\ X x]7 &
D4 (pond) & 9 A NN
D4 (stream) N o RS e
D5 (pond) S L0 PR S ¥V & @
D5 (stream) Q\’ N ﬂ@ &W o ~ @
D6 (ditch) x - A2 x> w” X WP N @ x| O
R1 (pond) x -&© @ ) g@' SR N2
R1 (stream) x Q n c - é@ o - ©@ @\? N
R3 (stream) X r\@' . N @ @@Q @x Q © %}Q) N -
R4 (stream) x 4 x ®x [  x x 91 Ox % x
x Scenario not passed S @ 0 AN e
- Scenario not relevant for°the cro%© 9 § @& @@% R $ §
@ @ @ 6 o, K o,
Results indicated wi 3 ned@fu reﬁ@;men§4\ reﬁg}d ris@asse@nent@%sed on FOCUS Step 4-
TWAsw (7 days) gélculations is @@ser{f@’below. ©© @@ < @
\© &\ \\ ~ N @
NN T A
& O O «7 & O @
AN . & O
9 2 > @ é,(;%
S & & & & & &
A O@\Q & O v O
Q O & 9O o & D
N A Q@ QO @
s & &
Q N @@7 S < @@j@
©© @@ . \@ \@
¥R &S
<) N @% y %o
@’ 2 Q SIS
S N A9
@ D
v &@\ N
s A &S R
@ < Q & ©@
¢ & ¢
SRS
(SN
$ & e s
¢ &
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Table CP 10.2- 39: TERLT calculations for invertebrates (long-term) based on FOCUS Step 4 -TWAsw
(7 days) including mitigation measures &° S
7-da RS
. Endpoint y . o
Species TWAsw FOCUS scenarios,. TERLT Eigger
[ng/L] " > @
[ng/L] N L
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha v I @
20 m buffer zone, 90% drift reduction _ %ﬁ W O .9 %@
0182 | DI (dch) 3 [N e | @
0,113 Dl{stream) 4 Y o

Invertebrates, chronic 0,001 o D3\ditchydr DB10. Y i&
Americamysis bahi NOEC 061 & i >
y ia Q' @02 | b6 i) gy 303 10
A 20019 | QRIpond) o] 3B & 105>

o ©  RE(stream)”

& B27 | R k(stream N22.6
@Q@ o[ 20023 RIGrgam) 40 2658 Oio
2

o [< 0065 | R4 gheam) O] 8d4 D 10
Fluoxastrobin (E+Z), spring cerezﬁ% xB7.5 g dg./ha_§ @ § ) @M m@ S

20 m buffer zone, 90% drift re@ggtono o @y & OQ ™~ @ &%
R AN LD
. é §) oS 0288 AN D I'{ditch) % 2.6 10
Invertebrates, chronic - NO % 61 § 4,146 o Di\a(strqgﬁ (i\o\’ 4.2 10
Americamysis bahiq S 2 O [ D000 T &3 i . P 610 10
@Q T O ooge R4 Gream)S | 9.8 10

Fluoxastrobin (E@), wiftber ce‘iegal%, 1%87.5ga.s. /h,gx> 9 N \((\@
20 m buffer zg@w 907@1}"1‘ reductwl;f\\x Q> AN ~ @ v

> Rz (3.@?3 O DI1@itch) 7.7 10
.9 . s @ O 0977 @ _ 02 (ditch) 7.9 10
Im@ ates, Chmn.i@@” C 0.61. |©0.00L> | OD3 (ditch) 610 10
Anfericamysis bahi .
B @ S 0:001 N D6 (ditch) 610 10
S SN oS
& & s 0029 & | R4 (stream) 21.0 10

Fluoxastrobiq@gE+Z)@?ringFé§reals@% 87°®g a.s@ @

3,

20 m bufferSone, 90% drif@duc@} N
N

@) o7 DI (ditch 10
f@ Q @ @ ] . (ditch) 6.3
Invertebrates, chro . LS 0.061 D1 (stream) 10.0 10
@ %OEC\ 0okl . ,
A%erlcamym bal N Q & 0.001 D3 (ditch) 610 10
& O ooss R4 (stream) 13.6 10

Fluoxastrobn&kﬁ+l&wnte@éreal§@ X 75@g a.s./ha
20m buffe@ne,@&/ dr;f@’eductwn @
N IS

& & @@ 0.144 D1 (ditch) 42 10
N @@ % N 0.090 DI (stream) 6.8 10
S @ N 0.149 D2 (ditch) 4.1 10
A;@@;ﬁ;gﬁf NOEC 0.61 0.076 D2 (stream) 8.0 10

0.001 D3 (ditch) 610 10
0.001 D6 (ditch) 610 10
0.016 R1 (pond) 38.1 10
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Endpoint 7-day >
Species p/L TWAsw FOCUS scenario| TERwLr Tri@'
0.023 RI (stream) & 265 | B0 o
0.020 R3 (stream)y| 305 [ 1097
0.055 R4 (strearh) 1S v ¢
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0 g a.s./ha © g*’ N S
20 m buffer 90% dri j X G (@) 9
zone, % drift reduction S o NS
s pridich | &raa Q] dv o
Invertebrates, chronic | o - 0.61 ﬁ@?}5).113 D (stfeam) @ 534 @Vlo AN
Americamysis bahia 7 0.001 > DN\d/itch)@, %10 i M
S 953 0 ﬁgﬁt\(stre@%) S B %T\() o
Fluoxastrobin (E+Z), winter cereals, 1 x 754 g a.s.ﬁﬁ @U Q © A Q & N
20 m buffer zone, 90% drift reduction TS S &% QO w S
Q@ > | o B062 M| Dldieh)  pr98c”| QIO
) O o 0059 | ODadich) S 168 |o 10
Invertebrates, chronic N NS RS
Americamysis bahia NOECR Sl ¢ Ol f\> D&%tcl@ @Q%O 10
Q& > Y o001 @7 e ity §D 610 10
R SR 0.025 o R (steam) o | 244 10
Fluoxastrobin (E+Z), sprigg cere4ls, 1 x 5.0 g@/ha @ 9
20 m buffer zone, 90% drift redution S @ A o §
X X J O - 4
( S 70078 | ©'DI fitch) [ 7.8 10
Iz;:rj?;amt;z}:}ﬁ NOEG) @61 T o®01 @ D3 (ditch) 610 10
@ {@1@ N @\% @\ /80.038%7 §@(str%®1) 16.1 10
Bold values da.fot me etrl@ger Q 2, @
N & @ e &y
&@ s @ o\® @Q o\© * °\©
PFOUFSITEE S
2 @ § g ~ S @b
o O ¢ .09 o O @
Q0O S & b
9 XN & @
<) N @% y %o
@’ NS @ N
N Q
Q A\ N @§ .
& SRS
@° v &@\ &©
s A &S R
@ < Q & ©@
& & IS
SRS
SR
S @ o
Y & v
€ o
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Table CP 10.2- 40: RAC:w; cn calculations for invertebrates (long-term) based on FOCUS Step 4 -
TWAsw (7 days) including mitigation measures (acceptability of risk: PEC/ < @
1) . §
. RACsw; ¢ -da
Species Endpoint (NOEC;Il(l)) 1:7\’\(’1A)s’w Qﬁ)ws {@C/R@
[mg/L] (E:.C/10) |  [ng/L] cemario |,
Fluoxastrobin (E+Z), winter cereals, 2 x 87.5 g a.s./ha % R © é\ e
20 m buffer zone, 90% drift reduction © @% Ry > @“Q @
0.180 DI (dch) ¥ 290 |&
@ 0013 | DiGheamY| 085 S
@@ 0.1949° | @2 (digh) 3184

. D 0.1 [5D2 (steam) [” 1366
Ijvertt?brates,. chrogic NOEC 0.61 é .061 @g? QFOI Q@, D@@#tch) 0.02 ]
mericamysis bahia % @\a @ Q%.OOZQ D6 (dl® J@W)_O%&

& O 008 |ORI pond) 048}
@ S ST 6027 <] Rigstreandy | @44

$ e @ E
O B S L0003 | 3 6dm) |6 038
Q . d oy D 0 | $R4EEamy ] 1.07
Fluoxastrobin (E+Z), spring gg@mls,oz%§7.5 ﬁ’.s./h‘%jQ . @~ @ © @Q 'S
20 m buffer zone, 90% drift reductign $ &@ Kz & ©
e O ¢ q v 04\ Di(ieh) 3.84

& @
i % 0.146 % D t .39
Invertebrates, chronic N@: z 0. )1© E%j 31 @ S S ream) 2

Americamysis bahz@ & - S %\ Q 0,0% &%D?;/ (ditch) 0.02
S © P b 0002 | Resweam) | 102
Fluoxastrobin (@ﬁ), WQ\\{er cégeals, 1 x 87. @ s./!i% [(@ <
20 m buffer z@g 90%~drift régductiod g»\\ oy S o
103 N > B
\@ N 2 o 8 v Sl DI (ditch 1.30
P S @@ @ @@ § 80077 D2 (ditch) 1.26
Invertébrates, chronic N %, ?Q @ s, 0.035 D2 (stream) 0.57
: A NOEGY: 0 0061 :
Americamysis b '~ O S 0.001 D3 (ditch) 0.02
@ § @@9 Sl 0.001 D6 (ditch) 0.02
L Olo - o |0 @ 0029 | Ré(stream) | 048
Fluoxastrabin (E+Z), spring ce@s, 1 @.5 g@é{.@/ha@©
20 m buffer’zone, 90% dsift redidiion © & ™
N N N o @ 0.097 D1 (ditch) 1.59
Thvertebrates, chrtco?rglic a @ % 0.061 D1 (stream) 1.00
. . . NO 61 0.061 -
Amerzcamysz@lmhza 0.001 D3 (ditch) 0.02
S A ﬁ ~N 0.045 | Ré(stream) | 074
Fluoxastrgﬁn (EXZ), wititer ce@als, 25@5 0 g a.s./ha
20m " zo@ 90% tiﬁ)ft rg\@ctton
N @@ @@ I 0.144 DI (ditch) 2.36
N R 0.090 DI (stream) 1.48
verteBrates, chronic -
@) . . NOEC 0.61 0.061 0.149 D2 (ditch) 2.44
Anferjcamysis bahia
0.076 D2 (stream) 1.25
0.001 D3 (ditch) 0.02
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. RACsw; ch 7-day .
Species E;‘dp/"L‘]“t (NOEC/10) | TWAw ch(:Srji PEC/RAC
ne (E<Cs0/10) [pg/L] ! .
0.001 0§ (ditch) | @02 o
0016 | @Rl (pond) |S 02607
0.023 | RI (streafxl)§ ;B &
Co | 0020 R3 (streginy °\&33V©
X 00557 | R4 (syefem) 3O 0.907
Fluoxastrobin (E+Z), spring cereals, 2 x 75.0 g a.s./ha@§ &© D Q @Q
20 m buffer zone, 90% drift reduction % Q S & &@
% 0182 [ Di(ditch) [P 2980
i Y gw3 7Dl i85
Invertejbrates,. chron.lc NOEC 0.61 @%& @@% 61 50 [y & @eam‘)\
Americamysis bahia Q?}'% @@ m@.OOI & 6@’((11'[/((@ @§9.02 < °
O S o 0.088 | SR4 (stream) £ 0,
Fluoxastrobin (E+Z), winter cereals, 1 @5.0 gas./ha@ & & ﬁ:\ AN
20 m buffer zone, 90% drift reduction(@Q 'S @\g & > @ @4 @ ca
Q N 0.0 [ODI (dirch), 1.7 1.02
o 4 & 9 59 oF Duditch) 0.97
Invertebrates, chronic NN v > @ [® - ‘ & :
. > caron &@c S 0.6k 0615 @000z, | D3 (ditéd) 0.02
Americamysis bahia S < &
° é& S @ i 000 | D6 (disch) 0.02
: \ 2 § & S 0925 « | R4GSfream) | 0.4l
Fluoxastrobin (E+Z)r(i@ring(r@eal§&@x 75.0@ a.s/[@ S 6& G oD
20 m buffer zone, 9/@ drift reduct@ \@@ N N) @, O S
@? . \@ NN \w é@ 1078 «J DI (ditch) 1.28
Invertebrates, Ehronig, | e 0.60> | & 0.061 L0007~ | D3 (ditch) 0.02
Amerzcam@ bahigs Ié @) & v O
) ¥ N, P S P ooR R4 (stream) 0.62
Bold valugsdo not meet the trig e, o) 0O Y @ 158
S o & & A

Concerning two
a.s./ha, safe use
(pond) and D5 ($@ea

on

1 x 75 g a.s./fap, saf®©use

(stream), D@pond)@D4

Concerning one application i rin

refine was identj{r%d for€he scen rios@ (&%
Congerning one a cati% in spring egreals at a
refingment was ide iﬁ@or the ScendRos
(stream). @° &@ @

Concerning two a wi

the scenari
measures &f 20
winter «ggreals

(ditclg,%Rl d),
buffey zone 90%§@rift &

ters

X
meter

plicatio
D3 “@d%ich

ffer

oyt @ny r

N o,
Epring cereals at gates of 2 x 87.5 gas/haand 2 x 75 g

a Qg)atio‘hs%l winter @@
out a%y regnement was c@

ing@e a
. D5

ne +

ﬁhcati@ in wi

emef was

rqal@ at

i

fifer ceré@i at a rate of 2 x 87.5 g a.s./ha, safe use was identified for
6 (ditch), ®1 (pond), R1 (stream) and R3 (stream) when mitigation
% drift reduction are used. Concerning two applications in
a rate of 2® 75 g a.s./ha, safe use was identified for the scenarios D3 (ditch), D6
(stegam), R3 (stream) and R4 (stream) when mitigation measures of 20 meters

ntifi

s

for, the scenarios D4 (pond), D4 (stream), D5
r cereals at rates of 1 x 87.5 g a.s./ha and
Y entified for the scenarios D1 (stream), D2
nd),@5 (sttisam), R1 (pond), R1 (stream) and R3 (stream).
@ite of 1 x 87.5 g a.s./ha, safe use without any
, D4 (stream), D5 (pond) and D5 (stream).

rate of 1 x 75 g a.s./ha, safe use without any
stream), D4 (pond), D4 (stream), D5 (pond) and D5

uction are used. Concerning two applications in spring cereals at a rate of 2

.5 g&5./ha, safe use was identified for the scenario D3 (ditch) when mitigation measures of 20
ffer zone + 90% drift reduction are used. Concerning one application in winter cereals at a

rate of 1 x 87.5 g a.s./ha, safe use was identified for the scenarios D3 (ditch), D6 (ditch) and R4
(stream) when mitigation measures of 20 meters buffer zone + 90% drift reduction are used.
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Concerning one application in spring cereals at a rate of 1 x 87.5 g a.s./ha, safe use was identified for

the scenarios D1 (stream), D3 (ditch) and R4 (stream) when mitigation measures of 20 meters er &

zone + 90% drift reduction are used. Concerning two applications in spring cereals at a rate of 2.X°75

a.s./ha, safe use was identified for the scenarios D3 (ditch) and R4 (stream) whign mitigation sures

of 20 meters buffer zone + 90% drift reduction are used. Concerning one application in wiriter ce

at arate of 1 X 75 g a.s./ha, safe use was identified for the scenarios D2 (dltC@D:S (ditchg; D6 h)

and R4 (stream) when mitigation measures of 20 meters buffer zone + o drift re@u@on atg us

Concermng one application in spring cereals at a rate of 175 g a.s. /hﬁafe use was@ent iod fo @

scenarios D3 (ditch) and R4 (stream) when mitigation Neasures of 2@ eters buff one‘Q O%\g ft &

reduction are used. & R Q N c&©
%@ Q& O S @

Conclusion QS@ N @ Q @ @§

For the representative uses considered for renewal of approv@ F Mastr«f@n a@pt@b?&ns&@% be

considered for most scenarios, taking varyin 1t1g n mea @{}1 0 g@’unt.@j
S

X
& \ @} \& o O & & ©§
CP 10.2.1 Acute toxicity to @ %@latlc vel?;i@rat@%,’ or @ect§ aqtéitic @}gae and
macrophytes @ S @b ©© @Q N
<7 &> T s
Report: KCPQ:% 10 ; 201@1\/[ 3‘%»5971&T Q
Title: Acute toxi y of fen+HnoxastfObin+prothiogs zols\g@ 19%40+50+100) Gto
ﬁs@(Onco ync m}§s un@r statlégondltﬂgns S @y\,

Report No.: EBD
Document No.: M-3 Q{ﬁ%}) @ \ é 'S N )
Guideline(s): @ OEC \&11% Flsls@Acu@T oxigjty Test @uly, 1&92) USEPA Pesticide
S ess efine 22-1, Addte toxicity test for freshwater
@)

Subdivision E,
@PAQQSPP €50.10, gﬁsl@me Toxicity Test, Freshwater

1sh, Oé{,o e

1, 1982;
O ©and @arme K K S
Guideline deviation(sigy no o\ N ©) %@
GLP/GEP: Q{gs %@ @ > © & 7
S @Q N, O
Objective: g\
The aim of th1§§stu was %ﬂmné@’the eute éoany of Bixafen + Fluoxastrobin +
Prothloconazole@@C IQ V@@Out é cochu@lykzss) expressed as 96 h-LCso.

& @
Test te ixafen °+@7luoz§robu@+ gothiocotazole EC 190 (40+50+100 g/L); Short code:
BIX+FXA+PTZ EG@EO( Jr%lx()O) <Batchi'No.: 2010-000848, Tox No.: 08908-00; Specification
No.. 192000023924.-NN c1p 0@974 001; Analysed content of active ingredients: 3.90
% %W (41.5 g/LQ blxa %?) 00 87), 4.86 % wiw (51 7 g/L) fluoxastrobin (HEC 5725 E-ISO),
9.59 % wiw ( & .0 g%h) pro con@ole (@ 6476); Density: 1.064 g/mL(20 °C).

Rainbow tr %orhy us ykzss,){&re exposed for 96 hours under static conditions to nominal
concentr ns o \i 750 50 0, 6.00 and 12.0 mg test item./L against a control. At the beginning
of the t\@t thcﬁn th and the mean body weight of the tested rainbow trout were 4.4 cm
and ]& g re t1V@ Théﬂalomass loading for this test was 0.33 g fish / L test medium.
9

Ten ﬁ@%re used in each test concentration. The aquaria used were made of glass with a capacity of
40-litres’and a dimension of 36 cm length, 32 ¢cm width and 38 cm height. The water temperature
during the 96-hour exposure ranged from 11.3 to 12.4°C in all aquaria over the whole test period.
Dissolved oxygen concentrations ranged from 90 to 101% oxygen saturation. The pH values ranged

Material %?methods @ %?Q @ &
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from 6.9 to 7.5. Bixafen was analyzed in all test levels after O h, on day 2 and on day 4 of the exposure
period to confirm nominal concentrations. During the test, fish were observed for mortalities and@gns S
of intoxication four hours after application and then once daily (day 1 —4).

: & & @
Dates of experimental work: March 29, 2010 to May 18, 2010 N & 'S
g IS

Findings: &% . O ) § \245@

e ©) & PO S
Validity criteria: @ < Q\ @ @
The test conditions met all validity criteria, given by the mentioned @lelines: @ S é\ﬂ &
< 5% mortality within the 48-hour settling-in period;g) Q R ®© @q}

$
< 10% mortality in the control (or one fish if less ten are use@ 23 @ S
est @ \©

dissolved oxygen saturation > 60% throughout t

pH variation < 1.0 units. % @;f Q@j ‘”;\ %@J @6 N ‘§
@ & T T
Analytical findings: . @ @ K o Q @7 @&
d HBLC

measured values of 80% to 105 % of i@ m&l\ov @ h&%
results are given as nominal values. @ @

v @)
CARS 9
As the toxicity has to be attrlbutﬁwo the%sted rn@) 10n§ a whiole, a@?esul ubnm;[ed by this

report are related to nominal test ¢ ce@atlo ft (afed produc Q) ©

Biological results: %o & @ %

In the controls no mortall@ or s@ let @% s were observed @ @

The lowest concentraﬁ&q causing 100% ah (96 as 6:00 mg te§§em/L. The highest
concentration which not It r@ny mbttali 1th«i¢g e e@osuz&perioi OLEC) was 1.50 mg
test item /L. The nogbserved-efT: con trati (N(gng) after 96 Hours was 1.50 mg test item /L.
After 96 h of ex ar s n&conca@atlo it 3. %) mg fgrm./L the fish showed the
following behav@ura mptoﬁns N \ §

- sho ab{?@l res@aﬂon@ K@j §

- displayed efthancetzmucgus excretio

_ rQ%med for unusuall A @ﬁ% ﬁhe %ater @ce é’g\]

- &é%re dead @© @ @

@ \ IS
Q
Cumulative mortaﬁl w%&bs@ a@llow@ & >
R
1 K F s § o
Table CP 10233-1: ¢ Cu tive’ Qmortawl:kty of the ralgow trout exposed to Bixafen + Fluoxastrobin +

Pr@uoca@ ole@mo@@ @

Expo 4% D4h 48 h 72 h 96 h
gme @ < &@
Stitem nofef | L% U@fo o@ %’ no. of % no. of % no. of %
[mg /L] dead @ead dead g@l dead dead dead dead dead dead
control [ ©0 0oy @& [QVD 0 0 0 0 0 0
0750 & QS| & [ %0 0 0 0 0 0 0 0
1.50 , FAER 001 0 0 0 0 0 0 0
300 | o0 © oD o 0 0 0 3 30 5 50
600" [ 0 (S 10 100 10 100 10 100 10 100
20 g 1087], 160 10 100 10 100 10 100 10 100
& &
N
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Conclusion: .
Based on nominal concentrations the following endpoints were determined: @ @6
N S
LCso (96 h): 3.02 mg test item/L (95% C.L: 2.70 — 3-37 m@ &> S
100 % mortality: 6.00 mg test item/L s O\Q
NOEC (96 h): 1.50 mg test item /L % § L o
NOLEC: 1.50 mg test item /L Y O 9
& @ S L@ @
Vo8 @5 s

Report: kep 10.2.1/02 . ; 20105 M-385961- o1 S Q A
Title: Acute toxicity of bixafen + astrobin + pr@noc azole 190&@40+50+%0) C&@

the waterflea Daphnia ma, n a static labgratory @st syste \ %) @
Report No.: EBDRP184 @Q é@’ N ®o §
Document No.: M-385961-01-1 RS @ S
Guideline(s): OECD Guideline 20 Daph e Ir@bilisﬁm Tes@(Ap@ZOO SBEC &’

Directive 92/69/EE% artg (19% A\ ©© @
Guideline deviation(s):  none @ & & N éa s §
GLP/GEP: yes Q@ K RN %© & @ & O

o & &8 ¥ § & o
@ v S ®\ @b @@ @? <
2 AN

Objective: 95@ e @j@ @® IS @©

The study was performed, t@tect &ssb]@effects of Bl%fen& uoxgstrobin + Pr@noconazole EC
190 on mobility of Daphnia g@» cauél> by @%hourf exposur@ a stat lab@atory test system,
expressed as ECso for iman ation. © § S & @
% S v o e @

$ 9 ¥ .9 & N
Material and metho@ (g "\a @
57+ foasitbin S Prohiosoratolec?
Test item: Bixafcy + dtuoxastrobin, P&)thlocé@zologgc 190 0+100) G; Short code:
BIX+FXA+PTZEC 1%Q (40+§O+1 ) G ch I&\ZOI 3 § is ref. code: TOX08908-00;
BCS-Specificgiion N@w: 10200002 sed ten ¢ ingredients: 3.90 % w/w (41.5
g/L) bixaf (BYF@’OS87}” 4.865% WAW (5 ig/L) oxastrobl EC 5725 E-ISO), 9.59 % w/w
(102.0 g/ls) prothlocongole (@U 6479); Density: 064

Seven &t)ups of da}xh)ﬂds &N @ns rs, < 24k old)%@ach g%up %prlsmg 30 daphnids (6 replicates per
test concentrationy® dap]?%mds re 1cate) Swere pose n a static test system for 48 hours to

nominal concen@ﬁo s&gf 0 rea con@gcz% 2.50, 5.00, 10.0 and 20.0 mg form./L
without feedi Eac]@sse@ lass@ake@\loo ) se d as one replicate was filled with 50 mL of
the test solution (10GaL @sol tion pe Ndaphnid). After 24 and 48 hours, behaviour of the water fleas
was visually evaluated by=tou 0b le daphnid§Additionally all visible features of the test item

in wate well as Qo@@ible S or@ubl 1 a@ted daphnids had to be recorded. The content of
bixafen 1 exposure@dla as measured for verification of the test item concentrations.

The\%cater temperdture r@%d ) @ ‘5@0 6°C. The pH varied between 7.8 and 7.9. Oxygen
concentration varjed bet®een @9 & 9.11 I%/L The photoperiod was 16 hours of light and 8 hours
dark with a m&)@inu&mten 0 lu)Q

Dates of erlr@mtal voork: April 1@@201(”0 May 18, 2010

O
Findg§ § SN

N
@ °
ty ciéteria: v
Validit%@l eria Recommended Obtained
ControlMortality 10.0% 0.0%

The study meets the proposed validity criteria, thus the test is valid.
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Analytical findings:

The accompanying chemical analysis of bixafen in the freshly prepared test solutions at test init'@i%n S

ranged between 97% and 105% (mean: 101%) of the corresponding nominal concentrations. §

The corresponding concentrations of the aged test solutions at the end of the 4&}ours expos eriod

ranged between 98% and 106% (mean: 102%) of nominal, demonstrating stapility in the testsystems

No contaminations of bixafen were detected in samples from untreated water Control. & @
9

Q

report are related to nominal test concentrations of the fotmulated pr . @ § é\g &
L . o & S R O &
Biological findings: . g g <& @
The toxicity of the test item to Daphnia magna@’sed on nm&inal C(@%%ntra‘@ms&l@presggted i]@he
table below. . N QD L <
LA A N S
O T & & P & A
Table CP 10.2.1-2:  Immobility data ofbg,%niaon@na at@4 and48 h exposureperiod O @’ @K
nominal exposed & imimobilised dapl@%s L \© é\ﬁ %, §
test concentration daphnids @U 24 % o 48 h&v RN @ N Q
(mg form. /L) (5100%) [O™n o %> “h O % S @ &
control 30 0 . 00 4. 0 ()(Qg ©@ @Q o\w\?
0.625 305, ¥ (0.0 & V] L0 B O
1.25 N[N0 000 @ @90, & é
2.50 30 1507 560 [p20 & 6637 . @ %
5.00 1930 9 3.0 29 907 R w
10.0 3N |30 000 30> |, 100.0 P §
20.0 NI 730 1009 | 30 1008 | -~

Observations: @@@ %t . ﬁ
No immobility-dr ofhdr effects behaziour dg¢curred ™n eated, control within 48 hours of
L% o ol o Tgdin v

exposure. N
p @@ S
o @
Conclu%n: &Y @’ @7 S @\
Based onl nominal %cen‘t@%)ns%of Bixafen ucggtstrob&&r Prothioconazole EC 190, the acute
toxicity endpoints aphnia @a arg as f@ws: Qo S
v

9 . S
n /D (96% oc@%der@ limits 2.25 - 4.10 mg form./L)
48-h ECs ="Q 2.0§%ng%®m./ 5% ﬁd%;\se lingigs 1.62 — 2.68 mg form./L)
9 @

) @3 v
& o @ o
§
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CP 10.2.2 Additional long-term and chronic toxicity studies on fish, aquatic @

invertebrates and sediment dwelling organisms . Q
@ g
& &
Report: KCP 10.2.2/01 | .; 2010; M-387053-01-1 [S
Title: Pseudokirchneriella subcapitata growth inhibition test Wltl@axafen + ﬂl@astr +
prothioconazole EC 190 (40+50+100) G %% R ) %@
Report No.: EBDRP183 ©) & %\ RS N
Document No.: M-387053-01-1 @ @ Q\ @ @
Guideline(s): OECD Guideline 201: F reshwate{Alga and Cya@@acterla, Gr Inhibition '@1
(March 23, 2006) @ & o KR 0O >
Guideline deviation(s):  none Q 2} @ & © &
GLP/GEP: ves Q& D 2 \© 2 &
N9 YN < @6 NN
Objective: Q @ é\a & b@ D« AN .
The aim of the study was to determine t “hflu @ on@fc QFI Xastr: + Prothio (@;zo C
190 on exponentially growing Pseudokirchneriella cap&%g % @ , L&)E EC«
for growth rate of algal biomass (cellr vei\ne) NN w, é\y @ N S)
. S o \ w\’ @ S
Material and methods: Q % @ S \
Test tem: Bixafen + Fluo rob,lﬁ%ﬂ— Pr@hlo azo O (4@50 0) %&; Short code:
BIX+FXA+PTZ EC 190 (46¢ +100 G;Batch ID.: 201 00 $43 T(@ No,: 08908-80; Specification

No.: 102000023924-NN; Analys ont§ of a@‘ﬁfe in edlents 3. QQM) WA@/@(M %2/L) bixafen (BYF

00587), 4.86 % w/w Q1.7 g/L) ﬂg@xas‘@ &iEC 5525 NSO},&%@@ w/w (102.0 g/L)
prothioconazole (JA%476) sﬁ%l 06@/mL@

N
Pseudokirchneriell, subcaplta (fr atel@ mw@%ﬁ fom@rly own as Selenastrum
capricornutum) an@ t1al deﬁslty of 10 QO?@cell insthe t edium were exposed in a
chronic multi ratl test for stati@ expostre cgnditions, to nominal concentrations of
0.0960, 0.30%>0.9 .13@nd 1@) m ré parl@)n to a control. Three replicate
vessels per@est levg@’ and %”repl@te V%sels @r con Wlth 50 #l. test medium per replicate were

used.

The pﬁ@mlues ranged from@9 to@ ipthe c@trols%and th@i\ncubatlon temperature ranged from
21.3°C to 22.1°C sur &n a d1t1®al mg?bateéglass &&\ssel) over the whole period of testing at
a continuous illu at10 of 8 lux

Morphologlcal examn@ @’sm @ mlcop%l@j%re made over the exposure period on each
study day. Q tlta e néﬁnts ‘@{ i we& egl d in all treatment groups and in the control

on day 0 a% ay 3 ofthe@xpo@ per @ @@@

Dates o@penmer@l WO%](Q\/IQ{14 2%@& J@? 05, 2010
Fln}mgs § @\ Q §

@° & @ N
Validity critera: % Q
Biomass in sed§n th ntroﬁ%y m@ye than 16-fold within the evaluation period. Mean percent
coefﬁmen&o va 1on sectiqual gr&h rates from day 0-1, day 1-2, and day 2-3 in the control did
not ex m« 35° erce icient of variation of the average growth rate in each control replicate
did ng&xce 1t10ns met all validity criteria, given by the mentioned guideline(s).

AI%IVUC,@@H(]JHES

The a@%’tlcal findings of bixafen in the treatment levels found on day 0 were 98 % to 103 % of
nominal (average 100 %). On day 3 analytical findings of 97 % to 104 % of nominal (average 99 %)
were found. Given that the toxicity cannot be attributed to any of the a.s. compounds but to the
formulation as a whole, all results are based on nominal test concentrations of the formulation.
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Biological findings:

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 &@ @
nominal concentration cell number (0-72h)-average | inhibition of ave‘i‘gge IS "\@
after 72 h specific growth specific grow&ﬁg rate @) & 2]
[mg form./L] 1 o .
(means) per mL rates [days™']/p [% %\ N QS
control 872 000 1489 § @ < Q\ @ @
0.0960 871 000 1.489, A8.0 RS
0.307 858 000 1.488) 04 o R S &
0.980 830 000 1478 X 18 S| & &
3.13 269 000 Q197 N \© 2 @
10.0 37000 W 0834 7 w709, 0 [ Y w
test initiation with 10,000 cells/mL @ L S
L e Y A
S & @ R 'S & o
Observations: \\ > S O N §
No morphological change in algae was@bserx@%’ in amgy test @@nce@tiogé\ & é\g S

SO NS
Conclusion: @ % N < § @ @§ § 9

The (0 - 72h)-E.Cso for Bixafe J%lq&%stm@ + P@n @zole% C @w %@ méfM JL (95 %
30 JL.

CI: 5.41 — 6.36 mg form./L) theQQ - 72@ NORX is
R

& %
2 & S o @ Q i L9
o & & o v &
CP10.2.3  Further tes@ orcaquatic orlsm© & S)

. S O "
No further testing @e formula@ is \f lable§ requited. @ Q s

@"\%\0@@
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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 o%?

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§1en§msk@

Assessment Scheme for Plant Protection Products - Chap@ 10: honey l@%s
& ”\f \ @ @

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

testing by both acute (oral and contact) and chrémic toxicity,3 cludlng sul@ethal $/’

conducted. Consequently in addition to the ‘sé%?%ard toxicityud € per. ed®%v1th ad

(OECD 213 and 214) the following additional stirdies are also@vow

&' & 7 @6 \%

* Acute oral and contact toxicity of t@ ac&@g@g suh@?m @’uox obln@id tl% rep nta&ve
formulation Bixafen + Fluoxastr l%a + Préthi o@faz %C @ @

* Acute contact toxicity of ﬂuox {robiro ad urn bee @1 der%@mr dltlor§

*  Chronic 10 day toxicity tes@lth ‘ei\Flu str@n FSs@ 0 o@adul@e @er la@mltory
conditions, @

*  Colony feeding study wf@ Fh@xastr@m F%?io rdm@to M al. @2 (using a
realistic worse case § sofﬁmon cBicentgation é@ﬁ co mg expos or effects on brood
(eggs, young and old, Taryae) an(g;ﬁelr ievelog@j ment, &@se b&@ on- %)mg behaviour in brood
care and colony st@ngth)@ @

+  Semi-field brood fee@g stu w1§ Flu@éastr ih EC 10@&)110 g OECD guidance
document 75 usin 0 @eahsﬁ@ spra@wscenario opty flowering-Lhdcelia tanacetifolia at

the maxi apphcatlrat T th@app@’al renewal ©F fludxastrobin and covering
exposure n éeggs)%ld the@evel@me@&nd @@ny parameters).

&
Details of thn ee te@lng V\@n ﬂ&g@wtr@m cot@%lo jcal are presented together with

the ecotoxi loglca ndpz)%hts 1121@MC Sect t8 3 as well as within the EFSA Scientific
Report (2007) 102. Fu @ 1ab0 ato t0x1 Y datc&@?r bumble bees indicated that non-
Apls béesrare not mor@senm@e than ongy-bees @nd coﬁsequel@y the risk assessment for honey bees

is considered to pr@tlve&% oth@bees © %\ (& %

The tests con%lcted tl@&m@@ﬂoé&ma@ ]}ﬁ)xastrobm + Prothioconazole EC 190 are
presented insghis MCH docé‘f K @ @

S\ N Q & @
A sum of the critieal en@ints r flygxastrobin, the formulated products Fluoxastrobin EC 100,

Fluoxasttobin FS and Bixafen + Flt@xastf@m + Prothioconazole EC 190 are provided in the
foll&%&ing tables. om@%hqw@in b@ are@nmdered relevant for risk assessment.
&
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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 q
K&
H B 148 h >129. .S.
oney Bee (ora ) LDso 129.1 pg a.s /l;;g\@ 2014; 03@
-1.
Fluoxastrobin Honey Bee (contact 48 h) | LDso >100 pg a.%ee S.N& 1 ¢
s % <KCAZSL.125,
Bumble bee (contact 48 h) X @w 0@
\ LDso | > 100 pg ©szumble bee © M-} 437@
(Bombus terrestris) & N I@ A
o e | S
Bixafen + °
Fluoxastrobin + Honey Bee (oral 48 h) Q 50 >§10. Opﬁod./l@
Prothioconazole o 2 S
EC 190 Honey Bee (contact 48 & @0 2 20@ prbee@@
a.s. = active substance; prod. = product (% valwy used@n rlsk@sessméﬁt IS
\\ & S .0
\ S

AN

<

O = @
Table CP 10.3.1-2:  Critical endpoi or &b&;astr nic toxicit adu es S
P '&* by — @* W g
Test substance Test s;@\ @ ol&ference
o K > 3 @g /k -
. Honey he ory 0 @ mg ) ”
Fluoxastrobin chromis oral d) @ Dso & >7& /bee/d 15; M-534974-
FS 480 %Ead < NOE &1667mg as/g 01-1
9 @Q §@N0EDD 39.2 pfas/hgdday« P KCA83.1.2
a.s. = active substance % S @ @ RS ®
24\9 @ 6 \ é (ix "\
Lot i fon §  oxity o bee rovd
Table CP 10.3.1- 3;: Q> Critigal endfoints uoxastro t0 to bee bro
g en KR
Test substanc&@ @ Tes*spe&'gs (% & N EI@omt R Reference
< %) N@dver@effect@@n brood
Fluoxastrépin ee brood @mg te§g (. @ de%@lopment an. rtality after 2013;
FS.480 o d I - 01-
< et a @e 1n§®ney Bee colonies sugar M-476181-01-1
A @ . s¥rup at 0375 g a.s./L. KCA 8.3.1.3
\ AN N L adverSe effects on brood
@? % &9\ %@ developr@nt, mortality, foraging - 2015: M-
Fluoxastrobin mi-f bro@‘md" § actjzity, behaviour, colony 5151 47_01_1
EC 100@ O §®ECE\7 ) N o ondition and strength after
N é . KCA8.3.1.3
S © Q ol ® cation of 150 g a.s./ha onto
/@% A N) @%V" N flgwering Phacelia tanacetifolia.
as. = acfive substance .~ X N &Q ©\
S e T P
Risk-assessment for bees> > R Q

The risk assess@@nt for beesds ba

R

@on t@mammum application rate of 2 x 87.5 g fluoxastrobin/ha

in cereals.
& @
Hazard Qg%tlen,@ @© §9
The r1s1®sses®16nt bas%@n Hazard Quotient approach (Qn) by calculating the ratio between the
apph@ ion ssednin g a.s./ha or in g total substance/ha) and the laboratory contact and oral

L

sed 1n§

ee or in pg total substance/bee).

Qu Va can be calculated using data from the studies performed with the active substance and with
the formulation. Qwu values higher than 50 indicate the need of higher tiered activities to clarify the
actual risk to honey bees.
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Hazard Quotient, oral: Q. = max. appl. rate _ [ga.s./ha or g total substance/ ha] @ @@
o LD, oral [ug a.s./bee or pg total substance/ bee] Q\ Qy
S O
[ga.s./ha or g total substan®7 ha] & )

Hazard Quotient, contact: Q.. = max. appl. rate _ Q @
¢ LD,, contact  [ug a.s./bee or g total sub%gnce/ bee] @ 2 2]

X
\
VC@ @f N 2
The maximum label rate of Bixafen + Fluoxastrobin +‘Prothioconagple EC 190@ + 1490 1s

1.75 L (1750 mL) product/ha in cereals (BBCH 30 £69). With t Qontent of Jixafen uoxét\robl
and prothioconazole within the formulation b&%% 40 g bi N 50 ﬂu astrobf/L &
100 g prothioconazole/L, respectively, this a nts to a ax1rn1@ app at11®rate cof 87@ g
fluoxastrobin/ha in cereals. Considering a density g%@’g/ L\of be(afe Flu&xastr;% n +
Prothioconazole EC 190, 1750 mL product/ orre nds@ t/hg@, < %

e \@ o @Q % s ° &g
Table CP 10.3.1-4: H d tients f -
able azard quotients or& s —eqa epru e m N (5\\9 §

N 3 | Applica Hagard >
S CropS DR | &y B & ent © | Trigger
& @ TR [ugbee] | > &8
S ML ' SIS
Bixafen + Fluoxastrobin + Prothgcona . \ @ Q
A '@3 | Creats §21&@ (7 & <48 50
Fluoxastrobmy\f G ¢y Cereals | > 9.1 | & 807\\5‘4 ) <0.7 50
* based on a product densny@j 1. 06@/mL N §@ $ @ y\tﬁ)
$
The hazard quotients &' or%@pok are l@low@ valid ated ét‘ggen&alue fQ%gher tier testing (i.e.
QHO < 50).
> > N @ O
Table CP 10.3 ]éj2 Ha@Xﬂd qootlentgor beeg> cor;g%t expgsure § B
@’ Y O Application Hazard
o\@ % %@ % é\op g@ b > @ é’&ate quotient Trigger
§ ) %ﬁ . B A [g/ha] Quo
Bixaferi + Fluoxastrqbin + Reothiogonazol INS x
100 @ > Ceg@ls &200 81862 <93 50
Rigoxastedbin &Y Qgreals > 1000 87.5 <09 50

‘5”\9
* based on a pr(@uct de@% 01@@64 g@ﬁi ©\ ©>\ >
Q. 0 o O N
The hazard\quotients for@)ntag@exp r@elov@ e validated trigger value for higher tier testing

(i.e. Quc&90). 2 9Q @ N
N
« v s
A (g @\ Q@
e . @ & Q
@\%é@& @
2 Q
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Further considerations for the risk assessment

©

In addition to acute laboratory studies with adult honey bees, fluoxastrobin was further subjected t N
topical acute bumble bee testing (il 2014; M-512437-01-1; in CA 8.3.1. B2). The stud@sul ed
in an LDso of > 100 pg a.s./bumble bee and did not reveal sensitivity d1ffer(§es between&honey@@

and bumble bee foragers. S

S & & e
Moreover, fluoxastrobin was further subjected to chroné@boratory te@ing with adwl{}mne@bees @
. 20:5: M-534974-01-1; in CA 8.3.1.2). S &

This chronic study was designed as a dose-re se test b <%xposmg t h(@y b@§ fd&
10 consecutive days to nominal concentration of 288, 417, 833,667 d 3 @luoxas@bbl%
feeding solution, respectively. The actual te as condusted bysm & ulatés pgﬁ

Fluoxastrobin FS 480. After exposing hon bees %or te @ons%ﬁtwe& ys lusel\ y te_sugar
solution containing fluoxastrobin, the 10 (@/ LC% (L engtlo);on) determingd to be

> 3333 mg fluoxastrobin/kg, which corr pond@&o ady D5 etha ry D@EE) o 3. jg
a.s./bee/day. The respective NOEC (No @b er@d Ef eot Corgsentr f&g) fo ort%ty was deteray ed
to be 1667 mg fluoxastrobin/kg, wh@ cor@sponc@to tlﬂe, NO& 1etary

Vedé@ffect D
Dose) of 39.2 ug a.s./bee/day. ©Q C& @ @ @9

tages\a bee brood
beéﬂg conducted by
following the provisions/méthod gf (OEPP/EPPO
Bulletin 22:613-616 (199%) which require, r§§%’ngst other parame@ tQ & us mulated products
only... products are fed>at a oncentratio W@end for hi}h volumne ”. The honey bee
brood feeding test is ors se @&@emng@es@feed@g th@oney@ees dir tly in the hive with a
treated sugar sol@hlch co test bst@e at_a concéntratioh typically present in the
spray tank (and agSuch aba ver 1g]§2)N n ntratlo‘i@and by 1nV%t1gat1@ the development of eggs,
young and old I@Jae empl&ymgéigltal 0t01 %glng *hnoldg @
This partlcul udy s capducte®wit obm@S 4808The dmlmstratlon of fluoxastrobin at
a concentration of (375 g'a.s toghone %ﬁ:e c IQ 1es y§ feedl ofsg@ltre spiked sucrose solution has
neither regutted in adv @r men; &or r@? pupal mortality compared to the
contro %ﬁegardmg b gpm t, t e%bro t10n®tes of the test item treatment were
overall on a low wi 1%7 1, 9.1 andt1.3% for eggs, y@}lg larvae and old larvae, respectively,
which were not statsStically sigaficant differefifto th&contgol with brood termination rates of 9.6, 24.4
and 3.3% for egf@s y@%g latvae a% old\ ae@respe@vely at the end of the brood observation
period. @ . v
& &F \\ < @\
In orde@mﬁfy whe%‘ler fl Q\)Q str@%l pe &a r@@to honey bee brood and colony development in
particularas well as enhoneybees in general u realistic worst-case conditions, a higher tier semi-
field;honey bee br; 6 stud% (acc@dln @th ovisions of the OECD Guidance Document 75) was
conducted under forced/ fin &expo e cQi) 1t10ns using the formulation Fluoxastrobin EC 100, by
application of §50 g a.s./ha «Qnder nel gonditions to the full flowering and highly bee attractive
surrogate cr hac&%@ tan@eetifoll; ; 2015; M-515147-01-1; in CA 8.3.1.3).
The study i der re r%al Control (tap water), Test item (150 g a.s./ha and Reference
item (30@% feppXyca \» all applications being carried out with a spray volume of 400 L
water/“@Fo Sl tr tme roups four replicates (tunnels) were set up. The application of all
treatr&ents «§h t@&%urlng daily bee flight activity at the time of full flowering of the crop.
Eﬁhe bee we@kept for 7 days within the tunnels (confined exposure phase) and were then

In order to reveal whether ﬂuoxa@x;robm@pose@ ris @a 1m@ure l@ne @e 11
1-019, in OA 8.3

relocatedyout of the tunnels and transferred to a monitoring site without flowering crops and intensive
agricultaral area for further monitoring (day 8 to day 28 after treatment). Daily, throughout the
confined exposure phase, mortality of worker bees, larvae and pupae was assessed along with
assessments of foraging activity and behaviour. Daily mortality assessments were continued along
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with behaviour 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 re &
confinement, after confinement and at the end of the study. Detailed brood assessments:(broo
termination rate, brood index and brood compensation index) by employingydigital phot(@% aging
technology, investigating the fate of more than 200 individually marked ¢ was perfo&ned
occasions throughout the study, covering an entire brood cycle of honey bees. Q

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

flowering and highly bee attractive surrogate crop Phaéelia tanacetzfqba did not @e a%?a

effects on mortality, flight intensity (except for a short Yerm reductian’in flight ac e u.
application), brood development (brood terminatio &\rate 35.5% @)rood inde at1
index: 3.9 in test item compared to the control w1% rood terml@ 10N rate: 3& A), ood niﬂex 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%ﬁ in_the tesﬁ@ﬁem% con}iigared,\i@ the

control, indicating that these indices perfo r&able\g the@gontro@nclu(@g con}en&tions of

previous brood losses. @ Q@ o o & °
O @’ S

All in all, it can be concluded from the ﬁute \l chr labg@to udiésyn ad@ﬁhon@ bees§ well

as from the bee brood feeding study et a@and D @gldané\i) ent inve 1gat1ng
side-effects on immature honey be&@fe stages, tha ﬂumstro&@ls ral @ 1ns1c@ﬂ)x101ty to

honey bees. Q
o 9 @
@ & @’
Synopsis @ @ & @Q @ é
Fluoxastrobin is of low acute to*lty tgﬁone)éces With LD&O (0@ and c%ghtac@@above the highest

tested dose levels. @ N
The calculated Hazard Quo 0b1 e below th&vahdat% trl§r value which would
indicate the need fo@ reﬁ ent; Qo ad Stse effects gfivhongy™bee mortality are to be

g envis d 1cat10§ra @hls @nclusion is_confirmed by the results of
the bee brood fe@n y a We 1 as%ﬁy thNesult th@e b@d seqyi-field study, which covered
the maximum, appli a@ @of 15 ”\a

The acute laberatopysstudy eonducte v&%&h bur@}j@%[e b@ rev@ ed n@sensmVlty differences between
honey bee &nd bumble bee foragées.
It can b@mcluded fr(@l thexqeute
the bee%brood feedi tud{&
side-effects on im l%ne Honey bee 11
honey bees.
Regarding poi@mal effgcs of ﬁyoxas@ )’ im re honey bee life stages, the conducted bee
brood feedin® study{| et\a%, 1992) foysd no @atlstlcally significant differences between test
item and cntrol in brood*termitiation fates offeggs ¥oung and old larvae at 0.375 g a.s./L. Overall the
study r ed no advéme effegts on We SL@WaI o&%édult bees and pupae. Thus, when considering the
severity of the exp&@e sityation Yy this v'».o -Chse screening test in combination with the absence of
effe{’%’ on the overall de@p of ke bro@ it can be concluded even on the basis of this worst-
case screening study thalthe L@e of uoxa%@bln does not pose an unacceptable risk for adult honey

expected at the rn

@’
chronic la@ratory@’tudl in adult honey bees as well as from
§ and b e brood s@g -field study (OECD 75), investigating

%at xastro in is of low general intrinsic toxicity to

bin @

bees, 1mmatu1£@one kee li nd hehey bee colonies.
In order to 1fy§¥ thezdhe contlusigns on the basis of lower tiered honey bee studies are correct,
ﬂuoxastroQ ub] ed t&confitfed semi-field testing (according to the provisions of OECD
Gulda gs: Do ent y applying the two rates of 150 g a.s./ha to full-flowering Phacelia
r@wone oraging on the crop. This study design is from an apidological and
u

ral péint @’Vle$more realistic than an in-hive feeding of the test compound via a treated

r sol@ﬁon which coritains the test substance at a concentration typically present in the spray tank
(and a@ch 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
strength and colony development as well as the development of bee brood were observed, even under
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aggravated, forced exposure conditions and by digitally following-up in a very detailed manner the
fate of individually marked brood cells (digital photographic assessment) from egg stage@tﬂ@@

emergence. Q\ g

S
Conclusions N &@ ©®

Overall, it can be concluded that fluoxastrobin, when applied in cereals gt @je maximu@sapp ication
rate of 87.5 ga.s./ha, as foreseen for the use of Bixafen + Fluoxastrobi&%ﬁ Prothiocg{@ole 19&,@
) N

does not pose an unacceptable risk to honey bees and hor€$ bee coloni % \\ @ @
S & 9 & &
o Yy & O
& N & VO &
CP 10.3.1.1 Acute toxicity to bees Q7 N @@f @ ©§ % @&
0 N
CP 10.3.1.1.1 Acute oral toxicity to beek & é@’ "> %@’ 6\ \?\7 %@
Report: KCP 10.3.1.1.1/01*,' 2600; M-369681-01-1 ©) @7 @§
Title: Effects of bixafer&*ﬂﬂuo astrobi Xproﬂ@cona ote EC ® (46¢50+100)°'G (@te
contact and orn hgfé&y bees @pis nielliferad.) ing\h} lab ry é\ﬁ ®
Report No.: 55601035 R & é\” Q\ @9 Q)
Document No.: M-369681-@1-1 @ N AN § N %@9
Guideline(s): OECD Gu@line@B/Zl@}or the@estin Cheflical @Q{on@e, Agute
Oral/Cogtact Texicity T@st, ad@ed ot S@K&embe%@%@@) N
Guideline deviation(s): none§ S XS AN &@ 2 @)
GLP/GEP: ye% & @§) o @ S \@@ &

. o R S 2o
S & I
Objective: é\” > @% @ S \q;\ S) & §\
The aim of this st@ wo detésmin, §@)SSibleQéffe@of %@afen&Jr Fluggastrobin + Prothioconazole
EC 190 on the @ne be, Aﬁ% mel%aem\ﬁ, in ‘an acut®ycontd@t testQinder laboratory conditions.
Mortality of th®bee &s u@d as @ toxiéendpaypit. S@leth@fectsﬁuch as changes in behaviour,
Q EN © @

were also a%se sed. @y N @\ I @@ @%}
Materj@nd methmg} Q&ﬁ @7 L < D
O - O w0

Test item: Bixafen)v+ Fluoxastipbin @QPrQ@\)coﬁonle EC 190 (40+50+100) G; Short code:
BIX+FXA+PTZ 19Q (40+ 10@@8; ﬁ%@h ID.QOI@OOM& Sample Description: TOX08908-
00; Specification” No£Q 02&3 -NN; "Matérial > 79969775; Analysed content of active
ingredients: 0//W @@.50‘& ) ixarten (BYF .00 87), 4.86 % w/w (51.71 g/L) fluoxastrobin
(HEC 572%E—ISO), 9.59 w/\§§ 02. ) %@hio@azole (JAU 6476); Density: 1.064 g/mL.

Test unig¥were stainléss ste€d cages@%f 1®n x\§95 cm x 5.5 cm (length x width x height). Under
laboratory condition@lpis %ellife (50 werker, Beds per dose: 10 bees per replicate, 5 replicates per test
item@i’)se level, controls @ reference 4em doases) were exposed for 48 hours to a single dose of 200.0
ug product per heg for topica gﬁplic@on (comtact) and with a single dose of 210.4 pg product per bee
for feeding (oral valug base the¥ctual ifiake of the test item).

For the comtact test & siigle 5 W?L”L d@plet Bixafen + Fluoxastrobin + Prothioconazole EC 190,
dissolved du tap @%er 0. Adlﬁit, was placed on the dorsal bee thorax, likewise for the toxic
referen@ di;ggoate) and th®control (tap water). For the oral test aqueous stock solutions of the test
item refefglice @n wgre prepared and mixed with ready-to-use sugar syrup (30 % saccharose, 31
% éégfsegg@ % f@ctosig%at a concentration of 50 % (w/w). For the control, tap water and sugar syrup
was usedQat the same ratio (1 + 1). The treated food was offered in syringes, which were weighed
befor after introduction into the cages. After a maximum of 3 hours 50 minutes, the uptake was
complete (duration of uptake was 3 hours 50 minutes for the test item treatments) and the syringes
containing the treated food were removed, weighed and replaced by ones containing fresh, untreated
food.
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The number of dead bees was determined after 4 hours (first day); 24 and 48 hours. Behavioural
abnormalities (vomiting, apathy, intensive cleaning) were assessed after 4 hours (first day), 24 an@48 @
hours. Temperature during the test was 23 -25 °C; relative humidity was 30 — 63 %. Bees werekept 11@@
darkness (except during observation). S @

& &
Dates of work: April 19, 2012 to April 22,2010 @ o
snd; @\9% °\© ° @ v
Findings: VC@ @x & O @@
Validity Criteria: @Q @ § é\ﬂ &
Validity Criteria @ Recomme@ed Q(l@ined R @© @g}
@&D Contact Lest @@ R . © & @}
o L O [T > 0 "N
COs/water co@)l @ < 10% & @;E\?’ @%
. o DQ /\@ @ f\$ % °
Control Mortality = & & S @7 @&
2, N NQral F%%St % ® §
@ N O LS O L S S S
WaterQugar, Santrol J 109 <N % oS
Q & @J) @mta est @ @@ @@ oo
O 10 050 ngs /boe 120,26 a2 as,
LDso of Reference Item (24 %N NS @ H%Q Ze)) @ ? S%ﬁg@ ©
% OIS Q&)ral Tedt . . 9D o
L9 ) @V @ ‘ Q.10 - 035 ug a%@)ee @516@1 /bee

The contact and oral testis considered vakid as th® cont@ﬁmon@ty indgach case was <Q$% and the LDs values
obtained with the referéiee 1ter@dlm@wate)@/ere v@m th&}qulre(@ang@ &\

RS
Biological resul@ O % N - @ 9 @% @@
NS N Y
Contact test: @ S N 73
At the end o Q@ct t@g city te@t (48%ours @er @cat@l th@e was 14.0 % mortality at 200.0
ug produc’@bee No monahty Jeeurred, in t@con‘[{@[ (w@er @5 % Adhésit). A few bees were
behavingsabnormal du@ng t@ﬁrs‘t ours following th&\treaftnent (uncoordinated movements and

apathy)and one bee h!l mQy g&ordma@?l pro@ems Extirmig ¢ 48-hours assessment.
Lo «Z? &
Oral test:

In the oral to 1ty te@ 1mu@@o 1 te &leafen + Fluoxastrobin + Prothioconazole
EC 190 (4 0+106 \hg p uct/ jee) c%esponded to an actual intake of 210.4 ug
product/b% This dose le 1 le§3 ty af@r 48 hours. No mortality occurred in the control
(50 % @ solu‘tlon)@@%)urll%\I e 4@10ur ssessient 20 out of the 50 bees showed uncoordinated
movements or wer % m@rther be av1®al impairments occurred 24 and 48 hours following

the application.
& a5 §
@° S 2 Q
Table CP 10}%1.1- I%Toxi to ﬁy b@e;es, laboratory tests
Festitem SO~ Bixafen + Fluoxastrobin + Prothioconazole EC 190
@ Testgbject © & Apis mellifera
Application gat¥ ug productde 200.0 210.4
$ @%ﬁos@ 8 contact Oral
[(\\@ @ (solution in Adhésit (0.5 %)/water) (sugar solution)
@50 ug product/bee >200.0 >210.4

The contact and oral LDso (24 h) values of the reference item (dimethoate) were calculated to be 0.26
and 0.16 pg a.s./bee, respectively.
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Conclusion:

©

The toxicity of Bixafen + Fluoxastrobin + Prothioconazole EC 190 was tested in both, an acute c@act @6
and an oral toxicity test on honey bees. The LDsy (48 h) was > 200.0 pg pr%ﬁct/bee in the@ontac@’

toxicity test. The LDso (48 h) was > 210.4 pg product/bee in the oral toxicity t & @@
s F e
R N o 9 v
CP 10.3.1.1.2 Acute contact toxicity to bees ©) @& %G \\ @Q @
g IS s s
Report: KCP 10.3.1.1.2/01 &2010 M-369681-01-1 69 R Q é&
Title: Effects of bixafen + fluoxastrgbjn + prothioco 201@563 19 0+5@§r1 0) G@@cu’t&
contact and oral) on honey&@ges (Apis mel‘k{era L. )@171 the la rat& @ Q@
Report No.: 55601035 . &° \ N
Document No.: M-369681-01-1 Q @ 2, S
Guideline(s): OECD Guideline 213/214 f ﬁ‘éﬁg ogemlc@ on H@eyb@Ac % <’
Oral/Contact Toxu,‘% Te&f\a optaion 26{ pt%ber 1@ @ @
Guideline deviation(s):  none N @\ & S N é\ﬁ %, §
GLP/GEP: yes Q@ K\ % N O = L O
v o &
§ o 6 b & 0.8 &S
v S @9 ¢ ¥ L0

. N .
Additionally, an acute contaxwﬁy study was &ndueted o mb%: bees with @)xastrobm; the

corresponding summary is p%videg in Dag mer&MCch&n 8.34.I.2 (-, 2014; M-512437-
01-1). 6 O @Q © <

A
S o 6 @@ O @
CP103.1.2 Chypnic to@cm@o bees & %\ &
A10d Seity stidy was ¢
ay chronicigral togytity study was con ucted xastm correspondmg summary is
provided in Dcé%mn@llCA §%ct1(ﬁ%8 3. 1%( ﬁ 4-01-1).

CP 10. 3«{% Effectswn y l@ eve@pmer@ @ot el@ioney bee life stages

A honéQ bee brood @::dl @ud accordisig t&@}e méthod Qg\@- et al. 1998 (_
B 2013 M@Blﬁ@l -1)&ras b&é@ co%uctec%%mth@ﬁ%oxastrobm FS 480 and is included in

Document MC ectlra%S 3.
A semi-field l@ley b@a tud cco ng t@EClﬁS) (- 2015; M-515147-01-1) has been
conducted with the @lO%@’ObI&EC 1nd %\»nclu d in Document MCA, Section 8.3.1.3.

) %f'

y “”\a
CP 10414 Sub@lg?hal é%ec\ &@ &

Th@@ is no partic¢ilar @, g%n /Qest @ehne to assess “sub-lethal effects” in honey bees.
However, in e?‘}glabora i@ﬁy a@well@@ n any higher-tier study, sub-lethal effects, if occurring,

@
are described and reported. S
S é@ v g
CP 10. 3@*5 Lige gt tunnel fests

Base the dln@)res&nﬁed above, a study with the formulated product is not required.
@ & T o
CpP 1@ 6 Field tests with honeybees

Based on the findings presented above, a study with the formulated product is not required.
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CP 10.3.2 Effects on non-target arthropods other than bees

Toxicity tests on non-target arthropods were conducted with Bixafen + Fluoxas:cr& +@©
Prothioconazole EC 190 on the sensitive standard species Typhlodromus pyri, Aphidius rhop@siphz@’
Coccinella septempunctata and Chrysoperla carnea. A summary of the resul provided @ e %@y
below. .

N
X\ \@QO@_)@%@
R & &S L0 @
Q @ N
S S SO SRS
@ & & VO &
) Q@&&@&
Q?% \@Q©@@
L @S D LS S
S-S S & NN
o @ &N A & S
v O O @ &2
SRS s O & @
ST Oy L0
@}\\@}§©&\§’&§
Sy o &e.°
o & S o S
@&@’@@&©©©
D O G S NN
o O N O Q& 92
\ I S T
&®@©©@°©K )
FTE e S e ¢
&  § & 2 @
S QO NN N Y O N
©©©\&%@©©§@§
¥ & L0 9O« & O
N S SR
& > @ %y
N é}’@’@©©©@\@’
A \@ \Q o & O = §©
§&©\@%&©
@ N .C & O @
Q0O S & b
& © Q@@@
<) S o L2
@’ Q@Q@®\
Q\%\&OQ
i S SLIPRCARYS QRS
S ¥ O
@* SN
& &S
O VRN
o S o
e
@q\’@@o%
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Table CP 10.3.2-1: BIX + FXA + PTZ EC 190: Ecotoxicological endpoints for arthropods other than bees

Test species,
Dossier-File-No., Reference

Tested Formulation, Ecotoxicological Endpoint
Study Type, Exposure

>

@y

Aphidius rhopalosiphi
M-370506-01-1

BIX+FXA+PTZ EC 190 LRso >2500 mL produc%?;
Extended lab., exposure on | ERso >2500 mL productfia

NS
@%ep(ﬁcy réh

Rep. no: CW10/013 potted barley plants Corr. %Effect on
. 20102 M@ality [%] leproductlon,{g%] toscontrold¥s]
KCP 10.3.2.2 250 mL product/ha T 0 @ 197 \8 25 igign. | @
445 mL product/ha 4 6.7 ©Q 10 9@ §i 51gnC
790 mL product/ha Q 0 & —3 -31 @
1400 mL product/ha % 10 &° @1 VAN
2500 mL product/ha @@7 0 @ 7.0 @ @29 6@1gn
Typhlodromus pyri 8 @6 N %

M-389537-01-1
Rep. no: CW10/014

, 2010b
KCP 10.3.2.2

BIX+FXA+PTZ EC 190 aERso @ m%;}roduc@ﬁa
Extended lab., ex re O@DERsyg 00040 prq@ﬁha

detached maize%t;:wes Q%%a Céﬁ. Mo@@’ty ["/@ Eff@ on

375 mL produc B N % % §
655 mL prodyct/ha™s, Q %1 NN é\a
150 mL pigtuctha: T 218,50 &

0

2000 mLprodudtha . @26:4@9 < §

3500 g produét/ha > e T N
Coccinella septempunctata BIX+FXA+PJZ E 0 QiRm @7 m%\\f)/rod a, n@géﬁect orr reproduction
M-370455-01-1 ded{é’ﬁ., expotre oy @ S Bertiless,
Rep. no: CW10/015 dgtached maize“@ves Corr M&ht}g (%) E%s/ em; a@Day Hatching [%]
. 2010¢ g Cont @ Q 1 85.8
KCP 10.3.2.2 13 prc@lct/h§ § a4 € '8 83.4
“ Lppductliy’  o0| O 3.4 _§96 88.3
Q 5 mboprodyetha & | 00 é& O 98 86.7
@ «| 1750@L praguct/ha NS @6 14.7 81.7
@ OY300Q ML preductha P o177 & @D 217 87.6
Chrysoperla carn D BI%&FX«%JrPTZ@ 190~ [ LR5110 prediict/ha,
M-384778-01-1 Q @®xtendédlab n ffe duction at 1150 mL product/ha
Rep. no: CW10/016 (g vdeta ze lea & D orr rtali P@? %] Eggs/Female/Day Hatching [%]
. 2010 % rol % 29.8 81.8
KCP 10,382 @’ § duct/ha S Qlo 5@ 19.5 79.5
N prod N 3§2 20.0 78.6
§ 115 /h N q 2 354 82.6
% mL ducté@ 4.7 n.a. n.a.
m@ 0 mk@idu@éha f(\\ @ 81.6 n.a. n.a.

Chrysoperla caea O $1X+I‘§XA+P§Zv’EC 10 N

M-389548-0%-1 IS
Rep. no: C /026 2
. 20! S

KCP 193.2.2 § N

N @ Re"geues aged for 7.7 27.2 81.4
N % es@ed for 14 d -2.9¢ 333 75.4
f@esmué@ged 1@28 d: -2.8€ n.a. n.a.

%spra@terv@

Ag@e idupray, 2 Q
d@sns c@%ﬁ ants, '3,
appl. of 1.75 L@uv@

Corr. Mortality [%] Eggs/Female/Day Hatching [%]

& >
ATA negativ@@lue indidate

B: A negatixe Valu@ﬂdica &a hi@r perc

n.a.: Nag dsse

C. Ane e Vai@ indicates aé@/er mortality in the treatment than in the control.

sign§tatisti y si@lca ‘a¥ 5%-level.
n.@ . no@atisﬁcal y sig§1oant.

The e@ded laboratory data clearly indicate that C. carnea was the most sensitive non-target
arthropod species tested with Bixafen + Fluoxastrobin + Prothioconazole EC 190 (LRsp 1107 mL

product/ha).

vhigher repr@tion rate in the treatment than in the control.
age of wasps found on plants in the treatment than in the control.
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Risk assessment

Since extended laboratory studies are for 4 non-target arthropod species available no tier 1 labo&ry IS
studies were conducted. Therefore, the tier 1 risk assessment has been skqged and a tle®2 riskt?
assessment based on the extended lab data is provided below. ©)

&
&

@ & <
N
Potential exposure < 6
The exposure scenario is based on the intended use in cegeals with an ation rate‘\? 2 %] @50
prod./ha, at a minimum interval of 14 days. The exposuggsessment g 2x 1750 r@”pr@éha co@e rs
also as worst case scenario the use rate of 2 x 1500 mL&prod J/ha. % @
@ o Q 9
According to ESCORT2 and the Terrestrial Guidagges Document t exps §ure@calc&ated as@ &
In-field: Application rate * MAFL) % @@
Off-field: Application rate * MA@ (dr@ fact@@VDﬁ) *cag@tlo@ctor\ S
(o .
Application rate: 2 x 1750 mL/ha (cereals @ @© Q@ @ é % @§

Drift factor = 2.38% (field crops, 1 m di if\ance %pphﬁ\tlons@2nd e%xen‘u@ ESEORT2)
MAF (multiple application factor) = ggc?eals (@faul Value i@ 2 acat ;E RT,
VDF (vegetation distribution factor)s 10 tde ault@alue“@reca@'n n \'3*;‘ trial Guidance

Document, to take into account th&3- dlm@swnﬁ st%%re c@he of§ 1eld@§geta® m&gan only be
applied in the context of 2D test sy em@ 9 @

Correction factor = 5 (defaulue\ tier @jnsk@ssesgg%nt @ﬁordmg to t@©fer§strlal Guidance

7o

Document) % Q g \ %
2 & S & ¥ 9 & @\yj@
Table CP 10.3.2-2: E 1 fe 1d
able x&sure(; é;\l?l or 1§§ §gssm§ i? & - Q
Crop / no. of ap@mns pl. @e n-fielil PECGiyax.
< | Om L (mLing)
Cereals)2 > 1 0 \1 7 @= @ 29%
$ 5o 58 F 5
Table CP 1% 2-3: Gorrected expésure f% off-ij rlskf§essment o
Crop sQAppl MAY Dg \@rdlstr @orreé@ q off-field Remark
rate | 9 {7 factor>® O factor N PECmax.

[mL/ha] SO

& O o> & S mL/ha
J ",

Cereals 1750@} 1.7% 2.3 @7&9— ) &i@ 5@@ 354.0 in case of?a—D study
Q1 O ¥ & 1S g design
Cereals ]@6 @fjﬂ 638 N QY e 5 354 in case of 2-D study
Q f @“@ design
> % @ N
Tier 2 in~field risk @sessme N & Q

Tah@@P 10.3.2- 4: *vIn- ﬂ@%‘lsk\@essn@lt bm@ on study results from extended laboratory studies

Crop | Test Spgeies indfield max <&LR50, ERso Trigger Refinement required?
& > |49 [mLTha X [ml/ha]
A. hopalgsiphi 2975 &2 | >2500 |Effects are < 50% yes
,Z;nﬁnyrz SEREES X >2000 | Effects are < 50% yes
Cereals ©) 0
se;zj%;ﬁpungtata &7 2975 2867 Effects are < 50% yes
N ;@@ea NEEN 2975 1107 Effects are < 50% yes

0

Tl% hlé@ tier in-field risk assessment for 4. rhopalosiphi, T. pyri, C. septempunctata and C. carnea
indicated that initial effects in the in-field area cannot be excluded. Therefore, further refinement is
needed.
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Refined in-field risk assessment

The results of the tier 2 risk assessment based on the extended laboratory studies indicate that @131@
effects on non-target arthropod species with sensitivity similar A. rhopalosiphi, T. i, C@’
septempunctata and C. carnea cannot be excluded. According to the Terrestria¥ Guidance [J%cu

the potential for recovery needs to be demonstrated. For this purpose an@ged residue %udy 1th
Chrysoperla carnea (| ,; 2010; M-389548-01-1) was conductedy as this spe§s h@@bee
identified as most sensitive species compared to @‘mher testedv non-target @ﬂhr&g §v
rhopalosiphi, T. pyri, C. septempunctata). The results e aged reé:e study 1 at u @
the more realistic exposure conditions (treatment of whole plants, a@lcatlon of 2% 175 /ha@
with a 14-day interval) no relevant adverse effects o ortality or {productlon aw  obseive & %@
carnea is the most sensitive species from the te b -xu non- target aH hrﬁ spegies thi Hs cover al
rhopalosiphi, T. pyri, and C. septempunctata. Q? @
The data indicate that that no unacceptable adverse effects<dn noﬁ@targ @thr ds drg expé&ed in
the in-field area from the applications of BIR + E%@A + @Z E@l 90 @ordl@ to @e propased ise

pattern. . @ @
S @ RS
Tier 2 off-field risk assessment @ N @ C} SRS
Table CP 10.3.2-5:  Off-field risk ai@sme%base%% study res&l@m@temﬁb% ory stndies
Crop | Test Species off- ﬁeﬁﬂPE%ax LRBxo; E SJrig Y (Refingfwent re%]smred"
mimir | Ymim | @ o 0 @&@e &

A. rhopalosiphi %, 354* RS > 2500 ETfect@ﬁ?e < 569 c g

T. pyri 334 7| @000 "PEffects are <30% [~ ~ ©no
Cereals 2

C. septempunctata, 354 © @867& Effects aré< 50% &’ ho

C. carnea I 35.@ D 118 | Efectséare < 50% S  no

QO
* Off-field PEC for 3D@udy désign 2o Q @ § §9 . Q o N
For T. pyri, A. r@al th Q\septen%un a, aml@‘ c@ea n@%ffee@@ 50% neither on mortality
nor on repro @10 were observediin ex ded@%bor atory st es ofivnatural substrate at exposure
rates relevant tf-cxQp risk assess Hent (sée Tabte CP 1©:3.2- @. Therefore, it can be concluded
that no una@eptable ris for t@aﬂh@ods ifthe off- ﬁeld@%fea is to be expected from the use

of the [@Jct accordlr@ ot@rop d use pattersy: S \©\
Q\ <O & O K D

N \ & O
9 Y &
o Y Fs & o
A N
S\ L 4+ 9 @
2 S @ o
& SR IR &@Q\
S @ﬂ&@\ O
@%
§\%Q§ §@Q
% Q
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CP 10.3.2.1 Standard laboratory testing for non-target arthropods S
No tier 1 standard laboratory studies were performed. Extended laboratory studies are reported e ow.@§
@© &@ O
CP 10.3.2.2 Extended laboratory testing, aged residue studies witl non-tar%t O\Q
arthropods =N
PO &

Report: Kcp 10.3.2.2/01 | R ; 2010; W 370506- 01 %
Title: Toxicity to the parasitoid wasp "« hidius rhopa i (DEST ANI RE§

(Hymenoptera: Braconidae) u 5§ - an extende%boratqry test bar ey ixdden +

Fluoxastrobin + Prothloco EC 190 (\0 + 0 g/]Q - @
Report No.: CW10/013 v,
Document No.: M-370506-01-1 @ 5 % @ NN
Guideline(s): ET @; z&ﬁ’) for aL@o00y, &L

ET AD, (200@ R s 9O & ¢
Guideline deviation(s):  none & 6 &% . S R §
GLP/GEP: yes Q@ N %@ N %© N § S 9§
o N L8 @ S S @ ©
@ v S ®\ @b @@ @? <
actives: S

Objective: @ @@9 Q @® LD

e objective of this exten S labor ory y was to investi t thal and su al toxicity o
The objective of thi b ?tt «gtud ? v ia 2h 1 % I@%hl f
Bixafen + Fluoxastrobin + Proth cona§le E@DO @i the parasifdid w; idius rhopalosiphi

Ap
when exposed on a plant\s%?%face S & N D S
& & SCH C &

NS ~ C& "\

Material and metho@' @ S %

©
Test item: Bixafi oxai@om §P thlocm@zol @ﬁ 190 (40@0+100 g/L); Short code:
BIX+FXA+PT (40+~§0+ 0) G; Baich I 201 0§ Sagtiple Description: TOX 08908-
00, Speciﬁca@ 020@023 @ d cotgent ingredients: 3.90 % w/w (41.50
g/L) bixafen 5872)&4 % W/ toxastrobi EC 5725 E-ISO), 9.59 % w/w
(102.0 g/Q@{%rothlocon&zgle JAU 64 Der@ty éo 4 @L(ZO‘@)

The teé&m was ap @éd on%rley seedlings af fales of 250, @ 790, 1400 and 2500 mL product/ha
and the effects on@ arﬁmtm asp, @hldl%\l’ho D oszph%vvere compared to those of a deionised
water treated co Xic reneg}act% ubstarice: dimethoate) applied at 7.2 mL product/ha (3
g a.s./ha) was ne ﬁo indipate @rel u@pub@ of the test organisms and the test system.
Mortality ofgQy)  fe é@plic"a@s w‘ﬁ@ 5 wagps pst group) was assessed 2, 24 and 48 hours after

exposure. epellency of em.w sed @iring the initial 3 hours after the release of the
females.&ive separate@bse\@ons @ere de at‘o\}O minutes intervals starting 15 minutes after the
introduction of all s. Ero waterse ntr@@nd all test item rates 15 impartially chosen females

per tfeatment weregeach @%ﬂsﬂel@’d to{’cylb@%r containing untreated barley seedling infested with
Rho}aloszphum padz for@ﬁpen@of 4 hours The number of mummies was assessed 11 days later.

The climatic te¥ co ditionsglnringghie study were 18.0 — 21.5 °C temperature and 60 — 90% relative
humidity (wi sh r%ﬂ e <2h dC@In to 53 %). The light / dark cycle was 16:8 h with a light

intensity T; 14 in th®mortality phase, 856 — 3420 Lux in the parasitation phase and
7370 - @ n thg%epr ction phase of the study.

Datgwf e@x@@nm@al §$k March 15, 2010 to March 29, 2010
$

&
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Findings:
Validity criteria: @ 4@6
Validity criteria Finding ~» [l
Mortality in water control <10% SO 0% @ Sy
Corrected mortality reference item >50% (oY 86.7% &
Mean reproduction per female in water control >5 20 O o
. . j\ R \\_))
No more than 2 wasps producing zero reproduction @ <2 ey N1 Q\@ é\g
in water control o v @ @
AN
. | . R S S
The results of this study can be considered as valid. s> Yy Qo &
ST o & & N
Biological findings: Q) NN \© 9 @
Mortality, reproduction and repellency in eac treatment are atized pé@’w. S \% g§
o @ &N A & S
Table CP 10.3.2.2- 1: Effects of BIX+FXA@%Z EQ%O Mphi&us rho;%losip@@ % @j @
& o
Test item r@xaf@ﬁ\k Flug)%%trokgg}\-i— Pr@@ocomole 190 (@?—5— 50 @§0 g/L)
Test organism o & X dplgidius rhgpalosiphi . SO
Exposure on: D G SBarleySeedliggs O %,
Morfglity afer 48 KPo]l O < “Repraictiop?y > Repellency
© N v o &@ @)Q ~ Reddrel. t Red. rel. to
%G § IS P- Ratc@ ggontrol % Wasps Control
Treatment mL Prod@a ®orr. y Co@ \@ue(*) (mm@ies i (%P on plant [%]
° 2 @ 4 RS pef"\“&zmalei{\\P—\@e(#) P-Value(#)
Control 0 & 0 | © &Y O [x 220 [S) 46.7
Test item Q50 O . 0.0 000 O 2 -19.7 50.5 -8.2
Jq@ < C§Q Q@ % &sign@ @ %.836 n.sign. 0.263 n.sign.
Testitem | 445" [N\ 6.7 N6.7 ¥ 0.9 9.6 10.9 59.7 -27.9
& @\ N D &\ &s§? § 0.378 n.sign. 0.093 n.sign.
Test item & @@90 O 00 0.85° | H000 & 302 -37.3 61.3 -31.4
¢ © N Dtl.sign. R 0.427 n.sign. 0.086 n.sign.
Test 3&&9«” 1 106%7 100 0. 24.6 -11.7 53.8 -15.2
é@@ « @ Ao @Q nisign. | ©\ 0.585 n.sign. 0.248 n.sign.
Test item 32500 ¢ 00 @ 0> 1.000> 257 -17.0 32.8 29.6
§ S N BN %\’ §r1.si% 0.645 n.sign. 0.174 n.sign.
Reference item |2 Z2) 860y |- 867 o] & n.a. 58.8 -26.1
LRso: > 2500 il prodfdtha ¢;” .. Y © L © @

ERso: > 2500 L proddct/ha® \\ @ @\
)

* Fisher's ct test (one-sided), p-@s are%é sts:d@cordin@o Bonferroni-Holm
# Wilco@est (one-sided@)-vah% re adjésted a rdingioo\Bonferroni-Holm

o,

n.a. not assessed  n.siginot significant,  sign. Sighifica®d

%o N SIS
Co%lusion: § @\ N §

I

& @ A

The LRso ? estinratedco b\%@> 2500 mL product/ha. The ERso was estimated to be >

2500 mL p ct@g& o gtatistically s@ﬁcam repellent effect of the test item was observed.

The ﬁ@ ob‘%@ed ﬁ@ the&&lidi‘cy riteria of the extended laboratory method (MEAD-BRIGGS ET
O

AL.,2 .
§\\a @@@@J@Q@
TE T

&
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Report: KCP 10.3.2.2/02 | s 2010; M-389537-01-1
Title: Toxicity to the predatory mite Typhlodromus pyri SCHEUTEN (Acari, Phytoseiiddg) @
using an extended laboratory test on zea mays; Bixafen + Fluoxastrobin +
Prothioconazole EC 190 (40+50+100 g/L) @ Q\ ©
Report No.: CW10/014 S &@ &)
Document No.: M-389537-01-1 @ &
Guideline(s): _ET AL. (2000) modified: Use of natural su%rate (detache@aize@ves}@
instead of glass plate; @ & o\@ é\g
ET AL. (2001) Y @ @ ©\ @ @
Guideline deviation(s):  Use of natural substrate (detached maize leaves) @ead of glass @ate S é\a é
GLP/GEP: yes @} & @ QR o N
QN Q o & & @) &@
& sy L@ V9 9 @
Objective: &’ é@’ S @ 6 \&, N
'\
The objective of this study was to 1nves@gat®\%e l@w\?al gt su@hal @qc 5@ afen +
Fluoxastrobin + Prothioconazole EC 19@ apgl?%d i ethe%leave@to the” pre %te
Typhlodromus pyri. @} O\ @} & & %\ @ §
i : S SRS SIS @
Material and methods: D~ O @ @ ©

s
Test tem: Bixafen + Fluoxastrobin & Prot@ocon@ole 19(@(40@10@%&) Short code:
BIX+FXA+PTZ EC 190 (40+30+1Q000G; Bdfeh IDS2010200848; Samiple D@npt&n TOX08908-
00; Specification No.: 102000023 92$NN‘<<Z&nal contént o @étlve @pgredients: 3 S0 % wiw (41.50
g/L) bixafen (BYF 00587), 4.86 éﬁ 1.7k /L) i@joxastrobm@EC Q725 E@SO) 9.59 % w/w
(102.0 g/L) prothioconazqle (JAU 6476% De@y 1964 g/@b LN @

The test item was applied o eta&%’%d lea©es ofdea nmys at @es 0£375, 685,1150, 2000 and 3500
mL product/ha and@he effects o%%e p@%tory@’ute @h{;%omus @rz WGQfE compared to those of a
deionised water @%@ed control A toxig refe&ence (detive ggbstanée: dinhoate) applied at 96.5 mL
product/ha (40 r@ was ‘fiacludgd toi cateQ\e relaﬁfe Sk eptﬂgﬂ ty of the test organisms and
the test systemy ity of200 mites (Sxe 1C@s 01 &‘5\ idu@ per test group) was assessed 1,
4,7,10, 12,and 14 @ys after ex@)sure y c?mg thg'number of hiying and dead mites. The number
of escaped, mites was ul [@ diffence rom tot mber exposed. The reproduction
rate of/Aurviving mite@was thon evaltated from  day™7 urml day 2 after treatment by counting the total
number of offsprm@%ggs&a}d la§ae) Pr§ %\ N RN

The experiment pe forme ﬁlpera@fe rar@e 0%4.0 — 25.0 °C temperature and a relative
humidity range o 6 ith \@' sheg[ dev1@ons < h down to 59.8 %). The light / dark cycle

was 16'8h@ah 1nt m tyr & 4%
Dates of gxperimental.work; @\/Iar :“§5 % to z&;@?y 08,2010
1o @” Qrren g

ST

N )
Findings: § @ 0\@’ Q@ @
Valﬁltv criteria; v O O
@ Validity g@rla @ Q Recommended Obtained
MortEsc.-ra);@n the.control Zxdup onay 7@, <20% 13.0%
Average cqrr. moptatity in@e refskence itém >50% 100%

>4 43

Avera%‘@ambe@xf eggs}&ﬁémal@%alculated as sum of 4

assessm — froth day ¥On) in the control group
& @w Iy o

Tl@?esul@f this study°§n be considered as valid.

&
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Biological findings:

At the test rates of 375, 655, 1150, 2000 and 3500 mL product/ha a corrected mortality of @‘%, S
14.9%, 21.8%, 26.4% and 70.1% has been observed, respectively.

At 375, 655, 1150 and 2000 mL product/ha the reproduction was reduced by 2@%, 3%, 2@@% %1

3 0% The

43.7%, respectively.
mean corrected mortality of the mites and the mean reproduction rate of gg urviving fe@ales @( osed

The mortality / escaping rate in the control exposure units up to day 7 after t atment w

to the test item and the toxic reference is given below: (9 N \zﬁ\g N
T @ < Q\ @ @
©Q o S D S
Table CP 10.3.2.2-2  Effects of Bixafen + F luoxastro@+ Prothiocof@zole EC 190 & T yph@mr@@ pyri LN
Test item Bixafen + l}}@ﬁ?astrobm + Prothlomﬁzole@ 19(@0-*—5@1—100 g@ﬁ
Test organism Tpphlodrgmus mypi D v, K
Exposure on: % 9 Defached aizgleaves & S
Mortality after 7 daysqPo] @ | & ‘O Regroductiey, . -
S L |9 R Rate> | Red. re @
Treatment mL product/ha Uncorg\? Q&T P-V@e(*) &% (e er %, Control §] alue (#)
S @ |5 S) gEale) @ S
Control 0 ENG] < &
Test item 375 46.0 @ 39 | 5344 tsign. §“’ 3@\? °28.% 2 | 0.180 n.sign.
Test item 655 6.0, | ap9 & 0.03lign, O & i» 03, | 0.215 n.sign.
Test item 1150 @ 328 | ‘@1.85>] 0.603sign) S4 &7 @13 0.230 n.sign.
Test item 2000 360 264 | <0:0015%h. & 2.4 Q@37 0.238 n.sign.
Test item 3500 %940 U (%o, OOIEgn«\ na? |e, na.
Reference item 96.5 2 ~100.65° 0.0 ¢ Wa. S na

LRso: 2668 mL product/ha; 95 Con%ience @Erm@@ 634 @*679lxcalculat\%t w1t}®ob1t analysis

ERso: >2000 mL produgt/ha g Q S
* Fisher's Exact test (. s1ded) p- Val re a@ed ac@%mg@onf oni- Hol@ &
# Wilcoxon test (one %alues a dju&ﬁ according to@nferr(é@hohr& @
n.a. not assessed @ sign, m) mgmf&c\lt sign. Si ﬁieant LN N @ &
o O v @’
S @ K 639 & @§ @
Conclusmn N @

The L]@was calcul@d t@@é 2@ mL produ@éha ER@ was estimated to be >2000 mL

produ
The figures obtam@fulﬁl@ﬁe Va@ﬂty c1@®r1a ei}he léhoratm&} method for

Report: 0 322 %3*@20 0; M-370455-01-1
Title: cit the 1 ird %ﬂe inella septempunctata L. (Coleoptera,
Coccin ae) ing tend@ laboratory test on Zea mays; Bixafen +
@7 %’luox r0b1n + Prot cm@ole EC 190 (40 + 50 + 100 g/L)
Repo&No @ C N
RS 4
Document No.: <
Guideline(s): N b T AL&@OOO) modified
%% FT ALN2001)
Guideline dey@ation(¥); »f naturdl subi@rate (maize leaves) instead of glass plate
GLP/GEPs ~ oV
< @ S
SANCNER S
ObJeGHgVG @ SRS

Fluoxasgpbin + Prothioconazole EC 190 to the ladybird beetle Coccinella septempunctata when

T@%ége of tﬁ@é lab@atory study was to investigate the lethal and sublethal toxicity of Bixafen +
exposceto treated leaf surfaces.
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Material and methods:

Test item: Bixafen + Fluoxastrobin + Prothioconazole EC 190 (40+50+100 g/L); Short &de
BIX+FXA+PTZ EC 190 (40+50+100) G; Batch ID.: 2010-000848, Sample Dgscription: TOX88908%"
00; Specification No.: 102000023924-NN; Master recipe ID: 0106974-001; A@sed eonte%@) ac
ingredients: 3.90 % w/w bixafen (BYF 00587) (equivalent to 41.50 g/L), 4%6 % w/w flu xast{@m
(HEC 5725 E-ISO) (equivalent to 51.71 g/L), 9.59 % w/w prothloconam%(JAU 6476)§qu1\/£%nt t%
102.0 g/L); Density: 1.064 g/mL(20°C).

&
The test item was applied to detached leaves of Zea m% at rates 05350, 600, 1@ anO &@
mL product/ha and the effects on the ladybird beetl%; Coccinella @Jtempunct wer @%
those of a deionised water treated control. A tox1c ference (acti subst,ance ethoate) applied @

26.5 mL product’/ha (11 g a.s./ha) was inclu o indicatg_the r@@'ﬁve @ce J(16) hty@f the st
orgamsms and the test system. The preimaginal ortahLy of &arva&was agpessegiyill théhate 6F the
imagines (up to 16 days) .The fertility anéf @y Q{ﬁ e swww@hat%gd adults were then
evaluated over the period of 17 days. (g

The climatic test conditions during the s%dy @e 2\\?5? % %‘[emp ure and 6@ L§%§

relative humidity. The light / dark cycl@%yas JN h v@a a h& 1nt@s1ty range 0@1’41 6366

N
Dates of experimental work: MK@ 25@10 Qﬁ?day@ 2%@ @@ @@ S %@)
R & © O O
Findings: @@ w\g@ @’@ @j@ &@Q @ (S @© &
S
Validity criteria: N g $ &@ 2 & ©
Validity ajteria © N @ Recommendéd> | ©Obtained
Mortality in water control, 9 5 &30% K 27.5%
Corrected mortality reference itén) & O <Y .. D 100%
Mean number of fertjl$8ggs p& - fenz@and y in R ) Q &
water control & @ > @© 4@2 R . 101
AN o \
N S @ ©
The results o%@s st@ can he conédered & valid, > § v
N & 6 2
Blologlcal %dmgs % %@ % b\ v @ Q@

Morta]f@nd reprodu@ion 11@30h 01@? t@men@%e smﬁnap@d below.
Table CP 10.3.2.2- § Effe%ts of t@ tes&{@ 01%§0ccmé'u se te%punctata

Testitéh &) @ Bl@fen + Pruoxagtsobin @fothloconazole EC 190 (40 + 50 + 100 g/L)
Test o@aniSI‘n@ @J . O Q" C¥cinella septempunctata
Expogure on’> N© D & @ Detached maize leaves
AN - R & @Iort@lf@ %] Reproduction
. ) Fertile eggs Fertilit
@ Q\ Q N &é @ per femaleg zgmd [hatchir?g
’J;féatment mLﬁ&rodue@% o @ncox@@ @ Corr. P-Value(*) day rate in %]
Control 00 O 2725~ O 10.1 85.8
Testitem [© 350 ob @60 O 3.4 1.000 n.sign. 6.8 83.4
Test item QO W0 S 5300 o, 3.4 1.000 n.sign. 9.6 88.3
Testitem™ | %, 10255 270 0.0 1.000 n.sign. 9.8 86.7
Testiteh |y 1750 N 475 27.6 0.211 n.sign. 14.7 81.7
Teeﬁsem D 300 65.0 51.7 0.004 sign. 21.7 87.6
@reme@ 203 100.0 100.0 n.a. na.
tem & >

LRso: mL product/ha; 95 % Confidence Interval: (2036 - 6769) (calculated with Probit analysis)

* Fish Exact test (one-sided), p-values are adjusted according to Bonferroni-Holm

n.a. not assessed

n.sign. not significant

sign. Significant
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Conclusion:
The LRso was estimated to be 2867 mL product/ha. No adverse effect on reproduction was obﬁed IS
up to and including 3000 mL product/ha. N g
The figures obtained fulfil the validity criteria of the laboratory method using s plates. &@ @@
g .
N
3, & & o
@\9 N N &
Report: Kkcp 10.3.2.2/04 . 2010;@84778-01 1@ & @ @
Title: Toxicity to the green lacewing Chrysoperla carnga3teph. (Neuroffiera, Q\@ sop@ae) é
using an extended laboratory tesbon Zea mays;Bixafen + Flu(@%trob Q N
Prothioconazole EC 190 (40 @ +100 g/L) Q &" & & © &@
Report No.: CW10/016 ¥ @ R 9O o @
Document No.: M-384778-01-1 @ \\ Y <
Guideline(s): I T AL (2000) Fodif T AEN200 S
Guideline deviation(s):  none v @ é % <’
GLP/GEP: yes = T4 N N @j @
NARSIPN S S &
Ob @ P & I SIS
jective: Q N ‘”\a @ &

The purpose of this extendend laera 0 ‘%}udy was to %Ve § e they .-\} d sﬁtha\f‘%xiciw of
en ¢

Bixafen + Fluoxastrobin + Prothiveon azple E%190 tOrthe ﬁ@w1 ryerld%sarnea when
exposed to treated leaf surfacgs? \& @ é

v o\@ &

Material and methods: 2 @ K N
>

Test tem: Bixafen + ﬁuox r0b1 @ @%zol QC lv\é (4*6&50+§ g/L); Short code:
BIX+FXA+PTZ EC +50 atch 0 0@0848 Deseription: TOX 08908-00;
Specification No.; 02000023 % DMatesial I@ 7@)6977 Anai?sed content of active
ingredients: 3.90 w/x&ﬂ SQ L)=bixafeq (BYF@OS% N7 (51.71 g/L) fluoxastrobin
(HEC 5725 E- @) 9@ % whw (1@%0 g/I@)rothchonaz e (4%@ Density: 1.064 g/cm’.

The test 1tem@as a‘§hed&@ det ched le%es of@ea i@ys at@ltes o375, 655, 1150, 2000 and 3500

mL prodyctha and the gigfects Qg he n la@§wmg hryseperla @%’mea were compared to those of a
delom ater treate s\, ont ic referencefacti é@ubs e dimethoate) applied at 38.6 mL
product a(lég a a) W@ c]&ded tb@ﬁalc&g he relatlvgsusceptlblhty of the test organisms and

the test system. @ @

The prelmaglnal@@lort of as &ssess% till thehiatch of the imagines (up to 22 days) .The
fertility and fegunditg)® f t@surv@ng }@hed@ ults@vere then evaluated over the period of one
week. Q © \ \ S

The climatic test conditiors d@g the\gudy@@'ere X0 — 25.5 °C temperature and 65 — 76% relative
humidit, ith a short@@echn@< h% 57@3) Thégﬁght / dark cycle was 16:8 h with a light intensity
range of 1998 - 38% Lux%urm%h n@staht,@dase and 2498 - 2732 Lux during the reproduction

h
phasé- & @\ Q @
Dates of expe@gfine%tal vgz AQ@%S, 2@0 to May 19, 2010

@
@ é\g @© §9 ©
& P &
< @ N
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Findings: .
Validity criteria: @ 4@6
Validity criteria Recommended Obtained A [l
Mortality in water control <20% SO 50% @7 &,
Corrected mortality reference item >50% (oY 86.8% &
Mean number of eggs per female and day in water \ S a
control _ 213 % 2®$ % ’
Mean Hatching Rate of the eggs (fertility) in water U> o N N @
control v 70% ©@ @%1 8@ @ S

The mean number of eggs/female/day was above t . lower llml&gven as Vagﬂy cr@rlo h&g

glass plate method (mean number of eggs/female/dé%/ > 15, meafidhatching rat %) acc@dl @
the historical database of the ring testing group@)GT H. etsal,, 20(@ The%or&@e resylts o é
study can be considered as valid. o @
N9 g% % @ \
P & e Yo
Biological findings: % Qg%ﬂ @ Q & Q @7 @&
Mortality and reproduction in each of th%it%éatn@s aréef\umqiﬁzed Qﬁ)w\© éw N §
G
Table CP 10.3.2.2-4:  Effects of t@l@est iteifon Cl»yso%%’ car@ @@ @Q @ w\?@)
Test item @ B1x@7en + Flgoxasu®bin + @&hlq@%nazol@c 1%@ 0 0+ 100 g/L)
Test organism @ S @ O Chryso@erla cagnea @
Exposure on: G @) Sy @Petached majze leaye® .
.9 S rtality [%] S v\,ﬁeproductlon
@ N S per Fertility
X @;\% %@ D 6 \C é female and [hatching
Treatment | mL fégduct/ha Wacorr, & §orr. N~ P Value@) N day rate in %]
Control 0 S [ D500 Q EBZ » 298 81.8
Testitem | ¢y’ 3378 & 15.0 1055 b 0.138.sign.> 19.5 79.5
Testitem s 6588 & @85 O 2332 & 1 sign. 20.0 78.6
Test item [GRIES 37.5 . 234258 | Qoolsigh. 35.4 82.6
Test iten?? 2000 79500 |© 947  @<0.00bsign. n.a. n.a.
TestA€m 35@ ENEE S A6 N <0091 sign. n.a. n.a.
Reference \ 7 & °\\J KN
tem @8 6 §87 S50 5 86% AN n.a. n.a.
LRsp: 1107 mL p ct calcwg%d Probgffnalyms (95 %onfidence interval could not be determined)
* Fisher's Exact %e@%), @ ues ﬁdju acco@g to Bonferroni-Holm
n.a. not asses% N \ N
n.sign. not significant ©© AN Q 2) @
sign. signiﬁ&nt N @2 @

\
@ & @
Ther were no advél@e eff ts of %@ tes@e @& e reproductive performance at the rates of 375, 655

50 mL prodto\\é‘t/ha@g @\ Q §

@ &

N
Conclusion: & % § N

The LRso estmlate be 4107 m@@groduct/ha. The figures obtained fulfil the validity criteria of
the labor@ry @md fsing @}ss plates. No adverse effect on reproduction was observed up to and

mcludgN 1 1L ductQa.
A é%

Q
©®
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Report: KCP 10.3.2.2/05 | lH; 2010; M-389548-01-1
Title: Toxicity to the green lacewing Chrysoperla carnea STEPH. (Neuroptera, Chryso@e) @
using an extended laboratory test (under semi-field conditions aged residues on

mays); Bixafen + Fluoxastrobin + Prothioconazole EC 190 (%+ 50 + 100 g/@ @j
Report No.: CW10/026

Document No.: M-389548-01-1 @’ & O\Q
Guideline(s): BT AL (2000) modified, | ET AL. %001) § e
Guideline deviation(s):  none @ N o\@ é\g
GLP/GEP: ves & @ &y S @ @
Objective: @ & ® Q @@ @Q}
The objective of this extended laboratory study wz Q %to 1nvest1ga%th@%thal@§ d supjetha toxici@%of
Bixafen + Fluoxastrobin + Prothioconazole EC 190 to the Iaﬁgwmg@hry&@erla wegrned&hen
exposed to aged residues of the test item on ze @ N & @J& N > >

& Y6 e
Material and methods: W\% & \ % ©@ @j @

X

Test tem: Bixafen + Fluoxastrobin @ Pr&@ocor@zole £C 1@ (4Q£§0+1 g/ Sho@ode:
BIX+FXA+PTZ EC 190 (40+50+1@ qg%t I@ 00%@ S cr1p 08908-

00; Specification No.: 102000023924-NNé¥asterrecipeND: 0697 @alys con % of active
ingredients: 3.90 % w/w (41.50 %L) bixafencgBYFE ©0587, ©g/Ly %ﬂuoxastrobm
(HEC 5725 E-ISO), 9.59 % v@(lof&g/L) ﬁ@éthl nazofe JAQ 476) engif iy 1%@4 g/mL.

The test item was applied twice with 1.7 prodgct/hag@l 400% watsg%a orépotted maize plants with
an application interval of ¥ daysSThe @tro Quas trgated w1th dei %?sed@ter inthe same way as the
test item. The toxic referénce égm@ wad appléad at @ 8 L prodﬁet/ha g a.s./ha) in 400 L

\..

water/ha on the day he s ication o ted" malze nts &g well:For the further exposure
dates it was appliedidirec y on t a AQ’ wit 38 L proc@ct/hadﬁ 200 L water/ha). It was
included to 1ndlc$ﬁe tivessu cep&blhty\of the %@t or Qa,nd hel Q’ st system.

Aging of the s residues of‘the test ite NS} thegpotted al’ltS\t“{QOk place under natural semi-
field conditiahs withy ral@prote@on %Lurmg?h dy @arvae of the green lacewing
(Chrysope@ﬁ carne@j were xpo@@d ese 1@1 es the treate “Yeaf surfaces.

Three bigassays were u rst o

O§e><p §U e stagted at day 0 after the last application
and wés evaluated U@ to l@days n thessec onél expo@re started on day 14 after the last
application and wa@ssess@f up 9 dags an%} thethird bl&ssay, the exposure started 28 days after
the last applicatigwand was a sed@ to 200days. G all@loassays the preimaginal mortality of 40
larvae was assessed tilég%, of {ie i mmgmes The feftility and fecundity of the surviving hatched
adults were \b‘? evted T th@gperl% eegn the bioassay started on the day of the second
application and in the blﬁsayc@ned day q@ter

In the dc&@or area thg@temp ure @ ge&rom to 35 °C and the relative humidity from 22 to
100% duting the a time o he\malze Rlants

In theJaboratory p@g et mpégatur as 2 °C, and the relative humidity was 60 - 90%. The
hgh%’ dark cycle was 16Z% h a@the hg‘[ int@nsity range during the mortality phase was 1438 — 2590
i @e 11@1ntens1ty was 1893 - 3506 Lux.
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Findings:
Validity criteria: @ @
Obtained N
Validity criteria Recommended Sta bioassay
0 DAA?2 (@4 DAA2 %8 D@Qﬂ
Mortality in water control <20% 2.5% 15.0% o lﬁ@% g
Corrected mortality reference item >50%  r7p 69.2% P 97.1%.°N | 2Z5.0%
Mean number of eggs per female and day @ <) @ @
in water control =15 V 29}%@ 32'@ § nj&\\g §
Mean hatching rate of the eggs (fertility) o o S ©)
in water control = 70&% 7@ & & fi&@ o & Q- {\@
n.a. not assessed X N . @ \U 2] ¥
2 Days after the second application t @Q Q@' %\ %@ @6 o\% ;§
Q @ N N W
The results of this study can be considered %s V&ll@ﬂ @Q Q@ & v ©§ <) & °
R § &
Biological findings: §
In the first bioassay (0 DAA), the p .«m ag mo@hty r and ughe test
item group the corrected mortahty s s 7«% whigh 'was*not sta& ant erq&%ompared
to the control. In the reference 1tei@gro the ecte@mo
In the second bioassay (14 D&A), the pren@gm ortz@ e cohir @u @@S 15.0 %. No
corrected mortality (-2.9 %)@%ultedﬁ’n th@est item grouﬁa In t@e ref@ynce item grép the corrected
mortality was 97.1 %. S S 2

@ 9
In the control group o %e 1r©d blégssay 8 %A) preﬁﬁgmﬁ@mo ity was10.0 %. No
corrected mortality (- @ %) Ited%n the @gst 1tgrou@ In the reference 11@1 group the corrected
mortality was 75.0 %07 @ @ o S & &

o
The results are Sh§ in %@ follg@qg @ @© @@ & @

o,

Table CP 10.3 Zéﬁ 5: %fects (}len + F@xas{ﬁﬁbln groth@nazof&EC 190 on Chrysoperla carnea

Test item: . @ ‘”\a Bl&fen + gluoxasgﬁﬂm +@§othloc@ham&\ﬁC 190 (40 + 50 + 100 g/L)
Applicatignate: NN @) i 2 x 1,784 prodi®t/ha

Test o@ism: o2 & < A Chrysoperl@yarnea

Exposure on: i ’~ Bujed spray deposits on maize ledves (from treated maize plants)
Start of bioassay: N\ OPAA*S, @] © 14 DAA® | 28 DAA®

9 1o & o .5 &eima@ Mortality (%)
Control: a Y &Y 20 o l© % 150 10.0
Testitem: Q@ O J00 N b, 125 75
Referencedtem: Y900 9 @ 97.5 71.5
&7 &) o~ YU &Corrected Preimaginal Mortality (%)
Test iten: NG A 'ERS) -2.9 -2.8
> Ry @Valug@ﬁt ~S (p-value 0.741, not (p-value 0.784, not
h @ s@ﬁcantb) ©) significant®) significant®)
Reference item@ ENCESES 97.1 75.0
R R 7, Reproduction
Q ﬁ& @U Number of eggs per female and day
Control:g> 8 | @& <929.0 32.1 n.a.
Testitht O o 217 333 n.a.
KRS v Fertility (hatching rate in %)

prmol 5 79.3 84.2 n.a.
Test 1teg$ 81.4 75.4 n.a.

n.a. not@sgessed
2 Days after the second application
b Fisher’s Exact test, one-sided, p-values adjusted according to Bonferroni-Holm
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Conclusion:

In this study 7.7% corrected preimaginal mortality of the test item was found in the first bi&ay &

started on the day of the second application. A second bioassay was started _14 days aftersthe lasft’

application which showed no corrected mortality (-2.9%). A third bioassay W§nitiated 28 @ays aftgr

the last application and showed no corrected mortality (-2.8%) as well. (o8 s O\Q

There were no adverse effects of the test item on the reproductive perfon%nce in the fig§t'and§¢conde;

bioassay (0 and 14 DAA). For the third bioassay (28 D@ the reprodlgﬁioon was not"a@sesse@s b@af
@

earlier bioassays indicated no adverse effect on reproducgon. @ g}’ NS @
S o § & &

. . . S Q& s«
CP 10.3.2.3 Semi-field studies with non-tat arthrop@s o & & @) &@
Semi-field studies are not required for non—targe@@%hropods. Q} Q\@ R \© «:5@ @@

MRS RS, o
N @@ < @J& ISR
S v

Q v

CP 10.3.2.4 Field studies with non%rget@thré&ds Q - $ @% & .
Field studies are not required for non-ta@t arb@%poc}@s}\ &% ©

~

. ) w;\ é\’ ®
SNSRI
CP 10.3.3 Other routes of Q@)OSL& fornon-target:al hr@ds N

S O NN
The exposure of non-target art o%d &%sse@ in@@pte@@? ls\ is@sid@d the thain route of
exposure for non-target arthregods. =« © O« @Q % S é%
S5 @Q o @ h 3 "\@ =)

N . .
S IS S N
&  .§ % Y @
NSRS %\Q@& @
©©\ &q& \&\Q@&g@
S e & F L &
N & O |9
% I
- & & & o & F
. Q
A \@\Q‘&@@\@@x%@\
FE &b o
@%@%& &
QS b LS
@ 9O g © o .0 @
A N
AN R
@’ 2 @@o%
S Q\ L Q
= %@@O@’Q@@
S @ﬂ&@\ O
@%
&%%ﬁé\Q
§Y§©%©@
> O o
S &
@’@@o%
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CP104 Effects on non-target soil meso- and macrofauna o

@

The risk assessment procedure follows the requirements as given in the EU Regulation 1107/200Q9 an
the Guidance Document on Terrestrial Ecotoxicology. S @

§

Predicted environmental concentrations used in risk assessment

Q
tance and t &metabohtesm soﬂ\ E 'ﬁ

relevant P values ¢ de for

ar@ed for rls&é@sess@nts é\ﬁ
& Q
Q & . ©
Q QO ¢
Ceggals, 2%\87 g%iuo
%®% éSO"/ @ei%rce n)
Q Cs il

Predicted environmental concentrations of the active s
values were calculated and reported in MCP 9.1.3.
calculations are summarised in the table below. Maxh&um values

%@

&

@

Table CP 10.4- 1: Maximum PEC, values

Compound roblxgﬁa 7,

)

S .9
RS
Bixafen + Fluoxastrobin + Prothioconazgfe EC.]99
Fluoxastrobin (E+Z) Q % Ao
HEC 5725-E-des-chloropheryl g  °
HEC 5725-carboxylicid -
2-chlorophengg, >
Bold values: worst case considéied in risk ass%ment
A Based on formulation densﬁ\? of 1064 g/l and@%&pph@@mons

2 applications and 80% n%rcept@l w@cg&
Including consideration of acc%nulatlo

of 20 cm é\g @7 % o &

NS S

CP 10.4.1 Eﬁhw@sm\Q N RS

Table CP 10.4 ]éﬁ2 En@oints lﬁed inkisk a@\sm ‘&\
A0 Bpgpoluigyied iy

Test substance @
feh +
Flu robin +
Prothioconazole EC-

190 @

2

O Reference

_n

Test spp;;ies .

NN Q)
Y Ea@orm@ NOE§ 56 mgprod./kg dws | 2010; M-376161-
reproduction @@NOE@Orr “J8h i Hhg prod./kg dws 01-1
$ o, KCP 10.4.1.1

kY *z”\«&ék( @ 1000 g a.s./ha t

Y @’

FluoxastrobinE@@ Q Ear@ﬁé'm Q
100 @ ©© 1‘%@;9 uai\o@

AS) Q

S
® NOE

328 mg a.s./kg dws
2.16*B mg a.s./kg dws

r\

2001; M-057395-
01-1

HEC 5723yE-des- alllm '%f’
chl henyl

NO% corr
N4

%
&

@\J
Oli,(\“% >1000 mg p.m. /kg dws
AS)

2002; M-058532-
01-1

M-536000-01-1
KCA 8.4.1

EFSA Scientific

Report 102 (2007)

1epr@uc110n
<HEC5725- @mhv@m Q
carboxylic acég%

@epr& thl’@

%% 1\?\0@

production (&
ight @7; a.sQMacti@ubstance; p.m. = pure metabolite

t conéted y a fa@of 2 due to high organic matter content of test soil and log Pow of >2

@endpo@of 1 mgas’kg dws listed in the EFSA Scientific Report 102 (2007) is based on the standard
ersig®’ In the” actu@l study the test material had been sprayed onto the soil, the recalculated endpoint

%ccord@ to the actual test conditions is calculated based on the actually applied test rate of 1090 g a.s./ha,

test@?sel surface of 198 cm? and test substrate of 500 g dws per test vessel

for the metabolite 2-chlorophenol, in the absence of earthworm reproduction data the conservative

assumption has been made that the metabolite is 10 times more toxic than the parent a.s. (EFSA conclusion

102 (2007))

90 mg p.m. /kg dws

SorC
S

NOEC

2-chloro ol >0.216 mg a.s./kg dws

QR

dws = dry,

A End
B

C
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Bold values: endpoints used for risk assessment

N g
Risk assessment for earthworms S @® S
N N
Based on the endpoints in the table above the TER values are calculated usm@he follong equ %s:@
O 9
TERy+= NOEC / PECyi VCQ @é’ é}”\ O @& o
L ~ &
The risk is considered acceptable if the TERLt is >5. & @Q v\g@ QQ < Q&©
) N~ & @

For lipophilic substances (log Pow > 2) all resu om the labgatory@%dles@e c\@cted@gy a faetor
2 even when the organic matter is less than 10%. * @

This was applied to fluoxastrobin (logPow = 2& re@to S%?on ((gf t@&%@cumer}, C% 7)

< é @
Table CP 10.4.1-2: TER calculations fo{%ﬁrth&&%ms \\ @ % @ (5\% §
@ ©,
< O

N
Compound &S@Qies%éEx O\@" d QMPﬁés@k’g]” gE@ Trigger

R ¢  Ceyeals S @\\? («© @M RN
Bixafen + Fluoxastrobin + ¢ ZEa WW\@i)lrm, ’ NO@ &

o [
@00%93@ 207 5

Prothioconazole EC 190 »[" rgpro uct;(ﬁ“@ < &
O 5 %
: RZ) @rthw@, @ N
Fluoxastrobin (E+Z)% reprod:@tion @OE@% 2@6 &04@@ @46 5
K © S Y D
HEC 5725-E-des-chlofophenyD! E%é;d)worm’ @Ec «> 10000 @@11 1290909 | 5
& produgt@n S

S QO N @
HEC 5725-carboXylic.asid NO 0. 15000 5
cuhing & F g oa

repgoductioiy §
&

O] Edfrhwot, & § @
2-c%§)phe.§ " | ggprodustion 4 %Ec@@ 0.2167 %.005 >432 5

oS
A cong§d with the fo@\mlat@ luogﬁrobm EC 1(@ Q\g \U
B fort etabolite 2- &iloro 1@01 in ce ot@rthw&m re| {Sluction data the conservative assumption
has been made th@‘)ﬁ m %Boht@lo tifaps mq&j\tomc(i@@an theYparent a.s. (EFSA conclusion 102 (2007))
@’

All TER Values calcré@ d with t @’wo;’@% casg§EC max values exceed the trigger value of 5
indicating t 0 ceptable adyers ects.ofi earthworms are to be expected from the intended
keito ugyt Pl 2 a

use of the product. Q
3 Q§ 5.5 8
CP 10 gl Ea@wo%ls s%leth@effe@@

S
Tel%strlal Risk Asses@ent @ §
No study on Q@chr icC g@%ﬁw of2- chlé@phenol to earthworms is available, but some information

%

can be takegd¥tom<the’chigdiric earﬁiwor@ study with the Fluoxastrobin EC 100 formulation presented
in Annex Q. In thay’ stu @ e afiplication of 1.0 kg a.s./ha fluoxastrobin had no influence on mortality,
weight i§em an duction of earthworms after 56 days. The NOEC (28 days) based on
mortaﬁ%y an earthworms is 1.0 kg a.s/ha. Addltlonally it is a NOEC and not an LCsy.
Q@mg t 2- d@l’oro nol is formed and reaches its maximum between about 15 to 23 days (see
MCA7, Point 7.1.2), the effects of this metabolite on mortality and weight of adult
earth U s can be considered to be covered up to an application of 1.0 kg fluoxastrobin/ha. Since this
application rate is more than 28 times higher than the actual highest use rate (cereals (80%
interception): 35 g fluoxastrobin/ha) it can be assumed that higher amounts of the metabolite were
present in the study than would occur under practical field conditions.
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Additionally, for the purpose of the earthworm risk assessment the conservative assumption has been
made that the metabolite is 10 times more toxic than the parent a.s. (EFSA conclusion 102 (2007@ @@

N >
& & ¢
Report: KCP 10.4.1.1/0 1| . ; 2010; M-376161-01-1 N
Title: Bixafen + fluoxastrobin + prothioconazole EC 190 (040+0%+100) G: S letha
toxicity to the earthworm Eisenia fetida in artificial soﬂ&%ﬁh 5% peat @ ) S
Report No.: 10 10 48 027 S © o % N &
Document No.: M-376161-01-1 Y @ ©\ @ @
Guideline(s): OECD Guideline 222:, Earthwo eproductio st (Eisenia f@da / Eipénia @rei) é
(April 2004); ISO 11268-2: 1998fE): ,.Soil quatity - Effects ofgpllutaritRon O o
earthworms (Eisenia fetida) QﬁgrtZ Determlgtlon%%ffeon rea[oductlo@ Jubx
1998, Void N
Guideline deviation(s):  none w &’ @6@’ %\ % 6 o\y\’ %,
GLP/GEP: yes S @ N A @ @Q
g & YV
Objective: w\% N \ > % § @j @
The purpose of this study was to @% ﬁe\ th @ébletg effc@% o X § xas§ in +
Prothioconazole EC 190 on reprodagtion tanortality and@r t@)f t eni etzda by

dermal and alimentary uptake uging an @uﬁcﬁk sogl al orat§ teste as\?performed

according to the recommendations™of the OECD G ine 2004) he rnatﬁnal Standard
ISO 11268-2 (1998). \&’ @gj@ og g@ @Q @@ & é
> @2

Material and methods: (& v @ S %@

Test item: Bixafen + ﬁuo ob + P § zol& 6&?0 (04?’61—05 00) G; Short code:
BIX+FXA+PTZ EC G; Batch —OO ple ‘Description: TOX08908-
00; Spemﬁca‘uon 10@0002 N@Ana se w tent@f actlve ingredients: 3.90 % w/w (41.50
g/L) bixafen (B@ 00 82), 4.86 % vﬁw (SNI gﬁQ tro (H 725 E-ISO), 9.59 % w/w

g pr ocongzole ‘ sit ater solubility: dispersible.
(102.0 g/L) le (JAU 64 6) 3@06 /mL C). W lubility: di ibl

10 Adult Eisenia fefiila antlrei ( out mont%%id) Q?rephc@te (8¢ @éntrol replicates and 4 replicates
per treatn&%ﬁ level) werg,expo g ntred¥ed control affd 10 U8 — 32 — 56 - 100 mg test item/kg
soil dr&%%lght (d.w. )@ntal g 74 %rtz sanf, 20:0'kaol@ clay, 5 % sphagnum peat and 0.3 %
CaCOs, at 18.5-2 %"C % a plm}oper@ 11 % = 16£\ 8 h (620 Ix). During the test, the adult

earthworms Were with air-gdried aivd ﬁne@: gro e manure. Mortality and biomass change
were determmed@@fter @l d r@;@'oduc’ﬁon was dete;§ned after 8 weeks.
@
Toxic standeﬁ% 5 an%) 10@ Namm@ FL@/kg@@ll dry weight; control: deionised water, solvent
control: . o @ @’jf’ @@9 %,
. Q N
N Q
Dates of work: Maiéh 29,2010 tg:May @% 201Q
g e 29,2910 1My 3 2010
v @
Fmdlngs @° @ &N
Y A
Validity Crl@; ‘”\a @
Val %f criteria Q Recommended Obtained
3 @ @7@ Y @ m@
“Adult mortalityafter 4Gveeks <10 % 0%
Numbez)of juyenile perteplicate > 30 102, 69, 72, 84, 110, 89, 92, 103
@%fﬁg@@t of Var1atlon§ reproduction <30 % 16.3 %

All Va@y criteria were met. Therefore this study is valid.
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Reference test:

In the most recent study (BioChem project No. TER-R 09 10 48 001, dated July 17, 20098the &
reference item Nutdazim 50 FLOW (Carbendazim, SC 500) was tested at concentrations of S-and 1

mg product/kg soil dry weight. The number of juveniles was reduced by 65 ad, 92 % (mea@%lmgrF

of juveniles = 51 and 11) after 8 weeks of test duration when compared to @1&01 (meanQumbers
juveniles = 143). Therefore, the observed effects assure a high sensitivity of the test syste@ @ @

Biological findings: @ %
The test item caused no mortality at concentrations of IY% and 10g test 1te soi @ 1
2.5 and 5.0 % mortality were found at 18 and 32 @test 1tem/k§@)11 dry we@bt re@?\/
mortality (0 %) occurred in the control group.
No effects on behaviour (including feeding activigyd’ of the  WORS wer@%oser\@l dul@g th%est @§
The test item caused no statistically significant change in Bimags\(chan@e in fpsh weight after 4
weeks relative to initial fresh weight) compa@ to thg-contrgl treatment, (#' ht 1n§eas of 26.6,
262, 25.4,24.1,25.0 and 21.4 % in the cantrol gibup alé%t c@mra%ns of 10, 1832 @nd 400
mg test item/kg soﬂ dry weight, respectivgl @
Statistically significant effects on numpgr of g{\eml@om%Qd t@he cosgrol g@ﬁp were recé§ed at
the concentration of 100 mg test 1tems@ sc%i&dry W@ght @ § @ @Q . S)
&, )

The results are summarised in the‘@%ble %e??;w - S ®\ @b @Q @? \%

& > 4 N @® Q SEECENN
Table CP 10.4.1.1- 1: Effects 6f the te Kst 1terr§ mo&allty, @owth ﬁg% re&%’ﬁuct@y of Etse©ma fetida

@

Bixafen + Flue@%robgnYProl@@oco@le EE 190 (QA&FOSO%JY)O) Giﬁng @tem/kg d.w.]
[ Congol [ &) 16, [© Q@ w32 &) 56 | 100
Q> @ rﬁ&/[on‘a;{yy of a@J wo:g\qﬁ> after @weely& O
Mortality (%) | &8 <] &p | VY235 |@ 50 0 ] 0
Bl@%@zss Q{t%ge (Q\%nge m\\fresk\%mght ‘affer 4 @ks ra@zve Rnitial fresh weight
Mean (mg) JO 998" |5 987 P w051 | <914 94.2 80.8
Mean (%) | 366 £26.2 2548 | O 2447 25.0 21.4
N %Nunﬁ%xzf jﬂ@iles ﬁ@ surKiv;?/qg gﬁ@t wc\w@&ﬁer 8 weeks
M | 9@ [ 86 . @6 =] . Ova | 8.4 | 6.5
@ &\ Nggﬁnber q@uven@ pereplicategfier 8 weeks
Mean | 9018 | Q0863 .0 9432 & 903 | 835 | 65.0*
” KNQ» N) Re@%@fion /:Qﬁrepr(g(@ctio r treatment (%)
%tocontroh) O g’ M3 o] SNA6n. | 0.1 | 94 | 219

* statisticallg%igniﬁcantly différént c@ared %}%ntoro@funne@-test, one-sided smaller, p < 0.05)
& e § Y e

Conclusion: @\ @ @& \@

Bix%f%n + Fluoxatso\\tgrobi@@ P e@hioco@zol@C 190 showed no statistically significantly adverse
effects on mor@ﬁy and gI‘O\K of the earthworm Eisenia fetida in artificial soil up to 100 mg test
item/kg soil fry weight, } 1ghest concentration tested. The test item showed statistically
signiﬁcantl@dv rSe eff on repr @mn at 100 mg test item/kg soil dry weight. Therefore, the
overall ]\@\Obse@ed- ct- entration (NOEC) was determined to be 56 mg test item/kg soil dry
weights@nd t est-O ed-Effect-Concentration (LOEC) was determined to be 100 mg test

1tem/£§ﬁso @y W@ t. Bhe ECso could not be calculated, but it can be concluded that the ECsg is
hl@ thaig) 00 m@fest @m/kg soil dry weight, the highest tested concentration.

&
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CP 10.4.1.2 Earthworms field studies

Not required as the risk to earthworms is acceptable. ® @
@ &@ @
CP10.4.2 Effects on non-target soil meso- and macrofauna (other than earthwo@)
DN
Table CP 10.4.2-1:  Endpoints used in risk t R O
aple napoints used 1n risk assessmen A 3@\9 N . @ /(z\\g
Test substance Test species S~ Endpoint @ ) e
X 2
Bixafen + Folsomia candida N%%E& 2;?2 M ?)O(;l //]i{(g SVVZS&
Fluoxastrobin + @m e & 8 r& LK
Prothioconazole EC 9% @ © (20
190 Hypoaspis aculeifer Q&\IOE%}: 2§1@ mm%r.giotf.//v‘::l & M 844-01-1
ONOEG# 281 mg prodKg dws &1y tp 10.4.2.1
\) 9 5
. ) . \@C @ 1@19 u.sﬁ%}g dves w §
Folsomia candidc % o - -
Fluoxastrobin &Kg ®P‘CN\ Smg ‘\\%&kgd@§ M-03109 @_1
H s acul@er’ W N%&z@ 10 mg /&gd @ <
lypoaspis acu er*’ S IHE a.S. ws; 2039155-01-1
PP Tl N S
olsomia naiagl » m .1m., WS @ _ _
HEC 5725-E-des- & & g S50 M033640-01-1
chlorophenyl AN v AN @ﬁQ © (2013)
Hypdsspis %uleifer@ NOEC @ > 140 mgo&%{/kg WS -475673-01-1
o O k@@ 2 - < A @‘@ KCA 8.4.2.1
S N N 2014
w_ Fols S cafdida O NOSE % 108 meg %n.//kgog@ M-479456-01-1
HbEc 51.725-‘d & éb&\g & $ & - O & KCA 8.4.2.1
carboxylic aci . Q @ - (2014)
@Q @poa&g} acul;>'er NQEC @10 <@§g p.iikg dws M-484792-01-1
9 SNy e 2 @& . @{:’ KCA 8.4.2.1
@ Y « NOE mgp.m./kg dws I 0013
9 Folsomiiandj §\\I K5 @ M-472327-01-1
N S OE€con <5 mg p.m./kg dws” KCA 8.4.2.1
2-c1ﬁ$)phenol O .S SRS, S
NS N EC@% g& mg p.m./kg dws (2013)
§ Hﬁoaspi@cul@{e@ %o © 1 M-475688-01-1
o % ROECS, 28 mg p.m./kg dws" KCA 8421

dws = dry weight soil; @02 g@ sub@%ce; @m
Bold Values:Q@poin@used risk ‘assessmen
D Corrected endpoint due fOTipog i @mce@g P, )
2 End@eriwd fror@EC l \ ion ¢ R
9 not céirected due todow 0§a e r{tter co @t ir@i substrate LUFA 2.1
3 @ >
N Y S s ]S
Risk assessmex for other
$ o %
Ecotoxicoldgical g}dpoi and PEC; alues used for TER calculations for soil
organisn@re sbﬁmari@ beé@v. TER values were calculated using the equation:

o N

= 1@\: me@lite

o,

N

TE o
The ris considered acceptable if the TER is >5.

-ta@ soi@neso- and macrofauna (other than earthworms)

non-target macro-
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Table CP 10.4.2-2:  TER calculations for other non-target soil meso- and macrofauna
. Endpoint PECisoil,max §/ q
Compound Species [mg/kg] [mg/kg] TERLT €1§ ger o
Cereals @w {\@ A@
Bixafen + Folsomia candida | NOEC 281 0. 993 SN
Fluoxastrobin + \2%7 2 ‘”\i@
Prothioconazole | Hypoaspis aculeifer | NOEC 2 0. 28 |5
EC 190 i® & é)é” @Q
Fluoxastrobin Folsomia candida NOEC ¢ 5.0 @§047 196.4 (@Q . q
(E+Z) Hypoaspis aculeifer | NOEC 9 9 D’ 0.047 &&)212&8 @V 5, @
HEC 5725-E-des-| Folsomia candida | NOEC g " >100 (@'Xfl R > dwl 2 32
chlorophenyl Hypoaspis aculeifer | NOEG, 3100 @U@ w\ﬁ’).OIQj@J [@091» @
HEC 5725- Folsomia candida | NOE@ g\\@z 1 N O.@@’ 216667 | A 5,
T - - @ Q
carboxylic acid | Hypoaspis aculeifer I&I%C ., o {60 %006 § > 16667 (@Qf k%)
Folsomia candida | NOEC. ™ o559 | £0005.7 [ £¥000 <5
2-chlorophenol - — 1 — S S
Hypoaspis aculelfer@g NQﬁQ NN IR (@” @ 56@ 5
TN N
All TER values calculated with t@ wogsf casePECofinax valites ¢ @rly trlgger value of 5
indicating that no unacceptab dvg:f§e effe® ongpil n‘@@ -0r¢ «e 1sms re t e %pected from the
intended use of the product. AN
p e N Q) & @ & N
© 9O @ @ &
“ § oo S
CP 10.4.2.1 Spec1esTeve§¥§stl @ o Ry &
IS A @6 N
@ N X Qo «
Report: @ KCP 10.41/01 ,@0; 759 4-01-1
Title: @Q @S(afe&ﬁ§ fluoxastrobiny- prothioconaggie E 0 (045-+050+100) G: Effects on the
Q &eproductlo the emh&fﬁ%ns Felsomia gafidida *v
ReportNo.: O oS 10 Bus0ss N o & & @
Document N, : M%S%@)l 1 % 04 @ @
Guidelin@: @EC OE Gl{@ehn testing of chemicals No. 232 (adopted 7
A @ er 20 Lembo@l repl%ductgor@est in soil
Q\) IS \}1 999) il q&%hty C&hlbltl(&%f reproduction of Collembola (Folsomia
> ida)dy soil ﬁellutal@f © >
Guideline deviatidfs): é&ne @7 N NS
N >
GLP/GEP: @ QYyes ¢;7 O © . O (g
N ENCEENE S
Objectives\ SRS @ @
S

)
The putpose of th stud Qra to de§§m ffects of different concentrations of Bixafen +
reproductlve output of the collembolans Folsomia

Fluoxastrobin + P& i0¢,
candlida as a representat@e of @rl micr
number of of@zﬁ‘l

NOEC/LO @rere fermy
The test

Standard@pO 1
N

<
Ma &zﬁll a@n
Tés

00; Specification No.:

ite ﬁoxastrobin + Prothioconazole EC 190 (040+050+100) G; Short code:
BIX+ +PTZ EC 190 (40+50+100) G; Batch ID.: 2010-000848, Sample Description: TOX08908-
102000023924-NN; Analysed content of active ingredients: 3.90 % w/w (41.50

leafen

zol

uve

S)
d&

7(1@9) @Q

&
v

cardione

art}@)pods during a test period of 28 days. After 4 weeks the

tving parental collembolans were counted. EC50 and

acegrdane@@uth the OECD Guideline 232 (2009) and the International

g/L) bixafen (BYF 00587), 4.86 % w/w (51.71 g/L) fluoxastrobin (HEC 5725 E-ISO), 9.59 % w/w
(102.0 g/L) prothioconazole (JAU 6476); Density: 1.064 g/mL (20°C). Water solubility: dispersible.
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Ten juvenile collembolans Folsomia candida (9-12 days old) per replicate (8 control replicates and 4
replicates per treatment level) were exposed to control (deionised water) and 100 - 177 - 316 - -
1000 mg test item/kg dry weight soil. During the test, they were fed with granulated dr

supplied twice a week. During the study a temperature of 18.5 - 21.1 °C and light regime of, Lux,

16 h light:8 h dark was applied. The artificial soil was prepared according f&’the guideliﬁ@ wit
following constituents (percentage distribution on dry weight basis): 74.7% inidustrial qua @ 5%
sphagnum peat, dried and finely ground, 20% kaolin clay and 0.3% cium carbo@te (

Mortality and reproduction were determined after 28 da%fﬁ @& g}g \ @ @
o 9
Toxic standard 44 — 67 — 100 - 150 - 225 mg boric &?d/ kg dry wi@th soil; co 6\9 d@ise@ate

solvent control: none. Q7 N Q @@f @ & @@ @}
Dates of work: April 28, 2010 to May 26, 2010 v = @f@’ i,;?\ @ 6\ \% §
S @ &8 $
Findings: % @}5’ @Q Q o & @& @ @§ ¢
Validity Criteria: RS \ @ Sk% S <\9 S
. 1. I @ ~ D 2, . Q
Validity criteria Q &S Re<@m @ Q) @btal
@) e
Mean mortality of adults & O S<20% \ > @@j 63% w.”
Mean number of juvenile per test véssel & 9 0 &) (Y Aferage gP1524.54essel
Coefficient of variation (mean é&b of i o @ Q MRS
juveniles) N N @§0 7o &@ & 12. 2®
All validity criteria were ngst. Th@fore@?ﬁs stu@ is Vaﬁ@a § @ y\}

\ )

Reference test: % @ N % §

In a separate stud <<§310C1§7@m ect @o @ § OO@S c&ed Aﬁprll 15, 2010), the ECso
(reproduction) of, § \\ ence 1c aci be 108,6 mg product/kg soil dry
weight. Therefo he%@ erve@%ffects assu&\a hlihssensmbqt § e te%@ystem

Biological ﬁn@ngs@@ ‘2”\9© ©
Mortallly %@ @
The te m caused @%5 7. @0 O,@ 0 ar& 10@ p&%@l‘[al (&] I“cahty at the test concentrations of
100, 17 , 316, 562° 1080 ‘mgtest iteiivkg dry weight so&\respectlvely 6.3 % parental mortality
was observed in tcontr& I@Atlsﬁ&a ly s@ ific ef%t on parental mortality was found for any
concentration teéted. R

@ @Q @? @@ § @’Q
No effects otbehavidur e %ﬁmb@m W@? obs@ved during the test.

Reprod@on @9 QQ @ @ %
The number of %ﬁ mle%prm ils @unte @our weeks after having introduced the parental
coll@ﬁbolans into the tef@@ressﬁs was@Qn avgrage 1524.5 in the control and 1637.0, 1530.5, 1463.0,
1417.5 and 83(Q.8.at the fest &gﬁcen@tlons& 0, 177, 316, 562 and 1000 mg test item/kg dry weight
soil, respectively %«\test g%@entra@m of 1000 mg test item/kg dry weight soil resulted in a
statlstlcally@mﬁ%an degrase in the ber of juvenile collembolans compared to the control after
O
4 weeks. & SIS S
<& O 9
Ther lts a um@ise@% the tables below.
TL T

&

©/f
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Table CP 10.4.2.1- 1: Effects of the test item on mortality and reproduction of Folsomia candida

Bixafen + fluoxastrobin + prothioconazole EC 190 (040+050+1®/ G @w

Endpoint (mg test item/kg dry weight soil) IS @
control 100 177 316 O 562 @ 10800
Mortality of parental i
collembolans after 4 weeks (%) 6.3 75 75 10'(@’ 10'& {@\SO'O
+SD 0.7 1.0 1.0 %0.8 08 . P 08°
Mean number of juveniles after 9 S N o @
N/ *
4 woeks 1524.5 1637.0 1530.5 ©@1463.0 @éﬁﬂ@ t4\9@30.8 I
+ SD 186.2 24028 | 1205 (P 894 Ay 1647 |~ 492
CV % 12.2 14.7\ 79 Q 61 1 J14 & 59
% Reduction of reproduction ﬁ ’ @ L 0RO © @
compared to control i i _@b ’ 4 h\ T4 @QS'S
* statistically significantly different from control (Dun t-testgghe- suigga\jmall% p<0
SD: standard deviation, CV: coefficient of variation ]@\ @ v ©«§3) @ S % & °
Percent reduction: (1-R¢/Rc¢) * 100 % % @' \@ Q N ©) @j @
= the reproduction observed in the treated gro }%ﬁ \ @ % © %, §
Rc = the reproduction observed in the control g@ﬁ) W\?\ § éﬁ @
Negative values indicate a higher reproducti erfoé%ce c are@he c l @)
Conclusion: Q @ @ @ @ \

O
Bixafen + Fluoxastrobin + hloc\%ﬂazole@C @ shé%ed statls§call§’slgnﬁ&cantly adverse
effects on the adult mortality, of the coll olaps Folsomia c@%zdg @ artificial soif’up to 1000 mg
test item/kg dry weight @11 T@ test o@lsed a@lgmﬁcant@uc on of féproduction of the

collembolans Folsomia*sandida in arfﬁima 1000Gnig testvite so@dry weight, i.e. the
highest concentrations¢ested. Fhereféye, th@)ver (@ser yed d-Effect- C(m@tratlon (NOEC) was
determined to be 5 g te@te@ soifzdry ght the We® bse@d Effect-Concentration
(LOEC) was dete ned , be 1(@ mg t est ite $Bd 1gh

@
The ECso for nugy emsk% was calcu@d t “’&e 105®mg &nenﬁg@g soil dry weight with 95 %
confidence ln@ ra g fr@n 977 1 1%(@1@ test 1terr@g so \X@eig t.

~ @ s
T RN
KC&%4 %}/02 @0 0; M-37

Report: N 4 01-1
Title: § Bikafen -i‘@’uox&%trobm rothi azo C 190 (040+050+100) G: Effects on the
© r(&%ﬁfm@he pre@g ory glte H@spls aculeifer
Report No.: @ ©Q 1 02
Document N O M 844 “Ql-1
Guideline(s% (ZO@Pre%@ry @Hypoaspls (Geolaelaps) aculeifer) reproduction
@e stin
Guidelin@viation(s)?\ none Q & ©\
GLP/GEP: § ye > @ N
N N RS
v o
Objective: @% & Q@ &

The purpos of % st waSvto dgtermine potential effects of Bixafen + Fluoxastrobin +
Prothioconazo 190@ thegunortalidy and reproductive output of the soil mite species Hypoaspis
aculeife AN@ RINI)@ §]sentative of soil micro-arthropods during a test period of 14 days. A
concentration<téspo relﬁ%)nshlp was established from which NOEC/LOEC and ECs, were
dete@ainec}@ et asgetformed according to the guideline 226 (2008).

©®©
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Material and methods:

Test item: Bixafen + Fluoxastrobin + Prothioconazole EC 190 (40+50+100) G; Short &de
BIX+FXA+PTZ EC 190 (40+50+100) G; Batch ID.: 2010-000848, Sample Dgscription: TOX08908%"
00; Specification No.: 102000023924-NN; Material No.: 79969775; Ana%@d content @f actiyg
ingredients: 3.90 % w/w (41.50 g/L) bixafen (BYF 00587), 4.86 % w/w @1.71 g/L) ﬂﬁ%xastr‘@in
(HEC 5725 E-1SO), 9.59 % w/w (102.0 g/L) prothioconazole (JAU (%76) Densm@Q 06%1©\g/mlg@

(20°C). S \

| %@ A& S @
Ten adult, female Hypoaspis aculeifer per replicate (8 control replica atSs Jand 4 rep tre afment &
level) were exposed to control (deionised water) and @%00 178 - 316-7562 - 1008ung t dr S

weight soil. In each test vessel 20 g dry Welg}%grtlﬁmal so ere welg@@ in., The I@poas

aculeifer were taken from a synchronised cultu h an age dlfferel@%>> of t#%9 day® ur@g the ggst,
they were fed every 2 days with Tyrophagis putgfesceéﬁn SCHRARK). 1ng the sfifdy a
temperature of 19.7 - 21.8 °C and light reg@e of 16 h Tight 8 h was applied. The
artificial soil was prepared according to the gui hne th t@follc@lng constit @ent&g‘e
distribution on dry weight basis): 74.7%industria qu&gtz sand A)%)hag@ peat O% lin@lay
and approximately 0.3% calcium carbogate (C%@Oa) §

After a period of 14 days mortalityQand %Q,prod 1on jgere d%e\lgerm1 2%1 @ng niites and
juveniles of Hypoaspis aculeifer @ctee& om sgach rgs@re acFa@len high-
gradient. Extracted juveniles an@aduy@ Wer%colle@ﬁd 11@ ﬁx1@ solléén a beP% afterwards
counted. @ N @©
S > @Q S
Toxic standard (Dlmethoate%c 4 0) 4§® 5‘~2 - 6@ 8.00 - @00 rx@.s/ &g dry weight soil;
control: deionised waterg\%vent ontrad; non S % Q‘&
S ¥ .9 & K
. ; > AN
Dates of work: Apé}@]@z, 2002&0@%@ 19@2010 § §’ @@ é% &
Findings: ©© \é §\ e \\ \© é@ @& @@
Validity crite@ @6 ) & v ;\9& S ~
@ v\ﬂ @ "LQ n§ © &U .
& Validity criteria N % eco end@ @ Obtained
1}4@1 mortality of atlult females @ AR20%S O 1.3 %
Mean number of juyenile per replicate fQ N 250 IS 268.3
Coefficient of varigfion (mean nyjnber of 0 o
juveni@@\fer icat ay &,@ é% % & 5.9%
All validity criggria weye m \?‘hgr@)re thas studys valid:
Q@ TIPS N D

QO
Reference-test: & § %;Q @@@ @©
In a segd¥ate study, (@oCh prOJ&t N@R ki\m 48 003 S, dated March 24, 2010), the ECso
(reproductlon) of tl@refe ce it oate “EC 400 was calculated to be 6.6 mg a.s./ kg soil dry
. The results'ef th ere&c testg17 oate the sensitivity of the test system.

N
Biological resg@s %«\
Mortality
leafen Pr 10co§§zole EC 190 caused no statistically significant mortality of
adult a test con atlon of 562 mg/kg soil dry weight at the end of the 14-day exposure
perio tt es on n ratlon of 1000 mg test item/kg soil dry weight a statistically significant
gﬁg?? dult faites 15 % was observed.

e cofil 01 group a parental mortality of 1.3 % observed. The mortality in the test item treatment

grouped between 0 and 15.0 %.

“7\9
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Reproduction

The number of juveniles 14 days after having introduced the parental mites into the test vessels wé®on &
average 268.3 in the control and 275.8, 289.3, 263.5, 245.3 and 80.8 at the test concentrations:Q IOO@§
178, 316, 562 and 1000 mg test item/kg soil dry weight. The test item ggused no St@ica ly
significant reduction of reproduction up to a test concentration of 562 mg/kesoil dry weight.

tested concentration of 1000 mg test item/kg soil dry weight a statistically significant red@hon@@ 9

% was observed.

A
\
o & @ 5}9 & o
The results are summarised in the tables below. Q @ § %, ©&
& & &5y
Table CP 10.4.2.1-2: Summary of the effects of tt item on Hyp%zspulei morgl ty and@ SN
reproduction Q AN @ 9

@
@f"\@ﬂ\%%@

Bixafen + Fluoxastro@ + Prgiffioconazole EC 190 @mos@ﬂ 00) GY

Endpoint Fggg test #gm/kg §o1l dr @%ghtb % &’
Control L0178 5626 10@ & @Q@
Mortality of soil mites & > . & *
after 14 days (%) Pes] 9. &%‘5 {? @'Oé’ Q

Mean number of juveniles QS §
after 14 days 268'3(\& 27%8 \§89,3«r\9 2{@ @Q“S 3@ 8 &9@9

CV (%) 5.9 950 9 2 [ P2 F 15\@ @35

- . ) K G
Reduction of reproduction & _@ @ g ¢ 1~@Q @8 6 § 69 @

(% to control)

* statistically significant difference compared to @n’trol (@her s Eact Bmomlal@t fopg(frtaht@) < 0.05; Dunnett’s t-

test for reproduction; p < 0.5 9 § N Ro S X
Calculations were done usmg‘%)n rouaded v%les 6@& @ RS §

Percent reduction: (1 - R/, \ ' N
= the reproduction (@d int trea@ group®) § §9 S) Q &

Rc = the reproduction gdserveddy the co@ol 2ro

Negative values ind@% I\@r rep&&ctlve Y%rfori ce ctinp?red f@ntro]@
N
Conclusion: @© @ @ &) K & @ §

Bixafen +@Pluoxastrob<1@9 + Prg s@zolﬁc 19@? sh(@ed n@’statlstlcally significantly adverse

effects /@dult mort pro tion u%p to adest c@ntr@m of 562 mg/kg soil dry weight.

Therefore, NOEC an L@E f%mo y and r roduct1 were determined to be 562 mg test

item/kg soil dry v@ht and 100 g test ite sm%?y ght, respectively.

The ECso was cdfeulatgdifo b 4.6@@ t@s*&ttem/&g soi Welght (95 % confidence limits: 789.5 -
v

897.6 mg test@m/k§ il elé@) o
o Q¢

£ nggtogRu’ & &
CP10.42.2 Higher ti r%s% <
No Qh?her tier testfr\}g Wi erfdmi@ejd or® re@d.
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CP 10.5 Effects on soil nitrogen transformation .
Table CP 10.5- 1: Endpoints used in risk assessment @ @b
; @
Test substance Test design Endpoint fey Refel;,;,f%e -
Bixafen + . S
Fluoxastrobin + Nltrogeq no > 24.83 mg prod./kg d\@j
. transformation, unacceptable -
Prothioconazole =175L prod./h%
28d effects b
EC 190 &) &
no
Fluoxastrobin unacceptable & >2.83 mg ?@Q(g dws
effects @ N
HEC 5725-E- no o) ’
des- Nitrogen unacccpt@ > 2.7 wmg p(,l{@g d&{;Q
chlorophenyl transformation, efts @’”Q @
HEC 5725- 28d S
carboxylic acid ung Cepld% @Q 27 1@ p.m./ @d\x @
nefectsy O
@ RS & &A Sc@tific
2-chlorophenol @@g un;gk‘i}z:iblég @83 mgp.m./ &d»\s@ @bou %)2 (2007)
a.s. = active substance, p.m. = pure n@bohte pro pro ct, dw ght @@ O\Y\?
* for the metabolite 2-chlorophengl, in t sen f nited; for thIl he @@nservative assumption
has been made that the meta e is 1Qtlm more to@ tha&t ep a.s EFSA clu 102 (2007))
Bold values: endpoints used forwisk agsessm &
5 © 5 @ @ 2
~ o & @} N % NS
Risk assessment for é@ll N@ge%@ansf@ma@ o % o\@
o s
Table CP 10.5- 2: @ Risk Asge@nenf%r soil mlcr'i@)r a {;:Q) & @
N\ S . &\ Endpoit? #_] PECsoitmax | Refinement
C0n§nd©© O em%i@ 5 Ohmg/ _ [mg/kg] required
& G & %\Cereﬂ@% Y
Bixa \;Fluoxastrol@%k QS So;’@lgro- > N -
Profthidconazole EC290 , (D) orgdnisigs,> | @® 4.8&%@0@%; dws 0.993 No
. §\ AN @f)ll ml@ L
Fluoxastrobl% +7) &@ orgm;sms Qf = &3 n%a.s./kg dws 0.047 No
X P s SRS
Fd@. ) «@mlcr S
HEC 5725 \é chl@%er@ Nganim@ ol X2 2£@g p-m./kg dws 0.011 No
. @Soﬂ Eﬁ?ﬁ'o- @
HEC J&@carboxyhc%:ld @ oBitsm @ _2J27 mg p.m/kg dws 0.006 No
il mi A
- > *
7, 2 chloroph&gﬁ? /\@ . %ga ﬁ@; = 0.283 mg p.m./kg dws 0.005 No

a.s. = active subs @ace p.m.=p r&neta@hte od. = product, dws = dry weight soil

* for the meta& te 2 hJoro nol iithe abSehce of nitrogen transformation data the conservative assumption
has been @e that t olite %”10 tigags more toxic than the parent a.s. (EFSA conclusion 102 (2007))

@

L
Accordig@to cy@rent re%ﬁllatc@requlrements the risk is considered acceptable if the effect on nitrogen
mmerai;satlo t thesgco nded application rate of a compound/product is < 25% after 100 days.
@

F(ﬁ(the @%‘?abohte 2-ch rophenol, in the absence of nitrogen transformation data the conservative
assumptipn has been made that the metabolite is 10 times more toxic than the parent a.s. (EFSA
conclusion 102 (2007)). It is assumed that no influence occurs up to a concentration of 0.283 mg 2-
chlorophenol/kg soil. This is conspicuously higher than the worst case PECioir.
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In no case did deviations from the control exceed the threshold level of 25% at 28 days after

application. The tested concentrations by far exceeded the maximum predicted environmédtal &
concentrations in soil of the respective components. This indicates acceptable risk to soik 0§
organisms for the intended uses. S S
& <4
Report: KCP 10.5/01 | T; 2010; M-369853-01-1 < § § %@
Title: Bixafen + fluoxastrobin + prothioco@ole EC 190 ?%+050+100)\2®Eff&t& n th&>
activity of soil microflora (nltrogen%nsformatlo t) %@ &@
Report No.: 10 1048 020 N o s @ QO
Document No.: M-369853-01-1 @ o0 R © >
Guideline(s): OECD 216; adopted Janua@ 2000, OECD%uldﬂgne fo@ae Teémg of C%%mlc S,
Soil Microorganisms: Nitr Transfom}%gon @ \ %) @@
Guideline deviation(s):  none N & > %\ %@’ S o\y\f N
GLP/GEP: ves o @ &N A & S
Y R & @ 5
Objective: & \ @ & & W;\ Q>

NS

The purpose of this study was to d@%ﬂl% e ei@cts of ixafen + xasﬁm @rot conazole
EC 190 on the activity of soil flora With re aro nitrggen trawsformation jra laberatory test.
The test was performed in aCC@rdangg@/lth @CDlde 216 OO(@@y sur 1ng\the nitrogen
turnover. S G @Q é
o 2
LN O N @ N L9 %
. Z2ES) QD
Materials and Methodss_ N 2 § @} @% %o $ @t@
Test item: Bixafen Sv Flu@str bin -+ @oﬁt@nw@ge Eél90%40+§&@00) G; Short code:
BIX+FXA+PTZ E 0 (40+50 O)@Bat 008438, @mple%escrlptlon TOX08908-
00; Specificatio @2000 Masté@rec 4D Q1069 '@001; Analysed content of
active ingredi % x%#w 1xafe YF %587 eq Q') entx(0 41.50 g/L), 4.86 % w/w
fluoxastrobin 5 EG@S0) (@ulv&g %& 71 @;) ON % @/w prothioconazole (JAU 6476)
(equlvalent@&o 102. @/L) TB%:ns@@ 1. 0 g/m 0°Copy v\,

A loa @nd soil (D@ﬁZ posed for ng and 24.83 mg test item/kg soil dry
weight. ppllcatlon Stes Wl Vale Qo'1. 7{ d173L e§ item/ha. The nitrogen transformation
(NOs-nitrogen pr 1on§xwas @ di %11 ched ith lucerne meal (concentration in soil
0.5 %). NHsnd nd ‘”\\NOZ ngrog We Odetermined using the Autoanalyzer II
(BRAN+LUE@BE) ffe @ sa ng @erval (§ and 28 days after treatment).
QO O Q&

Dates of v%rk April 12,@010@1\&1 AT, 2

@ QQ @ @ \%
Finding \ N KQ

AN
SIS S RN
Validity criteria: ¥ & R )

The coefficientg,of variatiod in t @con@l (NOs3-N) were maximum 8 % and thus fulfilled the
demanded r (S\l%‘%). N g

% Q
Refereng@f}gst: N @© §9
In a separate sfydy (dated 0@1.2010 to 18.02.2010) the reference item Dinoterb caused a stimulation
of nitrogen ¢ransf tipiivof +37.6 %, +51.4 % and +27.1 % at 6.80 mg, 16.00 mg and 27.00 mg

Di@eég@ kg sail d@veight, respectively, 28 days after application, and thus demonstrates the

sensitiyigyof the test system.
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Biological findings:

No adverse effects of Bixafen + Fluoxastrobin + Prothioconazole EC 190 on nitrogen transfo ion @
in soil were observed in both test concentrations (2.48 mg/kg dry soil and 24.83 mg/kg dry so@ afte

28 days. Only a negligible deviation from the control of -9 % (test concentratigy 2.48 mg/k s 1

and -3 % (test concentration 24.83 mg/kg dry soil) were measured at the en(%@@ the 28 day%gncub@l

period. % @ @ @

R
Table CP 10.5- 3: Effects on nitrogen transformation i@ after treatment with le@h + Q\ @Q
0

@
/‘7@

Fluoxastrobin + Prothioconazole EC 1 v ®
N D § e,

Time ApPlications rates~ S e @
Interval Control [BIZFFXA+PTZ EC Y90 (620+0 100@ &
(days) 2.48 mg/kg %\imght soil @} 24. &mg/l%dry W@\%)lt so@
. . differonce | % % difference
Nitrate-NV Nltrate-l\@b %0 @&16?;1 R R@‘tra‘ce@§” N A)t@gon trol
0-7 205 | £ ] 016 [ 1.74 | £\ 0.1@ @5 QI 2537 & ] 008 | &35
7-14 050 [ £ | 024 | 1.20 [ ™ "[.009 [ M14%S [ 050 | Q| «0.11 €S
14-28 093 | £ ] 0.09 | 0.84 @+ 1006 @ -9 i o0. 90 + @0 18 &
The calculations were performed with unro va&{%> N &
1 Rate: Nitrate-N in mg/kg soil dr)& 1ght/tip intéryal day%ean @ph@ and @ndar§ 1at1&9
n.s. = No statistically significant dl@'ence to the c%trol (S@ent -t- @ or h gené@ vari
2-sided, p < 0.05) Q@
* = statistically s1gn1ﬁcantly@@fereﬁ¢§0 cm%)l (Stud@’ t-testifor hon@neo S varlanc@2 m@ p <£0.05)

v OSSN L9

Conclusion: © © @Q @ « § @ %@
R
Bixafen + Fluoxastr(gﬁ + Prgthioc zole@§ 194% ause@Qno adverse effects (@fference to control <

25 %, OECD 216) oftthe sdiFnitrdgen tr@lsforglon @asur@ as g@ I\@toductlon) at the end of
the 28-day 1ncubat@? period. ThégtudyQvas pe n a fwld soil at concentrations up to 24.83 mg

test item/kg soil @hlc}\@equlv%lent up+to a\l%apph{.{uon r@of 1@ L testitem/ha.
(o] ”\a

AN . & O @
N @?@9@@@\@@@\%
N o8 Ve 0 O
SIS
& %@%& (S
ORI AN S RN
o O ¢ .09 o O @
A N
S\ L 4+ 9 @
o & @ &S
& s s & &
= %@@O@’Q@@
S @ﬂ&@\ O
@%
@\%%é@y&”@@Q
% Q
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N

CP 10.6 Effects on terrestrial non-target higher plants @ S
N
S)

Risk assessment for Terrestrial Non-Target Higher Plants @
The risk assessment for non-target terrestrial plants is based on the idance Doéymen:
Terrestrial Ecotoxicology”, (SANCO/10329/2002 rev2 final, 2002). 15 restrictedgto (%fleld
situations, as non-target plants are defined as non-crop plants located ide the treat@ are@

drift from the treated areas may produce residues of a pro@ct in adj ae i off-crop arg}s \ @ @

@
S S
In the case of a non-herbicide, screening results andfyr Tier 1 stu 1@ give first j&f t the ©
likelihood for effects on terrestrial plants. The ris \@ be considered chptaQ f here ar&no a@
1ndleat1ng more than 50% phytotox1c1ty effect € maximu appho@ on rate az50% e
is identified in one or more species in the T1er 1 stud es, S§@ do, Nespo@e st S ar&tngg@%d to
identify the respective ERs values. These e omt to d&term1 atlon}lea%res (in-

crop buffers and/or drift reduction technolgQgy) alzgnece y. 1\@ gat1 measu 1@5' @ nedeby
the results of Higher Tier semi-field or ﬁ@stud:ges N > % @Q @
> > &

> KA NSRS
Table CP 10.6- 1: Survey of non-targ rreﬁtglal Ela@t testﬁa\rfor@d with=the f ula@ pro%lct
v

Y

[13

Q © Mo °
Test organism Study typ@tested&@te 2 ect@® sen@ve @ R}ferences
K N @ @Q wecles @ N

N
Terrestrial non- Seedlfrﬁ emgggence,& £8.7% @uctloﬁ&/ ﬁ,; 2010; M-
: Tiép1 sing® dosg®> O @"p ersictn 386729-02-1

target plants; dos of shoot dr 9
10 species 3000 ml%roduct/ha § <7 elgh;t\é esculoniion Q KCP 10.6.2/01
9 ~) b emeggence o
. i &wr 2@ose réSponse § . S) N \
Terrestrial notl Seedling emergen @ mg?.ShOOt L@opersz%on -H; 2010; M-
target plants & di@welg @ %)
BT PENS 1883375, 750, O%nd e 00 b :éxescum 390280-01-1
species 00 m&pro ct/ha (bighass).
Q1 K dK prc@igct/ha v
; > ‘\ )
Terrestrial now: (7] Vegg\tétlve vigour, @95 5 /@y@ﬂucﬂ@ é?%gopyrum - - 2010; M-
target pldfs; Tier 1 s&@e do E) of sHoot osculentum 386731-01-1
10 ies @00 noprod Qweighd

@
Terrestrial non- “ T@Z dose @% ER o shoot dry

target plants; \)pons% ege@fve vigour, @elgh&@loma%) Fagopyrum | | ER.; 2010; M-
lgs gcies’ @) 18 375 , 15 End %@’ 7858 8 mb;, esculentum 390282-01-1
P ? prod;@ha o Gproducttha
‘07

@ (XIS

A Tier 1 sgedling e%er \( @Ol '@4—386729—02—1) with the formulation showed
effects %@% at a dos rate o@ 00 gL preduct/haonly for the test species Lycopersicon esculentum
(58.7%“weduction of&hoot 481 weight). nce@ﬂg the Tier 1 vegetative vigour test (|| Gz
20103 M-386731-04 % wéte onlinfound in the test species Fagopyrum esculentum at a
doserate of 3000 mL p@duct@. Theréfore@ seedling emergence and vegetative vigour Tier 2 test
were trlggered @t the affectdd sp . Indhe seedling emergence Tier 2 test (|||l 2010; M-
390280-01 & he E@go forLycopeysicon esculentum was determined to be > 3000 mL product/ha,
while in th egewtz@ﬁ ve ur Jier 2 €5 ¢ with Fagopyrum esculentum ([ 2010; M-390282-
01-1), an@“R 858 @uL p@@hct/ba was determined. Since the Tier 1 seedling emergence study and
the T ve t1V 1g0u@ dy showed phytotoxic effects > 50% at the tested rate of 3 L prod./ha
for tﬁeast tes spec%ies and endpoints from Tier 2 tests are available, the risk assessment will be
ba@ on Vegeta NY @our and seedling emergence Tier 2 endpoints.

©®
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Exposure o
Effects on non-target plants are of concern in the off-field environment, where they may be expo@ to o

spray drift. The amount of spray drift reaching off-crop habitats is calculated using the 82" percentile @y
estimates derived by the BBA (2000)’ from the spray-drift predictions of ﬁ
(2000)°. For two applications to cereals, 2.38% of the application rate was as§ned to reach reas ¢

the edge of the crop (0 meter buffer zone; worst-case scenario). For a 5 m buffer zone a disft raﬁ@f
0.47% is assumed. The highest application rate of Bixafe@ Fluoxastrogm Prothlocbgazol 19&a
is 2 x 1750 mL product/ha. \a @ @ &@
@ @ O
Deterministic Risk assessment @} @ C&
the risk tanon@ﬁrge @ants&s eval%ted&by
t

According to the Terrestrial Guidance Docur%@

comparing the lowest ERsy observed in the labo rystudles(%ath the@rift ég} (b off&@ 1n
NN

& %

a safety factor of 5.
@ >§@)0

Table CP 10.6- 2: Deterministic risk assess@lt fo&@)rsk@se u%%he %Qduc@sed OIche &;
S

mL prod./ha (seedling e@ergem) @} & @ 2D éﬁ D

x@&%o ml@s Producgha; [ EP@— > 3@6 mL@rodu/gt/ha

arable field crops, two applicatio

Distance

Drift

S

&) B

> At

T
@(Trlgger =5)

[m]

@
RS

& “@
AN

0

&

O

@ red n [mL
prodg%%a]

L)

@&))

No@yift reduction

1

%38

& @
O v

5

047

91438

Q

%7

¥

&

7

2o > 51

3

@

5831 R Q
o 11@2 3

S)

> 260

* Predicted environmental rate @

D Basic drift value f

&phcatl@n fi

2 Considering MA@@ 1 4 fom EFSA GDBirds &Ma

Y

AN

&
e cropsQ

S

X &

O

hah (2@@)

@

Q ©© o % (o8 & >
Table CP 10.6-3: Déterministic ri assessn%nt fo@vor@se useof tl&%oduct based on the ERso 2858
mL prod./ha eta}@w 0
ad s gy o
%%}\able field cro@ two @hcatlo%s 2 @&MSO b prodiet/ha; 1@vest ERso = 2858 mL product/ha
. . TER
Distance D %I‘lft K MA S %ER* .
O % f@ U_§ il : © > (Trigger = 5)
0\ 9 .
[m] @ Q @@? o © Q- O no@ﬂ reduction [mL No drift reduction
Q < ~ N 2 & product/ha]
238 Y 4% |9 58.31 49
* Predictéd environmental fate  Q ISR

! Basjc drift value fm@o ap

10

atlo@m ﬁe@% p&

2 Considering MAF =71 4 g@ F% GD @'ds ammals (2009)

From the calcQ@tlon &b(;\é@f%

©@

terrestrial plawts imeff cropaareas.

@t N SR
¥

' BBA_(£000) B@:@ldesa

ﬁbe&%?e A

Public do

2

Biol
3 Anonymous (2002b). Guidance Document on terrestrial ecotoxicology under council directive 91/414/EEC.
SANCO/10329/2002. 17 October 2002.

ck
v

@
is c@:lude@that the product poses no unacceptable risk to non-target

X
eige 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
e, dfebei der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.

. (2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied
57, 2000, Pesticide Application. Public domain.
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CP 10.6.1 Summary of screening data .
As full GLP studies are available (see CP 10.6.2 below), screening data were not generated. @ @@6

CP 10.6.2 Testing on non-target plants @,Q A Q
O § S o
Report: KCP 10.6.2/0 1 | Y ; 2010; M-386729-02-1 N é’
Title: BIX + FXA + PTZEC 40 + 50 + 1@ Effects on@e seedling er@ger@a @ @
growth of ten species of non-target terrestrial pla@(Tler 1) @ N é\a S
Report No.: SE10/007 o < S R O &
Document No.: M-386729-02-1 Y © &@
Guideline(s): OECD Guideline for the t o of Chemi@\&ls Terr@@‘?rlal pladt Te® @
OECD 208: Seedling emergence and seedlirig gggwth Te&yy July2H06 , % §

Guideline deviation(s):  none & @@ 5 <& @ N
GLP/GEP: no < SRS % %

%% o\@ \@ Q % @ @ @
Objective: @} \ AN (& @ ‘”\9
The purpose of this specific study w@to §Eé\iyuate@e pl@@tox@ffec f B]@f\en oxastrobln +
Prothioconazole EC 190 on the &edhn,@mer,@ence dnd glbgzvth -tar terges SHrial plant
species following a pre- emergeﬁ?e 3@0 mI@proc@/ha @th&t@n Qf! uct“ento the soil
surface. @ &

\ @)
Material and methods: @ @ \
X

5 AP
Test item: Bixafen + ﬁuox rob @ﬁo @%201 %C 190 (4%50+§ g/L); Short code:
BIX+FXA+PTZ EC O+}Qﬁ atc 20°k0 000 ; Tox No..08908-00; Specification
No.: 10200002392 terl 697@ Angdlysed ntent & actlv%lngredlents 3.90 % w/w
(41.50 g/L) bixa (BY 0589), 8&% wilw (51, 7@{;/1&?5%0 rob%@{EC 5725 E-ISO), 9.59 %
w/w (102.0 g/Léﬁrot onazo&}e (J&U 647@» Der@y 1.064 §

A total of ten@on-t et pta% sp%:les We% teste@m thisseedling e%@gence and growth test including
seven dicofledonous and three”mo 0tyl@onous pecigs repfgsenting nine plant families. The
followipg™ species _Swere Qreat Beta garis, Br@xica napus, Cucumis  sativus,
Fagopyr mesculentrs@ Gi%%e tgzﬁax @%ntﬁgs annuus, ggcopersicon esculentum, Allium cepa,
Avena sativa and mays: N N oy &

Five seeds of eaéh sp (o) n 1055 cm pots 1@ glasshouse. The soil surface of the pots
was treated wigh Bix£ oxa@obm@\Proﬂ@)cona@ e EC 190 after sowing of the seeds using a
laboratory tthek spr@ﬁfer § ymgﬁ tesfNrate 300@ymL product/ha at a volume rate of 200 L/ha.
Each pot (gphcate) cont seedégad agotal dB20 seeds were treated i.e. 4 replicates. Control
pots wegEtreated w1th @eionied wate onl %
Following apphcatm@» pot eref?amt d ur?@r glasshouse conditions with a temperature control
set 9@23 + 8°C duvﬁfng and<]8 * 8@ t with a 16 h photoperiod. Emergence was assessed
daily until 70% ecmergence 0 <%’)ontr@ seed@ngs was reached. Emergence, survival and phytotoxicity
were then reoQt‘ed % thed@plicafes at ¢ah application rate 7 and 14 days after the emergence of
70% of th@edsm ter treated ¢ontrols. In addition, plant growth stage and shoot dry weight
were detefg med@ the fiial a@essme date 14 days after 70% emergence of the seeds in the water
treated-¢ f?) trols@f each speciés.

Stati 1 an@ysm at%ﬁs performed to obtain significance for shoot dry weight effects, carried
ou a@%’ng am@Se ]\@n-Whlmey -U-Test (one side smaller; p < 0.05) by ToxRat statistics.

&
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Findings:

@6

Validity criteria:

This study can be considered valid as the validity criteria of at least 70% emergence and at let 90"/@’
survival of the emerged seedlings during the study period was achieved for t@vater treat&@bon@
of all species tested. (o8 N
% S & .o
Biological findings: NN é\ﬂ
A summary of the findings from a single application o¥3000 mL p uct/ha to t 0 t sg\ge@es &@
tested is summarised in the following table: S O
g Q : @ ¢ @
Table CP 10.6- 4: Summary of the effects aft gle application of 3@] mL xa§ Fl astro@n
+ Prothioconazole EC 190/ha on te restr@)]a (S %
S : LAY SR <
9 (708 Shoot\Dry
. Emergence jval* O @ - & ‘% o
Plant species o) o . Phytotoxicitys* @u CLESN
(% inhibition) % (A\ 1b1tnggf o % 9 % b @%
Dicotyledonae @ .° @ S QD S §
Beta vulgaris 5.6 R & o [N A & n14§/
Brassica napus 0 D N0 N T RIBY Y RS
Cucumis sativus 15.8R & & 0O ﬁ(\j S) A{@U ) 217
Fagopyrum @ v Uy @ © VR ¥
esculentum S e LU @Q 0@')A & é (4.1)
Glycine max PIREN O N0 @ Y N0-B9D L 11.0
Helianthus annuus o 2(11.1)2 &) § 0g N LS 2 (3.4)
Lycopersicon @ %, O N ;
esculentum N % © N é -C "\@ 58.7
Monocotyledonae & L & O & 5 O
Allium cepa $ Q) @\\\\JJ‘)) Ry 0Q © & 0@ (26.5)
Avena sativa & N\ 50 o N <O @ SR (2.9
) T ‘O
Zea mays D N @5.3) © A0 § 0 (8.9)
* survival is a fiasure \&Eatreat%plants that su K&i at t&?nd of thé é% is expressed as an inhibition
comphred to the u eated c 1 % @ @j
** @ription of the ytoto y rat@ L <
& Des&#iptian a= hl@m @;‘wmg $§ﬁgre s@oot tissue)
@ytom&%sess b = n&rosis shoot tissue)
N) c= Neachl shoot &sue without pigmentation)
9 % @ d%,&imltgné%loss urgor @mot tissue)
@ @Q @Q ©= leaf@forma@ (leafggir], abnormal leaf shape)
\©) (@) Nf=Ss t height reduced with shorter internode length)
Rating s@em @ 0 snd inj effe
% recor%lg the < A@%s' ] ptom (S
@7 sever Q B=mo Sptom (s)
" h@otom% @\C = re symprom (s)
pton@ D al pk@bsymptom (s)
> gorlb
Hokx inhibitio@or reduct1on i pres na p lant basis
O ﬁgure pare é%es i ate ere W an increase when compared to the untreated control
Bold ﬁgures hoof\h‘y we are statlstl @@y significant (Pairwise Mann-Whitney-U-test, one sided smaller; p <
0.05). @
@
@ & @

’ SA\Irg)us and Allium cepa was not affected. The emergence was increased in

ed control in Beta vulgaris, Helianthus annuus, and Zea mays by 5.6, 11.1
, respectively. The emergence was reduced in Cucumis sativus, Fagopyrum esculentum,
5.9 and 5.0%,

%
E&@enc%@@f Bm@ca
comparisQn to the untre
and 5@
Glycine max, Lycopersicon esculentum and Avena sativa by 15.8, 5.3, 21.1,
respectively.
There were no effects in survival for all tested species.
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Slight to severe phyt0t0x1c symptoms were observed as chlorosis, leaf deformation and stunting in all
dicotyledonous tested species, except Helianthus annuus. @
Shoot dry weight was increased in Fagopyrum esculentum, Helianthus annuus, Allium cepa. enqg@j
sativa and Zea mays by 4.1, 3.4, 26.5, 2.9 and 8.5%, respectively. @
Pre-emergence treatment of Beta vulgaris, Brassica napus, Cucumis satiyus, Glycine&ynax,
Lycopersicon esculentum resulted in shoot dry weight reductions of 14.9, 33.7, 21.7, 11 8and _38.7%,
respectively. Only the reductions in Brassica napus and Lycoperszcon&eg ulentum w@ statis ca@
significant. N \zﬁ\g R
¥ Q@ & § - %@
Conclusion: AN @ X Q N ©
@ @ O C&
Following a soil surface application of Bixafen @oxastrobm QProth}f)co 190 a%’phed%at
3000 mL product/ha to ten terrestrial plant spé¢jes, no adv ef s o @Vlv
shoot dry weight exceeding 50% effect were @bserved)in th@seedﬁgg eme en@ udy\for mﬁ@, non-
target plant species. Shoot dry weight of Lyc@ersz&@l esc@%ntu ced@/ 58&4

@ AN
< \\ NI &% . S % @j §
Report: KCP 10.6.2/02 1 20160M-386931-000 > SO é\a
Title: BIX + FXA + 0+ @- , Eff on §§ Vegﬁﬁve @pur oé)ten

species of n@gl-targe@e strial plarits (T1§ )

Report No.: WI000R o e O S @ @@ @? O
Document No.: M-3867@}-01-F @ S @ @ O o
Guideline(s): OEC@uldeﬁie fo @9 f Cliemical@ %err ial Pla%Tes‘@
OEC 2weget§ye V r TespyJuly 2‘606 @ 2 o
Guideline deviation(s): § & N @ 2
GLP/GEP: S o & o @@
é\” ¢§ 2 °& SR BN
Objective: § N §’ o 5
The purpose of c S ﬁvy Was% evaluate the phy@)xw @fect Qf Bixafen + Fluoxastrobin +
Prothioconaz e Ve%@lve ?moug of ten@on-ta@ terrt%’trlal plant species following a
post-emerge @ praroduct/ a app cat;lcﬁ@ of tl@ prodit ont@the foliage of plants at the 2-4
leaf stage. © g
g¢ S @ @ \@’
Test 1& leafe Flug%st bin +@roth@@onazc§é 190 (40+50+100 g/L); Short code:
BIX+FXA+PTZ 90 640+5 00)-C (J© Ba é@lo 000848; Tox No.: 08908-00; Specification
No.: 102000023934- N %7996% 5; naly content of active ingredients: 3.90 % w/w
(41.50 g/L) bigafen (g 7) 6 ‘V@/w ( fluoxastrobin (HEC 5725 E-ISO), 9.59 %
w/w (102.0 g@@ pro@wc&@zole\%U %76) %@nsn}@l 064 g/mL.

A totale@en non- ta@et pla§ spe@é tes&? in this Vegetatlve vigour test including seven
dicotyledonous and t&gee rno@)cotyledo s representing nine plant families. The following

specigs were treat ﬂ%lgar@: Bras@ca us, Cucumis sativus, Fagopyrum esculentum, Glycine
maxyHelianthus annuus$ sicon Rcul m, Allium cepa, Avena sativa and Zea mays.
At the 2-4 leafstage plants %yere @ted ith Bixafen + Fluoxastrobin + Prothioconazole EC 190

using a laboratory tﬁ% er applying a‘test rate of 3000 mL product/ha at a volume rate of 200
L/ha. Each (@hcat ontained ants and a total of 20 plants were treated, i.e. 5 replicates.
Control u deionised water. Pots were maintained under glasshouse conditions
with T@lpe @are c%ltrongt 23 + 8°C during day and 18 + 8°C at night with a 16 h photoperiod.

Surv totoxicity were then recorded 7, 14 and 21 days after application and
were q§amst the deionised water treated controls. The study was terminated 21 days
after aﬁi‘aon. Parameters measured at the final assessment were survival, visual phytotoxicity,
plant growth stage and shoot dry weight. Statistical analysis of data was performed to obtain
significance for shoot dry weight effects, carried out using the Pairwise Mann-Whitney-U-Test (one

sided smaller; p < 0.05) by ToxRat statistics.
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Material and methods:

Findings: @

S
Validity criteria: S @®
This study can be considered valid as the validity criterion of at least 90%%§JI'V1V31 thro%lghoukg@
study period in the water treated controls was achieved for all species. % § @ @
. 9
A

R
Biological findings: & % \\ @Q @
A summary of the findings from a single apphcatlon 0?3000 mL @duct/ha to l@p 10 plant 1es
tested is summarised in the following table: @ & @ Q @@

% RV e & &
B0 oy Bt i
Table CP 10.6- 5: Summary of the effects afteis ngle apphc@'ﬁm ofg 00 % le + Flugxastr@bin
+ Prothioconazole EC 19&ha on @rrestr@l pla@@ % @ AN LY

o

@f

©

Plant species

Survival? %%j* }Shoot%ry ightT% &
% mhlbkg%) R Ph’@“’m@ (% inhibitio @

Dicotyledonae o @ &\@ D i D §
Beta vulgaris @ N Ry ASBY®Y NN ©
Brassica napus 00 S D B CH0 R
Cucumis sativus Q0 ~ s B-€¥ 7 O 202.°v
Fagopyrum esculentum o Q o | © B & D @%5.5

Glycine max O N0 A ‘O «BY oX © 204>
Helianthus annuus « 0 4 oA -B& - & 158
Lycopersicon esculentum & @) 0@9 Y i B & @ .4
Monocotyledonae § @ mQ e ﬁr\@

Allium cepa N ) O 0 A G 2 12,0

Avena sativa o) MRS Y 0 S Y 6.6

Zea mays & Aol D o QA Q\ @ 4.3

* survival 1:@\&ea &&e of treﬁgeﬁ pl nts that s%v vived gfthe endof the nd I8xpressed as an inhibition
compﬁo the {treat contro@ @
ok descript#dn of, phy t 1c1ty rati QS o @
& Descrlptlon of loros@rellow@ of g grgen shossue)
° symp@aas as@ed @ crosis shooe) N
&@ leaclgng (s@hsm@ 1thou@1gmentat10n)

d= w g (Idss,of turgor of shebdt tissue)
Ro 5§
Q\) & Qe= le: def tion &f curl, aBnormal leaf shape)

@ f :&gtuntm&? lant helg tre ed with shorter internode length)
Ratlr@s ste ry or @@g

@ @mg they = ll sym, (s
Q severity @\\B %demt m]z’%%(s)
phytotox C ere Gomptont )
@ sympégms QQ @étota@iam S,&%tom (s)
N E = maribund

%y inhibition or geductiong xpre@d on a@er p @bams
() X, figures in parenthesgsyndicatethat ther®was gNincrease when compared to the untreated control
Bold figures for s@qt dry weight & statisgically sigmﬁcant (Pairwise Mann-Whitney-U-test, one sided smaller; p <

0.05). oA N
A @
Wy 9

Therfﬁé no ects S sur@%al of all tested species. Slight to severe phytotoxicity symptoms were
obse ecro 0Sis, leaf deformation and stunting in all tested species, except Allium cepa
and ena,$ Sativa. «@? a napus, Cucumis sativus, Glycine max, Helianthus annuus, Lycopersicon

entugy and Allzum ¢epa resulted in shoot dry weight reductions of 37.6, 20.2, 20.4, 15.8, 11.4 and
12 O%@Spectlvely, which were statistically significant. Fagopyrum esculentum was the most
sensitive species for shoot dry weight, with a 55.5% reduction which was statistically significant.
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Conclusion:

o

Following a foliar application of Bixafen + Fluoxastrobin + Prothioconazole EC 190 applied 3@00@
mL product/ha to ten terrestrial plant species at the 2 to 4 leaf stage, no adverse_effects on survayal and®”
shoot dry weight exceeding 50% effect were observed in this vegetative Vi@‘ study for, fline ndyy
target plant species. (og S <

@

Shoot dry weight of Fagopyrum esculentum was reduced by 55.5%. % § @Q\ &
R ° . X
< & S &
e LT &8
Report: kP 10.6.2/03 I : 200> M-390280-64.1 S R O &
Title: BIX + FXA + PTZ EC 40 + 100 G, Effe@ on @fsee g emérgence a@i &@
growth of the of non-targe estrial plant\gpecices@ycopers on&@ﬂentﬁ@l (T@)
Report No.: SE10/067 o S AR S S
Document No.: M-390280-01-1 & o &7 S
Guideline(s): OECD Guideline forthe testiig of ica @‘erre@lal Plar@j TestS % &’
OECD 208: Seedli:&g%mer‘g@ ce and see%n gro%th Te@ﬂy 20 @j @
Guideline deviation(s):  none SN @} I NN é\a w, §
GLP/GEP: yes @ NI OEEN O & O
&©Q ‘% "\@ § \@% @QQ §9 @ 9
ective: %,
Objective Q & > N S) v

9 Q L N
The purpose of this specific stu@y wasito evaliite t@hyt@%ic' &effec@of @fen@{ Fluoxastrobin
+ Prothioconazole EC 190 oq the se&lling@merg{;lce and'seed] B grofyth O%the nofitarget terrestrial
lant species L - I i G licatiol of duct onto th
plant species Lycopersicop escu é&um @owu@ pre<®imergence @ 1c%@ of the product onto the

soil surface. N N 3

BN
S e & ¥ O« O
TSe §y, 0«
@

Test item: Bixafén’ + gﬁoxa‘gim\? P]thocp%@zole 190 (40450+100 g/L); Short code:
BIX+FXA+PTAEC (40+§0+1%) G; Batch HQ§ 2010%00 , Tax No.: 08908-00; Specification

; M@erial No.: 795 97%\%4&21 d content of active ingredients: 3.90 % w/w

1

(41.50 g/L bixafen@BYFﬁ%SMf)) 4.86\% Wi Jdx/L) fluoxastcobin (HEC 5725 E-ISO), 9.59 %
wW/W (102@@ g/L) proth@na@ (L@%), ensity: 1@ g/mls |

One di&tyledonous scw&%coperszcw@scukg‘um, }%ﬁpre @%ng the plant family Solanaceae, was
tested in this see \ig erﬁergen@ an%@ow@tes‘t.&ive sé&ds were sown in 10.5 cm pots in the
glasshouse and agtgtal &&é% rep@te p@s perdreatment wepeprepared. Five application rates (188, 375,
750, 1500 an@OOO@, pr cto/h@ plu@n u ted ggontrol were applied to the bare soil surface
after sowing)of the s as_®» pr §s;rner%&ce atment. The serial dilutions of Bixafen +
F luoxastr(%in + Prothiochlaz SEC wetg spray@d onto the soil surface using a laboratory track
sprayer volume ratéof 2 /ha. @he céntrol ﬁ&% were sprayed with 200 L/ha deionised water.
Following applicati@ pot weremainted ynder glasshouse conditions with a temperature control
set &&3 + 8°C duting nd\@i at ﬁ@lt with a 16 h photoperiod. Emergence was assessed
daily until 70%_emergence o, @bntr@ seed@s was reached. Emergence, survival and phytotoxicity
were recorde(k’@and 4, days@fter 6 emetgence of 70% of the seeds in the water treated control.

In addition, p¥ant growth gage and’ shoa,dry weight were determined at the final assessment date 14
days after{{0% e@rge & of thitsseedSH the water treated control.

Statisti%@mal dis of data wa®performed to obtain ERso values for emergence, survival and shoot dry
weightuusin xR@taﬁ&&al software.

NI
& & T e

&

v
Material and methods:
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Findings:

Validity criteria: . @ @6
This study can be considered valid as the validity criteria of at least 70% emergence and at 1@ 90%0”
survival of the emerged seedlings during the study period was achieved for t@vater treat&@bon@

g

of the species tested.

N
3 S & .o
& ' 9D
Analytical findings: ©) S S
Analysis of Fluoxastrobin in the highest tested applicatiGgrrate revealgﬁt to 101% (%@mo e t0\9@ &@
O
& © & A & N
Biological findings: % Q @

The effects of Bixafen + Fluoxastrobin + Prothi@ zole EC 190 on seed‘@lg er@ e, ur@sa

of emerged seedlings, visible phytotoxicity, growth stage and@oot dey We@t du@g the«\s;[ud ‘@rlo
are shown in the following table: é& @@)) %Q & @
& &y

Table CP 10.6- 6: Summary of the effi G%of Bl@’fen giuo S*.bl + Prothie conaZQe E 0 on®
i NGirs 6"‘

Lycoperszconescul% um \ 0 o §
Emergence Q Stvival & | & ‘Shoot dvy welﬁtp (g) ,@) P

mL productiha = T T Siom PNo. % [<Sign. [Means. CSD %CW] %R&d | Sigd?
control 34 1850 R[3|10¢] 0100584 [ gay | © s
188 33 825 @ [9R3 [160] -5 0.0 051 | 99 Rd2.0¢] -
375 35 [ 87.5]Y - [M354da00 | - [ 0489 | @0239¢ 12.7 [ -10.6] -
750 36 1900 N[ 3601004y - ©0.169 [0.0345 | 2047 @8 -
1500 31 [Z75 ] -7 | % | 108] -« [0.143.] 0.6433 | 302 | 460 [ +
3000 32 [80.0 |- £32 [&0] D 0@2 0.0269 7263 §39.9 [ +
ERso O>30008 T >30006y IS O Be30008
Lower 95%cl. [£&Y ad &) © nd\? A @ >3000#
Upper 95% c.l. £ Qid. }\\ - oY o> =3000#
No. = the total nu of ts at testtermination S
NOER, ER2s an 50 (v@ valid) endp(ﬁ%i ar @ula §

+ in colump “$Agn.” = statlstw%lly nificant rent the co trol @ 404

-in colu@lgn = not st@)stlcal gmﬁ dlfferent fro he confesl ©\
c.l. = confidence limit o N,

n.d. = not determmed (& Q

? not statistical determ@ed an the Toets obs@/ed up@ the @hest application rate
# highest test rate, cgj@ulate lueﬁe th gheost?%a»te tes@ Q>

@

%= suw1v1n%lants at @5t tenn\zfﬁatlon ect%ely % coef nt of VQaUO%

Emergence awd sur\g%al

An appligatjon of leafen + oxau;l @Pr }g‘conazole EC 190 to the soil surface in which
Lycopeu§iton esculeu{%z seelly had b en s ed in no significant impact on the emergence and
survwal The ERso ﬁ@the%endp@ats W@<§\> 39\ mL product/ha.

Sho>t dry weight @ @\ R @
Shoot dry we g@t (bio mass as sa@mﬁca@ﬁy reduced at applications including and above 1500 mL
product/ha. @e ERgo fo ass ‘Was >3000 mL product/ha.

Phytotox@?y )@mms@ §9

Phyto@gcny symptgims Vmﬁglsed as slight to severe leaf deformation and stunting were observed at
appligation ggtes ipcludi s\and above 750 mL product/ha. Chlorosis was observed in a single pot at
3000°mL @duct/ha on<est day 7.

©
Eﬁ’ect growth stage
There were slight effects on growth stage of emerged seedlings in comparison to the untreated control
at 1500 mL product/ha.
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Conclusion:

This Tier 2 seedling emergence and growth study in which the effect of Bixafen + Fluoxastr& @©
Prothioconazole EC 190 on the non-target terrestrial plant species Lycopersicon esculentum watestedd”
under glasshouse conditions resulted in an ER 50 >3000 mL product/ha for @rgence sir@val angl
shoot dry weight. (o8 <

D
3 S & .o
9
% ° Q, %
< NS
< @ ¢ S 0 9@
Report: kP 10.6.2/0AG; 2010; M-390282-01-4Q & & S
Title: BIX + FXA + PTZ EC 40 + 50@§1 00 G, Effects on the vegetatiye vigofi of thedf &
non-target terrestrial plant spe§§s F agopyrum%cul%tum (&@r 2) ¢ @) &@
Report No.: VV 10/068 > S © @
Document No.: M-390282-01-1 \ (o8 @\ % §
Guideline(s): OECD Guideline for t %Stln@ Ch %als {errest@ Pla?@j est ~
OECD 227: Vegetative vigoukTest (2: by 20 é % IS
Guideline deviation(s):  none o o\@' N % N @j @
GLP/GEP: yes Y N LY & O & S
@ N 98 SIS é\ﬁ Q
Objective: @Q . é\g Q\ ©
J @, %,

O @9
The purpose of this specific studf@zvas 9 evalugte the@hyt 1c1t§ t B1x n +° iiluoxastrobm
+ Prothioconazole EC 190 the Wegeta@e V@ur (¢4 t t strla{ plant species
Fagopyrum_esculentum follQwi &a%ost@merince apﬁhcat@@ of tﬁ@ produc t onfd the foliage of

9
plants at the 2-4 leaf stage S
5 O § oy

A AN @ v X
Material and methodg @ @ @) @ \ é N @
Test item: Bixafe Fluoxas @Proth@con@le 190 @tOJrSé%HOO g/L); Short code:
BIX+FXA+PTZ 0+5 00 B tch ID@OIO 848; Tox : 08908-00; Specification
No.: 1020000 Maté&qal 75; @ml sed contédit of:acti ive ingredients: 3.90 % w/w
(41.50 g/L) bixa fen @87) ‘&{% ) $ astr@bln (HEC 5725 E-ISO), 9.59 %

w/w (102, 0@§/L) pr 1000%3201@§AU %476)@]@%51@@,1 064 mL&,

One diggtyledonous s 1es @opy@ esculent > re @ntl%‘[he plant family Polygonaceae, was
tested 1dthis vegetati t. Pla ere wn inag ouse in 13 cm pots and were treated
at the 2-4 leaf sta@her&were @plan @er anand eplicate pots per treatment. Plants were treated
with 5 applicatiazmy ates%%} 88 ﬁ ISO@gmd 0 roduct/ha) plus an untreated control. The
serial dllutlon f B1 @mox bl@ Pro@con le EC 190 were sprayed onto the foliage of
plants using"&)l abor@ory %yer -n\. vo%sne r@ of 200 L/ha. The control plants were sprayed
with 200 Lsha deionised ter @

Followi apphcatlon @pots @e ma@tal und{f*glasshouse conditions with a temperature control
set at 237+ 8°C dum@ day nd 1 Cﬁ nlgﬁ@wth a 16 h photoperiod. Assessments were made 7
14 \Z%l’ 21 days after ap@ tion_dgain er treated control. The study was terminated 21 days
after application, The pa &5 me uredQ he final assessment were survival, visual phytotoxicity,
plant growth stage and.sho wght. Q

Statistical ysissof’da p&fform@l to obtain ERso values for survival and shoot dry weight,

using Tox&a sta@tlcal
F1&®gs @
Vahdl‘a®§terla

This st\rdy can be considered valid as the validity criteria of at least 90% survival throughout the study
period was achieved for the water treated controls of the species tested.
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Analytical findings: .
Analysis of Fluoxastrobin in the highest tested application rate revealed it to 101% of nominal. @ @@

S @
Biological findings: S @

The effects of Bixafen + Fluoxastrobin + Prothioconazole EC 190 on the V@§tat1ve vigouty surw@
visible phytotoxicity, growth stage and shoot dry weight during the stu%r perlod are @iow@ the@

following table:
¢ © < "\ S
@ @ @
Table CP 10.6- 7: Summary of the effects of leafe&+ Fluoxastroh@Qﬁ- Prothlocqgg@ole 190 §
Fagopyrum esculentum @?& &
L product/ha Survival 0" Shagy ﬂry w&éht (g@ @ .@
No. % Sign, Mean OSD.S | %eV B %REr | Sign.
control 32 100 o 4500 4.70.7540 | 3p16.8 25
188 32 100 - N.16607 14559 © 27137 A94 g < °
375 32 100 | « o °d 4498 0.4432 99 0o &1 W
750 32 100 |8 - 4d61 [ 04778 7] 15 &Y KS -
1500 32 100 & 0 | ®’742 % 06706 |0 17.9&] a8 O +
3000 32 1009 5 9.096 > 04320 208> &93 4 ¢  +
ERsy >8000" ol & O 285ps4 Y <~
Lower 95% c.l. gnd.« 7 @ & @2 N 57140
Upper 95% c.l. § ndS A MRS &@ 230007 O
No. = the total number of plants at t&st terfnination
NOER, ER2s and ERso (wllzere véd) end&nts %lcu S v @ @ \y\?@
% = surviving plants at test teﬁmnatlo%iespectlv Yy % &= co ient o@arlano%\ﬁ 2, @
tficantdifferenfrom t 0ntr01© ' . @

+ in column “Sign.” = stati%cally s

- in column “Sign.” = not&atistically s1g%gant d@erent fr&dn the ‘&}trol O & &\
c.l. = confidence limit @ N)
n.d. = not determine &

‘?\9 .Q
" not statistical detefmyined d there {isgere effects served to the hes hca <§rate
O % S Q 0

&
Survival @ @’ "\a K @ @ S)

The foli a%phcatlon ot Bixafen i@astr@m + Proth@na d@’ EC 190 had no significant impact
on the @fwal of tre F pyr esculentu ant% h %50 for this endpoint was > 3000 mL

product/ha. \ R, @ S %
NOLERENES % é&

>

Shoot dry weight? % @9 @ S
Shoot dry weight (b @nassas s@ﬁlﬁc@\tl re ced & application rates including and above 1500
mL productﬁ@ The%Rso falue f@g 10%:@5 &; 57@4 mL product/ha.
Phytota@ ity symptOJQS QQ @ @ %
Phyt%oxlClty symptems Vl%lallz as s@ht te@ere chlorosis, necrosis and stunting were observed
at all application ra%és § N Q A

G O

N & @
Effects on gr % st@)@ § N
There were§ effeots on growth stage@elopment of treated plants in comparison with the untreated
.
controls @all acatl ates@
N AN <
Conglision; TSN

T@%ler@egeta@/e V%ur study in which the effect of Bixafen + Fluoxastrobin + Prothioconazole
EC 19 the non-target terrestrial plant species Fagopyrum esculentum was tested under glasshouse
conditions resulted in an ER 5o of 2858 mL product/ha for shoot dry weight.
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CP 10.6.3 Extended laboratory studies on non-target plants .
In view of the results presented above under CP 10.6.2, extended laboratory studies are not od&e%@@
N

necessary. S )
@
& &
CP10.6.4 Semi-field and field tests on non-target plants @@ @ %
In view of the results presented above under CP 10.6.2,@ni—ﬁeld lab&?ﬁytory studiessare neg%)een@
necessary. \e Q@ @& § t%@ &@
5 © s Q& 8
CP 10.7 Effects on other terrestrial isms (ﬂor@&and@}‘aun%%© « @) &@
No studies are required. @ Q} \@ @ ©\© 2»5@ @@
A A T S
SEC A K O W
CP 10.8 Monitoring data KN & @ & O @7 o
No monitoring data are available or re%gi%éd.o \\ @}\ &6 &% \© ég “ §
N N S R S
s T S & &N
Ve o » & 9 .0 O ~
¢ .~ T H TS Y E s
~ CIE AN
N @ > . &
S ° %
% S o & ¢ S S
NN § 3 oo
@ S o L @© @ @
N Q" N R NG @& S
SRR WS
& £ .0 O « SIS, @
(N & O
% - &
S & & & NN
A 2 O & O 8
SE®) S
§ RN > & >
@ 9O g © o .0 %
QOO O N O D
Yo K &2
S $ g 2 T
@7 °\@ Q @ S
Q A\ N @§ 9
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