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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 Cornp%%sion Direq‘g@ 200 4/5@
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, Whlcﬁvere frat par®of the,
dossier during the first Annex I inclusion of prz@onamle andre @"eref@; no %Valuatga during
the first EU review of this compound. In ordéy to facilita@dis&x{ ination befween gew and-old
information, the new information is Writtelgin bl%%hlet@ wl@%eas %\ /e dessribe e old
information. R, (@) & @ © @x %
All studies, which have been already su@tedQ@Bam@Cr S%ien% for %@ﬁrs‘[ Annex&cn,
are contained in the Monograph and it@%dde@ﬁ and@’e ineluded @the B&selin@ossi@g pro AR
Bayer CropScience. The summaries 4R the differe ndpéﬁits V\%&: tak@g\’ frm@le ograpand its
Addenda and supplemented with neéw infofnationy(new Sj§tfudie§refer es, @her meé@).

Q @) N

9 9 (©) I Q O
A synonymous name for proonaéoo\fe use@ajlt se@Qral 1&‘&0@ this %ppl@@ent%\l)ossier is JAU

S
6476. RS & < @ & & SRz
9 © @© N § A
One of the representati>e fosmulations u§ fo&%&e s@ais ion for“the r@wal of approval of
prothioconazole is t]@éeed atment fo ulati@@» ro;@ocon@)le 100, She summaries of those

formulation studie@hi had bee‘i@resenﬁ@d inthie dosgier during the first Annex I inclusion of

prothioconazole@\weé@ the{ﬁk assé%ﬁnf@t\are %@sent@ th@ossi@%
S S (T oy -

Ecotoxicological erf@pointswused.in the fiﬁiow@ risk@ssessthent ;&e derived from studies with the
formulateg%roduct Prothjoco ole@ 00, @e active s@nce firothioconazole and the metabolites

. . . . . AN

listed mi%e residue dé‘%ltlo§j ris asse@sment@ v , ©

o Q, % o\ %\
R L WO AT : :

In this dossier o ndpgints u fon@% risk fsessnient aggpresented. For an overview of all available
endpoints for @rothio azolgrand @@’ me@bolite@lea@efer to the respective section of the MCA
document. Is(drder faci@’[e iserimination between new and information submitted during the first
Annex | il%usion proces@thc@vim \Deevabaited i@formation is written in grey letters.

o @

o%
& N

@
\% %@@"\@Q@@
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Use pattern considered in this risk assessment

Table CP 10- 1: Intended application pattern S
Crop Timing of Number of Maxgpplication r, T
application applications individual treatment ©®
[g a.s./h SN
Prothioco le* /,1@ 2)
Wheat (spring, winter), Barley Seed treatment @ & y;g\ \\ N
(spring, winter), Oat, Spelt, v 1 @ Q8 NS @
Triti BBCH 00 Q @ S %o S
riticale & g R R Q @)
* Maximum label rate: 0.180 L prod./ha; seeding rate: 180 kg%%%ds/ha; 0.100 Qrodu%/ioo kgg%%ds (g:. 10g a@\/JJIOO {@
d
seeds) Q'?Q} N . \@ @
@ \ @
Definition of the residue for risk assessme%for p@hm@ azo
Due to changes in triggers for metabolitesto be fifsther gsdess

route of degradation in various env1ronmzeg%l compartinents,

@gé) @@s we@as due to n@v st@ on&th‘e
&1 lltes are pr 0se

dlthH%l me

included in the residue definition for @nsk%sess@nt Agcordi ly, tudies ed to
describe the ecotoxicological proﬁleé%the&%neta@éhtes@he ]@Va%@thr e @com%artment
s
Q @ @ \

Table CP 10- 2: Defimtlol@)f tl:e&e@due@ rm@l@c@sesﬁs@t é @© § s

Compartment | Residue definition for %@ assessment 9 2] ©

Soil Prothigggnazolgy > K% °\ﬂ %

JAU 6@ 6-S methyl (@@%U§ & @% § $ @yo\?
JAU 64764g%rh10@y/04) RS ©)
Groundwater P@ﬁuou@izol v Q> sﬂ\g () Q) 'Y
U6 76-S-nggthyl (AQ )dm@ @
oF PYAY @76-dissthio (%4) \ °© 9 & U
Surface wate Pr@dioconazole, % A N
T@ é§0\; 647 @S—met@rl (Mi%) f%’ Q@ @§ @
& JAU 6476-des@pio (M&4), @\ @ @
N JA$76@QZOC@ 127 & Q@ N
&@ tria (M13yand Q . O
U 6@%mm@ﬂ<m§ (M4°2§& . N
Sediment 1ot IOLOHd Q @
9 JA eth 01 % & o
@ esthi€IM04)Q Q) @ﬁ
Q ﬁml zoeine @%12), @\
AN 12,4 zz§/ll3) &
L JAUH476t5zolylletone 442). %
Air ﬁthlo naZoleand & )
% U 6600-destfd MY

*Justification for the residd@defingtion for r§k aséessment is provided in MCA Sec.7, Point 7.4.1

N
< Q
Plant metabé@ % R
In addltlo& th tlve @
and rlsess nt of t rrest@ Vertebrates (birds and mammals).

A%st ﬁetabohtes Wthh contains the structures, the synonyms and code numbers attributed
compound prothioconazole, is presented in Document N3 of this dossier.

, its @tabohte JAU 6476-desthio is assessed in the dietary exposure

to the
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; chi@&lce @6
Document on Risk Assessment for Birds & Mammals on request from EFSA%(EF SA Joun@fzoo%@’
7(12):1438), referred to in the following as “EFSA GD 2009”. S &@ ©)

@ &
I
. 3 9 & 2
CP10.1.1 Effects on birds © Y SN S
Table CP 10.1.1-1: Endpoints used in risk assessmen: v @Q@ @@ \§ %@ é
Test substance Test species Eq\@t)xicological@éiadpoi t . Q k%fergx@e 2
Prothioconazole acute, oral @ @@ Q
Colinus virginianus L () . @0 misa.s./kghw S M-043030-661
(Bobwhite quail) ' @@ N &% R KC% 8.1.1%%01
- T © O g N
Reprod. 21 w dietary NO(@Q @@ 70@@; a.&@g die )OOK
Anas platyrhynchos SEL S\ N s&%{ bb\ § -038323-019
(Mallard duck) &7 NOEL > yme ey A S ARE
JAU 6476- acute, ol Q| RN S K &Y (15h0)
desthio Colinus virginiq, ') é L&§ $ ZQ@ng @-/kg -013835-01-1
(Bobwhite qu@) N D o L KRR
. otart 2 4 RS Q
Reprod. 22 @gfietarse,” | Qo) oS 73 @ij@p.m./l§diet > (2002),
Colinus vﬁgmzum% NOEL 14 4 b ®1-090509-01-1
(Bobwhite quil) " "L g !BwEPaAEbYA | cag113/03
- 2

L, D

S S ©
Mianndi D ] :
Table CP 10.1.1- 2: xgelevgﬁa ianGhdicatod spe feeding O@eds @gr rlsk«»{ ssment on Tier 1 level
Saccordthg ta®FSA GD (20 % RN
&L, NI S @
Type ofseeds O ° Genericfocal species N ﬁ@@ FIR/bw
‘Lar, eed% L& . N Ry
(maize teans o peas) O e argg Braniyoxgts bigd m§ @ o1
‘Small seéds’ 2 Q R
(notmf%)ze, beans oripeas) v ;@H gra@orois@rw v 0.3
I
S o . & ° o =« .9

Since prothioconaze}s and JAU 76-51®§io ate nonssystenic’ (201425, M-486407-02-1,
M-488935-01-3, KCP 1Q.1.1. &i?), n%@k ass@ssm@t for birds feeding on crop seedlings was
performed. @

o

o N F.O & O @
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Acute dietary risk assessment

Table CP 10.1.1- 3: Tier 1 acute TER calculation for birds feeding on seed treatment s @ @b
@
LD Exposure S @Qb @
Compound | Indicator species % NAR f§ TERA4 Triggées
[mg/kg bWl | FIR/bw 1 D
[mg a.s./kg seeds]? SRS
— B . . D
Prothio- | o a1l granivorous bird | > 2000 03 | 100 < > 67> | 10 QY
conazole q‘? @ ey | @ o
- R @ N
TAU 6476~ gnall granivorous bird | >2000 | 0.3 106" 67 4 & ©
desthio @ Q D o
1 Assuming a thousand grain weight of the seeds of 50 g ! @ X @)Q @ é >

2 The Tier 1 TER calculation for the metabolite JAU 6476-desthio gg@ orfé%lcted \@th the &’ plicaﬂ@@% rate{o
the parent compound prothioconazole — representifig a wor§f-casg Seteenigigzapprs
S 8’ “‘é

Tl < .
The TER values of relevant scenarios, e. gg%rds g@mg\o tr at@ se%s mee@@he req@red @ger @l 0

for acute exposure. @ \ @} & ©% oS @

v
o S)
Q (& S RS >
Risk assessment for birds drlnkl&@:ont@una %wat@* \@' § §9 @ ©
EFSA (2009, chapter 5.2.1) proposés to%)cus rlsk assesspdent forbirds ma@-als«gn the dietary
route of exposure. An assessmefib of théurisk p%n‘u@ posédby c@&ump n o§nta@nated drinking
o & f
water after the use of a pesticide as seed tfgdtment is not requlrﬁ s1nc@hls Ig%ute seents unlikely to be

a critical one or to lead to @ER greater tl@a dir dletar@j consumptl@ N %@
TS NS
. v.0 9
Short-term dletary ? @@ o é& “
In the short-term djgtiry stu 476@5th1 Mor@lltles o@urre&at the two top test levels

after several day red@ d fog oﬁsympt\l\n lea&@g to, @gvereﬁody ght loss. The seven chicks
dying around dé% at@OO pp%ﬁ hada mea@@»od v@@gh 096 1rd,%g,e less than 50% of the control
bird weight of35. Z@t day3. AllBirds Found dgad extggthely@maciated. Since no other severe
clinical sylﬁ@toms were observ it @o be@sume@that @ey di@?‘on starvation.

Durmg& post- expo per the fo0d consum@n an&ody@mght of the surviving birds started to
recover.

The LCsy was de ey 1ned%1t g fe@@’Basé e rneasured concentrations the 5-d lethal
dietary dose (5- &DI@ of é bv@%lay V&@s caled by (2006; M-268832-02-1,
KCA 8.1.1.2/@). ©© <

Effect pro&e and time cse @gest @t htycurred only after multiple dosing over several
days, an@s assomated@lth 1@%3511@ a@ 0S$ &nd starvation over the treatment duration.

Therefore the resul thig study-are notan ann@ul in the acute risk assessment which is intended to
add&&s a single déy, oralex os&r@’ eve, Th@@fects after a single day of exposure are appropriately
addressed in the&;tandar@f ER£e calc@la‘uor&@tb the single exposure LDso.

& %% @ Q

! Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der Landwirtschaft,
Darmstadt, 13" edition, ISBN 3-7843-2194-1
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Long-term reproductive risk assessment

Table CP 10.1.1- 4: Tier 1 reproductive risk assessment for birds feeding on seed treatment . @ Q

f
Exposure >
NOEL ot Kb 2”7
Compound Indicator species [mg/kg NAR @ TERL Tri‘&gr
FIR/bw | [mg a.s./kg fiwa @ Q
bw/d] % O a
_ | seeds]V | . L 9w
Prothioconazole |Small granivorous bird 78 03@%/ 100 @} 0.53 &9 4 S@
8 @
JAU 6476- . . . N
desthio Small granivorous bird 14.8 1[\ 0.53 C@ 0. Q f©§ &
)

1 Assuming a thousand grain weight of the seeds of 50 g

S
Q,S@ @) Q Q ¢ @}
2 This value is taken from the parent compound and re resents an @ahsﬁxworst@ase s@mrlo L <
Bold values do not meet the trigger @CS% @ g & @ v
< > S

The TER values for birds feeding on trea&% seeg@o n@@fne%‘&: trl%ger o§for lor%-ter@ xgre

Accordingly, a refined risk assessment@need@d @}

S S, & &
Refinement parameters for longg@rm c&k asgessm&nt fo&@ml@ann@rous 4§f‘ds @@posed to
O N>
treated seeds Q O @) \

D
Refinement of focal bird speci€s: skylark, c@fﬂ andlé\p mme @© '
PT and PD (ﬂz 06; M-279616,01-1 2/1@ & ©

Measured time-weighted ayeragelronc agtgor a 21-day wmdé@' a rmatféh fraction of JAU
6476-desthio (i '&01; M-088988:01 @Kc.l.l.i%z, WOMa,b, M-486407-
02-1, M-488935-01- %KCP 112718 & 19), re@tin ‘i a frvg of 04085 forprothioconazole and an
adjustment factor¥ 0.1] for J@ 4@@&35‘[@ aft 1net@evalua on

b, ¢, M-535724- 0@ M@ 48&45 1, M-534805- 0@ Kg@lo ]é~2/1 & 17).

$ o N N §

Focal bird speties @ m&ﬂ@ured erfaf% denmles rea@ ds@l freshly drilled cereal fields
The releva@ 1nd1cator§)ec1e&%rg@%nsk @sessn@lt igpa 15 @:gramvorous bird, e.g. the linnet
(Card@ cannabing)Congideringithe linnet’s f&&din \@ehav@ur and habitat selection, it becomes
obvious that llnnets y Ve‘iy much on s@ we‘ed seeds thrmghout the year. To some extent, also crop
seeds may be con % ringtheir imlk ripg stag@ in summer or on stubble fields in autumn and
winter. Howeve@mn ere{%@ be ghe foc@b species for freshly drilled cereal fields, as
cereal seeds d to@ sli @Q ig in nQize LoFull @tch the linnets preference for smaller seeds
(like weed eeds see Cratgp (1@ yb@g@& tant (1998)*. Moreover, the feeding activity of
linnets i %orted to b@low @resh@ drilled fieldsvin cases where the number of seeds remaining on
the soil surface i 1s According to aGtudy of Moorcroft et al. (2002)° linnets were rarely
fou&a*on fields whise de@es @eed@po@t for their diets were lower than 250 seeds/m>.

%§”
v
@&@7»@@

2 Faust%ahlen f@he I@wm %ﬁt (2005), published by Kuratorium fiir Technik und Bauwesen in der Landwirtschaft,
D, tadt, editiQiy, ISBN3-7843-2194-1

&

2015a,

3 998): The coniptete birds of the western palearctic. Oxford University Press, UK. Database on CD-ROM
Printy can be provided on request).
4 (1998): Diet of nestling linnets (Acanthis cannabina L.); Journal of Ornithology 139, 277-286. M-

266848-01-1.

5 _J D. (2002): The selection of stubble fields by wintering

granivorous birds reflects vegetation cover and food abundance. Journal of Applied Ecology 39, 535-547. M-107939-01-1.
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This conclusion was confirmed by the avian observations of Crocker & Irving (1999)%. Based on the1r
observations and observations made by _ (2006, M-279616-01-1, KCP 10.1.1.2/ 1 @
skylark (A4lauda arvensis), the yellowhammer (Emberiza citrinella) and the chaffinch ( gtlla@ﬁ
coelebs) are considered to be the relevant focal bird species for the refined ris @sessment dl@

abundance and frequency of occurrence in freshly drilled cereal fields in com@ination with th ir d\é%ry

demands. =N § § &
@ & SN

Portion of time (PT) birds & O @\ v\g@ &@

To obtain quantifiable information about the potentia&foraging time@%the focal bird sp ©\ h]@&(@

drilled cereal fields, individuals of the three focal spedies (skylar ellowhammg

ang chaffing]
captured, radio-tagged and their presence in thd was folJ&wed f@@ﬂ héwrs h @
S N

~
KCP 10.1.1.2/14). & @@Q @ &% @’
Based upon the field observations made, wgrst- c@ PT @ques were de‘@rm%gd to @OO@SW@nd
22% (mean values) for skylark, yellowh{ﬁimer\a}d ch@ﬁnch@espe&%ely ©should be mentiongdthat

for the long-term risk, the 90™-%tile wd@ld o&msm&& the\e%po%&@ s1tu&gon tch 15@0 uri@erlined

by the limited availability of cereal-§&eds {6 a maXsmumg { @week untl@ed epgergence).
Therefore, the use of mean PT—@.\es measu%d in %e ﬁel udy co@ereiﬁn a further
refinement if that should be negggsarys,, @ @ @

For the purpose of this doc@nt th%unrg@%ned {V(@ st-caSe ValL@QNﬂ@e us(%d as a é%‘y conservative
approach. % é% @@ @ @ § @ %@

S LS
Table CP 10.1.1-5:  “Compjlation i%leasul@d @lues&gﬁ)c rd species ew%on of time birds spent

@ otential fo g\}é@wesh&rlﬂe erea@ﬁelds),@termﬁaed via radio-tracking (.

Bl __ Sl E e
O ocal bird species
@ @j@ S @© %ﬁx f?@o% k@{?b (n §;§?&ackmg sessions)
& E} S rk@ YeBowhammer Chaffinch
D S o &L =1 (n=14) (n=8)
& ) [, O 10y Y 035 0.22
90" e ofpotega%@foraﬁmgu%(n)§ o (1@@0 R (35%) 25%)
N
A 7, @
REF GO
Portion of (PI@ © N
In the fiel study of 2 M 61 1-1, KCP 10.1.1.2/14), ingested food items of
S

focal spgeies have bee det ined B th@naly{'%ﬂ of stomach contents and faeces. The results are
shown in'the follow@ tabl \ &

In aiffocal species tyell mrge , ch 1nc d skylark), food items from various sources have been
identified, 1nch@mg cereal seeds. H@/eveg%ﬁ must be taken into consideration that in and around the
freshly drﬂ@erea&%lds der@esﬁ n, significant amounts of cereal and oil-seed rape (OSR)
harvest rem@ants @mpr g 19@ of L@eated seeds) were available from the previous crop.

These hi -lev of sé€od-remsants (from the previous crop), easily accessible for birds on the soil
surfa ﬁloﬁesu rom*&’@e minimum soil cultivation practices followed in the study region (i.e. the
abdigation ical s5il- turning operations like ploughing between the harvest of the preceding
cr éﬁ dnlhng of§ew) cereals, in combination with only a limited harrowing, see also above).
That tl@e% un-treated cereal-seed-remnants (from the previous crop) posed at least for the skylark an

6 Crocker, DR and Irving, PV (1999): Project PN0915, Improving estimates of wildlife exposure to pesticides in arable crops:
milestone report 02/01, Variation of bird numbers on arable crops. M-290894-01-1.
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important/easily exploitable food source, becomes obvious, when scrutinizing those skylarks in closer
detail, which were captured on freshly drilled cereal fields and which were found to had cereal se
their gastro-intestinal tracts (GIT N

g (GIT). 5 @

Table CP 10.1.1- 6:  Content-list of the faeces and stomach flushes of scrutlﬁged skylarks %’n—l @nd
identification of the previous crop (from raw-data),

n &

@§

(2006, 796@ 1- 1@

KCP 10.1.1.2/14) CH ?”\9 \
Food item X Samp@ID 3 @ &@
010 | 011 | 016 | 019 | 02@%028 | 03%@061@062 2063 O
Animal matter @ (\ f 9 @
écarl 1 . 7@ w@) @ f($ - é
oleoptera @ ol 1 Q
Diptera Tipulidae (%\ @@f NI & s
Diptera S @) aQr 20 O <
Hymenoptera Formicidae N o8 @1 [Q N O L7 |
Rhynchota Cicadellidae N 1Y D D L
Plant matter @ N @ | O w Y S A Q
grass seed Poaceae qQ (Q\\g @ @;\9 $) <&w & g
plant fibre N v C - X\y NN 2
scale remains Brassicaceae Rl o &) Ol & Q o g N 1
Seed Poaceae [Smm] @ NEECER 27 & ] &9 4
Other seed N - D @) <) Q
unknown plant material N G «; < X o2 &
wheat grain [7mm)] R Y e K1 & Lol k& § N 1 1
Previous crop on the site on whi N .
the particulaf bird waﬁ%\éptur@@ OSR |OSR ¥ \@V W Peas @ WWWw | ww

OSR = oil-seed rape W = Winter@eat% N N @ ~

o N L
Only those skyéﬁks h@% cereai% seeds in tk@ GI{g&whl h%erually\paptured on fields that carried
winter wheat &% the @:rop us, %specm@y theesKylarkg)as a liard species of the open landscape

that avoids@ush-and tre&hke szt\ﬁr@tur t the&eld m@’ng@:an b%)(pected to exploit the reservoir of
un- 1nc@ated and ueat@erea ed-remnanfSfrom the pr@qous crop in the mid-field area. When
calculating the por*tq%n of¢erealyseeds i the diet of s yla&u@ for the refined risk assessment, the
calculated PD-valgg™can th%refo e cénslder@o bc.con ervative estimate for this particular species.

Moreover, unlik&%o y 0& ers@ad clﬁfﬁnc]@ s where never observed during the entire
course of t#’stud Qo fegd at d@:ereeﬂ@seeds (2006, M-279616-01-1, KCP

©
10.1.1.2/1 g S

onl
\
I
S or EU jgree Shedin
To account for EU @ 1n%t parameter the@quatlons for the energy requirements as well as the
Val&éﬁvfor energy dhd moi§ture co@’ent d@rent feed items were calculated to comply with EFSA

Guidance (2009@5 Appen@x 11 ails (&f@le mixed diets of each species are given in the following
tables.
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Table CP 10.1.1- 7: Daily Consumption and Energy Expenditure for 37.2 g Skylark
Species: Passerine @g/ |©©
Body Weight (g): 37.2 S W
Proportion of diet based on Dry g(\@ R @ S
Wt(g) @]  Wt(g) R
% in diet kJ/g Dry | Assimilation | dry foad wet fo K %
Food DRY wt weight efficiency consgeéd | consmmed FIR/b
Dicot leaves 2 11.19 76 SE £36 0.01@};§
Grasses and cereal shoots 17.60 0.76 ﬁQ @ Q\) A &
non-grass herbs 17.80 @ 0.76 S Q R Q A
Browse 2070 D 076 R 6" & & N
Orchard topfruit 14.8 0675 | .9 T O 9
Cereal seeds 42 1840 | & 0.88) | 328 7 | AVU3.81, 0:102
Weed seeds 23 2870 |7 (@0 aQ %@' o 187 \0.053 .
Small mammals %1.65 © %76, X Q> © @Qﬁ @
Bird and mammal carrion 2333 S 0.7p© &\b oD N &
Arthropods 33 o4 270 W 026 «° 235 @ 8.8 | @220
Caterpillars O Si1es N w0760 O & & 4
Soil invertebrates Q 1940 |5, 076 | o7 O oY v
Fish @ = 20 K om? N © (O
Aquatic invertebrates ST @ P by @ ¢ S
Aquatic vegetation L ©15.0@$ ©0.76 «\\ .2 &
Sum N 100 & @ g & B S A 15.32
Daily Energy Expenditure @4.08@) kJ@limaP&Q . S N N
SNSRI RN
@ s .9 K @© @ @
S QO NN N e 9 @& 5
@) \ A N &\ @ R
o SRS &
D & 0 O «7 & O
v % S
N S @ © o &\
A \@ ) o O '
2 @ & RS ©©
o N .U O .0 @
QOO O N O D
¥ K &2 o
= S @ W’
T A @ o
S . @ &@\ O
&@ A° gf § N
@ Q Q & ©@
e
NN SIS
S
¢ &
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Table CP 10.1.1- 8:

Daily Consumption and Energy Expenditure for 26.5 g Yellowhammer

Species: Passerine @g/ (6
Body Weight (g): 26.5 A o
Proportion of diet based on Dry g(\@ ﬁ@ %Q
@ .
Wt (g) Wt ( N
% in diet kJ/g Dry | Assimilation | d Q%pd weot@ﬁ%i § 9
Food DRY wt weight effigiency canstimed | canSwemed® FIR@
Dicot leaves 2 11.19 X0.76 00.13 A110°| 062 i
Grasses and cereal shoots 17.60 0.76 S) )\g & U@ . O
grass herb 17.80 & 076 >y @
E?Efﬁ?ss ers 20760 0.6 < o2 § O e i o
Orchard topfruit 1480 [ . 06 IS @ [N
Cereal seeds 58 @%?40 @@ 3%56 N 4.9 0.162
Weed seeds 12 21705 | @807 W76 | 84 g 0.037
Small mammals L 02166 | S\ 0.76, (@K\ < §Q@
Bird and mammal carrion Q@» gég\lii %@ §6 %(Q‘ § S @% 5
Arthropods 28 R | o R0 76 A Q.77 7 0.214
Caterpillars @165 | Nogaee [ 0 S W2
Soil invertebrates R g 1940 O 0@;) SRS OIS
Fish O .5 Foo g 696 Q R N
Aquatic invertebrates N . QZOSQ y ?).76&@ o % (=) ~
Aquatic vegetation 2 & §@) Y 0.76 S )
Sum S @DIOO . o) /@ " 632 TR
Daily Energy Expengditure 98@@ @k%%mtp@ &) 503\ &
< Y @
§ o \® N A N @@
F Ve LS8 s
SEFSERE & & e
% 9 & & @ i~
S 2 S < 5
A o S o & N
: N R, AN
SIS
5 & & > @b
@ @Q @? O o . § v
A N
S\ L 4+ 9 @
2 SEN AN AR
& 2 Q &@ &
o N & v Q@ N
S @ &@\ O
@%
@ .l § o @Q
< Q & €W
¢ & O
S QS
(ON
$ &Py
¢ &£
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Table CP 10.1.1- 9: Daily Consumption and Energy Expenditure for 20.9 g Chaffinch
Species: Passerine &gj 4
Body Weight (g): 20.9 A 5
Proportion of diet based on Dry g(\@ @ S
N ioion | S | |
% in diet kJ/g Dry | Assimilation rkﬁ wet fobd & <
Food DRY wt weight effigiency med co;;s%med FIR@
Dicot leaves 3 11.19 X0.76 Q370" 0685
Grasses and cereal shoots 17.60 0.76 @ = m© N q
non-grass herbs 17.80 0.76 © & o 3\)) @
Browse 20760 0.6 2 ] © ol o
Orchard topfruit 1480 [ . 06 IS @ xS
Cereal seeds 32 840 o o6 N 1.9% 0.093
Weed seeds 4 21705 | o980 &0 @21 A23 &P o.alrf
Small mammals L 02166 | S 0.76. S S
Bird and mammal carrion @ QQ\.B @ 0X6 (Q‘ S N o §
Arthropods 61, Q | 92708 76 2] @l7 @15 | 0.486
Caterpillars @165 | Nogaes [T 0 S W2
Soil invertebrates R G 1980 1O O@ < S Q < S
Fish D ST Rooor e Y«
Aquatic invertebrates N 0.9£ 7).76&%) o 9 é ~
Aquatic vegetation 2 Q 1580 Y 0.76 S " 1.9
Sum N 100 2 o & Y sy N 13.609
Daily Energy Expenditure @%4@@ @amm@ N ((%\& & o
@ © & v $ o QN
& Q\ go\a Y & @
(21 dHfrwy) 2 N

Time-weighte @ver
The dissipatiag;of pr:

(I s

16 & 17).

% %

Combined e%%uatlogof
metaboli

In this kinetic evalk@b on,

iocofiazole &nd J

L%es (

drilling wa@determ ed 1r241\” sevegal &
-488935-04e3, K

%ZOI%b Med86407-02-1
DTso vatues and forﬁda‘u@{%ractlons o@’ﬁhes&@mdlew?ﬁ werg rte-evaluated using kinetic methods
0158 b, ¢

at the sa% tlme

@&

v
@

i

an@
e
forn@non g}

%
@

matlgﬁfraci%n
6476-desthi

“’r@m

N

@@@0 I\L /18 & 19).

ea eeds left on the soil surface after
A ‘ -088988-01-1, KCP 10.1.1.2/02,

—53%@4 0@] M@MB%%I 1, M-534805-01-1, KCP 10.1.1.2/15,

S

etab@te al@ws to better address the metabolite kinetics (the
dedy{g

76 desthio and its dissipation were investigated based

on theasured residue @ es@}}om sa pl@ taken at different time intervals after sowing of
eleven trials provided acceptable fits for kinetics of

prothloconazo @freate

prothlocon@e a

%ee
t

hem%row@d acceptable fits for kinetics of JAU 6476-desthio.

& &
QQ@%@

$E

¢ £ &
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Table CP 10.1.1- 10:  SFO-DTsos and time-weighted average factor for prothioconazole (cereal seeds)

Trial PTZ DTs (d) PTZ frws 21d) < K
EnSa-15-0606 LaacherHof early 1.47 @ 0.101 @QD A
EnSa-15-0606 LaacherHof late 0.45 @ 0031 S Q7
EnSa-15-0606 Hoefchen early 0.21 O.Q$ X ¢
EnSa-15-0607west () 209 o 043 7 &
EnSa-15-0607 south Y 213 Y 0146 9
EnSa-15-0607 north « 134 O s 008y &
EnSa-15-0607 east 7 076 QL. & 02 © @
EnSa-15-0608 west QQ 23 Y % (Wi @
EnSa-15-0608 south et 0 o [« Y Doy ow
EnSa-15-0608 north O W F oIny §F o gy & .
EnSa-15-0608 east O O] (Y1408 L .096S @
Seomn 45 3T S o
SRR e &f ~

L - .
Based on these residue measurem gof péent afd metdbolit m@he @e s@%les th tl@@‘i}naxnnum
formation fraction “ff”, and the SFO-D&;s for&dissi n o§e r&e@bower@@etertﬁﬁﬂed for each
' : Hated To @ Y &

trial and the 21-d frwa was calel atek r each SFOD Tso. @Q

The resulting 21-d frwa foNAUgé476—(@1io per tri%,was then W@pl}e@gwith the corresponding
formation fraction (ff) cle\if;@mine@in t@espve rial resulting @ne@ljustﬂ@ nt factor” per trial
(see Table CP 10.1.1- 1)." Th @gjus%lent factor t e intgpccoynt form%tflo? aswell as dissipation of

©

JAU 6476-desthio. é% (3 @% @ § O O é& O

S °\® § O@ & @
Table CP 10.1.1-@ S@-D%sa dtime-w&&hte %Veraggactgfor @stment factor calculation for

©© U §©AU @76-fe§io (@a} soe ) @ S o

Trial & @DT/KSY%% 21-@%%; ott q a@stment factor: 21-d frwa x ff
EnSa-J80606 LaachergipF carlyy | 595 | 03339} 0389 © 0.119
EnSa-15-0606 Hoefehen ealy>  [2M2.1 @ 0.58> | 0032 [ 0.019
EnSa-15-0607westY 262 019 [ Y.0009] 0.179
EnSa-15-0607 south X" &' 2 | 5016045 0.950 0.152
EnSa-15-060€west © O~ ["4.81 A 0.3 40 0.170
EnSa-15-0808 south = P 2.%4%3 0945 _|D.660 0.096
EnSa-180608 north - 2 Q] 368 | £90:2485] 0.540 0.134
EnSa]5-0608 east, > =\ |@7.81 @ 0433 | 0370 0.168

Yoo .©"  geomean 0.110

@ &

N
In the refin &Xp%u%: agéossment-for JAU 6476-desthio, the adjustment factor is multiplied with the
amount Of&paren@pli@NAgnomﬁ% application rate).
SIS
A totabof 11(data %tsofaﬁrothioconazole were extracted, resulting in overall geometric mean frwa
v@ of ;085 fo&;ﬁro@oconazole. For JAU 6476-desthio, a total of 8 DT'so values and 8 formation
fractio@ues were obtained with an acceptable fit, resulting in a overall geometric mean adjustment
0

factor JA1.

7
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Refined long-term risk assessment .
The refined long-term risk assessment for prothioconazole, and JAU 6476-desthio using the paral@ers

o

N

described above is presented below. Q\ &
& Lo
Table CP 10.1.1- 12:  Refined long-term TER calculation for birds feeding oiOcereal seed@treate@k ith
prothioconazole % O @ &)
Species Skylark @ Yellowhamsher | &éhat{ﬁh o@ @
Cereal seed &patment > 2 S
Treatment (#00 mg prothiqp@lazole/kg se%sk} @Q AQ & D
Body weight (g) 37.2 & 5 . dY 2095 @
frwa 0.085 0" 00857 N © 0885 o
FIR related to bw for cereal W A Q o
seeds [ bw/d] 012 o N Oj@ %, @6 01093
PT (90" percentile) 1.0~ R @35 oY O & 02 |, -
DDD (mg a.s./kg bw /day) 0%67 R ) Yoo @
Lowest long-term NOEL © D, Oy
e RN AN Y
(mg a.s. /kg bw /day) & o o %, O D ®
Long-term TER oY %€ @ [ g2 & & L 44
NV 7
S . ° S & O .
Ctoncin o o i i
Table CP 10.1.1- 13:  Refined l@g—tem@j ER @ culg&@n fon@U -des@m fo&@rd%&eedmg on cereal
seeds tiéated with J%6476 désthio & & o
Species c ) Si;y)lark@ i Yellow@mer ] & Chaffinch
"~ AN C@s@al seétbtreagment @L\’
Treatment ISUBNC @§ 2" (100 me st parept secd
Body weight(g) & @[ > 312 & ©26.5> < 20.9
Adjustment factor & RS ST @ 0.11 0.11
FIR related to bwsor cerdal > AN °\V 2 @U
seeds [g bw/d] %@E %& ' O'i@§2 S N N 0.093
PT (90" percéatile) & O | VYV o o & & 03§ 0.22
DDD (mg a.5./kg bw /day) 2 LR @ 0,624 0.225
Lowest long-term NOE v b ! ~ @K@ ~
e & €& & g
Long-term TER «\\ &\ A 013 > o N 24 | 347
SRS
5 (&
§ D & S

Conclusmn§ﬁ §%s mg%% the’ equé@@ tri
acceptabl can be co ude@\ @g@

l@em%gn exr on ea&§ten@
erea@s ranges from 30 to 55 g’. Therefore, the following
orsteCase assumption of a TGW of 50 g.

Amounteof active

The\%ousand grafiy we%ﬁ

calculations are based on

7 Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der Landwirtschaft,

Darmstadt, 13 edition, ISBN 3-7843-2194-1

N

f@
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Table CP 10.1.1- 14:  Calculation of the maximum amount of active substance on one dressed seed

Max. dressing rate of Content of active Nominal seed Maximum amount& i @
Cro the seed treatment | substances within the | treatment rate | on one 1nd1v1duaessed@
P product 4 dressing product @ seed @, @
[L/dt B seeds] [g a.s./L product] [mg a.s./kg seeds] %@ [ng a.s./feed] &
Prothioconazole S A&
[&5)
Cercals | 0.1 | 100 B 100 w0 ) RS
A assuming a thousand grain weight (TGW) of 50 g ) @ é\a @' @
B dt = deciton; 1 dt =100 kg V (@Q @ § é\g é
N
@?} & O RO &
Q & &
Proportion of active ingredient LDsy per 100 @s and pergram ems@ QO ¢ @@
N v
Table CP 10.1.1- 15:  Calculation of the propo@on of ﬁ@e LDs@@lj‘ thx&a .S. m@%j pa@es /‘gxam paxticles
Crop Maximum amount Content ofactive Q @ Cogten f acti&@ﬁ ﬁoun ’
of a.s. on one Amaunt o e
RN substand&n ]\(k %subs@ cegn  act ance
individual dressed sta on o
A 33 Seeds =g 3o
seed ﬁ% %QS/LD% m @ N1 seeds/LD
[ug a.s./seed] é})@ @ @ %@ 5 f\@ g "
& @Proth%congzo e N S < @ "\9
\)
G |5 B g | s 0 oS s
A Assuming a thousand grain weighftCFGW) o€ 50 % (o N @% 2 Q
RO S I o@ &
2 O P SRS
@ & S Ko @
Risk assessment of second ois 1ng @ v

Substances with a hlg@bloa § on p@tentla © uld&ﬁeoretléﬁly l%ﬁr a r@% secondary poisoning

for birds feeding o nta@lnate ey Hke ﬁsh a@@vom@ For orgam@chemlcals alog Pow>31is

used to trlgger d R eva&%ﬂon oFth tentf&L orb @ @atw@

Prothioconazeg @ e§l w of % atlng@%o risk of l@ccunﬁlatlon and, hence, secondary

poisoning. Howev he m@tabo%tes JA 6476%68'[ and RRU %@6 S-methyl have log Pow values

of 3.04 a&g@4 3, respectiyely, %qu@an a@es §ent of Bioaccfinulation and secondary poisoning
]

potent%@l" he followigg tabl&provides a yervi of the log Bdw values of the active substance and
its metabolites. oy &Y 5o S (& RN
§ b @Q %\ @%’ >
© @ S LSS
o O ¢ .09 o O @
S\ L 4+ 9 @
& @ @ Y . R
& SR & @
S @ &@\ O
@%
Y N
& o &
& &EF
O Q
< @ o
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Table CP 10.1.1- 16:

Log Pow values of prothioconazole and metabolites

Compounds Log Pow Reference o\@ @@6
| H O S @Q S
Prothioconazole 2.0 M-492539-01-1 f@@ AN N
KCA 2.7/02 Q N
o O O .o 2
. . \ Q,
JAU 6476-desthio 3.04 M- 01@58 01-1 & N S
RIS @ O © 9 2
— &I s 8
JAU 6476-S-methyl 43 M-297647- 01 o R S &
AVKCA2703 S & Q & >
v > N\ 2
1,2,4-Triazol W 6 °
2,4-Triazole -0.71 c& 1\@04557@01 g& o S
Qep @0k GRS AN .
s 9 & ¢
JAU 6476-triazolylketone N < % §
@ Q(CA %3/06 ©" >SS
)
e oG
JAU 6476-thiazocine 4.9 (& S MS%?A 0 NERY
Q & A 4 @ o O
s o o
Long-term DDD and TER ﬁcu@xtlon f@ tgwor eatln ‘{rds 2 @@ ©
Table CP 10.1.1- 17: Tle\l@ long- rm@ﬁ) @@ER@:\]CU]@@ for&a th -egggg birds
Compound 2|, JAIS6476-d@thio <) JADE476-S-methit KOng:&@values
&, &CE@;@m caleulationy” -, )
Pow & |Q 09 % . W 9539 & See FdBle CP 10.1.1- 16
Koc [mL/gD s N 575, & 25563 § «S MCA 7.1.3.1
focy O O 000 « 7 5 oo o Default
Bcg)yorm o 12216 A700
fo\a Q[(i\\ﬁ P@worm cé\tifculagon (\@ ‘o
PEQ@@ dwa) @ & . O
D . 06%3 o See MCP 9.1.3
mehg) o] o U & & ce
PECuworm [mg/kgj}” gﬁen N @ ®014»
S) DDD.cateulation: &7
FIR/b\@ o 7 10 O] . O 1. Default
DDD [mg?iz%gbw/dj\J O 60l4 Ao |ey 0915
@ LTchﬁulatioW
NO(A)]@@’mg/kg bwid[P Q148 7 P, 7.82 See Table CP 10.1.1- 1
TER 1 > | 520
) LT f% \)@ N
Trigger @ ﬂ@\s On% &@ 5
Refined risk agsédsment N
- S IO o
D Worst cas@x\f d T@Ksou \ Ix @g/ha prothioconazole, 0% interception
2 NOEL, e parédt compo

base
d pry
<

ct on cereal

oconazole was divided by a factor of 10 (worst-case assumption)

All TER valdes ar§bov thie trigger of 5. Accordingly the risk to earthworm-eating birds from the use
oféhe pr(@

s acceptable.
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Long-term DDD and TER calculation for fish-eating birds

Table CP 10.1.1-18:  Tier 1 long-term DDD and TER calculation for fish-eating birds s @ Q
N
Compound JAU 6476-desthio JAU 6476-S-methyl Origin (@values @® @
PEC:iish calculation {ox S <
BCFiish 65 319.3Y S@@ MCcA82 & @
PECsw (21d-twa) ? % \U .9 ‘2”5@
[mg/L] 0.000723 0.000082 8 e MCP 9.2.5 N @@ @
PECsn [mg/kg] 0.047 0.026 @ @ W ég S
DDD calculations™ ™ S Rl o &
FIR/bw 0.159 \0.159 S . Default o Q) &@
DDD [mg/kg bw/d] 0.007 o9 70.004 o R O b
TER calgulation;. - TS oD . §
NO(A)EL [mg/kg D @gwn A N
14.8 .8 S 1 0.14-1 .
bw/d] T8 o Seefidble 0.1, P
ﬁ o &2 % Q @
TER(r 2114 w0l 1980 [ @ S
Trigger 5 @ \ @5, S D > S & Q
Refined risk R QO O &
assessment required? NO&© S N, @ @@ N @ %

Y/

) New BCF value resulting from a statemK%t froép 201 —459 -01 &@CA ‘@2\/3/069
2 Worst-case 21d-TW Asw (winter cggs 1,88 g as. 1ng S @ %&
Y NOEL of the parent compound prothi ocona})le 1V1ded by a factor of worst@se assumpt10n)©
N o @ S -2 e
9 © @© @ SIS
All TER values are well abovethe r%ulre g CACCO@gIkthe riskxto ﬁ@atmg birds from the

use of the product in Kfeals@v co%\dered@ccept §’\ O é% &\
O © @
&) > RS
CP 10.1.1.1 @ A@l e 01'%11 togg\aty N &\ @ §@ N
Y
Toxicity of tl@for@lat%@rodu@ 9 @b Q @

For animal%velfare reasons, ne\ﬁ u:@l to@ny st@y Wwith the@reparatlon was performed. Such a
study 1@ deemed n@géssal@glve fact that @ actﬁ? sub@nce is not acutely toxic to birds.

D O & O D> s N

CP10.112 Higher tié¥ dm}m lgj% © @@

The follown@udu@@% @ for, r@ﬁmn@le rlé@Qassesgﬁlent for birds.
&

(s\ 0)

Report: <\ QP 1@1 24 5 2006; M-279616-01-1
Title: o\%ene@ field onltg ofbirds in freshly drilled winter cereal fields in Autumn in

Q" Gemmany @} N
Repoit No.: S @F% 5 S
Document No.: -279616- 1o} &©
Guideline(s): « The s1gn@espec1ally for the purpose of this study.
Guideline d &UOIQ% n “7\9 @
GLP/GEP %G ¥$

o © S

Mate %?an(@ eth @©

Thlgenerl@tudy@s @%rmed to evaluate to which extent birds utilise freshly drilled treated cereal
setds as afood source.

Test locality: The study has been conducted in the area of the agrarian co-operative , which is
located in the district of _ in the natural preserve region "
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(federal state of Sachsen-Anhalt, Germany). This region is a typical area for cereal cultivation in Europe
and known to hold an essential population of the three pre-selected focal species Skylarks (A@da ©©
arvensis). Chaffinch (Fringilla coelobs) and Yellowhammer (Emberiza citrinella) are also con@on. &
e’ &
Methods: From the literature (_. 2005, Crocker & Irving 1999) th@%’ee main fo%al speeies
were deduced: the Skylark, the Chaffinch and the Yellowhammer. In orde&‘%) obtain a re@le ipficator
for exposure of these species to treated seeds, the portion @time spent ‘R%fentially fogé}ing’\"e@ fre@;@

drilled fields was acquired by radio tracking. \g @ @@ '

In total 13 Skylarks were trapped in winter cereal and adjag@%abitats a tagg@ Wit@adi&©
transmitters; eight Skylarks were tracked for one 4&?@= 5) or tw&)(n =@39 daykight p&riods dach. THe
respective number of trapped and radio tagged @ inches was 12. QT@emetr}Qes ié8s commprehefided
one (n = 6) or two (n = 1) daylight periods eackEleve@Yell@amn&%s W&@ tri@i@ aniﬁdio ged.
Eight individuals were tracked for one and thtde ind@dua@for t@ daydfght petipds.

In order to assess the general relevance of %nteor c@?@%eal fiéhds an‘@the%?abit@ as fedding @tim@&for
birds, 7 census counts each were carriedé%’t alo@ﬁveﬁeﬁ’ferm@tran&c , neﬁ%se ing all main rian
habitat types within the study area. T t{i&%cts &g@e w&%ed %g@ a \@@ t(@ uireéfull &Verview
of bird life. . N ©
Additionally on six defined suba@s 0 fgh%d\rill%}?iere@§eld©@wi@ ba@%y, 4 winter
wheat) — including a small adjaggnt 'outside-dia’ - Scan s@ipling procedure coggucted. Here all
bird activities were obseweﬁom dawn tiftsdusk. iq\{iis p%ced % wascgondycted oné before drilling
and two times after drillin%o qu@ify aé%har@%s of bi¥d activ1ties\®ssi%g Causedby the availability
of treated cereal seeds. For ea% sessiGA the rtio@of scdds' a given speties @@%ﬂd be observed was
calculated (frequencyuf oc%@ ce DF0). SRS \© N o

Ry AN
In order to gain ir@naﬁon aboo%&ms @cte@by t%g %cal Speciesy48 samples of faeces or
stomach flushinggywere @alys quantitatively fo Yheir cemposition: tanomic orders of plants, in
particular coméﬁen‘t@ Winte%certes an hrophds or other identifiakle items were recorded. Faeces
and stomach flushi am&lﬂ@ were@ake&uringﬁ h ing§;‘di@dual birds after mist netting and
as well if défecating was obser; é‘)@duri% the @emet@’ses@n of @ged individuals.
To qu%@' the availalﬁwﬁfy 0§1nte@real seeds t@smaftand I@dium sized granivorous bird species,
the initial exposure of the seg s measfired. Within 2}110 after the termination of drilling visible

seeds were count@n the Six dj rentstudy p@‘ts wlsh there was no scan sampling conducted.
9 B

Y
@& - <
©@©©Q @©°\@\©\ \©®@j
oL &L
) > o2 @
2 @"@o%
@ N Q\ S S
h @ﬂ@\@ O
@%
&3 & TS
S Q
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Findings: .
Table CP 10.1.1.2-1:  Monitoring results of Yellowhammers, Skylarks and Chaffinches s @ @b
PORTION OF TIME potentially foraging (PT) in cereal fields by radio tracked specigsy, @ib @;@j

" . trackin,
Potential foraging time ! radio species mean [%] 20 @[gc]entﬂe sessidlag@ I
tracked birds spent in freshly divinals) 9
drilled winter cereal fields Yellowhammer Cr 641 Y 2363 (1) &
(wheat + barley) Skylark X~ 16.97 ) 9573 & @1 8) @ @
Chaffinch ) 8.54 A% 22059 | 8 é
HABITAT PREFERENCE of species according to radigdracking S Q) R Qo
. species X & L N
Pref(?rence gf winter cerea}s asa [ whamme @J N 090 (O % %\@
feeding habitat (D: Jacobs’ Index, e T 20" -
Range: -1 to +1; MCP [100%]) oYk o« gl < 0.283 i
ge: : Chaffinch ©° @ |~ S @ 080
DIET of species in cereal fields N N 2SN
food i Qm;) \\ N Yell(@hamm% . @é/la &iig
it @] Q=816 | Sn=68) |1 (n=200)
wh&tseeddss N [ 75.000 £y 6F o 80300
athér cemgal seeds. 419 o SEES 9 -
Portion of samples [%] Qthergeeds o ] 4250 7 750 ¢pF |- 75333
containing each food item after @, othe&pfant r@;t%naL@ B3 S o 53.33
the analysis of faeces (19) an%? Coteoptera, S 29.@ 2N 10 S 53.33
samples of stomach flushing ( Riptera © S D 2500 s 20 73.33
gathered in cereal fields, © Nlymepdpterasy. 833« V| & 10%.” 13.33
(n: no. of faeces/ﬂush1ng§ <\ | Demapter @ | A 4.17 A 20.00
& @@ Riivhchota” (O <.~ 12:39 "0 26.67
@ NMranggd@ O > 1250 O] N 26.67
S Q" | Otheranimal mater@@ @il | @ 10 20.00
< & | unjdentified objects™ NS §6§ - -
BIRD ABUNBANCE S winggr cereds according tg%sansec@;ount sed on population) species
@ Jspecies 8 N e [Ind./ha]
2 o Aok O Y @ [ & 1321
Abundifte of focal speefes a Stdtting N o) 1.266
four other abundanm%emes after ;\Chafﬁnﬁ? @ s 1.260
seven transect coutts Covefin g iinn@{\\y & A 0.319
310.35 hectare ¢, % @ Yefowhamuer SO 0.313
@ @ @ Wood pigden  ° @ 0.213
) < @ MistleTrush > 0.113
BIRD FREQUENCY OF CC Ngﬁ%cco@i;;?{g to @an sampling
@)) & Q@} spedies & %o [%]
\ Yellowhanimer® 5.83
Freguency of occuﬁ@nce % . [Black Rédstagt> 5.54
(mean of the results for e& @ Chaffitch © 5.35
session; n = 12§2%¥ focal speci ﬁ@ A 3.56
and five ogg@reva@ﬁspﬁ ackbird 2.92
on six fiel N S Brambithg 2.90
@& @Q (@) N) Greenfinch 2.39
R O [Skylark 0.16

Su@m;E\f beh@r c?@ieos “foraging’, ‘active, maybe foraging” and ‘unknown’

Concl@n

Radio tracking Yellowhammers, Skylarks and Chaffinches in an agrarian landscape with a high number
of freshly drilled winter cereal fields (wheat and barley) in the western part of Saxony-Anhalt showed
that this field type was used as only a minor feeding habitat.
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Eleven Yellowhammers (n = 14 sessions) were radio-tracked, of which three individuals did not use
freshly drilled winter cereal fields as feeding habitat at all. Bird census and scan sampling data C(@ o
that Yellowhammers evidently prefer non-crop habitats over freshly drilled winter cere \{ieldsé@@
However, when Yellowhammers visited freshly drilled cereal fields they co§egularly be@bse
feeding on seeds. Additionally 75% of all diet samples contained wheat seeds.® hether these seeds Were
treated could not be ascertained in most instances. Four of 16 samples con%ned treated@ @uced@
from the colour of the seed coating. © & \
The radio tracking of 8 individual Skylarks (n = 11 sessiol) showed tha¥he majorit @“tag Sk lﬁ’ks
used plain fields and oilseed rape as feeding habitats, {)nly three indi¥iduals use ox reshl 111e§ere@£©
fields as a feeding habitat quite intensively. The resilt fs of the sca@am ling a cx roac seem tesuppd
the minor significance of freshly drilled cereal ﬁ@ or Skylarks. How@yer thes @ots wege 51@&
close to the field edge so that the actual grumber, of Sl@rks«x\l} th @l’hol eld %as possibly
underestimated. According to the transect cdtnts Sl@lark@%aeheé}thel prghespabu ance % freshly
drilled winter cereal fields (1.32 1nd1v1d%ls petrhectdte). A@lth&@ % 0@11 t@les
contained wheat seeds, which proves thgﬁisage%\f thfs\})od @me@ Sk, faks. shl dr111e real
fields offer a significant habitat for Skylarks Qﬁt 1nd%1@dual &%ylar{ﬁ 1ff@1;egar g th ab1t@ch01ce
and a variety of alternative habitats, 42 als@\sed e@enskgg: y

> @ @ @ &

R "~
Radio tracking of 7 1nd1v1dua1@haffme€?es (fo= 8 &swn@%o tha@%es rlllggi winter cereal
fields were used as a rnmmgi%edmg\habﬁ;@tb Only our from tH&se ségen i dividuaf® were observed
'potentially foraging' in fr@;hly (@led éjeal fiolds. OR average ce@dl fields wefe avoided (Jacobs’
index [D]: -0.89). Bird &ensus and SC&I@S&m confirih ttha@che@wdenﬂy prefer non-
crop habitats over freshly dri %ﬂ @er cefdal § o@eve iregt obseryations demonstrate that
Chaffinches feed o ated cerea§ d1t1 lly A) 0 11 diet §ampleScontained wheat seeds of
unknown origin. Sged ¢ ng gg eund wff@n thegsamplés, WI@ fits to the observation that
Chaffinches m usk the seeds befogpssswalldwin
O g %S o & &,
The exposute assesgfler?l\{y data sifow th@é%cere@eeds@’ere @adlly@faﬂable for birds after drilling; the
averag&i@nber of seeddper @w @8 on midfi @- aregol:sﬁ@nd 3@7 on headlands. Yellowhammers and
Chaffinches could be\o@%sem@ repgﬁatedlwedmg%on coated se&ds on freshly drilled winter cereal fields.
@’

For risk assessméht p ﬁalu@r poﬁtton @ c@med in treated area (PT — estimated from
the time spent@o ten@ly fo@gln @m be@erlve@for Y(@laowhammer Skylark and Chaffinch from the
study rlesgﬁ' Yello iQ rs @era@ 41‘7@ their potentially foraging time in winter cereal
fields (9 percentlle = 23. 6 ; pent % 97% of their potentially foraging time in winter
cereal fields (90th ;§entlle = ‘ @%) ang Ch@@lches spent 8.54% of their potentially foraging time

in V&N@l‘ cereals (9t pe@e t11e @2. @%) @

skskosksksk
& §@
Report: (& & 12/1,,_ 2015 MLS3ST401.1
i @

rot nazole (PTZ) residue DT50 kinetics EUR - Residue dissipation of
§ pro%@)conazole and its metabolite in or on wheat seeds: Kinetic evaluation
Repdit No.:@ a EaSa-15-0606

DégimentFo.: 2535724-01-1
Guidelu@(s): not applicable
Guidelite deviation(s):  not applicable

GLP/GEP: no
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This statement provides a kinetic evaluation of the residues of prothioconazole and its metabolite
JAU 6476-desthio in wheat seeds in the field that may represent food items for seed-eating herbl@) ©©
birds or mammals. The residue decline data are available from a specifically performed remd@ studydy

(I : 2001 ; M-088988-01-1, KCP 10.1.1.2/02). & @° &
@ RS

D
The reliable single-first-order (SFO) half-lives of prothioconazole and JAU§476 desthlo@ive@ thigy
evaluation are summarised in Table CP 10.1.1.2-1 b@w along V\Q%ﬁ the forn&ﬁon ﬁ‘a@tlon@f

prothioconazole to desthio. \g @@ @ v\g
O S SERS
> Y R O &
@ Q &
Table CP 10.1.1.2-2: hloconazoleﬁdJ@ﬁﬂ de sthlo&parent-@- &
metabolite kinetics N Q 9 @
. BDTs0 * Ts0 F ation
Trial code Compound (d] @@ S ©@J @gﬁﬁ@ @ @&o
JAU 6476 ) Desthio [O §
N JAU 6476 S oaonas] O ool & &1 9O
early drilling ©® S @? S & ©
desthio . N 1@@ R 0.&@\ -
L A g
early drilling AU 6472((\@ ®47& § S @© N
desthio®, o < 25159 | .. 0359~
SO o Z @
late drilling JAU 6476 b -~ &
desthio ) O] «NR! Q)R !
I'Not reliable N @ §g © o &
& & 2 @
Q 9
& D &Y &S
& & S
Report Keflou /16 Mls-ﬁ%m-m-l
Title: = © Prothi S%Pazol TZ) s1due 50 @netic@UR Statement on residue
Q\ issi thloconazol@and 1@ﬁetabte on wheat seeds in Germany: kinetic
A . @ eval S
Report No.: Q\) En@% 15— @ «v\j\ K %
Document No.: s -534 -Ol 2og @
Guideline(s): © t applicabl o\% Q &
Guideline dey, ~&on(s@© not@pphca\ Q" S v
GLP/GEP: O 1@} Q\ @\ S
§ & &
2 Q @

IS
Thlsygatement provides a&gme‘u@, Vah@&ﬁon the residues of prothioconazole and its metabolite

JAUD6476-desthio in wheg se in the@eld §t may represent food items for seed-eating herbivorous
birds or mamm@}$. The resi da Lare available from a specifically performed residue study
( 201%, M 10.1.1.2/18).

The reli § ﬁrst@rder O) half lives of prothioconazole and JAU 6476-desthio derived in this
evaluatgpn a@su Q@’n Table CP 10.1.1.2-3 below, along with the formation fraction of

pr& corg}jle t@esﬂ@
&
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Table CP 10.1.1.2-3:  Summary of DTso values for prothioconazole and JAU 6476-desthio parent-to-

metabolite kinetics éf >
Trial code Compound Model DTso DTso Formation Q\ 6§
[d] [d] feaction @” &
JAU 6476 | Desthio | o S0
site west JAU 6476 SFO 2.09 Q\ 2
desthio SFO ~ 262 % 1 o> \@
site south JAU 6476 SFO 213 = S0 o @
desthio SFO 230 0.9 Y % S
site north JAU 6476 SFO 154 O EES <§ N
desthio SFO A | «FNAl, < &@
site east JAU 6476 SFO ~00.76 e | R o @
desthio SFO . | N By NRY % §
!'Fit not acceptable N @Q@ w\g\j & S
2 Not reliable © 2o € @ ©@ S S) &
% S Q s 9O & g
Srrrn > O
S 2 T T E
Q SIS
& @
Report: KCP 10,01 @Qﬁ w -53@§§
Title: Prothiocomggole (PTZ) residue 50 ki sE i@ eskd%
d1ss1pat on of 1009@&01{3 boh«@ on in G any: kinetic
evalug n il\g
Report No.: EnSaul5-0 08 AN
port No.: R & 7
Document No.: 1\@3480 N %) Q \ f@
Guideline(s): ‘ngt app 1cab1e 9 § SN @“ > $ Q\y\’
Guideline deviation(s):, _not agplicable, ) @@ \ é “ . @
. A
GLP/GEP: L 'no W @W\a @ N §’ 0 &

S
N @
©©§°\®%\©@@§§j

& N . . .
This stateme @‘OV @’a kinetic e@iua‘uo@of tl&ﬁ’em es of hioconazole and its metabolite JAU
6476-desthio seeds in the field tiﬁt ma@epr t foda 1teg\{7@or leaf-eating herbivorous birds
or mamia% The residye deeline are @/allab frofh a s\@lﬁcally performed residue study

{ 5 2014@4> 8@5 013, KCP. 10. 1@/19%
The reliable smg}f@ rst %rder H&hves@f prot@oco@zole and JAU 6476-desthio derived in this
evaluation are sim Tab@’ CP"@% 1. 6@4 b@v along with the formation fraction of

prothloconagé% toa@ 10@@ \\ \ @\ >
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Table CP 10.1.1.2-4:  DTso values for prothioconazole and JAU 6476-desthio and results of the statistical

analysis - scaled error (¢) and significance of the dissipation rate (t-test) for SF %f @

model N @@
DTso DTso % ation @® @
Trial code Compound Model (d] (d] &iaction AN o\@
JAU 6476 | Desthio _ @§ &@
west JAU 6476 SFO 230 & \"\ Q @
desthio SFO 4310 0350 o 9 <
south JAU 6476 SFO 2490 © > ©© Q§©
desthio SFO Y All 066 1 o @
north JAU 6476 SFO L ar1.72 97T A& o @&
desthio SFO & o> 3.68 054 LS
cast JAU 6476 SFO & 1@6 NS o & %o
desthio SFO 781 »U @37 .
% B R S @ 5
N N A\ N @
N Y I £
O @ %\ @ éﬁ @
Report: KCP 10.1.1 @QW,, 4; M @
Title: Dissipatiogpf triadimenol, p otl%con whoat seeds and
seedlings in Ger@ny @ @ @Q S
Report No.: B130@ & Q S A
Document No.: M-486407- OZﬁ Q @ ©
Guideline(s): the pr@nt sté?’) typ@% of il test guldeh@ is aVQ@ble ©he study was
e@nduc € 9 N $
%under@mmd%tlon e re@ﬂmen@g ons%n thegéurrent g§ance document on
QITisk @y Ao S A
a sessme§ r b \fg) méam mals@F SA@009) © S
Guideline deviatiof{s): @%‘16 NN W9 > @@
GLP/GEP: O @\yes S N AN &\ @ 7,
o3 SN @§ @
Objective: KO Cf’@ % N ¢§ %
The pun@se of the stu@?was@ qua@y residue unts@? trlzmgmenol prothioconazole, JAU 6476-
desthidand ﬂuopyran@esm&@ after seedgreatm ¢t with'the B@an 3 (fluopyram + prothioconazole +
triadimenol FS 21 ) on §prlng eat. ger co tlons
1) on wheat seecﬁgrem surf&ge if not after drilling,
2)in seedhng@m drlll@whe@\eedQ @ﬁ
following th%@eco

c@ns ﬁi}he @dan(@\Doa@em on Risk Assessment for Birds & Mammals
on requ@om EFSA% S ‘Qjo 09 %12)& 8)

Study Materials %%Sié% @
Study sites: The study @yas cg?ducte@on %n field stripes (headland) at four different locations

distributed ovel@?ermany ( séﬁear ineland (west), (2) near , Saxony (east), (3) near

- Hessgglalaty and®4) , Lower Saxony (north). An area of approximately
150 m2 off lov@and degycatea@er study site. Three plots, serving as replicates, were installed
at each J¢@ation@ Q

Test ifem anlwﬁon @pyram + prothioconazole + triadimenol FS 217.5 (Baytan 3) was applied
W@@aom@é@ 200 il pr@uct/ 100 kg seeds on spring wheat.

Sanipli §T reated seeds scattered on the soil surface were collected on DAT +1, +2, +3,+ 5, +7, +10,
+15 Jr@rlk and +28. On the day of sowing (DAT 0), seed samples were taken directly from the package.
Seedlings emerging from drilled seeds were sampled starting at BBCH 10/11 every two days until day
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21 after first sampling. Seedlings were cut with scissors close to the soil surface with a targeted mlmmum
seedling biomass per sampling day and replicate of approximately 10 - 12 g wet weight. o
Residue analysis: All samples (seeds and seedlings) were analysed for their content of triag eno§
(analytical method 01072/M001), fluopyram (analytical method 00984/MO0Q prothlocon@

JAU 6476-desthio (analytical method 01013) via HPLC-MS/MS. Residues afé’reported in te S %ﬁng
active substance/kg or pure metabolite (mg a.s.(p.m.)/kg). The Limit of Qua%tlﬁcatlon (L@) V@?[@% wa%

0.01 mg/kg. © & \

Calculations: Mean and time-weighted-average concentrations WETE £ JHeulated wi ice %@Eel &@

2010. The residue decline (DT50) of fluopyram, triadimenol and 1@ ioconazolg.on w@t se@ and ©

seedlings was determined, assuming a first-order k' ic using Ki UI%)L & g &@
RS &

Results: é@’ wY @’ QY

For the purpose of refining the risk assessmeéfor tl@ prodhet pr@ﬁnte @thls g§ss1e§only the resultos

pertaining to prothioconazole and its desthi -metx@ohte e preseated in mmar§) @&

Mean measured initial concentrations é%? seer 21d\%’WA§once§%an©and sgsulting fiwa Salues

relevant for risk assessments for terres@ial @g&qebr&& su r@an@&@m th&grep % o@ use@after a
kinetic evaluation. Therefore they af®not %}esenle@er %deta@o av@%) co$0 ©
> @ S
R & B ,
Neither prothioconazole nor 1t5@1€tabgg%e JA@ 6476sdest u;» etec \,a in @dhl%és in significant
quantities (<LOQ and 0. OQ@ mg p\m /kgstfw., spec%svel er@§ore prothlo@nazole can be

considered as ,,not systemé:) wh%\used a se@treah@nt @ ©
S
(Q} o
& <
Report: @ €QP 10. @2/1 ;,; 014 488 35 01- @
Title: @Q \ 1ss1p%t%n of ﬂudlo 1, penflufen prot@oco 4&dle on wheat seeds and
Q seedlings 1n§f;rmar@ﬂ %& >

Report No.: S @,@ 935-01-3 . @ @
Document p.: M- 48895@01— \

Guideli@)' @or t rese@udy type no@fﬁma&@st gu‘fek@ne is available. The study was
@ copd@ed under ¢ Merat@l of tﬁ%yrecom@endatlons in the current guidance

“Umen risk @sesm&}it fom@rds &gﬁ}ammals (EFSA 2009)
Guideline dev1atlo@§ t app le \ @ @
GLP/GEP: Q&
@ g
\
Objective:

The pm@ of the st was@ qua@%\ﬁy & ue a@ounts of fludioxonil, penflufen, prothioconazole,
tabolite AU 6= desthlo aftep s seed treatment with the product

(ﬂud&”&xoml + penflyfen @thl@bna@ @0) on spring wheat under field conditions:

1) on’'wheat seeds remal@ﬁg 0@}16 S rfaée if not buried after drilling,

2) in seedhng&&ner ng fr rlllﬂwhea@eeds

following t ecotmn ns of the C@dance Document on Risk Assessment for Birds & Mammals

on reque%from @SA @F S@umal 09; 7(12):1438)
s am&ne&g

dy@s conducted on plain field stripes (headland) at four different locations
over Gerrnany, (1) _ Rhineland (west), (2) _ Saxony (east), (3)
, Hesse-Palatine (south) and (4) _, Lower Saxony (north). An area of
approximately 150 m? of fallow land was demarcated per study site. Three plots, serving as replicates,
were installed at each location.

@
Stud@Mat
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Test item and application: fludioxonil + penflufen + prothioconazole FS 150 was applied with n(@;al o
) . <
100 mL product/100 kg seeds on spring wheat. Q\
& @

g
Sampling: Treated seeds scattered on the soil surface were collected on DATo+1, +2, +3,+ 5, +7\ 0,
+15, 421 and +28. On the day of sowing (DAT 0), seed samples were take{%directly fror@%e paskage &
Seedlings emerging from drilled seeds were sampled starting at BBCH {621 1 every tg\iﬂ%» days$wyntil
21 after first sampling. Seedlings were cut with scissors cigse to the soirface with @rgeéﬂ infim g
seedling biomass per sampling day and replicate of a%roximately i@ 12 wet w t. Q ©© C&©
Q S @) @
Residue analysis: All samples (seeds and seed@ were analysed @%2 thei@co téat of Eudio @%ﬂ,
penflufen, prothioconazole and JAU 6476-desthio @naly@ mgtjﬁod @13 %a k@C- MS.
Residues are reported in terms of mg activ€substdfice/kg ¥mg a.5./kg)@he Igpit of Qua ification

LO | 0.01 mg/kg. v D
(LOQ) value was mg/kg W\% SN R &% @@ @j @

. X
Calculations: Mean and time-weight &Vegigco%tra@%s Vggﬁ@ cal@ﬁate ith @Ofﬁ§xcel
2010. The residue decline (DTso) ud}?onﬂx@nﬂ@ a(@ﬁro onazole o@hea@eeds and
seedlings was determined, assumiqQg a ﬁégst—ord%r kinesf& usingXin . ©© @Q \%
o & TS S U

Results N > S &@ G O
For the purpose of reﬁnin@%‘the ri%asse@ent @the Pduct prese@d ino@@% dosgjer only the results
pertaining to prothioconagole and its de@hio@ab fite areqresented in @ su@ﬁry.
Mean measured initial_concefiratiofs on sedds, T@ co ntr%ihons ) @esulting frwa values

mmarised ifdthe réport are only used after a

@

relevant for risk as ates

kinetic evaluati

011@ her@re t \@

ment&for @w\?r’est%@ ve %
resented h&e in dgtail ta_ avo
not pragented B §5 s

%@anusion.

F N s oy s e
None of the €mp s \{4@ dete&ed iﬁ&seedl@s ins#enifiEant qugntities. Prothioconazole can be

considered@s “not systemic

y >
w@i@ use%as a @d trediinent o

D
S QNS & S
'S .9 o O O
CP 10.1.2 Q@ffe&s on @res{@al w&gﬁebes other than birds
Table CP 10.1.2- ¥ @po@ﬁse@risk\%&sessr@nt @©
Cy O
O - SO &
Test Qfest@cim\\ SN @()tox@logical endpoint Reference
substange © Q é @)
Pmﬂn@W Q. Q\‘f Z § N R (999)
conazote @g ! e’, . N & Dé()@ >6200 mg a.s./kg bw M-012312-01-1
S N ST KCA 5.2.1/01
. Lo@-tm&t@ @ O 00
&@(2-0“@4013 udysy NQA)EL 95.6 mg a.s./kg bw/d M-036206-01-1
Q g@ N g KCA 5.6.1/02
) X @) Ao S 09
JAP 02 S Ale, opgd LDs0 (male) 2235 mg p.m./kg bw _(1 91
desthip@ (@ S M-008521-01-1
% D % Mou@ LD50 (female) 3459 mg p.m./kg bw . :
N S KCA 5.8.1/34
S AT I
Q Q@ Lo term (2001)
2-gen.-re 5 . o o / -
@ (2-gen. rl;}:tro study) NOEL 10 mg p.m./kg bw/d M-036130-01-1
’ KCA 5.8.1/23

a.s.: active substance; p.m.: pure metabolite; bw = body weight
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Table CP 10.1.2- 2: Relevant generic focal species feeding on seeds for Tier 1 risk assessment @ IS

Type of seeds Generic focal species @ FIR/bw @®

‘Large seeds’ .
Small omnivorous mammal

@\1

(maize, beans or peas)
‘Small seeds’ Small omnivorou mmal
(not maize, beans or peas)
SN

Since prothioconazole and JAU 6476-desthio are systemic (
M-488935-01-3, KCP 10.1.1.2/18 & 19), no ﬁ@%sessment {or bird eedinon
performed. N &° Q@j "> @
& &5 &
Acute dietary risk assessment Q Q(:j%” @ K

0N N
Table CP 10.1.2- 3: Tier 1 acute TER@galculgﬁQn for@wmn@@fee ).

9 v
v [ ee

Compound Generic focal SN
species Qmg/kg bw] | FIR/
E% o @\@N Jmg a.sdke
Prothio- Small omnivor6@s | "y 6206 (63@5 4§ @ﬁ
conazole mammal *v & @) & ow S
JAU 6476- | Small ompitgrous |9 1637 &% o« T
desthio mammal AN [(§ \Q @Q

! Assuming a thousand gr@in weighof th %@eJdS 0f50 g8 ij \q;\ @) &
2 This value is taker@ém the paren mp@i@d and pre@s an u@realiiic wor%case scenario
" .
F o s Q}\ LY § N
The TER Vah@ for@nn‘g\@g@ feedl@g on%iseatgdﬁgc%ﬁedsrop@edlil@s meet the required trigger of 10
for acute efposure, indi&aﬁting n@@ﬁnac tabl@sk to%aml@'lls foy@ﬂe use of the product.
S OMNN SEERANERIN

. % @ % a O N Q
Tier 1 risk assessment foranammals dl@klng&ontammate" water
EFSA (2009, cha@ 2. f}pro es tonfocus @ riské%se ment for birds and mammals on the dietary
route of exposuré2An ss of t@%risk @tem'@uy poged by consumption of contaminated drinking
water after théise pestioide a{@éed tfeatmer®is not@%quired since this route seems unlikely to be
a critical one dr to lead to&RQ%@ater @n di \t die@y consumption.
& S av

@7 o@Q@@\%
N

o S » o

N > o

8 Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der Landwirtschaft,
Darmstadt, 13" edition, ISBN 3-7843-2194-1
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Long-term reproductive risk assessment

Table CP 10.1.2- 4: Tier 1 long-term TER calculation for mammals feeding on seed treatment S

@y
. NOEL Exposure S @QD
Generic focal S @
Compound . [mg/kg NAR t@ TERctT 5 T
A

species
P bwid] | FIR/bw [mg a.s./kg seeds]"

. Small omnivorous : X
A
Prothioconazole | % 01 95.6 0.24 v@ 100 & 053 C«;;\z?s s @Q @
JAU 6476- |Small omnivorous 2)
desthio mammal 10 0. 24 100 S Qe
) Assuming a thousand grain weight of the seeds of 50 g ° @@f Q &
0

@
2 The application rate is taken from the parent com d an dQ repre s anunreahs@c wo@casg seenaridS

@

Bold values do not meet the trigger w\ﬁ % N
The TER values for mammals feeding o&%atei eed$do n eet e re ed trlgger o@j fg—
term exposure to JAU 6476-desthio. A@ord&i&g , ned #is as@smggt%ls ne@ed §
K &
@ % N L) \@7 @ @ @
Refi k t for 1 fi 1 fi
efined risk assessment for on&erm’@xpt@@re (@ma @ml&@ou%@ml&@s eedmg on seeds

treated with JAU 6476- dest@ N “ > & @ . é&
& e
Focal species & é @Q @ v < \@

Freshly drilled cereal fields are%est re ?sente&y t]@%oare @ﬁ sce%\ériogﬁmb %1 -3 in the "Mammal
Tier 1 tables of the E@A %@nc% 09). Se oﬁgeed t@tmeﬁ@s thetgedted seeds are the only
feed items cont:§ reidue ﬁ the&nt p@tec‘u@ pr(@lct A@ordm%ly only the granivorous
mammal with a sigle di€ of s haso be‘%@@ns@é@d 1n§@ rls@ﬁassent
Scenario #2 j @@che od mouse ¥4 pode@m syfhaticus) as t enetie focal species for Tier 1 risk
assessment. eva@col%@cal atametérs are @PD (sii@le die¢@of seeds) and a FIR/bw of 0.17.
These ﬁgu\@ will be us&cgl in the ﬁ@mk @essme@i’t fm@ramv@%ous mammals.

S @© § SN
Residue on feed \ N RN
As outlined in chdp Qer O% 2 ds) ?&‘E adju@ﬂnent @cto%gf 0.11 taking into account formation and
dissipation of JA% 64 esthip’ca @’use{%r th@%ng -t&tm risk assessment of granivorous birds. The
same refine Ilgn W1@e us§2here{or th& g-tQIm 11 k@sessment for granivorous mammals.

&
3 @@@@%c@&@
@7 °\Q @\
NG ERAN)
N %@Q@’Q@@
h SRS
G @ © 9
gE v,
Y O & 9
> O o
s &
@9@@%

% Faustzahlen fiir die Landwirtschaft (2005), published by Kuratorium fiir Technik und Bauwesen in der Landwirtschaft,
Darmstadt, 13" edition, ISBN 3-7843-2194-1
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Table CP 10.1.2- 5: TER calculation based on long-term toxicity and exposure to JAU 6476-desthio

©

Application Seed dressing .

(JAU 6476-desthio) - Q
Nominal seed treatment rate of the parent compound [mg a.s./kg seeds] @CQ} 100 . @~ S
Generic focal species ©Wood mouse ‘\x
Feed % Treated §e@s &) 5@
FIR/bw (Wood mouse) v@ @§ 0% N @
Adjustment factor < @Q @1 [§ é\”
DDD [mg p.m./kg bw] @ é . &©1.87 X @© )
NOEL [mg p.m./kg bw] Y’ < 1T RO 6 ©
TERvr PN SR &f@g @@.3 NS

The refined long-term risk assessment for ﬂ% ex] &t re @Hds t@res g%;es of¢he mete@oht@U @6—
desthio after the application of the pronc 1nd1g es § 83‘[ no cce le & ers %&ffec‘giﬁon m@mals

are to be expected. L Q
& & @ & & & @ &

Long-term risk assessment for @mmal@j drlnklng ontam&ted@ter @Q @

EFSA (2009, chapter 5.2.1) progpses Focus riskoasses %1 1rd@©ad m ls on the dietary
route of exposure. An assessment of the ris oten‘ué@’y posed by @ sumgption o inated drinking
water after the use of a pestfﬁ“de as seed {fedtmefit is nq@\requu%d snfsr@@%)hls @Jte s@e@ems unlikely to be
a critical one or to lead to\ PER gI@.ter d dliary cc@%ump{o{g @

@ "\9

Risk assessment of @bnd§ poisgr)nin © 6 @ é "\@
Substances with a bl&accu tior«»@&%ntl@co @@%eor@lcally l@ar a rﬁ( of secondary poisoning

for mammals if feeding 6/ cor&%mmaté%f preyNike fishor e F&@@rgamc chemicals, a log Pow
>3 is used toger@ d@)th e\@hatl&ﬁ@f th&%oten@l for@accu%‘ulatlon

e, hé%evershas g Jog Pow of @ indicating er %’w risk of bioaccumulation and,
 &Jos Pa of &7 indiating vers]

hence, s @gndary pmso@ng @ Q> Q@ ©\

Prothiocongzole

S Q %

Prothioconazole W)ohf&s JAI§9476 @mﬁog Réw 3. 04y'and JAU 6476-S-methyl (log Pow 4.19)
will be evaluatedor p ect@ se¢
Long-term D \@ PD a lé@alcu@@on{@ eart\l@vorm@atlng mammals

Table CP 1%1.2- 6: Tle®l lm@erm_@D a@?l" ER@alculation for earthworm-eating mammals

ary@mso of mammals.

G
mpound @ &%64% desth@ .B@J 6476-S-methyl Origin of values
“PECuom [mgkg] 1 £9.013 N D 0.014 see Table CP 10.1.1- 17
@° o \(\@])D]@%lculation:
FIRbY .S | & MR8 1.28 Default
DDD [miikg b\x@ R 0.0170 0.018
2 @ o’  TER calculation:
NO(AQE\L [n@)gg bwdd] [ S 10 9.56! See Table CP 10.1.2- 1
S TERir @ 588 531
ger 5 5
Refin sk assessment No No
required?

D' NOEL of the parent compound prothioconazole was divided by a factor of 10 (worst-case assumption)
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Both TER values are above the trigger of 5. Accordingly, the risk to earthworm-eating mammals

following the use of the product in cereals is acceptable. @ S
S
. . & @ &
Long-term DDD and TER calculation for fish-eating mammals @,@ A S
Table CP 10.1.2- 7: Tier 1 long-term DDD and TER calculation for ﬁsh-eat%g mammals § §\ &
5 X
Compound JAU 6476-desthio | JAU 647@mthyl @i")(b)rigin of va!ﬁies > @Q @
PECia [mg/ke] 0.047 0.036 (e Table CPIOLLI- 18] & S
DDD calculation; & o R | © @é}
FIR/bw 0.142 <012 9 o D &ault & S
DDD [mg/kg bw/d] 0.007 QY 0.004 @ S G @@
TER caleulatios,r o0 v o0 G“ : N
NO(A)EL [mg/kg bw/d] 10 DT @56 Seg@@able @10 1,2- 1
> = © °
TER, 1 1429 & | @ 238  Q O & &
Trigger 5 & NSNS §
Refined risk assessment Z % T AN @\\a S)
> D
required? NOQQ c& < Nogs @;\’ @ @9 A@ o)
DNOEL of the parent compound prothlo@zole was d1v1d§ by ‘factor @ (woé@case a@{npt' LS
° & b
Both TER values are above thé%lgge{ of %Accor@gly the rlsltﬁ ﬁs%eahng@am]@ls from the use
of the product in cereals is at%eptélgle @ @x Q @ N )
N % @ § &S S R < @to\’

@ Y
S o W2
CP 10.1.2.1 ute @al t&‘ia 0 n@m@ Q &
@
An acute study 0@1‘[% W@ cot c‘h;lctcd With P%@Jlnoe@@zol IOMF; 2001; M-137432-01-

1, KCP 7.1. \rdl% to OéCD g@]eh&&%bhe 1e§t corfesponds with LDsy >2000 mg
prod./kg bw. @, 7, . @

S @ S N
CP 10@.2 I@gh@r@er da l@nam@als %, @

A
Additional data is§esente% to porNile sh@@’half& rothloconazole and JAU 6476-desthio on
seeds. This data@ proirded ifcha CP 10.1. ]@) and ployed in the refined risk assessment for
\

omnivorous nié maé)@ O e
O < N S
CP 10.@ Eg@ects ch@%?erg@%ria@@rtebrate wildlife (reptiles and

phlb@n S
No &&dmonal studfes are @%1131&1 or rred@der the data requirements of EC 1107/2009.
o . & & @
S ) %,
@ < Q" & ©@
(RN
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CP 10.2 Effects on aquatic organisms @

The risk assessment has been performed according to the Regulation (EC) No /2009 and foltowg
the EFSA Guidance on tiered risk assessment for plant protection productsgor aquatic or%amsn% n

edge-of-field surface waters (2013; cited in the following paragraphs as E%SA AGD”). § L o
X

%)

@

G < O S
Ecotoxicological endpoints used in risk assessment ~ ~ Q@ @@ @\ %@ I
& ~ . S & O

N
The relevant endpoint from each aquatic study Wa%ﬁned acco@ng to the c (&taQreqvﬁgf@emer@

from the EU Regulation 283/2013 and the EFS (2013), q’@d bas@d on re@ éndatians fron@%e
relevant standard test guideline e.g. Growth rate (1) 1%1&6 m sult»@e endpbint ﬁsgm Y%e 1nlgj tion
tests for use in risk assessment, as stated by (&D Ganidel 201 % D g013) %ER and
RAC calculations presented in this doss1e§are tl@s ba on ‘@e Cso Va s. Indeed, ess@g
ecosystems are dominantly rate dr1ver§§nd e}efore% he it de%%bpm@t perdime (gro ate)
appears more suitable to measure efi @é in &l}ae grQ§th Lat an&t‘helr 1b1t1@§9 can &sily be
compared between species, test dL@ q?and té§ itions{Owhi the @e faz) biomass.
Moreover, the current test guldQnes &U -Mg) od tk@%C ¢gulation for
Classification and Labelling (E@regu}gt)lon 1?2%/20 and Q. @Opm@n (E A J%rnal 461, 1-44;
2007) list growth rate as the %st sulﬁble @dpomt of the%lgae& 1t@n tes@t@ O
@} &

In accordance with Regtﬂ@tlo EC) N@l 10 @nd Wn@ft‘he ERSA @) (2@”3) studies resulting
in lower endpoints wetg use@ thézisk a@essm@lt A t ug egL@%tlon QE@ No 1107/2009 place
no data requiremeng,on mari e@em @marl@s stu resulting i® lowéks endpoints compared to
freshwater studie§ re @%mdege forgysk a&essmeﬁ@as a conservative @roach.

S D S v
For the aquat@ risk &8ses t an@nvel(&pe app?ach@ rmeg; Therebye, the highest FOCUS
Step 2 PEC@alues Were use to c@cula the r@to aqftitic (@;ams@ This clearly represents the worst-

case sit n coverm@ STEP 2s ©c~\ arl?(ig@
If the trigger was neg met usl t]@g calc fati 1on<>,\ orst-case FQCUS STEP 3 PEC values were used as

refinement until a@e use%f e ntenged ag@‘stca‘u@xcar@ considered.
9 %

QP § &S oo
Q . © © @
Q@ € @@ S \© S
¥ o K & o
S R
& L2 QYL
@ A\ N 0,9
B v S L@ @@
N (g @\@Q&©
° SN
< %%é@ SR
T & O
N &
&% O @ Y



B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies

Prothioconazole

FS 100

Page 34 of 72
2015-12-14

Risk assessment for aquatic organisms

Table CP 10.2- 1: Endpoints relevant for risk assessment . @ @b
Test . . @) v
substance Test species Endpoint ©© Referen@ @
Fish, acute o (19990,
Oncorhynchus mykiss LCso 1.83 mg a.s./LL % M-016315-005 G
(Rainbow trout) A f% KCA 8.2:N0 N~
Fish, early life stage @ & (20@7
Oncorhynchus mykiss NOEC < 0.49 mg a —29@ -Ol@ q
(Rainbow trout) @ g OKCASR 2. N
Invertebrate, acute =) X & @
Daphnia magna & 1.3 mg a.s./@
(Cladoceran) RN %\ % v
Invertebrate, acute D @ X @j% 6@1
Americamysis bahia % L%%ﬂ @QA n@a.s./L &
Prothi (Mysid shrimp) =, N NS KCA 8.234.2/0,
cgr?azi)(ié Invertebrate, chrony o @ s & & N & (2001)
Daphnia /71(1gi (iz\ NO@ 56 n%a.s./L@}? M 997-01-1
(Cladocerag® ™ &> | - N SHEN 8.291/01
Scdjlﬁ011t dwcll@:@ch.ro ic @ N @V @@ 2000)
Chironomugyiparigs OE@ m@s./L S ©©>M— 47356-01-1
(Chirddmidis (A AN @S £ K@°8.2.5.4/01
7
£ OS5 & SN L9
Skeletéema S¥tatu N Y & 5Q %, (2004)
(I\%rine%atom()@% 6§@£52@} %@‘ mg &L % §M—OOO954-01—1
S QS . S o P KCA 82,6201
o o Q@ SRS O KN I 21 2004)
: %, ECs"Q > Qfé% mg a.s./L @ M-000532-01-1
@Q @ucigre «d DN o % KCA 8.2.7/01
S FigacuQ KRS § B (1990)
@Incorhynchys mykisg o @75() S 6.63@1g p @L M-013303-01-1
SR 0
\@ Rainbow Pou)D) O @ @ KCA 8.2.1/04
S @?\ ca®ifc e | S > 0 2002
°§)m'0r" Q¢ 'uwz@ykiss@@ NQ@C 0.003§Nng p.m./L M-038386-01-1
QO (Rédmbow Kdut) - LD KCA 8.2.2.1/02
2) _3\, rtebed¥e, ac A @C@ (1990)
@ OB aphi magdy ©\ E§ @ 10 mg p.m./L M-013308-01-1
Q O (@foca®™) N IS s KCA 8.2.4.1/02
% Invértebr: acuté§ ?@J _et al. (2003)
Asgericamysis bakiu @ LC@% >1.009 mg p.m./L M-104620-01-1
AU 6476- & (Mysid shrigp) & ) KCA 8.2.5.2/02
: CE NS - |
Sgesthio Invg§brat°, hroniQ N
. @’ D, (2001)
" Dup/m% 1agn@y & | NOEC 0.10 mg p.m./L
o (Cla@oerab® Q M-073861-01-1
STHG ﬁ@ (& KCA 8.2.5.1/02
@ %G Inv@%rat%chrom@v _et al. (2003)
@& Aericanyydis bahia NOEC 0.064 mg p.m./L M-104620-01-1
< (Mysid-Shrimp) KCA 8.2.5.2/02
%&9 @® ?mgﬁ%iweller, chronic (2000)
Q© &) C‘/z@omus riparius NOEC 2.0 mg p.m./L" M-023234-01-1
N (Chironomid) KCA 8.2.5.4/02
@ Scenedesmus subspicatus _( 1990)
S Green aloay | ECw 055 mgpam./L M-013305-01-1
L KCA 8.2.6.1/02
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sub]; :zsltnce Test species Reference @ 6
Lemna gibba -et al. (2003) @é
(Duckweed) E:Cso 0.0809 mg p.m./L > M-104599- 2
Fish, acute
Oncorhynchus mykiss LCso 1.79 mg p.m./L
(Rainbow trout)
Invertebrate, acute @} O .QJ
Daphnia magna ECs 2.8 mg @./L g ’ &;
- ¢ MAQ71853 -1og
JAU 6476-S- (Cladoceran) Q
Q) o
mothy] ol ©h 8.29.1/03.@
@Q
Peudokirchneriella subcapitataQd @ . S @ 2()()1)
(Green alga) % E‘%&%’ﬂ &4 mQQb’.m./ l@ é@
N N KCA 8. /0’
Sediment dweller, chr, o @ @ (20(§
Chironomus ripa %NO@ @1 m%m @ M-266605-0F-1
(Chironomid§® . 8.264/04
Fish, au@ \-ﬁi)&?)

Oncorhync l@s myhigy

amb@ tr ouﬁs \(\

QOM-46022-01-1
(&

8.2.1/06

©®

(Cladoceran)

Fish, luﬁgnllc O@Wth @ @ _& -
0 @ N > (2002)
ncdwhynchys mykiss S OE@ NN
v\(ngm %roué@ g S & M-030491-01-1
1,2,4-Triazole @ §, KCA 8.2.2/01
Inv @ebrdt@ute@ -( 1995)
@ @Jhm&?ﬂaunu A EC;’(«\Q g@%n./L@@ M-088901-01-1
) N Cladocerant, AN KCA 8.2.4.1/06
ép @%m%nduwudla S A 9 -ct al. (2001)
9 subcapif ROECs0 M-077067-01-1
N @}Gm@xléa)@ N KCA 8.2.6.1/04
Eish, acute, & | N I 2006
§Dncoﬁ§%ynch ks ECn O > M-266572-01-1
& Rpinbow troutfy ~ KCA 8.2.1/11
JAU 6476 - @ @wert@%te,oagﬂe Q. % 2006
triazolyl- @ ia Wna Q\ @Cso @ >100 mg p.m./L M-266597-01-1
ketone\ ( ado@a ) % 2] @ KCA 8.2.4.1/07
& Ladokiomericls I 2006
“ Q apitgly @y | ECn  >100 mg pm./L M-266567-01-1
N N fGreenalgn) QIS KCA 8.2.6.1/05
Fishdacute @ B 099
& ngcm/ “hus ﬁz\\ Q LCso 1.83 mg a.s./L ¥ M-015215-01-1
@ bow trout)«\@ KCA 8.2.1/01
JAU % @Q F 1@, carlydife stage -& -(2007)
thi N %/ICOI’ us mykiss NOEC  0.49 mg a.s./L ¥ M-291414-01-1
1&9"1“2@6 &) (Ratabow trout) KCA 8.2.2.1/03
Q© v In@tebrate, acute _(1999)
Daphnia magna ECso 1.3 mg a.s./L ¥ M-013690-01-1

KCA 8.2.4.1/01
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Test . .
substance Test species Endpoint Reference o
Invertebrate, chronic -& ( 0()1@<
Daphnia magna NOEC 0.56 mg a.s./L ¥ @ M-055997-
(Cladoceran) L KCA 8.24,T/01 @\@
Pseudokirchneriella v %(2( ;
subcapitata E.Cso 2.18 mg a.s./L 4{&% M 02 25-08 @
(Green alga) ©) A K% 8. 2&%/01 @
Fish, acute %? @@15 R d
Oncorhynchus mykiss LCso &\ 16.4 mg p&@ L 61\4—52% O-ﬁ Ny
(Rainbow trout) @ Q . ¢ > KCP 10.2. @
Invertebrate, acute N @q@ @
PTZ FS 100 Daphnia magna Cso . 9.8Mmg prod/L gy -52584,1- 01 AN
(cladoceran) S > Sr] &SKCP1.2.1/0%
Pseudokirchneriella N (@) & > K 2 o
subcapitata % Er@o .6 mro /L Q> S52535% 1—1@&
(Greenalga) < P sker 103108

a.s.: active substance; p.m.: pure metabolit&prod. forr;@f%tedo&&luct Q 2, o> @\’ o
Bold values: Endpoints considered rele fofis ass@smen%@ @7 @ @

DNOEC according to the list of end}@ﬂts Ll\@m thEFSA (,onclL n on®othl@dzo J)()?@w@%e original
study endpoint is the EC;s = 4.4 m¥L; &y citedBIOE as m@tdtls&@lly 'ed éﬁwas g:%plained in the
DAR by the RMS but propos @a cQuserv ativ&endy @ 8

) EU agreed endpoint for 1,24 tlleOlL dc@d fn&m thc P%AP(,@@VXW@HLL%;; on t@zolc metabolites
(PRAPeR 13, 2007).

@
3 EU agreed endpoint is derived from the@EFS@wntl&c Rep@sﬁ(ZOl% 12(@485@nclusmn on the peer
review of tebuconazqle. Q

Y JAU 6476- -thiazocineQas loste to ore d shov@no s%mdal @thlt?ﬁ exp [Ained in detail in a statement
r

by -2015 36612-01- 01) me \u llte@flth such properties, the ‘EFSA Guidance on
tiered risk assessipent fo@) ant@mtectldﬁaprodugts fon qu at anispsin e%@%f field surface waters (2013)’
prescribes to A at the“acuterand chgwic toxicity of oliteys equal to the toxicity of the a.s.

[¢]

(parent con@un %&\% r all @rst tle@axoﬁgmlc @ﬂps . @’ler
protthO%azole fréin studies ondist tie spem%\were for tl
6476-thiazocine. x>

3 Althoygh*Regulation (@) @7/2 place no da quiren %ent 0@1&1‘1116 species, the endpoint from a study

on the marine dia‘t«%: kétetonema cost m isysed for algw&nsk assessment for prothioconazole as a
conservative appr Indee the one from the standard species (green algae, P.

i @: dt endp&mt is @ver t
subcapitata, E.Cgp = 2. :8ymg ).

@ @Q@?O@ @

, thndpomts of the parent compound
acutg, and chronic risk assessment of JAU
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Predicted environmental concentrations used in risk assessment

Full details of the predicted environmental concentrations are given in MCP 9 (KCP 9.2.5/08). Q\

S @
Table CP 10.2- 2: Initial max. PECsw values for prothioconazole and its metaBolites — Use & n nd
spring cereals (FOCUS Step 1 & 2) % Q S
Compound| Prothio- JAU 6476- J§@6476- ,2,4- Thizgacine "\F\am@» @
conazole desthio methyl g’lazole @ D ketape S
PECsw | PECsw |21d-TWA | PECsy | 21d-TWAY ~PECew | SPECw)’| w o ©

Use pattern |Scenario| 1oy | o) | ey | i) | mengs | e JOmen™ | duen) g

Step 1 1.789 | 3.441 | 3.028 .385 0.352 (@453Q 0@8 0.29
Winter cereals |Step 2 @@ AN @

@ - NN
1x18 ga.s/ha | N-EU Si| 0.124 | 0.937 | 0.723* | 0apfo | .082% 0051 ©§.o46\ 4620

0
S-EUSi| 0.099 | 0749 | 0.598 | ®08s & 0.0 025 © 0037 | 20016
Step 1 1.789 | 3.441 %028 3703857 0.5 Tf.45@ 0653 f@’dz@%
Spring cereals |Step 2 N S {% Q| «,
1x18 ga.s./ha | N-EU Si| 0.049 | 0.375@y" 0. 2&9 @4 1 K0.0330 043 [ <0.01 08
S-EUSi| 0.099 | 0. 7@ 0%78 f@.oss\r 0.086 | @25 49 o, 016
Bold values were considered in risk as&essmer@y EN N v U L
* Values used for secondary pmsonn@(see@O 1.1, @ble %10 1 @g) &©© @@@ @Q 0\”\9
o . Vg Q SN
N &
TableCP102-3:  InitiaFminx PECon Fillues, for ¢ proth&)%nazg@ metaholite JAU 6476-desthio —
Use@ wint QO\And s@slng§@eals (FOCUS Step S @ %@
Usepatﬁ&p x;\ ras@ & ko §
3 &Wlnter cerea@ °°Sapring©3real§“§\ ~
Compound F@ S Sienarioé® o, madY PEC o, max S
S Q- pgl) . Y 19 S

OD1 (ditch, 1st)> | o <0DO1 & Vo,

@C ﬁ§$ream@st) O «001 o~ | . O <ol 4,
% (ditch,st) ¢ <0.004s, b T
° D2 (stfeam, 18| &r¥0.00Y | Y - ©
AL D3 (gjch, 1@ L <0001 | = <0.601

Dapond, ¥st) £,  £0001°N <001
JAU 6476- | D¥ (stream, Isyt _"~<0.00d D <0.001
desthio D5 (papd, 1s8> | o’ <00~ | &%0.001
@ Ds@eame ¥ | © <@o1 © | @ <0.001
Q1 D6ditchQst) 0001 Ry -

% R1 (pond 1st)Y 0.0~ 9 -
@’ Rl (sfeam, &) | 9 <01 - -
R3cStream, 1st) 9,001, O -
X R4 (stredin,)1st) [0 :0.008 <0.001
o @ @ &Q

< R
Acute Ris SBSS@%’I‘Z Aqu%tlc Qzganisms
Based on ¢he rls@‘nve@e @ach %@e highest PEC values were used to calculate the acute risk to

aquatlcﬁfgam@s This cle@ represents the worst-case situation covering all other intended uses of
the p oduct. @ %,

tr1@ was @t m@smg this calculation, worst-case FOCUS STEP 3 PEC values were used as
reﬁne ntil a safe use of each intended application could be assumed.
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Table CP 10.2- 4: TERAa calculations based on FOCUS Step 2
; — >
Compound Test species Eﬁfgl;(l)j]n ¢ Pﬁfg}i’i’“ TERA ’1(2\1% er @j@
Q)
Cereals (winter/spring) g(\@ . @ Sy
Fish, acute % N
Oncorhynchus mykiss LCso 1830 0.124 14758m© @O
Invertebrate, acute w7 ° N
. 5 A
Prothioconazole Daphnia magna ECso v®00 0@&24 10&@?’ IOO@Q K
Invertebrate, acute @Q S ©
Americamysis bahia ECso @ 2400 S 0.124 &6%9355@ f,@o o
, R T
Fish, acute > ©
Oncorhynchus mykiss L@%@ 6630 | - @%37% &®6 2 @
JAU 6476- Invertebrate, acute 9 é "y @Jj >
desthio Daphnia magna &Cs%\a@ >@GOO 4 O'%@? v 10@2 100& o
507 & T
Invertebrate, acuteg o N § 4 @
Americamysis balgg | &&0 @> >°10£® S '9?:\@ %1077 @@
Fish, acuteQ B v N b
’ . 9L 1 1
JAU 6476- Oncorhynch§ kissop (;5\@@ ”:9@9:} %éfo & 6@% o
S-methyl Invertebrate; acute, Q.. .0 0
Deph magha | FC0 &5 280 Je 0116 .95455 100
Y
Figh, acu .9
| Oncorhyne mykéy LG @98006& @1.031\@@ 16@9@64516 100
1,2,4-Triazole P—— %) $ @
ertebyate, acu
N Csg >1 00 0.0373%1 §3225806 100
s, Dapfyid magna 5‘ % .
TS Q AN
& o fe § L@ s 0.045 | 39783 100
JAU 6476- | Ougprhynchits mykis & IS
thiazocine & NInvertebrate JSacute ] & N
*
0 S e g P FGT 2300 (\§ @(3%’46 28261 100
© Fish, Goute = @\ v, i@oo @ 0.020 | >5000000 100
{&‘?476— é?;\rtorhg&%us iss @ )
trigzalylketone @In\s%@rate acute @“ O
i El >1000 0.020 >5000000 100
@ Baphniacniagng O | 1% & g&
* Endpoints from tth zolggom s&gﬁ{es on }'/rst @spemes were used for risk assessment of M12
(see Table CIE@IO 2- l ) p01 2 fo ore 11s)
Q & N
N S ,@ & @@
& & 9 ¢ e
N < RS
N % @ RN
x> LI Q X
> @ o o O
@* S
PR ) SR
@ < Q & ©@
S &ES
& S
cL T
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Table CP 10.2- 5: RACw; ac calculations based on FOCUS Step 2 (acceptability of risk: PEC/RAC <1)
. Endpoint RACw; ac PECsw,max @
Compound Test species [ng/L] (LCs0/100) [ng/L] PE&%C @
Cereals (winter/spring) $j g @ %@
Fish, acute g
Oncorhynchus mykiss LCso 1830 18.3 0.124 ff§ @
. Invertebrate, acute % g | ol 2 N
Prothioconazole Daphnia magna ECso v@)0 13@& 0 lé}{g ((§\0.01 N X
Invertebrate, acute 3 " 9 D S)
Americamysis bahia ECso @} 2400 [\&@4'0 QS 24 Q f@ o
Fish, acute > Q > N
Oncorhynchus mykiss L@ 6630 @l 6@% O 0%@ % O@
JAU 6476- Invertebrate, acute 9 N & v N N
desthio Daphnia magna &Ci?@&@ >L@Q 0 @ >l %}’@’ &937§ @Oﬂé o
Invertebrate acuteg > N
’ e
Americamysis balfg | , &&0 @> 10%% m%ﬁ'o%\c (?§9937 D
Fish acu Gf% N N - @ SN e
’ 4LC 1990 1% 0.1 0.01
JAU 6476- Oncorhyncht@ykls@v S\(Q B o AN 8 @ 9
S-methyl Invertebra%% acutg, S A @ @ NE
28 8.0 10 0.004
Do magie. | T2 S 24P § P -
i 9
F;fh’ agute sl 16w 98000 2050 ® 0g 0.00001
| 24-Triazole  [opggiynchey my %)@’ < S
o Thvertebrate, acut y
S Cs6: D" >1a0000 >1000~ @.031 <0.00003
w, Dapfid magaa (O é > . @ A @
4 N
Fish e O @ §’ Q
’ S L 183 18.3 0.046 0.003
JAU 6476- § Oulprhynhiss mykss 0 QY| (e
thiazocing & SN
fazocing(J | Jnvertebrate.tacute g EGs® 21300* > 13 0.046 0.004
< D%e@ma nfana U & S S o
& ish, @ute N Y %
{&; 176. é?;\rtorl %7 s (@s Cso<® >1%@)0 %1000 0.020 <0.00002
tri I lketone _ (@ SIS o 12
g S Irgé%%;zg’,aag;je@Q EGso ¢ >100000y  >1000 0.020 | <0.00002
* Endpoints from@}ﬁ:nt thio zsé%om sﬁgﬁ{es on first @species were used for risk assessment of M12
Table CP_10.2-1 > poing 8.2 fory il
(see Table & @C«;@ p<31 0 ore @1 s) >

O © SN N
The TER ‘%gger was exc@ded@ all niS@(? for @thioconazole and all its metabolites.
y RS

@’ & @ N

. N
Chronic'risk asses nt for a tic organism$d
sme § quatic organispit

F or&ﬁ?metabolites%vher om‘g@e cl@nic data package is available (e.g. JAU 6476-desthio), TER 1
and RACych caleulation ari@ﬁres@ed below. For those metabolites where chronic data are not
available for gyery fgﬁtier on@ gro@ relevant to fungicide risk assessment (as defined in EFSA
AGD (2013@: IERLT a -@G{" A %W,Ch caltdlations are presented with the available studies. In addition, a
complen‘@}taryoni@psk ssment following the stepwise approach as recommended by EFSA
AGD oiy 10.23¢ ‘Riskvassessment scheme for metabolites’, page 143) is performed in a stand-
alo$ ; 2015; M-536697-01-1, KCP 10.2/02). This EFSA stepwise
&
10 First t%%/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).
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approach was placed in a stand-alone document because, as this approach is new, there is currently no
agreed template how to formally include it in the Section 10 of the MCP Document. Further infon@on o
about this approach and its results is presented after the TER / RAC tables below. ®\ S
. . S e
Based on the risk envelope approach, the highest PEC values were used to cdlzulate the chr&nc sk to
aquatic organisms. This clearly represents the worst-case situation coverix% all other in@%de Wses o
the product. If the trigger was not met using this calculatign, Worst—casé%FOCUS S"l;]é? 3 P\ wl@

were used as refinement until a safe use of each intended@pplication ld be assu@&l. § S0\9@ &@
S) Q)
Table CP 10.2- 6 TERwr calcul based on FOCUS S 2@ &é\g A @<§ &
able .2- 6: calculations based on te °
- /\@ P /7@ W (($ FJ @7&
Compound Test species Y Endpoint 7" | RECow, e gRLT° |~ Trigger
L g g/t SN
W) & 4
Cereals (winter/spring) NSO @6@’ o o S @ °
¥

Fish, early life stagg% °&;C N 490y %124® %3952
NOEC 0. &

Oncorhynchus iSs - & S N @@ %, A
Invertebrate, ni
Daphnia Q;z@;%)a C% NO\E@ &60\@7 @4 f,@ 4@ 6 10
Sediment dwellég Z) ©® @y SEING) (ORI
Prothioconazole ﬁ@bnic o [RoEG) &@zo o) 0.154 RT3750 10
Chireq mgl}m’iu@j@ . > &@ © ©
Mauge diat@yy, chrepic | ¢ " 0N i
Sk@%ton%na cost%bmC & %}% §“ K”\g O-L\i@ §?71 10
s Aquatiplant @ronic 2 % .
Q@@ @j@néﬁ v o | BG > 40; O 124 [N >3258 10
, early Tife stage Q ,@
©©© \Qncorliynchug mykiss WOE& @ §@ O' 3.6 10
@ \JInve@brate,@hmn{iﬁQ@ o S
. % @?& Z}é;é .@mag@» i\l\%c S 12;)@ Z?7@0.937 107 10
N ertebrite, nic
& @ Ame mysiﬁig(\% NO§ &40 Q] 0937 68 10

JAU 6476- =
desthi NS S&dlmer@ﬂveuer,@ o N
ey Y génic < JROEC© 290 0.937 2134 10
ir

us @%riuf\ i m@ ma@

@ > . —©
KQ q GI@S‘I)% algéychronig ~ | =
A Sce@esméubs@tus %@Eeso @b 550 0.937 587 10
. . @ %
@’ @quat@amf Ehironigh Ey 80.9 0.937 86 10
N Lemna<gibba é
\% RS @mm\quel@ N
. chfonic WOEC 100 0.110 909 10
JAU 647§@ %Chi;@mus@sam’us@
S—me@ N G@ algaé”chro@c
N hneriella | ECso 47400 0.110 | 430909 10
& @ shcapitata
Y @\)] S Fis}%ﬁ\uvenile growth
Q§ @@ Q@’Q Q&gorhynchus mykiss NOEC 3200 0.031 103226 10
1,@§f13201€ Green alga, chronic
Pseudokirchneriella E.Cso > 31000 0.031 >1000000 10

subcapitata
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Compound Test species Endpoint PECsw,max | TERLT Trigger,
ng/L] [ng/L] L S
Cereals (winter/spring) ﬁr§ 4
Fish, early life stage N O [
Oncorhynchus mykiss NOEC 490 0.046 é 10652 | &, IOQQ
; S
JAU 6476- Ing“e;r?‘te’ chronic | \opc 560 o.g@% 121749] o N
thiazocine apiiia magna i < T &)
Green alga, chronic @ Q) @\ @ o
Pseudokirchneriella E.Cso g 2180* @Q.046 @91 b @g Q
subcapitata @ A Q Q @© o
Green algae, chronic >) ¥ 9 q $ AN
triilggy?lizgne Pseudokirchneriella E@g > 100@@@ 0\020@ Q>%@@OOQ&@ lﬁgj
subcapitata S 23 Vo, TS B
* Endpoints from parent prothioconazole from stiidies ﬁ%ustt@rspec@ werg\ised fdPrisk agsessment of M12
(see Table CP 10.2-1 and MCA, point 8.2 fon@sg-org d@ﬁﬂils&@ Q é?g Q S @ @§
Bold values do not meet the trigger g\ﬁ \\ @} &6 'S Q\@ éﬁ “ §
s T S & &N
R © O § 9 .9 & ~
o & TS S U
% O A N
N @ N &
NI VPR
@ o
5 @ © O 5 .0 SR &
> TS e & S
@ s .9 K Q© @ @
SO S YN U e o
S P R O
¥ £ O O g P8 e
&N % N @© N
2 N A SIRS @ ©
- o & & & N
A @ \Q & L9 \©
FIEFITs s
o O ¢ .09 o O @
VOO & D
O o K & o
<) N @% y %o
& S D@ & &
¥ N
@" N
s A &S 8
& o &
& & & ©§’
AN % S
o ™ S %,
S A
& &
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Table CP 10.2-7:

RACw, en calculations based on FOCUS Step 2 (acceptability of risk: PEC/RAC <1)

Compound Test species Endpoint RACsw,ch | PECsw,max PEC&C S
[ug/L] (NOEC/10) [ng/L] @ @
(E:Cs0/10) (S @ A
Cereals (winter/spring) @ S . IS
Fish, early life stage é 65)
Oncorhynchus mykiss NOEC f’j?o 43@ 0.124\ . <§03 (g\\g
Invertebrate, chronic NOEC %j 60 L @§§ 4 B0 @ o
Daphnia magna < @ ‘ AY Q
Sediment dweller, @ § . O @@) @
Prothioconazole chronic NOE§ 9140 g)% Q 0.@% 0.00%
Chironomus riparius Q'? @} o O & &
Marine diatom, chronic 9 NS @
Skeletonema costatum D%rcg&@ 66 [f& %® 0. li %0'03& o
U@v I
Aquatic plant, chrog\gﬁ 0 \ $
Lomma gibbas > | B0 <> 408 | ($14040 &124 < 0003
B RS O
Fish, early lifeQage, Y N W Y
Oncorhynchy: yki&§q§ NOEC @3 4 o %éﬁ 4 N O'@ 9 2.81
Invertebra@chrc@c S NS @\\)) NEENE
i maghe @)Egh@ 196 <. 108 @@6{937 0.09
Invet@rate, chroni @ .
Aericamys ba@ NOEC gy 64 & 64 o 9@937 0.15
Ui AN
JAU 6476- el % —
desthio ‘Sediment dwellé?, K& S N
Ghlonicsy  QNORg” . #000 200 % 0.937 0.005
§§ Chlr@bm@zparl@ w\g\ © © &
Y @
en alg@chr S
@Q @& edes%us subs;%l'cat@ ErC;@\ g@ 37} 5@ 0.937 0.02
Q
& 4 Aquatis planCehronic” BD% 680.9@§ @8.09 0.937 0.12
. @ %emn@glbb o D
N < Sedimgént dvy S N
AL ronic . No§ @00 Ol 100 0.110 0.01
JAU 6476- Q Chjﬁwomw@ar@ N g N\
S-methyl < reen ch{ég%ic @’ ) S
© eud lrchn@’ellao ” E.Co> 42400 4740 0.110 0.00002
D ﬁQ Sy capzt@ @ S
Fith, jusenle grot NOECD 3200 320 0.031 0.0001
) &ncoﬂg@thus lSS° g
1,2 r1azole A= 0 ~
reen algag, chronig
N « @sub%tatq@ F@@o >31000 | >3100 | 0031 | <0.00001
9
Fish, caly lifg stage ?\IOEC 490* 49.0 0.046 0.001
& OncopfynchugSmnykis)
& .
JAU e@- N coraterchromle | \ope s60x 56.0 0.046 0.001
2 aphiig maghte)
th1%§cme QS
S §2 “Greeftalga, chronic
7, R Pseudokirchneriella Cso . .
& & Psgirdokirchneriella | E.C 2180* 218 0.046 0.0002
§ Q@ oa IR subcapitata
TAT6476- “Creen alga, chronic
. Pseudokirchneriella E.Cso > 100000 > 10000 0.020 <0.000002
triazolylketone .
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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For JAU 6476-desthio the chronic trigger was not met for fish. Therefore, a refined risk assess
required. The consideration of the more realistic FOCUS STEP 3 surface water concentrns i

r@ﬁs@@

presented below. o o
& ©.8
Table CP 10.2- 8: TERLr calculations for winter and spring cereals based%;)n FOCUS St@QJ § <
Test species Endpoint PECSV‘%&Q FOCUS @%nario T%%m v ﬁ‘rig@ @
[ng/L] [ng/U S o P & B
JAU 6476-desthio, winter & spring cereals, 1 x 18 g @/ha S Q R f,© o
Fish, early life stage > 2N S S SN
Oncorhynchus mykiss NOEC 3.34 @%@@.001 @}All (Diao R?%, 340 ¢ %&\@

SN
RACsw; ch calculations fo@wint@' and §pring Q@eals d on@ng Stz@ < o

oqe s Lo @
acceptability of rlskﬁ.\cﬁg“C/R@ < Q m@ @

AN

Table CP 10.2-9:

Test species Endpoi . \RAC@ch {%Csw,§. i FQCUS@knanng PE@(AC
[ng/ «[INO M10)4 [ & @ NSRS
SN A KUY > & b

< N)
JAU 6476-desthio, winter & sprifig cereals, 1 x 8 g a.8fha Y O Q@ DN

Fish, early life stage

Oncorhynchus mykiss <0.003

SERTE e
& 4

N@Q% *3.34 08 4 <0én ) Al ) to0
N @ Q & o 2 @2

o O N v N 9
The TER trigger is exceéded b%ed on FOC TE@B V%®§ for both winter @ spring cereals.

S 6 O ¥y . & .
@’@@@QQ%\@&@
& . § ° Y L@
SO AT Y e &Y
©©\&@§\&\@@§
® F o & F 5o &
s ° S8 F T g &
N N A @ W
& S5 s
SR RO QS
FESF Sy
@QQ@\@@
@ O ¢ .0 © .0 @
Q O O O NN
Y S K 9 O
3 S g 2 P
& o9 Tay
\Q\x@
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
&%%é@é\Q
§Y§©%©@
& &S
Q
QQ%Q
RN
o
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Stepwise approach (EFSA AGD 2013)

D
Report: kP 10.2/02 | Q.. 2015; M-536697-01-1 \@ N

Title: Stepwise approach for the risk assessment of major aquatic r@tabolites of @
prothioconazole (formulated as prothioconazole FS 100 g/Iy following thé\EFSA@

@

guidance on tiered risk assessment for plant protection products for aqu@c @

organisms in edge-of-field surface waters (2013) % . 2 %@@
Report No.: M-536697-01-1 @ & %\ \ Q)
Document No.: M-536697-01-1 e @ O @ @ o
Guideline(s): none o @Q %@ N é\ﬁ ©)
Guideline deviation(s): none @ N Q Q Q @Q}
GLP/GEP: no % ) o & A © &

Q,;b @ R . © & @

The EFSA AGD (2013) stepwise approach was us@“for @ membohtes\f@he \ronicx’data\i@s not
available for each first tier taxonomic grou@ele ﬁf to @glcu@a rlsl@éess@nt (@ JAL%6476 S-
methyl (MO1). JAU 6476-thiazocine (M1) 1,@:4- ri%ole (@11 and J@U 64 -tr1@ylk®n

(M42)). The EFSA AGD (2013) “risk a§seSSIﬁ€,nt ;@m etaQ tes\ 01§10 2 4 page 3 of
ecis

the EFSA AGD) was followed, and t@ atldg\le fi on at agg ste@@f th as e@)lamed
in detail. @ @ @

N @ o

@ &@ @@’}) ***@6 @® & ©©> @@)Q \
NS Y < A8) é&
v

Overall conclusion & @ @& @ AN %

se snf%ht oRwll

N L9
In conclusion, a chronfs,risk % or a&@tic Iﬁetabqg S o@othioconazole was
provided addressing §<\1§ks t@al ﬁ@@t tier @axo @mc ps including se\a%ent dwellers, where
relevant). The ‘cla, I’ ap roa‘@§ gy RAC calc@tlon&as presented above was
combined with théew sfepwisé #ppragth from the@Fs D 2013) Gee nd | 2015).
Based on the lts m this co mbined proae@ a lo ch Qe c rigkis concluded for all aquatic

metabolites o@rotlygon%@e Fo@each% the@ess@net

Bolitesgghe chronic trigger is met for all
evaluated segnarios. onsequent@, a sa% use@n be @um@l acco@mg to the proposed GAP.

S & & & S
&@ @ @ ISR S) B Q\©
@ NI @ A D
CP 10.2.1 Acgge to 1ty 1s %uat@mv@é‘tebrates, or effects on aquatic algae
@ Oph@ es @ S @
Q @ @ &
Report: % ’1/01 220154M-525350-01-1
Title: @’ . @Acut@xicity f pr@ocon{%le FS 100 G to fish (Oncorhynchus mykiss) under
N static conditions &, O
Repdie No.: v 479 1 Q@ <
Doctiment No.: ‘@’525@ 01-1 Q
Guideline(s): @ L US :,./‘3« (0] 85@075; EPA-FIFRA § 72-1/SEP-EPA-540/9-85-006
8 50.1075 (Public Draft, 1996); Council Regulation (EC) No

R271988);, 0C
/20% C.1 8); OECD No. 203 (rev.1992); JIMAFF, 12 Nousan No. 8147
2
Guldd‘f@ deviagfion(s)y  no
GLP@EP @@ D yerd
TS
O%e

ti
The a1§ f'the study was to determine the acute toxicity of Prothioconazole FS 100 to the Rainbow trout
(Oncorhynchus mykiss), expressed as 96 hours LCsy.
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Material and methods:

Test item: Prothioconazole FS 100 G, analyzed content a.s. content: 97.86 g/L (8.47 % w/w); Bat@

2015-001031, Specification No. 102000006421, TOX10850-00. 5 Q\ @ﬁ
@

Rainbow trout (Oncorhynchus mykiss), mean body length 5.6 cm, mean bo§weight 2.6 g. ThP\Qed

fish batch (Lot F 4/15) was delivered on February 12, 2015. The biomass L%admg for th@s‘c \@ 0. 65@

g fish / L test medium. © & % @

The test was conducted according to FIFRA Guideline% 1, OCSPR B2 50) .1075, %CD @ 2%d g

JMAFF, 12 Nousan No. 8147. Ten fish in each test level were @posed for 9§ ho nd@ta‘m&©

conditions to nominal concentrations of 1.28, 28&}5@% 20, 13.6 30.0.mg / A corffrol V&@

further 10 fish was tested in parallel. Dissolve@ygen conegntratio@s rang 70 % to

oxygen saturation, the pH values ranged from.6 to 7@3 and @wa@ﬁem&%tur &ge{%’om @g

to 13.6 °C in all aquaria over the whole testiag periéd. Pr@hloc@zol%@s ar&ze in all test levels

after 0 hours, on day 2 and on day 4 of the%xpos@ peri@d to c@ﬁr&nomn@l conc@trat@ In@se

100% mortality occurred in a concentr{c%%n pﬁ@ to %e} terr@natl he, a@lyt &l determma@s in

this concentration were conducted at (i @ resp\%’tlvewgg essmg ciit date

During the test, fish were examlned e@er f@hou&@nd the da&@br @ahtﬁ @ls ofépmsomng
Q &

Findings: @ &@ @@ @ @ Q ©© Q

Validity criteria: @ S @

All validity criteria were r@gt as p&en‘[@elov@ g s @
Table CP 10.2.1-1:  Validity %ﬂerla S @ ©©% ™

(@

&\
Validity criteria O A O Recommended S | (S Obtained
Mortality within thg&8-hour settlinggin <& vV
R T

period

Mortality in t&@ontr&b A (%% P S ﬁﬁ)j% § % 0%

Dissolved oxygen sagtatiomshroughout the > . 2 & O © . .
test © % 6\ @_60@f (%\jz 70 %— 104 %

s

) <5%

Analytical results@ Q
The chemical an@yms@f 0 co le i Wat by }@ UV) revealed that measured recoveries
at experlmesta nge to~l 5% ef nomynal values, confirming the correct application of
the test 1te% On day 2 th@reco@ ies @e b@?een%and 94% and were between 47 and 90% at test
terminatii. The mean@coveryover e wh tesiﬁg period of 96 hours was 47% to 115% of nominal.
Due to the d1$Slpat1@®f prathioconazole i aqueg@\a solution (mean measured concentration were below
O%§f nominal values), %DIO]Q ical £Qsults are based on geometric mean measured concentrations of
prothloconazol@Ihe geometw¢ ea@meas&ged concentrations of prothioconazole were recalculated to
the followin rmi%fon gken@ons@ control) 0.926, 2.23, 5.08, 10.6 and 29.2 mg prod./L.

@ @’ Sy
Blolog:\(gl res@ts % @©
In tl$contr@ no rta ities or sub-lethal findings were observed.
In@ els > 5.08 1iig prod./L behavioral changes were observed during the entire exposure period.
After @@hours of exposure to the nominal concentration of 5.08 mg prod./L ten fish showed the

following behavioural symptoms:
* remaining for unusually long periods on the bottom of the aquarium
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* showed labored respiration
* strongly extended gills

» reduced activity; apathy N
@b &@Q S
Table CP 10.2.1- 2: Effect of Prothioconazole FS 100 G on Oncorhynchus myk@’v o @Q
Test item Prothioconazole FS 100 Go\\% ) 2
Test species Onco%@:chus mykisso> X @7&
Exposure 96 hours static desigd) @7}\)) NN
Exposure time . 4 hours 24 hour@} 48 h0u£§) 72 ho@-es Q96 hgyrs 4
Test conc. | Geometric | no. % no. %ﬂ) no. | @,°10. é % &) mno. S Ya
nominal mean of | dead | of @&ead of\ dqa(@ of R de&@ b @d
[mg prod. | [mg prod./ | dead de%l &° d@ %\ @@a ©© °§%’ad MG
/L] L] QY A I D
control control 0 0 0 o o No O@ 00] @] g
1.28 0.926 0 0. 0 Y 0] ] ® |« 0
2.82 2.23 0 0@ o> | P [0 LD [« 0 550 &0 @ 0
6.20 5.08 0 | @ |[«0 |90 Qo v 0 0 8 0& , | 0
13.6 10.6 0 50 [P0 [T 0 0 09 ® L9 | 0
30.0 292 00,1 09 2| 7] | .80 |F 10 | 100
LCso 96 hours (95% C.I)Y | 'S “¥16.4 thg prody¥t. (CeL, 95%: %?’d) o
LOEC: O N @ 5.08mgprod/L @ o
NOEC: .. 72 P o L ~223 mgprodsL>
LCO: (nomortality) | ¢, © 39  O'10.6mgprod/L &)
LCigo (100 % @tality@ N @D @ 29@mg R%d./L O
C.é.: Corcliﬁdencg intefval @d ) %@1 N ? @ @
n.d. not determing (] the 1Cal reasons 1naj riat ta
@6% SN \ g& o @
Conclusion: S @ @ © Q @
Based 01; ?@calculated \;%eomeg%) “@ con@ntratlo@i’s thg LCsafter 96 h of static exposure to
Prothl(g@aole FS 1085@ Wa§6 prod /L. @ 5 @\
§§3 & % @ N***@ Q\

@QKC

6
2 1@%,, 2@% M@SMI 01-1

Report:
Title: @e to 1<§t of th10@§nazol§s 100 G to the waterflea Daphnia magna in a
% ic attogg§§tD sy@ym

Report @E 20§ 19-5©

Document No.: \1 1

Guideline(s): §EPA GESPP @o OECD guideline 202,(2004); EC Council Regulation No

N /20 Metho C.2@3008); U.S. EPA P.A.G., Subdivision E, § 72-2 (1982);
OPP e 8&1010 public draft 1996 (modified); IMAFF 12 Nousan No.
“ 8 200%

Guideline atlo®

GLP/GE&

Ob]e@we @ % s§

udy &yas per@me@to detect possible effects of Prothioconazole FS 100 on mobility of Daphnia
magna %sed by 48 hours of exposure in a static laboratory test system, expressed as ECsy for
immobitisation.
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Material and methods: .
Test item: Prothioconazole FS 100 G, analyzed a.s. content: 8.47 % w/w, Batch No. 2015—0(@@1, ©©
TOX10850-00, Specification No. 102000006421 (V.5). 5 Q\ g
@

The test was conducted according to OECD Guideline 202, FIFRA Guidelh@?f& OPPTS&Gui Shine
850.1010 and JMAFF 12 Nousan No. 8147. Daphnia magna (1st instars %4 h old, 6 y§ani$s pets
concentration) were exposed in a static test system for 48 figurs to nomh@ﬁ”concentratj@rs of 050.5, @,’
2.0, 4.0, 8.0 and 16 mg prod./L without feeding. \g Q @ L =« g
The content of prothioconazole in exposure media<was measur&r Veriﬁcn o@e t@@item&©

. @ O @
concentrations. o & g )
The test vessels consisted of 100 mL glass beal@ individualy labcel& and@lle @ith 56;mL of’the
test solution (10 mL test solution per daphngg). Gr%ps of@e a@}lalk\%re omli}’assig\g d to
individual test vessels (replicates). The test s@ﬂion@vere@et art@iall§%rate uri% expo%re. .
After 24 and 48 hours, behaviour of the wat@g fleagvas &i@lally &aluate by @nting@lob@ap S,
defined as animals with swimming mm@%ﬁen@ligmnovet@nts %%ntcn e weke not interprgted as

. . s . @ s @ s s N
swimming movement) within approx iy telyg@S secqnds after gentle agitition ofghe tegvesseld
Water temperatures within the test s er@ere Q@rde@ﬁ st{/f@nd of gX¥posuxe-tromégne vessel
of the untreated control group andf th, highe% treatpagnt é@p, usipg a —he@ma@‘ing device.
PH-value and of dissolved oign werg dete@hine@or al@zfres prep@d s@ion&(batch sample)
and again in the aged solutions (corn&)sitcg@plicites at the enc&@f expésure %:rlode. @)
N
e O N W v Q & \25@

Findings: KN % 9 § & Q° R ) QO
Validity criteriax =, &) & O N

All validity criteria ggre meths p@%’en‘c@elo S o «
S NI N é@@ &>
Table CP 10.2,1-3 lidity crit ~
able CP 10 %éﬂ A&ndgcleg IS %
Validity critefla @ % 2 R%@mme@ed O Obtained
Control moflality = & & | O < U 0.0%
AN o O & O 0

Analytical results:@\ &\ é*ﬁ . O w\,\ N Ry

The chemical anﬁsis @g}rot i onaZQJ\e in g@@’fresh@ prepared test solutions at test initiation revealed
measured con traﬁ@ be n 1% ar@\l 20%gsfmeanpt16%) of the aspired nominal concentrations.
Concentratidfs in th&aged @st se@\ﬁons the @ of the 48 hours exposure period ranged between 37%
and 71% Aeﬁgzan: 49%) of mominaf No égagn?ﬁhtio §Bf prothioconazole were detected in samples from
untreat ater contr&@Due fQthe dissipak&l of prothioconazole in aqueous solution (mean measured
concgntration wer%@ow 80% o@omi@ values), ECso calculations were performed for recalculated

test soncentrations, basedyon tl@geome c values of the measured a.s. concentrations.

@° S @ S
Biological re@%its: %% § Q
No immobjttties oxpthergffects:on behayiour occurred in untreated control within 48 hours of exposure.
Effects gﬁ he @ility@éf da@%ids in treated vessels are presented below. Observations on sublethal
effects Vea@no @o 38 behaviour of the exposed daphnids over the entire exposure period of 48
ho @ 03 @
E@or immobilization after 24h and 48h of exposure were calculating using probit analysis.

O
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Table CP 10.2.1- 4: Effect of Prothioconazole FS 100 G on Daphnia magna

Test item Prothioconazole FS 100 G @g/ | @b
Test species Daphnia magna D o3
Exposure acute, static laboratory < @’ @
Test concentration Exposed 24 h (3 48 h o\@
mg prod./L daphnids L
Nomin[all§ i Reca]lculated (=i)00%) n ~ % % N . § § 2
control 0 30 0 0.0 o 0 00 o @
0.5 0.3 30 0 0.0 Q 0 @ [ 700 |S
1.0 0.8 30 00, 00" @ R 00
2.0 1.3 30 0) 08 c¢f 0 & 00
4.0 2.8 30 0 20.0. 9 0" | .20.07
8.0 7.1 30 . 06 [ 0.0y U9 s 309
16.0 12.1 30 9 g7 4 283 Y B <] &3 .
AN s Y & @
Probit ECso lower 95%xl &« ) [ ¥ er 95% cl
analysis for @} \\ Q—) g faynmt./L > \9\ éflz &./L ©§
data Nominally I@Q %~ nondipally recw@u?%\g’late Q @ @ o
obtained calefflated b0] S Sl easu§ ( . tr%}g lculated
after miasuredy | O & .co&t@lt mm@ QY measured
@s. coftent | ¥ S @7 o > § a.s. content
24 hours 300 =[> 231 ¢ nd g, 9] ond n.d.
48 h 122 ¢ | 98 O @v1 9 77 | 1839 13.7

S K NS
C I % lizaib @ Q‘ )
onclusion: The EC@alue 1 1lizatton 48-h 0 staé% exposure t thioconazole FS 100
G was 9.8 mg proc@ basid on rr@@hred@nce@aﬁor@ S
SRS %\\*@?é@ & &
> P y &S

@)
o O
> & .0 © N
Report: K&IO.@/OB'%J,%OW@—S@%O%@
Title:  °s %eu(@kchn lla subtapit grow(‘f nhi% n test with prothioconazole FS 100
A s ¥

& O v .0
Report No.: E 281 47880 ~ N RN
Document No.: § M-5253 1-T v

S)
Guideline(s): © uide 20 IKEresh&ter A@and Cyanobacteria, Growth Inhibition Test
> . O @

<YEC
@Q(Jul@@s, 200 O
Guideline de@ation($)y no@s \\ N @\ >
GLP/GEP O R & @
& @ @ Y Ko

. @ ° R @ S
Objective: i N @& O
The\\iﬁm of the stirdy w@o %@erh@ the%@’luence of Prothioconazole FS 100 on exponentially
growing populations of@se@@kirc@eriel@©subcapitata expressed as NOEC, LOEC and ECy for

growth rate ofkalgal %@ma ell@r Volé%e).
& S @

x>
Materia@nd 0d@© §’ 9
Test ig@@ (}iﬁtco%zole@ 100 G analysed content: 8.47 % w/w prothioconazole, Batch No. 2015-

OOng, T@ 8 pecification No. 102000006421.

The tegtwas conducted according to OECD Guideline 201. Pseudokirchneriella subcapitata (freshwater
microalgae, formerly known as Selenastrum capricornutum) were exposed in a chronic multigeneration
test for 72 hours under static exposure conditions to nominal concentrations of 0.954, 3.05, 9.77, 31.3
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and 100 mg prod./L in comparison to control. Concentrations of prothioconazole were measured in all
treatment groups and in the controls at test start and test end (72 hours). @ ©©

The pH values were 8.0 in the control replicates and the incubation temperature ranged from 228 °C tayy
23.5 °C (measured in an additional incubated glass vessel) over the wholg{period of t&@ng atya

continuous illumination of 4.67 klux (mean value). @ &
AN S Qo
Findings: < {N 5> \@ é\g
Validity criteria: \g Q@ @© Q\ %@ &@
All validity criteria were met as presented below: @ &© 69 QQ ©© Q&©
Table CP 10.2.1-5:  Validity criteria A@% Q & @% & @) &@
@ Q

Validity criteria Y Recommelﬁ%d ° O Obtaigg‘ﬂ N

Control biomass increase C&Fact(@%f >lgﬁv®v>thm@%’h QF @§j 57%

Mea.n coefﬁgient of variation for section-by- XS @ Q © & v ©\ (@ @& ¢

section specific growth rates (days 0-1, 1-2s N S35 % o 29.6

and 2-3) in the control cultures 1N oy o KT N

coefficient of variation of average specifty.  |% S N @} @ S ©

growth rates during the whole test p &1@ % < gg(; % . @ N) S @7 %&

between the replicate control culturgs) S A S) .

&) 2 VS O \)
o .~ ® S @ @ SRS
Analytical results: @ N AN &
The analytical findings showed that pr ole @ncentﬁmo @)n da\@o 1n@he treated vessels
ranged between 86.1% ang 103 °/©of ncé’g.;mna erage 93. %09 After 72 1s, goncentrations ranged
between 55.3% and 9;%3% o@mn@ (avet@ge 6§%) [Muie tosthe d1551pat10 the prothioconazole
in aqueous solution (fean m@sur@g‘mm@tratl §; ow 6% ofay mm«gﬁ/alues) endpoint values
were based on g etrmegn@aea Ured test cor@ tr §Ks of%the f(@nula‘uon Geometric mean
measured conce tlwere &%59 2. 24 7&% 25 Nnd 9 od./Lytespectively.
S S

S
Biological gesults: @’ v\’
The stat@afgae growt @wde@the@llo tab%@éd effects after 72 hours. No effect

occurréd.in untreated @é)ntnol%lthm

of, e@osur \
O S
) > @
Table CP 10.2.1- 62 @ct 0@ oth@f)nazdie FS @) G O@eudoktrchnenella subcapitata
Nt 1tel\mﬂ @ ° N 7 Prothioconazole FS 100 G
Test species O © Q @ @@}eudokzrchnerlella subcapitata
) Exposure N @ I Z w,_ Growth inhibtion test, 72 h
ge({g@nean meas.’s, N cell numl@ ®) (0-72h)-average specific inhibition of average
concentratio & &er Th N growth rates specific growth rate
X [mg form./L] % {imeans) @r m§ [days-1] [%]
contro)® L 579000 A 1.351 0.0
0.639 S & w310 000 1.304 3.5
294 S 526,000 1.320 2.3
0336 & ol S 254000 1.077 203
QL 25. 2 55000 0.547 59.50
REE SRS 6 000 -0.173 112.8e

te@ﬂaﬂ@wnh I@OO @ls/mL

o significantly (¢=0.05, one-sided smaller) reduced, based on Williams multiple sequential t-test procedure

Based on these results, the E.Cso were estimated to be 18.6 mg prod./L and the NOErC was 2.24 mg
prod./L.
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Conclusion: @o &
After 72 hours of exposure, the E.Cso for Prothioconazole FS 100 G for the greé&n alg@§

Pseudokirchneriella subcapitata was 18.6 mg prod./L (95% CI: 16.2 —21.3 m@rm./L). &@ )
@ <

S < o
CP 10.2.2 Additional long-term and chronijg toxicity studj%s on fish;@%uat\f@ é\g
invertebrates and sediment dw@ng organﬁls g}” ©\ @ &@
No further testing of the Prothioconazole FS 100 formulation has bi@%)erforme%\r} r is@equ . C:§©
@
QN Q o & & @) &@
CP10.2.3 Further testing on a uar anis S 2 R \© &@ @@
2. g q @g @ O LT N

No further testing of the Prothioconazole 2 @0 %ﬂ@ulz@:&gl hg%en @orm@ nor i°s it re%lired.

WIS DS ) § @

CP 10.3 Effects on arthx@}o%gs\\ %@} \&6 AN & ©§
ST SIGIRSIR Iy
CP10.3.1 Effects on bees @ '~ % S Y & S %

The risk assessment has been pe fo e@accq@ng t@@le ing g@ldal@in f@e at the time of the
preparation and submission this, dossier nan’@’y the EU idgnce Do me@on Terrestrial

Ecotoxicology (SANCO/ 163’29/92@02 r;@ )

Q'). EPR§ Stan%ard@E 3/1043) F@Vironmental Risk
Assessment Scheme for{?a’}lt Protecti ro S - @apte@@: hong bgi@ @YO\,
N S 6 O O & O
Commission Regu@ns (FU) 2@@013@nd 201§}equir@wheé§bees@e likely to be exposed,
testing by both acufe (otal an on@ andhr@ tox{éity, includigg sub-lethal effects, to be
conducted. Co ug%y in é@ﬁitl&g to &Q% sta{ﬂard teXicity @tudi@@performed with adult bees

(OECD 213 arid214) tHe follpwingadditioftal studies %@lso §§vid%§:
S o
N

o

X
S & SN . .
. @ute oral éf cotigget to 1c1t§9f profthiocendzoleCand the representative formulation
Prothioco@@le ESH00,5  © RN

A
e Acute orghind gontact icitgi}f] 19%\’09476—@sth@(metabolite of prothioconazole),
e Acute contac icitﬁr@oc zole@adu@umble bees under laboratory conditions,
e Chregic 10@ay to&ﬂity\f%ast with of P‘i@m io%nazole SC 480 on adult bees under laboratory
canditions, § Lo 9
o @ony feedin@stud)QVith thi@naze{éﬁsc 480 according to Oomen ef al. 1992 (using a
realistic w@@ casé spra oluti@% con&tration and covering exposure for effects on brood
N (eggs, you& an@@ lafwae) an@heh@velopment, nurse bee on-going behaviour in brood care
and colgyry strength),« @ &
. Ser:ééﬁeld bipod fEeding, stud \%’th Prothioconazole EC 250 following OECD guidance
do en@ (usiiyg a more reic spray scenario onto flowering Phacelia tanacetifolia at the
@aximy applicatiopydte for the approval renewal of prothioconazole and covering exposure
&% or z@@ts (@&Qroog%ggs) and their development and colony parameters).
Dg&?s o@@e hone?bee@ting with prothioconazole and its metabolite JAU 6476-desthio are presented
togeth@&vith the ecotoxicological endpoints in MCA, Section 8, Point 8.3.1, as well as within the
existing Review Report for prothioconazole (SANCO/3923/07 — 10.December 2007, for Annex I
inclusion under Directive 94/414/EEC). Furthermore, contact laboratory toxicity data for bumble bees
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indicated that non-Apis bees are not more sensitive than honey bees and consequently the risk

assessment for honey bees is considered to protective to other bees. I
;@ (g
The acute toxicity test conducted with the formulation Prothioconazole FS IOO@resented in@is M@S
document. @ s O\Q
SIS

\y
%é?

A summary of the critical endpoints of prothioconazolgy its metaboit%’ JAU 647@?@sthi"e§and
formulated product Prothioconazole FS 100 are provided in the follg Wihg tables ol \sh @in @
2 p Rythg tables. Ffidpoingyshoy &
X

i i : Q) <
bold are considered relevant for risk assessment & o S Q o N
QN Q o & @) @
&) ) S &
Table CP 10.3.1- 1: Critical endpoints for prothiggonazole, JA@MQ—(@&M(} an Pl&tgoconﬁole @00
— acute toxicity to adult bees AN > v o - o %y
Test substance Test species ~ R o@ Eg@ﬁint @g ‘o A&Ref@)ce e °

RIENN N e ﬁ

2o A (20
Honey bee (con 48J1\)\ L@} > 1@0 p@beé\© Q” M?séﬁ0537@ -1
Honey bee 48 1), ~x105.kug a.s.fhee 8.3.14.1/02
&%@ o - NI S @@y @8@91.1.2/02

Q ol > & ¢ & o)
Prothioconazole Honey lgge (co%%)t 48 By &() @%0 .s./b@ ©© -023105-01-1
Hoh&y bee°(m'al4%) 50 71 H@s./bgg A 8.3.1.1.1/01

® S N

S Qy S © KCA 8.3.1.1.2/01
Y » - I 2015)
Bumble bee (confact 4 @ X100 pg%%s./b@le X M-521802-01.1

n,  Babus igesrisD 157 Bee & o \@ KCA 8.3.1.1.2/04

‘ L @IS - 2015
oney\@ (01;@@8 h‘< LD >§5.5 ﬁ;ﬁ p.{.{(/\@e o5

M-528139-01-1

~ KCA 8.3.1.1.1/03
©Hor@ bee @Macgg@’h) @ﬁD}© >19(§ P-@‘g%ee KCA 8.3.1.1.2/03

&gHong&g?e (X@\cxg RO (é&; 061 @9 a.5./bee I 201 5)

JAU 6476—de§5§
S

K@

M-521546-01-1

s DR © KCP 10.3.1.1.1/01
H&n@%%conm@ h) | LRy >100:0 pg a.s./bee KOP 103.1.1.2/01

NS
Bold values used k%@i’sk a%essme % %@’ D @
a.s.: active substance; p.Q pu etalg@fe S SEEEN
@  OY &7 . QO @
R4 I
Table CI;@S.I- 2: Critical oi or prothio @tzole—chronic toxicity to adult bees
&) [\§p 3& o Y

Prothideonazole
100 @

Tes&ubstance @ Testsgecies &, N Endpoint Reference
v ) 9 K U Q LC50 > 100 m; /k
) gas./kg
Prothioconazole @Qoney@? L%tor<© LDDso >3.8 pg a.s./bee/day -(2015)
@ onic d) M-528888-01-1
SC 48& N (adults) Q" | NOEC 100 mg a.s./kg KCA 83.1.2./01
Q & @ NOEDD 3.8 pg a.s./bee/day T
as. = activ&%bst Q X S
Fe &

N
§§9 @§@®§
@ & <

&
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Table CP 10.3.1- 3: Critical endpoints for prothioconazole— toxicity to bee brood

Test substance Test species Endpoint Referenc@g @6

No adverse effects on brood > jﬁ
Prothioconazole Bee brood feeding test deyelopment, mqrtahty ande> 014)@

hiocona (Oomen of al,) behaviour after feeding honey®ee
colonies sugar syrup% K(@ 8.3 § v\g

7,047 gas. /L. fm\
No %rse effects @)\brood @

development, moﬂ@ foraging (2 &
Prothioconazole Semi-field brood study, @tlvﬁy, behavdour, colony @ 1 1@

EC 250 OECD 75 %yondmon and@@ren after &
@phcatlon oN87.5 g%/ha o@o &CA %3 L. 3/%%

flowering Pe@eh%ﬁnacet@’ha N

a.s. = active substance @ @ g}g S

@ @%
v 6 & % M
% @& @ Q Q @ SN
Risk assessment for bees \ \ @

The risk assessment for bees is base@%n the max@um $ingle @%phc&t%n ﬁof @@th1o§zole
18 g a.s./ha and 180 mL Prothlocon@e F& OO/h@m ce‘i@s @, @
S

@
Hazard Quotients Q @ @9 6 @ @@ \
The risk assessment is based@ﬂ Ha"z&rd otlent g@’proa&b (Qp@%y culatm@the @10 between the
application rate (expressed 1 i g ac&/ha §§m su‘@tance/ﬁa) %@b e la@)rat@/ contact and oral
ota

LDs (expressed in ug a&?@ee or ug @tanc%/bee) o %,
% &
O & S

N .
Qu values can be ¢ @@ated@%m ta fr@n th @Jdle&perfor@d V\@i the@%tive substance and with
the formulation. alu?&nghe@an @ tndicate the@d o@ﬁghe&tlered@tivities to clarify the actual

@)

risk to honey be <

S 6\ @ S @? & § >
According to the & pattern oﬁ%’roth con e F &@0 as@ see@%reatment direct oral or contact
exposure’ef bees to the-prod evant maggices K neoQ and pollen is not to be anticipated.

Since Horeybees are 10t ex 68ed to bee relevant @tncé&ahkeo{@tar or pollen, no unacceptable risk is
to be expected an refdge the@cu;li@n oyfgjbazaruo%a%s (Quo and Quc) is considered to be an

unrealistic worstggse asSumpt %,
I s s
Hazard Quo@nt orng ©© \max,%pl ra{@ %a s./ha or g total substance/ha]
% @ &B A or@ {9@ a.s./bee or pug total substance/bee]
© Q

&

N @
Haz&isd Quotient, e%?act %Q @nax 4Bpl. r% [ga.s./ha or g total substance/ha]
ﬁ@’% LD&ont@ [ug a.s./bee or pg total substance/bee]

N
% N
Table CP 1(@ 4; \ quotlent gx? bees — oral exposure
@ NS LDso Application rate Hazard quotient .
T“"S@&e Crép [ng/bee] lg/ha] Qo Trigger
. ) Y %

§°t}§§ﬂ ng"lﬁ%§ Gereals >106.1 18 <02 50

Prg@%conazole Cereals >105.1 18 <0.2 50
JAGK%476-desthio | Cereals >106.5 184 <0.2 50

A The hazard quotient for the metabolite JAU-6476-desthio was calculated with the application rate of the parent
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compound prothioconazole — representing a worst-case

s
The hazard quotients for oral exposure are below the validated trigger value for higher tier tesﬁgﬁ.e@@

Qno < 50). S @
& < P
N
Table CP 10.3.1- 5: Hazard quotients for bees — contact exposure % @Q § &
LDso Afplication rate& | Hazard q%ﬁent\
Test substance Cro ~ Triggér
P [ng/bee] N [g/ha] §@ Qup ] @& e
Prothioconazole &
£S 100 Cereals >100 @ I8 & . s02 R (950 &
Prothioconazole Cereals >200 Q) 18 9] o<y 56
JAU 6476-desthio Cereals >100 "V D2 ]
A The hazard quotient for the metabolite JAU- 6476giesthas ca‘l&llate@mth th@apph@\%n rate of thé'parent
compound prothioconazole — representing a worsted asey @ @’ & % o
& & S &

The hazard quotients for contact expos@%’ are%Q\low%he V&Q@ted Q%ger @ue @; higger tier §ssting
S

(i.e. Quc < 50). % N o <
ES S «5;% $ &
¥ & ?
Further considerations for the ﬁ( assessme Q
In addition to acute laboratory @dles%%th a be@%ro@con@)le fur&er subjected to
topical acute bumble bee tqiﬁg (] 201 - M-5218 I%CA 8.3.1.12/04). The study
resulted in an LDsy of > lo%ug a.%%um g@% d1d f{ot revea se@lwt \gﬁfere&ﬁyes between honey
bee and bumble bee fordgers. @ N Q° v g, @
% ® 6@ @ % @
Moreover, prothiocgnazole fgas & ]ect@o c n1c lagorau@/ test‘ﬁag with adult honey bees
8.

@
(-s 201% 528888-01-P, K. &12/01‘)@ @

This chronic s emgn&i as @ limit %t by exposmg dul neyxgﬁs for 10 consecutive days to
a nominal co@ntr 00 mg@rothi&cona@%/k dm lutl@l The actual test was conducted

by using thegormul ated ro uct I@ﬁothw@naz@ SC 480. After expg honey bees for ten consecutive
days e 1vely to su _\) sol ining proth@cona?@ e, the, 10 day LCso (Lethal Concentration)
was de%rmmed to vl%b g&rothloazol\@g which &eresponds to a LDDso (Lethal Dietary
Dose) of >3.8 u 23 a9 ee/%l*ay respecti e@)EC o Qbserved Effect Concentration) for mortality
was determmed% be roth@onai&le/kg@whlc&rresponds to the NOEDD (No Observed

Effect Dleta@ose@ 3@ g a, s@oee/(@f

Q @
In order %eveal whether pro cor@BIe m@ﬂ to immature honey bee life stages, a bee brood
feeding study (ﬂ A

*478670-01-1, KCA 8.3.1.3/01) has been conducted
by fdﬂowmg the pI\\QVISI

Bulletm 22:613-616 (19@2)) V@nch qulre @inongst other parameters to “...use formulated products
only.. produc&@are d ata é%on fegommended for high-volume use...”. The honey bee brood
feeding test4s)a wogst? caéﬁeenﬁ?{g teg®y by feeding the honey bees directly in the hive with a treated
sugar solution w@h cofrains test Substance at a concentration typically present in the spray tank
(and ah aﬁigh entration) and by investigating the development of eggs, young and old

\
9
f?esa

14,

larvagﬁy yin gltﬁto imaging technology.

Tl@ lar study @as conducted with Prothioconazole SC 480. The administration of
prothlﬁfzole at a concentration of 0.47 g a.s to honeybee colonies via feeding of 1 litre spiked sucrose
solutioil has neither resulted in adverse effects on brood development, worker or pupal mortality, nor in
behavioural abnormalities as compared to the control. Regarding brood development, the brood
termination rates of the test item treatment were overall on a low level with 16.0, 12.4 and 3.6% for




Page 54 of 72

B
Bayer CropScience 2015-12-14
R

Document MCP: Section 10 Ecotoxicological studies
Prothioconazole FS 100

eggs, young larvae and old larvae, respectively, which were not statistically significant different to the
control with brood termination rates of 17.8, 10.2 and 6.47% for eggs, young larvae and old ]@ ae, o

respectively at the end of the brood observation period. ®\ §
@

& &
In order to clarify whether prothioconazole poses a risk to honey bee brood a§ colony deve%pm& in
particular as well as on honey bees in general under realistic worst-case ce%dltlons a h r tl%@eml@
field honey bee brood study (according to the provmon@f the OECI{@uldance D&&lmeﬁ‘t\ 5) \@'

conducted under forced/confined exposure conditions using the fo tion Proth EC\ﬁ%O &
by application of 187.5 g a.s./ha under tunnel conditiggs to the ful&@)werlng an@blghl Cth&
surrogate crop Phacelia tanacetifolia (- R,; 20]%@&/[—532419 -0-1, %CA 8.3.1.3/0 )

The study included three treatment groups: Cont@/tap water)xLest ite@ (1 87 a\ a an@egé
item (300 g fenoxycarb/ha) with all apphca&ons b@j?g a@d out Wl'{,@’ s%§ VOK%E 0f+:400 L
water/ha. For all treatment groups, four replicédes (tu@lels)@ere se§1 p. appl thI@f all trgatments
was conducted during daily bee flight actg§ty at fe tim&of ful‘@lowerlng o@he crép. Th@éfte@he
bees were kept for 7 days within the tunnéls ( \ﬁneel\E(pos@e phase and@/ere then relocate@u‘c of
P y ingels (cqi as ¢l

the tunnels and transferred to a monitgytng Sk% without ﬂoagermg\ﬁe@ops ive dgriculttwal area
for further monitoring (day 8 to day 26 aft@rea %t) @y, th@ug the fingdexpogyre phase,
mortality of worker bees, larvae €dd pypae was asse@d along wn@ sseéaﬁ for@ng activity
and behaviour. Daily mortality @sessments wépe co;;?ued d@ g h beh@mu the hive during
the post-exposure observa‘uq@enod?ﬁay 8o da fter%rea C@f@lony assessn@lts (food stores,
brood areas, colony stren%l) weé\mad@efor onﬁn@‘hent a ter@\lﬁneglent afgl at the end of the
study. Detailed brood assessmexqts (bro@ terniinatiorirate, tood index and roo&’ompensatlon index)
by employing digital photo i % chno@gy, @vesﬂ&@mg @e fat&of m r@han 200 individually
marked cells was rmed on &cca@m th@gh(@vthe @tudy, c@lerégﬁ\an entire brood cycle of
honey bees.

The apphcatlo@@éf pl@ﬂlocon%’zole@t the@te of%§7 & S. @undeg unnel conditions to the full
flowering an@hlg ee.af act1v®surr%gate app P eha§ acetgolia did not cause any adverse
effects on @prtality, flight 1nte,g§@y, bﬁé@d d@lopm@it (b@od te@ﬁnation rate: 46.6%, brood index:
2.7, co@satlon inder 3.85u test compar@o the%ntr@%with brood termination rate: 30.6%,
brood index: 3.5, co%?%ensatg index: 4@35 well as on colojy strength and condition. Neither brood
termination rate rood or matlor@dex ere significantly different in the test item as
compared to the%ontrgindi K@‘[ th,e§%7 mdlges pe@@med comparable to the control, including
compensatlf pr@@ous leood Qgﬁes

\
% R &2 @
All in a@an be co uded DM t}@égcu@nd chonic laboratory studies in adult honey bees as well

as from bee br feeglg sthy (00@ e‘&@ and OECD Guidance Document 75) investigating
side-Bffects on 1mm@ture<@e ey b&E hfges@ﬂat prothioconazole is of low general intrinsic toxicity

to h b
o honey ees&@% % & @@ @
Synopsis @ \% ® @

Prothloc%gazole@sof I@acu@mqm?to honey bees, with LDs (oral and contact) above the highest

tested dQye le

The G@ ula@i @ Quﬁﬂents for prothioconazole are below the validated trigger value which would
need @ned risk assessment; no adverse effects on honey bee mortality are to be

expect t the maximum envisaged application rate. This conclusion is confirmed by the results of the

bee brood feeding study as well as by the results of the bee brood semi-field study, which covered the

maximum application rate of 187.5 g a.s./ha.
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The acute laboratory study conducted with bumble bees revealed no sensitivity differences between
honey bee and bumble bee foragers. @ @©
It can be concluded from the acute and chronic laboratory studies in adult honey bees as well&s fron@y
the bee brood feeding study (_) and bee brood semi-field study ( D 75), 1nv@st1ga‘r@
side-effects on immature honey bee life stages that prothioconazole is of lowdgeneral 1ntr1n&ic tc,){%ty
to honey bees. % § L o
Regarding potential side effects of prothioconazole on m@ature hone)&zﬁee life stag&§ the @Qnduc@
bee brood feeding study (_ 1992) found no Ynstlcally sigiificant diff ces@e%%st
item and control in brood termination rates of eggs, ¥Qung and ol @rvae at 0.4%g a.s. Ov@l th&©
. Q-
study revealed no adverse effects on the survival ofﬁt bees andiipa %d bee@ehav our. THus, W
considering the severity of the exposure situatio@ this Worst%ase so@enmg mb@tl @nh
the absence of effects on the overall develop nt of b@fobro t casnjﬁe cqé@’ d en %’the l@ is of
this worst-case screening study that the use @protl@écon@?@le n Pose nac&eptab%nsk for

@

adult honey bees, immature honey bee hf&%ages @nd hofi®y beeeoloni es @
s omdhe basis of lowe
In order to clarify whether the conclusier 011%‘1 bagis of ldwer tlQ h,o\r@y tudles are @ect,
prothioconazole was subjected to co edggém fiel testgl ( to t rov@ns oPOOECD
hacélia during

Guidance Document No. 75), by a @ymg%ae ra@%f 18% ga- a@?

honey bees actively foraging on th@xXrop, This study d@gn is.§ *br- a&m 1ca1 apgﬁ’ltural point
of view more realistic than an i@hive:feeding®t th st c@ soundsvia a@at @1gaggolut1on which
contains the test substance a&?conce%trati@ typlca%ﬁ? pré\sent iftthe spray tank (and@s such at a very
high concentration). The sults éﬁhls her @er serfi:field stud@nﬁrmed théconclusions made
above on the basis of the%sutc e of th@low@ere tudl@@ﬁs no%dvegg&hre@r delayed effects on
mortality of worker beges or p % fi @gmg detivit @zeha& r, ny %trengt&% colony development
as well as the devgippment of HeR WeES obs d, ven un@ler ag@ravated, forced exposure
conditions and by, gltal®follm 1g-URIN a ¥ery dgtﬁ@ed ner ke fat@ individually marked brood

cells (digital pl@%gra@ac ass&smeﬁy fro@gg sb&ge u, em@nce%

S
@’ Y . @

Conclusm@ \ (o @,

Overal @can be concﬂ;nde @t pr. 1oconazole @Vhet@phe@as a seed treatment in cereals at the
maximu apphcatm% ate 0{ g&s J/ha T’ro‘a@oconazole 1&&100 does not pose an unacceptable risk
to honey bees and §oney bee ies. \ @ &

& &
@ @

CP10.3.1.17 c}cutééxmm to bﬁs é@\ @
Cp 10.@.1 Acute orﬁox@ﬁty % es %@

@ &
Report: w, @10 3. 1/%—; 2015; M-521546-01-1
Titler C@ﬁothl onazole FS 100G: Effects (Acute contact and oral) on honey bees (Apis
@° mellifsra L the ratory
Report No.: & %% 10851035

Document Q 21546-01-

Guidelin @ @ﬁphant tudy based on OECD 213 and 214 (1998))
Guidelige dev1n(s) not @ﬂied

GLP@EP @

@’ @
Obfect
The p§ ose of this study was to determine the acute contact and oral toxicity of prothioconazole FS 100
G to the honey bee (4. mellifera L.). Mortality of the bees was used as the toxic endpoint. Sublethal

effects, such as changes in behaviour, were also assessed.
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Material and methods: &
Tetst item: Prothioconazole FS 100 G, analysed a.s. content: 97.86 g/L (8.47% w/w); Batch N015§
001031, TOX10850-00; Specification No.: 102000006421. S

g
Under laboratory conditions Apis mellifera 50 worker bees per dose weré exposed fo@ to E2)
single dose of 100.0 nug a.s. per bee by topical apphcan(@(contact 11m£¥est) and 5Q workerbees
dose were exposed for 48 hours for feeding (oral limit t&t, value basgPon the actud u nta \)f t e(ést
item) to a single dose of 106.1 ug a.s. per bee. Dunng the test, the G¢s were ke 1n a cub
complet darkness (except during observation). The teerature wasQ5°C and th& at&e hurn ity w@

@

between 38 and 70%. N @@) ) @
RN 6\ N
L R A S NN
Findings: Q @ é\a @% 6@’ D« A\ .
Validity criteria: - > @ Q S @ @7 @&
All validity criteria were met as present&&belo&.\ @}\ &6 &% \@ é\g N §
S s S s FELF
Table CP 10.3.1.1.1- 1: Validity crlteiQ DO w (P § E §‘y 9
Validity criteria X o Z) R@)mn@){led D %@ O Obtained
] g < 0o
Control mortality ANTERN @ < ﬁg) % @)Q % %ﬁ:&;ﬁ%%&é
o ® @w’ @ Contd®f test (24h) S N 7 @ontact test:
. N 9 0. 10& 0.30gga.s./Bee 223 ug a.s./bee
LDso of Reference item @ & Q ©Bral tésp (24hy: ™ . & Oral test:
{&9 > \% >, § 0- gﬁ ng a&bee C& < 0.12 ug a.s./bee
ENIRS A @
Biological resultss \ v \ N © 9 > @

Contact Test: Abthe f@of t cont te@S h purs af‘@ppli&ion) 2.0% mortality occurred
at 100.0 ng a /beeyThereawvas 6.0 % )%‘tah ontro@groater + 0.5% Adhisit). No test
item 1ndu&g@ behav1oura49effecst§gwer serv@’ at any tlr@l the §ontact toxicity test.
S 3 O

Oral Test: In the @t0x1 fw tesththe n§ m no inal te@%vel of prothioconazole FS 100 G (i.e.
100 pg a.s. /bee)@?’r nded an &nal r@ke 0@06 Bug a.s./bee. This dose level led to 16.0%
mortality after 48 w thg-con gro& 50 %w/v @rose solution = 500 g sucrose/L tap water),
no mortahty@ urre@ the’ 4; 24 and™48- hgs ass%sments 1 - 3 bees were behaving abnormal (e.g.

moribund espectlvely @ @
Table;\?CP 10.3.1.1.1- i@Effee%of Pr@iioco %ole @00 G on Honey bees (Apis mellifera) —
* cq@ct %mal test §

Test iom p <& Prothioconazole FS 100 G
Tes ecigs% J§ Ry Apis mellifera
OSUER, & %, Q\Contact Oral
@ @Q (@) @ (Solution Adhaésit (sucrose solution)
& (0.5%/water)
Ap ‘*éuo e [%g ﬁ”\g 100 106.1
Lm b@a s./bee] >100 >106.1

Conclusion:
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The toxicity of prothioconazole FS 100 G was tested in both, an acute contact and an acute oral toxicity
test on honey bees. The contact LDso (48 h) was > 100.0 pg a.s./bee. The oral LDsj (48 h) was >@% 1 @©

ng a.s./bee. N (3
& @ o
- I3 NS
CP 10.3.1.1.2 Acute contact toxicity to bees A S @ .
© 9
R N ° X
Report: kep 103.1.1.2/0 1 | 201 5; M-521566:01-1 & O @Q @
Title: Prothioconazole FS 100 G: Effects (Acute conta@nd oral) on h@hey b (Ap@a é
mellifera L.) in the laboratory @} & é\ﬂ Q Q 'S
Report No.: 100051035 % Q %" < & @) &@
Document No.: M-521546-01-1 & < @ R 9O 6 @
Guideline(s): (GLP compliant study based on OECD 5@’ and 244 (1998)) 6\ v §
Guideline deviation(s): not specified @CS% @@ g &% @;& N
GLP/GEP: yes %, (@) AR © @x % %
Same stud d above. PI $\? \@1©Q&% ¢ o @j§
ame study as mentioned above. Please&eter,t
Y @ & 8

1
183
@Qixﬂ%%@\@% o & & .

AN
s \ NS S w
N & § o .& & =~
Additionally, an acute contact @mcgt%study %s cg@uct&@m I@@ble b@s wrok@oconazole the
nt MCA R1.1. 2015; M-
corresponding summary is spr Vlded in @um& e Segtion 8% %@( , S.; 2015;

521802-01-1, KCA 8.3. 1 /04 N
@32 )© § & @% N & §
CP 10.3.1.2 @ron@o:@% t(@bees @ \ N «d

A 10 day chronicgral t@clty t%y wa co%lucte&@?h Pz f:z’ iocnazol@&SC 480; the corresponding

summary is pré@ded%k Docxﬁmnt@CA %@cm@ 3.1 U N - , S¢,2015; M-528888-01-1, KCA
8.3.1.2/01). @ S @
o T s

CP 10@.3 F@ﬁcts@ ho-@ be@e dev@)m& an@ther honey bee life stages

A honey bee broo ding, stud;@tcoor(@g tO?:ﬂ;le ghod oﬁ®omen et al. 1998 (_ -
- A.;2014; 7@501-@ A@ 1. 3@ )has bee @nducted with Prothioconazole SC 480 and
is 1nc1uded in ocum@ ; Sectipn 8. §1> 3. @ @a

A semi- ﬁeld@oney@ée big m sa@y (a@rdln gto 0D 75) (Il R ; 2015; M-532419-01-1, KCA

8.3.1.3/@% been con 1th rpt@oco%@)le EC 250 and is included in Document MCA,
Section. 1.3 N @

% ~:§ % > @ @

CP103.14 Sul@leth@ effc@%

@
Thereisnop 6@wula‘r%ﬁldy 1g%%st i{%hne to assess “sub-lethal effects” in honey bees. However,
in each lab or}@dy ell&s in a Higher-tier study, sub-lethal effects, if occurring, are described

and in %@epo@nde@ther@}mts of chapter CP10.3.1.

& S 8
C&&ﬁ 3. 1@? @’Cagand tunnel tests

Based@the findings presented above, a study with formulated product is not required.



Page 58 of 72
2015-12-14

B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
Prothioconazole FS 100

CP 10.3.1.6 Field tests with honeybees

Based on the findings presented above, a study with formulated product is not required. . @

&

CP 10.3.2

6

Effects on non-target arthropods other than bees@’

S
&

&

S

N

Prothioconazole FS 100 is a seed dressing product that is applled&%n cereals., The m@ﬁmu@
recommended rate is 0.18 L product/ha which conespo@o 18 ¢ pro conazole/ ‘&ﬁn thg}ase § )
seed treatment the Guidance Document on Terrestria Ecotox1c y (SANC al)é
recommends that the risk assessment for non-target @hropods sh@g be covere@vﬂh @dlesﬁld the
corresponding risk assessment for soil macro @nebrates oa ifer &nd/or g%lson@a
candida. Data for H. aculeifer and F. candida axd the corres@adm& g@sﬁessr%@ areé?ése [ in

chapter CP 10.4.2. 2)
P & R % 6@’
The study results for soil dwelling nong, tﬁet &%ro % fa ‘3:: s y fo fulation ro&@co le
EC 250 are presented below (see Ta CE% 3. 2\2) asg d1t a m&@rma to@e d
formulation Prothioconazole FS 10 ”Jgibie C 3 \1) ese@%dle erg?aluate@durmg
the last EU evaluation and summa@ of @ese studies %e avag the @Egma@ R{@r the first
Annex I inclusion. S @ @ Q
o & Y Q & &
o 4 %
Table CP 10.3.2- 1: Prothfto}eonm&le FS@@ g/L&Ecotowologlé&l en@mts fapsoil %velhng non-target
art 0ds©O N
tep & < &
Test organisms, ested f@ula@n study typ%Q . @) ' Ecoto 1colgg%l endpoint
Reference €xposufe’ %) N w\g\ ®) &\
Poecilus cupreus § TZES 10%@ é S @y @@ & @
M-038376-03-1 7 | X ded 4., dressed wnter NS @
Rep.No: - %@)09 @edt seeds in stdard @il % @Corr@rtdhtﬁ“o Effect on Feeding Rate [%]
SO0 aPLUFA Z1) Q @ (day 1-7) (day 8-14)
B o @47 e @ § I~ 5.6 8.6
| g a.s .6 .6
KCP 10.3.25 @
«(\{ & & & S
AleocharfWlineata . &7 ES %) > v o\U
M-058111-01-1 {EXtelQeci labg resse@x 'hes N Q
Rep. No: 12342071 @ scu%s in st@\ald ﬁb LUF@" 1) © Ef@t on Reproduction [%]
2002 934@’ g,@ SYha SRS 11.2
KCP 103.2.2/04. 0 O @ @
Pardosa spec. PTZ@IO \ @®
M-030622- % %ended ., dr é\\gd x&
ep. No: IRE72501 § ds in @nddrd soil ( Corrected Mortality [%]  Effect on Feeding Rate [%]
2000 % 2@, s/h& 3.4 -18P
KCP $,3.2.2/02

A: A negative Val@‘mdlcates a lower § @m the treatment than in the control.
her & 1ng rat

B: A negatwe@ge 1nd%‘fes @ in the treatment than in the control.
% Q
(@)

S S
@

QQ@%@
$E
¢ £ &
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Table CP 10.3.2- 2: Prothioconazole EC 250 g/L: Ecotoxicological endpoints for soil dwelling non-target

arthropods {@ S
Test species, Tested Formulation, study Ecotoxicological Endpoint ®\ @
Dossier-file-No., type, exposure @ @ @
reference S §
Aleochara bilineata PTZ EC 250 ERso: >400 g a.s./ha N N
M-066029-03-1 Laboratory, spray deposits on %% Q @ y\f@
Rep.No.: 10191070 quartz sand, exposure: 28 d @ Effect&n Re pIOdULTle@}O Q @
_, 2001 42 g a.s./ha e Q@ 25 O @ 2 &
KCA 8.3.2/02 200 gasha  l ® 9.9 QQ O
400 cas/ha @ S 24.6Q O &
Poecilus cupreus PTZ EC 250 ) 2 &
M-032402-01-1 Laboratory, spray deposits@é@ @,\ G%@ Q \g od Qlé@un
Rep.No.: . quartz sand, exposure: lc&d @f & Morggity [$ @6 (pipac/bectle
/PCO01 control Q @ é\a @% - 6@’ D o 0.34 .
2000 400.5 g as/ha @Z}%’ @ Q 0 & Q () 2 @&
KCA 8.3.2/01 600.7 gsg,s ha's LS 6 g}&% ® 49
"~ %\ S
The available data on ground dwelhrﬂﬁ@pods &wa@lat @naé@pta dv ff ts on soil

dwelling non-target arthropods a@to be e@?pecte} fra exp@e r@ evetexceeding t H@ maximum
intended application rate of 18 g a.s./ %rp 10001 106 Q
g /hafor Proffiocanazolef5 1007 & ¢

RN
&
CP 10.3.2.1 Stan%lrd l@ora@ te@%hg foF non- targ@rthg opods>

R
Additional laboratory stuﬁles @ noté)equlr $3 targ@%ﬂh@pods )
S @ S <
ﬁxt@aded Iabor ﬁry{estmg@gemdl&e stu@s with non-target
< a;‘thropd%ds \ & %
Q
Additional ex ndedﬁbor%@y stué@ ies ar%not r@@mred@@r no@tar%@lrthropods

Ccp 1(:&[@@2% Se@u ﬁ$@§tu@ gt@no&garrth{%ods
Semi-tield studies a’r%not req 1re% %\ C& %

CP103.24 fﬁs @g@th gm-ta§t a.@ropods
Field smdle&e not@equ@ fomon ta@t arthg%pod@
) 7
Cp 10 @5 @her r%te&of e%osur@)r non-target arthropods

The\exposure of sg\\f dw@ng @ —targ@ aﬁ]@od as assessed in chapter CP 10.3.2 is considered the
main route of e@‘bsure forn tar@anhr ds.

O

@
Cp 10.4@§ @Q Eftects @&ﬁon-target soil meso- and macrofauna

The rn@sse@en oce@ follows the requirements as given in the EU Regulation 1107/2009 and
theQ 1da@Doc@wnt§g rrestrial Ecotoxicology.

CP 10.3.2.2

Predlc@ environmental concentrations in soil (PECs.i1) values were calculated for the formulation,
based on the standard assumptions of distribution in a soil layer of 5 cm with a bulk density of 1.5 g/cm?;
a crop interception of 0% was taken into account.
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The relevant PEC values considered for TER calculations are summarised in the tables below. Ma)@lm @

values are used for risk assessments. Q\ @
@ @ @
. ~ $Q
Table CP 10.4- 1: Initial max PECsi values S N
Cereals s&% o\© .9 «r\f@
Compound PECsoil, max PEC;oil a% @ R \\ @Q
[mg/ke] [mg/kg Q g s &
Prothioconazole 0.024 0.034 &© é\g Q § &
JAU 6476-desthio 0.012 %4{2 Q Y o @
JAU 6476-S-methyl 0.004 507004 @@) Q o % @}
RN I \ NN
A A T S
CP 10.4.1 Earthworms & @@ Q o . S @j & °
Table CP 10.4.1-1:  Endpoints used in {ﬁk as&%mem% . &% @) & . §
Test substance Test species @J %\\Ecotomolo ical endpoint
Prothioconazole Eisenia fetid, ™ @ 0 N>
EC 250 reproducti NOE% > 1. %@ a.s.4 J
56 d, spr@xcd 2 o 8. 4 1/()4
Prothioconazole Eisenitd@tida "~ @EC QE lOO&mg %@é/kg (2007)
FS 300 reproducti >257 mgas/kgdws & M-287144-01-1
53@ le%% ©© o oI @ ‘ A 8.4.1/09
JAU 6476-desthio Evenia fida N ) @}ﬂ 5 r@@) m./kg dws% (2000)
aJgeproductio © 6 -026193-01-2
0 ISP @ C&
56 d, Thixe®® N X KCA84 1/05
JAU 6476-5- tia fRIR ) NQEC N m@% /k&dws o 2000 |
methyl ¢ Lprodbﬁgtlon% N &\ § M-021370-01-1
O | Ote d@medo RN & KCA 8.4.1/06
Prothioconazdle @ FEis¥wia fet ?JOEQ‘O) @1 1508 pl(;g? -_-
FSolg@ )1odu&\pﬁ Q% @ > 122 g a. @ld (2001)
&@ i tre@ see‘@ S § o M-088126-01-1
. N N KCP 10.4.1.1/01
Prothioconazole @Naturﬁﬁ» carthQorm - WOE%R o= 3x300 ¢ g a.s./ha -_
EC250 ¢ <opula LAY > (2005)
o - & O
@ Q Plelgdy ol & & @ M-040814-03-1
Q @Llp IO@@monﬁ%s N N > KCA 8.4.1/08
vy R 9 g
* Adjus@ a factor ofi2, to addyess th@g Pips 2 an&she high peat content of 10% in the artificial soil
Bold valués: Endpoir@ons&ar levant g isk a@sment
N
N v "\@ Q S

Risk assessmewt, for earthw&gms

S
Based on th dpou%s n ﬁtabl QOV@% TER values are calculated using the following equations:
X
TER. 1= @E PrCs S

@

NS
T%@@k is@@nsid@d ac‘§ptable if the TER_ is >5.
<

For li@%ilic substances (log Pow > 2) the Terrestrial Guidance Document recommends to apply an
additional assessment factor of 2 for the ecotoxicological endpoints (LCso, NOEC), if the study was
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conducted in artificial soil with a high content of organic matter (i.e. 10 % peat), to consider the possible
sorption of these compounds to the organic matter.

The log Pow trigger was exceeded by the prothioconazole metabolites JAU 6 desthio %’@gQPo
3.04) and JAU 6476-S-methyl (log Pow = 4.3). Additionally, the chronic ear@vvorm studies Wit these
metabolites were performed with 10 % peat within the artificial soil. Thela%ore in the r& ass, en@
for those two metabolites an additional adjustment factor@2 1S apphedé%’f the respeq&?e endp,omt @

Table CP 10.4.1- 2: TER calculations for earthwon@ [\&©Q é\a QQ f§ @%§©
ggzrldlzz;lgl:ld Endpoint [mg a.s./kg s@f [ml’g];:l((,:g msa;% T]m(?T @\Ql"ri%@[& &eggﬂﬁ;
fﬁ;’;ﬁ‘fﬁ;‘;@oﬁ) NOEC 257 O 00@@ = 10%@%’ @@\g | aNe
eIt | Cyope g5yt | bonn| e s |C

5 S
iﬁgﬂ?ﬁm'&m“hﬂ NOEC @ @%;% QY o @,%\leg? @ 5 @Q @)@1310

o
D The endpoint from the earthworm I‘Qrodu%on gy wit@TZ F O be@% re S th V’Eral«l{\% toxicity of
prothioconazole to earthworms ghan th d endpoint e EF 510 (2007). The EU-
agreed endpoint for prothiocodzole was degived frora study Whe@ TZ EC 250 ed onto the soil
surface and the NOEC repreg%nts t]& h1ghe§pphe%tlon r@& testeds, The study Wl@re PT FS 300 was mixed
into is considered to better@scrlb@he I%&nm toxicity of proth1oc§®zol§»
* Adjusted by a factor of 2'te add%ss the 108 Pow d@e highQreat contént 0@ % @he art1ﬁc1a1 soil
@ . N

é\g @@ 9 @ \

All TER values c§ ith, tl@wo& ase P?Cgﬁ@x Va ex&eed th@rlgger value of 5 indicating
that no unacce le gyerse &f}ec‘&on eai@ or@%b are e ct rom the intended use of the

product.

& &> > N & @

% & S, U
Additiortal higher tier evu@ace sypporting th oncl@f(m 0&@; accecptable risk to earthworms
A labcf%%ry study on® fegt@f seeds tre w1t rot}fi@conaz@e FS 100 on reproduction of Eisenia
fetida was perforl@ in @g er @assgs@he E@(lClt\é@f pro%loconazole to earthworms under more

realistic exposure, ondggons.@ ef s 0@&7 urV1V b1®ass and reproduction of E. fetida were
observed up 9, 122 @Qaro@con e/h@\the te tested. This exceeds the recommended

apphcatlon thte by a@act? 6\\6562%@&6 b@w) c@ﬁrmmg the acceptable risk to earthworms.
Table C& 4.1-3: %R c:@%latmr% for, @th\@iﬁs (higher tiered evidence)
e e R e e
Egrzorif ltroe(l@i « @@@% ﬁﬁc o IZ@gQa.s./ha 18gas /ha| =68 5 No

@& @@ ©© §9 A

An e@sﬁvel@%dys@ h Prothioconazole EC 250 (| HI. c.; 2005; M-040814-03-1,
8.4, u)l 1s@va1®le This study was evaluated during the last EU review and considered
accept . Prothioconazole EC 250 did not reveal ecologically adverse effects up to an application rate
of 3 x*200 g a.s./ha (NOEAER) on a grassland site. The total soil loading in this field study at the
NOEAER of 3 x 200 g a.s./ha is 33 times higher than the proposed application rate for the use of
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prothioconazole as a seed treatment in cereals (1 x 18 g a.s./ha). Thus, a low risk for earthworms is

concluded if prothioconazole is applied as treated cereal seeds at a rate of 18 g a.s./ha in cereals. ©©
N >
6 o>
CP104.11 Earthworms sub-lethal effects & ©®
An earthworm reproduction study with Prothioconazole FS300 (test substance mlxed int <@nl F@
T.; 2007; M-287144-01-1, KCA 8.4.1/09 is presented@the active gﬁﬁb ance dosSth WK be@ﬁ
reﬂects the overall low intrinsic toxicity of Prothloconaz@e to Eisenia f@da than the U agféed &@
endpoint for Eisenia fetida. The EU-agreed endpoint was derived frQytr a study v&gl%g re P ioco@azole Q
EC 250 was sprayed onto soil surface and the Nogn this studg@:presents th&highest te ate
1000 g a.s./ha. The NOEC of >257 mg a.s.@ rom the\Prot (@%hazo@ FS @y cl@ly
demonstrates a low toxicity of prothioconazole to s%ua fe@ i,;?\ o 6\ \% §
@ & N A& S
& & &0 & &
N % < @j @
CP 10.4.1.2 Earthworms ﬁel@tud@ > &6 <O & o &
D . )
Not required as the risk to earthwos agééptab]@ @ @& @3\9 @ < O
& \ w\’ N § @Q § %@)
R O © O
CP104.2 Effects ou-%arget%ll [@0- afid m magy ofaﬁa (t@er than
earth %L @ &@ \@@ % ©
Table CP 10.4.2-1:  Endiwints fised ir@?k ami&t - RS «y\f@
Test substance Test speq@ @otoxwﬂ)glcz@ndp&mt @ Reference
Prothioconazole f[wmﬁ@éan @NOE > §DO mg a5 /kg@dws & _W
& Repraductiond) $ 2 @ M-405273-01-1
@)@ 28 mixed™ N Y @ KCA 8.4.2.1/06
Q DPoaspis aculglfer @@)EQ}Nx > 180 mg a§k 3 AWy _—
Q giepragduetion @% .9 @&9 Q @ (2000)
& Mdmxed @ Q) S @ g @,}f M-037786-02-1
D L2l & &L & KCA 8.4.2.1/02
JAU 6476-desthio | f@lsomn@mdu/ﬁ (\NOEOC@ 31.3mg p\lh)/ku dws* “
DRepraaletion . S w> & D (2002)
SEX %mlx@ N IRCER I M-035070-03-1
L & KCA 8.4.2.1/03
% aca@fer \Q\IOEQK)) > 100 mg p.m./kg dws o 14)
epr 2) @ M-491764-01-1
2 14.d, leG@ @“ L9 KCA 8.4.2.1/07
JAU 64&%-8- Q%()I?H(@lﬂdl(/ﬂ @)E% > 15.8 mg p.m./kg dws -_-
metj@/l @’cpl o%ctlon AN @ N (2001)
N 28 Q}@g 1\ed>\ Q S M-087207-01-1
© KCA 8.4.2.1/04
@° & &
& Wpoas acu@er ‘WOEC  >100 mg p.m./kg dws -(2014)
@ Reprofiyction ~ @ M-491804-01-1
O A 14 (@nlxe(&g Q KCA 8.4.2.1/08
S E
S @ o
S
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Test substance Test species Ecotoxicological endpoint Reference
Prothioconazole Folsomia candida NOER > 1150 kg prod./ha &
FS 100 Reproduction >112.4 g a.s./haV (2002) @@
28 d, treated seeds @ M- 03378
& |KCP 10.4.
Folsomia candida NOER  >230 kg prod./ha K
Reproduction >24 ga.s./ha %
28 d, treated seeds A &%
Hypoaspis aculeifer NOEC > l@f mg protﬁws @
Reproduction is .7 mg a.s./ S
14 d, mixed @ & Q E@
B~ R ¢ & 10.4.24 /01
Prothioconazole | Folsomia candida NOE@J >30 mg Jkg s (
FS 300 Reproduction & @5’7 m g@’vs . 3&/[-2&19 1-0%d
28 d, mixed Q @ A % @ @§ KGP 10.4.21/02

* Adjusted by a factor of 2 to address the log > 2 angd'the h@\ﬁ pea@ontent%f 1(§1n the @tlﬁc@al SN
D The NOEC of > 24 g a.s./ha resulting froglithe Folomi c%ndzdc@epm(k ion sty wg,,t\}gl ProthiotonazQie FS

100 (J. 7. 2001; M-073191-04-1,KC®;10 % ) wa@;et abdve the kighestconcentftion tgdted. Ing Nimilar
reproduction study with Folsomia candz@nd T thlo@azol@ IOQ&NO Oof > 2.4 g@s./ha was galned,
which is more suitable to describe the gealisticfgrxic p&gentlal&ﬁProﬂgocon FS to Relso andida

2 A collembola reproduction study W@re the test 1 g wasgpixed itd soil@ not &ﬂabl ith l:;&ioconazole
3

FS 100. However, a study with Pegthiocendzole 00.4s°pres @@h carkh @n risk assessment
instead as the formulation is (apwgz@from the act@ substa@e coﬁ%ent) slightly d@ferent toProth@®conazole FS 100.

9
isk assessment for ot on-target, - and ma au ot an‘earthworms
Risk for othe@n @rg 1 %1 oj m§ h@n h )
@ u

Ecotoxicological endpoints a@ i1 val c culatlov\§ for@911 non-target macro-
organisms are summgtised ‘t@@w@ER valpes \@ cal@@’ated @mg @ equ{[})n
@

S IR &
: & . o A W
TER = NOEC / PECsaify, ~ & >N Y @ O
éﬁ o & & S &8
The risk is %)nmdel@ accg‘bvtabl%f the %ER 1&%6? ¢§ @© é’}@

%

<

For 11p6§1hc substal@es Ql()@)ow >2) t&@%Terr@eral @wdan\c@ Document recommends to apply an
additional assessm@ fac‘éQr of &t)r gh@cot@@col%gcal eﬁﬁpomts (LCso, NOEC), if the study was

conducted in artififial s% Wlﬂ@lg ?e@ntent\\@zor anic n@er (i.e. 10 % peat), to consider the possible

sorption of th@ con@md@ the @sgam@natte@ @a

Q €
The log P«%y trigger was xce @E% pr@ﬁhlo @zole metabolites JAU 6476-desthio (log Pow =
3.04) and”JAU 647&@metl@l (log @ 4.3 \Addmonally, the collembolan studies with these
metabolites were pertorm withgl® % “u- WI’&QIH the artificial soil. Therefore, in the risk assessment
for those two metabolitegn ad@ilonal ad Jus ﬁnt factor of 2 is applied on the respective endpoint.

@ . 4
@@é@%@@
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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] PEC.cc TERLT Trigger :}sesl:
[mg/kg soil] S RN
Folsomia candida @ WS
Prothioconazole AN 3\ <
‘ NOEC > 1000 0.024 | 41662 5 . B
chronic CH < S e O
i @ @
Prothliocon.azoleA)FS 300\\ oRC > 77 0.054 > 5 @© QN
chronic, mixed < O O &ﬁ
_desthi @ S Q >
IAU 6476-desthio INoEC 3134 70012 | Qeog o] L5 o | W Y
chronic o Q o & @@70
JAU 6476-S-methyl * @ o U
o NOEC  >158* o | o004 & i@so@j @ No
Hypoaspis aculeifer kS O»Q @K@j & v é {(@ &’
; 5 EN D
Proth1.oc0n.azole NOEC <\9 \ QQ}Z 4 @ > %%7 . Q ]@
chronic, mixed @ ° © &Y S
Prothioconazole FS 100 2 & G &‘9
chronic, mixed NOEC 2 @% @’ 0'@ o= 3%@) fr'@ > §y ‘K\@ o
JAU 6476-desthio X o o @ S| 4D L
chronic NOEC ¢, 2107 @ | & .01&2@ /@\8333 & SIS No
g © NS
JAU 6476-S-methyl NI q %
chronic NO@])E%\? @ 2,100 @Q @ z @ 0 N 3¢ Mo
* Adjusted by a factor of 2'%o addrgss the 163 POW$ an @ cat content @% e artificial soil
A) A collembola reprodustjon s whefd the te@uem@as mi

&011 1s&ot av 1 e with Prothioconazole

FS 100. However, dy with Pr con@pole F@ esente whicdcan bé%used in the risk assessment
instead as the fo ationds (apa om the active sub e c%@ént) &ghtly @fferent to Prothioconazole FS
100. NN RN o

< N\ A N AN r\g
$ @6 o O ¥ & @ §
N
All TER vé@ues calculggd w@f@he Q@St c@ PE(@il V?@CS cl@%ly exceed the trigger value of 5
indicatj %hat no unagdeptaple’adv effgcts o§011 @ro-@amsms are to be expected from the
intended use of the oducix % § N C& %

) S
% @ & & N @
Further hi tier&evi ce OQQ%e c@clum@ of l(@f risk to Collembola
The conclusion of a Tow oth1©nazcﬁ@ FS 100 used as a seed treatment in cereals is further

supporte a laboragory reptoduc wi lsomza candida considering a more realistic
exposursy’i.e. applicgti nof treate cereal& ds. @ oeffectcs on reproduction and survival of F. candida
was Sbserved up t t ral@test O@ >112.4 g a.s./ha). The TER value in this extended tier
1 1‘1} assessment reache@the V@J)ue 0@ @e table below.

& Q

Table CP 1{@ 3: \%’I‘E al@atlon@ further higher tier evidence on the conclusion of low risk to
emb,

Comp ﬁd . PECmax, . Refined risk
Test design > @ F@omt lg a.s./ha] [g a.s./ha] TERwr Trigger assessment?
Fdlsomia Gandida © >

Prothigegnazole FS 100 Iyapp 5 1124 18 >6.2 5 No
chronic; treated seeds
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Please note that the NOER in this study represents the highest application rate tested and that the intrinsic
toxicity of prothioconazole and the product to Collembola is considered very low (NOEC > 10 ©©
a.s./kg in the reproduction study with the active substance and NOEC > 7.7 mg a.s./kg for the@oduc@ﬁ

Prothioconazole FS 300
' & SN
Thus, an overall low risk to Collembola and soil mites is concluded 1L%roth10c0na@ is @\)ll
as treated cereal seeds at an application rate of 18 g a. @13 & NN @
. . )
CP 10.4.2.1 Species level testing @ é\a Q § C&©

@
A new reproduction study with Hypoaspis a @fer is avaﬂ%le <O%%h P@hw@azo!% FS @O

a summary is presented below. A Folsomia candida reprodu, @on study with- oglocomazole FS™100
(application of treated seeds) was evaluaéd L@%g thw EU Qewe &(20 w1th\a OY%R of
112.4 g a.s./ha, however, a study where the test mto@he soil is 1@ av@le with
Prothioconazole FS 100. However, a F. &g dzd’asrepro?kuctlo%gtudy%ava le y&th Prot oco ole
FS 300 which is a slightly different f ulatmn con@ared to Prot co&%leﬁl OO&hls sedy can
be taken into account to describe thg ntﬂéﬁc toa@mty @he @ducs@) F dz@A symmary is
presented below. @

©

Q

Report: KCP40.42.1/01 45%15@@532@2 011 ©

Title: Prgghiocofidzole JInfluence on mortalﬁ%nd@rodu&t%n of the soil mite

“$pecies ypoaspl ac @d 01a1 soil %

Report No.: «E 428@» 1176 \ S \@

Document No.: @ M-5 65§ 1 @ & © Q &

Guideline(s): @ LE§ EPA PPXNot Appli cal%%EC 26 from Ocgpber 03, 2008: OECD
) 1de1 %»for th&Tesxﬁg of Ohgmlca]@ red mv@> Hypoaspis (Geolaelaps)

G \aculelfer) it

duct test 011
Guideline dev@@on deV1a ]@Q . 'iﬁ §
GLP/GEP@ %es @ @@ @@ \@
Obj ec&ﬁ @ @ N O @

The purpose of t \studﬁwas Q) asses@che %ﬁect St proth%conazole FS 100 G on mortality and
reproduction of @§ sox%nnte@em ypogspis éculezf@tested during an exposure of 14 days in
artificial soil C@nparorb%}l and@reat@t @
Y O SN \ >
Material and methods: @ ©\ %?Q @g@ @
) w
Test 1te§roth1ocor@%le FS100 G, anal@d @contem 8.47 % w/w (97.86 g/L), Batch No. 2015-
0010@ TOXIOSi@%O S@é{;lﬁca@)n N@%O@OOOMM Density: 1.155 g/mL (20°C).
Ten adult, fem@zed ferzglypos a@%zfer per replicate (8 replicates for the control group and
4 replicates t gréup) were exposed to control and treatments. Concentrations of 100,
178, 316,& $ 100 iteriffkg dry weight artificial soil were tested. During the test, the
Hypoa , er We% fed@ h nematodes bred on watered oat flakes. During the study a temperature
of 20 &2 °C egm\;ﬁ of 400 — 800 Lux, 16 h light : 8 h dark was applied. The artificial soil was
ed gy rdm@’to t@ guideline with the following constituents (percentage distribution on dry

h@@s) 75 % fine quartz sand, 5 % Sphagnum peat, air dried and finely ground, 20 % Kaolin
clay
After a period of 14 days, the surviving adults and the living juveniles were extracted by applying a
temperature gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
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(20 % ethylene glycol, 80 % deionised water; 2 g detergent/L fixing solution were added). All Hypoaspis
aculeifer were counted under a binocular.

Ty
U

S
Findings: ©© @ S
Validity criteria: 73 S o\@
All validity criteria were met as presented below: % § § &
% o\ Q, '24\9
A
Table CP 10.4.2.1-1:  Validity criteria V® @ & D @Q
@ (@4
Validity criteria Recommended . © @bta@ﬁ <
. & S
Mean adult mortality Q) £20% Q (@@ RS @%3% - < @\ 2
Mean number of juveniles per replicate (with .
10 mites introduced) @ c . =30 @ > o \291{3& N
Coecfficient of variation calculated for the Q @ N 3 @%
number of juveniles per replicate @ é?

The most recent non-GLP-test (Maria @nneﬁ L&/H%%O 16/@? §w 015)

with the reference item dimethoate @ e(@@ tes@nce@atlogﬁ .O,@ ¥3.2 0.0 mg

dimethoate/kg dry weight artificial$soil. v @

Dimethoate showed a LCso of 2,51 @ /kg % @ﬁd hn@? fro @ a.s. /I%g to 3.30 mg
a. s./kg) for mortality of the a rn1te§ acc dlng Prabit m@ ys g ax1mu1®hke@ood regression.
The reproduction of the soﬁ\rmta&was éSI rilg'lcantg]@g reduded m&ompa@@on the control up to
3.2 mg a.s./kg dry Welght@értlﬁc@ so@g%"h OEC is eal ula@to be,3.2 mg a.s./kg and
accordingly the LOEC is 5.6 %g Si : he data wercthomégenous Williams-t test
o = 0.05, one-sided &@%ller @as y Q¥ C @E G @oweéan E%% of 5.47 mg a. s./kg (95
% confidence limi@om 4.09 mgy s. /l%@to 7.3 g@/kgg@@r re&‘oduct@n according Probit analysis
using maximu od regg\smn S @

N \
This is in thﬁo n‘@nde@range&f th&@ndeh@e 1n@cat1r‘§at aI$EC50 based on the number of
juveniles 0%3 TO'mg &s. /kg@%ry W%ght aggl mal@?l sho that\\%e test organisms are sufficiently

sensitivess % @

A & @ & o § &0
Biological results: @\ &\ & L O O
In the control gr@ 6. 3%) of @adul@yp%@’zs ac:@ezfer@aed which is below the allowed maximum
of<20%momaliy. 2 O ¥ &5 & &
Concerning ‘the aduf@mog%y %Nhe test orggahism %tlstlcal analysis (Fisher’s exact Binomial Test
with Bon@rom Correct @—mdeﬁz reatéy, a—(@S) revealed no significant difference between
control @ any treatmgﬁt groip.

\
9
Ro N
Coneerning the number@§juvé§iles st@stic@nalysis (William's-t test, one-sided smaller, a = 0.05)
revealed no sig@ficant differénce b@?eem @ntrol and any treatment group.

N
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Table CP 10.4.2.1-2:  Effect of Prothioconazole FS 100 G on Hypoaspis aculeifer

Test item Prothioconazole FS 100 G @g/ | @b
Test species Hypoaspis aculeifer D [iog
Exposure Artificial soil S @° &

mg test Adult Significance Mean number Repro«@tion Sigﬁl’ﬁcgn&\
item/kg dry mortality *) of juveniles (% %control) § (**9@ >
weight (%) per test vessel % o 9«
artificial soil + stghdard AN 9 > N
@ q N @ | @
dev. ®) O @ S
Control 6.3 - Q0132103.0° - L | © 8 @
100 0.0 - \325.0 + 23.7Q 1.6 ©
178 0.0 - 7 3260+88 | g2 111 @ - @
316 5.0 - 3205068 I 1490 2| v - O
562 2.5 - N [ 2B198¥72 «F A9 @ -
1000 7.5 - L 318@r 23407 &10929 IS @ o
&ﬁ o O Mo;@l’lty Re@)duc
NOEC (mg test item/kg dry wéight arfificial soi) <« © & ' =1000 & > 10.
LOEC (mg test item/kg dry @gightactificiaksoil) . £>10000 | S > 1600
Overall NOEC (mg test item/k&ry weight agtificialsoil) . ‘O | & > 4800
Overall LOEC (mg test itergkg dry weigh artificial soil) > &2 O 59000 "™

Calculations were done with un-rognded y%‘lv?f @5} & @@@ S IS Q

(*) = Fisher’s exact Binomial "l@t w1tﬁ%Bonf@om Cm@’ctlon&one @Q gr%ter a=005, énon-signiﬁcant;
“+7: significant

(**) = William's-t.-test, one ggled sn&er %@)0 §@9 non-51gn1ﬁcant +*Q1gn@ant

S @
Conclusion: @ N @
Overall NOEC: > 1 §§ mé test lt§ g{@ welg§ ar‘c®lal © &

Overall LOEC: testitern/k ht artii 1 @
vera g es ﬁ; gﬁdrnglg a\ 10185@31 @

§@©©&K§%** @§@%

& &
Report; CP 0.2, M:287951-01-1
Title: A o\@ Pro%@conazo e FS800 G; uenz‘%ﬂon e eproductlon of the collembola species
S .

dida@@sted m\clrtlﬁ%l soil ﬂ%th 5 % peat

Dmne: R
Guideline(s): @ SOCT267.(1999) © @ v
Guideline de@tlon(s@ res § to rop@yes of@e test item (Log pow |Y 2) 5 % peat instead of 10
% pea @2 usonslc@mg&@nﬂuence on bioavailability (EPPO 2002).
GLP/G@ Dyes Q0
N N 9

T %y % (g @ A
Objective: @ N R §
The purpose of@he stud W % prawide %fa for the registration of plant protection products on the

lethal and s ‘§ letha%“effe of@% test item on the collembola species Folsomia candida as a
representat' of g\g}soﬂ na ©@

&
Mate ﬁan@ethe%s @
Tes@iem @oth1@§ §e FS 300 G, analysed a.s. content: 296.8 g/L, Batch No. 2006-006218,
T§§(076§@00, Specification No. 102000014331, Density: 1.155 g/mL (20°C).

Ten Collembola (10-12 days old) per replicate (5 replicates per treatment group) were exposed to control
(water treated), 1.0, 2.3, 5.5, 12.8 and 30.0 mg test item/kg artificial soil dry weight at 18 — 22°C, 400 —
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800 Lux, 16h light : 8h dark, 5 % peat in the artificial soil. During the study, they were fed with
granulated dry yeast. The study was conducted in artificial soil according to OECD 207 (1984@5% ©©

sphagnum peat, 20% kaolin clay, 74.8% industrial quartz sand and 0.2% CaCO3). Q\ o3
Mortality and reproduction were determined after 28 days. @ &)
To demonstrate the sensitivity of the test system Betosip (Phenmedipham 15.@)) asa toxic%tan@@% is
regularly tested (once a year) at concentrations of 89, 133, 200, and 300 1% test item/k@%rtif@ s0ik
dry weight. ©) {*’ SN é\”
X Q@ © Q\ v\g@ &@

Findings: & S) v\g@ Yy & O

e @ S O R o A
Validity criteria: R\ Q o & & © @
All validity criteria were met as presented belo Qo?(b @@ R . © >

R A
Table CP 10.4.2.1-3:  Validity criteria & & S @g*’ x@’% @Q .
9
Validity criteria gﬁ% @Recotfimended T a Obtaindd”’ >
Average mortality oft he adults in the cont ov > N = . @) %, o
after 28 days @§ \\ @~ 2 K & 2 ﬁQ % §
S

Average reproduction rate in the contr SE . @) @4/
after 28 days &6 @ >1@VC%®CO{@ Ve%§> S @%99& ©

Coefficient of variation of reproduction i N4 ) .

the control after 28 days P X@% \*”ig@ @@’J) f§©< i@% @?& E;@ >’ 0.2
& &)

In the most recent referen%y?ést @ﬁth Bé@ip @&nme@’pham%&%@(% 2006, Non-GLP)

the mortality rate of adid¢ collgmbola @Pas 8 , 145%, 2286 and"$2 %@ 89 , 200 and 300 mg

Betosip/kg artificial sei] dry @eight@n all freatmen grQups t umker of j{@liles was statistically

significant reduced gWilliam™s-T Fest, op@side al@@, a=0.05) if@ompdsison to the control.

NOECieproduction <89 mg @tosip\@ﬂ mg a.&)ékg artifieial s@@?dry yeight@

LOEC:¢production 8¥mg %tosip %}3.7 wg a.s}%g artiﬁ}ial so??dry ghtv\g

The study proves t]@nsi&@ty of fHe te§{\syster§’ IS @

. . o %G %@ ~ b\ v @ é’}

Biologigalyesults:  ¢;7 O < N

In the Gontrol group, %&@e dult C(@e“mb&l@died Whic 's©within the tolerated range of <20 %

mortality recomm \éd birthe elir@@[he@ghes@onal§ rate of 30 % was found in the test item

concentration of 23 mgtgst itemwkg @4 dry*weight In allggher treatment groups the mortality rate was

lower than in tlie confed! greup. . O . O @&

Concemin;%@e number @uvs s@tica@laly (Dunnett's Test, one sided-smaller, o = 0.05)

reveals ngsignificant %‘feren@@s bet@%n t@f@on 5@l and any treatment group.
R N
“ Ta s o
* @ N Q @
(AN Q
¢ .. & & Q
$ % %
&4 <’
& & Oy
& Q
{x’ S @ v
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Table CP 10.4.2.1-4: Effect of Prothioconazole FS 300 G on Folsomia candida

Test item Prothioconazole FS 300 G @g/ | @6
Test species Folsomia candida N g
Exposure Artificial soil S @° &
mg test item/kg dry Adult Mean number of @production @
weight artificial soil mortality juveniles per test (% of controly> L
(%) vessel w\% o\ . § 2
+ standard%@. N R N ﬁQ
Control 14 590+5 Q @ O &
1.0 6 692 #£427 D M7 O A ©
2.3 30 652+ 164 Q .« 110, O Y
5.5 8 AF0E 62 o7 R UD e @
12.8 10 627+137 O] S @p M LN SN
30.0 8 oY 7638433 « Y | &7 oy Q29
v @7@ %@ S Re;%odqéion ) & ¢
NOEC (mg test item/kg dry weight artificial soil) A AY =30 éhj Y
LOEC (mg test item/kg dry weight artii;ﬁal soib, &\@j D ’ i;ﬁ\ (é§30 @ S
D
Conclusion: Q (ii% ° é\” N @g § @ @ ©
AT S <
NOECeproduction: = 30 mg test 1tem§@g drgywei }@arﬂﬁ@l so@@ &© Qo (RN
Overall LOECreproduction: > 30 %@tes‘u item/kg dfy W@t &t@icml@@ﬂ @b @© é&
O N - S N
CP10422  Highir tier@estigg §@ e SRS
@ & N
No higher tier testlng WAS pe ed@r req@ed S N é N N
@ @ & S §a o 9 &
S O o & @
CP 10.5 @ Eﬁects o smgknltm%} tr fornﬁtio @ §
SIS 2 S @
i ® § >
Table Clj\ol 1: ]igglpomt& e(%@lsk a ssn}én @@7
Test @cies Tef%* (;\@ ;:sign é O\QEc&OAtoﬁy%\l’colggcal endpoint Reference

N-cycle PrJhiocqnazole @28 d, > no@’%ﬁuen@ 2.0 kg a.s./ha - (1999)
9 Q% § CHNAS @71 meg a.s./kg dws | M-024673-01-1
@ O .Y & o @ KCA 8.5/01
N-cycle VIAUD476:8 K8 d Q no 1@11@1;@ >2.0 kg p.m../ha -T())
<\ | methyl §> @'jf % >2.69  mgp.m./kgdws | M-024931-01-1
& L2 @ S KCA 8.5/03
no in{ﬁj‘énce >1.0 kg p.m../ha -W

N-cycle JADSH76- d
(\%’ desttio % . @ Q@ § >1.37  mgp.m./kg dws | M-057459-01-1
s & KCA 8.5/06
N-cycle @roth osona 2@ Ro influence > 0.1 L prod./ha - (2013)
FS& w @ >0.15 mgprod./kg dws | M-451627-01-1
& Q >0.0392 mg a.s./kg dws | KCP 10.5/01
VA N—c@ studgzy 1th Pﬁ%hm@gzole FS 100 is not available. However, a study with Prothioconazole FS 300
is pres; él):’h be Wsed in the risk assessment instead as the formulation is (apart from the active

sugsance @(@@ntent}@gh@fferent to Prothioconazole FS 100.

No nitr§gen transformation study with Prothioconazole FS 100 is available, however, a study is
available with Prothioconazole FS 300 which is a slightly different formulation compared to
Prothioconazole FS 100. This study can be taken into account to describe the toxicity of the product to
soil nitrogen transformation. A summary is presented below.
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Report: kcp 10.501 | E: 2013; M-451627-01-1
Title: Prothioconazole FS 300 G: Effects on the activity of soil microflora (nitrogen @o
transformation test) o >
Report No.: 131048 010N S @®
Document No.: M-451627-01-1 Q & ©®
Guideline(s): OECD 216 (2000) g °
Guideline deviation(s): none % ® § &
GLP/GEP: yes R N X
¥ & oo
Objective: K o § &

. . & O SR W
The purpose of this study was to determine the effect@of Prothloc§;azole FS 300®n the astiv

microflora with regard to nitrogen transforma in a laborato 55@ Th@est @s p%forme@n
accordance with OECD guideline 216 (2000) by easu{ing t}@ma’g@n turggver. 6

'S %

Q @ A NS @
Material and methods: % @Q Q@J < © @& % &’
Test item: Prothioconazole FS 300 G, an&lﬁed a,s. coftent: 26.1% w&%w (2@ g/ ), Batc@ @1-
004670, TOX09507-00, Specification @ 102@ 002@}59 Oig Den@ 1%2%3 g @(20@

%
Q @ @ @

A loamy sand soil (DIN 4220) w xpos@ for ?8 days Yo 0. and 5 mgprod. sorlxglry weight.
Application rates were equivalent to“®.02 @m 1n@@n of “the nitrogen
transformation (NOs-nitrogenQprodusgion) in 5011 @iriched t@@ace e mea@conéﬂtratlon in soil
0.5 %). NHg-nitrogen, NO3- and NO- mten gere deterniined @ng @the Autoanalyzer
(BRAN+LUEBBE) at dlg@en§§%ph nt (0&7 14 énd 28+days aﬁ@r tr% ent).

o S

s @ © o % <,

Findings: Q SEN @ = O & &\
& §& vy e

Validity criteria: ©)
52 §munﬁ@ 4% and thus fulfilled the

The coefﬁment@%f V&&QIOHQ} tléi contQ¥(N 3%N©)
demanded ra@ (=£1&%). © Q

In a separate study & refétence @Em oter Qaused@%ﬂmul@mnltrogen transformation of +33.7
% and +4e% % at 16. O&wng @27 @g D1 oter@per %@Welght respectively, 28 days after
applicati S
Q\ N é\’ O &,\ & Ry

Biological result&Q \ @ S

No adverse ef@cts of@thl naz@%s @VE) G (@Qltroﬁ transformation in soil could be observed at
both test con&entratiehs ( m /I%g drysoil a@ko 15@1g prod./kg dry soil) after 28 days. Differences
from the oégtrol of +5.4 %5 (t es@nce ptration®.03 p\gﬂ@prod /kg dry soil) and +5.4 % (test concentration

0.15 mg@od /kg dry @l) wéR measred @he d of the 28-day incubation period (time interval 14-

28). s %%o@@\
S §© L S
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Table CP 10.5-2: Effect of Prothioconazole FS 300 G on Nitrogen transformation in soil

Time Interval Control 0.03 mg prod./kg soil dry weight | 0.15 mg prod./kg soil dry w@ﬁt @6
(days) equivalent to 0.02 L test item/ha equivalengo 0.10 L test ifeém/ha

Nitrate -NV Nitrate -NV % difference NitrateGN" % d@%ren@
to control o fo contrgl
0-7 3.31+0.33 3.47 +0.02 +4.6"" 3.8+ 0.18 Q°-5.55%
7-14 1.11 £0.39 1.18 £0.17 H6,0" 274009 'S +r4 0 @,
14-28 0.80 + 0.08 0.84 + 0.14 §5.4n (o 0.84 + 0.04 @ @4%
The calculations were performed with unrounded values
D Rate: Nitrate-N in mg/kg soil dry weight/time interval/d@y, mean of 3 llcates and st@ard d*atl
n.s. = No statistically significant difference to the -'“\ (Student t- t for@@dmo ous %@rlances 2- s1@?
p<0.05) % S @
n.w. = No statistically significant difference to th&contro%Welc@est& for 1nh%@’gen&& varé}\l’ces ﬁded
p<0.05)
@ @ & .
S @ R @ o @ &>
Conclusion: NN
Prothioconazole FS 300 G caused no @erse’qéfects @fferénce to@ontr I\< @ n the
soil nitrogen transformation (measuregtas NQ3-N uctf@ at ﬂ%ﬁend uba%)n period.
. )
The study was performed in a fight soil v conc%tragns u g t tem&g so?ﬁL,, which are

equivalent to application rates W to Ovl\g@L prg¢/ha. @® Q @ N
" T o @ O

@\)

o QO N

NI S NS
Risk assessment for Sm?Nlt@en %gsf©§at § « Y §
Table CP 10.5- 3: @mk a@’essny&ﬁ for goil micfo- org@ms S) é &

&j @ @ @ @ . PECsoil max.
Compm@ \© §\ qu&esco\}és \\ \© gI;l‘lm @J PECisoit,ace R::"lqnlfir::’ednt
4Ny
o O |8 @ 1S S | [mgkg]

NS N €
Prothfioconazc@ vSoil@O:J)icro %ganian 2 3@1 mg@s /k&g%/s 0.024 No
7
JAI{&é%-S-methy]g}? S@ﬁmlc@rgamsms 2. 69%@ p. nNQ(g dws 0.012 No
%
JAU 6476-desthio”  {Soll micro-orgfitisms.| ~> .37 mg fom./kg dws 0.004 No

N 3
Prothioconazole @ 3009 /@ncr &ganis@ > @)392@% a.s./kg dws 0.024 No

9 A N-cycle sm w1th R %}no@azo iS no r@@aﬂab owever, a study with prothioconazole FS 300
is presente 1ch d 1n\ sse 55 ead as the formulation is (apart from the active

substance content) shghtl 1ffe@t> to Pg\“: 100(3;@?@0&
& & &

w§ & Q. . . .
Accozding to currentreg ry r@rulregn risk is considered acceptable if the effect on nitrogen
mineralisation at the rec@ﬁme@%d a%) atlc@rate of a compound/product is < 25% after 100 days.

In no case d@ew ‘%15 fﬁ the %\entro@xceed the threshold level of 25% at 28 days after application.
The tested@ nceptration&by f: xceedeld the maximum predicted environmental concentrations in soil
of the res ect1 co&poner@ his indicates acceptable risk to soil micro-organisms for the intended
‘”\9
uses.
S @ .
N) @’
A

&



B . Page 72 of 72
sayer) Bayer CropScience 2015-12-14
R

Document MCP: Section 10 Ecotoxicological studies
Prothioconazole FS 100

CP 10.6 Effects on terrestrial non-target higher plants .
In the case of a seed treatment, exposure of non-target terrestrial plants to the product and its @%Ve ©©
ingredient(s) is not to be expected. Therefore, no risk assessment will be perforgéed. @ v

@

& .
CP 10.6.1 Summary of screening data 2N ® §\ ©
Not necessary. Please refer to point CP 10.6. ©) {N %\ \°\ é\” @

¥ < F &L
& &© S R N
CP 10.6.2 Testing on non-target pla Q o & & @) &@
Not necessary. Please refer to point CP 10.6. Q@Q} Q} \@ @Q \© %@@ @@
S & O & @@6 S
CP 10.6.3 Extended laboratog styd&s on@%n-t@@get p%nt§ é @% @§ o
Not necessary. Please refer to point CP 4;&96. . \\ @}\ &6 &% \© é&g N §
K\ w, ° %© %, QS Q
S &S E e,
CP 10.6.4 Semi-field and ﬁ%@ esé)s\on on-target plapts &
Not necessary. Please refer to @nt CRI0.6. (g @J@ @® @ @ @© %
S S @ g Q
v & 0 &
S 5 @ ® QN 9D
CP 10.7 Eff%@t)s o%gher@rr@ial @a{gani@;ﬂs (ffera qg@fal@a)
Not necessary. Pleasesgfer t@oint @100 O \© é N o\@
TS TS e TS
S é O N \@ @

b, N N e 9 SN NS
CP 10.8 O nltoring data o N )
QO R
Not necessaleags@@‘efe&ﬂ@poinQP l@g @;*9 @@ ©§ @
S (g

X %%@@&

> OIS RSN
A \@ \Q o & 9 (&% R
F I & & o
& & & & .~ o
VS LTSS
@ O ¢ .0 © .0 @
Q O O O N D
Y S K 9 O
3 S & W2
@’ 2 @@o%
N Q\&Q\
> ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
N Q
§Y§©%©@
> O o
¢y ®
@9@@%
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