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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT @ Qb
Introduction @ v

A dossier on prothioconazole (CAS No. 178928-70-6) was submitted F @@uary 2002&% B@r
CropScience to the EU RMS United Kingdom for agricultural use as a fun, ic@%le. ProthioQQnaz was
included into Annex I of the Council Directive 91/414/EEC by the Comz&%ion Direq‘g@ 200 4/56@
published 4 April 2008, with an entry into force by 1 AL@‘L 2008. @& @\2}” \\ @@ @

| | | | N I
This Supplemental Dossier contains only detailed @nmarles of gtudies, Whlc@ere it par©of the,
dossier during the first Annex I inclusion of prz@onamle and Were @éref@; no&&valuatgg during
the first EU review of this compound. In ord& to facilita%disel;{ ination een s ald
information, the new information is Writte%i,n blégﬁbleg\ﬁé@ Wlé%eas y legsTs deseribe Tie old
information. @) @ @ @ @& % %
All studies, which have been already su@tedQ@Bam@Cr%S%ie for @s\ﬁrst Annex@gcn,
are contained in the Monograph and it@%dde@a anc@re in&luded@% e Baseli@ossm pro g
Bayer CropScience. The summaries 4R the differe ndp@ﬁts také’ frm@e ograpand its
Addenda and supplemented with néw infofnationy(new Mdie&refer es, @her m@é@)

Q @) N

o © o O
A synonymous name for proonaé%fe use@ét se@Qral Qo@ this %ppl@@ent%\])ossier is JAU
6476. S Y G N

2 © @Q v 5 § @ ‘”5@

The representative form&l’atic@spr use) §mi @ in t§ firgt Annexb listi§ process is no longer
considered as a repr@mati@w formulation for tney\i?l of afiprovabof prothioconazole. One of the
representative fon@atio&s usezd the@ubmis@on e re@ewal of the @)proval of prothioconazole
is the spray fo ti0\3@xaf&1¥wL Prot ioié%zole"ﬁ " 22%%}16 @m@g@s of formulation studies and

. S o . &
st .
the risk assesnt \@? e ;@sent%\m thi ossfggg > E -
: TN g N N § X , o
Ecotox1cc{@1cal endpotqts usgd in @ llov%lg risk a:@@me t%ere derived from studies with the
formu]ﬂ@ product E@ﬁfen &Prothioconazole 225xthe active substance prothioconazole and its
metabolites listed ip3the residue nitiofdfor risk assegsment%\
e s g o
In this Dossier only endpointsgsed f@?ﬁhe sk ass engare presented. For an overview of all available
endpoints f&@proth@conaé]”e dhits metabolites pl%se refer to the respective section of the MCA
document \ln order to f@lita iscriphinatigyf betWeen new and information submitted during the
Annex usion PTQ\@S, f h@/'c’ VI'O@‘Z_ 1% e@luczh@%’/zﬁ)rmarion is written in grey letters.

Q%\ .
R R O@@\
%@§@\@Q&§
G @ © 9
gE v,
O VRN
> O o
s &
@9@@%
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Use pattern considered in this risk assessment @o
Table CP 10- 1: Intended application pattern "Q\ (2]
Crop F @V emar
G Application Application rate @ér treatmentQ S c\@
o S 9. & P
\ Q,
®) & & [N
method | growth |number| interva ga.s./ ©sQ water | g&.5./hagy é\a
kind stage & min between Lha & Q ©
) S D . ©
season max | apphcations | min@ax | . & min O @
. Oy 2. R &
(f-h) ) QO?‘ ‘min) N @) mi fx & @
(k) B KRN I P S
Wheat F | Foliar | BBCH 25- 1-2@% @21 |, 23.4.93.75 }@*0-400@ 93.75 1.25
Triticale spray 69 Qj}'% @) S %‘/ha& °
Rye W\?% N N % @ @j @
Spelt N SO | @) L O lausrs
DO\ @ PO [« A PT S
Barley F Foliar BBCH 2 2155 188475 100-4 1.0 L/ha
Oat spray 61 &b k@% "\@i L) \@( @ @Q 5@
Ve & > RN IR O
o o Ao g S
> RS S p

R \ & W)@@

In this document, the rlsk @sessn@lt 15@1@ d fo the active su@nce@thlo@f@mzole only. A risk
iti€al use2 x 187.5 ¢ a.3./ha ¢ BBCH 25-69), which

envelope approach is &gese @Jsm&gthe S
will cover the less crifical u: . BQ@% 61@1 X @%7 g&lﬁ at BBCH 25-69, and 1
x 150 g a.s./ha at @H& -61), @ot §t@ted othrw@ @

SN N @ N
Definition Of@ re@le foxyrisk ay essggg@-t fmggprot@)con@e

S >

Due to ch%%es in trlg%@ fo@etab@s to @ fu@er a%@sed{@vell as new studies on the route of
degrad&ﬁ%n in Varlou@nwr@lenta om, 1, addmonal fhetabolites are proposed to be included
in the residue deﬁ n foaghe ri sses@lent@cord@gly, siuidies have been prepared to describe the
ecotoxicological @f the §neta@1teg&@fhe re@van@@nwronmental compartments. The residue

definition is u@luded abl > @ @
@ N S
o 8 § & £ 4
& © § Y& &
o\ ©\
KQ N SN
o N S & &
S ¥ & O
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Table CP 10- 2: Definition of the residue for risk assessment”

Compartment | Residue definition for risk assessment s @ S
Soil Prothioconazole, Q\ v

JAU 6476-S-methyl (M01) and @b Z
JAU 6476-desthio (M04) Qy
Groundwater Prothioconazole, % §
JAU 6476-S-methyl (M01) and g\g

JAU 6476-desthio (M04)
Surface water Prothioconazole, ? Q
JAU 6476-S-methyl (M01), & &©
JAU 6476-desthio (M04), % Q R
JAU 6476-thiazocine (M12), \ & { o
1,2,4-triazole (M13) and °
JAU 6476-triazolylketone (4&2) 9 VN
Sediment Prothioconazole, < @
JAU 6476-S-methyl (MO, > B N
JAU 6476-desthio (w@ﬂ R > S &% .
JAU 6476- thlazocJ.z&\ N %© g}’\
1,2,4-triazole (MI and @
JAU 6476- trlazgﬂggetor@(M42)\ SIS \@ G
Air Prothioconazolc¥ind © 9 S NEIRSES Q)
JAU 6476-d@hio 891 ¥ S @° & S 2O
*Justification for the residue definition for r1sk§®sess;£ent is pr&lde(QQMCK@Sec 7, Point 791

RN 9
2 Sl - @ &

Plant metabolites 9 § & * QO

In addition to the active, sub %e T&@meta‘t@hte ?W 6 7@ de%no 1&§ssess@ the dietary exposure
and risk assessme@ terrestrial §Qpteby; Q@s (birds an(@?aml@als) ©

) o \ N e N
S \ s o @ $ & N
A list of metdbolite ontaifid theﬁ‘sirucuﬁ?é h@no@i argl code numbers attributed to the
compound @othloconazole is &ﬁl@@enteégm D@lmen@q 3 o@hls d@ler
&
& & S o O o
o, \ o, \

D SENE O S
Q%& @Q \q;\ %@% & >
Y& e e
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CP 10.1

The risk assessment has been performed according to “European Food Safe
Document on Risk Assessment for Birds & Mammals on request from EFS
7(12):1438), referred to in the following as “EFSA GD 2009”.

Effects on birds and other terrestrial vertebrates

%(EFSA Jo&l &@;

&

o
@dana@@
2

Authority;

o

N
% S & o
% ° Q %
CP 10.1.1 CP 10.1.1 Effects on birds <~ Q@ o 9 2
. . . @) % L Q)
Table CP 10.1.1- 1: Endpoints used in the risk assgssment
P s@s I~ O A S &
Test substance Test species @toxicological endwﬁ@t Q & Refprence &
Prothioconazole acute, oral ’
Colinus virginianus Q’%@D\ @ s@%ﬁﬁ Kg a.s. @b“ M- O 3030- 01 1
(Bobwhite quail) & Oy A8 1/0&
Reprod. 21 w dietary ) \ ”
Anas platyrhynchos W((?E( @ {%8 mm%&ss/lik& (j% YQBSIZ
(Mallard duck) Q| & Kg @ ,&A 8.1. .3/02
JAU 6476- acute, oral & o S 990)
desthio Colinus vir, gm@ms 50 @0 %@%“ 0 M-043315-01-1
(Bobwhite@uail) %, (§ KCA 8.1.1.1/02
Reprod. 22 W dmary S Nae (“ 1 7&n 9 g I 2002,
C()lmz VIrging us EL 14.8 m eI B%/kg /d & M-090509-01-1
%)mu quail) g & g g@‘ F KCAS8.1.1.3/03
a.s.: active substance; p. ;% pure@tabo@e bw.\Bo y@g@lgh} N s @
N
TS o § & 9 &
< ¥ 2
S L Q O Q
Table CP 10.1. 1@@ &levan&avm%enen&@cal s&%ws fo@l"lelgéisk %@ssment
O NS O
O & L RN . 2} @U ©) Shortcut value
; KO 8 & | %
- ?Growth st L i @ . |For long-term| For acute
Crop&@ (BBCHY, @ nern@cal spec1es© N Regi@’enta@we species RA RA
N %, SHIEN INS based on based on
S O xS s D
Q S A RUDy RUDyo
earlﬁého @e h Voroﬁ@%ird Pinﬁ%t goose (Anser 16.2 305
21029 | S @Boosel o) chyrhynchus) : :
Y
- 'S B B
Cereals [© ;g _% @3 \é omn@rous &rd @é Woodlark 15049 ?;g
/{(@» >40 ¢, m@ Tk /& ) (Lullula arborea) 33 79

In bold: ¥or the acute’
samesgeneric focal spglie

c&yering f@rgher

hlgl%r growth stages were @clude@n the r1

@ &
SR

d lo g}%rm\Tler 1 r&s\k ass@ments only the maximum shortcut values were used for

ges with lower SV. In case the trigger was not passed, the
ments.
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Acute dietary risk assessment

Table CP 10.1.1- 3: Tier 1 acute risk assessment for birds @ @b
; @y
LDso DDD D> @®
Crop Generic focal species [mg a.s./kg | Appl. rate SV MA @% DDD | TERs Tri@%r
bw] [kg/ha] . SN
Prothioconazole w0 °\U [(‘i\\ad
Large herbivorous bird @ @
"goose” (10-29) ¥ 305Q 64| ~2904 & q
Cereals - - > 2000 k1875 1.2 Q o 10 &
Small omnivorous bird “lark” @ @O &©5 4 .| >370 £ @
(10-29) = S e St N
JAQIi 6-%sthio RN D NS
Lar%e herb"worous bird o @ ", %éb 5 L@ @Q 9 =391 @
goose" (10-29) 3, G | & < o
Cereals : , > %OO 0> 0.18% L @e
Small omnivorous bird “lark” N N b 24 @ 9 >3% 4
(10-29) /& N PR - SN &

(&\
A The Tier 1 TER calculation for the met@ohte mﬁ 64 des was sgnduc@wnl@é t10n rate of the
parent compound prothioconazole — {@rese ga A@ st-casg cre& ga ach &
@

The TERAa values calculated in thy acutg%sk agpess @@ on w‘©\ 11 ©1ex@dt -DFiQFi- acceptability
trigger of 10 for all evalua@@soenaﬁos Lhus, the acuteyisk t&@bi rd@yan be considered as low and
acceptable without need f@furth@mor@é@ahs@nsk @essm§n @ §@2 %@

S o & *
Acute risk assessment for b@ dripking @nta@nate@atero pi?f)ls 1\l§af whorls
In the EFSA GD (2 , section %ste @ the @ % guidance is @ven dn the selection of relevant
scenarios for assessthg tl@rlsk %@estbi%es & a drink§dg water to birds %@mammals
Leaf scenario: s taking water that is co]{%cted ngEaf w@rlr application of a pesticide to a crop
and subseque@rai or 1@2&101@ N @ & S
Puddle sce@@rlo Birds and manfmals t%(mg @ter fr@m puyddles 3; ed on the soil surface of a field
when a @Vy) ramfal@ent%@i @% apphcatu@»of a*@stlcl to a crop or bare soil.
For the%rop under in this ev @eﬁmn\ ereals , thedeaf scenario is not considered relevant.
The risk for birds @‘n drﬁgﬂm@%temg ud@ 1S d§ in Table CP 10.1.1- 5.
Short-term d@tary @% as@sme@ @ § @@j@
In the short fetm d1@ary§ ?1 J 647@’esth@ mortalities occurred at the two top test levels
after se‘\%@ days of reduced fopd c@ﬁm {oh 1eag%g to severe body weight loss. The seven chicks

dying afQund day 5 at\'i 00 ppm1 had a me d@@elght of 16.3 g/bird; i.e. less than 50% of the control
bird seight of 35. 5. Addrbird @ou dead were extremely emaciated. Since no other severe
clinical symptoms were @serv@} it has to beQ@ssumed that they died on starvation.

During the po&t’éxpc&tye pe od c@sumptlon and bodyweight of the surviving birds started to
recover.

The LCsoayas (?E@) at %90 mﬁg feed. Based on the measured concentrations the 5-d lethal
dictary-ddde ( @» LD ) 3 mg/kg bw/day was calculated by [ (2006; M-268832-02-1,

days, E@&s associated with increasing weight loss and starvation over the treatment duration.
Theretfote the results of this study are not meaningful in the acute risk assessment which is intended to
address a single day oral exposure event. The effects after a single day of exposure are appropriately
addressed in the standard TERac calculation with the single exposure LDso.
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Long-term reproductive risk assessment @ ©©
Table CP 10.1.1- 4: Tier 1 reproductive risk assessment for birds Q\ v
6 @
NO(A)EL DDD o> &

Crop Generic focal species [mg a.s./kg Appl. rate

DDD | FERur(drigg

7 |-

3 W
ProthloconaZ%/

O © o @
)

@
o° SRS SN

Large herbivorous bird

"gOOSC" (10_29) @ 16.2 $ @3 Q46(§) é&
Cereals : , 78 1875 R0.53¢) 1.4 &F—— R
Small omnivorous bird “lark” @@ i @c) Q sea @
(1029 B | g [py | &7 [©
A

1@647@sﬂu& $ @Z\% S

Large herbivorous bird @ @ S i;@j\) SN
" n o, 16 2
Cereals goose” (10-29) i}%fﬁ 0. i @ § §@ 5
Small omnivorous bird “lark” | @ = °s, <, &1 0 % %\ @1 5 é\ag g &
(10-29) SN FSNES - M O A

A The Tier 1 TER calculation for the metalfglite JAWBA76-desthio was con ted wi@ﬁ% a@%anon e of {g/%arent
compound prothioconazole — represen@ a W%St case@reemr@appro Qo
& 4 8 S

The TER¢.r values calculate@ the %prod@etlve rf@ assessmerf®on Tasr 1 level exéeed the a-priori-
acceptability trigger of lo@fjor all é&alua@ sce@los Thus, the rlsl@ blrdg?an bé&considered as low
and acceptable without freed fgfurthe@nor@ahs@ risk @sﬁsssm%ﬂt % §

S ¥
Long-term risk a&@ment@)r b@ls dl@kln§nta$:mated@vate©n puﬂ}les

Table CP 10.1.1- @ R@Iuat&n of &tentm&%nce@or ex@su@wd@mkmg water (escape clause)

@ 13
6§ CAp llcatlon%ate Esca;:’e
Koc <% clause .

Comap\@nd [ | [mg as ph@ ion rate * No concern Conclusion

S @I&"g f@ (g a| . k&%'v/dg M@ / NO(A)EL F ratio

A O o OCerals

Prothioconazole<)y” 1765 | @187.5%2 o 180 4.8 <3000 | No concern
JAU 6476-desthid | &35 KO 187¢% 2. 48 o 25.3 <3000 | No concern

A Simplified scre€@ing a@ach ful] applicatidrate of@othloc@jazole also for JAU 6476-desthio; no interception,

MATF = 2 for&ipplica %@mt d&%atloQ @\ S
’%3: %

@

Risk as{@ment of g@@nda@ pmso'ﬁng @

Substances with a h‘f@i blo%cum@tlon @tent;@@ould theoretically bear a risk of secondary poisoning
for birds feeding on%con@ma prey@(e ﬁ@or earthworms. For organic chemicals, a log Pow > 3 is
used to trigger gg-in-depth CVQ@Wf thespotential for bioaccumulation.

Prothiocon%@\e has%%lo 1d1 ating no risk for bioaccumulation and, hence, secondary
poisoning, ev\g\r, th etabglltes 0 6476-desthio and JAU 6476-S- methyl have log Pow values
of 3.04 @ 4, ?@Qespe&ively quiring an assessment of bioaccumulation and secondary poisoning
potentig) Th@llo@g tabfe provides an overview of the log Pow values of the active substance and

its Q@kabo%@s @
&
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Table CP 10.1.1- 6: Log Pow values of prothioconazole and metabolites

Compounds Log Pow Reference . @ @b
N
| H S S)
. v O
Prothioconazole 2.0 M-492539-01-1 N N QS
KCA 2.7/02 ISR
(1992) Q o %@@
JAU 6476-desthio 3.04 M-O]@SS—OI-I @ %\ \"\ @@ @
p) @)
B (2008) g &
JAU 6476-S-methyl 43 % ’ ¥ R O A
y . W-297647-01-48 Q) S @
=) KCA 2.7/03 &’ @ S &
1,2,4-Triazole 2071 (1983) M- 57&0@1 D 2 %@@
_ 015) S| &
JAU 6476-triazolylketone 0.33 M S B N .
O o @ s s O & §@§
N ( N
JAU 6476-thiazocine 1@@ K\ 750341 1-01 &84 & @Q SRS
Q € Kea2, 7/0@ g 1$ & o
Q > ©® G S
Long-term DDD and TER ca@ulatl%ﬁ’or Q@hw-e s ©© @@ “ S
& @ 2 o

&
Table CP 10.1.1- 7: Tle% long-érm D@ and@ER ca@llatlolﬁor e@hw&g@eati@ birds

S JALL6476- AU 6476- _ . N
Compound L aasthio® Q. @i:;h Q /(%%Orlgg\l of’ valués)
2 ~ @worn&;@l(ﬂll@ﬂi > @ S
Pow & 1A 1098 199580 - Kee Table CR210.1.1- 6
Koc [mL/g},” &75 . 25368 V] S MCAT.13.1
oD  F /0020 LT a2 & Default
BCFyom @O | % 1.2]6 L #7000 [O 9
. D m@calc@tion: Y . @ v
1
PEC Q‘@gl/kdg']twa) & D69 o 0087 - Osee MCP .13

PECyom [mg/kaly K 0.265 T N0.268
© %\ @g’ Dmcalcﬁiatlon(\ ({(\@

FlRbw, fF 105G [or &5 @ Default
DDD [mg/kg bw/dP | (©0.216~ 0.281
VY OTERgpcaleufation: @
NO(A)EIYmgkg bw/dlty 48 O | & 78¥ See Table CP 10.1.1- 1
N
TERr O 69 Q@& . g
N Trigger @ & R 06 5
Refined risk ass@sment N @K@
requué/ % ng No, ) R No

D Worst case 83°d TWsoit va@%ased@ﬁn 2x @JS g/ha prothioconazole, 20% interception
2 NOEL o@e paromp@ld pro@oconazole was divided by a factor of 10 (worst-case assumption)

All T@ Va ‘A@, Veﬂi\,e trigger of 5. Accordingly the risk to earthworm-eating birds from the use
of prodarct on ¢ reals@ acceptable.

&
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Long-term DDD and

TER calculation for fish-eating birds

& &
Table CP 10.1.1- 8: Tier 1 long-term DDD and TER calculation for fish-eating bgds Q\ v
JAU 6476- JAU 6476-S- @ ©)
Compound desthio methyl Origin of valég LR
PECsish calculation < Q\
Q ¢ 2
BCFin 65 319.3D See MG 8.2 NS
PECsw, (21d twa) 2 7 o Y @ @
0.008626 0.001012 S P9.2.5 9
[mg/L] X e;@ g §F s &
PECiish [mg/kg] 0.561 03235 < Al Q o @%}
DDD calculation; R e & o < o
FIR/bw 0.159 9 Default X O o @
DDD [mg/kg bw/d] 0.089 0bsi_. [ S & ¥ W "N
TER calcu]@’on: @ > Qy @§ o %
NO(A)EL @U © S o °
(e .5,k bye/d] 14.8 S 07@') Se@Tabgg 10g1- 1 @’ @
&
TER;1 166 @ -~ IB3@ S N L & &
' SERN & e ©
Trigger s Sy B RS S . §‘* @
Refined risk assessment S NS > %,
required? VR g Moo | & F g
D New BCF value resulting from a sta@nent ffam &01@@ 45905201- 15K CA 892 3/0)°
2) Worst-case 21d-TW Asw (winter, &spring “Sereal 187.5 ga.s /h&ZO% iftereeptioy, S-EU Multi) ©

) NOEL of the parent compound pr: p%’[hlod@azole was d1v1 l&d by a fagtor of fo (wor’gt%case as@@mptl

All TER values are wel abo@%‘ne r@ulred@l

&@‘%

gge@%ac&@ngl&%‘[he @gk to Q@eatmg birds from the

q

use of the product i reals@ co f‘ der @ccep@ N
é . @ § @
@ \ N F @&
CP10.1.1.1.© @nte gral t%m%\ S O
No addltlo 1 studl@’ are %alla@y or %qulr*as the§x1c1ty©can thg@derlved from the studies on the
active s@iance &Y % @ IS @@ \@7
@ \@ R '
CP 10.1.1.2 @Il her ti atmn b@s & @$
The risk assessment @mate@ 0 r@?’ at 8@ ce g§higher tier studies are triggered. However
additional da@ are pEesentegto Qpport the shofthalf-4ife of prothioconazole and JAU 6476-desthio on
plant matrises following sgray &%L Thesg"data @e provided in chapter CP 10.1.2.2 and employed
in the r@ed risk asse@nen@r heroro@mangnals
SN RN
¥ Q
e . @ & Q
S N %
@ < Q" & ©@
& &S
NN % S
S &V
€ o
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CP 10.1.2 Effects on terrestrial vertebrates other than birds .
&
S
Table CP 10.1.2- 1: Endpoints used in risk assessment
p xb &@Q N
Test . . . . @ N
substance Test species Ecotoxicological endpoint R@erenc’e\ d
Prothio- ) ‘2”\?) @998
conazole auu;;:nal LDso é&%zoo mg as@g bw - § -01® @
K |okeas2 1
Long-term @ N @ %j@) 1) @
(2-gen.-repro study) NO(A)E % 95.6 mg@s./kgéfw/dQ M-036206-01-k
Rat N LD Ok ca®s.1 @g@
JAU 6476- &" Q@ NG 991)
e Acute, oral LD q%m) @ 2235 mgg.m. /k@\' q
desthio Mouse L (.@ I Q159 @a m. /@ bw &OOSS 01 1,
S & t\.ml@a @ 6 ﬁ § (4@ 1/3 &
Long-term } \ & ~ 2000
2-gen.-repro stud L A9 mg pun./kgdw/d >
(2-gen 11520 o y)@ @5 @ ”fgm S §‘9 @-036 0-01-1
S N O & | SKCaSs.1/23
a.s.: active substance; p.m.: pure met&ﬁohte@w @iy w@t @@ &U @Q ©@ S
O\ v @Q & S é
Table CP 10.1.2- 2: Relev;?ft geﬂgylc fogb spec@s for ’I@r 1 riskasse @meng % )
9 § @} S % ~’ Shortcut value
Growth @ . Q R sentative ° bor long- | For acute
Crop (BB v Geiieric fogal sp@s eéseecé <Y trmRA | RA
@ 'S @ @ P @ based on | based on
Ol 'S % D & RUDw RUDy
w) -
RS abbifv
ﬁly (oot %@Large @fabwnfg%s %“mal & ctofagus 223 42.1
i rph\ cun;@dus)
% 10-19 é}’ @1 m@ivorous mar@aal @ Coon shrew 4.2 7.6
AN >20@ “ h@f* O #2k araneus) 1.9 5.4
Cereals R Sm@?ﬁerb vorous fgamm, Qé’ommon vole
S &K %%016” @gﬂ %\ icrotus arvalis) 217 40.9
10297 & > 7.8 17.2
©@7 ”3 0 §® @Smail\oman@us Qm% v Wood mouse 39 36
- 'S @ use (Apodemus sylvaticus) - -
=) >40 NS 2.3 5.2

In bold:&3r the acute.and 10ng@rm Tier 1 r1®ass essments, only the maximum shortcut values were used for

same gneric focal s&@ﬁes c%ring @her g@vth ss with lower SV.
N N

& & V&
@° L S
é@ﬁ@Q
Q@&g@@)
&
& ° &
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Acute dietary risk assessment

Table CP 10.1.2- 3: Tier 1 acute DDD and TER calculation for mammals . @ @6
o
. . LDs DDD > P
Crop Generic focal species [mg a.s./kg | Appl. rate DDD | TER4 Tr@%r
(BBCH) SVe |MAFW .
bw] [kg/ha L
Prothioconazgle f\?} °\U ., 9 f\”\f
: 7 N @
Lar‘%e herbwor,(zus mammal v 421 Q@ 9 éy 6 t0\9@ &
agomorph” (shoots) < A S Q D
Small insectivorous @ $ Q > S é&
« . N K0 . 1.7 o[ 36254
mammal “shrew” (10-19) > 9 D & . S
Cereals - > 6200 Qj 0.1875 7 1.2 €y (%)
Small herbivorous mammal . W 40.6> Q & 653 7 <
“vole” (> 40) @%& @@ %Q &%’% @7 S 7R
Small omnivorous mammal fﬁ\g @Q @7’ ) @ @73 9 6 160 &
“mouse” (> 40) ﬂ% . q Q. § @ @
A IADSATeglesthie T S T & o O
Large herbivorous mamm Q céix é\g Q\ @2‘% 1 Q) @9 5 § 23 i
“lagomorph” (shoots)<_ o %o : %? @@ : %5@
Small insectivorous X & S @6 S 4’&© ©© @@7 1})7 0
mammal “shrew” (1@19), v @ &) @ zb} S )
Cereals - %@5 A8, % & 1.2 @ 10
Small herbivorousiynampmal S g S ,40.9° & 9 2429
ol G40 | S §@ KSR \\é '
Small omnivoreus mammal SN @% R
“mouse” (> 40)° & S §@ Q|72 §.9 577.5

A .
A) The application rate @(en fronPthe t c%@ound @ reprgsnts an unrealist{®worst-kase scenario
@

S . Q @
B . SN
The TERA Valu@lc gd in&i}e agute ris@ess@nt on@%%rgrel %@ed the a-priori acceptability
trigger of 10 @all uated)scenatios. 7[{16@5, tlz%\acute@sk to Is can be considered as low and
. . 9D . @) @g
acceptable @gthout fi&ed f&\‘”furtl@, mc&: realggc rislpassessment. =,

S > & &7
A O@Q\QQ &@@ \@Q >, O
§> & é\’\@@& L
9 @ Y &
QS L LS
@ ©© < \@ Q O @
ML
=) % N @%o@qx
@7 °N Q @ N\
Q N S0
= N S & &
S @ﬂ&@\ O
@%
@@&\%%é@ §@Q
% Q
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Long-term reproductive assessment

&

Table CP 10.1.2- 4: Tier 1 long-term DDD and TER calculation for mammals S
@
)
. . | NO(A)EL DDD > Q
Generic focal species .
Crop (BBCH) [mg a.s./kg | Appl. rate Ve | froun | MAFD DDD | TERfw TI‘I@%
bw/d] [kg/ha] " SN .
Prothioconazole ‘2”\75 ~ o 9 A
Large herbivorous %J/ 2 & @ A
mammal “lagomorph” 223 ©@ 3® 3§ é\ﬁ ©
(shoots) @} & 6\9 Q Q
Q 9@
Small insectivorous % 2 g &
« A 4.2 2 Q069 1634
Cereals [mammal “shrew” (10-19)| 95,6 875 aosa g TS &
Small herbivorous 23 E S SaE RS
mammal “vole” (> 40) D %@ é@ 6@& 6@ @@O 4 }1'7§ o
Small omnivorous % . v © R N q 8§@? @§
< (> R A 78@ é @ 1.1 88
mammal “mouse” (> 40) & V\ & o S @
D gAY 647gdestio” O B @ IS Q
Large herbivorous &© RN §9\ © §© N § 9
mammal “lagomorph” % > 22@ @C> ©@ b@ g%
(shoots) - @5@ v S| @ Q& & O
Small insectivoroft> | S K% % @ > (©)
shrew” (1% A 249 P 0.6 Y 17.1
Cereals |mammal “shrew” (1 -19)<§ 10§) ;5875 * 0.5 1,4\@ A 5
Small herbivoreus § < | ony % Q& @O 33
mammal “vole” (> @Q% & g 6@ O % v e ' )
Small onfvorod® | X S A SANe
mammal (@Fousey (> 40) § @ > @ 78 q S 9:2

A) The application rate)s
Bold values do no

All calcula@i TER@éluesﬁwor thé@actl
1nd1cat1@ low long- @m rls@% or 1@1

ies scena@@ (I‘{f@lt anﬁ*ﬁvoleg% are below the trigger, a refined risk

herbiv

et t

&

igger

S @)

us generig fdcal.

AN
t%@om i%bparent uempoﬁm;l and @%sen@

mals. As @e cals@

& o

unr@stlc \@{ -case scenario

V%subs’%ace pr@oc é nazolciare above the required trigger of 5,

ateN R value for JAU 6476-desthio for

assessment is pre@d bélow, Cthe l@etlc @luatlo of cereal residue decline data (-
etal. 2015, M 5@ -0 10@&2 2/()419

In this klnetlgvalua@on

<&

S .O @

orfaation
on mea@ residue v, lues fnﬁ
prothio¢enazole on (f@geal pla S.
S @ v )
< < D @ S

Combined evaluation of&h p@nt an
metabolite is %t@h%e same ti Qformé@
3 i

Based on mese r

formati Ox
trial. <\f

uc su

@

and (@raded).

@

JAU@% (@thm and its dissipation, was investigated based
sa es akén a{:&g {fferent time intervals after foliar application of

é%nete@)lite allows to better address the metabolite kinetics (the

ents @parent and metabolite in the same samples, both the maximum

ecf& an@ SFO- DTS5 for dissipation of the metabolite were determined for each

For:the re @genta@e G@' with two spray applications in a worst case 14-d interval, the refined MAF
and ref& 21-d frwa are calculated for each trial, employing a moving time-window calculator.
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These MAF and refined 21-d frwa for JAU 6476-desthio per trial are then multiplied with the formation

fraction determined in the respective trial. Where no valid determination of the formation fracti as O
possible, a worst case calculation was performed, employing the formation fraction of 1.0. Q\ §
@b &@ S
Table CP 10.1.2- 5: Adjustment factor calculation for JAU 6476-desthio (ce@éal foliage) o @Q
Trial DTso | MAF | 21-d frwa ff ~adjustment faét@%r MAF x ZIXHTWQQ\ Gt ‘&@
J6118-01W 441 | 1.111 0.445 1009 | & @ 0494 ¢ & ©|. O
J6119-01W 1.30 | 1.001 0.176 .00 L OF 0176+.°7 o O mé
36120-01W | 1.54 | 1.002 | 0207 | 058 <P o . 0120° o @
J6121-01W | 1.50 | 1002 | 0202 | 0860 @ o™ O o @

16122-00W | 240 | 1018 ] 0302 |go00o L. &S s> Y o
J6123-01W 164 | 1.003 | 0219 (@12, 9 [
13-2950-01 244 | 1.019 | 0306 <\ 0780 | @
13-2950-02 | 556 | 1175 | 0494 ° | 027 SRS S$
13-2950-03 | 475 | 1130 | 0480 4026 o o« o S O
13-2950-04 | 3.11 | 1.044 0@564 o 10@ S o

geomean Q 6 @
@ worst case formation fraction in d in e f%latlon (1@3 relidpfe estl@@e gel@ted in t}}é klne® evalgqon)

%
In the refined exposure asﬁsgssme@ for J& §-desth 0, the adju \ tor ;i%ultlphed with the

amount of parent apphed\fper %gle ap icat re@ces @1 the terrnsM @ 21-d frwa.

Q O @ NS
@6 ﬁ Q &
Table CP 10.1.2- 6 @ R&ﬁned 1 -ten@ DD and @calc@tlon for rabbits and voles

S 9o 2 ©
(AE & D
Crop Gl;@spe N [fé a.s.kg Ap@fﬂrat Qb SV .®§ Adjgstment | DDD | TERvt | Trigger
bw&] <fkg/halpy wJactor

o ) Y 2 T

&S g{{) £ &L JAb’64§desth@ N
Large herbivoreus NI N

mamm %gonf&rph” SERGEES & 23 0.736 | 136

Cereals oots) & Jo 5%1875 O 0.176 5

Spall hegh¥oro O ° § @%j
n@@mal‘@%%’(@ 0) |~ \© NN 21.7 0.716 | 14.0

@
%
&

SRS G & @
The TE@% is abo@the ger fo pm&ﬁetive/long—term exposure, indicating an acceptable
risk for the use of th@rod%t accegdlng e ;ﬁ@lded use pattern.
& S TS
Long-term ris a@sessr@ht (@ma@nals Q@nklng contaminated water

The puddle scenario, %erel gt foﬁ@e lonégerm risk assessment.

@
% N 9O
@©

S
<
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Table CP 10.1.2- 7: Evaluation of potential concern for exposure via drinking water of mammals (&pe ©©

clause) S (g
Ratio “Egedpe e S)
Application rate x | NO(A)EL L. » S q
Koc A (Application| __ fause o
Compound MAF [mg a.s./ C@nclu@n
[L/kg] [2 a.s./ha] ke bw/d] rate x MAF) @ concern | ) &
> -1/ NO(A)ED [*v 'if ratio ° . 2
Cereals X @ & @
Prothioconazole | 1765 187.5%2 95.6 3.9 A2 <30009 | Nooncgy &
JAU 6476-desthio | 575 187.5 %2 W 378, <3009° | ™ conrn é}
A simplified screening approach with full application rate of prethioconazole alsodor JA@ 047 és thio; €0 1nterceﬁ\3{)10n, &
MAF = 2 for 2 applications without dissipation Q';@' NS @ Q @ &) @
LS oy S
This evaluation confirms that the risk for ma@als @n dré@%ng \g\%{er t@ ma@ntain%esi&es from
the use of Bixafen + Prothioconazole EC 2%5 is a@ptab@’ Q@ é @7 & °
N \\ 6 % § & ®®@
Risk assessment of secondary ponsm@g %

Substances with a high bloaccumula@ po;éﬁtlal @ld th@etlc@y be rls@ dar 01son1ng
for mammals if feeding on contan%ted p@’y likéish o%artlgorms c&i@ alog Pow

>3 is used to trigger an in-depth evaluation oggﬂ @tlal blo% um 1on
Prothioconazole, however, hagya logPow_of 1@1cat1€gg a V@j@ lo% risk o@noaéamulatlon and,

hence, secondary poisoning.” @) A .9
é @ N @ N &@
Prothioconazole metabohtes J 64@—des@§lo§ow @) a%l JAU &76 @etbyl (log Pow 4.19)
o S
will be evaluated for tentl@?’eff@ of s&gond@pms&%ng of$ha &
& 8 @

Long-term DD@ d%g c%\llatlon fox%rth@?m-e@mg mmﬁ@

O @ K
Table CP 1% 2 8: Tlelgﬁﬁlongéyrm l%{)D a%%?ER @ulatlon for%egrthworm -eating mammals

D
@&pound @%A()U@&de hio <a{AU 64§ S-nmthyl ©Or1g1n of values

PECuyom [mg/kg}¥ @@% 2 0.26@ TéSee Table CP 10.1.1- 7
© ﬁ S DI@\'cakfmtlon@ @w
FIRb O 1.8V O L Q2 @ Default

DDD [mg/kg bw/d]”~ | O 02@4 R @034@

. T@alcy\f@ion %

I%(A)EL N

IS 1 -
(e sk bw/df S| 10@? 5 @56 See Table CP 10.1.2- 1
. TERit o 38 R @ 28
Trigger,> &5 @ 8 5
i A R
Refined rlsk ssme% ﬁf NG @ No
reqy

D NOEL o pare@comp@@ﬁ pro@%conazs\l‘g was divided by a factor of 10 (worst-case assumption)
@

&
The '&ER Va@@g fo@ p}@@conazole metabolites are above the trigger of 5. Accordingly, the risk to
ea@or@ating @aml@s following the use of the product in cereals is acceptable.

&
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Long-term DDD and TER calculation for fish-eating mammals

D
Table CP 10.1.2- 9: Tier 1 long-term DDD and TER calculation for fish-eating mammals @\@ §
Compound JAU 6476-desthio |[JAU 6476-S-methyl|  Origin of Valu@ &@ ©®
PECpig [mg/kg] 0.561 0323 see Table CP 10.41-8| & &
DDD calculation: = . © ) %@
FIR/bw 0.142 0.142 \@ Default 5> S S g
DDD [mg/kg bw/d] 0.080 0.046 &7 G NS y\g@ &
S S S
TER calculation: Ny Q S N
NO(A)EL [mg/kg ”1 ~ & @
] 10 9,56, See‘@lbl% EPI0LF1| & SR
TERur 125 RV GRS RE TS
Trigger 5 Q iﬂ @ & @é} @@ @% o %
Refined risk assessment @ Q &
required? No % No Q r(%@ @j

@
D NOEL of the parent compound prothloconaz@swas diwe @f cto%) 10 (@sstvca%@ssum@n) % §
R

SRS <
All TER values are above the ngg&l@)f 5. f&com&ngl the I‘lS kd ﬁs@tm@@aﬂll@& frorftthe use of

the product in cereals is acceptabl@ & S e ©
@ %@ @ @ @® @ (S @© (&
AT S @ g Q
CP10.12.1  Acute bral l@&xwl@ mmma@g PSR
The acute oral toxicity Oﬁ%lxe%n + Pl@hlo C 2284n ratwas cL&%ﬁ:d@ _ (2007,
M-292722-01-1, KCPZ.1.1/0D. Ac@@rdmg@) O “ gKth 405, E‘l{e resu& rresponds with LDsg
>2000 mg prod. /kg @ Q@ @
SN @ & & @@

CP101.22,0 }&hebuer %ta on®a als @ §

The klnetl evalua@)n oi"\freswhy de %}Se %ﬁ) for udles in c&g;als with determination of both
d

prothio @zole and of m llt%g. e@lno ISP ese%e@ﬂ below (_
2015; ¥1:533352-02- @KQP@@ 122 )@ \ \
@ O & . é& <

S %\ v

Report: @CP .1.2.@@1 ] ; 2015; M-533352-02-1

Title: Q@ ©© Pr ocon&zole ) Falia S50EUR - Remdue dissipation of prothioconazole
its bol or h d barley: kinetic evaluation

Report N %

EnSa— 9@
Docum&\!o.: 52 02

B
~
Guidgline(s): pplic & Q
(Qﬁne dev1at10n%§9 g.%pphg le Q@ @
GLP/GEP . &Q @ &©
& %% @ Q

N

R

This statement @’v id kindtic evallation of the residues of prothioconazole and its metabolite

JAU 6des§% in green terial from the field of monocotyledonous plants (here: wheat, spring

barle gﬁhat y T g nt£god items for leaf-eating herbivorous birds or mammals. The residue decline
1 able

d@re 20l ulatory plant residue studies (JJJfj and [Joo2, M-042192-01-1, KCP
Pro me@§ 1.2.2/01 and s 2013; M-471216-01-1, KCP 10.1.2.2/02).

The reliable single-first-order (SFO) and double-first-order-in-parallel (DFOP) half-lives of
prothioconazole and JAU 6476-desthio derived in this evaluation are summarised in Table CP 10.1.2.2-
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1 below, along with the formation fraction of prothioconazole to desthio. Where a reliable kinetic

including parent and metabolite was not available, the half-life of desthio was obtained using o

data from the maximum occurrence.
Table CP 10.1.2.2-1: Summary of DTso values for prothioconazole and JA@@I% desthi %re%

metabolite kinetics (SFO or DFOP), or desthio alone fitted ®om maxim

he ©©

o

@l ocCw

onwards % @
SFO Fitt9) <DFOP Fit = S o@
Trial code | Compound Model DTso DTy | DT @\;{ DTs0-stow y‘g” gonm%n
[d & [d] ﬂ@ [d] & {Qj\ fragtion
\\)
JAU 6436 | Desthio | Q 7| o O 9
4 4
J6118-01W | JAU 6476 SFO 20y | R (O b @
desthio SFO from max. | & e’ 4.4®@ By i r\@ > @
J6119-01W | JAU 6476 DFOP O G & |aps71s ¥ s | a4 ]
desthio sFo N L @ [ @30 R O Wiy
J6120-01W | JAU 6476 SFO @C” N9 S O é\b D S
desthio SFOO v | [54 & @ | & 9ss
J6121-01W | JAU 6476 DEOP @b - N Tor| 293 [©932 ]9
desthio 0 ¢, | & 5 1500 O ol o «J 086
= Z
16122-01W | JAU6476 | sfo/pfer | MRy @ | P | «
Y%
desthio | *SFO from max» @ 240 {° .9 ) ~ NR'!
& &
J6123-01W | JAUG476 @)  SFO §43 v Q[N 9P
desthio > SFO ~ o] 188 SRS 0.12
13-2950-01 | JAU G496 | o> SEQ° _|” 04¥ |~ @O & | 7
deio . &F0 | VY D44, ™ 0.78
13-2950-02 | JAW 647680| JSSFOTY [N 034 9 oy &
Odestt® |~ SEO . q S lssse &N 0.27
13-2950-03 |7 JAU476 %, ,SFO | .39 K O] @
2| desthior, | USFOog | © L4 | W 0.26
13208004 | JAU G876 | & SFO L 0.9 [« D
dasthio  SFO ftom ma®"| > 3118 NR '
! Not reliable. N S @ U
o & & @@& R &
@ Q
< S @ ¥ *@k**
Report: = @% - 2013; M-471216-01-1
Title: Dete n of the esi of AE C656948 and prothioconazole in/on barley,
2 § g aft@spr @ppl n of AE C656948 & JAU 6476 SE 250 in Germany,
N lgiupidand the eth ds
Report No.: s 13- 29@
Document Nog, %“ M- 6§‘E
Guideline(s@ N latio 1 107/2009 of the European Parliament and of the Council of 21
& é\ﬁ tob 09 co cermng the placing of plant protection products on the market and
epe g Lounci irectives an
Q@ @@ S a@n Council Di 79/117/EEC and 91/414/EEC,
2 SN @ uidance working document 7029/V1/95 rev.5 (1997-07-22),
§ TS D 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF
Q @@ EMICALS, Crop Field Trial,
g US EPA OCSPP Guideline No. 860.1500
Gulde deviation(s):  not specified
GLP/GEP: yes



B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
Bixafen + Prothioconazole EC 225

Page 21 of 96

2015-

12-11

The purpose of the study 13-2950 was to determine the magnitude of the relevant residues of AE
C656948 (comprising AE C656948) and prothioconazole (comprising prothioconazole and JAU
desthio) in/on barley, spring (green material) after one spraying application with AE C656948: " JAU@ﬁ

6476 SE 250 (SE 250) an SE (suspo-emulsion) formulation containing 12

125 g/L prothioconazole.

The study included four supervised residue trials conducted in Northern Euﬁ.&})e (Germang@%elg% an@

Netherlands) during the 2013 season.
The actual application data are presented in the folldfing table.

Table CP 10.1.2.2- 2:

Application summary

Q
&

N

@’

ese data 1
application scheme, or, if minor deviations occurred@ilgese were W'&@l the accep e ra@.

=
Q'?(@'

@@)

o

S

%, RS
C

/L AE C65

Trial no.
Country

Appl
Formulatio
n

N

W O
a5t

rat@

yjtem

<_Appligation
&

te

r g
rafés

13-2950-01
Germany

AE
C656948 &
JAU 6476
SE250 L

0.125

2 AE(%656948

0.125

13-2950-02
Germany

AE

C656948 &
JAU

SES50

p@hioconazol

Oy e

0.125

AN
AE C656948

0.125

13-2950-03
Belgium

Y2

prothioconazol
e

0.125

AE C656948

0.125

.
13-295
Nethettand

S

AE %
C65694

JAU*’é%6
SEDs

prothioconazol
e

0.125

300

AE C656948

0.125

a.s.
Appl.:
SPI:

=

The ana@s Were co,

TabkCP 10.1.2.2- 3

Active sﬁ@stan
R

Apph@tlon
Spraging @

@wted@cordi@g to

7y

\ &

~

@ fo%@?vging analytical method(s):

§eth0d criteria relevant to this study

%

@m@s of ana tlca
Q

Activ%&@&
substa&

(07

%Anaﬁ
@

%

@

i M@d number

Limit of

quantitation
[mg/kg]

Sample material

Measurement
principle

\
&

]@Q%HOQ%I zole

@mo azble
ey

O JALR476-

desthio

01013

0.01

green material

HPLC-
MS/MS

green material

HPLC-
MS/MS

AE %%56948

AE C656948

00984/M003

0.01

green material

HPLC-
MS/MS

@
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The average recoveries were within the acceptable range of 70 — 110%. RSD values are below 20%.
The level of residues of AE C656948 (comprising AE C656948) and prothioconazole (com

prothioconazole and JAU 6476-desthio) in the treated samples are summarised in the tablg

Residues above the LOQ were found in some of the control samples and
concurrent recoveries.

Table CP 10.1.2.2- 4:

Residue summary in/on barley, spr@

R

o

v

n

ng >
Sbelowqy

were coi@c ed@ @r

@

Trial No. Sample DALT Kosidues [mg/k@J N %”\9
Country material S &z}é prothiocopdzole Q
prothiocofiazole . o &\TAU&6476 de@hlo AZ
green material 0 O 44 @ [ O 0.6 @
green material 1 o ‘089 . > RN
13-2950-01 green material Q) @ v\g 0.36% Qp 6§ 2.4
German green material 3 oy RS SEESIEES
Y green material &\% o | \ C,QQE?R a S Y
green material @& 7. @ &\69034(\ ‘N D K71 §
green material ) _fQ D 0.022, ey | &L 40 Y
green materig] ) @%\;0 o 2. QU@ N N @ 0.3
green materia} 1 . N 029 o P Y as¥
13-2950-02 green maggyial 7 | @%.IQ\& S O ., 0.60
L7 O 0.0 V @ 0.53
Germany green miAterial * 3 e
green miaterigl (RIS Qp 0952 2 0.44
gre@matetidl | 78 | 0.033 o w7 034
gredn matyial );§§ @ A 0.0]8 Sl 0.20
cen paateriak RS N N 1.5
@green materitl” | 01 O] &7 040 O 1.1
13205003 @ gr@mgﬁﬁ NN Q \)\@\().27& @ 1.0
Beleiu @ en m r%ak& Y O.gg 0.98
g % Ogreen@ateriaD | « 5 SN o 07 0.75
green’matetigl 7 o 0:039 0.43
. ofeen maferial 4y 10 00.0260 0.34
@ @areen @erial N 0 @ %, 3©® 1.5
N greqfl\matey@ 1 S| e ABS 2.7
13.2050.04 @@@ green Tjg@al S 20y O s.0.14 1.6
Netherlan (@ rlalg? o3 é\ ) § 0.15 1.5
© reep\@atert Qs ., 0.052 0.96
 orey mag@ﬂ Q1.9 [ O 0030 0.74
m% gieen m@rlal @ Lg Ry 0.016 0.53
DALT =Days after laMeatmen @Ac substance
Analyge: det inat @gl as: Residues calculated as:
prothioconazole pq;othlo azo@ prothioconazole
JAU 6476-desthi@ ¢ _JAU 6876-desthio JAU 6476-desthio
s &SR
@ < Q & ©@
NN
Fhe &
& & T



B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
Bixafen + Prothioconazole EC 225

Page 23 of 96
2015-12-11

Table CP 10.1.2.2- 5:

Residue summary in/on barley, spring

. Residues [mg/kg] J(f\@” @
Trial No. Sample DALT as. AE C656948 =~ 4o
Country material S

OF C656948 @2 o
green material 0 » 8.6 S S
green material 1 68 & & |
green material 2 R 5.0 © 2) 2
13-2950-01 green material 3 A 23 @Q
Germany -
green material 5 O @7}?5 N S
green material S 7 A 05307 A ©
green material C 10 9 . & 024 O 9
green material @Q ’ 0 @VJ R & ¢ @
green material 1. & S Q @.96 N
13-2950-02 green materia];\& @Q? Q}f N (§7 ) £°0.83
German green material A G /\«@ S v 0,45 @k% & °
Y green matcinal o 5 NSEENSEES @
green méterial | o 7Y Ve Y 044 R
greenqudteriel > ko~ 40" o f S @ 028 O
gred®mat NS N . ©
gfepn material > | R \)@ \J@A o
13-2950-03 5 reen?giﬁ)erial@g?) @U %7@@ § @U Q 1.2
Belgium Q> greefnnaterial 07 &3 @X © 1@\
green materjal & ow 5 N 7 © 0.54
Rz drden m@@rlal 7 N 9.30
reen materlg§ ) ),é@ kS L0.20
X @ grqgl@naterl%f) RN G 2 8.0
@ geen mat@ial O] & 1 o S 6.3
%gKr@en mgterial Q 2 & @ 1.5
13- 295§§§ \ T torfal S o 4
Nethe D green mater § .
@ © grdeh material oY &5 s 0.67
Ereen miaterialsy @ 1 R 0.41
o &greeu@*ﬁenal N 9 0.20
DALT @ays after last@eatme@@ S Agtl@ substaace , O
Analyte: Q\) K?al de ina as:%\ & Q\ Residues calculated as:
AE C656948 048 ° o4 @) AE C656948
& @ ﬁ"@% N
o N .U O .0 @
Q O O O N o
SO A
Cp 10.@ Effects %@th@ier@@ria&rtebrate wildlife (reptiles and
hibidns NS

No i&ditional studies are @%ﬂab\l@ér r@red@der the data requirements of EC 1107/2009.

CP 10.2

%ffe§

@&©
2 Q

on aguatig organisms

The risk assess 3&lf haﬁ@en @fome@accordmg to the Regulation (EC) No 1107/2009 and following

the EFGu@u

&)

n tie

edge-@fiﬁel@%rfa@agem
& v

Ecotological endpoints used in risk assessment

risk assessment for plant protection products for aquatic organisms in
2013; cited in the following paragraphs as “EFSA AGD”).

The relevant endpoint from each aquatic study was defined according to the current data requirements
from the EU Regulation 283/2013 and the EFSA AGD (2013), and based on recommendations from the
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relevant standard test guideline e.g. growth rate (r) is the most suitable endpoint from algae inhibition

ecosystems are dominantly rate driven and therefore, the unit developmen
appears more suitable to measure effects in algae. Also, growth rates and thé@inhibition can easi\ e

compared between species, test durations and test conditions, which i
Moreover, the current test guidelines OECD TG 201

Classification and Labelling (EC regulation 1272/2008) 86d the PPR 0

2007) list th rate as th t suitable endpoint oRthe al @ttt @
)IS gI‘OW rate as € mosSst Suitable endpoin O@Q eagae 1nl& 10n tes é\g Q

In accordance with Regulation (EC) No 1107/2
in lower endpoints were used for the risk assggsment@/klth
no data requirement on marine species, médine sttidies

sulti

es n@ﬁ
raty)

r time (growt

0f%"and with the EFS@@%GD%M @stud@ resulting
(@ R@latl%@E
in d@wer

114772009 place
pm&ts cm@ared to

freshwater studies were considered for nsl%ssesg@ent {@ cons@vat%e app@ach © @7 @§
SN S
For the aquatic risk assessment an cay lop&%pr%g% was, perf%@ed C“;Ehere , theQ@verallChighest
PEC,w values were used to calculat @e ns}@o aq@? 1C 0@15&5@1" hi arly§ @ the@gorst-case
situation, covering all other 1ntené uses of t prod -cas C ST@ & &PEC values
were used as refinement until agafe usg of eaély 1nt%§%d a at@l coul@be c@ﬂey&d
- B
Risk assessment for aqu@c or@lst & @ & @ @6@ %@
Table CP 10.2- I: Erﬁpom%relevar? for a%@men@Q AN @@
sul;l; :;:me @Q Tes@s}pe%?@% Q@ @ @nd]@mt O A Reference
@)@ Wish, gdute ~ S @ | D
®) (@0/ hy /7(%118 niRkiss @r\ : @ 1.83 @a.s.mj\ﬂ M-015215-01-1
& X RRwro) N & & & @ KCA 8.2.1/01
.9 Fish, early?gf}@ sta & w @ @ m
> Oneprhynepits m [NoEs @ mgasiL M-291414-01-1
A @(Ram@v trout) . O o, KCA 8.2.2.1/03
Q\Im o&ﬁ)mt@tutg @ %y N _(1999)
@Q I/)/III[( 1871¢ Ot S &3 mg as./L M-013690-01-1
Q lagape an;@' Q KCA 8.2.4.1/01
@O @ nve ate &cute O\U v -et al. (2002)
Ame@m bahi L DCso @@ 2.4 mg a.s./L M-083057-01-1
o) (Mysid Shiimp), <, KCA 8.2.4.2/02
conge KV “ertebrate, chronic &@ N & (2001)
%, N DapgRyia mggna @ NOEC 0.56 mg a.s./L M-055997-01-1
N adodsgan) § KCA 8.2.5.1/01
%Sedlment d\xeﬁ’fer clgonic & -(2()()())
& %/’an s 1% 11/\ NOEC 9.14 mg a.s./L M-047356-01-1
@ onomit KCA 8.2.5.4/01
@é& @Q % \)9 &
@ Skeletonefi costatum 5 (2004)
N S %(ng%?e diatom) ECo  0.046mgas/L? M-000954-01-1
§ @@ @, S KCA 8.2.6.2/01
& IS Lemna gibba et al. (2004)
% (Duckweod) ECsy > 0.404 mg a.s./L M-000532-01-1
KCA 8.2.7/01

nd@

tests for use in risk assessment, as stated by OECD Guideline 201 and the EFSA AGD (2013). TE@
RAC calculations presented in this dossier are thus based on the E.Cso values. Indeed, proc

ot the casegxfor ass®
@e EU- Metl@ﬁ" C3, the ulation c@f
hion (EFS @z)u 61,1%4; @
C&©
@ @
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(Rainbow trout)

Test . .
substance Test species Endpoint Reference @
Fish, acute | JIEIN é
Oncorhynchus mykiss LCso 6.63 mg p.m./L @ M-013303-08
(Rainbow trout) S kKcasa®4 O
Fish, early life stage & 2002)°
Oncorhynchus mykiss NOEC  0.00334 mg p.m./ M-03 6—0§ &)
(Rainbow trout) A N KCAS.2.20782 A
Invertebrate, acute @ 1990&@
Daphnia magna ECso ? 10 mg p.p%s -013398-01
& q
(Cladoceran) @) & KKCA@ZA. ] LN
Invertebrate, acute % R ©° et
Americamysis bahia @ > 1.00$ng p.i/L
(Mysid shrimp) ea° S w Y 0
ertebrate. chronic D @R
JAU 6476- In\reltebrfne, chronic %‘ @’ @ Q1200
. Daphnia magna % \( e 0.10 m&Sp.me/L N
desthio (Cladoceran) X \\ \\ &) O M-0738 _01,_
o - @ &0 & A _ereaers &
Invertebrate, ch@ (iz\ X Q\ RS S’
Americamysis ia @y |N 20.06 p.@
(Mysid shriqap) P N S o L
Sediment dw@ir, ch&rﬁc 7 N @N@ N @
Chironoey ripdis S NOE@ X0 mg@%]./[(}é
(Chitvnonsd) €| &  aov S - ¢  KCA 8.2.5.4/02
9 O N [ Q@ (1990)
Su‘ncs%;;zus \llzf;/)mu@s 6§1 b%am pﬁl./L‘”\g @ ML013305.01-1
R S QO - A« [« P KCA826.1/02
© > [SYEEN
@ o g ©@ o - - 2003)
S) Duckiveed) = 4) M-104599-01-1
@) k% @ & O KCA 8.2.7/02
9) U N
T E e |5 5 & o | NN
Oncorhynchf@mykis SNE.Cs 1,79 JL
2 o DCa @ & me o M-074388-01-1
N 54O - NS KCA 8.2.1/05
N ° 5 .
@lnvo&?bratc@cutg O w\j\ N ,)0081“
((,@@ iphnig 1gﬂa© (OL:Cs, S} 2§ mg p.m./L M 0;1853)01 |
JAU 6476-S- Q(Clag cran@@' ° SEEEN e
methyl @ Q) A Ql _Q Q KCA 8.2.4.1/03
O O 0 & S & » N
% P()ud()k[/‘(@l()/‘i( subc;%g@(am C EC @ 47.4m m/L (2001)
@7 & (Gregihlga) @ N - <+ mg p-m-. M-061047-01-1
A S KCA 8.2.6.1/03
N Sedim el chroafd [ B 200)
Chifonom@yiparius> ONOEC 0.1 mg p.m./L M-266605-01-1
@°  (Chiggnomidd? & KCA 8.2.5.4/04
& N e @ M$60(21; o1
N & Ong /1A)’17®K' my/czi@ LCso 498 mg p.m./L - o
@ : KCA 8.2.1/06
S >@ ( ul@v trout)
1,2.45Friazolo) ISE
Qé @’@8@ Wish, {Nenile growth test _206&2-
< Oncorhynchus mykiss NOEC 3.2 mg p.m./L ( )

M-030491-01-1
KCA 8.2.2/01
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Test . .
substance Test species Endpoint Reference @
Invertebrate, acute -( 1995%\ é
Daphnia magna ECso >100 mg p.m./L ? @ M-088901—g§91
(Cladoceran) L KCA 82@ 706 A@
‘o7
Pe L/c/()AnL/?{?f\/ic/’/a ‘\’u/)c(,zplrum E.Cso >31 mg p.m./L ¥ A\ M- 07@67 065 &
(Green alga) R X
KN KEA826W04
Fish, acute Q q(zo "
Oncorhynchus mykiss LCso @} > 100 mg &Q /L éM- 6@ c&
(Rainbow trout) Q .- ¢~ KECA8.2.101 @
JAU 6476 - Invertebrate, acute @égﬁ AN @// R @906%@
triazolyl- Daphnia magna ECso &° > I@Dg kﬁ./L o -Obel
ketone (Cladoceran) D) @ v @’ QKCA 8.2.4. §/07
S S 5O
. , . >y o K 06)5
Peudoklrc(igreerélellic; s;t)bcap&% BCeo \\> 1 O@ng p @L § M-266569-01- @
g A7 N S Seasae.
Fish, acute @Q . @\g AN é\’ §J 1999)
Oncorhynchus gykiss | sy to\i&gg a.s./@ § -01-1
Raimbow %) & [& O & O Q@ OKCAR2.1/01
Fish, carly e stagd . RN o = %& 0o
Oncorhyhehusgnykiss < NQEC @0.49 mg a.s.l& & M-291414-01-1
(R\@gbow it) J@ @ — A ®RCA 8.2.2.1/03
Inv tcbra% acute N @ L M(l‘)‘)‘))
AU 6476 -
Jthiizic?r?e é@aph ma%@ @ E@ ?\q;\ 3 m@.s./lé@ §\ M-pl3690—01-1
& (Cladocers®) N NS KCA 8.2.4.1/01
$ Inv @Lblaf%\)l%on‘fi\a \© %) @@9 -& -(2()()1)
D@) up/ml({t&ma 54 @\ NOE(C 0§6 S./L*:Qﬂ M-055997-01-1
S O Ceen® «7| g O o KCA 8.2.5.1/01
© Pseudokirche@r I(,//é% :Qb\ v @ 5@,?7\7 _(2000)
& %um@mm & ECe Q8 maas/L?Y M-027625-01-1
A (gre@palga) NP KCA 8.2.6.1/01
§® Fish,acae ., O o & 00
& On%:hync mykiss @i_,Cso 1@ mg prod./L M-293311-02-1
@hinkoy o’ ] & & KCP 10.2.1/01
BIX+PTZ @ eracae O |- 9 B 2007
EC 225 QlInvertshrate, ‘a@ue\ @E S ( )
(75+150 D %Q XS Cso "G 3.0 mg prod./L M-288432-01-1
@ (Clad@ran) KCP 10.2.1/02
i@seudokqi%hn riella &Q g (2007)
% a;zztﬂ% @ @, 50 1.52 mg prod./L M-289495-01-1
AN reen alga) KCP 10.2.1/03

a.s.: active substapge; p.m.: puredneta @e pr@.
Bold values: poin d r@l\g
DNOEC acc 1ng§he lig
study eomt
DARhe R bu pIOpO@
2 EU x%tgltdepO@Ol A B4-triazole derived from the PRAPeR expert meeting on triazole metabolites
9, 20007

endpoint are
f tebuconazole.

Pe
agr
revi

3)

consi ant for

T endpoint:
ng/L

l@eEf

as a conservativ

formulated product.

sk assessment.

e endpoint.

@en in the EFSA conclusion on prothioconazole (2007), the original
; the cited NOEC was not statistically derived, as was explained in the

erived from the EFSA Scientific Report (2014) 12(1):3485, Conclusion on the peer

4 JAU 6476-thiazocine has lost the toxophore and shows no pesticidal activity, as explained in detail in a statement

by

2015, (M-536612-01-1, KCA 8.2/01). For metabolites with such properties, the ‘EFSA Guidance

on tiered risk assessment for plant protection products for aquatic organisms in edge of field surface waters
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(2013)’ prescribes to assume “that the acute and chronic toxicity of the metabolite is equal to the toxicity of the
a.s. (parent compound) for all first tier taxonomic groups”. Therefore, the endpoints of the parent comp@nd
prothioconazole from studies on first tier species were used for the acute and chronic risk assessment OFJAU S
6476-thiazocine. y @
3 Although Regulation (EC) No 1107/2009 place no data requirement on marine specie@e endpoint % a s@y
on the marine diatom Skeletonema costatum is used for algae risk assessmefiy’for prothiocon zol& S a
conservative approach. Indeed this endpoint is lower than the one from the st%dard species @en algae, P@@
subcapitata, E;.Csop =2.18 mg a.s./L). R ) R

o

\ Q,
Predicted environmental concentrations used in rist@essment @ g}a \\ @Q @
Full details of the predicted environmental concentgtions are givé@in MCP ?94\9 @&cp @.5/ and&
KCP 9.2.5/02). %@ Q& &© R & >
@ 2 & o SN

Table CP 10.2-2 Initial PECsy val & int “hg@ edls (FOCUS Stép 1 §§@
aple AWM nitial max. sw values — use 1n nter Spru cer
g useinwinter ¢ spgl PN

Prothio- | JAU 6476- @A%%%- P, D“@AU 6376-  JAUG4T6-
FOCUS . conazole desthio S-methyl @ triazole thigzocine DtriazéBlketghe
Seenarto mPECw PECy | (PECs > | BECw =) ®ECw |  PEC
[pg/L] [u@ [ugg@ S [pg/ld ﬂ\[ugj@ A [u%é
Winter & spring cereals, 2 x 187.5 g gyvha &~ = O <& @9 S @ &
Y &
Step 1 40.73 @73.3@9@ @8.46% @@\.732@ @@4.39 ©© \*&6.297
Step 2 2 (%G @ S @ Q
N-EU Multi 1551 g 6@?’1 0. q o.@ 0.50% S 0216
S-EU Multi 1.551 % 1128 ¢ 4372 | 044 \@ 55 0.284
N-EU Single 1.724,, &.747@ @6.790 0343 | 0509 © 0.220
S-EU Single 1.724 6.74p 079 |&034% | Co.see 0.220
Winter & spring cereatlg,Zx@ asfha © @ oD &% N D
Step 1 @%2.58 ~ §§’8.7§?» 7748y o186 O %51 5.038
SEPE% Multi S @&1 8?2” o"n? §@ 0 3 Q@o 431 0.186
S-EU Multi ©© §41© &.13 © @55 > 8 7 0.585 0.254
N-EU Single @1.386,, 6646 | D778 | @316 D 0.469 0.203
S-EU Single 1380 196645 | 0779 |, 0316 0.469 0.203
Bold valued were corisk@@ﬁdcii@ ass@ieg . @@ %\, o @\
§> NS 2 @&,\ L
2 @ $ &> NS ©©
o O ¢ .09 o O @
NI R
AN L ,%Q & @
@ @ @ < R
@7 °\ Q @ o\
S A\ N @§ 9
N (g @\ R Q
s N
SARCNY
%o
g &
S &
> Q
{x’ O @ o
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Table CP 10.2- 3:

Initial max. PECsw values for the prothioconazole metabolite JAU 6476-desthio — use

in winter and spring cereals (FOCUS Step 3) - 2 x 187.5 g a.s./ha @o S
2 x 187.5 g a.s./ha, BBCH 25-69 I @*§
Winter cereals ing cereals @ ~
Compound gc(zfaliiso Single appl. Multiple appl. SingléGeppl. Mulfﬁ)le a@@.
PECsw, max PECv, max PEC v, max ECousn ©®
[ng/L] /L) “ug/L] 'S [ug%] A
D1 (ditch) 0.0057 @%312 @ 0.1284 2392 @
D1 (stream) 0.0235 0.0282 R 0.0325 D] 0328 &
D2 (ditch) 0.0362 Q> 0.1388 < - O R -0
D2 (stream) 00594 B 00887 R| ¢° - S
D3 (ditch) 0.0122 Q) 0.01186, @ 0.0059 &0107. 9
D4 (pond) 0.0049, 2o 0.0088 @?@%8&@ o 0.0137
.| D4 (stream) 0.0090° @ os322 S| 29009 0.0210
JAU 6476-desthio |=n 0 d) 00054 ~F 01008 @fo.owg@ 032 <
D5 (stream) 0154 °~, | \0.014Q 06762 4@01§§@
D6 (ditch) £8.003Q @ 00444 AF T - &7 | v, -
R1 (pond) D0.084 v RN, e - & by Y
R1 (stream) | © 0.4046 - 206404 ¥ [ N 4 9-
R3 (stream) <P 0.3580,. >, 035800 &7 Y ] OV -
R4 (streamy, 075587 S 09876 [ @61190 | 0.5745
Bold values were considered in¥isk ass‘é%smel%overall Worst-dase of @éle %multipl%ppli@ions over all
scenarios). % % < & Q AN )
e QO N O Q Q
N < § oy Q0 > Boli .
Table CP 10.2- 4: g\\lﬂlltlal -@. PE@jw valugy for the rgtl@cona&ole meta olgt§U 6476-desthio — use
@@m winfer a@rln%erea C%§Step @- 2x gﬂ g a&?ha
§ ©& \@b Q% 1@}@ a.sO.@a, BBCH 25-61
@) OC é t \V\Vlnte{%ereal@ @ & Spring cereals
Compom@ @Sc io © Sin&e@pp](;\a M@iple ,§ o, Single appl. Multiple appl.
5 AR R Consitn | PECgmn % PECov,man PECo, mon
: S| &g o) O [ngn [ng/L]
@ Rr ity | 00034 o 201730 0.1019 0.1906
NDI (siteam) 2L @9184.S | ¢ 0.0218° 0.0260 0.0246
SF D2 (ditch), @] ."0.0255%° | ©” 04021 - -
) tre 2 0.0475 & aoda2 - -
@ | .O3dieh] .|O 0.@¥8 O]  ©0093 0.0047 0.0085
Q 4 g){g@ld@ %@03?@@ @@ 0.0068 0.0067 0.0111
.| D4 (strea 2007 0.0091 0.0078 0.0100
AU 6@6“}“" Ppond | Zo. . 0.0080 0.0062 0.0105
D5 (stream) 00123, W 0.0112 0.0130 0.0123
\‘”\f L D6 @h)c 4 @0024Q0 0.0117 ] ]
. L RUGondy©™ | 00202 0.0509 - -
&@ RI (strggn) [Q- 0.3096 0.4642 ; ;
@ “R3 (stheam) P 92749 0.2749 - -
< 2J R4 Gireany), |  “0.5823 1.0650 0.4738 1.2860
Bold Va@ weg@)nsid&d in @ﬁ assessment (worst-case of single or multiple applications over all scenarios).
SN @ "N
&g T
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Table CP 10.2- 5: Maximum PEC;w values of single/multiple applications in winter & spring cereals
for the prothioconazole metabolite JAU 6476-desthio (FOCUS Step 4) @f
Use pattern 2 x 187.5 g a.s./ha, 2x 150 g a.s,/ha, ®\ (o8
BBCH 25-69 BBCH 25- @° &
(0% drift reduction) (0% drift regjiction) AN B
Buffer Width |[FOCUS Winter cereals | Spring cereals | Winter cereals;{Sprlng cerea,l@ §\ &
& Type* scenario PECsw max [ng/L] z PECQV%M [ng/L] °\ N
D1 (Ditch) 0.0312 0.0525 00173 @ 0.0344,
D1 (Stream) |  0.0198 0.0328 ¥ 0.01 1@@ 0. o\i@ \;@ Q
D2 (Ditch) 0.1388 @ 0.1 o &
D2 (Stream) | 0.0887 % 0.0692 ¢ & Y S
D3 (Ditch) 0.0018 * 0@ 0,0014 @* Boul® b @
D4 (Pond) 0.0052 0.0083 é@’ 0041 (& 0.0 N §
Lom D4 (Stream) | 0.0122 % 021@ 0700097 b 06100
Sb & RO |DS (Pond) 0.0060 d 0@48 &1 o 0645 @% o °
D5 (Stream) | 0.0030 4 O.Q NG 0.5024 * &%.0025 * @
D6 (Ditch) | 0.0019 &7| %5 &@.oo g ) - & o $
R1 (Pond) 0.0298Q@ W - 4070020 % @ | O
RI (Stream) 0.290@ IESEIS BT T & S & |y
R3 (Stream) 01 A §§121 O | -S>
R4 (Stream) 9 & | 27830 * 469 3 05849 'S
D1 (Ditch) #@312\ 0.0528 & %@ @9344 &
DI (Stream) 0198 0. &328 Q611 X 169
D2 (Ditch) ¢ @ 0102 1.7 -6
D2 (Stream)q|  0.0887 & § - & o, 06?@ =
D3 (Ditch) éooo% S°0.0 @ 09007  * @06
D4 (Pandd) T 00086 | (D028 & | 0.0044
20m D4 (§tcam %@S Y 610 S | 000019 | S 00100
SD&RO  [D3{Pond)0 9 %" |1 0.0029 1570, < 000l
(Strsam) % 0016 * 0.066  *P 0 2 w P 00013 %
P6 Dish) |0 00000 « P B O -
R1 (fond) 08158 RS @01 ;
r 98] S
. PRI (Stream) | _0.5523 SEESS @ 0, 11@4 -
A [R3 (Strghin) Qow@ o N $ 04529 -
R4 (Stream) °4._~0.2386 o‘\ﬁ%g 49,2444 0.3064

Entries marked w1t result%o § a 1cat10@ Q

#SD and RO dend® spr ift- ufféﬁ\y @ S
Bold values ar@onmd@ in asse@ment@ (%03
TS s 8 > b
AR @
y %

) @ &
Acute rﬁassess or aq%att&organ% @
Bas{éﬁon the risk éi:wel (§ PLO: 4eh, t 1gh® PECsy values were used to calculate the acute risk to
aquatic orgams s. This cle @epr@nts Q@worst -case situation covering all other intended uses of
the product. \&Qorst case F@ P 3 &4 PEC values were used as refinement until a safe use of

each 1ntend@app£&atlon 1d b%}@éred.
@

& &
S
&S @Q%@
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Table CP 10.2- 6: TERAa calculations based on FOCUS Step 2 (PEC values based on worst-case GAP
2 x 187.5 g a.s./ha) {@f S
R
Compound Test species Endpoint PECsw,max TERA '@gger @
[ng/L] gLl S @7 &
Cereals (Winter/spring) (o3 LS
Fish, acute N % a
’ D
Oncorhynchus mykiss LCso ;830 1'7?%% 10@1@ o 0 X
. Invertebrate, acute ) r @
Prothioconazole Daphnia magna ECso N300 24 & §> iﬂi\\(ﬁ@ ©&
S
Invertebrate, acute @ S Q R
Americamysis bahia ECSO% 2400 <2 1'(%24 q 13&2 QQO()&@
5 @) €3] D
Fish, acute @
’ N R
Oncorhynchus mykiss Qécso ) 66@ S ! 1'2%@ @&88 N ”\i%
© N2 a TR
. Invertebrate, acute R, % ¢ °
JAU 6476-desthio Daphnia magna - ]%Cg@j @f((’?OOOQ 1 @8 IS Q@’ 10
@) &

Americamysis

; S - >
Oncof;}rlz’cz(é%%j /gss@j LGS %Y\,l 79(§ @®372 @Q 3 N 100
JAU 6476-S-methyl - e

Invertelffate, actite - S @7 Q O
B S Few 1372 O 204y 100

%
: ) QO —7
cFishagpe & @ &

@%gorhyr&chus my@s &Cs é 4980%0 &.4‘& {zig 9101 100

v\glnvert@ate fute O R NS
" Daffimiawigna @ To®  M00000| Bads [y 5224719 | 100

>
Invertebrate, ac . N S SN
Qﬁ %1}50%@ ~1009 |O 11%%@ @@ 827@ SH00

A
S

®
70

1,2,4-Triazole

L
S \Fish, adlite =~ Q 9 @
o . P N 2
JAU 6476@9@ &gorhyb'uwykiss JHCs b 2 10
. N i L0 =N

thiazocin Inyefiebratelcutets |° oo §3oo® @.655 1985 100

O Daph S

nl@’lagna\ N (@7 ‘27\7

c
o 7 ) SIS @ e
N F@acut$
ASears.  |ncorbmpehus sykisg LC™ 21000000} 0284 | >352113 | 100
triazolylketone o
plkeone ) Insebet s e <1000
e | Daphgmagng” |«
* Endpoints from pare othi@@anaz@jgfro , diesQn firstAer species were used for risk assessment of M12
(see Table 0.2 and A, poiat 8.2<formore detai
Al S i

Bold valueg do not meet th@ﬂgg Q
N S oF & O

@’§@Q

0.284 > 352113 100
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Table CP 10.2- 7: RACw; ac calculations based on FOCUS Step 2 (PEC values based on worst-case
GAP 2 x 187.5 g a.s./ha) (acceptability of risk: PEC/RAC <1) @° S
S
Compound Test species Endpoint RACsw;ac | PECsw, max P&/RA@’
[ng/L] (LCs0/100) O [pg/l] | @7 &,
Cereals (Winter/spring) ox . S
Fish, acute & &
Oncorhynchus mykiss LCso ;830 18@ 1-724© o 509%
. Invertebrate, acute ) > Y @
Prothioconazole Daphnia magna ECso N300 £ 0 @@24 §) &\g@ (GA
Q
Invertebrate, acute @ S ®) R Q kN
Americamysis bahia ECSO% 2400 2 2(%0 q 1'7£4 © 0'07§@
; @) ¢7) D
Fish, acute @
’ S R
Oncorhynchus mykiss Qécso 23 66@ L 66'%»5@1 ©©\1~2&\ @7
© N2 a TR
. Invertebrate, acute R, % 1 °
JAU 6476-desthio | P APRA SN | ECay Adooo] >0 o o <0
Invertebrate, ac . N SR
Americamysis lﬁ K%L%SO ‘7\9@ >:1\\(¥§9 © >1%§> > 12& O 1.2

Fish, acut & X N @ 2
Oncorhynch@ mylgss Iff} @&179%2@\ @@7_9 ©@ §2 0.08

Invertelffate, achte S @ ©
Daglinia magna Gew 2800 R 280 @ 13% 0.05

JAU 6476-S-methyl

cFish, agyite @ w N

@%gorhyr&cgmy@s {50 & 498&Q§0 § 493@ {5\&%445 0.0001
0 S

v\glnvert@ate faute (O R -

S Da@nia@na @ EC@» @0000@@ éLOOO N 0.445 <0.0004

1,2,4-Triazole

£
S &FIS adiite Q el @
‘p\a . MY N
JAU 6476-0° &(lcorhﬁw usnykiss QJ\LCSO&\ 1850 §@ 18 0.655 0.04
thiazocije Ko
‘ @ hgg‘geb.mte’@wte& EG3 @§3oo® @13.0 0.655 0.05
nl@’lagna\ N (@7 Lo

N N Y 2
D Fm@%ﬁcut@
J@ 6476- &cor@chus ykisga|s LC©© %Qa%o?O@ >1000 0.284 <0.0003

triazolylketone@ In‘i@rtebrﬁs acute©

i
>1@0000 >1000 0.284 <0.0003
1 o | 50 ©

* Endpoints fro M pare othl@nazo @fom ndies irst species were used for risk assessment of M12
(see Table (& pdkgt 8 2401 ore\ ctail

For JA@% desthlo@le a@ trlg@fe\ﬁ @not rﬁet for the invertebrate 4. bahia and a refined risk
re

assessment 1s there@ req g Qe con& erat’f@ of the more realistic FOCUS STEP 3 surface water

COI&&T[I‘&'[IOHS is p%esent@j el@v\v
@° N &
@ - é@ > @Q
Yy O & 9
> O o
T F s
{x’ O @ o
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Table CP 10.2- 8: TERAa calculations for winter and spring cereals based on FOCUS Step 3
Test species Endpoint PECav, max FOCUS TERA Tegeer o}
[ng/L] [ng/L] scenario > Q\

(risk envelope%@ @ &Sy

JAU 6476-desthio, 2 x 187.5 g a.s./ha @ R

- N
0998 Winter C?»g”}ls ST 1005

Invertebrate, acute % R4 (strgarn) N S

Americamysis bahia LCso >1009 Y Sprine@real < q ©

Y 0.612 pr“@féma S| 91649 @@0 d
v& R4stream) %o D A «
JAU 6476-desthio, 2 x 150 g a.s./ha J Q L. & . @
(4
59? Wlnte@zereals O ¢ E.s
1.065 947 80
Invertebrate, acute P % R&\Etrean@’ % oY
. . . LCs >1009%,
Americamysis bahia Q @1 )% o > N %
. \ ) NS,
@?5%’ @ QR4 (str o&

ol S @%@
> @ &

S
Table CP 10.2- 9: RACjw; ac calculatjons M\vmtmand ing c&@lls l@@d 0@ @tep 3©

(acceptablhty 6Dr sk%EC/

Test species ]fh%lpm@ G @ ac @E% swmax EQ F US | PEC/RAC
@ Ing/} T agfn00” fmgiL ari
& K S ¢ @ &) (r1sk enve@)e)
JAU-6476-desthio, 2 x 1835 g a.sgha O §@ i Q N L9
5 k@ & .
% o S 6@ § C&O 998 Y Wi cereals <010
Invertebrate, acute® @§ 50751009 >1 000" o) G ‘R#{stream)
Americamysis b@ RS @@ §a D 0 61%@ §T)ring cereals, <006
N O v @ G &7 Y R4 (stream) ‘
JAU-6476-destid, 2 &&0 g a%/ha RN S
Q @JQ © 2 N . ) @Q ® | %‘@? Winter cereals <011
Invertebrate, acute L 9 @O 09 O @1@’0 9@@ S R4 (stream) :
Ame@myszs bahla AN Spring cereals,
@ o @ S Q % \@'286 R4 (stream) <0.13
SREES NERNEE-
The trigger is m a@%val d sc@arl s@;ns uent safe use can be assumed according to the
NS
proposed GARY < . Q o4
SN NS é@\ >
AN S @ Q & @

Chrom@nsk Asses%lg@nt f(@A a@c Ol@m

For agmetabohtego\g ere asomp chr@mc .\. package is available (e.g. JAU 6476-desthio), TER.t
and RACyy e calculationy are@esentg beﬁa For those metabolites where chronic data are not
available for ev@y ﬁrst tier nogaie’ gro prelevant to fungicide risk assessment (as defined in EFSA
AGD (2013 E&T ind Csw%calc@atlons are presented with the available studies. In addition, a
compleme@ nic @8k assessméhd following the stepwise approach as recommended by EFSA
AGD ( 0.2. 4©Rlsk@ssessment scheme for metabolites’, page 143) is performed in a stand-
alone %cum (- and Il 2015, M-536695-01-1, KCP 10.2/01). This EFSA stepwise approach
w@ ace a st@id—aé@ae document because, as this approach is new, there is currently no agreed

! First tief taxonomic groups relevant to fungicide risk assessment as defined in EFSA AGD (2013) are fish, invertebrates and
algae. Sediment dwellers should also be considered, when metabolites accumulate in sediment (> 10% of the metabolite
found in sediment at the end of the water/sediment study) and when toxicity to daphnids is expected (daphnid endpoint < 0.1
mg/L).

ry
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template how to formally include it in the Section 10 of the MCP Document. Further information about

this approach and its results is presented after the TER / RAC tables below. @ ©©
N >

Based on the risk envelope approach, the highest PEC values were used to cal@te the chro@@ris]@y

aquatic organisms. This clearly represents the worst-case situation covering@H other inten&d usds of

the product. If the trigger was not met using this calculation, worst-case FO%J S STEP 3 @ PE@alue%

were used as refinement until a safe use of each intended @plication co@ﬁ” be assumq@ \"\ § @
& 7 s

Table CP 10.2- 10: TERLT calculations for winter a@bspring cereziSQased on F(@ﬂs St@Z @§ @9}

(PEC values based on worst-c@%% GAP 2 x 18@ g a%ha) é f($ &
Compound Test species £ End@point @ °£\E{Csw X RI:T?-”\L; / Trigger
S (17| S b gl o7 >
Cereals (Winter/spring) = f;§9 @7@ @@ @ - (($ 5%% @ °
Fish, early life stagg &@EC \\ 49@ &%1 _22@ %, 284 §
Oncorhynchus mﬁg\ms @ & a N I %
Invertebrate, @ni B v > X Y o d
Daphnia wagna % NQ@ ”\9@60 © @24 N @5 < P 10
Sediment%gwell@@ © > Y 4 O @\\JJ Q) ~N
Prothioconazole @nig o @U‘OE(§ 924 Q1.7 §© 5302 10
Chirgnomus rl}driu@ S . @ & @)
T 403 —D
Mal%e dlat®, CM@% . 46 L @ %@27 10
Skeletongma costégium & Q> 2w I
3 - A 9q
«:@quan@fant &énronic G o N o
" ba @ E@g %\> 404Q &.724§\ >234 10

A2

S , eagly-tfe s@e @V e S %)

@Q W@ir@w@t mykiss NNOE& é@ 4 @ 0.3 10
B

IS Inve@brate,@hronig N%&C S

) 10 @11.28 8.9 10
% @ ﬁaphn@@magn% ;\ %@ @(@ U 9
& vertabtite, gffic | ) o4 | 1128 5.7 10
@ Ameridgmysis bahig~ % @)
TAD 04760 5 e n@wy 1l @%\ W S
desthi me clie R
e B~ cionic = > |ROECO 2000 1128 177 10
@riro us fiirius |7 QO N
@ N ) \S) ()
q (§Llal éxchromg o
%Q ScotTns % ubsluus i%*@so @@ 550 11.28 49 10
@quat@ant, &ronic WY
& agioba ,\:@ EQw 809 1128 7.2 10

¥
“of  Sedime ?@well@w Q
Y diponic NOEC 100 1372 73 10

JAU 647§—@% Chir murius@

S-met N |? Gien alggﬁ,\éhror@
A | Bstudoks hneri@lla | ECso 47400 1372 34548 10
«r\@ @ © sgleapitata
N N 5
N S PF IS@%W“‘IG growth | ok 3200 0.445 7191 10

S @ ;
N Q| Ongorhynchus mykiss
& 9 $

reen alga, chronic
@ Pseudokirchneriella E.Cso >31000 0.445 > 69663 10
subcapitata
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Compound Test species Endpoint PECsw,max TERLT Trigger
[ng/L] ng/L] S
Fish, early life stage " X 43
Oneortmorus mutiss | NOEC 490 0.655 o 748 @@\10(5\
Invertebrate, chronic (3 . N
JAU 6476- . NOEC 560* 0.655 855
thiazocine Daphnia magna ~ < «ﬁ‘@ @5)
Green alga, chronic Ca A a N é\g
Pseudokirchneriella E:Cso 80* @655 @8 10y @
subcapitata r\Q @ § ﬁy\\” @&
Green alga, chronic @ N ®) R Q
AL GG Pseudokirchnericlla | EG > 100000 0284 & 3 SRt
triazolylketone subcapitata N \ e «\@
* Endpoints from parent prothioconazole from studies on fast tier species were usedfor rj Vasse&ﬁment M 12
(see Table CP 10.2-1 and MCA, point 8.2 fornée det@iﬁ) é\a @% é@% (g@ & % .
Bold values do not meet the trigger % 6&” @ Q & Q @7 @&
@} \\ @ 5 & w;\ NI Q
ST & & vy o & o
s T S & & N
Ve o > & 9 .9 &
¢ T HF L YVE
v & 0 &
N © N @ S 2
NI VPR
Y
S @ & © 6@ \© é N \@
S TS e § & SEEEN
@ S o L @© @ @
SO S YN U e o
S P R O
¥ & .0 O o« ¢ & S @
TN g S %
2 N A SIRS @ ©
- o & & & N
A \@ \Q o \@ o \©
>y O Q
§ RN > & >
o O ¢ .09 o O @
VOO & D
O 9 8 & @
<) N @% y %o
@’ NS ISEREN
> N AN
%o < SN
S ST RS
(AN &©
@" N
S N
@Q < O ©@
o & © ©§’
AN % S
o ™ ISEEN
S &Y
& &
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Table CP 10.2- 11: RACw, cn calculations for winter and spring cereals based on FOCUS Step 2
(PEC values based on worst-case GAP 2 x 187.5 g a.s./ha) (acceptability of risk: PEC/RAC <1) @° S
Compound Test species Endpoint RACsw,ch | PECsw, max P%/RA(K}
[ng/L] (NOEC/10) |ty [ng/L] | @ S
(E:Cs0/10) G R
Cereals (Winter/spring) i < %\\ 5
] . NS
Fish, early life stage S 9 X
Oncorhynchus mykiss NOEC @90 é}%% ! g@ g\ O'O?@)@ &@
. @ X
Invertebrate, chronic | Gope. 560 Ne.0 w724 S
Daphnia magna @ & ®) Q o
. Sediment dweller, chronic < @f)o 4 S N
Prothioconazole : r, ch 9146 @la R 194 4 0.0
Chironomus riparius o | - o N\ - &
Marine diatom, chronic [ 9’ v, ij AN N0
Skeletonema costatum P Er(;\i@ @346 4 > %@® v 17@ 0'31 o
Aquatic plant, chronj&% E«g \@ A A 104 ©'@ . %4 s )
Lemna gibba &, N 2D &% N N R
; ; \@) = S S S)
Fish, early life s@age % O@' N 9 &
Oncorhynchu%(i@kiss%% N § 34 ) @4 N l@ 2) 33.77
Invertebrate@lmng@ SN | O @U DICN
OE () 10, 1.28 1.13
Daphniggnagna, ?ﬁg C@ @ § R©> G
)
Inveﬂ@te chronic S NQE C o 64 & O\? P %1 5% 176
JAU 6476- Ame(;lcamy;%\bahlq\w

desthio Sedifnent dweller, chfghic kY & > NS
Chibonagins ripagis C§O 2900 200 51128 0.06

>Green alga,sévonic @ | S & - N
@ reen ga&?romg% %50 S 550, 5. 11.28 0.21

cengflesmus Sibspicanis Q o @3\ 0(@
O 2
<~ Awuatic plent, cégonic (%ﬂ\ NS N
> ; 80.9 899 11.28 1.39
20| & Lemnagivtn (] 20 T
© & Se&ﬁhent@gvelle% SN @a\ RS
N % chibnic @ @\Ioig \Q?e'n T 100 1.372 0.14
IAGS476- éﬁiron@gus ripavi Q . .9
S-methyl A Gre@alga romc@ RN AN
N
§ Pseudoki nerlg\g}z OECs50Q 4&00 4740 1.372 0.0003
4 &

g O sub ltam@ o P S N
@) © &

9 | ¢ Fish, enil .
Q 1S ent e\%m“’t& EC 3200 320 0.445 0.001
% On@ ng@x mylgt@ ?Q @
1,2,4-@3 ole Gyreen g, chr@nc @ Y
““Pseudo c%rl’ella <1 B0 >31000 | >3100 0.445 | <0.0001
a

% O beapitsie & |
Fid, ear@fes ge O
@ Oncor%hu ks Q

S
UGS [N ~ Invadisbrate, ehronig | \ope se0 56.0 0.655 0.01
. N hnlg\magnﬁ@

NOEC 490* 49.0 0.655 0.01

thiazpgine
@@%" §Q§ Gleen @a, chronic
2, N @Pse irchneriella E.Cso 2180* 218 0.655 0.003
§ KB °§ubcapltata
] A@%- Green alga, chronic
. Pseudokirchneriella E.Cso > 100000 > 10000 0.284 <0.00003
triazoklketone

subcapitata

* Endpoints from parent prothioconazole from studies on first tier species were used for risk assessment of M12
(see Table CP 10.2-1 and MCA, point 8.2 for more details)
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Therefore, a refined risk assessment is required. The consideration of the more realistic FOCUS
surface water concentrations is presented below. @6 &@ S
<
g s N
Table CP 10.2- 12: TERLT calculations for winter and spring cereals based%;)n FOCUS Step 2]
Test species Endpoint PECSV‘%&Q FOCUS %narlo T%%m o ﬁ‘rig@
[ng/L] [ng/L (risk /@'elope) o P o S
JAU 6476-desthio, winter cereals 2 x 187.5 g a.s./ha_ Q)" N o R O &
>0 Wlnter eals, Q S N
5070998 Y & v W
o Radst m}» N
5N 9 Wiater cop ISR
s WG pre s
) %“8 ntefcerea @ 9.3
Fish, early life stage NOEC 34 O;;% &® Rﬁea@@ @%’ §
Oncorhynchus mykiss Q > N | Waater C@% , 9 N ©
RS RN
§
R e 4 @2 @OSPH@W%@ Uas S| 10
Q& S Vg of Riweawy O 2
A ~ Q
S N 0.2 éﬁ’%mg Careals, 14 10
S @@ §;§ e Dicitch) &
°N % > Wifiter cereals, NS
1998 100 10
Invertebrate, chronig, @%E c © 10 O@ b@ SO’ w4 (sfream) _ O)
Daphnia magn @’ @ § ‘3% \S/pnn@ereal&
S € 0.63) > 163 10
4 . WY P e (stream)
N4 N
o S o [ %0998 N §t€r ereals, |, 10
Invertebrags, chrogic Q) % o S 4 (stream)
Amerlc%nysts bébia (f@ 2 @1 Sprmg cereals,
S Q| 0812 g hgn 105 10
N P R#(stream)
&\ . @\J ©) S & 0 99§\9 @mter cereals, ’1 10
Aquatic plant, c ic \E SN 99 & § R4 (stream)
Lemna gigh% S) § "W g1n, O Spring cereals 132 10
Q> O NS @S R4 (stream)
JAU 6476-desthio, % 150 asffin. S N s
g NS $ & @ Winter cereals
@ . 9 QQ @ @ o 1.065 R4 (stream) 31 10
Q> N N Winter cereals,
\& R S) é}@ Q@ § 0.464 RI (stream) 7.2 10
Fish, early lgesstage @ N Winter cereals,
Oncorhynchus my@s @ EC§ 3.3 0.275 R3 (stream) 12.1 10
N 4 @ Spring cereals,
@& @éﬁ @@ §9 Q 1.286 R4 (stream) 2.6 10
NN & Spring cereals,
S S @ ) N 0.191 D1 (ditch) 17 10
N Q@;@ TS 1.065 Winter cereals, 94 10
i ' R4 (st
In > ;?;e;nzl;r:;m NOEC 100 — (s reami
pring cereals,
1.286 R4 (stream) 78 10




Page 37 of 96

B
Bayer CropScience 2015-12-11
R

Document MCP: Section 10 Ecotoxicological studies
Bixafen + Prothioconazole EC 225

Test species Endpoint PECsw,max | FOCUS scenario| TERLr Trigger
[ng/L] [ng/L] (risk envelope) f\éﬁ
Winter cereals, . QP
1.065 s 60 0
Invertebrate, chronic NOEC 64 R4 (stream) £y @® A
Americamysis bahia Spring cerealsgy IS
1.286 50 10
R4 (streamy SISy
Winter ce¥eal’ °\U N
1.06 ’ ~ 10
Aquatic plant, chronic @ R4 (s@m) gﬂé” @§
’ E.Cso 80.9 S ¥ v
Lemna gibba 1086 Sprigseereals, ?”\9@63 N N ®
@ R4 (stream) ©) Q] © o
Bold values do not meet the trigger ﬁ NS Q S N
D @ O o w
o no S
Table CP 10.2- 13: RACsw; ch calculations Eﬁd s&ﬁﬁg ce{\}l’ls @d (§§CUS Step 3
acceptability of risk: P °
ity o & T e
Test species Endpoin v ) MCS ¢ P@sw, .&% k @US scenario PE@AC
[ng/Lip) % OE&E 1 Sng/lgh %misl@elo S
~ (E@a/lo > > & &
JAU 6476-desthio, 2 x 187.5 ga.sfha ‘O NSRRI

9 @J) S @ ~ ' terareal
o v S 0.9 QVintergereals, 2.99
$§j©@ "\ @ @ ﬁ@ @i@ ,J R4§r I}%%
N O | N & S ao|” Waater cgreals
s & 5|8 06405 T e 1.92
K}

SN
@ o § ¥ D" gass | Winteppereals, 1.07

o,

N

Fish, early life sta@%’ Bk G{\&g 334 §3 14 \q;\ O RS, (stream)
. \)
Oncorhynchus s S N) @y 13 Winter cereals, 0.42
NG IR 919 & pa iteh) '
@© @ Q & K@j €§ & o1 @;’ Spjn(g Cereais’ 1.83
> R4 (stream ’
- . S
. 9 . %@ % §\ K @ o @7 Spring cereals, 072
~ Ol XL @ Q< X DI (ditch) :
\\g N YO o w @998 Winter cereals, 0.10
Invertebrate, ¢ ,}Q ic o N K@O f@%’ 1 ' R4 (stream) '
Daphnia m@gna % @ > - & (Q 0.612 Spring cereals, 0.06
@ @)@ e ©\ Q @& R4 (stream) :
) EQ @\ Q o @@ 0.998 Winter cereals, 0.16
Invergebyate, chronic, | &’ 4 2 B4 ' R4 (stream) '
Américamysis bak'%@ @ ©\ 0.612 Spring cereals, 0.10
< N % @§ N ) R4 (stream) :
N @ @\ R 9 0.998 Winter cereals, 012
Aquatic planchronic Q@S 0.9 Q& 2,09 : R4 (stream) '
Lemnggibba %% %0 ) ' Spring cereals
R pring >
AN 4 @ 0.612 R4 (st 0.08
. S hS) (stream)
& e © o
O Q
{x’ O @ o
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Test species Endpoint RAGCsw;eh | PECsw, max | FOCUS scenario PEC/MC
[ng/L] (NOEC/10) [ng/L] (Risk envelope) @
(ErCs0/10) o @5
JAU-6476-desthio, 2 x 150 g a.s./ha > @2 é\
Wigter cereals
1.065 ’ N9
R4 (stream) K\Q % el
@D 0464 &%\%inter cereéts:\ °\@@1 3 X
T ¢RI Gtreagyy N & R
Fish, early life stage ® Winter é%als O 9)
Oncorhynchus mykiss NOEC 3.34 O%@% 0'22\ R3 (&a%zs Q f@Z o)
& 286 @ Sprag ceredls, >
b 3.
@ . @é‘!ﬁ» T it &
“SpringQereals, >
A DG Sl TR N
% N N 065 \@er cereals N @
Invertebrate, chronic NOEC @0 LS (Q} &@ m% R4 (s@am) 2 §
Daphnia magna @Q qi& éa { | @6 é\?Spr‘ eregs; @)O 3
< 2 %, ’ %> stre 9
N T e
. N o lo @6 @.062&© b@%‘ter @reals', | 17
Invertebrate, chronic DN o’ @ @7 @ean@\&
Americamysis bahia QEC s 64@ 9 @ S o
N O & | mass P pé@ ) 0.20
’ Q N @ N strégm
4
N 9 §§ @;% @“1 6?50\9 \Wmt&@ereals, 013
Aquatic plant, chronig 9 Q 8 3 Iﬁ\“@ream)
’ Q f&so Ko 80@ 09 ) & 5
Lemna glbb@ § & S §9 ).286 Q[  Sfsing cereals, 0.16
. % 2 S) e’ & @R4 (stream) ‘
The trigger is t mefNor ch@pnic f@l fo @ne @ﬁaluat@}sce JaHDs r%ardmg the FOCUS STEP 3 risk

assessmentéjonseq@ntly%rthﬁ@reﬁ

scenarlo@sed on FOC@‘S S'®4

@ N

@?

" &

S

%wntgneed@A refined l;gk assessment for this organism and
ations is Q@sent r.\-
w\g @
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Table CP 10.2- 14:

TERLr calculations for fish (long-term) based on FOCUS Step 4 including

mitigation measures {@o
Test species Endpoint PECsw,max | FOCUS scenarig [ TERLT @gger g
[ng/L] [ng/L] (Risk envelope)J @ S
JAU 6476-desthio, 2 x 187.5 g a.s./ha @ R
10 m buffer zone, 0% drift reduction % Q § 4
Wintergereals, N OIS
O'%@ R4eam) @@% é@ éo@ S
Fish, early life stage N fler cereals | >
Oncorhynchus mykiss NOEC 3.34 @291 él (stream) &3 li.SQ @©10n@
) A7) ®
Sprm@erealsg (2) %)
& 0.%78 Q Rifstreary 6\1 O N NG
20 m buff@\‘one, @% driftreduction @\7 .
\ ) &
Fish, early life stage NOEC % . @’\7 O%@g Q\fin r%ﬁrea@ 12.0 ﬁ@w o
Oncorhynchus mykiss &% N ﬁ' (Q@? @tre@ar@ S '% gy
JAU 6476-desthio, 2 x 150 ga.s/ha L% 5 S o« o & S0
LUm biffer zone, 0% deift reductionyy O & 9D
R 2 © S &Y wifitr cer@ls, | O L, N
& & ° 72@9 %4(stre ) o 7@% 10
Fish, early life stage < intefRere
Oncorhynchus mykiss @%E(é @Z 0251 Heat&@a{% <) 16 10
N % 9 § @%58@@% Sf)?ing ceggals, N3 57 10
N < 9 o o™ %&R4 (stream) @P
) Y Q0m Wer z&ﬁ, 0‘@”’]? r%duction© S
S o D
S NN e 9| Winter Is,
Fish, early géstagb\ oEC & @ &\?24@ \Q* m) 13.7 10
Oncorhyncliyis mykiss @ ©) éx @;’ ©>6 @ Sprigg cereals, 10.9 10
& v N 2] N ‘§O RY (stream) )
Bold valyés do not meet #e tri ’ NN
FIEFITs s
2 @ S & \% < Qb
o O ¢ .09 o O @
VOO & D
SRS ,%Q & @
=) % S @ %
@7 °\ Q @ o\
Q AN N @§ 9
¥ N
@" N
s A &S R
@ < Q & ©@
NN
& Q
{x’ O @ N
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Table CP 10.2- 15: RAC;w; cn calculations for fish (long-term) based on FOCUS Step 4 including
mitigation measures (acceptability of risk: PEC/RAC <1) @°

Test species Endpoint RACsw;en | PECsw,max | FOCUS scenario PF@RACC}@’
[ng/L] (NOEC/10) [ng/L] (Riskenvelope) | @ S

JAU 6476-desthio, 2 x 187.5 g a.s./ha, winter & spring cereals (o8
10 m buffer zone, 0% drift reduction % Q § 2
Winter cere@ﬁ, ~

S R4 (strede) O

Q Wintefeereal ST $ ©
NOEC  3.34 0634 0.29 . Rig earg)sQ ®®870@

~
@ @ Spr%gg ceréals, 5 O
@ D928 7 R i 088

20 m buffer zone, 0% drift reduction Q @ A % QX @§ .
v v )
. . @ N
Fish, early life stage NOEC 3 %% °\@(3).33%1\ 6%3 9 Wanter cer@ls, @? g
AN
QO

Fish, early life stage
Oncorhynchus mykiss

Oncorhynchus mykiss N le & Y Qa4 (%ﬁ\*@@m)

@ > S
JAU 6476-desthio, 2 x 150 g a.s./ha, w@ér &@ring@erea@ R @3\9 J@ @D@
M\\ljn buffer zoive, 0% diift rethggan @@} fQ \Q )
R © 2 S @y 0 O ©®inte cals,
@ | @§ TR R4 {§freant)
Fish, early life st TS ST Wanter cordal
ish, carly life stage @;\I%ECK 3 |5 0334 %.21@ Wogter cercals 0.63

1.41

Oncorhynchus mykiss © @ R (s?t{r@m)
’ % < éb @ éx% 585 &Epri ereals, 175
g o S g e [RRG | -

& . ﬁS\% m Qx@er Z0109, 0%@?]? reduction Q
Q

$ q SN . 2) Byinter cereals,
Fish, early léﬁtageg S & \\ %\ 0 @ N R4 (stream) 0.73
’ i & 3 | shosey Ao B
Oncorhyncl@‘ my@ "N © Q 3 @ | Spring cereals, 092
9 2 IS Ko S R4 (stream) '
> N
'S S & & $ &9

The TER trigger i %kceeﬁ?d coﬁi%fdet@@%O %ﬁmff@witho@drift reduction in winter cereals at an
application rate @i§ x 187.5 g@s./h or the sa%appli on rate in spring cereals, a buffer zone of
10 m without dgift re@ ioneiy suffiient t@ssun@ a saf@xise of the product.

Regarding tl@lower@ppl@ionx}e of. 15@ a.s./bin in spring and winter cereals, a safe use can be

predicte sidering 20 m dri@@uff@lth 3 driﬁ&g@duction.
2 &S

N
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Stepwise approach (EFSA AGD 2013)

D

Report: kcp 10.2/01 || . 2015; M-536695-01-1 @ @
Title: Stepwise approach for the risk assessment of major aquatic r@tabolites of @

prothioconazole (formulated as bixafen + prothioconazoleig 225 (75 + 180 g/L)@Q

following the EFSA guidance on tiered risk assessment forplant protec@n pr@cts

for aquatic organisms in edge-of-field surface waters ?&9 3) . Q 2 %@@
Report No.: M-536695-01-1 © & %\ N Q)
Document No.: M-536695-01-1 \a @ < Q\ A
Guideline(s): - o R 2 S & .0
Guideline deviation(s): - @ & S R © &
GLP/GEP: no R & & 9

& & 8

The EFSA AGD (2013) stepwise approach was used@for a@%e‘[a@nek@ler @rom«g&data § not
available for each first tier taxonomic grouI@ele\g% to @glcu@a rlsl@sess@nt (@ JAL%6476 S-
methyl (MO1), JAU 6476-thiazocine (W1). .1 2:4-Tri ri%Fole (@11 and J@U 64 -tr1@ylk@n

(M42)). The EFSA AGD (2013) “risk 3§sessrﬁe,nt msﬂ?m etaQ tes\ 01§1O 2 4 pag 3 of
ecis

the EFSA AGD) was followed, and t@ atld&\le f on at a@g ste@@f th as e@)lamed
in detail. & @ @ @ @
R @ S & >
@ &@ @@**%@ & Q S S«
Overall conclusion @ @ @ @ @

A chronic risk assessmerftsof al major a%hatl eta 1tes oéﬁp“rothl%eona@ ew rovided, addressing

the risk to all first tie xon@ gL dps (1n@ud1&@ed e@t d lerswher®£ vant). The ‘classical’
approach based on @ER- and RAE c;%ﬁ‘uon@s nted above @as combined with the stepwise
approach describggin tl@ EFSQ 01@ (see %,; 15; M-536695-01-1, KCP
10.2/01). Base@@n tk@results&fromg[hls Q@abme& approach w chrpnic risk is concluded for all

aquatic meta‘t%htes@pro%@cona@le For eac@f th sess§ etapolites, the chronic trigger is met
for all evaléated scenarios. Coq&@ui@@ for@ propdsed @AP a @fe use can be concluded.

IS
A @© § o S
G i
CP 10.2.1 Ac&ge to 1ty %ﬁis]&u tic m&ﬁftebrates, or effects on aquatic algae
@ 091@ o @ @

New studleﬁor the rep@ntqﬁw fo@la‘uo@ are #mlarlzed below. No additional acute toxicity
studies aggnequired.

2 Q @ Ny
Report: 10, 2@01%,; 2007; M-293311-02-1
Tithes ré}mty ofbixafgy*+ prothioconazole EC 225 (75+150) G to fish
@° (Oncethynch@ mykiss) under static conditions

Report No.: & %“ EBRRP04 & Q
Document M@y 3311-
Guidelin: éﬁ £PA-F §@1/SEP EPA-540/9-85-006 (1982/1985)

gy COPPES$50.1075 (Public Draft, 1996)

% @ @ Dj %@we 92/69/EEC, C.1 (1992)

> Q%%&D No. 203 (rev.1992)

G@?ehn V1at10n(s) ne

GLP/ yes

Objective:
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The aim of the study was to determine the acute toxicity of Bixafen + Prothioconazole EC 225 (75 +
150) G to the Rainbow trout (Oncorhynchus mykiss), expressed as 96h-LCso for mortality. ©©
@\ (g
Material and methods: @b @ &)
Test item: Bixafen & Prothioconazole EC 225 (75+150) G, analyzed a.s. cdiitents: Bixafer$7 .7?@@nd
Prothioconazole 14.7%, Batch No. 2007-002622, TOX07852-00, Speciﬁca&%on No. 102@013&9. &
% ° Q %

_ _ O N 5O < @
The test was conducted according to the following gl%’ehnes: FIE, 72-1, OPRJIS 8@\107&d g
OECD 203 and the Directive 92/69/EEC, C.1. Rainbew trout (Oncéehynchus mykiss) se@% te@&©

o yo LS ) QU
species, with a mean body length 4.3 cm, a mean os‘\) weight 0.7 € The biomasg oad&g urifg testjfg
was 0.18 g fish/ L test medium. Ten fish in each@ level were&xpocse@%)r 96@un<§stati@yond‘@ns
to nominal concentrations of 0, 0.313, 0.625, 1.25@2.50 @ 5.&& mg%@bd.@ iss@%ed Qxygen
concentrations ranged from 91.4 to 98.4 % oXgen s@urat@w, the@[ val§®s rangpd from 6.8 to 7.2 and
the water temperature ranged from 11.60%‘[0 12@@ in@ll aq@ia %/:r th@yhole@sﬁn@%ﬁo@ln
order to confirm that nominal concentraii&’ls 0@ form,\ulatio@ere@c ally@eac , common tice
. . . @ @ . Q S .
is to monitor the concentration of ogs of tk&:\actwg ngredient that cogfipose forfaulatiof) In the
present study, bixafen was chosen #&the g%%ren&e%cti@g&@nt. Water pleswere #galyzed in
all test levels after 0 h, on day 2 a@ on%ay 4 %“ the e@osurrio n th@@ven@%t 1«(@% mortality
was observed in test concentrati@ns priorto tH@end gfthe tegf, he@aly‘u det@un@gons were made
at those times. %@ RS S @ o )
9

Daily observations were n%de foéiorta@ an§g®bleth@’ effec%. @ @6@ .
° © & S
> < N X
Findings: 2o @ 9 S} 6@ O « )

% SQ AN
Validity criteria: @ & Y $ Q &

X
L | @@ &Y S g O o
The test conditiorigymet @“V&llf@l@t criteria, given bg@e r@@@tlon gu;ﬁ@%es. less than 5% mortality
within the 48—]@% set@g—in &rio&< 10‘@10rtaﬁ¢y inthe co@ (s) dissolved oxygen saturation
> 60% throught O A

o throughdut Q@est% . © S ® @
2 2o %@ S Q @ é’}]
Analytisabresults: @© N < ©\
The chemical analysﬂi% of bf&%ﬁ @eale@éov&ges etween§% and 107% (mean) of nominal values
over the entire tegt erio&of . Nd%conta@%atio@wa detected in samples from untreated water
control. As the t&RicityFHas to attrf&tedo@he tested fotmulation as a whole, all results submitted in
this report a@élate@@) noal tgs@cm&@trat@@ of t}@jformulated product.
¥ o 8 &

Biologicghresults: ¢, O @ @ Y
There were neither,: y s b%th&l effeats ngN@\ny mortality in the control group. There was no
bd&%ural effect bn ﬁsh@%se&@ tht it@@over the whole exposure period in all test levels below
0.625 mg prod./L. At 0.895 rod@, 1ské§owed the following symptoms after 96h: they remained
for unusually dong petiods r&fhe Bttom 6Rthe aquarium and had turn dark in coloration. The highest
concentrati@with%ut suﬁal e??ect @ considered to be 0.313 mg prod./L. Furthermore, mortality

was obse@@d afét<§§96hall §levels above 1.25 mg prod./L as shown below:

N
§§9 @§@®§
@ & <

&
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Table CP 10.2.1- 1: Cumulative mortality of Rainbow trout was observed as follows (with a total
number of 10 fish tested in each test level) @° @
O

Exposure time 4h 24 h 48 h 72 h Seh @
Test level no. of % no. of % no. of % no. % no. ¢ @
mg prod./L dead dead dead dead dead dead dead S dead déad | @ead
control 0 0 0 0 0 0 Q 0 D0 @ 0
0.313 0 0 0 0 0 0 ) 0.V oy o7
0.625 0 0 0 0 (@) AN 05, O | S0
1.25 0 0 0 0 Yo 0 o |1 w | QO 10 ¢
2.50 1 10 10 100 10 10091 10 | 500 1710 £ 100
5.00 6 60 10 10@@( 10 ) 10 k100, | 7100 160

no. = number QO?(@ \ @W Q @ @ @@

Based on nominal concentrations, the 96h LCgyywas @%)mateﬁby it a@@ysq& be 1 % m prod /L
(C.1.95%: 1.29 - 1.87 mg/ L). The minimugn con ratl cau 100 mortality (@h) .50ang
o, e
prod/L. The maximum  conceriteation,> 1ich did t use, - any > mogta ity
oF 3 S
(no-observed-effect concentration = NQEC), after 961@was 05625 n pro&?L N SRS

@Q%\Q@Q@@@@@@@

Conclusions: S KGN o S @ SO

Based on nominal concentratlo S, qé@h L of e test rnyulatio 1X§? + Pr&hloconazole

EC 75 + 150) G for the Rain %}V tréwt (O@)rhync%s mpkiss) ‘@% 1. @%mg pr /Lél 95%: 1.29 -
. JL). & S 9

1.87 mg prod./L) @ é& §) 5 Q @ N

<)
@§§%%@©‘%

Y
v\a @ w \© K (ix @ @
N @ & SENOEEN
Report: @ KCP 10. 2§ *,,\%o 2882011
Title: ute (klclty ofBY 587-& Proth naz@% EC+150 to the waterflea

@ \Daphn a in agatic laﬁ@rato test s @n RS

Report No.: EBJ@P049

Document U M-788432,01-1

Guideline@: “QECD Buideli %02 (2@) EC 1ve{%9/EWG part C.2 (1992); U.S. EPA
&@ @%’esn e Ass t Guidedi SE@IVISI@ E, § 72 2 (1982), OPPTS Guideline

85@\1010 bhc d@ t 199Nm0 fied); J@AFF 12 Nousan No. 8147 (2000).
Guideline dev1at10@ : n(%e § d& @
3 @

GLP/GEP: \% o
@ @ O © .0
Objective: O @ Q0 O Q\ &

The obj @e of the study was§ete@rnatwl@)f pg\gfble effects of Bixafen + Prothioconazole EC 225

(75+15 on the m@g?lhty o Daphma er 48 hours of exposure in a static laboratory test
systerq, expressed as @Cs@r nm,@bﬂl &ion,
S > & &

Material and riiethods: S @@ $
Test item: Bi &felxﬁ’ rotlidconazele Eg, 225 (75+150) G, analyzed a.s. contents: Bixafen 7.49% and
Prothioc%%a ole &8% Brtch §) 20062001178, TOX07660-00, Specification No.: 102000013869.
N O o N -
The tg8twas @nduc@ ac&gﬁmg to the following guidelines: US EPA Pesticide Assessment Guidelines
72§§ 850.1910, @AF F 12 Nousan No. 8147, OECD 202 and EEC Directive 92/69/EWG, part
C.2: Dﬁ@ia magna (1° instars <24 h old) were exposed in a static test system for 48 hours to nominal
concentrations of 0, 1, 2, 4, 8 and 16 mg prod./L. In order to confirm that nominal concentrations of the
formulation were actually reached, common practice is to monitor the concentration of one of the active
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ingredient that compose the formulation. In the present study, bixafen was chosen as the reference active
ingredient. Water samples were analyzed in all test levels after Oh and 48h of exposure. @ o
The test vessels consisted of chemically clean 100 ml glass beakers filled with 50 ml of the test s@lution@y
Six vessels (replicates), each provided with five daphnids were used per treatfisént group arfe con‘@l
(=30 animals per study group). The water fleas were not fed and the test soldtions were not%rtif@%ly
aerated during exposure. % § § &
After 24 and 48 hours, behaviour of the water fleas was viguglly evaluate@y counting@ebile"d@phni&
defined as animals with swimming movements (slight movements otennae Weléﬂot ir@%‘pre% as g
swimming movement) within approximately 15 segonds after i@t [e agitatiof t@%estsse@x®
. . . @v S @

Additionally all possible signs of sublethal effects \@s ¢ recorded.Q . & g @)
F . o R tesolut; N

or water quality monitoring, temperature, pH V@@s and O concentratipns of the testdolutions, %@ell
as conductivity, hardness and alkalinity of the used d%ﬁion @er WEE] cq&%lle rinog;%ﬁe coyrse of

the study. The. measured Val.ues.for these p@swgiﬂ@hem@al pa@@netet re%nred @ge inod
yielded no deviation from guideline recomﬁ%enc}a@’ns. @ Q IS © @
R

Iy \\@}\ d OO w @j§

@

o . ° S v
e PSR
alidity criteria: . %, D
The test conditions met all Validit@%rite%a?ziv%?y tl&men 'ed g@%eliré@ < 1@@% mé%tality in the
control(s). VRN N @ SRS @© N
Analytical results: é § @ v © @ \@

The chemical analysis ‘of Bixgfen in e f@)ly pared>test g%ﬂluti% at ﬁ&’ initiation revealed
concentrations between, 103%and 167% (n@an: %)t the @rres%nding\@ninal concentrations.
The corresponding §éentra 10n§0f the #ed telf’solytions 3 it the endof the™¥8 hours exposure period
ranged between §3n® 03% (thean:, 101%) of nWmina es ata cfirm that targeted nominal
concentrations éére @ No (%ntamgnatio@vas d%;\ect d 11 say
the toxicity hay to ttribed to tHe tested fo@lati@as agyhole@gll results are related to nominal

i N X
test concenégations o th{g formg\iﬁ%%d pedduct.&y; Ko @ @

3

D
QO O X L < D
Biolo 2@1 results: - @ \Q L° O % \@

2o )
No immobilities o@her effects belfag%ur @me&l utr%ted control within 48 hours of exposure.
Immobilisation oBomeater ficas w@bser\%d in test levqual or higher than 2 mg prod./L, as shown
below: o O ¢ .09 o O @

A N
Table CP@Z.I- 2: T oxici Daplnia N@na (@@ed on nominal concentrations)

Nomnfinal Concentkations {Xposei& @ Immobilised Daphnids
«_mg formulation/L @ ®aph B 24h 48h
S @ £ E100%) @ no % no %
Corirol ENEEOEN 0 0 0 0
AR ST AT w730 0 0 0 0
{72.0 A 30y 1 3.3 2 6.7
oy AN © > 30 5 16.7 28 93.3
N 7 30 11 36.7 29 96.7
< 6.0 ) %, 30 29 96.7 30 100

noQﬁQumb@@@of imrﬁ@f)ilis@nimals

The E@ for immobilisation after 24 and 48 hours of static exposure were determined using probit
analysis based on nominal concentrations. The following results were found:
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Table CP 10.2.1- 3: Statistical results of probit analysis conducted for determination of ECso values
Probit analysis ECso lower 95% CI upper 95% CI @ @
for data obtained mg formulation/L mg formulation/L mg formulation/L N §
after nominally nominally nomgnally \J@
24 hours 7.7 n.d. K. ©®
48 hours 3.0 nd. G4, ol &
n.d.= not determined due to mathematical reasons &% R @) & %@
\ Q,
Conclusions: g Q@ @@ @

P N &
o . %{ O
Based on nominal concentrations, the 48h ECso of t@ tested fom& tion (lea@n + PfQthiocejrazole
EC 225 (75 + 150) G for Daphnia magna was 3.0 myg prod./L. Q &° S & © &@
@

Report: KCP 10.2. 1/03*

Title: Pseudokirchnerieffassubgapitata %wt 1@}1 iti st w@%ixa@n & §
prothloconazol 22’5% 5+ K&) Gs Q %\ N é\a S

Report No.: EBDRP050 é\a @ @,& O @

Document No.: M-289495 Q@l NN @ N S %@9

Guideline(s): OECD Gu@ehn 201 F hwat%Al a Cya@® acté&ﬂ Q) N
Growthgiphibitigs Test@garcg, 20 S S ©©> «

Guideline deviation(s): none“y ° @ & @Q & o

GLP/GEP: \C I O N S N
L 9O g & NS N

Objective: > S § @ § &

The aim of the study @”s to @mm? he n uen@&@of ]ii?wfen érot focon @z ole EC 225 (75+150) G
on the exponentiak@@ ing gr alseu rczell@subca ta @Xpressed as NOEC, LOEC

and EC for grox@@ rat&@ alg&l\bloma@s (c&ﬁs per %Q me\\b @

AN
Material and@wtl{ﬁ «r\g K % @ §

Test item: @xafen + Prethioco <f//z’)ol @ 225@5 + 15@? Qnal @y?a.s. contents: Bixafen: 7.49% and
Prothlgﬁgazole 14 8%9 Bat@No &4 178 OQO® pecification No. 102000013869.
\ Ry

The test was ¢ ct1 acc mg J%\the @CD @uld%ne 201. Pseudokirchneriella subcapitata
(freshwater m@roal@@ @@Vn @stm@apncomutum) was exposed in a chronic
multigeneration testCjor 3 s uﬁder s&tlc exposuresconditions to the nominal concentrations of 0,
0.162, 0.404, 1.01, 2. 53 mg prod./Lean confparison to a negative control. In order to confirm
that noraiHa concentrz@ons he fo’fnul@n w{%’ actually reached, common practice is to monitor
the concentration oﬁne the agtive i edle{ hat compose the formulation. In the present study,

Bu&f\%’n was chosenas t@efe ence ac@e i dient. Concentrations in Bixafen were measured in all
treatment groupg,and in the cantrol Rand day 3 of the exposure period.

The pH valu to 8 P'in the ontrols and the incubation temperature ranged from 21.7°C
to 22.2°C @s&;%l add\;uonaubated glass vessel) over the whole period of testing at a

continuo@%ﬂlm@%atlo&f 69@@1%

The nunber @lgak&@l péfvolume was monitored daily by direct counting of algae cells per volume
or i@rect calc ion‘§}cell numbers after measurement of optical cell density, and used as response
parametein order to det€rmine the growth rate of algal biomass.
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Findings: .
Validity criteria: @ @
All validity criteria given by the mentioned guideline were met: the biomass in the control cultgtes had§
increased exponentially by a factor of at least 16 within the 72-hour test period, e mean coe@men@f
variation for section-by-section specific growth rates (days 0-1, 1-2 and 2-8y in the contr%ls didiot
exceed 35%, and the coefficient of variation of average specific growth rates%iurlng the W@@C te@erlo@
between the control replicates did not exceed 7%. © & %\ KN é\”

T @ < Q\ @ @

K A S

Analytical results: )
The analytical findings showed that Bixafen con@%tratlons 1n@e tr atment&@vel on da@% wekte
between 94 and 100% of nominal (average 98. %@ On day 3,93 to W1% ofhomifa cougentratibns
(average 98.4%) were found. No contaminatlg was %‘eecte@ sa@es f&?@’l ted \%.ter egiitrol.

As the toxicity has to be attributed to the testéd orm@a‘uo@s \A@le sul re r&ated t%ommal

test concentrations of the formulated produis. S
proge \@ 7 @ O & & @
SN X N & §
Biological results: Q@ @ ‘”\9 @ Q
The static algae growth inhibition t@@proy@@ed ﬂ&@oll gta K@ate@esuh§ r§%o urssy
Table CP 10.2.1- 4: Effects @%e s;g%% 72 l&r algae gro@ml}@tlon Ry @Q @ h
Nominal Cellmmbeﬁaften\r (0-72 J-Avérage |@ Inbjpition of  [ODoubling time
Concentration 72%’(mé§a@s) pe§) ific Gowth 9 ﬁgage S@mﬁc of algae cells
[mg formulation/L] 9  mb* @es [days™] te [%l [days]
control 364000 @97 A N 0.579
0.162 N 9890007 S TIEN D & 6 9°n, ~ 0.622
0404 @ 18@0 O S 0.96Y O 19.15 0.715
.01 & & 0681 o | &« 4 1.02
2.53 @ 434009 0409 v [ 659 1.69
6.32Y Fét\% O 24060 o %o.w@@ @Qb n 75.1 2.33
* test initiation with 00 ¢&Hs/m 8
% PO S @’ @ @

Based&? these resul@ the @ E§ W stln@ed (ﬁﬁg @mt analysis) to be 1.52 mg prod./L.
(C.I. 95%: 1.07-2. 3@\@ pg\ /L&Q\The NO rc%}s < &162 mg prod./L and the LOE,C was <0.162 mg
prod./L. @@Q % @ o> S

&S & 8
. @ R S .© @ L Q @
Conclusion$s® O © \\ @ @\ >
The 72h-E§50 of the tested fortaulatiof-(Bixafen + Péopthioconazole EC 75 + 150) G for the green alga
Pseudo@hnemella %?Bcapz@a was@ 1. 52@1{; Y4\<\I~/L (95% C.I: 1.07-2.21 mg prod./L), based on
nomg@l concentratf“@s % @ @§ \

& & V&

& Q@ $

CP 10.2.2 @ A d%&lorﬁonﬁtem@nd chronic toxicity studies on fish, aquatic
1@»erte®'ate§and sédiment dwelling organisms

No furﬂ@r te @é of%e fox@%atlon is available or required.
Cﬁl Further testing on aquatic organisms

No fu % fer testing of the formulation is available or required.
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CP10.3 Effects on arthropods C
CP10.3.1 Effects on bees Q\@ @<§

& s
Risk assessment for bees o3 NS

SIS
The risk assessment has been performed according to the-gxisting guid&‘ﬁe%e in force ag%?e t@% of
preparation and submission of this dossier namely @ EU Guid@ce Docum@ 0@ errestial &@
Ecotoxicology (SANCO/ 10329/2002 rev 2) and E&PO Standard 3/10 (3)<E Vir@eme{éf{isk(@
Assessment Scheme for Plant Protection Products -@ﬁapter 10: y l?(;e)gs. « @© @q}
o & R 9 @
Commission Regulations (EU) 283/2013 and 2201i req \, wl\%m beegyare ]&ly 1obe e@sed,

testing by both acute (oral and contact) chr@yjic toxjcity @chgﬁg sybslethal Sffec s, to be
conducted. Consequently in addition to_gthe St@ard icitgy studi pe%ormeith @ It e°s
(OECD 213 and 214) the following add@enal@dies@e als@rovi@: Q w S
@ N 0N OO S & S
e Acute oral and contact toxi of <E%‘thioo@E\ﬁazo“}@\and @ repé@ent%@% fo@ati%n Bixafen
+ Prothioconazole EC 225 > o ®\ S &N LR
e Acute oral and contact x1cit&@ JA%@476@5thi@%etab@ ite @ro%.%@&onazﬁe),
e Acute contact toxicig@ préthiocQpazole t@dult%bumb]@@ees nder laboratexry conditions,
e Chronic 10 day toxicity 8& ngﬁ)f P@&hloco@zole §C 480,0n addlt be@ under laboratory

.. D
conditions, . 2 N A N
A SN N NS
e Colony feedi% stud)@u'th ]@)thioﬁz C 48D ac&grding %’Ogn@y et al. 1992 (using a

realistic wor$e® case@pra lutigp, con rati@g\and eri exp%\ure for effects on brood
(eggs, youfig and &ld larvad aqg%eir develo@nt, gfse %e on-gejng behaviour in brood care

and colany strength), & \\ & Ny «Q %@
o Semi@ld brood fegding @tudyq&\%@ch %@thio@azc 50 following OECD guidance
document '/@’(usiﬁ%’a mezg realistic spray scepgrio onto flowering Phacelia tanacetifolia at the
&ximum app@atim@{e fogghe approva enev&f w@?oconazole and covering exposure

r effects g{)@rood\ @gs%ﬁand th@@'pﬂey&@pmeﬁ%ﬁng&@ony parameters).
AN . N

Details of the ho@Qbe stin ch Eioc@g@zole gd it@netabolite JAU 6476-desthio are presented
together with @le ec@lco@@lc?l dpo'i@ﬁs in @A, c«§ction 8, Point 8.3.1, as well as within the
existing Re¥idw Régort pr%ﬁoco@zole @ANC@/S%NW — 10.December 2007, for Annex 1
inclusion e%der Directive 4/4§EEC urtfermo &Zcontact laboratory toxicity data for bumble bees

indicate@hat non-A;é? bee§are n m@@ senisitive than honey bees and consequently the risk

assessment for honé@beesq% con@ered @%pro‘ee@ ve to other bees.
N QY . Q &
) S
The acute toxiciy test corg@d v@the @rmulation Bixafen + Prothioconazole EC 225 is presented
Y
@

in this MCI@CW@Q
%o o Q

& X
A summ@ry ofaftie crifital @points of prothioconazole, its metabolite JAU 6476-desthio and the
formutated p@uct afe&@ Prothioconazole EC 225 are provided in the following tables. Endpoints
sh&@ in kgﬂ are @nsi@ed relevant for risk assessment.
$

&

o,
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Table CP 10.3.1- 1: Critical endpoints for prothioconazole,

JAU 6476-desthio and Bixafen +

Prothioconazole EC 225 — acute toxicity to adult bees @° S
R
Test substance Test species Endpoint Referen @&
o 014%\@
Honey bee (oral 48 h) LDsy >105.1 pg a.s./bee®’ M-505379-01-

Honey bee (contact 48 h) LDsy >100.0 pg a.s./b%

KCAR3.136002 ¢

LDM@> 1&6% u%%m.fbé@

Honey bee (oral &%h) e
&

v M-528139-&8-1

o, © L
Hon@%ee (co%tact@h %50 & 20&@¥g p@d./b%g ©
Ry Vel o,

JAU 6476-desthio
@ N 9 5N O N 8.3.1g:1/03
Honey bee z®0@0t«§h) @)50 @12@% Pg@e § KUA 8.3.1.1.2/03
. ﬁ 2015)
Bixafen + Honey b@ (oral 48 h) L >§7.6 pgprod.tbee (
Prothioconazole Y &2 @@ N K@g @ M-310508-01-1
&P 10.3.1.1.1/01
EC 225 :@ DO

P 10.3.1.1.2/01

i S KCA 8.3 7.2/02
o @ o)
Prothioconazole Honey bee (contact 48 h) LDsy >200 png bcc @ M- Os_éﬁfl é
Honey bee (oral 48 h) 0 >71 ng &s./bee QO KCARB.3. @1i/0 1@
S R o & | reass®ioa
07 @ @ 2 %
bl e ) [y it il
O L@ X & @ o] kcAssL1204
v - 2016)"

&
Bold values used in risk asseggment Q S @ o AN ©
a.s.: active substance; p.m.spure &tabolit@prod@odu QD v $ @y\’
S O ¥ .90 & )
S VS e &> O O O
Table CP 10.3.1- 2: @ Cri%cal en@ntﬁ@r protﬁ)co@le B @ronig\ toxicit@to adult bees
m °,
Test substarce N\ Test species &\ V Engpint o > Reference
@V O © - 50 O > mg@ys./kg
Prothio%nazole K9 I:l?rg(;)?i/ bee I;iabora;ngo© LDD§ @;3-8 us./bee/ day 1\58%%2)115-)1
480 S adul NQEC 100 mg'as/kg KCA 8.3.1.2/01
@) ©) A EDBR,~ 3.8 fig a.s./bee/day
a.s.: active substanc@ &\ é\a . e ¢§ & AN
A
S & 5w o
Table CP 10.3.} 3: (@‘iticﬁndp(ﬁn@; fo@roth' nazd}@'—@ toxicity to bee brood
Test subtance O Tes¢ Species. . %,  Endpoint Reference
% RN ’%f’ % %% adverse effects on brood
© @ @ Y . . &
Prof@onazole ‘N Bee t%od{eeding{e@ @ deyelop ment, mqrtahty and (2014)
Q > .| ehaviour after feeding honey bee
%, SC480 .  SOomep et al® : M-478670-01-1
N @@ @\ Q § colon(;e:;ugar jl}:rup at KCA 83.1.3/01
. . N 47 gas./L. e
&@ DG N Q No adverse effects on brood
§ N % @ development, mortality, foraging - (2015)
Prothi% az%a Spini-figld broo@study activity, behaviour, colony
< . M-532419-01-1
250 @ CD 75) condition and strength after KCA 8.3.1.3/02
%, @@ A\ AN application of 187.5 g a.s./ha onto o
& @ @g N flowering Phacelia tanacetifolia.
a.s@%tiv@ostance

&
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Risk assessment for bees .
The risk assessment for bees is based on the maximum single application rate of prothloco@ole o

187.5 g a.s./ha and 1.25 L Bixafen + Prothioconazole EC 225/ha in cereals. ®\ §

O
Hazard Quotients @’Q S @
The risk assessment is based on Hazard Quotient approach (Qu) by calcu%tmg the rat@et ‘&n the»
application rate (expressed in g a.s./ha or in g total subs@ce/ha) and @ laborator&&ntaéwnd (@%1”
A @ @
LDso (expressed in pg a.s./bee or in pg total substance/b3®). Q @ § s g
5 © > Q& W0
Qu values can be calculated using data from the ses perform@% with the QQV©e sugstance@ld ith
the formulation. Qu values higher than 50 1ndlca@e need of higher t tl@d act ie xt@clarlﬁ_@the Q@aal
risk to honey bees. o w\? s %,
3 @@ S &
e & Ls e o Sl & Y
max. aphl.rate @ [g a¥/ha o@totals stapce/ha] © @7 @§
L S [ugas./b Gtal b@
g%ﬁora& [ua&a e%)r pg§ subs@inc ge] “ §
Hazard Quotient, contact: Que X ap @ate Q[ga %a or @mal @taﬂc ] @ ©
Q %contact [ug‘s J/bee @g t@ubse/b%? O\W\a
L R
Table CP 10.3.1- 4: Hazalﬂﬁm ents for-bees — oral ex oﬁlre @ 9 ©
A4 ot e iy 7 o

Hazard Quotient, oral:

Qo =

’%

1@

% [ n Capyr
Test substance "\ gop 2 {JD e:‘i\ & &"fz;:%}ate&aﬁa?::mwm Trigger
Bixafen + Prothioconagole SR NN ~
o ‘@9 %er@ s 13954 & | & <58 50
Prothioconazole @ Q Gege s Y 051, q @) 187@& @@ <1.8 50
JAU 6476-desthid &y | Cereals, | 10655 | 7 18T5® = <18 50

A Based on a p@iuct @mty&@i .004 é%nL and 1. 25@ prod@ﬁha Q @
B The hazar@ﬁuotlent or the metab@te J/& 647 sthiofyas c%@culate %ﬁh the application rate of the parent

compo@ prothlocona@te sen a wors cas% @ @\

The hazard quotlen@\for (XQ\I ex@ure a %)elegy the %g.hdate&trlgger value for higher tier testing (i.e.
w5 &2 Vs

Ny SO @
Table CP 103@ 5: © Ha@d quﬁe{%nts @bees&z\onta@ exposure

) @ @ LBgo, conta?&g Application rate | Hazard quotient .
Test s@ance . © rop o/b @ [e/ha] Quic Trigger
gg’gg * Prothiocen Z"le{% Cerchls >@ 1255 A <623 50
c
Prothioconazol@)® {Cereal @ & 200 187.5 <0.9 50
JAU 6476-desthio =) I Ceredls |, > 100 187.5 B <19 50

A Based o&%od enm@%f 1.804 g/miiand 1.25 L product/ha

B The haz t for §he metabolite JAU 6476-desthio was calculated with the application rate of the parent
com;g% Stid p&@noco%zole ~@spresenting a worst-case

T %aza uotle@js fo@ontact exposure are below the validated trigger value for higher tier testing

(1 . Qu§ 50).
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Further considerations for the risk assessment .

In addition to acute laboratory studies with adult honey bees, prothioconazole was further subj c@ to @©
topical acute bumble bee testing (i S.; 2015; M-521802-01-1, KCA 8.3.1.1.2/04). Thz study
resulted in an LDso of > 100 pg a.s./bumble bee and did not reveal sensitivity d@ences betwén ho oxggy

bee and bumble bee foragers. @ s <

N
S &£ .o
Moreover, prothioconazole was further subjected to chr@c laborator@stmg w1th\&%ult hogey b
& > @ @

{ ,S.;2015; M-528888-01-1, KCA 8.3.1.2/01). ¢ L w &
This chronlc study was designed as a limit test by ex %mg adult h%l@y bees for &pons@we@s t&©
a nominal concentration of 100 mg prothloconazol feedlng sofution, The a@@ual te{t was c@mduc{@

by using the formulated product ProthloconaZOI@ 480. Afterexposirg one for ten égnseciidive
days exclusively to sugar solution contalmngQ‘othm@nazo@,@he @day s ( al Q%cen@on)
was determined to be > 100 mg prothiocon&2ole/k& whi on ’@ 0a (Leth D1etary
Dose) of > 3.8 ug a.s./bee/day. The respecta‘% (N(@)bser@d E fect C entra@)n) r@ﬁty

was determined to be 100 mg prothlochqﬁﬁzolQ%Fg, v&mch c@espo& tQ t@ N@DD (No O@Ved

Effect Dietary Dose) of > 3.8 pg a.s. //da& ég @ @ @
s 9

In order to reveal whether prothig@bnaz, le p a rlsbto i@;@ture@neyéé’e lify age&% bee brood

feeding study (-, S.;@ﬁ ()g 47867 A 883:1.3/49) has been conducted

by following the provisionssuethod of . (OEPP/EPPO
an@ gst Sther parame@ to 4 u

Bulletin 22:613-616 (199@ Wh@} req se faymulated products
d fo@h?gh v%lum% ule.. he honey bee brood

only... products are fed tt.a co entration re

feeding test is a worsfxcase s %mn@est b@f @g the\ ney es Qgectly @w hive with a treated
sugar solution whi gontams t §est s tanc§ cen atlon t@lcall}g\present in the spray tank
(and as such at a § hl@ cone@ ativg an@y 1uv%(§1gat$@g the dgvel @@em of eggs, young and old
larvae by emplé@ng c@ﬁal ph%to 11%g1ng@ehnol&gy

This partlcu@’ ® conddctedwith @Qroth@ S@ 480. The administration of
prothioconégole at a concentrat i0f0f 0 % @ hon@bee lonia feeding of 1 litre spiked sucrose
solutio@ neither resﬁ%ed ifadvergeeffects on d d%%lop@nt worker or pupal mortality, nor in
behaviotral abnomf%?‘ues «as” compare @ the\control Regarding brood development, the brood
termination rates e test itepMreatment W@ ovetyll on a low level with 16.0, 12.4 and 3.6% for
eggs, young larva@ an lackae, ra@%&ctw&y w@h wege not statistically significant different to the
control with Kéood @nmati@n ra{:@of 1@ 109 and @217% for eggs, young larvae and old larvae,

respectivel% the end o b@d ob@atm@erl@

)

In order@ o clarify he r%uo&mazolg@ses@ risk to honey bee brood and colony development in
parti¢ular as well as.on h be@’ n g ral@der realistic worst-case conditions, a higher tier semi-
ﬁe%honey bee brood s@dy é@cor g 0 @ provisions of the OECD Guidance Document 75) was
conducted uni ’ for ed @@osur@ondmons using the formulation Prothioconazole EC 250,

by applicat' of 1*85 /ha under @hnel conditions to the full flowering and highly bee attractive
surrogateop P@ceh nac@foha (] , R.; 2015; M-532419-01-1, KCA 8.3.1.3/02).

The studyrinc ee tr ent groups: Control (tap water), Test item (187.5 g a.s./ha and Reference
item @00 @1 )@ b/lia) with all applications being carried out with a spray volume of 400 L
waier/ha. é@r all treat &@groups four replicates (tunnels) were set up. The application of all treatments
was ¢ cted during daily bee flight activity at the time of full flowering of the crop. Thereafter, the
bees were kept for 7 days within the tunnels (confined exposure phase) and were then relocated out of
the tunnels and transferred to a monitoring site without flowering crops and intensive agricultural area
for further monitoring (day 8 to day 26 after treatment). Daily, throughout the confined exposure phase,
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mortality of worker bees, larvae and pupae was assessed along with assessments of foraging activity
and behaviour. Daily mortality assessments were continued along with behaviour around the hive g
the post-exposure observation period (day 8 to day 26 after treatment). Colony assessments (foog tores§
p p p y y y
brood areas, colony strength) were made before confinement, after confinemgfy’and at the § @5:
study. Detailed brood assessments (brood termination rate, brood index and bfood compensa%on &
by employing digital photo imaging technology, investigating the fate oﬁ%lore than 2(@ @ually@
marked cells was performed on 5 occasions throughout@ study, cmé?fng an entl&\brooﬂ\cycle@f
honey bees.
The application of prothioconazole at the rate of 18¢.5 g a.s. /ha er tunnel g @dm@ @ fu@&é
flowering and highly bee attractive surrogate cro -\\f‘ hacelia tan@etz %%za dld@ot cquse an@adve
effects on mortality, flight intensity, brood deV e 6%, begod i
2.7, compensation index: 3.8 in test item conggared t@)the c@ol \i@}h br&@’ te atl@é&r’ate 6%,
brood index: 3.5, compensation index: 4.0), &wel] & on @1@0 «Q‘ d candition. Neither brood
termination rate nor brood or compensai%n indox we@ s1g1f@ca ly dlf nt ifCthe @j ite@as
compared to the control, indicating tha@ﬁesem\gﬁwe&perfo@d C(Ql arab@ to cor?logol, in@ding
compensations of previous brood los K\ w\g \ @3\9 @ & Q
o NS \@' S & & o

All in all, it can be concluded fert&h ute and chropic lﬁﬁtow &dle ad@on@fﬁees as well
as from the bee brood feeding giudy “ dO anc@oc@nt g\) investigating
side-effects on immature hongy bee Tite stagfs that prothi%con&?@le is @&f low@genera@nrmsw toxicity
to honey bees. % & @ @ © @ N

~ I N

. D @ © -

Synopsis 7, Q o B (& @
Prothioconazole is §OW acﬁ%e t&?mt@honeﬁee@lth @Dso (OI@ and ‘&)ntact) above the highest
tested dose levels; & @@
The calculated @uotle&s fomgrothl@@nazoﬁlg are b%w validated trigger value which would
indicate the I@d fi re&@d r1sl®asse§‘sment@1o a §is on honey bee mortality are to be
expected attthe maximum enV1%%c@103tl®rate @‘ns clus@ is confirmed by the results of the
bee broggifeeding stu uC_) as e results he b%@bro@xserm -field study, which covered the
maximu apphcatm% ate ‘@i 79 gas,
The acute labora@ stud congducted’ leth bj@ﬁble @es %Vealed no sensitivity differences between
honey bee and bfthble ers. @ \% IS
It can be concluded from tk@acut Ghd cHednic 1@0rat0@7 studies in adult honey bees as well as from
the bee broodfeeding st od semi-field study (OECD 75), investigating
side-effe %on immah@ hon sta&s thgt?%prothioconazole is of low general intrinsic toxicity
to hone@es. N < ©\
Regatding potential.side cox@le on immature honey bee life stages, the conducted
bee brood feeding study 199 )@ound no statistically significant differences between test
item and cont@@in ood gﬁnqi@ rate§df eggs, young and old larvae at 0.47 g a.s./L. Overall the
study revealedno adycrsegtfects on the @irvival of adult bees and pupae and bee behaviour. Thus, when
consideri% the s@’%erit@ the@posure situation in this worst-case screening test in combination with
the abs&qee o \3 ect on th erall development of bee brood, it can be concluded even on the basis of
this \&?&st c (g ng %udy that the use of prothioconazole does not pose an unacceptable risk for
a bees 1 maﬁ@e honey bee life stages and honey bee colonies.
In ord clarlfy whether the conclusions on the basis of lower tiered honey bee studies are correct,
prothioconazole was subjected to confined semi-field testing (according to the provisions of OECD
Guidance Document No. 75), by applying the rate of 187.5 g a.s./ha to full-flowering Phacelia during
honey bees actively foraging on the crop. This study design is from an apidological and apicultural point

N
cts & pro
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of view more realistic than an in-hive feeding of the test compound via a treated sugar solution, which
contains the test substance at a concentration typically present in the spray tank (and as such at @%‘ry o
high concentration). The results of this higher tier semi-field study confirmed the conclusiog mad§
above on the basis of the outcome of the lower-tiered studies, as no adverse digggt or delayed cctsigp
mortality of worker bees or pupae, foraging activity, behaviour, colony strengtfand colony devel fhent
as well as the development of bee brood were observed, even under aggravated farged e@surc@

conditions and by digitally following-up in a very detalled@anner the fa‘@%f 1nd1V1duq{gl§ maﬂ@ r(@

cells (digital photographic assessment) from egg stage ubdil emergenCQ@ @@ § v\g

% L O
Conclusion & @ Q @© @q}
Overall, it can be concluded that prothloconaZO@hen apphe%m cer@%fs at t@ um@pphc@%n
rate of 187.5 g a.s./ha, as foreseen for the use ixafen + %aZOI@C , oe&not pOse an

unacceptable risk to honey bees and honey b&® colo@es @ & b@

%@’ @ég@’@

7
CP 10.3.1.1 Acute toxicity t(ébees N @} &6 ©&% \© é\a N ©§
o v
CP103.1.1.1  Acute oral to@ty Sheesd O @% o & &
NN @ N %

O NN

Q O S
Report: KCP 103.1.1 z@@m 8 0@@ @ «
Title: Effec?@f bix&fen +prothioco Z016£EC 22 ) G ( ac cof@act and oral) on

hone bee&(ﬁpw §@ 1fer¢L .) in the 1abor§:tory N
<&

('D

Report No.: 8991103590 \ %,
Document No.: M 510 8-01- l § @ % ™ $ §
Guideline(s): % GL (§m @study@ase @OEB @d 214,(1998)
Guideline deviation N not specifi §a @ Q AN
GLP/GEP: @ @

> NN é@ @

O & N
Objective: O ©© S & K@j %& S § %
The purpose of tHi stully wag, to g‘erm'ﬁg@the @u‘ce c@naat\%nd oral toxicity of bixafen +
prothioconazole EC 225¢75+]30) G @1 e hotiey @e (A.p lef%c@: ). Mortality of the bees was used
as the t@& endpoint. @ubletha) effec L@inas changes fw b ha@)ur were also assessed.
" > & 9 o Ry
& @ & éx
Material and mgthods:
Test item: Bixafen + ]@hmo@aam]@c ?(75+ alyzed a.s. contents: Bixafen (BYF 00587):
7.52% wiw,5.50 ¢lb., p oc rP&zole &76) @1 .8% w/w, 148.6 g/L; Batch No. ECE2101898,;
TOX1049%00 Specifica 9; D@asny 1.004 g/mL (20 °C).
Referer@tem Dlm,et‘F@ate 9 g/@(an@lca

Und&r laboratory condlt ‘%é)xmelhj@’a 5 orker bees were exposed for 72 hours to a single dose
0f 200.0 pg proghtet per bee tion (contact limit test, 5 pL droplet on the dorsal thorax)
and 50 woi@ees &?re sedfor 48 hotrs to a single dose of 217.6 pg product per bee by feeding
(oral limit valyg baseghon the actuadintake of the test item, 50% w/v sucrose solution).
¢ o © &

Findings: > & O
Validity cri@ria: § N
Aﬁ@vahd& criteria were@et as presented in the table below:
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Table CP 10.3.1.1.1- 1: Validity criteria

Validity criteria Recommended Obtained &7 f©
Control Mortality <10% 0% & &
LDso of Reference Item Contact test (24 h): ©<>Contact test @/‘fl) @
0.10-0.30 uga.s./bee | @y  0.19 pg a%%/bee
Oral test (24 h): Oral te€t¥24 h@\ 2
0.10-0.35 pg a.s./bee, ] 0.14 9 a.s./Kee
NES
- ¢ @ &S L6 @
Biological results: ©Q @ S é\g &
Contact Test: o S VR O X

Enduring behavioural abnormalities during the 4%@ assessment%d to@rolor@tlon ¢ the co%act @@%

for further 24 hours up to 72 hours in order to de ossible I%xons t@ffe %}tes‘[ 1‘5&% algh
this is strictly seen not a guideline requiremént. As orta@@ wai%ot i Ys ea51 etween 48 and 72
hours a late-onset effect on the test item coul de i v @ <\ < o
During the 4 hours assessment 40 out e SQ@%st item t@te bees sho@ed moving @im
problems. A few bees were found t@be a\ﬁ%cterm& ; 48 md 7@1’10uns§gasse ents,
respectively. Beside this, some bees i) #2 3§§Nhe %@phc@s sh%ved an@musq@p @‘ of the wings
during the assessments. @ @Q S

At the end of the contact toxicit ‘&t (72@hour @fter 11cat§) théré was®.0% rtah@s in the 200.0
ng product/bee treatment gro%éNo @%i‘tahty ccul@d 1n£ con@@l grou(w@r + % Adhisit).

%
Oral Test: @ @ y\]@
In the oral toxicity test, t% m nomlr§§es @el 0 af + prot“'ﬁmcor@le EC 225 (75+150)
G (i.e. 200 pg %duct/@ c@‘resp nded a \actua@ mt of ,217.6 pg product/bee.
No mortality occu@ in @e 217 ng pfo uct/ e tre & ent@roup an 1n®he control group (50% w/v

sucrose solution =300 @lcro@i tap %ﬁte% spe&@vely@ur h@s afi€r application 6 out of 50 bees
were apathet moribund & affeered Qi? 6 Bg pro@t/bee%[reatment group. No further
behavioural abnornfgtities*were %served untlL tl%) enq@@ the deal t%@lty test.

9 <)

%
Q& @ \
Table éﬁﬁo 3.1.1.1-2: @oxm@o H0§ B@,ﬂabo@mry tosts o
Test Item \0*) ’ Q ° Blg@en +@§)th1gconazole EC 225 (75 +150) G
Test Species @@ R @5/ o N AL dpis mellifera

@ O Y . O Otonta® g oral
Exposure Q (@) @Q (sg\]}tlon ﬁpAdh@t (0. %)/water) (50% w/v sucrose solution)

Applicatiafndose > @ @@
0. 0 217.6
[ug prodfiét/bec] 2 & <
LDs [ug product/beel’ S 20‘6@ >217.6
S S IR A
T ey €8
Conclusion: <

@ S
The toxicity oiglxaf m+@ioc8@zole@ 225 (75+150) G was tested in both, an acute contact and
an acute or: x1 test @u’honey ee@@
The cont@ @’\‘ @ h) wa¥ > 200°0 pg product/bee.
The oré@Ds {8 h) %as >@9 .6 ug product/bee.

%

& @@@’§
&
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CP10.3.1.1.2 Acute contact toxicity to bees

Report: kcp 10.3.1.1.2/01 || . 2015 M-510508-01-1 @
Title: Effects of bixafen + prothioconazole EC 225 (75+150) G (gsitte contact a&&ral (@
honey bees (Apis mellifera L.) in the laboratory Q@ N
Report No.: 89711035 N S < %
Document No.: M-510508-01-1 % S P
Guideline(s): GLP compliant study based on OE@ZB and 2 1@998) @\z}g \\ @Q @
Guideline deviation(s): not specified @Q @ § é\g ©&
GLP/GEP: yes %@x Q& R Q @@ @q}
Please refer to CP 10.3.1.1.1. o N
. AN
5 ***@ A
S &
%, @) @
® @ K

Additionally, an acute contact toxicity {ﬁdy WQNonQ%ted @y bu
corresponding summary is provided DQQMG%%CA@%%%Q&@ 8.3,
521802-01-1, KCA 8.3.1.1.2/04). &© & .0 X »

?
/
¢

CP10.3.1.2 Chmm%@xlc@qo bets o P 9

@
A 10 day chronic oral tox1c1ty st@.y @ond@wd with Prothioc e.§ 48(}5@the corresponding
summary is provided i m ent M S on &3.1. 2_@%, 5,@}528888 -01-1, KCA
8.3.1.2/01). @ D O «
% @ S QA \
@ % @) AN

CP10.3.1.3 @ff@&s 0 ne&ee@evel@en&nd ﬁler{@ley bee life stages
A honey bee@ Z@mg udy éor I@to tl:@ met@d of @men eFal. 1998 (- -

B 2014 M-428670%01-1 KCA83.1.3/01 Jsen cm@uct ith Prothioconazole SC 480 and
is 1ncludeQ@f)E1 DocumentMCARSecti 3.1, ©
A sem&@ld honey b& roc@study%ic ding t&EC&S) (i R.; 2015; M-532419-01-1, KCA

8.3.1.3/02) has bee@\ondx@ted \@h the@rothu\gj%nazgle EC&%O and is included in Document MCA,

Section 8.3.1.3. &Y x> O S

TRLSF s &
CP10312© %b h?f S
ubdpthateffectsy &

There is @ articular s@@dy d@n / t@ gu %me J\%?ssess “sub-lethal effects” in honey bees. However,
in each | oratory s as %el asiq any fig eg tfer study, sub-lethal effects, if occurring, are described

and&%or‘ced @ @\
) Q@ &
CP 10.3.1. & e@age@@d tunnel @s%

Based oe ﬁn@’gs p@@en‘t@bove,@ study with formulated product is not required.
Q

S
CP $0 3.1 @ @ 1e§%sts with honeybees

Based g C@e findings presented above, a study with 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 have been performed with Bixafen + Prothioconazole E@ZS

on the species Aphidius rhopalosiphi, Typhlodromus pyri, Coccinella septempugtata and Chr@perlc@’
carnea.
& &8
Table CP 10.3.2-1:  Bixafen + Prothioconazole EC 225: Ecotoxicological exggpomts for a@op%@ &)
other than bees © Y N X
Test species, Tested Formulation, study EWoxicologic ndpoint @@ NS y\g@ 4
Dossier-file-No. type, exposure Q) 2y QQ S Q
Reference 4 ($ . ) (@g© @qz}
Aphidius rhopalosiphi BIX + PTZ EC 225 LRs0 98.1 mL'pr Q @ - @}
M-489147-01-1 Laboratory, glass plate @ *{(OIT. M@;’tali] %, A
Rep.No: 14 10 48 039 A 50.4 mL proditha @° N w184 Q S R
h, 2014 94mLpoha, 4 & @ fUS000 o A
KCP 10.3.2.1/01 159 mL grod/hay” | @ Q &é o & ¢
WmEprod i LS B 0 S
504@bprod/ia @ K . S100 S A 8
Typhlodromus pyri BIX + PTZ& 258 &L 4020 prodfha
M-489138-01-1 Laboratery, glasgiplates, RN @ M@ ity § %@2
Rep.No: 14 1048 040 A @ 2 proﬁ >y § Q ot0 N
2014 @ 71.5aL pro & @ Q& (& 0,0 o
KCP 10.3.2.1/02 & 17%mL @d ha O & @ 7.1 o
@27 mL@yod./ & Q S L 192 %
o Q02 mg)m 1.4
Aphidius rhopalosiphi “BIX TZ EC 225 _@fL 85 16 mL pl%&i /ha%m >3750 mL prod./ha
M-282592-02-1 X exp@ure @ on Repellency rel.
Rep.No: 31204002 @Q pot ed y plais N rtal % @ Repr‘%ductlon [%] to control [%]
, 2007 S 1% rod./ha ) (%% 454 3B
KCP 10322/01@ \ 139 pradvha 19 2.1
@ ©© @ /ha% 6.7 § 29.7 420
AES 12 mL od./héD 13.4 5.5
%750 md proddha éﬁ 3 @2}’ 31.9 25.4
Typhzodg}ms pyri QGBI %Tz§1@7 225 Q> LR%@@H% prod./ha; ERsp >1000 mL prod./ha
M-280528-01-1 . Ex ded Lab., exposurg 6n
ep.No: 31205062@ d&ach ean l@ves w\j\ 5<Qorr M&Tahty [%]  Effect on Reproduction [%]
| 2006 @? A ok prodfha P 38 354
KCP 10.3.2.2/02 NN @nL prod./ha @ Q2.3 359
@ ©© < 1\0 mL $od. /ha ®i75 31.3
Q §© rod @ 87.7 n.a.
% QOOQ@%L pgog@h @ 98.2 n.a.
Coccin . 9|B PTZ EC 22@ LRso 3391 mL prod./ha; no effect on reproduction
septempunctata tend %ab @)OSWC@I Fertile
M-287283-01-1 *v ean@aves@ Corr. Mortality [%] Eggs/Female/Day
Rep.No: 31206012 @ontro & - 29.4
, 2007 d./ha -10.3¢ 24.7
KCP 10 3. 2@ ‘2”\122 ml, prod./ha 6.9 14.2
o D) 2 1250 prod./ha 0 17
@ @Q ¢ V2165 mL prod./ha 27.6 233
& (§ AN & 3750 mL prod./ha 55.2 n.a.
O @ 2,
& & T
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4

Test species, Tested Formulation, study | Ecotoxicological Endpoint
Dossier-file-No. type, exposure éf e
Reference . q
Chrysoperla carnea BIX +PTZ EC 225 LRso > 3750 mL prod./ha; l@effect on repr@ction%;
M-290530-01-1 Extended Lab., exposure on QS @ @
Rep.No: 31207047 detached bean leaves Corr. Mortality [%] Eg@’/Female/Daé%atc r% [%]
_, 2007 Control - A 1By G &.5 %
KCP 10.3.2.2/04 46.3 mL prod./ha @ 114 o 27.1 o o\@SS.%
139 mL prod./ha © 23 o 178 N S
417 mL prod./ha 68 Q 7y &7 d
1250 mL prod./ha 45 &© Q' Q24
3750 mL prod./ha 09 . & 19 <& 768D
Typhlodromus pyri BIX + PTZ EC 225 7 N L@ R o @
M-307529-01-1 Aged residues on bean plants | 3 AN Gog 6\ Y &
Rep.No: 38631060 (2™ trial), 3 x 1250 P S S >
_, 2008 prod./ha, interval 14 % Cor@%og@y [%dy Effé& on Reproduetion [%]
KCP 10.3.2.3/01 residues aged for@%i: . v \@ 39 Q> O318 @§
residues aged for7 d: \\ 322 &% O« 277 §
residues aged @r 14 & v, 2120 O S g &
Typhlodromus pyri BIX + PT 228 << @ § 7 @
M-534076-01-1 Aged resiflues on@pple " RN S @Q w\?@
Rep.No. CW14/017 leaves, 1256;mL S ., O O @?ffec%%m
2015 prod.@a, intékval 14 &7 S M@tality@s] (& @md ction [%]
KCP 10.3.2.3/02 residues agett for Qg S 0@t o 54
re%ues,%ged for@ d: S5 Q 60 SN L9 o132
Aphidius rhopalosiphi BIX + PYZ E@% g NS S %
M-512453-01-1 Agedesidyes spra@§po Wt & . % %@
Rep.No. CW14/018 é\ﬂ 0 ize plants 2 x T250 @ '~ CorrQ &,  Effecton Repellency rel.
,2015 @ rod./h @te4 d & @%rtal' [%] O Repr%duction [%] to control [%]
KCP 10.3.2.3/03 S §esidu%@ged@ 0 % , ») ¢ 3-3 & @ 15.0 -10.68
S residiies aged for 144 .S O 330 8 o704 -13.57

@tes a@igher @rod,@%@én rate,in th@eatm@than in the control.
e

A: A negative @e in
B: A negative value inf@rcates’ahigh

percenta of\\g@sps Gind on@ant@\i?he treatment than in the control.
C:A negagiv@value indica;@ a highet moypgatity ra@m the ntro@]@nan indfle treatment.
n.a.: not@agsessed QNS N A
' K o O O
S S s O s 8

0 v

N
Risk assessmen@ﬁr other n@arg%?argh@@jod © Q@
The risk asseggment “Q p@?\%m}e@accc@ing t@Guidanrce Document on Terrestrial Ecotoxicology
(SANCO/I(T@9/20@) an®to @Gu@nce @)cun@t on regulatory testing and risk assessment

ith ?@n—tt arthropods (ESCORT 2, Candolfi et al. 20007).

proceduresfor plant protectior@du@%w
é% 2 Q N

o N\
N Q
Q A\ N N
%o > O S
Tiekd risk assessnv\lént § ~ R §
The product B>+ PTZ ECRQ25 %@ppli@a‘[ max. 2 X 1.25 L prod./ha in cereals (worst case use).
In addition, WCI’\ 1%;3 of, 1.0, pro&/h is also intended (see Table CP 10-1).
Y O & 9
& &S
% § SN
$ @b s
cL T

2 _ Guidance document on regulatory testing and risk assessment procedures for plant protection products with
non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Table CP 10.3.2-2:  Tier 1 in-field risk assessment for non-target arthropods : [\@
(X
Crop Species Appl. rate MAF LRso HQ rlgge@
[mL prod./ha] [mL prod./h %) AL
Cereals T. pyri 1250 1.7 98.1 @p 21.7 Q@
A. rhopalosiphi 1250 1.7 > 402 <SR | 2
Cereals T. pyri 1000 1.7 98] ) 1729 |9 2.7
A. rhopalosiphi 1000 W7 > 402 x4.2 g&'
SRS
R

The calculated HQ values for Aphidius rhopalosiphi @d 7 yphlodro@%s pyri for t@§in fiefd scerario g,
above the trigger of concern (2) for both use rate%@I .25 L prod./ha and;?2 x 1§L pro¥ /ha) g)ghc

@

the need for a refined risk assessment for the in- scenarlo@uch &@%res%,t l%gow @@
2 v
Table CP 10.3.2-3:  Tier 1 off-field risk asse@men\tﬂ@)r n(@- ar%@rth@ds @’ g ((@% %
Crop Species Appl. rate @ Dgﬂ(t WQF C&'rectm& @\ﬁso HO> &er
[mL prod./ha); S Yl » < Yactoe) | [md, pro 1IES
Cereals | L1 1250 OF L& 2384 10 19, [ 984 @%.52 ~ 2
A. rhopalosiphi 1250, 9 7| B¢ | 238 ] 14, 0 O =32 Fg<0.®| 2
Coreals | LY 100Q) 17 [ 238 [3l0 | 10 o 981 7| adr 2
A. rhopalosiphi 1900 « P1.7 §2.38 \10 D 10\& O>400 [<0.10 2

@ N ‘O o o
The calculated HQ values _for Ap@'d @pal@hz afd 7 yph%dr@s pygf?or tleg off-field scenario
are below the trigger of ceglcen%for bothase r@ 1nd<$gat1ng@m accepiable ] sk fo@on target arthropods
in off-field habitats. -, &) ¢ O @

% QA D
S Fe S50
R SO O G
Tier 2 in- ﬁeldl@ asgessmenit N \ &\ NI @
Potential exp @ o O q& S S

The exposure scena@é is b%sed %the intendechusSe pa§m as Ven@@l"able CP 10-1.
The pro BIX + P @ N od./ha (worst case use) in cereals.
In addifion, a lower r@e of, 2@1 0 d@ha is, al@) 1nteMed @
QS

The following e@%lon%as u to ula@@e 1n @eld @Cs for the tier 2 risk assessment. The risk
is considered @cepta@ e&?cts ap < 5(@ @
N SN b
PEC in-fielq: Application rate Mﬁ@ @
& 4 S o
o _gphcﬂ& S 1@ L @mctﬂa@ (1.0 L prod./ha)
S MAF (multlple 1108@11 faciot F) = é‘f\ (leaf default, 2 applications; ESCORT 2)

Table CP 1(‘)/@%- 4: %ﬁxg@e cmﬁatl@fQM in-field assessment

Crog7n0 @ppl Q" | &-Appl.rate MAF | in-field PECmax.

N {mL prod./ha] [mL prod./ha]
S Ce@@@ N 1250 1.7 2125
S @}%alg 1000 1.7 1700

&
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In-field risk assessment

&

Table CP 10.3.2- 5: In-field risk assessment based on extended laboratory studies & §
Q)
Test species in-field PECmax LRso, ext; ERs0, EXT Reﬁ;§assessment réquire
P [mL prod./ha] [mL prod./ha] if effects > Sﬁ%) <
Cereals, 2 x 1250 mL prod./ha, 14 d interval\ @Q X ¢
A. rhopalosiphi BAS85 N No - ° &
T. pyri %OO ) @ es @ @
2125 @ <
C. septempunctata . 3391 A Noy & D
C. carnea @ >2165 & Q NoX O N
Cereals, 2 x 1000 miyprod./ha, 14 dintepfal O o &
A. rhopalosiphi W 3485  ° Oy Now ”
T. pyri 1700 S @@ > IQ(‘)@} & v {Q\V Yes>
C. septempunctata R B O 1y T N o -
C. carnea S [T >9165 N RNo & @
5> Q NS
N > @& N S |
The tier 2 in-field risk assessment forH. r@iﬁwlosz , C@rne d C@}épte@& tgip indicates that
: W ..
no unacceptable adverse effects areQOQDe expectedhn the fiv-ti &eies with a similar

eldarca f@nhr ds
sensitivity as these species. The fisk asggssmety for Bpyri @dicatéthat @itial &

area cannot be excluded. The@re, Qﬁher re@nem& is &ded T. pyri. N
S T GNP SR
Refined in-field risk assessment O N @ . & @ '
Since the tier 2 risk asses%enttggsed on'the n e@“&bo@ry tu%il fo&lyphk@omus pyri indicated,
that initial effects on@n—ta@ arﬂg(?pods with ildnsensitfyity like 7 y;ihéo romus pyri cannot be
excluded, two age sidt@ studi@ ernduc@d withy ypl@dromp@ pyri in order to demonstrate the
) o - %, Q Y
potential for rec S @}

: N Y @ o8
In the first st d@con@ed @/m 08, M-307529-0143, KCP0.3.2.3/01), bean plants were
treated 3 timegvith@c 5 Isproduct/ha witha spréy intefyal of @ da&s@Already in the first bioassay that

was started@n the day of the last appli ion,@e effects on@nortality (corrected mortality: 39.8%) and

reprody@@%n (effect O@err ctiort~31.8%, wer@elow&g e }r@er value of 50%. These results were
confirmed by the @md &%rr. rtali‘r@@ﬂ.%%; efi&ct on seproduction: 27.7%) and third bioassay
(corr. mortality: 289%, teprod onzgég%t assé@sed). ©

A second a r %\e ﬁy @@ith °®phl 6”? omys°pyri was  conducted by - (2015,
M—534076—, KE@10.3-23/0290n t@d apple segdlings which were sprayed 2 times with 1.25 L
prod./ha at% 14 days intefval. I@‘le \%\1@ the ults§ the first study (M-307529-01-1), already in the
first bio@y that was @@arte@ the @Ay o@ae lags\i%’pplication no mortality occurred and no reduction
in reproductive suc@ wa%detec%jd. Th@@ resi@ were confirmed by the second bioassay that started
14 dayslater. v &7 (T Q §

The results of @1@ two aged&r@idu@tudieg indicate that under more realistic exposure conditions,
no adverse @cts zg% ape¥o b@é?pecte@from the use of the product according to the intended use
pattern in c€reals @icat' an &cﬁcept@risk for non-target arthropods in the in-field habitat.

The resu@of t]@@we a@i@:e studies for Typhlodromus pyri are fully in line with the results of the
aged g@ue @mdy%r Ap#elius rhopalosiphi (-, 2015, M-512453-01-1, KCP 10.3.2.3/03) which
indigted al@@ no r@agﬁo\ﬁ’verse effects after an application of 2 x 1.25 L prod/ha at a 14 days interval.

$

&
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Overall conclusion: .

Considering the results of laboratory, extended laboratory and aged residue studies, it can be con@ed @©

that the application of the product BIX + PTZ EC 225 according to the intended use pattern i@@erealg@ﬁ
@

will not pose unacceptable effects to non-target arthropods in the in-field or offfield habitat, @)
@ - N
3 O & °
CP 10.3.2.1 Standard laboratory testing fm;éﬁm-target ropods @%}”\ N @@ -
R v s

Q
Report: KCP 10.3.2.1/01 014; M489847-01-1 ©° R O &

Title: Effects of prothioconazole +pxafen EC 225 gL (189> 758L) ondhe paras@ic &
wasp Aphidius rhopalosi ESTEFA]}%,PEROE@ in a laborat rggjtest —@ate-@@
Response-Test (LR50) &% &° N %\ %@’ 6 o\%

Report No.: 1410480394 o @ & A @ o

Document No.: M-489147-01-1 v @Q Q@ (& é @ &’

Guidelne(s); BN Y @

Guideline deviation(s): none @} \\ @} & & N éﬁ %, §

GLP/GEP: yes Q A5 NN )y é\ﬁ < S

Objective: © N

O .
The purpose of this study was@ dgtm@ine @@‘a‘[e- ?m@%la@ﬁship@@r m@%ity@f\the parasitic
wasp Aphidius rhopalosiphi@ESTE%ANQI@EREZ) ina ﬁbor&t@’y testh Wasps were@xposed to dried
spray residues of differen@)applié*ﬁon s ofahie tesCitem applie@n %ﬁss pldfes. Survival of the
parasitic wasps was usedas tes endpoi% wi e ajgvto esfimate the LRsg, Q\y\’

The test was perform follo‘@@lg thé10BCGui e 22000) taking account
of the recommend s given b (20@ bu’@withou@)erfoﬁaance of a post-exposure
éﬁ 9 @

assessment of wagp'repr ction, Ko 9
o O s 5% Q}\ > N § %§
Material andmethdds: _© O« &y @b S @

X .
Test item: Bgothioconazole + Bj¥afen E 225@%50 +95 g/ analy%d a.s. contents:
14.8 %@v (148.6 g@%rot@con@e (JAU 6;4%3@); 7§®% (75.50 g/L) bixafen (BYF 00587);
Batch No. ECE210t S tion No&r02 13869, T 0490-00, density (20 °C): 1.004 g/mL
atc , ctfication ‘ZZ% 869, % , density ( ) g/m

(according to Ce ate of*Analysis) o« Q
Sy

The effect of Rrothi @Qnam@@ + E&igﬁ@f;n @ 225@%.5 te@f@ed under laboratory conditions after contact
exposure of adults o th@ra ifls wasgAphi \s rhgpulosiphi (DESTEFANI-PEREZ) to dried spray
residue%@he test ite%with QC 0 .4%%21&9, 283 and 504 mL product/ha in 200 L deionised
water/hasapplied orﬁass plates. Qe cony( v&ia@eated with deionised water (200 L/ha). Dimethoate
EC {@Q (0.3 mL proy uct@ nqn@ally&uiv@ﬁ to 0.12 g a.s./ha, in 200 L deionised water/ha) was
used as a toxic regerence@em. @\ @ &©
Adults of the 1@ siti wa;p@@idiﬁ@rhop@siphi (DESTEFANI-PEREZ) were exposed in 4 replicates
per treatmept¥roup.and malesand §males per replicate to the residues of the test item, reference
item and ¢fo trol@atm@@s, r@ectivgg During the exposure phase the adult wasps were fed with 25
% W/\AN@queoruc ose s@on. The number of surviving, affected, moribund and dead wasps was
recorded ovgrd per: f 48 hours. From these data the endpoint mortality was calculated.

Y 9 >
The teE?:Qrature ranged between 19-22°C and the relative humidity was 68-72%-The photoperiod was
16 h light and 8 h darkness (light intensity > 3000 Ix).

Findings:
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Validity criteria:

All validity criteria were met as presented in the table below: @ ’ ©©
) cn N
Table CP 10.3.2.1-1:  Validit t
able alidity criteria S @7»@
Validity criteria Recommended @\Q Obtairfed @\@
Mortality in control group <13% (48 h) - B D
Corrected mortality in reference group >50% (48 h) B . 100% & =)
A
< 9 &S LT @
Biological results: @ § . &
After 48 h, the corrected mortality for the different @tes was bet\&gn 18.4% a@ﬂOO‘)@ Stat§call
significant differences compared to the control w r@obsewed at &l tes@j"tem es and the NOER R (o
observed effect rate) for mortality was esti d to be 2,504 WL l@@for
Prothioconazole + Bixafen EC 225 (150 + 7§g/L) @v@s calc@ate(@eﬁ)e 98,1 mleprodiist/ha iit\200 L
water/ha. w, & @ @ KO N .
% @ R S & e

Table CP 10.3.2.1-2: Effect of Prothio azo@’

R

N
le E(Q@S O@iwf 7S rh@sw@ﬁ

S)

&

DESTEFANI- EZ) (& «(\\, &
Test item & Pr@ﬁlocos@?ole w‘&leafgn @C 2@1 50 @’ S g/@ 9
Test object Q Aph@dzus rh@galosz@’(DE@?AN@@REzk\y oY
Exposure Q 6@?rledﬁ@ayd 08its @&glass @htes o
Treatment $§ Mort@t TS @™ cforrected mogiality ¥
[mL product/ha]” OGS NN L9 [0/@
Control o 2 N~ g%, < o AN
50.4 AN 22.5% @ | S @38.4
89.4 A gy wl 525F &7 s O & SN 500
159 Q) . NECAAERNEEN D 60.5
283 N | o o 7 owJdoor,. 0 o] & D 100
S N oo 100% & Y §J 100
Dimethoate F 4000y © O %0% @?@ON ©® & @ 100
(0.3 mL p;oduct/hﬁ\z’ * . A
N @ O 98.1pl pradiet/na
1@@% CL] SO '8 — 450.8 mDproduct/ha]

1) Application rate 1%%)0 L water/ha
2 Mortality after exposure o

were compared tgﬁhat
3 Corrected ality @
* statisticallyignifiéantly,

€ co 1 usg

95 % CL means lower and@pper@ % ¢
@

Conclu@

o
to'resigires on trgated @s pl
FisHf®'s E

rdifigto ABBOTT (@25)
erent { t&m@ tot &contr@

&

&

ct Bi

N

v

eneg;fimits@

Y

N

Q

S
@% ¢ results for mortality in individual treatments
1al test (o = 0.05).

n rst-case labodrato 1t thi azole + Bixaten + the 50 for
Ia@@ laBor: @dk@jh@h(j@n le + Bixafen EC 225 (150 + 75 g/L) the LR fi

Aphidius rhopaég&lphz Wi

The NOER (n&, obse%ed
q v\ﬁ o &
{x’ O @ o

es&@ated@) be

©@

skokskoskok

mL product/ha in 200 L water/ha.
gt ra ﬁor m&ahty was estimated to be < 50.4 mL product/ha.
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Report: KCP 10.3.2.1/02 | G:; 2014; M-489138-01-1
Title: Effects of Prothioconazole + Bixafen EC 225 (150 + 75 g/L) on the predatory mij @
Typhlodromus pyri SCHEUTEN in a laboratory test - Rate-response-Test (LRS <
Report No.: 1410 48 040 A S ©
Document No.: M-489138-01-1 IS & ©)
Guideline(s): 1os¢ (NG 2000 © &
Guideline deviation(s): none % ® & &
GLP/GEP: yes % SSURRC IS
Objective: SES

@
The purpose of this study was to determine a rate- @ponse relati @shlp for mméﬁglt
mite Typhlodromus pyri SCHEUTEN in a labo test Mites were os spr rem@tes
of different application rates of the test item appl 4 on glass es. Stgrvwa f the%redat@gy mlt‘@was

used as test endpoint, with the aim to estlmat
20%) a@tak %cc%ﬂt

The test was performed following the IOB Gu1 W
of the recommendations given by (200&) bu@vlt ou&?erf ance of a p ex a». re

assessment of mite reproduction. % S

Q)
Material and methods: @’ \ % \@ § @ @ @9

Test item: Prothioconazole + legn E©?225 @g@o Jﬁzggm aly Q a. @nte 14 8% w/w (148.6
g/L) prothioconazole (JAU&@,\%" 52% W/w 5.5Q g/L) <Qxa (BY@ 00 ) Batch No.
ECE2101898, TOX10490-08, Specific 1(%00001&869 %nsn% (20 °C) 1.004 g/mL
(according to Certificate O@Analy@s) @ . y\g @ \v\,

S @ Y&
The effect of Prothio@@nazo@”r tkafen @C 227§w té?ted urider laéwato@conditions after contact
exposure of protom@phs&f the @dat(ﬁ@mlte omu@zyrt SCHEI@FEN to dried spray residues
of the test item @1 ra§: of 4@2 71.5, 12&&27 and 402 ct/l%@m 200 L deionised water/ha
applied on gl latg o8
The control was tr@xted With d onlse Wat 1‘\@00 a) @net&g‘ce EC 400 (15 mL product/ha,
nominall %uwalent tog g a@b a%om edw ﬁﬂw V&@ used as a toxic reference item.
Protomj(ﬁhs of the [@@éato@mte phl omu@yrz E }N were exposed in 5 replicates per
treatment group an@o mg%s pe phc@ to t@% residues of¥he test item, reference item and control
treatments, resp@}fely Duri agg%ssn&@fs the@ntes@vere fed with a mix of pollen pine (Pinus
nigra) and bir&g (Bet@ pendyla), & @numl@of s@wmg, dead, trapped and escaped predatory
mites was reé9rded &ver % rlotk(?ﬁ 7 d%gs Fr%& thes&data the endpoint mortality was calculated.

The ter@ature ran e@oetw@% 23- % °C @1 the%z\fatwe humidity was 67-74%-The photoperiod was
16 h@ht and 8 h dﬁ@ness%@ht @enm@% 30@9};)

@
Flndmgs

Validity cr 1a: % gj

All Val%@ crltgﬁ Wer@met resented in the table below:

f%%e @Qlato@

SN
@P @J@ 2.1- @’ @ildlty criteria
Vahd@crlterla Recommended Obtained
Mortality in control group <20% on day 7 2%
Corrected mortality in reference group > 50% on day 7 81.6%
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Biological results: .

In the test item treatments, corrected mortality rates were between 0% and 21.4%. No statis@lly o
significant effects on mortality were determined at rates of 40.2, 71.5 and 127 mL product/ha (FISHER" §
Exact Binomial test, a = 0.05) and the NOER (no observed effect rate) forJgiortality wa 7 @5
product/ha. The LR50 for Prothioconazole + Bixafen EC 225 (150 + 75 g/L) Wits estimated t%be Q@ler

than 402 mL product/ha in 200 L water/ha, the highest rate tested. % § § %@
@ > PO S
Table CP 10.3.2.1- 4: Effect of Prothioconazole + BixafeEC 225 on Tgphlodromus pgf SC Bl TE%@ &@
Test item Prothioconazol@y Bixafen ECQ25 (150 +75 gh) X O o
Test object Tygltodromus pyri SEHEWBEN A~ S ™
Exposure dri@§pray deposityon glaé@platﬁ\s ~ 9 %(\@
Treatment Mortality ° > % Corréeted-twortality > -
[mL product/ha] [%] % & S R%g «§/$1> o
Control 2.0 @ @ Q YA - O & o
40.2 3.0fw) LS > D O 1 IS
71.5 2.@fh.s,) " @ , § -
127 Maos) & Ol oy O Mg
227 RN HIFSERITFNEING
402 R 2 *@@ﬂ &© (5\;} Q (@V@@ N
Dimethoate EC @ N @ S
400 S Se0n LAY % 16 O
(15 mL product/ha) N < QK Qy S N -
LRso "’ o~ & & >402mLproductha O X
! Application rate in 200 L'w v§b & @ Q N @
2 Mortality after exp@(‘e to duemn treate?gla@ates after 7 d@ys. Thg resulfsfor mortality in
individual treatme ere compar the @mol@mg F@HER S EXact Binomial test (o = 0.05).
3 Corrected mort acc&mg Q, B(ﬁKE (1929)

(n.s.) not statisti€ally significantly dlf rent cothpared &\he coﬁol

* statistically n1ﬁc§% dl@rent c@npar@ th %ntrol@ §
Conclusr@@")} g}g NG @ b\ @ @@ @’
Ina W&@ -case laboratory st§y wit @mcon@ole Jr*%lea,fe@EC 225 (150 + 75 g/L) the LRso for
Typhlodromus pyr@s es&%late@o be X302 @ pro@gct/hacﬁs\ 200 L water/ha, the highest rate tested.
The NOER (no @we%effec@te) far mon&@fy g@lﬂ &L product/ha.

N
@ @ Q) @ S . O @
A ENOENT

S 9 >
cp 10.@ E%fnde@boéio%@sﬁn&@aged residue studies with non-target

N
ropods. <
103. @’yow 2012; M-282592-02-1
fec @f BY, 005% TZ EC 75 + 150 G on the parasitoid Aphidius

Re@m %
Title:

| laboratory study - dose response test -
Re S

port No.: N
Document, R
Guldehn@%) @
Guid deV on( not-§pecified
GL& P: @ ye*‘s\a

Ob]ec @
The aint of the study was to determine the effects of freshly dried residues of BYF 00587 + PTZ EC 75
+ 150 G applied onto barley seedlings to the parasitoid wasp Aphidius rhopalosiphi.
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Materials and methods: .

Test item: BYF 00587 + PTZ EC 75 + 150 G; analyzed a.s. contents: BYF 00587 (bixafen): 75.3¥/L; Qb
JAU 6476 (prothioconazole): 149 g/L; Batch No. 2006-001178, TOX07660-00, Spemﬁcat@ No.@&
102000013869. &)

Test organism: the parasitoid wasp Aphidius rhopalosiphi, less than 48 h old @ults & <
§ &
Under extended laboratory conditions parasitoid wasps (@males per r@ cate) wer%&pos to dri
spray deposits of 46.3, 139, 417, 1250 and 3750 mL product/ha (d11|€ in 400 L onl@va‘r&@a) &@
on treated potted barley seedlings (6 replicates per tégatment gro elonlsed%%yater %@“ as g&
control treatment and Perfekthion (10.0 mL prod% /ha dllutedQn 400, L dqonlseg waterflia) as®
reference treatment. The duration of the monali@hn was 48<hours. The repr*uc&r@ perf@rma & of
the survivors was examined for another 24 hqur perl%«vusm@ma}g}fron%ﬁ%e c@ ol a@i’ fro ose

test item concentrations where corrected morfality {9@ < Sé;%% S @ & AN .
@ \@ @ SEV o
@ SO

/%

Dates of work: 2006-09-18 t0 2006-11-d% <« s %,
Findings: @ S N < @ @ @ ©

@
The results can be considered as v@ld a%all Va(%dlty c@erla gne te@ver alHi\\in the water

control was 0% (< 10% required); corrected m@tality of the ofcre 1tem®as %o (KS 0% required),

mean reproduction per fem@ in water céntrol was 41. é§(> @équn@d) anC% not m@e than 2 wasps

produced zero reproductlo(%ln théa‘[er@trol@ wasl@f in thls stud@
9

‘”\7
ot
Table CP 10.3.2.2- 1: @Vphtd&h oszpl@ exten@ lalggmtory @stlnb ose &ésponse test -
Test item @ BN BY@ﬁSSZﬁ@PTZﬁEC 75 $,150 G
Test object 7 ) & S, Aphidius rii@palosiphi
Exposure O (\@} A (\ . %Barleg&edlmﬁ“
S 1, L% %
Treatmﬁ&@ %" Mg)’ftali ~) C@rected S@hng r4t® | Mummies per Redu.ct.ion' of
N € er 4 mort < ©\ female ¢ parasitisation
A @ S N .
. 4 afte& h N efficiency
> 4 SERS Q :
& relative to the
N % @ ‘2”\9\ @ © %wasps on control ¢
QU S \ g Lihe plan [%]
Control o2 ¢ Y 00 & 473 41.6 -
46.3 mL product/ha q @n.s. Q @0 o}f 48.7 n.s. 43.5n.s. -4.5
139 mlgproduct/ha ., 00 n.5¢) 20.0 %, 46.3 n.s. 33.7 n.s. 19.0
417 b product/ha °, - || 6.7.n.s. @\\« 63D 493 n.s. 29.3 n.s. 29.7
1280 mL productéha % 0.®n.s. @ 8.0 44.7 n.s. 36.1 n.s. 13.4
3750 mL productha @ 33.3 % N | ©53.3 35.3 * 28.3 n.s. 31.9
10.0 mL Perfefgghion/ha || & 96.@ Q& 96.7 46.0 n.s. n.a. -
(Toxic R::i@xce) ® %
LRso (C %), @“3485 16 mLA@oduct/ha (2398.42 - 5064.31 mL product/ha)

n s.= no@gmf Qnt, * @gmﬁ@at Fisher Exact Test, a. = 0.05
bn.s. = = nQpsignific cAnt, * = signifidant;
test itern: D @ tt- T@%a =4),05; reference item: Student-t-Test, o = 0.05
<& not @@ ificafi®] Du@tt -Test, o = 0.05
d %atl e{2ilue means increased reproductive capacity compared to the control
n.a. —nsessed
CL= Conﬁdence Limits
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Observations: .

No repellent effect was observed in the test item treatment groups up to and including 125@& o
product/ha and in the reference item group compared to the control. At 3750 mL product/ha thc%ctthn@ﬁ
rate was statistically significantly lower compared to the control. This mightbe an 1nd1ca@a)n f(@

repellent effect of the test item at this rate. o8
The reproductive capacity of Aphidius rhopalosiphi was not affected up%o and 1nclu§g 3@ ml&
product/ha compared to the control. © & %\ KN é\”
T ¢ o9 P
& R SIS
Conclusion: & Ko Q o N

Under extended laboratory conditions the LRso of YF 00587 @&FZ %C 75 §@50 g is 3485.16
product/ha (95% confidence limits: 2398.42 - 5@31 mL product/ha)@ ) \© © @
No repellent effect was observed in the tesckltem @atm@gro&@ up, 4 an%@lclu«&%g IXQ?mL
product/ha and in the reference item group cémpare@to th@@ontr@ @’ 03 % .
At 3750 mL product/ha the settling rate w%s stat@lcally@lgmt%nt %[lower@ompaQ to @ co@l.
This might be an indication for a repelle@\“’effev%%f th‘e\test ité at this %, §
The reproductive capacity of A. rhopg zphq&Was nQf ffee@% upgé@and &w ud@ 75QnL p rGiluct/ha
'“o)

compared to the control (i.e. ERso > @z prad t/hasL §
R
@ & ®***>@§ @§ &© ©©@ S
2 & s

%)
Report: chﬁ’o /02%2006@4 280598- o@ N 2
Title: fRcts of BYF @9 8%§ Z E& 75+ @5@ G onfhe r@sute Typhlodromus

pyn nded, laboral tu‘p dos@ spogse test -
Report No.: ‘”\9312 62 s 0& c& \
@ % o s

Document No.: @ M-28052

Guideline(s): S ?O aborato%@emd cont@t test with the predatory mite
<

@\Typhl&lro s pyri %euten&@&cml yto ae)& regulatory testing of plant
@© & protegtion ;@ uc mﬁ%l 988: @uldd@ for'@a evaluationof side-effects of
@& pé§ta101de
>
Guideling (f@/latlon(s) gz\ngone % @ @ @ @@ \@’
GLP/C&@ & Cyes @ < RS

N N
Objective: §®) & éﬁ o @%’ & =

The aim of the sfady to rm1®the t\&xl 1t3@f fre@ dried residues of BYF 00587 + PTZ EC
75+150G @ied @@0 detag ed b&4n ledVes, tothe re@étory mite Typhlodromus pyri.
S 18

A \
D 2)
Materig@nd metho%: § @ %@

Test iteth BYF 0058%+ PTZ%C{S +1 a@/zed a.s. contents: BYF 00587 (bixafen): 75.3 g/L;

JA 0476 (prothi@x@pnaz@), pufity: lgjg/l_@atch No. 2006-001178, TOX07660-00, Specification

02000013869, © &

Test orgamsn&@ie p §d3t0 ite @hlod@mus pyri, <24 hours old protonymphs.

@
éﬂ“@/

Under exténded @ora@ co@‘tions@otonymphs (10 mites per replicate) were exposed to air dried
spray @osn P250, 500 @0 2000 and 4000 mL product/ha (diluted in 200 L deionised water/ha)
on b%@ﬁ’lea 6 réplicatés.per treatment group). Deionised water was used as a control treatment and

thig#p (40 p@uct/ha diluted in 200 L deionised water/ha) as a reference treatment.
Asses t of the number of living, escaped and dead mites was conducted 3 and 7 days after
applicafion. For the reproduction assessment surviving mites from the control and from all test item
groups where corrected mortality was < 50% were sexed and the number of eggs per females was
recorded at 3 assessment days within one week.
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Findings:

The results can be considered as valid, as all validity criteria of the test were met. The control mo@‘>

1ty @

on day 7 after exposure was < 20% (5.0% in this study), the corrected mortality in the refiﬁe 1ten@ﬁ

was > 50% at day 7 after exposure (98.2% in this study) and the average numbgy of eggs/fe
control group exceeded 4 eggs per female for the second week (5.4 in this study).

e1n©@§

S & o
Table CP 10.3.2.2-2:  Effects on mortality and reproduc@n of T, yphlociij{}mus pyri N c\@ Ué\a
mL Mortality * Cor?é?t.ed R@duction b @Q Ef O.n é
Treatment product/ha (%] Mortality qeggs/ female] & rep@ uct N
D%l | ) %ley @
Control 0 5.0 ¥ - o84 Q |l ~ o)
Test item 250 6.7 n.s. 1.8 @] T3 ngy 350 Q
Test item 500 16705 | 2123, | Y3588 35.9
Test item 1000 21.7 % % 17.8 @O 3Bns. 9| & 313 o
Test item 2000 88.3% - ng% na. Y S @
Test item 4000 5@ N D982 O &W na. > S - ©§
Reference item S o v N
(Perfekthion) 40 SvsaS | ey B S & &
LRs) (CL 95%) | 1296 mL preduct/ha (424 — 2348 mL prodigpha) 0 © & | %
n s. = not significant, * = signjficant; &g@er Eﬁt Te@\é) @ S @wj @U
n.s. = not significant, * = s1g$ cantyDunnett-Test, &= o. 08, @)Q % @ é
¢ negative value means increéased regroduc@ compared t@e corftrol e &
n.a. = not applicable © © @ < @ \y\?@
CL = Confidence Limits™ @ § NSRS
S ST SR "
. Q ”\\9 Q QA O
Observations: @ S §’ o s
The reproductive acﬂ@%f T3 yg@bdmmus BYri Was Sested @@5 0 QOO and?1000 mL product/ha. There
was no statlstl@y m@ﬁcant%ffec@n re@ducu@g} at th ﬁ: d§rates<\(;ompared to the control.
> > . ©o b

Conclusmli@ & @

Kog
Under ded laboraﬁ)ry c @\ftior@e LRso of BY 06@87 Z EC 75 + 150 G to Typhlodromus

pyriis 1296 mL pro u t/haeg %&(ﬁ)nﬁd@ limit 4%23 L product/ha).

the ERso is >100@mL

No adverse effect rezgr oduc We‘iﬁe obse@d a dose rate of 1000 mL product/ha. Therefore,

LR
©\§«§

7
Report@ \@KCPQ 3.2. 2/03& 007; M-287283-01-1
7+

T1tley\7 &gts of EC 75 + 150 G on the ladybird beetle Coccinella
N temo@‘lctata %ten aboratory study - dose response test -
Report No.:

Document No.&@ %% M- 83 @1 Q

Guideline(s@
X @natgql subs
Guideli ev1a‘@§(s) Ghone ©
GLP/GEP @@ A yesS
$ & e s
Q @@é@

Objective:

2@@0; this guideline was modified for exposure of C. septempunctata
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The aim of the study was to determine the toxicity of freshly dried residues of BYF 00587 + PTZ EC
75 + 150 G applied onto detached bean leaves, to the Ladybird Beetle Coccinella septempunctat@ o

N @

Materials and methods: O @®
Test item: BYF 00587 + PTZ EC 75 + 150 G; analyzed a.s. contents: BYF @7 (Bixafenjx 750{@L,
JAU 6476 (Prothioconazole): 149 g/L, Batch No. 2006- 001178, TOX%%O -00, Sp@ %@ No%
102000013869. © & °
X Y &’ § &
Test organism: the Ladybird Beetle Coccinella septeggunctata 3- i@y old larveg\, Q ©© @Q}(@

Under extended laboratory conditions approxm@y 3-4 day eld larv@ of C(%zn I@ sepﬁ@yxp

(1 larva per replicate) were exposed to drle%pray %@pos&s}(@f 4@ 72&@’250 &650 atvd 31@
product/ha (diluted in 200 L deionised water/h&y on @feate ea %aveyﬁ’haieolus ulgarzs
40 replicates per treatment group). Delon@gd wafer wa@used 4a c l@ tmet@and % @i@n
(50 mL product/ha diluted in 200 L de@ﬁisedw\dter/h@) as a@fere@% tnea@qen *JThe duratlo§ the
pre-imaginal mortality part was 12-15gdys ( @feren&@tem&nly Z& duc‘u@e perf@mance
of the survivors was examined over, @xlee]g%(ow&(?tlom@ rio § § ontr@and from
those test item concentrations whége the correc%d mo@hty @ <5 %. 'Jé@ref@ce 4@%1 treatment
caused 100% corrected mortalitg, v\g Q @© &
Dates of work: 2006-11-10 £ 2007-03- 22@ N @° o ©

N (O N N %
Findings: \@ © @Q ¢ § @ y\f
% Y

The results can be considere Vah@ as al@ah@ criter 9 of teswere %@The control mortality
was < 30% (27.5% %m study), ted ah th refereffek iteritwas > 40% (100% in this
study) and the av§ ber] abl@ egg@er fgﬁ@le pay gthe rol group was > 2 (29.4 in
this study). D S« N §

D & 0O O « @%\a @ @
Table CP 1%.2.2- 3@ Effects 0@n0rt§{ty an&gepro@ion 0 0ccmella septempunctata

&@ @ § Preﬁgi 1§ C@?ectem E@s per Fertile eggs Larv.al
. hatching
Treatment mortal rhorta]&y g%ale per | per female .
@hdu&[ha Qo [0 c rate
Q [V64, f@J [%6D day ¢ per day (%]
fg D °
Control Q0 S 95 $SO] 385 29.4 76.9
Testitem «&° | €5 4172 | 0.0 ns.” | =103 32.1 n.s. 24.7 n.s. 76.9 n.s.
Test itemy 720 48°32.50. ;@ 68,7 19.2 * 14.2 * 74.8 n.s.
Test itg@y 2250 AV 27@h.s. al B0 20.2 * 17.0 * 84.1 n.s.
Test itemn 2165 4750 > | <OR7.6 29.9 n.s. 23.3 n.s. 79.3 n.s.
Test item 3750) | 6759 | 552 n.a.d n.a.d n.a.d
Reéference item J " 3 d d d
(Perfekthion) @ @9 1@ 0 100.0 n.a. n.a. n.a.
LRso (CL 95%) | 3391 mﬁrod@h 56% 4585 mL product/ha)
ns. = no%lgmt@ant ngm{\(ﬁ:ant er Exact Test, o = 0.05
negat val eans@g)wer mortality compared to the control
Chot s@ﬂic % = ﬁcant Dunnett-Test, o = 0.05,
‘n CL*% onfidence Limits

n@ hca&
S

Obser@ns
Reproduction was > 2 fertile eggs per viable female per day at dose rates of 417, 722, 1250 and 2165 mL
product/ha (the highest rate tested for effects on reproduction), so the reproductive output is within the
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historical data base for control beetles and therefore this parameter is considered as not impacted by the
treatment (_2000) up to and including 2165 mL product/ha. o
N @@
Conclusion: o @

S O
Under extended laboratory conditions the LRso of BYF 00587 + PTZ EC 75+ 150 G to %occ itella
septempunctata is 3391 mL product/ha (95% confidence limits = 2508 - 4%5 mL produ@a) AN @@
No adverse effects on reproduction were observed up to afig including r{%s of 2165 @pro{u@t/ha @

< & § &

Report: KCP 10.3.2.2/04#,, 2007; %-2905@@61 | Q @
Title: Effects of BYF 00587 + PTZ EC 75 + @G ogghe lace@mg @rsopeﬂa carg\é@,

extended laboratory s - dO@ eSPeUSE tests
Report No.: 31207047 t@ &S Q@ ©@’ @g <\ %
Document No.: M-200530-01-1 = . @’ N A & o
Guideline(s): B ZOOO&Labor&@ry meéthod tq @t effegts of IQt pr@gtlor&\ﬁroduc §
larvae of Chry, erla@i roptera: C oplda@)
Guideline deviation(s): ~ For the 3rd aggf4th &heck th@)tal n@ber afeggs é% cal d he c(%lnted
numbers ofeggs orf®he walbof the%(:ryhgesyllndé@nd 0 e gauze.
GLP/GEP: yes & 2 Q ’
& > @ & @ @ & @© N
Objective: ©
The aim of the study was @ dete@nne %@ y of freshly drle(,!@%ldl@of B@ 00587 + PTZ EC
75 + 150 G applied onto ﬁetach%d be(% eav. Q, ace rysopeﬂa caz@
o @
Materials and me @ @

Test item: BYF 87 @PTZ EC 75 3&150%@ an&@ed @co gnts: 43 g/L BYF 00587, 149 g/L
JAU 6476, B No 06 &)1 178&%0)( 60- Qﬁ& Sp%}ﬁcat@\lo@ﬁwooom%@

Test orga&f@n LacewmggChryxgper@mec@z -3 da@ old@irvae@’

N ¥ S R

Under extended la to &ndl s la@mgg& 3 d&ys ol@vae) of Chrysoperla carnea (50 larvae
per treatment gr @) w xpe@ed tqogvr drle%pra@epog}s of 46.3 - 3750 mL/ha (diluted in 200 L
deionised Water/ a§ be @’lea s (5 %phggs each and each containing one larvae).
Deionised Wa@used a céntrol ‘a@ engand% rtekthion (50 mL product/ha diluted in 200 L
deionised ater/ha) asa @ere treatyyent. @@

Initial eydftiation of théxtest i too@plac@n a eré%ge finding test. Based on these results a main test
was designed. Expo@e tl%e las‘[‘% as 1 as, ﬁae were transferred to petri dishes for development
of ag%lts Mortah%” @&s WeLe can@d ontsregularly until hatching of adult lacewings. For the
reproduction asggssment surviving 12@:W1n§ rom the control and from all test item groups displaying
less than 5 @ corn%t*ed le@were xed and egg deposition and larval hatching rate, was
determined{Tassessme eel&ﬁ24 h Iperiod each assessment). The toxic standard treatment caused

59.1% cc@%cte@%ortal@y

Dat@fw&2@09§mo 2006-12-19
Flndu@

The results can be considered as valid, as all validity criteria of the test were met. The control mortality
was < 20% (12.0% in this study), the corrected mortality in the reference item was > 50% (64.0% in this
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study), the average number of eggs per female per day in the control group was > 15 (18.4 in this study)

and the mean larval hatching rate in the control group > 70% (95.5% in this study). @©
N
Table CP 10.3.2.2- 4:  Effects on mortality and reproduction of Chrysoperla ca&@t @® «@
e Corrected @, b e b
Treatment mL Mor(t’allty mortality Reproduction I@‘I@Rhl te o
product/ha [%] % @l@ [egg ale/day] [ N
2 A
Control 0.0 12.0 N @ 18.9 el 95.5 @
Test item 463 22.0ns, 114 N 271 0 ey &
Test item 139.0 14.0 n.s. @°2.3 & 170 © NS
Test item 417.0 18.0 n.s. =) 6.8 R 61728 4 817 &
Test item 1250.0 16.0 n.s. Q@i;@ 45 N[ .9 250 97249
Test item 3750.0 12.0 n.s. ¢ 200 O | a%h O 763,
Reference item S G © b Gy o
(Pertokthion) 50.0 64.0 S o na 7 /@a «
LRso | > 3750 mL product/ha © NS IS
— * — Y v
*n.s. =not s1gn1rt;10ant ) = significant; Fdsher &k@ct Testlo. = O\%S v %, N S O
® values of the 3" and 4™ fecundity ¢ S § @
n.a. = not applicable & @’ \ v D g&®
AFCENCEPCIN- SR ECIN
Observations: o & @ > @ Q ISHEES

The reproduction of Chrysépgl%cz\rnea&as not aff ted at@%) de){g@rate@ested 96 3 - 3750 mL
product/ha) with the exception ¢Dthe "ZJ ate in the 139 n@ t@ted g{?@lp This effect on
hatching rate is consider&d to J% not test iterdrelated, be@@se {) effecf&occ@d in the higher rates
either on fertility or f@ﬂndltz@f %@ p%’ a ca@ S ) é& &\
_ . § &9 Q L @
Conclusion: Q \ VN N §9 @& 'S
Under extend&@%bo@ d1t1 the @50 Q@YF 0587 §PTZ BC 75 + 150 G to Chrysoperla
carnea was d erml@d to b@ 3%50 mL E%du,@c\t@a I\gﬁﬁdver@ eff&@ on reproduction were observed.
@
&@ & @ & R S 5
CP 10.3.2.3 @em@ eld@ld&s@m]@g\on-@get mxthropods

y

BN

Report: @QKC&) 3. @01 Qoos M-307529-01-1

Title: cts o 7+@T7Z E 5 + 150 G on the predatory mite Typhlodromus
pyri, extended fab oraJo@ stuq% aged residue test -

Report ¥o7: . 38634060 Z

Document No.: Q\ M-307529%Q1-1 & @

Guidetine(s): v sts

Guideline deviation(s): ne , ©

@ S
GLP/GEP: @ Ao y S Q

N v @
Objectiv% Yy O & 9
The pe oflhis stu%py w@% determine the duration and extent of effects of freshly dried or field
aged Mldue@of @7 00587+PTZ EC 75+150G applied to bean plants on the predatory mite
dro S pyr@che@n in the laboratory. Therefore, different bioassays were started after different
g§ vals of the residues on the bean plants. Additionally, an assessment for sublethal effects
(repro tion assessment) was done when the effects on corrected mortality were below 50%.

Materials and methods:
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Two trials were conducted. The first one was conducted on oil seed rape plants. Due to invalid bioassays
and deviations to the study plan this first trial was considered invalid. The second trial was conducte@ith o

N

bean plants and is summarized below. N &
@ @® @
BYF 00587+PTZ EC 75+150G (active ingredients: BYF 00587 (Bixafen), ana@‘sed content o%a -S4 1%
w/w (77.2 g BIX/L), JAU 6476 (Prothioconazole), analysed content of a. 5%4 7% wiw @ g %@Zﬂ‘)(@
Batch No. 2007-002622, TOX07852-00, Specification No@)200001386%%en51ty 1. O&S%g/mﬁ\ §

X &’ § G &
Test organism: Protonymphs (< 27 hours old) of 7’ yph@dromus py@@ é\g ) § @g}©

replicate) were exposed to freshly dried and aggd sprayéfsﬂu@f 1. Q@L pg&@ct/ 11ut@§in 4@@ tap
water/ha) on field treated bean plants (10 replicates @trea p) J 0 test@em was app d under
field conditions 3 times at arate of 1.25 L p%duct/l@ﬁwnh@pray 1@1‘% of 2 eks Tap wa waS@ﬁ’ed
as a control treatment and Dimezyl 40 E@a %eL%ﬂeth%@te 40®/L @ mL@odlgéha dlluted i

tap water/ha) as a toxic reference treatps aéht.

Three bioassays were performed; t b@ssay %s st;@% of t@éjst 1catzﬁ9n the 2nd
S ap

Under extended laboratory conditions protonymp@? 27 hourswgld) of@/phloﬁo §s@yr1 (89 mit @per

bioassay was started 7 days after the las%@apphcé)tlon %51 the l@%ssa as sé%fed 14 days
after the last application. Assessggent ofithe nu@er in, @ conducted until
day 7 for each bioassay. Repé%uctlon asse@tnent es fr@gn the control@ld from the test
item groups was exammed@)n the @assa@%vhe@%orrec@d mortahty@as <80%. NFaes were sexed and
the number of eggs per females %as recg@ied ass@smen@ﬁygx within 9§ Wee@

@

S S
Dates of work: 20@@0 293 206 @ § & @© S <
NI

Findings: & \ AN v X

The results c@%e v 1de ddas V;i@l as'all VaI@fy c@ia ofghe teggywere met. The control mortality
was < 20%€gt day 7, the correctéd mo@hty @the re@’rem‘@ 1tem@s > 50% and the number of eggs

per fer@n the cont@@p gro\@ @for@the soe We@ \©\
O O & O O on D
S &
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Table CP 10.3.2.3-1:  Effects on mortality and reproduction of Typhlodromus pyri

Test Item BYF 00587+PTZ EC 75+150G & 4©
Test object Typhlodromus pyri IS QF
Exposure Bean Plants Q @\V‘))
o , — < & @ S
1%t bioassay: test start on the day of the last applicatiét’
Treatment Mortality after Corrected Reproduction” @%ffe@}n
7 days® [%] Mortafity [%] eg@gf\s?/female] %prodﬁmtlon [
Control 17.0 N 43 b - o
3x1.25L/ha 50.0 * < 39.8 ©%2.9 1@@ %Q 31 § 8)
60 mL Dimezyl 40 EC/ha @ Q N
(Reference Ite}r/n) 69.0 "l 627 K} 6 T A S © &@
) T o5 O
2" phipassay: test sta:t %&ys after t@ast dpplicatipn 6\ L <
Mortality aftey” | Cagpected, %Rep o@b}étiorﬁé Effect 0
7 days® [%]% %@rtah@g{’% [eggSdemale] pro@ on
Control 10.0 % ¥ N 43 &
3x 1.25 L/ha 39.00> & @32.2¢ I 3&\ Qs x U
. Ny N N
3rd bloassa®Qest si%t 14 @ys %ﬂ@' the @ a(pééatm& @»
l\%%tahty aﬁ;er cted odudfion® @ Effeéton
M ity Q@ Qeggs/%@ale] Q) rep%ductlon [%]
Control { 3 < (77» Not © r(% --
3 x 1.25 L/ha 5o gg\25 6 ¢ * FIREES %erfor@yd -

n s. = not significant, * = s1§@1ﬁcan@Flsh@ §st, 0&: 0.0S@ N $ @ @\y\t@
n.s. = not significant; Student-t-Tast, o = 0°05 Y
SANCHEE ST N O

n.a. = not assessed é\a @ %,

QS A
: & < § Q@ @ §9 &2 @ &
Conclusion: N) Q N Ko \
The duration aléfhe e&nt of &ffect%g)f fre@drle and re @es f*BﬁF 00587+PTZ EC 75+150G
applied on be@l @@ (Pha: a@eolus %Zga%s) on@he pr@ow 1te T@phlodromus pyri were evaluated
under exteﬁ@ed laboratqg con% \ © @ @7
On the d&y’of the last hca§ rs@al was stat@all &mﬁ@ntly affected at 3 x 1.25 L product/ha
(corrected mortalitixwas 3& /o}»%No cce tﬁb giffects gﬁ BYF 00587+PTZ EC 75+150 G on
reproduction were® erve Blg%). > >
In the 2™ bloassg? 7 aft¢ethe 1ast ap}i%atlo@the c@rected mortality in the test item treated plot
was 32.2%. ct @epr du ctlof:;\g%’ th&@oa a@w J f@j 7%.
In the 3 bioassay (14 da@aft t@)ph on) ected mortality of the test item treated animals
was 21. %ompared t@the rol. @%ﬁ re Wéﬁe no effects of BYF 00587+PTZ EC 75+150G on
reproduction of 7. in the I* and 2nd b&g sa@ and 7 days after application), it was not necessary

to d@%m add1t10nal%prod@e on\a@esst m@e 3,
O
& N § v @
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Report: Kcp 10.3.2.3/02) . 2015; M-534076-01-1
Title: Toxicity to the predatory mite Typhlodromus pyri (Acari: @ @
Phytoseiidae) using an extended laboratory test with aged residues on apple S N
Prothioconazole + bixafen EC 225 (150 + 75 g/L) @ @
Report No.: CW14/017 Q &@ @
Document No.: M-534076-01-1 w o\Q
Guideline(s): _(2000) modified: Use of treatedﬁgple seedhng@Q § &
mites exposed to freshly applied an@lder semi- ﬁel{%ondmons N N é\ﬂ
aged residues on detached leaves; @ g}ﬂ Q\ @
I ) & T F s 4
US EPA OCSPP Not Applicab R OEN
Guideline deviation(s): not specified Q 2} & & &
GLP/GEP: yes o .Y R 9O o @
L @S D LS S
'S © N &% % IS N RS
Objective: Q @ & @ b@ NN .
The objective of this study was to 1nvest1=§g.te th@'ethal@and 16’[%1 toxi@y of @othi@”naz@ +
Bixafen EC 225 to the predatory mite E@hlodg%us%yrt when exposed totesh and aieﬁd resi@s of
@ REES
the test item on apple. Q qg% % \ . é\g @ N Q
N &L § S & o
SR @ & SN
Material and methods: Q Q)

Test item: Prothioconazole + @(afen@f% 22&15 @75 % yzed@s c@entxprothlconazole
148.6 gL, bixafen 75. 5@&& Batch@\lo E E21‘6>189i@ 0@049%0 Secification No
102000013869. 5 O @ @ %
~ S s

jed t 1me@7v1th @25 @rod %a tedqgl 4000%%elomsed water/ha on
(Malus sstrzs @The {&hca@n erval b@veen%as 14 days. The control
was treated with dei ateg It the;sgame%ay aﬁﬁ tes c. em. &

The toxic refe @aethoa% wa:s%apph(%» at 0€Q>76 L%rod ha (éb\ g a.s./ha) diluted in 400 L
deionised wa@/ha he a@of the@ecoﬁ&apph@}hon potted appl@seedhngs as well. For the further
exposure dages it was ap 1ed di é’aly on§§etac®i app@ieaV@ (with @n 20476 L diluted in 200 L deionised
water/haiNit was 1nclu to @cat relatlve suSteptibflity O%he test organisms and the test system.

t

Aging of the spraya% 0si h&ﬁtest itgRY on «the patted apyile seedlings took place under semi-field
conditions with U@)erme%b @ pro‘t@ctlon@ e é e study. Two bioassays were performed,

The test item was ap

the first started ofthe of o@” appl?eatlolegODA 0 days after treatment 2) and the last one
fourteen dayer @)AT@

The laborato phase forh osur ate pe@med in a controlled environment room (target
range 25 % °C and 6 = 900 w atlv ty) ?&9

Predatory mites (T lodroms gxrz) w& exp@ed to these residues on the treated leaf surfaces.
Mortality of 100 pmgtonyl@s s wa@’ asse 14 days after exposure in both bioassays by counting
the number of living and@ead Iﬁvtes e nu&@r of escaped mites was calculated as the difference from
the total numl&@exp sed. > § Q

In both b10 ys the epr: ction Tate ¢hsurviving mites was evaluated over the period of 7 - 14 days
after exp re byQ 2N oun the al nu@ber of offspring (eggs and larvae) produced.

From th@e da@ e e%dpm ortahty (after 7 days) and effects on reproduction were calculated.

&
l@ngs @@ @
Vahdlt@®rlterla:
All Vaﬁ(fity criteria were met as presented in the table below:
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Table CP 10.3.2.3-2:  Validity criteria

- - Obtained {&gj A
Validity criteria Recommended ODAT2" 14DAT2)]
Mort/Esc.-rate in control on day 7 <20% 97.0% @L7.0%:
Average corr. mortality in reference item >50% Qy 96.4% N 100%
Average number of eggs/female (calculated as sum >4 42 q @ 2
of 4 assessment dates - from day 7 on) in control N O

3 Days after second treatment v@@ @& @‘2}9 @\ @Q
@Q S SR
Biological results: AN Yy Q o

@ )
In this extended laboratory test the effects of Proth#yconazole + @(afe@)EC 25 residues (ag@d uIng
semi-field conditions, with rain protection during4fic whole St@') on 182 survival 0{@6 p@to@ne

Typhlodromus pyri were determined after twg apph@ﬁons 1 25& pr% ct/ ith>an application

interval of 14 days onto apple seedlings (Ma sy%@ms)@ @ @ (o %
In the first bioassay started at the apphcaﬁ%n day@f't e@:st 1te n rreo@d mor@ny urre@ In
the second bioassay started 14 days lat%,a coﬁ@cted %\ s f

reduction of 13.2% was found in tl@@eco loassay. \

In the first bioassay no reduction in @)rod&@tlve ces@elatw& th@e’ont@co@e defedted. A
A summary of the effects observe®in this stud@jire %@n r@ ne;@)agb@ N
@ N

@ %
Table CP 103233 Effcoot aged P @ 61@+ f CQM{@ id Typhiod
3.2.3-3: aged Pro con&zo e @g}xa ent esidues on@»yp odromus pyri
Test item: o 2 7 @othlo@nazolgf Bixafen EG@S (IS”Q,\\‘wL 75,84)
Application: [R\% c 2@*1 25rodu@1a (iterval of Y4 da@
Test organism: v & Typhlodrofs pyits,
Exposure on: & | D%d sp@’depo@ on e@?le le 7es (fro%treate?apple seedlings)
. Q" 0DAT N 14DAT® &0&%‘ 14DAT22
Start bloassfi\@g S\ (0 week é (2 %&ks) & D (0 weeks) (2 weeks)
O
) é %©M(g»tall ty (ﬁ%) afje@S h @ 2@ductlon f;l;:;leber of eggs per
Coatrol: - S 17A\o O U 42 5.1
Tostitem: 27 G370 S 20w, Q 44 4.4
Reference item: N 97 %, °‘N00.Q, O - -
Q\J’/ C ecteﬁ\mortm@y (%P Reduction relative to control (%)
RIS > ‘&0 -6.5 13.2
Test iterf®y %-V 0.575%hot -Val 238@& (p-value 0.443, not | (p-value 0.180, not
Q € %@niﬁm\t‘—’) A @flca@) significant®) significant?)
Referendg item: 9&:@ IQQ - -

ADAT @s after treajn@lt g

b Fisher’s Exact test (@@e side % ) p @ues aa@sted according to Bonferroni-Holm
CWl%i@‘ltestoc 0.03v %

4 one-way ANO\&;\ W1111a@’s test@mne %g @ 05)

Conclusion; % ‘”\a

Both bloa§§ ed s 0ODAT2 an3@4DAT2) resulted in a corrected mortality of < 50% as well as
a redu A of @roduc%’on o< 50%.

The f{gures obfain @mlﬁl@ validity criteria of the laboratory method for exposure on glass plates.

QQ@ A
©®

skokskockok



Page 73 of 96

B
Bayer CropScience 2015-12-11
R

Document MCP: Section 10 Ecotoxicological studies
Bixafen + Prothioconazole EC 225

Report: KcP 10.3.2.3/03 [l 2015; M-512453-01-1
Title: Toxicity to the parasitoid wasp aphidius rhopalosiphi (Hymenoptera: Braconida@
using an extended laboratory test with aged residues on maize prothioconazolfx é§
bixafen EC 225 (150 + 75 g/L) >
Report No.: CW14/018 Q &@ @
Document No.: M-512453-01-1 v Q\Q
Guideline(s): I 000), . (@ 0 & o
modified: Use of treated maize plants,wasps expose, freshly ap&‘lied and\u%der éﬂ
semi-field conditions aged residue detached legygs. < AN @
I Q o § &
(2001)& o . N) Q
Guideline deviation(s): not applicable @ & Q Q Q @Q}
GLP/GEP: yes R &° @ & © &
@
£ > "\@ \© % Q@
Objective: 9 N v O SN

N
The objective of this study was to investigafe the [&hal @d su@thaicit@?f P@thioc%azole +

v
Bixafen EC 225 to the parasitoid wasp A@&Sglius; r%pa{%hi wheén egosed@ @ fresh Ghd a@? residires
SO

S

of the test item on maize. N @ . R
- SIS
Material and methods: o RN NN D @ 9
Test item: Prothioconazole + Bixdfén EC 225 (@2‘50 @con@iﬁ of &g pr@iﬁfoconazole:

+ ’@g/ﬁgalys
148.6 g/L, bixafen: 75.50 @L, Bafch Kb. @210 8, @OXI O—@ Specification  No.
102000013869, density: 1.0@/%&.\ @@ < @g& 2. o O
N
o O N O Q& 92
The test item was appliedtwo times at 25 L§odu@éha difyted in" 200 [@ion' water/ha on potted
h

e ng%)trol@ﬁs tr@%ted wa{ eionised water in the
O 8

maize plants. The appli atio@ter@vas 1@day ¢
same way as the tes@item. @@ Q@ N §’ @
A toxic reference tlve@bstang - dirbethoate) Wasﬁphe t 0.0 5 L{@duct/ha (3 ga.s./ha) diluted

in 400 L deimé@d w&r/ha ot the&econ@pplic&tion day of § test®item on potted maize plants as
well. For the %ﬂh@xpa&@e date@it wias agplﬁ?ﬂ di@ly ogdetacied maize leaves (with 0.0075 L
product/ha@iluted in 40&L dei&@e\@eﬂh@lt wa@’ncll@ed to @ica‘[e the relative susceptibility of
i AN
the tes@amsms aon(@@e Ee@ste 3 o ©© § \@
X

S QO S
Aging of the spr@?deposﬁﬁs ofdhe te%item@( the&tte maize plants took place under semi-field
conditions with BV p able&stain @%tect@ during theirst four weeks of the study. Two bioassays
e

were perfo A the@st stétted on %@of ﬂ‘l\@econggépplication (ODAT?2 = 0 days after treatment
2) and thegst 14 days lalﬁ@&TZ) Q 9 @
S oF L2

@ o
Parasito@wasps (Aphidius, r%pc@@siphi §r§ @posed to these residues on the treated leaf surfaces
und{Naboratory c8aditions 20{@ °C \2@ 60@90% relative humidity).
Mortality of 30 female wisps, ot ol@r tha&@S hours at study start (6 replicates with 5 wasps per test
group) was assessed 2,:24 48 h&urs, re@ectively, after exposure in all bioassays.
Repellency@the gst 1te\§s assessed@uring the initial 3 hours after the release of the females. Five
separate @serva@@ns @Q m@' at 30-minute intervals starting 15 - 30 minutes after the introduction
of all whsps. & @©
The %rod@e @rmﬁﬁ%e was assessed in both bioassays. For this 15 impartially chosen females
fr@@l§§e g@ter control &% the test item group were each transferred to a cylinder containing untreated
barleys&edlings infested with Rhopalosiphum padi for a period of 24 h. The number of mummies was
assessed 11 days later in the first bioassay and 10 days later in the second bioassay.
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Findings: o
Validity criteria: @ I
All validity criteria were met as presented in the table below: 5 Q\ 3
- . @
Table CP 10.3.2.3- 4: Validity criteria ©)
Y &> N
Validity criteria Recommended < oD Angbé@n eld A%S&T 20
Mortality in water control U< 10% N 0% 3.3@7“Q
Corrected mortality reference item >50% O 10@}%) Q 96?:@%
Mean reproduction per female in water control v& >5 4 © 263 O i A\%.Z G
Number of wasps in the water control producing %\J <2 Q . &UO & G0 @
zero values for reproduction A (07%) Q Q 2 @@7%
. A I S TR
Biological results: S @@ w\g@ @ﬁ% @%’ N ™ o~

Q
In this extended laboratory test the effects ©@f Prog@ocon@g%le

semi-field conditions, with rain protectisg u&”ﬁg th&“ﬁxs‘c

wasp Aphidius rhopalosiphi were de
.o Q 2

application interval of 14 days onto maize plants (Zea

In the first bioassay that started ogthe da

the test item was found. A redugtion in Fépro

ined, after @vo applications o

N
masy).
of the\ecgn%’app@atio

CCS@%

ve

oy

kY

@ $)

15.Q% wa

C22

@res@es @d
weel% of t@Qstu%) on the parasitoid

E@rod@./ha
@Qcorr@ged @glim?f 3.3% of
un%&this b})assay.

@xafe@E
£ b2

o

uder

th an

In the second bioassay whichi@vas stagted 14 days dfer thi seco pplication, 1o megfality in the test
item group was found anym%re after 48§90f e@osurn this&bioa@ay no q@duc%)n of reproductive
0 @ ) D
success (-27.1%) was detected. © g NS @YO\,
No repellent effect of Qﬂe test j (setgling e s &@%n%%QO‘VQ&)w\\VQaSOO\@yVGd in all bioassays.
< L2 O o &
Table CP 10.3.2.3§ cto @oth'ﬁn ole + B ?en 25 residueson Aphidius rhopalosiphi
et of Fottigsonagole + Bihlen B5°425 eskduegn Aphidias chopalosi
Test item: (\9 [ %Erothi@ﬁnazgl‘&-l- Big&afejn E@ZS (1% + 75 g/L)
Application@ < © V%125 @@prod;@é?hla (i@rval ot 14 days)
Test organgsm: v &) SN Aphf@us rhopalosifki
Exposute on: o @ed @ depo\sfts omnaiz dves ﬁfﬁ)u)m treated maize plants)
Startbicassay | O0BAT2: ©) 14DAT2ind LODAT2:"S| .14BAT2: 0DAT2: | 14DAT2:
D Repellekicy (mera% values) - | Reproduction - Number of
7 o
?§ortah{ﬁr (%% pter ﬂ%@ % Waspggn plant mummies per female
Control: 7 @ ElE 50 4 56.7 46.3 18.2
Testitem, & /33 O] 00 O] . 53 9 64.3 39.3 23.1
Reference Y | Q S S
e 1(3;@ <§© 961 Q &° 62& 52.7 - )
o duction relative to Reduction relative to
; )
@ec&d m"r;t‘ix;l‘ty ( éyﬂ o control (%) control (%)
N ( 3387 @\: -3@14@ @( -10.16 (-13.15 ( 15.(11 (-27.11
. o (p-valie (™ (p-yglue p-value p-value p-value p-value
Testitem @7 .500. % 1600, notQ  0.141,not | 0.060,not | 0238, not | 0.209, not
Q) | significa si%g%dﬁca@%) significant®) | significant®) | significant®) | significant®)
Refere@% v Ko
S S 1005 15 9656 6.5 7.1 ; ;
21DAT days treafiment <O

b Fis
& @

&

tg9s Ex@@i&t@

e—@); ¢ one-way ANOVA, Williams test (one-sided, o = 0.05)
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Conclusion

Directly after the application of 2 x 1.25 L product/ha, with an application interval of 14 days, the @cts ©©
on mortality and reproduction were < 15%. No adverse effects on mortality and reproduction we&foun@
14 days after the second application. S @ @)

@ S L
SIS
> Q9 &
CP10.3.24 Field studies with non-target a@'opods @ @3\9\ @\\ @Q @
In view of the results presented above, no additional ((E?%ld studies w@%eemed n@@gﬁe@gsarQQ §” C&(@&
QN Q o & & @) &@
CP 10.3.2.5 Other routes of exposux@r non-ta@et aér\@ropo% ©\© %@ @@
No relevant exposure of non-target arthropodé’xs ex;@%fed @tbt@:{}@@’u‘c ex%@ure' N %&g
%o @) S o
‘&% \@ \@ < $ © @j @
CP104 Effects on non-t@sgeto@il m@- an&ﬁna %alrn@@ é\ﬁ % §

S
The risk assessment procedure follo@tbeq&&uire@nm @ive@ﬂ th%@U R&at@ 1 0%2%09 and
the Guidance Document on Terregial Ec§®xicolegy, ®\ > @Q N
© o & & & &
, , B oS e D Q. Q D &
Predicted environmental cone€ntrations usﬁm risk@ssessment @

@)
Predicted environmental cc%cen‘@gtions i soél} (PEGpi) values were ga@f@ulat% and reported in
MCP 9.1.3. SIS NN

\%@@©§@}©®%K%$§
The relevant PEC VaIé% con&er r T@ calcgiﬁ,ﬁtio%i%e su&ari@ in t@\ables below. Maximum

values are used fortisk assessmefigs. O @
et L ¢ & &

©) \ AN AN & R
Table CP 10.43? @@axi@lm PEG . valifes S
& ~ 9 Ceredl v L é,(;%

Com > d soil, P oil ace N

S & @?zcg&g e O
BIX + PTZ EC 226)> [« 2&82% © T
Prothioconazolg. )’ Q200 T 0280 ¥y
JAU 6476-desthio QP . N°0.1890° - 190 &
JAU 6476:8ethyt> | O 04058 9 . .08 7

°N N

A Based on formulation d@\ﬁy 006 gfnL and2 app@@tions at 14 d interval (no degradation between the
2 ap@ons and ZO%intech on: yorse @% %",
AN .
%o %, D v O S
S v o &
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CP104.1 Earthworms .
Table CP 10.4.1- 1: Endpoints used in risk assessment . @ @b
A
Test substance Test species Ecotoxicological endpoint &, Ref b
Prothioconazole Eisenia fetida NOEC >4.0kg prod./hg§ 2
EC 250 reproduction NOEC > 1.0 kg a.s./ha 350
56 d, sprayed @A 8. %
Prothioconazole Eisenia fetida NOEC @ 1000 mg pr@@%g dws 200
FS 300 reproduction X =257 mg 2 /kg dws O M-283144- I
56 d, mixed N X . 84409 . O
JAU 6476-desthio Eisenia fetida NOEC @ 0.5 m@ .m./kg dw s* 000y
reproduction Q 654—0 6193-0152
56 d, mixed Q'? m KGA78.4.
JAU 6476-S-methyl Eisenia fetida NQEC 2 @mg@m Jkgdw S* @U %
reproduction %@ g}’ @ @ | aM-021390-01-1,
56 d, mixed > @ Q & O kA 418
Bixafen + Eisenia fetida | No@zepm N S 75 kprod/HD) (2006)
Prothioconazole reproduction @ N @ cal& > 28&3 m@m({i.@ 281333=01-1
EC 225 56d, sprayedQ | S A & A dwsO P 10.4.1.1/01
Prothioconazole EC | Natural earthworm NOEAER % >\{,\>% 20@%.5./@ N -
250 populatio 2 & S @Q e © @) ~(2005)
Field @dy .| @’ @,@ @ @ (& 29 | M-040814-03-1
up to [Shonthsy % @° ¢ OKCA 8.4.1/08
sprayingds, S "\ .9 e
a.s.: active substance; p.m.,; ﬁ@e met oht s 'Q, ht s011 Q o
* Adjusted by a factor of 2 B add s the log P, \Y e hl@§eat content o 0% @rtiﬁcial soil
Bold values: Endpomts@&nmd rel%%)lt for r ment\ @ C& é\
R \Q & o &
Risk assessme thworms N \
Based on the @tdpo@ in tl@table@oové&ghe T@wlh@are ﬁﬁﬂa@l using the following equations:
9 %@ % @ @ @’
TER EC /PEC A
Y & o 5 \@
The risk is con51d acc%})t @the@RLT@;oS

For llpOphﬂlC@JbSt es (1 Pow@ 2) tho Terr@trlal @udance Document recommends to apply an
additional a@ssme fa@ ?or tl@ ecot@@lcol al endpoints (LCso, NOEC), if the study was
conductediin artificial %%11 Wlt@ 1gl@ nte f org@mc matter (i.e. 10 % peat), to consider the possible
sorptiorndf these co@oundsg th§organ1§ att@

®o
Theﬁ”og Pow tng%er wa@xce@ed b % @hloconazole metabolites JAU 6476-desthio (log Pow =
3.04) and JAI{@W& amethgh(logPow = 43). Additionally, the chronic earthworm studies with these
metabolites gxere perfor with T0 % @gat within the artificial soil. Therefore, in the risk assessment
for those é&}go me@olit@@n a@ﬁtionaustment factor of 2 is applied on the respective endpoint.

S
S @
Q&

&
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Table CP 10.4.1-2: TER calculations for earthworms

PECnax, .
gg:nd[; ‘;;":ld Endpoint [mg a.s./kg soil] PECacc TERLr | Trigger 12296%igf@
g [mg/kg soil] S @n )
q D
BIX + PTZ EC 225 NOEC ~ =286.33mg 2.682 10707 5 | S No
chronic prod./kg soil S A
Prothioconazole, . S
chronic ! NOEC  >257 @200 > @ 5%\ o\%]o -
; & ()
JAU 6476-desthio NOEC 0.5 * 0190 |&226 g Yes”
chronic @8 A 4 Q
JAU 6476-S-methyl N % Q o & @) @
chronic NOEC 50 @@7 0.068 @35 Q 5® % No @&

Y The endpoint from the earthworm reproductiorg%t;ldy vs@bh 30@@¥tter&2§ects ove ?I’lowxggxmty
A conclus1%(2007)

of prothioconazole to earthworms than the® @ed engipoint
The EU-agreed endpoint for prothioconazo was @& y wh as @m ed énfo
the soil surface and the NOEC representssthe he,atlo te tes The dy where PTAFS 3
mixed into is considered to better descr the, 1 1ntr§c toxqg 10’egnazo Jetida.
* Adjusted by a factor of 2 to address t g P§§§> 2 al

peak%onten@f 10‘@ ar@l s0il©

The TER values for the product, t‘@ act%e sub@j'lnce @thlo azol@ and é@ me@hte@%U 6476-S-
methyl are above the cr1t1cal tri@ger oﬁeoncer@’md@@ng a%ow r@for eagthw
The TER value for the prothig onaz\l §b01 te JAU 76—Q&hlo @bel%v the tl@ger of concern.
Therefore, further reﬁnem%lts ar m§@metab@ﬁte JAU 6@ des &1 %@
@ Ny

S o
Refined risk assesspent fo@JA% @sthn@ \se 1n<%>erea<§§ &\
An earthworm fi stud®%as e d with the foatlo&Pro thigconazole EC 250 (-
-, C; 20&@» 814- (ﬁ—l I@A 8.4\/08) Q} th1s ¢ inflyence of repeated applications

of JAU 6476 on nédural &arthwerm p@@la‘u ras@nd area has been investigated.
JAU 6476 Ef 250 has been ap 1fed 3 t%es w‘@» an apiplication rat f 200 g a.s./ha with a 14 d interval
betwee first and t@ sec§ p}@tlon and w@h 1nt%wal between the second and the third
application @

@ QO &,\ (& Ry

The “EFSA Scze%ttf c@o <§ﬁ 6 1*398 C@%us@ on the peer review of prothioconazole”
regarding thls@ield @ ad@rse e@cts t®be expected, see results of the field study.
Desthio- meg?ohte conﬁ a \~ @sent@n fie «s tudy maximum concentration recorded 7 days
after sec apphcatlog.@was 1s\se§qulvalent to 0.212 mg desthio/kg over the standard
5 cm dépth®.

X
The\mammum PECSO,l d@rmn@ fo t% é@bohte and the intended application rates of BIX + PTZ
EC 225 is 0. 1&@}11{;/ g (seedable<€P 10. %) This is lower than the exposure in the earthworm field
study wher ecolggica dveri% effe@fs were seen. Consequently no unacceptable effects from JAU
6476- desgqo are@be @ecte@ﬁom ﬁl@ intended application of BIX + PTZ EC 225.

In cc@ﬁum@no @%ccep{ﬁle risk for earthworms is to be expected from the use of the product
ing €0 the in nde@se pattern in cereals.

&
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CP104.11 Earthworms sub-lethal effects .
& &
Report: KCP 10.4.1.1/01 | . ; 2006; M-281333-01-1 N
Title: BYF 00587 + PTZ EC 75 + 150: Effects on reproduction a@rowth of ear@)vom@
Eisenia fetida in artificial soil with 5% peat @ S N

Report No.: 31202022 Q @\ @
Document No.: M-281333-01-1 2 2
Guideline(s): OECD, Guideline for the testing o @micals Nr. "Earthworm epr %tlo

Test" (adopted April 13, 2004) ; ISQ-Guideline 1£268-2, "Soil q §60t8 gﬁ@ @
pollutants on earthworm (Elsem&fetrda) Part 29'Determinatieg of e
reproduction”, International .«Q:" nization forSgandardizatio @998
Guideline deviation(s):  exposure temperature was uf \} 23°C for 3 day 1né@d of. %1
GLP/GEP: yes ~

Objective: O 9 & o L N
The aim of the study was to determine the ebfects SPBYE 60587 %T%EC 758150 ofrthe rfodugtion
and growth of the earthworm Eisenia fefida. , @} & % . §

@ &

S
Materials and Methods: @ %»\ % @@ N @ @2
Test item: BYF 00587 + PTZ EC ‘% + 180 (g/ley anal da. § onterts: B 058D blxéf@n) 75.3 g/L
(7.49% w/w); prothloconazol@Ub\m@ 149 g/L 80/ )@Qﬂtch 20(@01 78, TOX07660-
00, Specification No. 102008013 & 2

N %)
Reference Item: Brabant @grbendazim §(500 g%) (actlve ﬁ@ed@t carlge%ﬁdazrm) is tested at

R

least once a year in a doserespanse study. S @ § @
Control: sprayed wrt@eron wa@%}) 6 S é

Test organism: ad@art@orms@ se @ettd@@ap@ma@ly 11 n@nﬂ@%ld and with clitellum
N

@ @ ¢
BYF 00587 + & EC@S ‘é% wa pra @omgéfmﬁogl soil wefght) (containing approx. 74.8%
‘1\’ a

quartz sand, mt y, 3% sphag um péat an@ppro@ 29%6@aCO:;) at rates corresponding to
4.688, 9. 37@ 18 75 37géﬁand em/har’to whith e@hworé‘@%s were exposed at 19°C - 23°C, a
photop@d of 16 h @%ﬂfr nd a hght @ensr@ of 5@ - 800 lux. Four replicates with 10
earthworms were t\treat p ﬁd 8 Kphcatg\wrth 10 earthworms for the control.
Earthworms Were®d d\cattle@’ranur@

The test Vessel 51 e wa@ cnr& cm&ontaiiing about 500 g dry artificial soil.

The 1n1t1a1 at ont was’ﬁ 8‘V 52 & of the maximum water holding capacity; the water
content at experimental te@nna&z@ 58. @ne maximum water holding capacity. The initial

was pH §8,’the pH at @@pen tal t@nm@n 5. ?§6 1.
Assesse ndpomt g)ﬂall%(at d‘g dy weight change (at day 28), feeding activity and

reprg\%ﬂlctlon (after'® WC%&@)

- @"°
Findings: & 5 ,Q.
The results gan be &msid as w\vﬁahd ..‘@’ 1 validity criteria of the test were met. Mortality in the control
was < 1(@ (0%Sn thig h‘igbreproduc‘uon of the control was > 30 worms per container (203-391

Worms“@thrs@;udy)%nd thexCoefficient of variation of reproduction in the control was < 30% (18.3%

RTAPHKEN
in tlgstud@
@

&




B . Page 79 of 96
sayer) Bayer CropScience 2015-12-11
R

Document MCP: Section 10 Ecotoxicological studies
Bixafen + Prothioconazole EC 225

Table CP 104.1.1- 1:  Effect of BYF 00587 + PTZ EC 75 + 150 on earthworm (Eisenia fetida) mortality,

biomass and reproduction {@" @
; N
BYF 00587 + PTZ EC 75 + 150 @ v
Control 4.688 9.375 18.750 00 5@600
L prod./ha | Lprod./ha | Lprod./ha | L%Fod./ha | L prodo/ﬁ?
Mortality ©\ S &
(day 28) [%] 0.0 0.0 0.0 p 0.0 ﬁ 0.0 . RC) 9
body weight @ Q) AN @
change 33.4 26.9 n.s. 353 n.s.v 35.9 n 30.0 n.& §.1 I@a é
(day 28) [%] §$ - &~ R O &
number of ° N &
juveniles 331 337 n.s. @n.s. %4 n.s. @% 2@ n.x@ 265 n.s.@}
(day 56) . ¥ D LS X
reproduction in % Q @ z}’
of control [%] ) 17 P ( 7® ég\j 7®§ NS 0 &
n.s. = not significantly different compared t&m cont ol \J %e ©© @w @
Dunnett-test, o = 0.05, two sided for welgﬁi Chan§§s one&;ded g@ler ﬁég repraductionsy o §

K ) N % N < O
Observations: Q @ \Q § v @Q @ @ @)
No mortality and no behavioural “@nor@ahtle@vere abserv n an@tre t@@é’nt oup an@ none of the
body weight changes of the te ‘;§9em,tf§ated g@’ups @e si&Hifi ca dlféent paﬁQd to the control
(Dunnett test, a = 0.05, twosided R 2

The reproduction rates weeg not gighificantly §erent @mpared to*@e c@ol 1%5@y treatment group
(Dunnett test, o. = 0.05, Ohe m%d smallér). @ § Ry §

Q > %@ @6 SO UEEN

Conclusion: @ N N S} S

In this study the ﬁst &erv&d%ffe%cone&ntranoﬁLO of BYF 7 +PTZ EC 75 + 150 for
mortality, grové?and@produ(%ﬁon 6f the @hwoﬁm Ez%ma fe §w wagtestimated to be greater than 75
L product/ha. @ @

N ©)
The no-obséyved-effect; &)ncem{ﬁ%l EC@f BY@OOS@ + PT@EC 75 + 150 for mortality, growth
and re;@lctlon of tarth@‘m nia fetzda @ de@nne@n be 75 L product/ha, i.e. the highest

tested rate @\) & éﬁ o
N %\
9 & >
Q ]§© <
CP10.4.1.20 3. @ar orms-fieldstudi
tyorms B

Not req@ as the I'IS]%O ea @ow@ ac@%a‘tzl%
N

@/
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CP104.2 Effects on non-target soil meso- and macrofauna (other than .
earthworms) @ ©©
Table CP 10.4.2- 1: Endpoints used in risk assessment Q\ ©
@ @
Test substance Test species Ecotoxicological endpoint 2 Reference$, NP
Prothioconazole | Folsomia candida NOEC  >1000 mg a.s./kg dws ﬁ
Reproduction &% M-405273-01% «r\f@

28 d, mixed
Hypoaspis aculeifer
Reproduction

KCAR 421006 & @
%Qﬁo) K
FM-037 -o§ &

34 d, mixed Q(( /{\ 421 @
Lufa 2.1 N
JAU 6476-desthio | Folsomia candida )\

Reproduction Gy Ry 002)
28 d, mixed Q @ & & WU M-035070-081 .

o . S

] > @ K & | K@38.4 2003 o

Hypoaspis aculeifer ¢ YNOEC 2100 mgp.m /@ﬁwg Q (2014)

. AN
Reproduction @) ° . w\?\
damixed L S S Q& o 8

JAU 6476-S- Folsomia cand&a, NOE®, > 158 my .m./k&fws“'QQ
methyl Reproduction & © S S o © )01) "
Bdmie® | VS @ @ & M-087207-01-1
s S @ g KCO8.4.2.1/04
Hypo%ﬁls acé@fer %\TOE@ > 100 mg p.in./kgiws O\H@ (2014)
Reprodiiction § g IS QT M-491804-01-1
14 d, mlxg‘@d\ A @

S . > APKCA 8.4.2.1/08
SATYR . : :Eﬁ
BIX +PTZEC | Falsomigy@andida, o NOEQ” 104 mg prodi/kg divs (2007)

225 @Repr duction N S M-291632-01-1
©§ 1xe§> N ? gr@@ @D |kcpi042.101
oaspis aculditer EC & 193 mg prodykg dws, _W
@© é@érod@tlon %g @O g@% S @ M-508746-01-1
f Pi4 d, iixed ¢, ~ KCP 10.4.2.1/02

a.s.: actlveQLfﬁstance p.myspure pfetaboligg; Uws: %H}y hts
* adjus&@)y a factor oéjto adgyess theNog 11@ and t]@%ga% atte@tontent in the study
dw s = dry weight soi N N
1y weig @\ S &S s QS
Risk assessmenfdor ﬁarg@’soﬂ ﬁwso-@nd ma ofauna (other than earthworms)
Ecotoxicologi€l en@nn‘[s@nd P{:@sou V@Jes uéed for@ER calculations for soil non-target macro-

organisms are summanse@el@TE&ﬁ@lue%@ere @ulated using the equation:

Y
TERLT £Nokc P@ Q &@ Q
@’ \
Thg\rlsk is con51dered ac@ptalﬂ?ﬁ t@%ﬂ&@ 5.
@* N

For hpophl@sub%@%es g Pow > %}16 Terrestrial Guidance Document recommends to apply an
additionaliassessmént @or c@ for the ecotoxicological endpoints (LCso, NOEC), if the study was
condu in a§ﬁcia soil v@a high content of organic matter (i.e. 10 % peat), to consider the possible
sorptié%” of %@\Se c@oqn& to the organic matter.
Y 9

The lo§9©ow trigger was exceeded by the prothioconazole metabolites JAU 6476-desthio (log Pow =
3.04) and JAU 6476-S-methyl (log Pow = 4.3). Additionally, the collembolan studies with these
metabolites were performed with 10 % peat within the artificial soil. Therefore, in the risk assessment
for those two metabolites an additional adjustment factor of 2 is applied on the respective endpoint.
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Table CP 10.4.2- 2:

TER calculations for other non-target soil meso- and macrofauna

Compound PECmax, @ @
Test design Endpoint [mg a.s./kg soil] [I:I};:gc/li; TERLr @y Trigger Rse:;ls(;dlgn ¢
soil] AN < K
Folsomia candida @) & >N <
& © @
BIX+PTZEC225  \NOEC 104 mg prod./kg soi]| 2682 %9 @ | Net>
chronic . R D) A
: & ©
Prothioconazole D @
chronic NOEC > 1000 @@% 0.200 2@5@0 Q 5 & @%0 @&
-desthi . TR ENAN
iﬁ‘gn?g% desthioINOEC  313*  w & 0&1@ N 1650 @ L7 No
JAU 6476-S-methyl - o - o | &) &°
ot ' Norc > 15.%% \@’ .ogQ 229 & 3 No @
. S
Hypoaspis aculeifer @ @\ é@ @& © § @QD@ § ©§
BIX + PTZ EC 225 NN . f ©
: NOEC 193 mgpod kg soil| “2.682. 7 32 O 5 No
h $ %
lir(r)(t)}rllil(fconazole < 9 @(@ g\ ©§ &m @U@ @\JJQ
; NOEC, @ 3 f80 020 > 50 5 N
chronic L N AL @ < &@Q N @ & 0
JAU 6476-desthio O N %y Nengo. P
hone NQ5C Se 100 §@ C[T01907 | @26l 85 No
JAU 6476-S-methyl ) S 9 R
o NOEGS 00 i @6 . broeg S zv 471 \@ 5 No
* adjusted by a fact@ 2 t&addres@e 1 o andithe (%@uc mgtfer content 1n@;he study
St i g morsiee Py sl ~
All TER valygs) alc@ed wi wors se _PECsoi a ue@earl}ﬁexceed the trigger value of 5
indicating tha@no cceptable adverse g(éﬁfectsf@n soifNmacr@prganidms are to be expected from the
intended uf@of the product.  « @ b\ v @ éu;\’
@ < < T
&@ S & O O
@ AP IO S
CP 10.4.2.1 @ Sp%les 1@31 te@lg SE
N
e X & & S @
Report: QO O %@ 10. %1/01 : 2007; M-291632-01-1
Title: % FO + 'J'. 5 EC @ + IS@effectS on reproduction of the collembola Folsomia
@ erandidyin artificial @4 w1tk<§% peat
Report No.: 31209 16+
Doctiment No.: s§ 1@3@1 1
Gu%ehne(s) @7 Soil al1t§nhlbltlon of reproduction of Collembola (Folsomia
@° candida) by @ pol@ants 1999
Guideline de 1on(s;% no
GLP/GEP: O e @Q@
R
Ob]ect*l@ S

N
The § the @%ﬂy was to determine the effects of BYF 00587 + PTZ EC 75 + 150 on mortality
pro@tlon o@the @lembola Folsomia candida in artificial soil.
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Materials and methods:
Test item: BYF 00587 + PTZ EC 75 + 150, analyzed a.s. contents: Bixafen (BYF 00587): 75& L Qb
(7.49% wiw); Prothioconazole (JAU 6476): 149 g/L (14.8% w/w), Batch No. 2006-001178, TOX87660%

00, Specification No. 102000013869. O @ @)

Reference Item: Betosip (a.s. phenmedipham) is tested at least once a year in‘@dose respons% st

Test organism: the collembola Folsomia candida. § § &
X

S
BYF 00587 + PTZ EC 75 + 150 was mixed into smmomammg ,.,. rox 74.8% Q{hart \ %Q"o &@
kaolinite clay, 5% sphagnum peat and approx. 0.2% CaCOs) at 26, i@ 04, 208 a &9 16 1@8 5 ©
+ PTZ EC 75 + 150/ kg dws, to which collembo]%@’olsomza Céadidg, (50 leVldu Is per fteatmefit
group) were exposed for 28 days at 18 - 20°C @ a photoperiod of & hg@ I@lark &yith am&nt
intensity of 410 to 540 lux. The initial soil w&er congent W@@l 9%\0 %@A '§ ale ttxlio 539% to
n

55.3% of the maximum water holding capacfty and e w, @n‘[ at@perimental terminagion was
20.2% to 21.8% equivalent to 49.2% to 53% THennitialpH w@S 7 t0 3.8 a@d the p@ at e@rim@{al
termination 5.5. Collembola were fed Wiﬁ?dry&\ast &&art afutt afte& da%@ §

Endpoints were mortality and reprodysfion @i@r 28:days. S)

‘@) & @ & & § @ %

@’ N w\ﬂ \ @ S

Findings: RN

The results can be considered @Vahdg\as all @lidi rlter@%f t &test v@e Tthean mortality

in the control was <20% (12@1’1 this Studydythe number O{%_]UV e col@gmb(%l per replicate was > 100

(692-831 in this study) an%the c@ﬁme@ f V@tlon Fthe contro@pro ction @@s <30% (7.6% in
this study). ~ NS
& § ¥ .9 « @

9
A SRS
Table CP 10.4.2.1- @ Eff&cts of v.\ + PT@EC 15 (@n morthty an%reproductlon of
N) Fn@omuf&mdtd& N \Q SN @
& ~ @ @ X

< 2
o O SIS IEEN BYE {0587 + PTZ EC 75 + 150
@ ¢§ v\g© Cogrol 9 @6 @ nig/kg d.w.s.
) S T Qz g 104 208 416

Morgahity (day 28) [%DP IO 11{@ 12058 | Wns | 24ns. 18 n.s. 98 *
No. oFjuveniles (day 28) 2. 12 752 70508, | 712 mss. 669 n.s. 369 * 2%
Reproduction in %&f tontdbl | &7 . Y @2}

(day QO] L q @%5 89 49 0
- ! ) (:Uﬁ@ N andp@nts [mg product/kg dws]
NOEG@ortality) 9 ° >~ 208
LCso(mortality) ¥ & | & Q @ E71.4 (95% CL: 154.6 - 431.2)
NOEE breproduction) NGRS 104
(reproduction) 3 R S @ 194.9 (95% CL 155.5 — 239.3)

n.s. wnot significantly differe mpa@to the@ontrol"\
* =gignificantly differént cogapared t@@he cm@ @
1) Fisher-exact tes Q, 0.05, One- &

? Dunnett-test, &= 0 OS%QQe -si %mall@ Q

3) Probit ana
CL= conf e llmga

Obsery: &1@@

Int YF@S ¥ PTZ EC 75 + 150 caused statistically significant effects on mortality of
F é@omza@andzda at 416 g test item/kg soil dry weight.

A stat@ally significant reduction of reproduction occurred at 208 mg test item/kg soil dry weight.
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Conclusion: .
The overall NOEC was determined to be 104 mg test item/kg soil dry weight. @ I
The overall LOEC was determined to be 208 mg test item/kg soil dry weight. Q\ &
S e
Hokokok ok > A . N
N
3 S &£ o
Report: KCP 10.4.2.1/02 2015, M-9BR736-01-1 " o7 &
Title: Bixafen + prothioconazole EC 225¢%5+150) G: In@%nce on mor@ity a@x @
reproduction of the soil mite species’ Hypoaspis @lelfer tested 1@rtlﬁ@ 11@”\9 ®
Report No.: LAR-HR-114/14 o « S R O &
Document No.: M-508746-01-1 N Q o & & < &@
Guideline(s): US EPA OCSPP: Not Ap@ble N @ Q @) & @
OECD guideline for the Testing of RS Gox 6\ Y §
Chemicals - Predatory gﬁe (H@ﬁasp& eolagldps) leif%§ S
reproduction test in so1 % Q) @ @ & % IS
Guideline deviation(s): none % O \@ R N © @j @
GLP/GEP: ves YD > &6 &% O & o &
@ S .
.. Q & R @ % @3\9 & O
Objective: O % @ N LRSI @ 9
The purpose of this study was to @ess the effe t of Bi afen roth@onae EC25 (7\%150) Gon
mortality and reproduction of thg soil g@%}e spge Igoas :.©3 cu@er testpd d@g ap&exposure of 14
days in artificial soil compa@ control an@eatme ts. S @ ¢ @)

N $ S @ N
Material and methods:._ & © @Q § g N § $ Q‘&
Test item: Bixafen + &othlo@%zol@EC 225 (75&30) C@ana ed a.s. conte@) 7.52 % w/w bixafen

(BYF 00587) equivalgiit to 7@50 14.8%6 W/@ rot conaz e (J 647@ equivalent to 148.6 g/L,
density: 1.004 g/ O°® Ba,tc@io 2101898, Xl% 0- OQ Spec@catlon No. 102000013869.

”\g
Ten adult, fe@ze rnal@-lypo@pzs &g@ezfe@per T 1cat§§ re@cates for the control group and
4 rephcate or eac reatﬁ%ént gfgup) %ere e@@sed tpreontrol and*tseatments. Concentrations of 100,

139,1 8 372,51 @19 10 g test itemckg aal seil dry weight were tested. During the
test, t 'ypoaspis, a@lez Aere fed wn@sﬁchee@ mlte%\*ﬁbre(k brewer’s yeast. During the study a
temperature of 20@ OC%n,nd light re 1@e 0 %00 - 00 Lu% 16 h light : 8 h dark was applied. The
artificial soil W@ p § a§ ding-to th@ guideline the following constituents (percentage
distribution onggry w ) 75@& ﬁne@%artz@nd 5%y Sphagnum peat, air dried and finely ground,
20% Kaohn@ay \ SN @\

After a a/g@gd of 14 dg%s th \\g le@@ aduf® an @e living juveniles were extracted by applying a
temperafiire gradient: Qs ng a @acFadyen- é 1% Extracted mites were collected in a fixing solution
(20%¢thylene glyeoly 80‘V%§elon@d (er; Z@etergent/L fixing solution were added). All Hypoaspis
aculifer were counted L§ a@nocul@

Findings % gj

Validity cm rla
All Val@ ritépia Wer@met@ presented in the table below:

SIS
@@@ <

&
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Table CP 10.4.2.1-2:  Validity criteria

Validity criteria Recommended Obtained &7 f©
Mean adult mortality <20% 1.3% & &
Mean number of juveniles per replicate (with 10 >50 @® 296.5@ 7 @
mites introduced) @ S Q
Coefficient of variation calculated for the number of <30% 58% @
juveniles per replicate 9

© N N S S
@ A @ @
The most recent non-GLP-test (ﬁ, LHR-O-14/ , Ma@ 11 éQM) ©&
with the reference item Dimethoate EC 400E G s}@%ved an ECsg Of 5.28 mg @%./kg.@his i©in th
recommended range of the guideline, indicating l@n EC50 base@ on thg numpber of Venilegjof 30=
7.0 mg a. s./kg dry weight artificial soil shows thdPthe test or@ism& sucg@f}me sensitive. @@
B %G S v

o

N9 S
Biological results: %© w\a@ @é\g Q@% ©@ @Q é @ o
Mortality: o N & @
In the control group 1.3 % of the adult oqs?i? acgeifer @% wis h@(%w t@ﬂallo&ed m um
of <20 % mortality. Q &N & & v o @

RAE SR i S

Reproduction: R 2 & S SN Q O N
Concerning the number of j iles iﬁtistica@’ ana@s (@%mé@% test,@ne-s@d stialler, a = 0.05)

revealed a significant difference bgéween @ﬁtrol@nd the five hig@estbcg@cen‘@tions o@ the test item.
Therefore the No—Obse}'V@—Eff@—Co tratiéh (NOEC) for re uction is %@’ mg test item/kg
artificial soil dry weight: Th%Lowest-Ob ©\ ed-Effect- %cent;%tion%LOE for reproduction is
268 mg test item/kg @iﬁcia{@il dQQ'%veih . Th 10 15:248 nag'testitem/k weight artificial soil
(95% conﬁdenczgts: 0- 41§nd hEECx0% 528 Mg tes} item/kg dré eight artificial soil (95%
confidence limits$229 -1022). R N © 9 &

N & N S N @

S S &y &

Bi@n ECQ25 Qg?ypoaspis aculeifer

€Y

@)
Q
Table CP 1(&4@.1- 3@§ Effect of %rothigg}naz%@

Teskitem ey & Qrothioconazgte + Bixafen BC 225 (150 + 75 g/L)
Té&object “ O RS Q Hyp(%@pisagé%%elfer
Exposure YIRS & Artificial soil
W)
Treatment @@@} %ﬂ § § M%%Vif):numbkei)‘ of & R . onifi
[mg produc t@g 6% ity ¢ Jéxenl e@r te§§ oeproductlon Significance
(Aduits) - vessel (% of control) *)
dws soif) < SN
P NS Q% staﬁ;ard ;@;
Copitryl 1387 Ly 2985 +d72 -
400 2 0. 306.322.16.5 103.3 -
139 S 25 o 9r3063%11.5 103.3 -
193 PN e | Q308314111 104.3 -
268 N Y 00Y  H  260.0+249 87.7 +
372 o s 0@ 5 Q353+545 79.3 +
518890 D &S0 Y| @ 2063+14.9 69.6 +
79 & Q008 [Y 2233+35.6 75.3 +
2800 @ N0 2223 +43.2 75.0 +
%y NQECropratiution o > 193 mg test item/kg dws
$ f@OEC@dum}% 268 mg test item/kg dws
&EC10 ©5% confidencéterval)™ 248 mg test item/kg dws (10-412)
EC595% confidence interval)™ 528 mg test item/kg dws (229-1022)
* William's-t.-test one sided smaller; 0=0.05; “-“: non-significant; “+”: significant

** Probit analysis
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Conclusion: .
NOECeproduction: 193 mg test item/kg artificial soil dry weight @ ©©
LOECeproduction: 268 mg test item/kg artificial soil dry weight Q\ 3
@b &@ S
@ N
o PR
CP 10.4.2.2 Higher tier testing @\% \© O«
S
Not required as the risk for other non-target soil meso- macro-or%ms is accle©\ %@Q &@
S S S SRS
@ Q& &) @©
CP 10.5 Effects on soil nitrogen formati{n @@) @ @
Table CP 10.5- 1: Endpoints used in risk &S )
aple n pom s used in ris awssme% @ W\? @ 6@({7\6
. Test
Test species | Test item d:ssign ] %coto@@ﬂlog@ end[@’nt
N-cycle Prothioconazole |28 d no t&\ﬁmnc’\\ >0 O ks&ﬁ ha Ao
@} gs%\ %@ 2\5%71 @ a.s. {:gg d\\g@s Me0)
R & X @
N-cycle JAU 6476-S- é»d To 1nﬂ\cnc§ 520N kg ..,ha@v (1999)
methyl & @@ @ > @ I% .m dw©@ M-024931-01-1
g . o 2 8 D |eA 8.5/03
N-cycle JAU 6476- % 8d  gpo infiuence . >1.0 &\Tm 12./ha & (2001)
desthio ¢, é é} @ @> 1.37 m‘ﬁém dw sy\?@ M-057459-01-1
S 9 & & @ Q7 | KCA 8.5/06
- ) D
N-cycle Plxaf + @ &? - O \2 . 5@“\\[( 1a \ 2006
ro conaz (S % @mo 1@nce§'§g> 1 m od /k dws M-281135-01-1
S Q 21 me €AW 1KCP 10.5/01

a.s.: active substa@ p. n\Kﬁure Q&abohte dw&\ry W{tght SOL@ §
)

Risk assessm@nt fdﬁml ‘N;tro%n Trat&fon&@ion @§ %
Table CI@ .S5-2 A@me@ sml%wr(@rga (x@’
a Q)

NN TSR N, PECai
Compouid” | Sspecs 5 5G| pECa | Reimemen
@9 % & S g [mg/kg]
@ SEH micfdy S) @
Prothy g naz ° o >2.71"mg a.s./kg dws 0.200 No
w%rgag@%ns @@ @% g g
JA %176 S- methgb QQ i‘sg@ﬁang” 2269 mg as.kg dws 0.068 No
N % @)ﬂm 3o- ~
“JAU 6476-ddsthi @ >1.37 mg p.m./kg d 0.190 N
N @sﬁnomj@ N orgaf% @@ > mg p.m./kg dws 0
S
Bixafen + Pi’@g@éonamle EC %ﬁ; > 16.8 mg prod.kg dws |  2.682 No
S

AN
Accordlr@o c@nt re@llat equirements the risk is considered acceptable if the effect on nitrogen
miner T@é‘uo@t the%com?@nded application rate of a compound/product is < 25% after 100 days.
@

In% cas€did dev1atlon§om the control exceed the threshold level of 25% at 28 days after application.
The te 1 concentrations by far exceeded the maximum predicted environmental concentrations in soil
of the respective components. This indicates acceptable risk to soil micro-organisms for the intended
uses.
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Report: ke 10.5/01 | ; 2006; M-281135-01-1 \@ Q§
Title: Effects of BYF 00587 + PTZ EC 75 + 150 G on the activity éthe soil micr a 1@
the laboratory N & IS
Report No.: 31208080 v & &
Document No.: M-281135-01-1 o § ©
Guideline(s): OECD-Guideline for the Testing of Ehemicals, Soil MicroorganismssCarbon é\”
Transformation Test, Guideline 21%January 21, 2@0. g}” N @
OECD-Guideline for the Testing of Chemicals, Microorganféms: N@@gené\ﬁ Q
Transformation Test, Guidelin 6, January 24, 2000. é\g Q Q S
Guideline deviation(s): none % &° N & © &@
GLP/GEP: yes & .Y R 9O o @
& 2 Q@' %\ v 6\ \% ‘§
Objectives: o @& NN

SRS
The objective of the test was to determine %e inﬂr@lce 968 16.7@mg@f BYF@%S S@T@Eé
75 + 150 G /kg d.wt.s. on nitrogen trans&&ama‘[;g%> in ;a@@gric&@ural {%ﬁl \@ é\g §
@ ~ 5 © %, X
. . QKN & QN O
Materials and Methods: QO A < § O @ @ ©

Test item: BYF 00587 + PTZ @ 75 {50 & Batch NQQ}NO@@OU S; anglysed. &s. contents:

BYF 00587 (bixafen): 75.3 g/LgJA %@6 (p io%@azol@%@ L. ©© «
Nitrogen transformation: @;\9 é% §9 @& (04 S @ <) &

D
A loamy sand soil was exposed, for 42 o codséntrations of\~68 riig and@@.ﬂ@ BYF 00587 + PTZ
EC 75 + 150 G /kg dwwt.s. ication ratéd wer@gquiyatént télx ag&d 10x, ré@mmended field rate,

respectively). Lucepie mea Wa@ded@@D th@ﬂ gﬁg/k@ y weght s&g\l) to stimulate nitrogen

transformation. S Q @
Q s v . 9 N
Endpoint was tOtrogeﬁpro%ction @}er 4&3“@5 oﬁxp Qsiite §
& & .0 O & g Qb o
Findings: KOB N > R,

The varigtion between@e rfgate @trol s%pl@cleama @é the validity criterion of 15% for

both tHexdarbon and I@rog& ansformation test\ @ECﬁtesto&delines 216). The validity of the test
system was furthe \hﬁrrﬁed byhe se&@ivit@ggs‘cab&hed g%ositive control experiments.
SRS

Nitrogen trans;@rmat @Q . @@ ©\ § @ﬁQ
The soil nitr3t form@tior@es st% ca ate@cren@tal (i.e. between sampling dates). At the lower
dose ra@ 1.68 mg/k .Wt.@le @h’ ni&q@ for&@tion rate was higher than the 25% trigger value
given byithe OECD 2{ 6 test é@deline at t& te@i of 7 - 14 days. At the interval between days 28 and
42, the difference ﬁ@ coptipl W@S.SO At thisshigher dose rate of 16.77 mg/kg d.wt.s., the difference
in nitrate formation rate @as be@\v the 25% tger value within the test. On time interval between days
28 and 42, the?ffereglce —6. A @tisﬁcally significantly difference of treated groups from
control was @md &t%he loger tes&onC@tration but not at the higher test concentration.

S ©© )

4,
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Table CP 10.5- 3: Effects of BYF 00587 + PTZ EC 75 + 150 G on soil nitrogen transformation
nitrate formation rate) in a loamy sand soil ¢
( ) y Q @ f@
NOs-nitrogen formation rate [mg/ kg soil dry weight per day] 3 Q\ o
U @
Control BYF 00587 + PTZ EC 75+150 G | BYF @87 +PTZ EC 751506
1.68 mg/kg d.wt.s. 6.77 mg/k@.wt.s@
Nitrate-N | Replicate Nitrate-N o w,, Nitrate-N | 9 . %Y,
3 2 N
Interval Formation | Variation ' Formation g viation O% Formation®y {D&Vlatl(%s @
N
Day 7 -0.83 0.00 -0.83 0.00 @{Q -0.77@ ) —7@%? q
Day 14 0.72 10.42 0.42 @ 41T 0.63 m@ﬁ @%
Day 28 1.02 431 0.77 & 245+ 19 @91 & |, -108A
Day 42 1.30 2.69 1.19 R @l N R

!'= 9 variation within control replicates (coefficient of @iation@ culaﬁg\g}%s stafidard dq@tion @an valu® * 1 0)
2 = 9% deviation to control Ko @) @ é &
3 =related to intervals between test start and samplj\{lg% o\@ \@ Q % N @j @
+ = stimulating effect; - = inhibitory effect & N N 6 & 5
d.wt.s = dry weight soil ~ @ S
* statistically significant different from contr@tud&%-test' 0.5 @% §

RN T S
Conclusions: R & ) O © (COIEERAN

@ @
: . §
Based on the results of this ’KQ' BﬁT 005@ + P& 75 O G %s n@@np on soil nitrate
formation rate of soil microflora @{hen a@ed up to 16,77 mg/kg s&f?dry ayeight (corresponding to

7/
s

4

10 times the maximum oli@)mme@led @ﬁli raie of 1@2;5 L Qﬁ@ 0@7 Jr@ygj@l EC 75 + 150 G
per ha). S @ o v
It can be concluded T@t BY@OSS@? P %C liﬁ(%G doé notve liﬁg term influence on soil
microflora. & § Q& NS @
SIS N A
F e .o S o
& &L 0 & @b o @

Cp 10.6\@ Effgcts on\ﬁ%rr ial @n-tal@’et higher @Ants

(O < D
A @  § . QO
Risk assessment fg: err{“strial?Ngon-T&et @gheg&’lant%\
The risk assessmdent ds ba on, the “‘Guidaric: ument on Terrestrial Ecotoxicology”,
(SANCO/ 10329%)002@ 2 final, 2%)@”). Il%g% restricted tg\Off-field situations, as non-target plants are
defined as n@@{:rop an‘%‘l&ated@utsidﬁ e tér@ga ed %ea. Spray drift from treated areas may produce
residues ofia product in afjace f-croprare @
£ produetn lfcegenflorss”
o N
Overall, four Tier 1@?{ te%s havabeen ¢b dug@ with the formulation Bixafen + Prothioconazole EC
225<ﬁicluding tw&eed@ en&g@enc@nd (WO vegetative vigour studies. In all studies the intended
maximum app]@ation rate o&@.ZS Izyprodgha has been tested. An overview of the studies and the
endpoints r@ant f%ﬁhe g%targg plant risk assessment is provided in the table below.
A @

R
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Table CP 10.6- 1:

Survey of non-target terrestrial plant studies performed with Bixafen +

Prothioconazole EC 225 @o
Test organism Study type, tested Max. effects* Most se1.1s1t1ve Referenc@
rate species @ A,
Terrestrial non- | Vegetative vigour, 21 | 37.2% reduction of Buckwheat 1 2007 &
target plants; days, shoot dry weight (Fagopyr@&g 1(\/1 N 9% @
10 species 1.25 L prod./ha (stat. sig.)@ esculeiéﬁm) KCP % %
o 40.6.2
Terrestrial non- | Vegetative vigour, 21 22% reduction of heat
target plants; days, shoot d eight (F@opyrum
11 species 1.25 L prod./ha (notste.) @ulentum)
) 9D Q
Terrestrial non- Seedling emergence, | 42. 6@ duction of @ 9
] Q Sugar beet@,
target plants; 14 days, 1.25 L % oot dry@yelgh (Béhr vulggizis)
10 species prod./ha Q (not@g ) ?“\9 € @
L& 6.2/
Terrestrial non- Seedling emergence, %13% @ﬁuc OSQOf R T%ato N @
target plants; 21 days, 1.25L S } drysweight @? (Lyeop rs;’cr@ 016 2-01- 1
Y Y
11 species prod/ha @ | S (n%) . eSulentugy 2/02Q

* stat. sig.: stastistically significant (p @\@5) qﬁ@t 51g ot sta?@lcall}@qgng@ﬂt (p § 05)@ @)

Q

> @
In none of the studies condu Wlﬁ%lxafe@l Pfﬁno%@azo@c 22

the tested rate of 1.25 L pro&ha were fo
Q N

o @

AN

@ "\@

@
@phy@oxu@

\

“effects >50% at

<)
o
To demonstrate the low rlsk he f rmula

0@@&65&@ no —target ﬁ#ﬁnts@R calculations have
been performed for t@epre@ a‘%@ use @ cereals.

Th@@%sted @e of&ZS L@od /ha was used as most

conservative endp est@ate (@j EK@> 1. Zﬁ /ha)@@ o
Fa° O S O Y @ @
Table CP 10.6§ @eter@mstm@sk a&@’sme%base@n the§ 50 >@}.25 L prod./ha (vegetative
R
Crop’ Use padtern ance from rifts PER* TER
&% s @ § @gel dge @Q B [%]© [L prod./ha] | (Trigger =5)
FORNIS | @\ ES 2y
Cereals 1.28 L 2 S

pro § (@ 1 SIS @.38 D 0.042% >30

* Predicted en@’dnme@a rat

D Basic drift value for two @ ic

s in 1@1 cr(%
2) Cons1d@ MAF = 1. %rom @@A Gl Bird miyals (2009)

o

\
m&t@rlsk@ssess t based on the ERso > 1.25 L prod./ha (seedling

Tah@CPw63 N fﬁ%@

ge& o S

rop Us ter istance*from Drift PER TER

C it w_Distance*f if *
Q S edge [%] [L prod./ha] | (Trigger =5)
ol & o @v [m]

Cer&% @ 2 X%Z/ﬁa%% 1 238D 0.0212% > 60

N @

cted @@Vlronmgntal @

! Basic @@@ value for two applications in field crops
2 Considdring MAF = 1.4 from EFSA GD Birds & Mammals (2009)
3 Considering 50% interception by off-crop vegetation
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From the calculations above, it is concluded that no unacceptable effects of the product on non-target

terrestrial plants are to be expected. @ ©©
‘@ (g
& S
CP 10.6.1 Summary of screening data > SR
N
No screening tests were performed. Please refer to CP 10.6.2 for further in%rmation. § § &
% ° Q %
© @ v S S e
. X Q @© NS S
CP 10.6.2 Testing on non-target plants < O ' V' Q& O
Q& ® R ©© @Q}
Report: ke 10.6.2/01 [ R: ; 200'@%-291@6-01@ 6 @
Title: Non-target terrestrial plants”an evaluatiofpf théeffects@f BY 587 %, <
Prothioconazole EC 75%150 @ in eed]@% emnce growth test &\ier 1)
Report No.: SE07/10 S) SR AR G
Document No.: M-291576-01-1 & @ @ R s 9 & ¢
Guideline(s): OECD 208 (July@ﬂ@:&ﬁﬂin ergetive an%g%)wgh@st (Tigr 1)
Guideline deviation(s): none @) BN @ |, N Q %\ N é\ﬁ Q
GLP/GEP: no K N RS SIS @ @
> - 0 SN )
& > S & ¢ &
Objective: o © S O O L s
The purpose of the study waeva@%ﬁe phyt tox1@effe({ f 1@ L BIX'+ PT¥ 75£%50 G/ha on ten
species representing non-target ter@gstrial nts @Qring @@g‘dling%mer&%ce arg grov%th following a pre-

T D

o o < N
S o & S
Materials and Meth@s: T & g S \q;\ Q A é\
Test item: BYF 06887 4 Prothibgonaafe EC-75+150 g/LagBIX P17 754150 G), analyzed as.
contents: 7.7% BYF05 @14.7%/V&Nothie§0naz@ Ba@No7-002622, TOX07852-00,
Specification X.: 102000013869 & P O & R
Test organisms: Tefpspecies of t%rrestrial nonz@@%et ts (7@ico%@ﬂonae and 3 monocotyledonae):
cucumber\ ucumis sativus), olseed ggpe (Brdssica napus@soyb&an (Glycine max), sugar beet (Beta

vulgarjéﬁ,@ sunflower (égﬁan@s anitus), tamato@Fycopersicoiesculentum), buckwheat (Fagopyrum
esculentum), corn (Zeg mayy), o ven@ativa) and@gyegra&@lolium perenne).
G ma), oadvenutivglyandy

emergence application of fize product. @Q
A

The terrestrial @o@?—ta %plam Wel@@att anapplicagbon rate of 1.25 L product/ha (limit test).
All seeds we® sowrone before applicatioriand test duration was 14 days after 70% emergence of
the seedlings in the contro¥ for€ach s pecies. Bpray tféatments were applied once, at test initiation, with
a spray@t at the ngnfinal SPBEY volffne 0@00 h@ﬁi Control pots were sprayed with deionised water.
Four t&eplicates with\ﬁ\f\e seeds pe@ot foreach s@ies were tested. All pots were individually contained
in saycers and retaﬁ}ied Qﬁ)ené%ws Wit@l a @nhouse. Plants were assessed for emergence, survival
and rated for phyfotoxicity odays 7@nd 1
At study ter ation§g?o endpoint detetminations were performed for plant dry weights. Statistical
analysis W& arr'@ out psthg § Pai Mann-Whitney-U-test (one sided smaller).

@ ©
Findings: & A\ &
Biol\g@ical @ults:§ N
Ggﬁnina‘c@ was increa§l in cucumber and tomato by 25.0% and 5.3% respectively. Germination was
reduca@l oilseed rape, soybean, sugar beet, sunflower, buckwheat, oat and ryegrass by 5.0%, 21.1%,
13.3%, 5.3%, 5.6%, 5.0% and 16.7%, respectively.
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Survival of emerged plants was not effected in any of the treated plant species. Most species did not
show any symptoms of phytotoxicity. Phytotoxicity, visualized as chlorosis, necrosis, leaf defow@on ©©
and stunting was observed in oilseed rape, soybean, sugar beet and sunflower. Severity of phytgtexicityy
varied and was most pronounced with soybean and sugar beet. @

Biomass was increased in corn by 7.1%. Biomass was reduced in cucumb@y; oilseed ra é SO Iy@m,
soybean, sugar beet, sunflower, tomato, buckwheat, oat and ryegrass at 1%%, 38.5%, .8%@@.6%@@
21.0%, 32.7%, 10.8%, 15.3% and 36.7%, respectively. @e differenc&% biornasséigﬁere sta@stic@

significant for oilseed rape, tomato and ryegrass. Q & § t%@ &@
& S 5 SES
Table CP 10.6.2- 1: Effects of 1.25 L BIX + PTZ @150 G/ha @eedlin@g em& ncg\ Q @© @Q}
) &
1 6 7 Z \% @
Cucum- oil Soy- Sugal@ Sun- Q} . @ Bu@- \ % &ye-
ber seed |} an beet @ower omgat wheat é@ n \%at L grass
rape Q @ N Qy

@
/)

— L O O :
Qermination | 550y | 50 | 211 |AB3 @ 39 | 3 Vs 00 g@ @p.7

(% inhibition) ;
SERT N

Survival * SN AN e
(% inhibition) 0 0 0@ A | @0, 4 ® &j@ @@0 ot o
Phytotoxicity 0 B @Q (i@»%%—Co\< N @70 @} Of § ® 0

N .
Dry Weight | 198 | 385 %4\%% 2% | @@§ %g@ W |7 [Nis3 | 367

(% inhibition) @

* survival is a measure of treate% ants that suts@;ed at the end 0¥ the stddy andjs ex%essed a€n inhibition
S-S .

compared to the untreated contro §) @& Qy S @ S 2

* inhibition expressed on a @plant@sis. o %, Q Ko
Figures in parentheses indic%e th&%here w% an §§a @ﬁ%en par&i to the %@ntrol§
Bold figures indicate s@sﬁcal@gni@%t diff enc@se\q AN
NS @ S > @) AN
RSES NS

. SERSEN NN S @
Conclusion: ©© S & NS g
Applied at th@aom ap {RationPate &5?25 &;ﬁpro /ha,§§ 09587 + Prothioconazole EC 75 +
150 g/L slgwed no adverse gg@cts @%e gl‘@ier thii 50@) for@l tested species in this seedling

c R
emergepeetest. < X @ QL L X
Q\? @Q & & \i}i*&% §\©
@Q ”\9\ © @

N

§014@§—501602-01—1
wit "Rrothi%@nazole + Bixafen EC 225 (150 + 75 g/L):
edligg growth test

Report:
Title: Q@ ©©

Report % 2 @ Y
Documént No.: N ©\
Guidgline(s): < N
Guideline deviationt(o\sﬁ: @\ §

GLP/GEP: @° yes &

& An N
Objective:@ Q% @ﬁ%& ©@

The purp@e
early L
Endphints @ seddling emergence, survival of emerged seedlings, shoot dry weight and visible
de@@men@@e fects (e.g§hlorosis and mortality). Statistical analysis was performed to determine
signifi differences between treatment and control.

The test was performed as a limit test in accordance with OECD Guideline 208 (2006).

Material and methods:
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Test item: Prothioconazole + Bixafen EC 225 (150 + 75 g/L), Batch No.: ECE2101898, Spec. No.:
102000013869.

During a 21-day seedling emergence and seedling growth test, the phytotox1c§of Prothloc@%zd@-
Bixafen EC 225 (150 + 75 g/L) to 11 plant species was examined in compdgison with wa{%r confrols

under greenhouse conditions at 14 — 31 °C, 17 — 73% relative humidity and%a photoperl@f 1 @hgh@

: 8 h dark (314 — 394 puE/m?s), using 10 pots with 2 se@ per rephca{&for corn, o{ﬂ?@ed rape, su@
beet, sunflower, buckwheat, tomato, cucumber and soybgan as well {S pots w1th@@see§or h{ﬁ y,
perennial ryegrass and onion. @

In the experiment Prothioconazole + Bixafen EC (150 + 75 @) \/ &appl@@ont&the sofbsurf; @
after sowing at a nominal application rate of 1 2@ test 1tem/h§w1th @spray voluméorrespondi

200 L water/ha (range of deviations from the Q%mlnal te: 9Gy 102@ Tke@’le %d c@%’entre@ of
the active ingredient prothioconazole in the afialysed%est s tlon®aou @ to 192 % f norn 1 value.

During the observation period, i.e. up to 2 ]%ays after 50 @of th&ontro plal@had e@érge e p@tts

were observed weekly for seedling emi&énc%\rwm mor@dty ag 1su phy 0x101ty En ints
observed on day 21 after 50 % seedh em@\@nc re see hng\ﬁ er otox@ty and
shoot dry weight. Statistical analy&@of (}% was erf@g? d ushig t@soft e T at R@Qfessmnal
S O
2.10.06 (Ratte 2010). S N @ @
9 > S .0
@ N @ @J@ @ Q S c&
Findings: § RS S &@ & ©
Validity criteria: N §9 @& @ S % &
S Q%
All validity criteria werésmet a%)resen@i in § tablébeloves® Y s §
9 O . N .
Table CP 10.6.2- 2: @éahd rlt&@ . @6 N ® ((%x O
Validity criteria &% & S L V| ) Reéguired Obtained
Seedling emergefed in thecontrol NP S270% O 94-100%
Mean surv1vq\1@\fv eme@d comrol sey;ﬁtlangs Q@ > 9@ v 100%
S & .~ & & o6 ©
Analytical fesults: %@ & K %

Analyy\s@? prothlocO@giole e sp@ solution @mt@ona@le + Bixafen EC 225 yielded 102.1%
of nominal. Q\ &\ é\g § %\ (& %

>
Biological resultg@ % @ @’5\9 \% @
The soil ap r@ ocov@(z)ol 1XQQ E @5 (150 + 75 g/L) to corn, barley, perennial
ryegrass, o on 01lseed r@e s@ be%tgunfé@r @(wheat tomato, cucumber and soybean caused
no adve @ ffects on @edh Nemer ce, survivahof emerged seedlings and shoot dry weight at the
tested rate of 1.25 t ite /ha None ofthe 1nﬁ@1t10ns was found to be statistically significant.
No {%’mle phytotokic ef@% wé@j obs@ved @day 21 after 50 % control seedling emergence at the

tested rate. @° @ &

Q

o

N @§

@
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Table CP 10.6.2- 3: Effect of Prothioconazole + Bixafen EC 225 on seedling emergence

(1.25 L test item/ha) {@ @
BBCH Phy CIty é@
. Seedling emergence Survival Shoqt dry (cont@l / (%m@l
Species (% inhibition)' (% mortality)' weight d)
(% inhibition)! .
min - max @ D
Monocotyledons = . O & &
Zea mays 6 0 @ 8 & 15/15 EIES @
Hordeum & 21-2221-229) Q70 « 7 | &
vulgare 0 0 ! @< @ mQ N Q
Lolium Y S 22/239 Y Q@
perenne 0 0 @5,% 1R & O N
Allium cepa 0 Y% A 11,4;/11-4& w 2 0>
Dicotyledons G RS S >
Brassica Q 9 Q) ] 4 15/@15 @ .
: Tl g [ & &
Beta vulgaris 0 SNy & . 13@1/131{5{: 0L
Helianthus @ e @ |\ Q %&162@6 o @
annuus 0 LN slas i
Fagopyrum 0 & @ 0 S v _\U E\jSl @?@51 5§ %@O
esculentum R ) & D ﬁ(\@ © °
Lycopersicon @ o @7, & @ 14/ 4 0
esculentum 6 < O v S 13 @)Q @
Cucumis 8 @ N Q@ A ] 912 0
sativus o @ © @? @ Q ! @ f?\’@
Glycine max 5 A @ a4 @0 %3 14/(&§14 0
@)

I compared to controfy

No statistically si 1cant d1 fer ﬁ %@e o a@t lg were@alculag&d for seedling emergence
1

and survival (Fis t Bm% ) p 0.05) aﬁ@for sheapt dr @elg%@tudent -t-test, p > 0.05)
F D s §
Conclusion: @ @ O « @%% @

The soil ap%lcatlon@jf Proﬁ*ﬁoco@yzole% Bixg: ale EC§5 (150 + 7/L) at arate of 1.25 L test item/ha

to eleve@errestrlal pl@?spe%%é dl(@ roduce @fects seed@ng emergence, survival of emerged
seedlnés and shoot, d@ wel reachmg o@mcc @g thé 30 0/4\@reshold for further testing.

@ N
o @Q < &

Report: <O © karo. <@03$§ : 2007; M-291578-01-1
Title: % n-ta terre%tv al plégnts an@valuation of the effects of BYF 00587 +

@ &Prothg onazd¥ EC @—i— 150%/L in the vegetative vigour test (Tier 1)
Report > VV07/10 @
Docthment No.: %, 157801- l @
Guﬁéline(s): D@7 (July O6©/egetat1ve vigour test (Tier 1)

Guideline deviafp(s): none & Q
GLP/GEP: & \"no %

&g @

Obwctnv@ §9 ©

The p F&se é evaluate phytotoxic effects of 1.25 L/ha BYF 00587 + Prothioconazole
EC § 159 g/L t%emes representing non-target terrestrial plant species during a vegetative
Viééur te 0110W1ng a &i emergence application of the product onto the foliage of plants at the 2 to 4
-leaf's
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Materials and Methods:
Test item: BYF 00587 + Prothioconazole EC 75+150 g/L (BIX + PTZ 75+150 G), analyze@ 5. O
contents: 7.7% w/w BYF 00587 (bixafen), 14.7% w/w prothioconazole, Batch No. 2007 %2622{@@
TOX07852-00, Specification No. 102000013869. S ©)

© & N
Test organisms: Ten species of terrestrial non-target plants (7 dlcotyledon% and 3 mon@tyl ae)%
cucumber (Cucumis sativus), oilseed rape (Brassica napgs), soybean (@lpcine max)%%gar beet (B
vulgaris), sunflower (Helianthus annuus L.), tom3{o (Lycopegs Gon  escul m),xb ck;& at &
(Fagopyrum esculentum), corn (Zea mays), oat (Ave;&@%satzva) and @grass (Lol perenne L§ q&

)

Plants were treated at the 2-4-leaf stage with a f@ spray applge%on@? 1 25@ pr t/ha@nmt '@%t)

@

Spray treatments were applied once, at test initiation, gyith a @ﬁye&@}t at@ no 1 sg{%’/ volyne of
200 L/ha. Control pots were sprayed with dei@lze% Water. g@ur tqﬁle r ur to fiye plants
per pot for each species were tested. All @ts wete 1nd1@duall§%on%med 1@5auce@and@jameé*on
benches within a greenhouse. >

& RS
Plants were assessed for survival and pt tot%%lty %@ﬂaysg 14 &@21 éla stu@rm1@?on &adpoint

determinations were performed for @nt WCL& %
Statistical analysis was carried OL@sm%‘che P%mse %ann—tne@ te@@)ne @d s»@%t\iler)
S
& & & @ R SN
Findings: N @ @ ¢ O
‘& (O S NN @2
Biological results: S @ Q

There was no effect of 1 Q?L X +PfZ 75§0 G/ha on @e‘surv%al o@ te@emes tested.
Phytotoxicity, Vlsuah@d as@ loro@s ne@omséff d@o gtion ;and St&@lg was observed in
cucumber, oilseed bes@ su be§ sun wer tomat@ and “buckwheat. Severity of
phytotoxicity vari and@% m&@)m@ &dwnh ﬁlﬂov& & @

Biomass was igfteased\in cofh and, 0at by 5. 7%&\1d 26: %, 4 pect& ly. Biomass was reduced in
cucumber, oildged , soyBean, @gar beet, suy owi@to ,;% bugkwheat and ryegrass by 31.9%,
30.9%, 35@%, 12.7%, 2}7% 9%%37 Z@d 58, 1 pectiy Differences were statistically
significaatfor cucuml@@ oﬂs&é @oybean ton@ato a uchgheat

Table CP 10.6.2- 4‘@,\) Eﬁfects 0@%25 L\@X +@§h 73450 Gfl¥a in the 21 days vegetative vigour test

0 N N
@ % @§(§ ﬁ_ @Sugar§ &? Tomato | 3"* | Corn | 0at | RY&

Qape \beanf§ b?;{ %ower wheat grass
Survivaly o) D <7 o 0 0 0 0 0

(% inhip®¥n) "ol & D

N

Phytotoxicity B %A A\© B-D B B 0 0 0

q
R

DryWeight 319 4 30.95°

% inbibsion) &@.7 24.7 359 | 372 | (157) | (264) | 5.1

) &
* Survival is adneasurg of tre plq@t@ that survived at the end of the study and is expressed as an inhibition
compared t unt‘f‘e@ ted cgitrol. @

Bold ﬁg res
@
& g <
&

Inhlbltlag expr: @ @t basisy
Figure \\ parenflieses indicate it there was an increase when compared to the control.
@statg‘ﬁ;ally §®nﬁcant (p <0.05).
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Conclusion:
Applied at the nominal application rate of 1.25 L product/ha, BYF 00587 + Prothioconazole E(@% + ©©
150 g/L showed no adverse effect (i.e. greater than 50%) for all the tested species in this vegstativey
vigour test. @
‘ & &
> ~ 2 >
Report: kP 10.6.2/04 Gz~ 2014@501606-01@ @“}f N @Q @
Title: Terrestrial plant test with Prothioconazole + Bix@ﬂ EC 225 (15@+ 75 ): é\ﬁ é
Vegetative vigour test @} & é\g Q @) S
Report No.: 1410 48 004 P R\ R o & & O &@
Document No.: M-501606-01-1 Q'S@ N @ QO ¢ @
Guideline(s): OECD 227 (2006) . é@f D ® 6\ R §
Guideline deviation(s): none & @@ %, & @}7 N >
GLP/GEP: yes 7, (@) AR © S % I
Y @ @ KR s 9O & g
- LS N R TR
Objective: @} \\ @} & ©% N~ & w §
The purpose of the study was to detétmin “poten eff@s of test@%m igogi~and g@wth of

higher terrestrial plants after foliar @pplicatipn under contvolled.envir entglzondifions.
Endpoints were shoot dry Wé%ht, egurvival %@visib@? de{@len effes (e’s. chlorosis).
i vee

‘s

Statistical analysis was perforpféd to,é%termir@j sig can@feres betWeen ¢seatmént and control.
The test was performed as athimit g&st n a@rda&ce Wit%p CR, uidif@le 2% (200639D
S @ K S 9

.9 O %
Material and methods: > % § @} ©@% * $ NS
Test item: Prothioco le +f§xaﬁ3§i@c 22915 5 gdy), an@ed &s. conﬁ@%: 7.52% w/w bixafen,
14.8% wiw prothigé@riazgle, Bat@ﬁo.@ﬂ 98,Spec. Np. 102060013869.
S (O &\ EEEN \© 9 & &
During a 21- @Qege&ve yigour t, th@ﬁytqiéxicit of Prothitoconagole + Bixafen EC 225 (150 +
i Q Sod i & )
75 g/L) to I'P plagtrspeeies was examined  ifocomgarisonQvith Water controls under greenhouse
conditions @ 14 — 31 °(;%17 - @%@/o refative iditynd a@hoto@i\?iod of 16 h light : 8 h dark (311 —
392 u /s), using &gépots@th 2<plants per re@ate@@ cor@oilseed rape, sugar beet, sunflower,
buckwheat, cucum \; tonia«ﬁo anda\s)oybe§as v{j&u as %pots v@ﬁh 4 plants for barley, perennial ryegrass
and onion. N ~ \o;\ o3
In the experimeg? Prol@co ole %ixaﬁ%’EC 295 (189 + 75 g/L) was applied onto the foliage of
e, © . . @@j . .
plants at th 4 1@@ sta%«@ht a‘n@mm&l@pph@ ongate of 1.25 L test item/ha with a spray volume
corresponding to 200 L w@er/h@ang of de\@?ons m the nominal rate: 98 - 104 %). The measured
concentrdtion of the actiye in@@dien@rot]@conaé@l@ in the analysed test solution amounted to 104 %

of nominal value. & N &,
Dul‘é{l% the obsewﬁﬁﬁl p@d, «i\e@ﬁp t dags after application, the plants were observed weekly for
survival/mortaljty, and %ua&%hyto@xici ndpoints observed on day 21 after application were
survival (mota ity)t%visuhygi@(icitynd shoot dry weight. Statistical analysis of data was
performed g @%soft @f‘&\ T&(Rat essional 2.10.06 (- 2010).
o S S

Findings: Q@ S

R SN
Validity crlt@%: S
Al@glid@riteria wer@et as presented in the table below:

&
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Table CP 10.6.2- 5: Validity criteria

©

Validity criteria Required Obtained {&gj 4
Seedling emergence >70% 90-99% A &
Mean survival of control plants >90% O 100% @~ S
@ N
Analytical results: § @ &
Analysis of prothioconazole in the spray solution of Proth‘@:onazole + E&f@en EC 22$Zgwielde§%04.
of nominal. \e @ & & O
Q o &8
O
Biological results: @} > é\g RIS @Q}

QR o &
No mortality was found for any species teste ytotoxic &ffects @@@re l6Rer tl@}l 10@ itl@’ne

exception of Fagopyrum esculentum, Lycopersicon %culen an@Cucu@’s sa@m with m%ﬁum
phytotoxicity of 17%. Statistically signiﬁcan&’fect@n sheot dryéﬁeig t@%re t@d for%eta %71 garis,

o s.e

Helianthus annuus, Fagopyrum esculentym, L)«@pers@on esQulentur al@ Cucumis S@V
maximum effect on shoot dry weight W&&Z 0 o\fEr Fag\%yrm@sculﬁ%n@. S) éﬁ §
@ S @ & O > SRS
&N ) S-S N <
Table CP 10.6.2- 6: Effect of ProQ@Qcon@le h@%fem@% 25@7 ve%ﬁivef ﬁ' ur @% L é@g item/ha)

R Phyégtoxi O O @G "BBCH
Speci Surz;lva]@ &@ (% ibi@§’ ! @® § d S®({th O (¢antrol / treated
peae 1Et?ﬁ>§ hlorosis,| Neerosi é§°“’t%Q Ve hibitiom ! | )
mortality) | Khlorosis;| Neatosis |gnnibition | ZA!™ 0@ L min - max
Monocotyledons N 9 @ & DD A N A
Zea mays 08 e © 1P| OO WIS 16-17/16-17
Hordeum vulgare 0D |30 4. @ S0 O A 4 D 31/31
Lolium perenne& <0 Y 0> 0 0y Q 25/25
Allium cepay | Q0 N~ & |~ 0.7 & B & 14/14
Dicotyledons® ) & i Y KSR
Brassica Rapus 00 [ Vo & o V7181 @ 2 16-17/16-17
Betavglgaris 0| 0 & 28 |3 @ 8 NTE 16/16
Helian,"liwg annuus | 22 0 (& @» ~ 2. & - v 17* 51/51
QO
Bgprn. 0055 o [T e [ e
Lycopersiconsy NS |, ©
Zscflentum [$ 0 @ @% N 3@ @éﬁ 17" 61/61
Cucumis sdvus _O° 0cy” L. Y6 O 1© | @17 19% 61/61
Glycinewax 9 <@ 20 | &3 & 4 9 21-22/21-22

! compaﬂ to control ~ § %:' . % %@
* stati@lly signiﬁca}r{@differ@ from %trol@dent%test, p <0.05)

Q N S0
Conclusion: * @ \@ Q@
The foliar appl@&tion o@Pro@%cor@ole J&ixafen EC 225 (150 + 75 g/L) at a rate of 1.25 L test

item/ha to elegen tem@bﬁria nt @ies atthe 2 to 4 leaf stage did not produce effects on survival and
shoot dry weight @chi e%edin@e 50% threshold for further testing.
FETS
AN % S
N S
@
C@%ﬁgg

In Vie@ the results presented above, no further studies are deemed necessary.

@Ex@lded laboratory studies on non-target plants
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CP 10.6.4 Semi-field and field tests on non-target plants .
Please refer to Point CP 10.6.3. @ ©©

CP 10.7 Effects on other terrestrial organisms (flora and fauna)

No studies are required.

CP 10.8 Monitoring data

No monitoring data are available. %
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