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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT S

Fluopicolide (AE C638206) was included in Annex I to Council Directive 91/414/EEC 1 01Q§
(Commission Directive 2010/15/EU, Entry into Force on June 1, 2010). The expiration of a val.of
fluopicolide is May 31, 2023 (Commission Implementing Regulation@U) 2017/1827).
Supplementary Dossier contains only data which were not submitted at the %16 of the Ann€x I'i Ausio

of fluopicolide under Council Directive 91/414/EEC and which were thexgfore not eval{@ed diring the

first EU review. All data which were already submitted ayer AG former Baye @rop&%nce@ @
the Annex I inclusion under Council Directive 91/414/EEC are cofifained in thezDraft~&sses ent S
Report (DAR) and its Addenda and are included in t]@xBasehne D%@er prov1de@)y Baygr A(“‘

The formulation Fluopicolide + Propamocarb- @chlonde SC%&W ~o 62. %25 ) abbreV1 n
FLC+PCH SC 687.5, is a suspension concentrateYormulatio ) 0& 1n1 op1

This formulation is registered throughout E&gope er t Egxes § inife, and %lare
FLC+PCH SC 687.5 was already a represen@we G fo A&gnex Iéﬁgclusmn
of fluopicolide under Council Directive 919%14@@

Fluopicolide is a fungicidal active su nc Evel@d b}&%}’e St is ﬁl&e i@@:actl sub ce in

ul@ no

Europe representing a class of che %sldln eth enz 1des ith ode 0 actlon
via delocalization of a spectrin-likep otel the{)omy%etes fungi.

Fluopicolide has a long track re o% of §afe u a @ @er é{@ﬂg@ cro@vlthln\homculture

e.g. cucumbers, lettuce and i 1 ble«g%ps e.g. potéio). < @ @

Fluopicolide is active aga st a yce@’ fungi th sal- @n‘[s of devastating plant
diseases of economic 1m1§> ance in EU@ su@s potato la@bhgh hytﬁﬁhth@mfestans) or downy
mildew diseases in a lgicg)ad ragge of erops. @ . &

i
It provides effectiv, Qong lastlrE%%%fot n atJow application rate@agauﬁt Oomycetes diseases at
different stage of ﬁlo@aent& e fungi, g\vmg e 111tf u%}to the @rmer.

Fluopicolide c&’ be @m @ted with othe@aact%& 1nd1ent§ dlff%vent types of formulations to
optimise and 1ts&g vity. N

The deve&%ment of rmstar%s@of %nyc@s a a@st @s‘u @vell established fungicide groups
represg@ threat for @‘Fope% armess by increas@yg thecOmpléity of their plant protection programs
leading to severe e oml&ﬁmpa WitksFluo °Nolid@§farm®in EU-27 have access to a modern tool
for their 1ntegrate§§)p rotec progsams, @pntrib@iing @ effective and sustainable management of
resistance develc@mer@ d p ervi gﬁ\hlgl@%’vel @prote@]on against Oomycete diseases.

By reducm Oo@ycet , @ 1cat1 oplcohde + Propamocarb SC 687.5 on target
crops cont bute to the a@wve{@nt Q n@%s yief) and quality, thus securing sufficient supply of
high- qu@ potatoes @nd h cultu@i uces, 1 For European consumer destinations and markets
abroad, being it freshpr for, the pr@\essm dusi@
. s@ 3 b )
N (g @\ Q Q
> & @ A
S &S N
@ < Q" & ©@
& e oe
Y <
&% O @ RS
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Use pattern considered in this risk assessment

Table 10- 1: Intended application pattern @
Crop BBCH range Appl. Interval Applicate rate éyApplicate ra@ T
number (days) Product lactive substances ©®
(L prod. /ha@’ (g a.s./ha) N
Potato 21-89 4 7 1.6  [FLCL160° o &
©) & PCH@OOO N o&
Potato 21-89 3 7 Q6 FIg? 10007 =~
CRER Ak S5 .
Potato 21-89 2 7 146« &JFLCx100
@%@% @® R PQI&OO% @
Potato 21-89 1 o S 16, : 1%
Q @ AN SN @ gPCH: 1000
Lettuce 41-49 2 1o |Q 1§ N FLEDI00 &7 5
SOUST Sy oy ©" |RCH: 100 S
Lettuce 13-49 @ @ 8] O el  gRC
> S
S & Sy O Sheng,
Cucumber 21-89 @ 3 TS g SR F@lOO&
(Greenhouse use) 9 Y @6 S &© K© (@H 16v0
g . © g ®
O N :
S e © AN

Definition of the residuedor risl@sseg@shent
O o
The definition of t@sidue%r rigkass @nent s be derive@in ti®envirenmental fate chapter (see

MCA 7.4.1). Fo olo surfaces@ater 0@ sediment@re relevant environmental
compartments. "@% re%@ue deﬁmthgifor rm&%ssegﬁlent 1@ ereféte g@ as:
& 6 s @
.1, & .
Soil: - Flu cohd&%/l 37@ @(AE @78188) M-03 (AE 0608000)

Surfacesvater: El@plcpl% M-0 (A@@@@l ,mz (Q@C657188) M-03 (AE 0608000)

AN
Sediment: @uo%c%hd@? \ «Z? @
NS @ ‘\% @ N
< Q O @

e utcome of the pesticides Peer Review Meeting on
general re@gmng issues in eco@col &y, doi%0.2 @Sp efsa.2019.EN-1673
@2

N
> N
As @%‘[ of this docﬁnen@dar&@ﬁand@ empldte were provided to complete the questionnaire for the
use of residue d@t@ extra St vol,3 B. k10 support the ecotoxicological assessment of pesticides.

) S Y
The comted

tefplate § provided befow.
© ﬁp S
NS

@ g

& T

&S
&
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Data Point: KCP Section 10/01
Report Author:
Report Year: 2020 o
Report Title: Fluopicolide - Residue information supporting the ecotoxicological assessmeé&%f_ @6
pesticides D oz
Report No: VC/19/038B Q @2 AL
Document No: M-687286-01-1 o L 7
Guideline(s) followed in | -- NS
study: % . § @§ &
Deviations from current | Not applicable @ N % \\ Q&
test guideline: X @@ SN Z S
Previous evaluation: No. not previously submittede @) N Q\? @@ Q)
s . \} ((% @ d @ % < &@
o | &P VO 6 @
0BT RN I\ N
facilities: G &) N R % A R
Acceptability/Reliability: | Yes Q O SO @ o

Questlon 1: Are the prowdcd m@abo ms
sufficient to depict a metaboll@)athm of r&sidu
the available metabolism s

whes? o

Is a metabolism study avéilable fa c@ thatde] ab@m cmf)@ group than the
GAP(s) under assessmc}t’? Pl%sc p%)\nde 2N e ayailable ﬁsafo on.!
The following uﬁo stu@@ ar %&nl&le for moplcﬁde @& @
O N\
Report re Uem"._§J A@ﬂlm, K%‘i o% ©®rop©§ Application | Fluopicolide
& eab Categry X 2 label
S ” <~ & [U-HC-
N . @ é??t " @ o N phenyl]- and
M-241268-02:D% 0P | % Grap Foliar [2.6-1C-
S RN SHEEN idyl]-
%) S S pyridyl]
- A A § @, Fluopicolide
Q © NN S [U-4C-
2N z%giqm%@nd g phenyl]- and
M-244267-03-1, @ wbgr cr Potato Foliar [2.6-1C-
. Q o B pyridyl]-
N x> Q X Fluopicolide
s @ S
2 A N
S &
SN S
ss@ @@ - m©
S & & S
&
! The %ohsm study should be conducted on a crop which belongs to the crop category representative of the

GAP/ir

ded use/representative use (e.g., a metabolism on fruit crops should be provided to support the GAP on

pome fruit). It is also relevant to highlight that the metabolism study should be compliant with the GAP in terms
of type of application (foliar, soil treatment. etc.). location, covering the dose rate of application, BBCH growth
stage at application, PHI.
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[U-HC-
‘ phenyl]- and
Lea(f{)cmp Lettuce Foliar [2.6-1*C- @
M-241269-02-1 hopicotie |
M-241269-02-1 - s, | Fluopicalige
‘ S e
Lea(f{;lol:) Lettuce Soil dreth plenyl] -
< Flf@picoliste } [?
©) (§ w, [UHC-
Pulses and v Q@ @%hgﬁ' ¢
M-358357-01-1 _ oilseed L Ofet A f6-*
Pt 2o Pl fen A Sl 2009 @) rape S treatment, © 3 S %
S !
(P/O) R o S| pyridyl)-
Q%@ NI R @luolfmohgj;\\@

NSRS N
Metabolism studies have been conducted inGhree @énp ps V@l hgapp]@umg namely fruit
(F). root (R) and leafy (L), and since the tabo]@n is @mlar@ allt groufs tlu@
are covered. Additional studies are ava{ﬁb e &%‘fl - the diych a{%&ced @eatn@t uses

1ng

foliar applied metabolism studies h bgéi& pley&ﬂ@lsly ﬁ&wew@ at g@% El@el @e foll§
< @ @

conclusion was made for these stu
% NS
’r @
Lettuce. grapes and potatoes (folian 1cau@_
When fluopicolide was ap as ) oliar m@ t c'([ual of t@ mcgoh formed was
extremely low. When fluopicoli reac@e spil dLll appk o1 egrade and there was
an increased quantity of thg metadolitesy1-01 711) and N& 1

(@, 8) taken up into
the plant parts. This iifformation is St to @wer ﬂ@inopo ed ese@w uses on foliar
treated potatoes, lettuce and€n um@ls

N © @ @ § ‘”\9\
Lettuce (soil dre & ) @
Following soi@m apph&}lm w1th %?4C enyl}ﬁl @1d “@e majorlty of the residue
consisted of flwopicgtide, wigh si oupts of N&O1 ( 653711) and minor amounts of M-
06 (AE C6433890)No other m@gle m% olg om@ed m&?e ¢ ,«a\@ % of the total residue in any

matrix. . % @ @
& LT s

Oilseed rape (seed’treatment) § N S

The only p10m1®ft metaboli obsémed w@ M {8 (B . AE C653711), when fluopicolide is

applied as a seé@treagment t 1lsee@'apc Seed. Adl othepurietabolites were detected in low amounts

(= 4.1% of TRR gékg) The onfy obsé&ved metabolic reaction is the cleavage of
ﬂuoplcohdﬁo fo h1 l@mn i@}lﬁi&@%ﬂ to cover the proposed representative use on

seed tre oilseed r%%e @ %

For. the lettuce (soi‘@um an lsee@pe {i%d freatment) metabolism, while these studies have

beey reviewed by N@ er SJates fhey nly representative of their own respective commodity

groupings (* le@y vegetable @%’d Wses / gilseeds’), as there is only one study available for each of

these appls m 14% ot be possible to infer whether the metabolic pathway would be
@er crop greups bas

similar fo 0%@5 information alone.
m& § Cy =
SR N
&@\9 @»@ @ ° RS
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Question 2: Which are the plant metabolites recovered in the study(s) in relative amount and absolute
amount (greater than 10 (TRR %) and/or 0.05 mg/kg)* addressing the metabolic pathway of the

representative use(s) 3? o
é@ &

o

In the metabolism in primary crop studies and metabolism in rotational cro udy cond @d withy

[phenyl-U-'C]-fluopicolide or [2,6-pyridyl-'“C]-fluopicolide, a number of@plant m §

detected in matrices considered as relevant for leafy substrates above the terla of > l@f t otal ”@

radioactive residue (TRR) or present at concentrations @ .05 mg/kg @s trlggerlnggg&lle need t

considered for ecotoxicological assessments. \a %
O

The matrices available from radiolabelled studles @ere lettuce, §9a‘co fohagéas a Qbst1t§ fo%
palatable leaves), radish tops, wheat forage and ed rape ford
G bl

For lettuce and potato, foliage investigations h both iy § abelted test@tems re c&f%uct%@“m
metabolism in primary crop studies after fo app tlon& d fo& ttuc nvest%atlons ere
conducted after soil application with [p % yl-Us¢ 100$ A@mona

@ettu rad he
tops and wheat forage, seed was sown %“ ays, | @3 dws an ter 1ng so1 ‘(\u -
U-!*C]-fluopicolide or [2,6-pyridyl-'* u(,)@\eohd@ql th% tab m\rotatl@al cr@ stu

Finally, for oilseed rape foliage (@H %i% 19) @vestf@tlony@were 11sm in
primary crop study with both nyl I@MC ﬁﬁop cé’dde yr1 opmg 1de after
seed treatment. The dose rate is @dy é?yn the tormal field
application rate to aid 1nves1ono@o the metab@ﬂsm @hde in oﬂs@ ra@

The metabolites M-01 (AE C63371 1 M-02FAE @5718§ M:04 (@C65@§78), M-05 (AE
1344122), M-06 (AE G¢&: ) and M09 (. B1@859@et th¥criterit of % TRR or > 0.05
mg/kg. It should be noted t aximpm overall dgy entr@lon @{eaoh metabo% either as %TRR or
as mg/kg did not tygically @’me@m thgysame tr1>§g}nple & &\

S
FTOEL T I &

& A
Metabol@g @@ © Q K&er@wMa;@mm@nce&tratlon
T o
\@ é)%%’@ @ m(g;%& g @@ \é&% Comment
A @ O m@zﬁboht@ v L O

M-01 Q> &5 Q> 2. 176 (\Maxilﬁlm values from different matrices

M-02 9 ((%430\\@% @5\’ 1887 & M@@mum values from same matrix
M—Oi@@ ©© 5;\&?] oV @870 S h@ximum values from different matrices

M-Q5 @10 «© | R0.189 @ Maximum values from different matrices
Q{@% .9 2.8@2@ © @68 - | Maximum values from different matrices

M-09 A ]‘&5 @} @&9.0507\*? Maximum values from different matrices

Residue data from sup@ise ‘residue ‘téials @H rotational residue trials are available for each of the
metabolites ligggd above for¢he mefdbolitgdM-01 and M-02 in oilseed rape (green material) and for

1§ S
& %% @§ b ©@
&
¢ & ¢ &

2 Thesetriggerstalues @3&9.05 g/kg or 10%TRR of total radioactive residues are only meant as guidance. In some
circughstance@ygenepalty go; cthed by toxicological concerns, it may be necessary to identify terminal metabolites,
w are gf@sent at concerations lower than 0.05 mg/kg or <10%TRR of total radioactive residues (European
Commiggipn, 1997).

3 For the€cotox section, a selection of the relevant metabolites should reflect only the representative uses. It is not
necessary to cover the residue situation for consumer risk assessment but the expected residue situation in the field
for the use(s) under assessment. It is recommend consulting whether metabolism studies were summarized
following harmonized templates for further assessment (I.e. EFSA/OECD templates).
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M-01, M-02, M-04, M-05, M-06 and M-09 in lettuce. The purpose of supervised residue trials is to
determine the magnitude of the residues under realistic field conditions and data from these trials
should be considered in the ecotoxicological assessments in preference to data from radiolabellee
studies. In addition, a number of conjugated metabolites were detected and identified in samplés of
wheat forage sown 29 days after treating soil with [phenyl-U-!'*C]-fluopicolide or [2,6-pyridyiy*C]-

fluopicolide in an addendum to the metabolism in rotational crop study. %ese metab (&)
reported as %TRR only (and in some cases the %TRR is for a radio-peak sub®equently se arate i§

different metabolites). In all cases amounts do not exceed 10% TRR. Th& metabolite rglon
has been calculated from the reported data and exceeds @ mg/kg for g& , M-23, WS
27, M-28 and M-32. \e @
UQ @ S
Metabolite Overall N{@mum Congentration é\g R @
Y o N A
%TRR mg/kg 0@ mg/kg ° @@) Q%m@aent@ @&
(as Q(as fr, o @ 6\ o
conj ugat& metabelite) v |« N
M-18 (P11) 1.6 0.086 %\J $O71 Animal etablite offstrved_
@j Q in h@cow & rat. Sulfate @
N 6 =N
@} @} RS & congbugate@ M- % or 1t©§
Q % &S 5 | igmer & oS
M-23 224 &U 0.129 ° %9058 7 §§ maloityl 0s1cj§@9
P2a,b) R S S O cani atesCof M-684 and its
( 9 9 S %@g
LS TS @0 o Lshmer )«
M-25 (P4a) 6.3 4%, N 0.3@ < > &@ . @@Iaég%at met%%olite in bile.
% o &~ W Co gatg;xf@nch contains
RN @ & o &N bﬁh@ and pyridyl
X < 9 © r@ g © %& rings.
M-26 (P4b) @ 34407 IO 4 §’ - DConjugate which contains
s WP Q& henyl and pyridy!
N QO N[N N é@ o <§9penyan pyridy
gs

N e
F D Sle o K
M-27 (P4c§§ @J@ 0.7,0 © 0.6s2 g’ @® - @ Conjugate which contains

X o .
& % N | @ - | both phenyl and pyridyl
. %, @ ol
o | o e Tl TN
M-28\P5) o\@s.s\“@ L 0208 N ‘312& Malony! glucoside
@ S & N ey & conjugate of M-06
M-32 (P10) 2 @\M § @ 15@ Q> @Qj Conjugate which contains
@ ©© <) \@ o .9 @ both phenyl and pyridyl
il AP S s
26,'M-24 and Ms27 (called P2a,b, P4a, P4b and P4c in the

9,

=0

A Incig@ﬁal %TRR fgr M-23;M §
reportyhave been @galcula &d ’Q repo! ed

Ny < S

@
@@
@%/@

@
M-18 and M—?@@are known z@@mal @tab&tes and M-25 is the main metabolite observed in rat bile
(ca. 50% dosg). %“ @
M-23 is % glu &ide §a ugaf@)fM 04 (AE C657378) and its isomer, while M-18 and M-28
are s alony glucgpide conjugates of M-06 (AE C643890). If ingested by a small mammal
it is *pgesu yl oside plant conjugates will be cleaved to their aglycons via glucoside

2@ gat he@on5§§red in combination with the levels of the free unconjugated metabolite the
overall idximum concehtrations are as follows.
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Metabolite Overall Maximum
Concentration
%TRR mg/kg @
M-04 59.3(59.3) 0.928 (0.870) Q\ D
M-06 5.6 (2.8) 0.251 (0.068) @b a ©)
Values for unconjugated metabolite are in @ S \Q
parentheses =N Q § %7@
Metabolites seen in the confined rotational crop study ar€/presented w@%’n Appendlggl“ & @
document. g Q@ @@ NS y\g
& © A S
%) © ©
Q @) @ & <© @
Question 3: Is any translocation of pesticide r dues obsem§i ine «@e dlf@r s 0&%&: ple@its?
Could it be drawn a general conclusion on ”* gsloc r& s1d Ssvbas vaildble dat%Q Le.
is there any particular distribution of the re due&a

n {(y cifigyplant t@éuesé@eav ral&s,o
O @

roots, etc)? Is this occurring over t1me‘74 . N
& % \ \ @ NS ~

&
Translocation of radioactive residu onﬁbhe soiffvas. observéd (fow\,a,\i’l ?@X, at@i pla@back
intervals) in the confined rotationatrop Study @03 <1\@240 0349. Th@jrelevant
information is summarised withig\the fol@wmg ble. In’ general, tlgh@y}e&@es W@E found at
the shortest interval, in this ca@ da?@ aft&g@bll qg@lcat ©) @

Total radioactive residues (@kg ﬂﬁople@de equlvalen"&) n 0@2 s (mgan Values) @)

@ & 9
Phenyl Label , & S @Q N S

@% Total Ra@)actm@lem@e (lng/kg ﬂuoplco@e equivalents)
v

Crop &~ 5 29Day & 138Day, .S 365 Day
Lettuce &7 o« @ o1 Y Y @@0-19 o 0.53
Radish TopyY ¥ 640y <] &7 028 O 1.75
Radish Reots O Al & 0w s, Q92 0.03
Immatur® Whegt =, 495, 2 & @229 0.86
Whed®Grain 7 59160 T @ 00Ty 0.05
Wiat Straw O &Y 71356 AV o> 084 2.37

Pyridyl Label, O & S N

@Tota@{ad@@ctive Residue (mg/kg fluopicolide equivalents)

N
Coop f@ S 929 pay S| oo 133 Day 365 Day

Lettuced O o [ 077 o |k 0.03 0.05

Radish Tops O O 9%e” @ 0.23 0.40

RadsiRoots & oF @ o0 . 0.02 0.02

Imrhature Wheat® NS 0.16 0.24

‘Wheat Grain™> &) [T 60 0.10 0.18

Wheat Straw oL o 7.05Y 0.35 1.01

S N

The total gadioactivity oil wits fomnd to decline steadily over the course of the study. Total
radioactixe resigues i nt niatrices declined with longer soil ageing. The mean residues in 29-day

(Raw ? 1C§al Commodities) RACs ranged from 0.09 ppm (radish root) to 13.56 ppm (wheat

strav@;) but ecl@ greatly in the 133-day and 365-day ageing periods. The 133-day crop
r;@ ed firm 082 ppm (radish root) to 0.84 (wheat straw). The 365-day crop residues were
/;’(\Q
O

4 Special attention must be given to compare results at same BBCH/sampling time; particularly, for avoiding
erroneous assessments due to crop growth and dissipation.
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observed to increase slightly, ranging from 0.02 ppm (radish root) to 2.37 ppm (wheat straw). This
was considered to be a result of seasonal variation. The 133-day plots were planted in October and
developed through the winter when formation of soil metabolites from the degradation of p

would be slowest. In contrast, the 365-day plots were planted in March when the plant uptake d
be less pronounced, due to the increased degradation. 5 @ Y
IS L9
Qy N

Metabolism in rotational crops
Reference material: Test No. 502: Metabolism in Rotatiszial Crops (OECD 2007b), Test No. 504:
Residues in Rotational Crops (OECD, 2007d)

&

9
s&gu overfime g&m‘%ﬁ in tll@‘()t&t&ﬂ c@ scend \ari0?
cal Top 6arts 1?@%7116 a& ula;@n observed%

h tabolited might b 1 7
C meranoil m c ICIC CE!
lght be geleyn

Is there any indication of accumulation of re
If so, in which crop categories (leafy, roots

Ak frooilé}

g U

ﬁ
In the confined rotational crop smd@s%ﬁ ﬁ 0764- 3 [ [“G]_phengidand
pyridinyl ring labelled fluopicolide edt rate a§ Le
radish were planted after 29, 133 365days ef ageing, Th @ws
levels were observed at a plant b&gk ingerval (BBI) 0@9 wiwat st@
radish tops (up to 6.71 mg eq/kg). wlieat gamn 1g fkg) dl {Qp to 1.01 mg
eq.’kg). Although total ra &tmrﬁtfmd@o decli ov& nm thes uccee g cfops, significant

levels were also found at th BI%: 365&@}75 (ypto 2 nfyeq./k 1‘@511 tqg 1.0 @g eq./kg in wheat
straw and 0.62 mg eq. /]gg lettid €). & & N @

S
Based on this 1nfon@ﬁ”ion @%du ten acc llat Wlthm e le (aa@l») potions of the crops
and cereal grains the&eaﬂy ~k)cnd @cumul W@ﬂlﬂl the roots (based on
the data for r: @es) AN @ S
N \ @
6 & 4 v\g& @ v
@ N ) N (&) m @) (Z»

(@8 Y

)

.9
Questiga:5: If the G@ﬂs fora’see atme% or gther p péém ncy6 treatment, is any information
relatechio the magnftade, o@cmdues at@arly {@t erﬁéigenr\ BCHs<10) for the crop(s) under
assessment? Q\

O &
o 2 S
The seed tment § @'ﬂsc 1apf‘©<@10d — Scenic Gold®) is included among the
AL

representatigs uses ur th uoplg dﬂgnew%
The resi %S field tria@ djd cov@l 111&% of the residues for early post emergence (BBCH
<10). e studies § ude a m&al assgs f the residue adhered to the surface of the treated
seedh The first as f théresi e plant was made at BBCH 19 (green material) and
for Yhe seed and rest 0@1& pl@ at co el@al harvest (BBCH 89). The residues BBCH 19 and 89
were <LOQ (@01 mg/kg) llt@@-ﬂl and M-02. For the fluopicolide residues, two of the
trials show evq\% 0. g/k%xﬂt BBCH 19, with the remaining trials showing levels <L.OQ (0.01
Yy O s 9
@} @ ¢ &
© % KQ

Y

I.St goted that th§f0m13t1011 may not only refer specifically to the succeeding crops/crops gmwmg in
rotano also. it may be useful to give indications on a possible residue situation for the new emerging plants
in the area after certain uses. For instance, the data can be used to disregard a possible residue situation to

non-target organisms originated due to the consumption of contaminated seedlings /residues in weeds.

§ Consideration for the seedling scenario, relevant for bird & mammals and the guttation water scenario for bees

might be necessary.
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mg/kg). No residues above the LOQ were found in the seed / rest of the plant at BBCH 89 for
fluopicolide.

Study references , @ @©
s T
S 2O
Test commodity | Report reference Author, Year “©Dossier rej@'ena\%

Oilseed rape M-390353-01-1 2010a M-CA@.3.5¢, e

Oilseed rape M-396237-02-1 2010a @§ MAEBA 63" @ @
Oilseedrape | M-390357-01-1 20 48 MICAESS & ||o
S O X O
o @ @
Y

Magnitude of the residues in supervised residue 7zial
Reference material: Test No. 509: Crop Field Tnal (OECT, 206¢): Guicelines on comparahiity,
extrapolation, group tolerances and data requirements for setting MRUs (Exvopean Commiission.
2017)
Question 6: From the supervised 1€sid
time?’ 8 If so. please indicate the{ ere
decline was observed. Q

1als, % theys ,1 catie 1Yesidge decling over
to the residue trial & F the

m 6 § L] @@ @ N
| ._@O%@’@@Q.@& |
Were the residue dctcmuna&@is pcfﬁ:nnn%at 0 da@j aftekthe lpp%anon orata é}cu time close
to the last application(s)?° (RS S T LD

Pp ( )@ é& ) S @ @ QA &
@ N BN N

Of the representatiy&vuse ﬁy \;l\g@ﬁluce h@s esi&?dcc@e trials whig@contain meaningful
information for th@ecotoxicol risk% sses@mnt@i]hj g, Some @clinerials are available for
potatoes, the vast\iaj or@ of theesidug levels at aliPre-hasvest intervalé@PHIs) were <LOQ (<0.01
mg/kg), with daly a of the r:&lts b at @mﬁli%t}? ab oQ@ the:{,OQ. Decline trials were not
conducted inthe se e%@i oilséed rape and @dooré ct

@$ re@ue trial studies.
© D g kS
The su; eg%%scd resid ial%gw l@ are% rised=deid refcrenced within Appendix 2 of this
documicnt. In the trials, fluogisolide sid@degcl@xere@picall ound to gradually decline in lettuce
heads over a 14-(@3)cri@> é&a QO O & S
N O
For metabolite @I-O l@m the ials @%’wed@LO .01 m/kg) residue levels. In some cases,
residues Weg bseé@ 2 ome\o th&[@als s{@m decline from day 0. to day 7 and finally to day

14. In other ¢ases, an upgyin i residie c?gﬁnt observed from day 7 to day 14, which may be
explaing@ by an uptake of M-Qt frog the sl  «
4@5‘” ~ A SN

N
Residue levels or@ab@ M-@\v(w @$ dogt Q?J‘[ form part of the risk assessment residue definition
for’consumers) were prag 'cal@MLO <0.é§l;ﬁgfkg) in all of the trials, with two exceptions (0.012

and 0.015 mg/kg). N @ &
D-SEN, S 8
TN
SN
@ @@Q © (@
L R@fﬁl if the@sidu&ials were fully validated in terms of storage stability, GAP compliance, etc.

)

Q

8Tt 1s ioned in the EU data requirement that when planning residue trials. it shall be borne in mind that
info n on the residues in ripe or unripe crops may be of interest with respect of the risk assessment in other
areas like ecotoxicology and worker safety. Please include this information if available.

? Residue determinations close to the application(s) and/or the last application may provide relevant information
for certain non-target taxa that can forage in the crop area at a time close to the application(s).
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The residues field trials were conducted according to the guidance in place at the time when they were
conducted. All of the trials were conducted at rates and timings comparable to the requested GAPs
for the fluopicolide renewal. The residue data are supported by validated methods of analysis gnd
procedural (concurrent) recovery data. The deep-frozen storage stability periods for the samples (fom |
the time of sampling to residue extraction), were covered by separate storage sgblhty studws%

L9

%

Question 7: On which crops were field residue tna[@erfom:led" IN%as an extrapolau\f@bc%g

suggested and is it considered appropriate?!!
&g pprop Q@ @@ \@ %
@ < o |
Residues trials have been conducted to supposh the 1eprcse%nv%mses fn po@toes @Tu(:%
cucumbers (indoor only) and oilseed rape (see atment o Q @ @
According to the EU ‘Guidelines on coéﬁ)aral@lty rap @oup ces d data
requirements for setting MRLs” (SANCQ 525 §l 3@“ isp Slb to ex@ OI@
generated on the representative co tigd\to @poﬂ Bfher tégllar ps.(those speci
identified within the EU guidance doc eut)éowe@r foﬁ&he pu&seggﬁthe wa&@o adgh onal
uses for extrapolated commodities @e b@\%% sou@t @
”\f @

Metabolism studies in amm..ss (Infesto-:k., ﬁsll)

Reference material: Test No. 503; Metakolism in Livestock (QECD. 2007c; Test No. 505:
Residues in Livestock (CECD, "OUTe) Test M. 305: Bioaccumulaiion in ¥ish (QECD, 2012)
Question 8: Is a metab%hsm%ﬂy in fish/bi: J OA S p— due section? If the
fish metabolism sm@gs ay, l%ﬁ@es it fndic n m@emd&g fish tissues? 12
©©°%&f@©w@m& @&
S N
A fish metabéi%m @dy has*not theen @ertak&u e %Opl ide. %?ccordmg to the current EU
guidance (S@QC 187/013 18, 3) %c me@%oh in figiv1s oaly rcqulred where the partition
coefﬁ(:le ngfLog Pow) is = 3. B’@ed ?fmlm@oeﬂ%%lems émlable in the physmal-chcmlcal
proper data packa@or plC@C neither t@e,par u1c011de) nor the primary metabolite
e conmd;r@ o b@lt solubl Q°
o O & .0 %\ QO
However, a ﬁs oac Ay 2003; M-241273-01-1). The
bioaccumula on of ermined using a continuous flow-through
set-up ove \Q,s dayg,(w inclsded a24-dayuptakg period and a 21-day depuration period). The
study waspreviously as@sse n origifal E&clusion for fluopicolide (DAR, 2006; RMS =
UK). f summargof theStudy ® s%sbed within the following paragraph:
> < NENR™
= N S & &
o ¥ & v O
) &9

1 The D]er@l \ber ofslipe 15ed trials considers for MRL setting might not be applicable for the
ecotox. W@'ugh @ﬂd aggs1duedpcline curve with less than 4 residue data points. For this consideration, please
do not &@fegar He residue only based on the minimum number of residue trials. If the residue trials are
comp{ﬁm Wi abl%ecotox experts might use them for further refinements.
@o gues@lgh ed advice on questions such as e.g. can residue decline studies in tomato be used to
the £&s1dues entering throughout diet of frugivorous birds when the representative use is on pome trees? And
can w residue data generated in the SEU for refinements in the NEU zone when the representative use is in
whole EU?

12 If we observe any accumulation in tissues, it might help in case that further assessment of bioaccumulation
and/or biomagnification (accumulation throughout trophic chain) are necessary.
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The study showed that [2,6-14C-pyridinyl]-fluopicolide accumulates rapidly in fish tissues (bluegill
sunfish), principally in the non-edible portions, regardless of the exposure concentration. The steady-
state bioconcentration factors (BCFs) for the low treatment (0.8 pg/L) were 48x, 117x and 197in
edible, whole fish, and non-edible, respectively. For the high treatment (8.0 pg/L) were 40x, }@

and 175x in edible, whole fish and non-edible, respectively. Fluopicolide cleared rapidly fr@ fish 7
tissues regardless of the exposure concentration. The depuration appeared tosbe blpha51&@1th
“fast” phase as the major component. Based on a one-compartment model with Whole ﬁs

calculated bioconcentration concentration factor’s (BCFs) were 121x and\|02x for the @@h 5
treatment, respectively. The time to reach 90% of the,steady- sté%%as about 2°~days @ b

treatments. The depuration half-life was much shorter agabout 0.5 dagfor both trea@'ent“ t%@
N

e major residue in all fish tissues was unchange%@arent fluopigelide: Q) S @
9 & & &
Treatment | Tissue type Residue in & Fluopl@hde\g %o Iar&@ smgl#
analysed extracts | ©° residues ;v | Identified uiidentified
B 18 NS || compent,
mg/kg % % ‘O] ngﬁ@g 2 ~ Qng/l@ %
Low Edible 0.039 « T 8%6 | 9.039 [O87.6 ) .0 I - S
(0.8 ug/L) | Non-edible 0.1587 | «9t.4 4. 0.128 1 73.8 | 73.8@° | @913 ©7.8
High Edible 0200 58559 0.2 | 855 . 106 Y- o -
(8.0 ug/L) | Non-edible @28 U91?8 0.908 @67.9@@ £29 P 0469 | 127

7 v S @ S O 0
While the bloaccumulatlon%dy noted t fluo (@ohd&raplc@ cegy ulateswith{® the tissues of
fish, the study also shows that thésﬂuopl 1de 1due fpvels raﬁmdl@ear frém th sh tissues during
the depuration phase. No fetabotites c@§ de were I%Qtlﬁ d ﬂl@cohde was present
within the edible portions sed
As low BCFs Were me@m e st dy fo nd hl@l tregtment a$es it can be concluded
there is no 1nd1ca of @y s1g§ cum tlon§es@ms wit ﬁsh 1ssues.

©©w§© & @’%& V§%
Questmn@: Canlthe r%étab«ﬂjsm § anl§ls (m@nmals%sh%ns) bring any information on

accum @gmn/exposu to ere etabolite ose present in the plants? Is it
possibig>to observe @ accupilatiort o @dues@ fatthsue@other animal tissues considering all

available metabo stu@%s" k) %\ (& %
vl A NN
@ °\ @ @
The followi abl@umn@nse%@e reii@le ];:\@s fou@ within animal tissues / products from the

) ® N
metabolism Studies: &) ©\ %:’Q O @(f‘@ @
Fluopicolide poultry fh @ “ @ ve i iet):
picelide poultry metabdlism study {dose [ével of 10 mg/kg in the diet):
%, $ QA @ Total C-residue identified/characterised (ppb)
N Residu @@rac@ FLX N@\Q’ M- | Metabolit | Unknow | Pola Non-
Tissue | e leyel ds Q@: Qn 01 el n r extracte
@pb&Q : %@) > d
E RV 1® d | nd 22 d d 1
gg nd | n n.d. n.d.
wh@@@ @Z@Q s
B

SO Sk
S &P s

&

B3 If there is information of new metabolites in the excreta, it might be relevant for the environment. Non-target
organisms might be exposed to these new metabolites if there is a release in the environment after animal
metabolization.
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Egg 154 126 17 | nd | nd n.d. 20 69 35
yolk . .
Liver 976 762 nd. | 53 | 36 n.d. 212 n.d. 214 g°
| &
Skin 69 47 nd. | 10 | nd 7 nd. o 23 z
&
: N &@ iS)
Fat 61 46 4 [ nd|nd 23 nd© | 12 NN
. = PN
Muscl 39 22 nd. | nd |nd | (pnd «nd. 22> N7 ¥
e . T 2 \g@ § Q@
.d. = not detected @
n not detecte & 69 Q @@ &
M-01 (BAM) poultry metabolism study (dos@l of 2 m kg in @dwt@
Limited metabolism of M-01 (BAM) in the hen Was observec%lth M-01 (%M) @greted@ssen gally
unchanged following 14 days repeated oral 12¢$t10 Was in » atioof accﬁmulatti%n of
M-01 (BAM) in eggs and in the high proportion wf th gm do@ etec{@l 1n1ble uesate
sacrifice. Only minor metabolites of a& &e te inSthe %excre {>mainly hydroxylaion
products. & y\a s §
@ \ ;f\ ‘”\9 @ SIS
Liver Q%m@tal F@ Ego Y&l@ @gg white' > Miscle
) N D
Metabolite %o mg* | % | ang @0 & @ng& ) 0/ "@ % | mg
TR @/k A TR | ¥q/kay TR e TR | e SIR | eq/k
R f. g, g@ @% R R | g - R g
Chromatographe . X
d radioactivity 98@@ 1&9 ’ 93.3 90 <72 98.%@ 5;20”\9 9§§§ (&@ 96.5 | 3.34
Identified metabolites > Q&\j’) @nv @Q S 0N S v
M-01 (BAM) 964, | 1095 | 962 | 186 4979|2515 [ 93.3)| 2.59 | 96.0 | 3.32

a) Pool of egg\fks %\ajwhlt‘&s Day 7 Dﬁg\m S @ §@ X
o ©O
Fluoplcol;de rum@’ant fﬁetab@;sm s@udy d{g@?e leyﬁ of 10@1g/kg71n the diet):

Tissue<|” Residue lgvel §» % Tot @C-rgs@ue identified/characterised
&@ (pp N Q) Ext te& FLE'| Ms'| M2 | M- | Polar§ | Non-
QY O S (006 |07 01 extracted
Urine N @ NA\ - 9394 85 - 47 NA
Faeces 7 Q) 206 - 14.@] 1] 092 [ - 1.7 78.4
Milk | O ¥ O 85991309 T - [39%*] 378 14.1
Fat 41 | 84 984 Lo- - - - 16.8
Musclgy}? 4., N 282 wl7sanl - - - 13.2 74.2
Livers’ 644" S 899 Nl e | 1.6 | 12 - 79.7 10.9
Kidney 302 S|, ©9249 @»7 6.8 | 3.3 - 77.5 7.6

NA'= Not Applicable w @
* The presenc@of thls met hted n &be confirmed in a second system or by HPLC/MS.
§ In most @s t e wer nuntber of@eas of radioactivity in the polar region, each of which could

contain r& th@one aboigge KQ

ihant rﬁ@tabohsm study:
was@n @ “aecumulation of M-01 (BAM) in milk and in the high proportion of the
%@nula dose m edible tissues at sacrifice. More extensive metabolism was found in the

liver @ kidneys.
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Conventional extraction:
Sample \?11;11{]]11)1::(;— Muscle Fat Pool Liver Kidney g,°
4 Pool Tosl @ @@b
TRR [mg/ke] 0.104 0.690 0.238 13. 97@ 6249 |P
% of v < &
00 o %ofn“r of (mg/k| % of %g!k %Rg§ i
— ke lrgrMeKY TR | ¢ |TRR| ¢ T & \p
@3 @«% S LS By
M-01 (BAM) 82.1] 0.085| 69.6] 0.481]92.4 0.220@Q 16.3 2.2?%@9 9.4§§ 0@&%6 é
L1, Glutathione - N @?_ 1 0 & 43 &_j % ©© _d
conjugate c&% < & ' % @% e @}
L2, USHD/9 relation - —| [ | b S 2332680 Ny e
S| @ &5 N S T
L3/K4, USHD/6 | M o] @ B888| sBis| @28 %1.4@
SR LR E SO R S
L5/K13, FSHD/8 @?ﬁ <l o .5> .6% K@{M@ N S
~ 5 %, Q
L6 IR SIS SE S Sos ofis @Q o
3 T D> S ? D
K1/K2 USHD/3 R o] o O & b O o 9] r198
o|. & | Y| S|ol & O &«
K3 S s S L@t e Qi1 0693
. q § @2 & N . % @)
K7 USHD/10b o J | 9.9 0.615
Mol e &1 < 8
K13 & |2 O S |e I 97|  0.607
& T m§7 N P - 12.86
i i & C§ 014 <
Total ldenhﬁgi@ Q e 085| €9.6 ﬁgﬁl @ {}@Ol & 9 82.1 5.122
T o s T s & .
References N N @Q S) N
= @% S 92 %
Tes}@%‘lmal (tesot éﬁeg@refet@lce < . Dossier reference
compound) RS ©
Poultry (FLCY | _M-233&1-021° M-CA 6.2.2
Pouliry (EL.C) QM@@??@@ 1 M-CA 6.2.2
& Y
Cow\FLC) M233091- 0;3% M-CA 6.2.3
Céw (FLC) -2@626 02-1 M-CA 6.2.3
ST Q& @ @
%ultry (M- 01) @Not ?§§1lablf:N Preliminary results provided —
oo @ report not yet finalised
Goat (@1)\ g%\t avaitable @, Preliminary results provided —
NEEERS Q report not yet finalised
@ @ &
Oy &
{N @@ @ o v
S T
S
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CP10.1 Effects on birds and other terrestrial vertebrates

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

Document on Risk Assessment for Birds & Mammals on request from EFSA” (EFSA Journal
7(12):1438. doi:10.2903/j.efsa.2009.1438), referred to in the following as “EFSA GD 2009™.

CP10.1.1

Table 10.1.1- 1:

Effects on birds

Endpoints used in risk assessment

@09

Test
substance

Risk
assessment

Test
species

Endpoint

S

)

Mallard

N
> 225&%@1_1@ a.s.

il

LDso

kg bv@

duck

@

Sor S
2 =fw,‘,. i A
LDso @%%4245(5'5 a s@b“

Acute

Bobwhite

quail

N
X

5
fi
S

Q

° ﬁird %:lute
geq@e n

Fluopicolide 4

[Bobw] h@
qual&

(@

g

?
g éi;;'ﬁ% o

v

’CA 8.1.1.2/01

Ma ll%@
du§

N
@5620 @m >
Dso =2 ?@mg a@kg b@aday

2

Gallagher. S.: Beavers. J.:

Martin, K.; 2002: M-240714-01-
K
KCA 8.1.1.2/02

f 3
%é@

; 46&897 89.7)
* Sy
@ 1m;

Y

@

a s. f'kE bw/day

As./kg bw/d

2L

M-225403-01-2
KCA 8.1.1.3/01

EC)g calculation

M-660212-01-1
KCA 8.1.1.3/03

x
NorL

ECuw

= 1000 ppm
> 140.8 mg a.s./kg bw/day

32.2 mg a.s./kg bw/d

M-225404-01-2
KCA 8.1.1.3/02

ECyp calculation

M-663971-01-1
KCA 8.1.1.3/04

M-01
(2,6-dichloro-
benzamide)

Short-term

Bobwhite
quail

LCso
LDDsg

3867 ppm
= 1171 mg a.s./kg bw/day

2003: M-225551-
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Test Risk Test. Endpoint Reference
substance assessment species
KCA 8.1.1.2/03 @°
Bobwhite
quail/ EFSA Séigntific Repon@%)
Acute Mallard  [EPs0 > 1842 mgas/kgbw 78, 1_@ @
Propamocarb- duck L
hydrochloride Short term Bobwhite |LCso > 5000 mg/kg feed @ Sc1ent1ﬁe§%f>or; (@06 ) =
quail LDDso > 962 mg abdkg bw/d , 1-80 N
Long ter |BODWhite [NOEC 1139 mg a.s./kg feed/d <§EFSA Smen@é Re@r% (2@@)
8 quail  |NOEL 105 mgis/kgbw/d o~ |78,1-80 0
Fluopicolide+ . % R c° & U &
Propamocarb- |Acute Bli);\lyhlte LDso mix >@ mg total as/kg b bwdl able %1.1 D @@)
hydrochloride d @ @# Q@j N S 2
Endpoints in beld considered relevant for risk assessmény o
a) The study endpoint was extrapolated according to EFSA 009 é@e ext@%latlon@ctor of@éSS deri omg °
EFSA GD 2009, section 2.1.2, table 1 for tu ies i amm s were dased an mortal y occiigred. @
b) In accordance with EFSA GD 2009, the geom&rlc meag, D5 the th pemeg alla& ck = 8 mg @kg
bw), bobwhite quail (LDso = 4248 mg 2 /kg @and %gg ﬁnc{ Dso 05 mgja s./k &ed Q
@ 5N @)
Q v \ 6&7 @
Metabolites of fluopicolide 9
P N @

@
residu® for ‘ﬁsk as@ m@j” the @ant tabolites M-01
(AE C653711), M-02 (AE C%Sﬂ&&) M- (AF@§6573@8) M-b5 (%l 3441@2) %06 (AE C643890)
and M-09 (AE B102859 et tle criteith of > 10% T ar > Q0 m@eg Ittshould be noted the
maximum overall concentratl fe h me§ 1t@t er §%TRR or as mg/kgdid not typically come
from the same matr@amp@w wgrst c se screeiing level righ assgssmenffor birds is presented in
Table 10.1.1- 14 fi -01, M-0 0"\ d M%S based oyfield residue and rotational crop studies

As presented in the section 6@%1‘[10% of %

evaluated in 10.1:32/01 @ quafmtatlvé\msk a&essn@% for&-06 s not conducted since their
residues in the @d regidue an rotdt\gonal @p studlies were < L v

An acute risk assegmentis not conducted SL

g@ thlg@y con@erqi" be covered by the worst-case
screenmg 1&el 1ong-tenfg9r1sk@a§§ess

@ \
& \i@ O § L0
&t A
Table 10.1.1- 2: § elevan 1n(}@or swaes f@sae g r%%k assessment
@ ©Q N S § @j@ Shortcut value (SV)
Crop Q < @Q I@ator@ecies@"@\ > Acute RA Long-term RA
& "S) @ based on RUDy | based on RUDn
Potatoesd¥afy vegetable® Q)
(e ttuce)@g @ 3\511§11 omm@@us 158.8 64.8
N > O Sy S
.. & & Q
$ N %,
& o7 4 <
S &
& Q
< @ N
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Table 10.1.1- 3:

Relevant generic focal species for first-tier risk assessment

Shortcut value (SV) .
Crop Generic focal species Acute RA Long-term @
based on RUDo | based on RUDm
Small omnivorous bird “lark” S @ ©)
BBCH 10-39 240 & R &
Potatoes Small omnivorous bird “lark” & Q>
BBCH21-89  [BBCH>40 n &&% NS
Small insectivorous bird “wagtail” v @ @) @
BBCH > 20 < @st.z o [\Q@jég .
Small granivorous bird “finch” @ S O N @
BBCH 10-49 o Rl
Small omnivorous bird “lark” ¥ . RS ’ &
Leafy vegetables oot s g Sand g W09
caly vegetables Medium herbivorous/graniyorous “pi » O Ua CEN °
o) 4o |BBCH 10-19 &% X o ' |9 ¥ ¢
Small insectivorous bipd¢wagtait’ &v S %,
BBCH 10-19 Q@ L fi\\a@ <Q &© %@ A@Q Q@ 1o
Small insectivorou&%rd “@rgtail’y o &5 ) N S @7
BBCH > 20 o & Q@ @\\? S (’Q@@ @@® N
Small granivofBus birds‘finch @
o . [BBCH10.40 o T8 («@Q &4 Sl & s
caly vegetables g nall ompaivorowsbird ‘@%” @ o S "\J 5)
gggﬁez‘l 4o [BBCHI0-49 e E L oo v By 10.9
) Sm&l{ﬂinsect@ous Bird “whgtail” & . O ©
¥ 52° 9.7
BECH > 2 gb&%&@ § & @3 2L
RS
SRS
S & O N g & 3§ e
% P o v ®
S & & & o &\
&@ s @ o\® @Q o\© * °\©
Q& &0 K D
> & O W Oy
o N F.O & O @
A N
S\ L 4+ 9 @
) @ @ y X
@7 °N Q @ S
¥ &©
S NSRS
R
@ < Q & ©@
¢ & ¢
AN % S
S &Y
& &
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ACUTE DIETARY RISK ASSESSMENT

Screening step

Table 10.1.1- 4: Screening acute risk assessment for birds (fluopicolide) @ @® &
N
DDD DLDso i \@
Crop Indicator species Appl. rate DDDQ% [mg a.s./ Ra gger
[kg a.s./ha] $Vor  MAFs g\f kg bw] ° * &
Potatoes Small omnivorous r;? © I
4% 1.6 Lprod/ha |bird 01 | 15887 18 |86 | 27110 g§ S
X %] © O G
Potatoes Small omnivorous 0.1 2.8 16 Q 2504 1 4 106.7@ 1(&@
3 x 1.6 Lprod./ha |bird A @ [ @
Potatoes Small omnivorous 0.1 158:8 @6@; &\22 ) oy 27@ é\\f 9 @10
2 x 1.6 L prod./ha |bird ' & @ w, Y S ’
Potatoes Small omnivorous Y @y 7 © - O ¢
1% 1.6 Lprod/ha |bird L JOr58E IROQ L7 Lt 176 g
Lettuce Small omnivorous @} N Do . § ’ S
2% 1.6 Lprod./ha |bird i @\&1' o @21? D 10
. - 3 © SR 9]
Lettuce Small ommvor . @ O
1 x 1.6 L prod./ha |bird R @J)%Gfl 15 <§ ) 9 3@) 271@ 1@%7 10
@ X K @~ N 4
N AN @Q S &
Table 10.1.1- 5: Screeni(%g acuté\lsisk ssm@for bikds (ﬂuoplca@% + p&@f}am(@rb -hydrochloride)
) @
N @ o (§ @ & ™ §50
Crop @catm@pec@ App), rate@ 2, @D %Lr\ng a.s./ | TERa |Trigger
4 o @ [kg> SV Mz@‘m ) a kg bw]
@ @ " AN ioprd /lﬁg o @ o @
Potatoes U Sr@i omnivoro S Y
Ax16L prod@a K5 ¢ & 4 dmss.{ga@ | §§ Yad| 1897 | 60 | 10
Potatoes mnivoraus % @ (o @ .
3% 1.6] § d/ha bm%ég %& é@f 1.1 @8.8 IS 1.6[(§ 279.5 1897 6.8 10
Potatoes %all om\\‘@or us NN ’
2% 16 L prod.ha 9\9 o @$.1 e 15(%\8 IF | 2446 | 1897 7.8 10
Potatoes 91s mnigerous é\\,ﬁ v O
. ! 8.8 1.0 174.7 1897 10.9 10
1 x 1.6 L prod.fpa b@ R © § §® @’Q
Lettuce Q Sthall IVOrQUS A @\ @
1% 16 L@d./ha bird @ @ ,%V_,Q l;l@ 1 1.4 244.6 1897 7.8 10
Lettuce ol omﬁ@orous ~
1 x 1.6 L prod./ha % N @Q§ . §\158 8 1.0 174.7 1897 10.9 10
N FSMENEIL RS
@ A

of 10. T

for the-<(x 1.64;

2x1 &pr
Q@

©®

fore

)

RPro

r fluopic

Tis €ss t at

/ha,

+ propamocarb-hydrochloride the TER, is below the trigger

@ o : : N
For fluopicoligle the%ERﬁbogé%e trlé%er of 10. Therefore, no further risk assessment at Tier 1 is
required fo@lop@@lide. o@
er 1 is required for fluopicolide + propamocarb-hydrochloride
.6 L prod./ha and 2 % 1.6 L prod./ha applications in potatoes and for the
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Tier 1

Table 10.1.1- 6:

First-tier acute risk assessment for birds (fluopicolide + propamocarb-hydrochltﬁe) @b

Generic focal DDD )
eneric foca 50 .
Crop . Appl. rat DDD TERA Trl@'
species ppl. rate [mg“@Zs./kg bw] p
Y [ke/ha] SVoo | MAFoo gfais./kg Q @
Potatoes Small insectivorous o &% K e . ? &
BBCH 21-89 bird “wagtail” 1.1 25.%9 1.8 49.9@ 1897 g}a 389 1@,
4x1.6Lprod/ha |(BBCH > 20) Q @ S
Potatoes Small insect.ivorous @} &\J Q) R @© @
BBCH 21-89 bird “wagtail” 1.1 <§;5.2 1.6 Q4.35@)° Q&W 42.8 1%
3% 1.6 Lprod./ha  |(BBCH >20) ¥ P | @ | @
Potatoes Small insectivorous % @° @U@ 2y K& S X
BBCH 21-89 bird “wagtail” |S] @5.2 é\lA §880§ 1@ & 48.94 10 .
2% 1.6 Lprod/ha |(BBCH > 20) ® o ¢ o 9 O o & A
Leafy vegetables  |Small granivorous | \o\ S &% QO w §
BBCH 41-49 bird “finch” @ 2N @ 4|, %4 | €20 w\?\ 1 @MS.O ) 10
2x16Lprod/ha |BBCH1049)9 Q] S & & & © Q
a) Covers all other relevant generic fogal spem@’wnh fower sﬁ%ﬁcu&hes N @@) $ %
o © O & &© Q O S
@ N @© S @ S S ©Q
The TER4 values calculated@he ac}tte rigk-assessment exceed Bic a-ppiori- %c tab@ty trigger of 10
for all evaluated scenarios Thus, ? acuterisk t@lrds & be considered asdow andacceptable without
need for further, more realistic %is ass@@me§ @ S $ @t@
NS o \© &« \Q
SERCHR S & S &
Combined t0x1clt@sk égsessn@gt ©© @ o
According to ﬁyrent e qulre%entkwhen\& prod@%‘[ corﬁms Q(:Z% re % one active substance, an
additional asmen@)n co@bmed@mw 1sk§9the @ uct 9% to@e done.

For the asséssment of

risk ass

a surrogate LDsomix £0 «% m%§

LD, (mix) 4?

where: %
X (a.s.i)@?
LD%?E?L S.i)

S

The active
fluopicolj

produc%@
The

hy@%fﬂ
&

@

fr@qon
Ry
cut
N

@

acu

le b@o ws

e when mlé

Q

S

ctlve\substmce (

e@stance (1)
Q

@stan& contént of the fo@a‘uon FLC+PCH SC 687.5 addressed in this dossier is 62.5 g
@” an@@lS g@’opamo arb-hydrochloride/L prod., making up a total of 687.5 g a.s./L

3

&Q

A

%

e t§§ mt}@ﬁ()@the QUV

ute effg:%% (m llty@ surro@éte
ent. The E A 200 dicates thaGhe folowi

f actlvw“ost@es with' knggn toxicity assuming dose additivity:
@

\

&

150 (m@% can be calculated for the mixture

quation should be used for deriving

1)*@ the formulation mixture

alculatlon of the predicted LDs (mix) of fluopicolide and propamocarb-
in these proportions (step 1 in Appendix B of EFSA GD 2009).
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Table 10.1.1- 7: Avian LDso (mix) for fluopicolide and propamocarb-hydrochloride when combined as
FLC+PCH SC 687.5 (step 1 in Appendix B of EFSA GD 2009)

Fluopicolide i;‘&?ﬁg‘;g:ﬂg

Content of a.s. in product [g a.s./L prod.] 62.5 A\@ 625 @QD &
Fraction in the a.s. mixture 0.0909 @ 09091 . &
LDso of a.s. [mg a.s./kg bw] 2711 < S@1 ¢ P
Fraction / LDs 40000335 g £0:0004935 @)
Sum N 0200005279 T &
1/sum = predicted LDso (mix) [mg total a.s./kg bw] %@ Q e 189&9 IS & {\@

QQ N é\@ N 6@ 5 @@

N S
It is obvious from the comparison of the (10@% acu@@ora “oxicitgiof th @actlv ubstances, nd their

relative proportions of the formulated pr(% uct F +P SC 687.5, th t pl@pamoe@r h@ to;@er
fraction of > 90% and thus clearly drivesithe riskvassessinent.
0 u y driv i li e& &6 &% \ %, §

QA
N S S
Table 10.1.1- 8: Avian “tox per &action&)r FEC+PC1§LSC g@S (s@l in pen&% O&Q@SA GD

2009
) @Q 2 @@ @ & S §@ -
«:§ 1 GFluo ici)@lgide S @Qpa%)ca‘rb- Q" “mix”
& < g Ow Lhydrochloride, .
Content of a.s. in product Lg@s./L p@d.] (@© @%2.5 < as ®625 @ «\%‘J/ 687.5
Fraction in the a.s. mixt@gﬂe @ & Q 0.0@@ . @) /((i\x 0.&091 . @ 1
LDso of a.s. [mg a. sf/‘@%w] v § (®@ @11 &’ 2, R4 S 1897
Toxper fraction > (O S % oY & g 20e” 31847
> [ ® S
Contribution tgpredicgedFtoxi Q) Yo 94 % 100 %
%@@v@v@ T 5o S ¥
2 » O T e @

%
F luopwﬁéﬁde contrlb@s to§ % @tk@;pred@%d agute n@ture toxicity, while propamocarb-
hydrochloride co tes % %&he mixtur t&xmt& Con@uently, according to EFSA GD (2009)
the acute risk asse@s'me canb fqg\gmed 01@ for @)pan@carb -hydrochloride.

EFSA GD 20 o@en s ne@@s‘ce@ﬁa a@b m§ppendlx B) to check the predicted toxicity
against meastwed to@m ﬁ m LDso stidies conducted with the formulation. However, no study with
the formu%wn was con ted ere x{Q st 2a af@d 2 b cannot be conducted.

EFSA (@ 2009 recoQ%end@m to %nd@ bmed reproductive risk assessment for compounds
not sharing the sa Smodeof ac@: (st@ &erefore no combined reproductive risk assessment is
required for the FLC+P SC 7. 5 ith evaluation but will be conducted post-AIR according
to the respectivgzonal guldanQe

EFSA GD @ rec O%me calcﬁl@tlol@nethods to generate MAF values for the exposure assessment
appropriat% or par1® toxthe L) (mix). This is not necessary here since no combined risk

assess is réguired @nly assessment for the risk driver propamocarb-hydrochloride with 94 %
tox p actl@ Th@gsk @g@ssment is presented in Table 10.1.1-6.
@ @
ol

Acute@( assessment for birds drinking contaminated water from pools in leaf whorls

The leaf scenario is relevant for leafy vegetables and is therefore considered for the use in lettuce.
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Table 10.1.1- 9: Tier 1 acute TER calculation for exposure via drinking water from pools in leaf axils
or on leaves

DWR LDso DS
a)
Crop Compound [L/kg ﬁE(/:E’]O ! })nfv/llt XbI:VE/S]'ml [mg/ |TERa T{ger §
bwid] |'™® &e kg bw] ©)
Leafy vegetables Fluopicolide 0.46 |100 46 €§?711 58.95 |10 @®
Ix 1.6 Lprod/ha |1 Dy (mix) 046 1100  |506 1897
a) PECpool = Cspray/5 [mg/L] whereas Cspray is 500 mg FLC/L and 5500/mg FLC+PCH/L, s1der1ng a spr@gsolutte@ of 10@’
FLC/ha and 1000 PCH/ha dissolved in a minimum of 200 L @ /ha as Worst@ge approach. @ A @ @
R § SRS
N @ Ny
. . @ 52
The acute TER value is above the trigger of 10 for fldppicolide bu@elo he trj er OfQO Wlth@%e
(mix) for fluopicolide + propamocarb-hydroc de. As stdted bef@é pro mec Gtb-h de
contributes 94 % to the mixture toxicity, so i@\frder @reﬁ e ae@}e T% osurg Via dgp ing

water from pools in leaf axils or on leave® for the mixture will @)cus ‘ih&reﬁn%nnt for

propamocarb-hydrochloride. The follow1% reﬁn@ ass@gsmenfis providediin th @b 1@on
dossier for propamocarb-hydrochloride, %ere{’\&s sc&%rlo was als&%yalua@ y\g §

@
G & & & & &
“The TER value for Propamocar% HCl fo@blrds“drmkn%% fro pool@n le 1IS§ on lg%es is still
below the trigger of 10 which would 1n@ate @Jtabl@glsk Q@ll‘d% @

Q LN

Indeed, according to the EFS% Gui ance @um@t for B ?rds and at&%als (2909), ° zn©czdents reported
in the past confirm that infact a otentind for, ffects exlst@at n@ be redlised when several

Q.f erse e
S b nd jrrigationvin a@n’od of draught) are

conditions (appllcanons%f peg%adeg@follo ped by @mfal
simultaneously met. @ sucfypcases,, “typica aac@ for &fini the §§k assessment, e.g. the
estimation of a PT fgétor, gre no ssible:..’ and aonse@tence a rzsl@ tified in a leaf scenario

will typically hayeXo be anaged’. ™ \
typically @ g anag 5 S & L @ N

However, in t@ EF§ Gnce Documgﬁt for @rds a@@ Mas@mals (2009), reference is made to a few
cases of Li%ents reporfed in Gg%na bet@een 1980-1990. Th@c&’ are in total 12 incidents reported
in Ge from 198@@6 ZO§ Theinclude aa@y to@ sub@ces like methomyl (LDso ca. 17 mg
a.s./kg bw; appllcat q ratgss150 &K\lgi 22@ s./Tta; 7 nggdents.gmethamldophos (LDso ca. 12 mg a.s./kg
bw; application ra@ 36 ga.s./ %dents imethdate %Dso ca. 28 mg a.s./kg bw; application rate:
240 g a.s./ha; 1 1 Cldﬁ@ $gph 1 ingl ent&arat n (1 incident), and oxydemeton-methyl (1
incident, in \) ibinagy; n w meﬁa\o)mylg\ ese.compounds cannot be compared in their profile to low
acutely to%c compounds Quch @rop%@car@gﬂd an LDs higher than 2637 a.s./kg bw.

Accord@ to the ;ﬁacatl%l%tes\(wnh Q§atei@olume of 200 L/ha used) and the acute toxicity of
met{&nyl metharfidophgs, and@’lmea‘[e @blrds the drinking water risk assessment approach
envisaged for the leaf SC@&I‘I ﬁ@ the SA Q@dance (2009) would lead to TER values in between 0.01
and 0.05. Th%e Val $ are belﬁ@ the €ER value of (>) 5.7 for Propamocarb-HCl and the trigger
value of 10 Pr&pa HCl ein Very low toxicity to birds according to results of the toxicity
studies p@sente@ Ta 1 1- 1 to CP 10.1.1-3. Actually, as mentioned in the EFSA Guidance
Docuniéit fory) SBirdssand @nmals (2009), as regards calculated TER values, the leaf scenario
obvigusly cepstitutésun extreme worse-case scenario. It can be shown that even substances of moderate
to@ to (LDso > @0 mg/kg) will often fail this scenario.” Consequently, the occurrence of a bird
incideptWith Propamocarb-HCl is unlikely and the drinking water risk to birds for use on cabbage after
BBCH 40 (i.e. Development of harvestable vegetative plant part) can be considered as fully acceptable.”
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Acute risk assessment for birds drinking contaminated water from puddles

Because propamocarb-hydrochloride is the risk driver in the LDsymix, and since propamocarb—
hydrochloride belongs to the group of more sorptive substances with a Ko. of 516.7, it is appropr@
set the threshold for no concern at 3000 for the combined assessment.

Qb

N
& &> S
N SIS
Table 10.1.1- 10:  Evaluation of potential concern for exposure of birds from (@nkmg wat%(esc &
clause) 2 S
& “Es &
ARerr W_‘Dso _—'s(?" (@@’;e @\ @ &
Koc | (Appl. rate A\ clagse” ¥
Crop Compound < | [mg as./ | @Rerr/ Conclir fon Q)
[L/kg] | * MAF)S & Nayoncerid| O
g a.5./ kg bw] Q LDsoZ X . < @
resgn 2| <t rati
Fluopicolide | 267.7 271@% .05 oy ﬁ%)) Ro cancdrn
Potatoes Fluopicolide + @ N v N
S
(4 x 1.6 L prod./ha) Propamocarb- - ©2140(10\*‘1@ @}’97 Q@’ 2.@@ (e 30 oncgrn
hydrochloride Q% . v ) Q N Q @
Fluopicolide 26&)\\7 390 ¥ @ 2@@ 6&?1 1(\\\; @950 v, | No @cern
Potatoes Fluopicolide +| X {N & [ & o [&Y =
(3 x 1.6 L prod./ha) Propamocarb-4 = - @ 33@@% &,189&Q @4 @§ < $ j@) concern
hydrochlorldéQ 2 & e 5(\? QO .0 Q@ 0
Fluopr@ 2697 | Boo a&@% @1 ﬁQ 0.07> @US 50%, | No concern
Potatoes and lettuce  |Flyopicsid N,
piconde CONEEN D ST, . P
(2> 1.6 Lprod/ha) |propagmocarb - 0 © 1897 Q.lé@ %%00 No concern
hydtechloride % ol ° NI
. )
@uopm@@e §9%7,7 D 10&@ 2711 Q 9\@4 N WS 50 No concern
Potatoes and lettuce &1y 0nicolide N @ >
(1x16L prod./hq@ Profamocgth- R \1 100 ¢ a)@ @7 @} 0.5@ <3000 |No concern
@ rochloride |% & S B

a) Instead of the @AF t«%@umk@f a)

@

Accord@ to the EFQ% Gu@nce §

@f ex@ure

g/ha) to relevant%%poz
< 500 L/kg) or 3000
d prepamo
that may contaln residugs f@ fl

specific calculatio

fluopicolide. g

accepta@

@ > o
LONG-TERM REPRO§JCT€}VE A

EFSA GD 20@@&

not sharing
required far th

same

@’@

(in
X

2 Q

SCH87.

to the rcti@on& guid%@.

&
S

&

B
S

Q@

S

&

e of.
-hyégé?ﬂ r@e

g@lcollg@ an
&

@
QES§\ENT

2

@

5 iirthi

&

re sQrptiveSubst

\

9

o

ppllégtlons%s used3s a w@?f case ) ltlph@or

Y @’

&
t for@%k a‘“é@essme@t for bird and mammals (2009) “no
d TERare K}essd@ wherhe ratio of effective application rate (in

This is

g b@doe Wt excéed 5 (ip the case of less sorptzve substances (Koc
es (Koc > 500 L/kg).”
the acute risk for birds from drinking water
uopicolide + propamocarb-hydrochloride is

the case for

%fnen %ot teondue} a combined reproductive risk assessment for compounds
0d€%f actioh (st& 3). Therefore, no combined reproductive risk assessment is
P is AIR-evaluation but may be conducted post-AIR according
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Screening step

Table 10.1.1- 11:  Screening long-term reproductive risk assessment for birds (fluopicolide) @

: DDD ECu o v
Indicator @

Crop species Appl. rate DDD |[mg a.s./ kg TERyr Tri@'

[kg a.s./ha] SVu | MAFu | frwa bw/d] & <®\ I
Potatoes Small B RN RN
4 x 1.6 L prod./ha |omnivorous bird 0.1 64.8 @ 0.53 (ZZ%%\? 322 N 4'3\ S@Q
Potatoes Small oS &

D
3 x 1.6 L prod./ha |omnivorous bird 0.1 64'% 2.0 O'Si %'9 36\\29 @7 §5
Potatoes Small X ° N & &
2 x 1.6 L prod./ha |[omnivorous bird 0.1 @ 1.6 0'530 g@ QZ'Z © 5@9@ &
Q 7 (2 @ °,
Potatoes Small % &) N 2y
1 x 1.6 L prod./ha |omnivorous bird 0.1 Q 6:!\@ lé}ﬁ O%\% 3%@’ < %'4§ 3 .
Lettuce Small % ) @ @ X Q> © Hg@
2 x 1.6 L prod./ha |[omnivorous bird g\lﬁ No4.8 \1'6ﬂ E}%3 %'50 Q 32;%9 :
Lettuce Small © K\ N NS § D
1 x 1.6 L prod./ha |omnivorous bird @Q 0'[]% 6@ @ 9§5 §9 § 2 @ 9'% 3
Y

© . §]
R ¢ > & 0. & &«

For the 2 x 1.6 L prod./ha and ghe 1 .6 L I%d/ pph(@) @pota ] @etm&e the screening

level TER¢r is above the tr1 o6 of 5 %Ther@ere no furtherisk %@essrr@lt at Tier 1 is@equired. For the

4 x 1.6 L prod./ha and 3 X é@d /h @bph@zons fpotatoes t]@"E T% w the trigger of 5.
Th %
erefore, a risk assessment at Tier 1 1@equ1 @ S $ @X&
o O O & O
. & & < @ § §a 5 <
Tier 1 § S b\@ - © @@ & @
S \ $ ENERNN N
Table 10.1.1- b @t tl&g@)ng te@n re&soducﬁ;é ris@sess§ fogzpirds (fluopicolide)
\ Gert Gle £ & Yoo O 9 ECuo
Crop &@ 1c 0@ %, Q© | DDD | [mg a.s./ |TERvLr|Trigger
Applrate,| | Vg A
& & | [kg@s./h " A kg bw/d]

Potatoes ¢y[oma mgn@us %9 «y\t@v N S

BBCH 21-89 birdJdrk” S IRN 6@9 @ 053 | 127 | 322 | 253 | 5

4% 1.6 Lprodfh |(BBCH 1023902 O .

Potatoes Small @’mlv s %Y_,Q @39 @J
é@d /ha

BBCH 2 birdgJark” O.& J&9 | 2.0 10.53 | 1.16 322 279 5
3% 1.6 BCH 10@9) 2 RS

a) Cowgys all other rele&\n\t gen, focal@eme s &th 10@5 shortcut values

N (g @ )
@° @

The TERLr values caﬂ@ﬂa‘[ n thg@bn —te%n risk assessment exceed the a-priori-acceptability trigger
of 5 for all uatedhsce hus, t ng-term risk to birds can be considered as low and acceptable
without @d fo@ﬁﬁhe@more@ahstlc risk assessment.

@ %@
@@Qé ey

&
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Long-term risk assessment for birds drinking contaminated water from puddles

Table 10.1.1- 13:  Evaluation of potential concern for exposure of birds from drinking water (esca@

clause) Q\ @
N () S
E
ke |ia AT INOEL|  Ratio S AN
Crop Compound > PP [mg a.s./ | (ARt ~ fon@ion
[L/kg] | * MAF) No concer®
kg bw/d] |NO(A L9«
[g a.s./ha] é} < if rag\q N Q
\Z @ N&J
Potatoes T X
Fluopicolide | 267.7 4009 32.2 %.4 <@O DNo circer
(4% 1.6 Lprod./ha) | “OPIOT > \&© SR (@@‘ (01%;
) & S &
Potatoes Lo N N @
(3% 1.6 Lprod/ha) | WoPicolide | 2677 @’% of : g@ {5@3 @ 5%@ R m
&
N
Potatoes and lettuce L © o © &
(2 1.6 L prod./ha) Fluopicolide | 267. Z;x 20\@ @ 2iQ g@ @\ <50 @g
S
k Q,
@ N O LS 1O O oSS
Potatoes and lettuce Fluopicolide | 207.7 | % 100 & @2.2 v 3.@3\’ <5058 | No Goncern
(1 x 1.6 L prod./ha) O ES NS N ¥ S § &
a) Instead of the MAF, the number of ap}@atlol%was us%l asa v@st caltlpl@\tfor @ @)\? \\9
@ (SIS
S @ & Q S A

specific calculations of expdsure &hd TER are ess&ry wherg\the Kl o@fecnw@appllcanon rate (in
g/ha) to relevant endpoznt (in m&'kg bw/d) d no eed t exceea\ai 0i case of less sorptive
substances (Koc < 5QL/kghor 3 in the case mor&sorpt nce oc > 500 L/kg).” This
is the case for fluopi€olide. Ther %@)ng term rlsibéfor l@ds fro drmk&ﬁg water that may contain

residues from ﬂu@ 011@ S acee abl?& N

@)
According to the EFSA Gu%ance\Dozégﬁnt o, risk @sessn‘fent @%rd &d m mmals (2009) “no
0

@ @
@© @ @) é K\ § %
RISK ASS@SSME@ T Ol%‘\SEC@ND%{Y SON?&G é?(;w
Accor g@o the EFS @Q}D ances with &og % e potential for bioaccumulation and
shoul assessed he ras f &oma cattegn 1n aquatic terrestrial food chains.

The log Pow val of %oplc el N Sn@e the@g Poy does not exceed the trigger value of 3,
fluopicolide is deém @1& [& entl@to b@cumulate in animal tissues. No formal rlsk
0

assessment @ s 15 onlmg re{ ulr®
TS e
RISK A@ESSMEN@%OR@LQ T M]{ﬁB@ITES
VA%%S'[ case seree*ﬁazng le@ rlsg@sesnt \herblvorous bird exposure to plant metabolites can be
bas %

on the maxjmum RUDs @etermjined 2020 (M-686445-01-1, 10.1.1.2/01) for
M-01, M-02, &@O @ M-@'in foliage sémpled during the course of field residue or rotational crop
studies. For ¢hat sexeehingQevel risk assgysment, the maximum MAF for the uses under assessment is
set to be 4¢( l@@of applicati gns) an®no deposition factor is applied. The FIR/bw represents a small
omnivordls bir@sating oh}@ at a rate 0.5 times its own bodyweight each day. The toxicity endpoint
N\
is set af,one @1 o@e repr ductive risk assessment endpoint for the parent.

. @D ° . . .
@ggeenm@eve@sessment combines worst case elements in a risk-envelope. If needed, more
realisti

d crop-/use — specific input parameters can be included.
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Table 10.1.1- 14:

Risk envelope assessment for plant metabolites (birds)

Compound | GFS | FIR/bw PD RUDmax | AR | MAF | frwa | foer | DDD | NOAEL | TER
M-01 [ lark | 05 [25%foliage | 1714 |01 4 [053] 1 o018 | 322 [4¥7
M-02 lark 0.5 25% foliage 0.498 0.1 4 0.53 1 0.05 3.22 @ 61.0
M-04 | lark | 05 [ 25%foliage | 0.090 |01 4 [o053] 1 40.01 | 3.229[3389
M-05 | lark | 05 | 25%foliage | 0200 |01 ] 4 [o053 [ 19002 ] 32 [1519

O
%ﬁ O\Q Q, @ '24\9
& & &S L

CP 10.1.1.1 Acute oral toxicity < @Q %@ Q§ §

For animal welfare reasons, no acute oral toxicity-3 dy with th@rep ration %@ pgforme@ Suc

study is not deemed necessary, given the fact thagific formulateg prod was more téXic toggts thaw to

be expected based on its active substance content. N @ @\ % <
g o @ O S T
v @) @& @ S % &’
. v \@ R Q S @j @
CP10.L12  Higher tier data ofibirds™ . © @@ I s S8
@ ~ o %, Q
PN N S o

Data Point: KCP 10.4.Y.2/01 % Yy O L L9

Report Author: ﬂ e Y N ERNEE

Report Year: 2020y, vy L @ S O 0O

Report Title: Flaépicolide: Pla@netabovl(?{e residues fc@:ﬁ%rbl@rous bird and @ammal risk

a&éssn@t Qy %

Report No: @EnSa 2@0483% § N 7

Document No: M 6%445 -01-1 A A

Guideline(s) followed@v YA EQ&%uldaﬁée d ent’ﬁ;r blr@d mémmal 1‘1&( issessment and EFSA

study: 2019 Gi&eral rd@rringJySues fidecotoxicologys

Deviations from ¢ nt \wne D %, @U & @

test guideline: ¢ § \ N SN N @ O

Previous evalpition: ~& not p@wo %ubmﬁ;ed

S |x % K & & e

GLP/Officfally 2 not &Rgﬁcab G U@ @ Qr

recognjsed testing <) L ©\

facilitiey: @ @ { . S oo

Acceptablhty/Reh@ﬁy Wes NN

\)@" Y,
) N RS
@ XS & e

Executive sunmar{ @@ \°\ Q\ @\

In this d ent residue resulsfor lantfﬁleta@tes M-01 (AE C653711), M-02 (AE C657188),

Mo04 ( 657378) Q@M OQAE 1344122y of flwopicolide were compiled.

o . : . .
h realistic exposure concentrations for use in the risk

8bjective of thig con@%ﬁa‘ugn@’/as

asse\sment for herbivordiis blr@ and Therefore, only samples from leaves, shoots, or stalks
were conmder&@m order to tch dlet

n%egories in the generic focal species scenarios in the EFSA
GD 2009 %) dor ri %ses

nt oﬁblrd@n mammals.
For this ¢ plla‘a@n, al@
of the-gesid @ésen EF
repo&%d in eld@e idueo
P e T

&

14 EFSA 2009 Guidance document for bird and mammal risk assessment. doi:10.2903/sp.efsa.2019.EN-1673
15 EFSA 2019 General recurring issues in ecotoxicology. doi:10.2903/sp.efsa.2019.EN-1673

alla® plan@etabohsm studies were evaluated in order to define the nature
2019 ). For these metabolites, all measured residue concentrations
rotational crop studies were compiled to evaluate the level of the residue
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(sensu EFSA 2019). These measured residue concentrations were tabled in Excel spreadsheets, and the
corresponding residue per unit doses (RUDs) were calculated to normalize the residue concentrations
for the cumulative application rate applied prior to the measurement time point. Thus, the Ré@@s S
represent measured concentrations of the metabolite per kg applied of the parent. N @@

With that approach, plant metabolite concentrations can be estimated also for othgr (untested)gxposure
scenarios with the equation: @JQ & S

Crnetabolie [Mg metabolite/kg plant] = RUD x cumulative parent apphcatlon%te kg a.s. /h§ @Q\ 2

RS
Table 10.1.1.2-1:  Nature and quantity of the metabohte%&dues in ps for herblé%us@ and @
@

mammal risk assessment @
o LN

Nature of the residue <\"Level of the@%sm © &Q’
(metabolism studies) Q@ (field residue and@tanongcrog@ldles@ @

&
Metabolite Overall Maximum Concentration, H @gD &(i@y ]@1munk§’UD faund

%TRR | mg/kg | Comment © J @§’ 6@& §@ @y at & % o

&

M-01 87.5 2.170 Maxi Lﬁval e@’ & \%(m carrot&f)eave&)ﬁ @
AE C653711 from%?ergﬁ& § 59 95% as3d DAFA &
BAM ma{:@es &> 2N ean)j\ﬁ ﬁDéA Q

M-02 43.0 | 1.087 | MaximyghwaluesS 4@ 0, 4®(m %ota@%ave@)

AE C657188 @om sanie matriX 5 (@8 (99&perc, @))@ AFA

PCA _ 9 92 & (@ean) ALA>

M-04 59.3 0.87> | Maximuyga values g 1654 0.09@%1 @prln@heat stalks (r)

AE C657378 v «from different & | @ | 0.023 (904 perc, ) ¢ 3764 DAFA
Omatrigey @ 0.012 (fean) o | 3484 DALA

9

M-05 41.0 %.108% %mu R ue% 165 @%.2 0 (max) % %ﬂey green mat. (1)

AE 1344122 é% @ different °s | 0.089°(90%perc.) - 2d DAFA

Plx @ \qnatrigedy @ & | 0,020 (méah) | 257d DALA

M-06 @ @\068§\ %aMumq@lues JO 0 oo gcom%g@l here because M-06 is not
rglev

AE C643890 | O from diffgrent & D congiddred ant for risk assessment
B o |mire” o B[S

M-09 105 | 0052 @ Maximum x§ues @ No dat mpiled here because M-09 is not

AE BIOZ&% o @9 ffere ﬁ@onsxd ed relevant for risk assessment

matrices. %,

(d) direct overspray @% &\ % I@FA s af@g first a@hcatlon

(r) rotational crop %DAL ays afler lastapplication

RUD: based on to@a@ app, of t@parane g. @ppll@ns with 100 g a.s./ha each = 400 g/ha total

rate). The RUD@ expr@ d1 taboﬁﬁé equ ents@

No resi(@ata are congp 1led 0@%?\10 erlmﬁntal toxicity data are available for M-06. However,
M-06 is‘structurally ¥ y simi t%he pa ﬂu@cohde being a hydroxylation product (at position 3
of the, phenyl ring),”> whighhis_ g@ieral red as detoxification reaction. Therefore, M-06 is
considered to be equally‘r les@xm co par to fluopicolide. This assumption is substantiated by the
results of the QAR analys1 Furt e rotational crop studies (M-623459-02-1, M-679637-01-
1 and M-679652-01=}) ‘shogethat %byere i negligible exposure potential, given that the residue of M-06
are <LO .lezg\}g/k ithinsbarley@rain and maize fractions). M-06 is therefore not considered to
be a rele olitéfor t@isk assessment.

No re§§due daty are@npl ﬁere for M-09. M-09 is more acutely toxic than fluopicolide (the LDs, for
M mg/l@’ ile the corresponding value for fluopicolide is >2000 mg/kg bw). While this

at @)otentlal hazard the actual exposure expected from M-09 is negligible, as all of the rotational
crop s@%es presented within section MCA 6.6.2 (covering matrices of barley green material, carrot
leaves, lettuce, maize green material) show that residues of M-09 do not exceed the LOQ (0.01 mg/kg
in all of the tested crop fractions) for any of the tested plant-back scenarios. For this reason, metabolite
M-09 is not considered to be relevant for inclusion within the risk assessment.
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I. MATERIAL AND METHODS:

For compilation of the measured residue levels in the field and rotational crop studies, the finding re S

tabled to document the input data for calculating the specific RUD for each data point. The CQ cte
information consisted of the trial ID, the application scenario, and the measgged residue @e‘ e@h
timepoint where foliage samples were taken for chemical analysis. @J@

Where residues were < LOQ, a value of 0.5 x LOQ was included for use n%he descr1pt1@§tatr$

Afterwards the results were ranked in decreasing order @he RUDs, %:?ﬁcﬂltate thNﬁen@atlo n(\
the trial conditions that resulted in the highest measured RUDs e. e spemﬁc hl@@ﬂ
residues were determined, and the time span betweel@appllcatlon a&@re&due meﬁurem

Descriptive statistics (number of data points, m@um RUD, 9@’ pe@géntﬂ@RUD and me% RLLB
were calculated for each of the four plant metab w\? @

A plot was generated presenting each of the %dividé? me %hte %D th§x1s versus, the time
since first application on the x-axis, visualigi %ng th%@mp@ pro@ of the meg li eé@nce tion& o
@
\\ (S &% O = §
1L, @sq@m A Yg@lscﬁ‘ssm NO' (O § SRS
N O
O Ty S § %
M-01 (AE C653711,BAM) Q @ > @ ©© 0\%
The maximum residues of @l w&% foun@ln e§ot &’Ves ‘Q% day@afte@a s1e pre-planting
application, with a RUDpax & 7% mg @bol&e per @%ﬁkg of p: ent a@hed@
The 90* percentile RUD Was foufrd at 9, the @ean %LID was 01@1 4@)
The data used for thes&calcu@%nk @prese@ed 11#’})pen@x 1 the {&port @

@
The distribution ot@e RIiDs n @Va gated trf§ 1ent@ in the@gure %elow

‘”\9 @
QO \ O @ @ o

RUD for M- O@E C711 @AM) éﬁeld‘&emdu@’ rot&@nal § stu@?sﬂ
2 k)
: @% 0? @ @ 7

S
AS 0 @ \§ O
o g & Sy S,
T 1600 @)@ S\ @ w, %@’ S
g Q @ @@ N @ @
S 1400 @O g Q O @
© Q O © \\ N @\ &
4 12 O © %’Q & @ ®
£ 3@3 2 QQ © @ "\%
s N @
& %,0.800 § S @ @§ N
g & o &
T 0600 N
= @ & @ A
£ oonogy ARG T
Q N ° ° @e é .
Z2 020 Q@ % ® e % o®
@) 0.0 ‘n , o & ﬁ'
oo e o UPADe Lo
SAICSEET N 200 300 400 500 600
$ > X
Q é@ @ Days after first application

7o



B Page 32 0f 299

BAYER ) ) -2020-08-1 1

E Document MCP — Section 10: Ecotoxicological studies

R Fluopicolide + Propamocarb-hydrochloride SC 687.5
M-02 (AE C657188, PCA)

The maximum residues of M-02 were found in directly treated potato leaves 25 days after the last of 4
spray applications (72 days after the first of these applications), with a RUDmax of 0.498 mg me a@ite @@

per 1 kg of parent applied. @\ >
The 90" percentile RUD was found at 0.038 and the mean RUD was 0.022 (n@ 9). &@ @@
The data used for these calculations is presented in Appendix 2 of the report.@ @ %
The distribution of the RUDs in all evaluated trials is pre@ted in the ﬁgﬁve below. \@ é\a
e @ ¢ S @ @
A
RUD for M-02 (AE C657188, PCA) in field residue or r@tional crop studies v Q Q N
© v @
h & Q& @
M-02 Y D N @ D RS
0.600 S 9 Sy $ [ >

7 2 IS S & ¢

2 0500 e O 5 OO w §

g ® RN IR N RN S i S

- LS s 0 & o

¢ 0400 O 5. & TS S @ &

o ST S & g &

s Vg o & & 9.0 U ~

g 0N e @ X W S w @ (S S«

o SR AR o

o o < $ 2 o

T 0200 @ LN $) @x [0 S %

= o QO N < Q  x

= o I I S S

DS: 0100 @ x, @@ & (OEES) Q& \@

600
o Sngmgann
2 A @ -\
N ) > @ e
S FEE &S

- N . INS
M-04 (AE C6573® & é\g XS T&9\ N S
The maximum rgﬁue%f M- were@mn%@f spring whedt stalks as succeeding crop in a rotational
crop study 318 days theJast ofé@pra@appli 10ns@§ 6 days after the first of these applications),
with a RUDs@yof 0. méﬁeta\‘t‘i@di‘ce per 1 k; par&t applied.
The 90t‘@entile RU@D) was d a3 4ad th&%ean RUD was 0.012 (n=169).
The datasused for ﬂ@ calx%ion{is prgz}§e§i@Appendix 3 of the report.

No, e . N .
Thexdistribution of the R@s 11@%@]eva@ted@ls is presented in the figure below.

@° RN
@@k@é\@@
O N 9
> O o
A
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RUD for M-04 (AE C657378) in field residue or rotational crop studies

M-04 o
& &
0.1 @ Q\ 93
T 0.09 Y @J@ &@ @@
§ 0.08 PP S @
R S
S;, 0.06 N\ @ g}” N @ @
)
X Q @ S X S
§ 005 @ o S NQ SEIRS)
> @ $ Q @© @g}
& o004 ° Q o & & &
3 ¢ @,2@ N @ R . © & @
@ 0.03 ® o ° S & 6\ . S
c oo We ogd® b o~ & & N
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M-05 (AE 1344122, P1x) *v N < @§ @ N &

A Y
o\ @
The maximum residues (@4—0 v@ere f@%d id\barle greer@materi%ﬁs s{j@ee i crop in a rotational
crop study 108 days after a si presplanting apgzztigr@wit RUDax of 0 mg metabolite per

1 kg of parent applied> @ @7& @ § W Q) o &\

The 90" percentil@@%D@as f@% at x{zﬁﬁ\SO,\a d th}e@?an &gb Vé}s O.(@n=165).
N
The data use éﬁ the&&alcblé}lon%s pres@\ed Qﬁ&\pp%dlx 4 §the réport.

The distrib%ion of the RUDs in &l eva%i%ed g{?s is @sente@in tl@%gure below.
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RUD for M-05 (AE 1344122, P1x) in field residue or rotational crop studies

M-05 @

0.250 @\ §
T Qb NG
%_ 0.200 ® © S @Q
: © < 8 és@
S 0150 N @ S ©\ 20\9@ @
; o ‘e @ ©Q %@ > N ©
. @ & o7 R S &
g 0100 R o @ & <
he) 2 o N O o @
3 o o % % N & D LSS
= 0050 ® 0 @ @% AR S IS T
=) : t Q S v @
2 o§ o :Q& i@%Q@. & S ) @% @K

[ ]
0.000 =S e o & M SO M.
0 100 z ég %@ Q{&@ %© 508" @ 00 é\’ ©§
@ays ea%er firﬁé?ppli@ét%n @ § S &
& S & O
2, ©© S ° O N

© O
og SERCERS

& Conérusion? o % & S
v 0

The samples evaluated in_ this d mer@%?lere @)m fiéhd studi%s &@wem%%kenf@fter different time
points following different dpplication séguencss’of fh%opic@e ondiffe }@cm@e.g., potato, barley,
lettuce, spinach and lf;glf). Resgidues ipythe fabage é@ucge@mg %rops were als@lcluded (e.g., carrots,
winter wheat, spring ®heat, faba l@m an@cabb@). These diffetent &nts %}considered as surrogate

for unspecified grdsSes and weeds thdtCherbivo oug@rds mammalsmay eat when foraging in
agricultural ﬁel@w‘[ %@[reag%} with%ﬂuol{%lideé\ @gﬁ @& %@q@}n

The residue cenn@t?%ns Were re&ed t&fégﬁe ti@ betycen t@s‘t @plication and the sampling time
point, in orégr to ac&unt for the &yme span overwhiclgthe metabolitecould be formed prior to reaching
the measuxed concentraifen. @ is c@ one 0 the@ossiem&@i relations between the application
sequenég@and the sangpling seguence) but ensideted suitable, féPthe current purpose, i.e. to visualize
the temporal profi the@tab@ﬁe com® ntr&t%ns. & QO

In order to acco@?for ctikbe dif@%nt \ligat@@ ra s@tpg in different application sequences in the
data set, the regidues i@ch@%lpole@e no@alis@r thggotal application rate applied in the respective
field trial priép to taking san@@%, reing fg@l\\the spscalled RUD (residue-per-unit dose). This RUD
is used inird and mamrral rigl asse§smentdp estaBlish the expected residue concentration C of an
active syf8tance (in m&as/k hen Bultipfed W@?the application rate AR in [kg as/ha]: AR x RUD
= C. Here this Con@@t is appliedsfor thedmetapSlites of fluopicolide: the product of the RUD for the
me&%lite with thé‘application r{@ﬁ of' t %ara@s the expected residue concentration of that metabolite
and can be used in the T@Q-c&l@ﬂati@l toge&@r with the toxicity endpoint of that metabolite.

Based on th %Vaila&@ in atie§ the rr%ximum RUDs of M-01, M-04 and M-05 are found after
uptake fron@il ysuce ing crops. @ d maximum measured RUD for M-02 was found in the foliage
of the dir@%ﬂy S@ed plants, which are therefore protective for metabolite concentrations in succeeding
plants z;@’h resigues from sailuptake.

. O | wy . :
Wlt®ega 0 th@§am" ctabolites M-01 and M-02, the available data set contains nearly 500 data
po%ts at ﬁrent time points after application, so that the information can be considered as appropriate
to esta@h realistic worst case RUDs for these metabolites for use in bird and mammal risk assessments.
Less data points are available for M-03 and M-05 but these confirm the level of residues to be
considerably lower for these metabolites.
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The maximum RUD for M-01 from 479 measurements is 1.714 (90% percentile 0.159).
The maximum RUD for M-02 from 479 measurements is 0.498 (90™ percentile 0.038). .
The maximum RUD for M-04 from 165 measurements is 0.090 (902 percentile 0.023). . @
The maximum RUD for M-05 from 165 measurements is 0.200 (90® percentile§,050). @®\

The maximum RUDs for M-01 and M-02 are more than a factor of 10 hlghefzgan their 1e51§ct1ye

RUD in the risk assessment for herbivorous birds and m@mls would répresent a ve orss c%e

S

percentile RUDs. The ratio for M-04 and M-05 is lower, but still a factor of about 4. Usm S ma@nun@

Q§©

should therefore be considered as conservative, and to a t for a.ny aining un ove
comprehensiveness of the underlying data set. N @ @
@ & @© @
S) R &’ & & &
@ R . © @
QL N N D
Assessment and conclusion by am)llcantsx &’ KN i S N v

o S
The study is reliable and can be used in ®sk g‘ssm@t U@ @zﬂm@m RUD indhe risk,
assessment for herbivorous birds and m%nma]@wo d@epreseut a yery warst cas@The m@n

RUDs for M-01 and M-02 are more a £actor of T0 higher eir®speetive 90™ per e
RUDs. The ratio for M-04 and M- is Jower, Q@ sﬂlk‘%b factdDof akout 4 @mg 90t
percentile instead of the maximugywo e p@cncm les@) eéwétm“@ m@ moge typical
and representative. N N YN K MR LS
i ) )
KA e N
NN S &l ©

33”\9 o
F TS e g %0 <
&  .§ % Y @
SO RPN O e & D
O\ & \\Q@@
o O SRS S o
> & o O N
N s S SR
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CP10.1.2 Effects on terrestrial vertebrates other than birds
Table 10.1.2- 1: Endpoints used in risk assessment
Test substance BEX Species |Endpoint
assessment
Acute Rat LDso
Fluopicolide
Long-term |Rabbit |NOAEL
Acute Rat LDsg S
Q)
M-01 (AE oy
C653711, BAM) W\ﬁ o\@
N
Long-term  [Rat §OA§§L Lz
Q >
QY & . &
& S
Ve © & & 9 ©QE Scientific Report
Acute R& (Do O S1330 fkedr & %O PR
Propamocarb- o f@ < & . %
hydrochloride & Q @v % AN °\ @
Pk ; ¢§\ &, > ; Qe Scientific Report
Long irx} @ @%o @a\ 6@ 10@4 @kg (ili\:%ay Re |@ope) 7. 1-80
@ & O O &
Fluopicolide+ @ & %’ N N 3@ @
@ : , X0425 g totaka.s./kgD
Propamocarb- ite %ﬁb PDs@( B @ O |Table10.1.2-7
hydrochloride @ @ ' LV LN § v
4 Q &

Endpoints in bol%ons@ed refgyant f%nsk asse%mmt 7 Q Q %@

. > ©
N oy @’ & o & 5@7
Metabﬁtes of ﬂuo%@ohdg % @@“ \© R
N

(AE C653711), M-02 3?% -05 (AE 1344122), M-06 (AE C643890)
and M-09 ( Qof b @)% TRR or > 0.05 mg/kg. It should be noted the
maximum overall concel %eacl etab@g}e either as %TRR or as mg/kg did not typically come
from the e matrix %mple orgiicase s@eel level long-term risk assessment for mammals is
presentédrin Table 1Q172- 18%0r M-01, 2 4 and M-05, based on field residue and rotational
crop\g\gjrudles eval %d 0.1. @7’01 @’ quaafi ative risk assessment for M-06 and M-09 is not
conducted since tllelr res es @the fickd res ¢ and rotational crop studies were < LOQ.

The screenin l@el r ass ent@@l M-@ (AE C653711. BAM) is conducted with the NOAEL from
the rat 1cp1 ctl nducted wigh this metabolite. For M-02. M-04 and M-05. the screening
level risk Q ss 1t 1=s du withhe worst-case NOAEL = 2 mg/kg bw/d (parent NOAEL / 10),
alﬂlou% ere dze toxicel ogi rudles with them confirming that they are not 10x more toxic than the
parems@ eas fer abj,\é@ 1.2.2-3 in MCA).

A@ute ﬂ@@ ass@éme@ls not conducted since this is considered to be covered by the worst-case
SCr en@@evel long-term risk assessment.

As presented in th@seé@n “de the @1d11f:@'01 Ti ssessment” the plant metabolites M-01
1 88
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Table 10.1.2- 2:

Relevant indicator species for screening risk assessment

Shortcut value (SV)
Crop Indicator species Acute RA Long- termé@ ©©
based on RUDyy | based on NJDm g
. ©
Potatoes Small herbivorous mammal 118.4 U @J@ i K\Q
Leafy vegetables (lettuce) Small herbivorous mammal 136<l @72.3@ L
= S 2
% o\ Q, '24\9
Table 10.1.2- 3: Relevant generic focal species for ﬁrstY‘er risk asse @ent @Q N ?”\g@ &
5 Q & & O
%@ @% QShort&@ valyeﬁV) <O @
Crop Generic focal species Qo?(b A®iite RAR Qongeterm Ry
. 01 based on RED9 ) baséibon l&ﬁm
Small insectivorous mammal @rew’@ o S S
@) (G IS
BBCH > 20 \@ Q S A @) @ é
Ergeélthir;E)vorous mam v f& N @ &% 40 §© N 217 §
{% iﬁ'\ @ o ) @iz\ OQ QN (@)
Large herbivorous r@ maK gom@aph @ G §*’ @ %3
Potatoes BBCH 1040 @ €y & 2
BBCH 21-89 « SN OO N
I};ggﬁ;{ hirzévorOMan@al l@%mor@ (TS @@) “ 43
\@ R @Q & S
Small omnﬁ@rou&mammé ;ﬁ mouge” g ° ©
@ S 17. 7.8
BBCH 16,39 O QA D
Small O%nlva%us mammal s g\z § 23
BBCH > 40 ik |
3 a@% @w B
1 1nsect1vor§ mi 1“s @ @
7. 4.2
é CH@—D% L9 M &
@@ Si@iﬁév rou&@amm@ shre& @ §§ “\\5 4 19
Leafy vegetables Small herbwor({‘?@ ma al « f? @’(\ © y\?@
(lettuce) . BBCHH0 niipal “fe @ | @ 1364 723
BBCH }&49 x> < S
Lar@ her{@ous mamm@“lagm@rph” N
35.1 14.3
easdiy @ . w\, (&
@Cgmal %nz)mv ma} @ use ©© 172 73
Q' |Sindll i ivorods marmal “sfhirew”
. BBCH@ Q Q“ RS 54 19
”
Leafy v @ables Smal@h:gzzgous m%pnma@ole:@ 136.4 773
(lcttues) Far 11 h”
BRGH 41-49 L ge %?wo@%s mam@a @morp 35.1 143
sea
&
&@ ;%1% om ro@mma‘@mouse 172 78
& |BBCH 469 @ ' '
@) A
¢ & TS
SRS
S G
¢ g v
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ACUTE DIETARY RISK ASSESSMENT

Screening step

& e
Table 10.1.2- 4: Screening acute risk assessment for mammals (fluopicolide)Qy S O\@
D
BN
DDD ©
Q *> LDso ~ e < &
Crop Indicator species | APPl. rate \@I DDD @[mg a.s./kg M}TE%\ Trigger
[kg SV90 AF9 <§ bwl QS é\a
a.s./ha] oD & N Q o
Potatoes Small herbivorous R . ~ Y
4 x 1.6 L prod./ha mammal 0.1 0@8'4 18 2131 @@) ~ 5@ §234@6 “f@
Potatoes Small herbivorous o S ARSI
3 x 1.6 L prod./ha mammal 0'% lé@ ?ij? %g%ﬂ @&500@%@ 5%3'9 X%IO
Potatoes Small herbivorous N ~ Q HIPEN
2 x 1.6 L prod./ha mammal j\j%l ’ @18'4\ L. % %63& >§)O ” 30@
Potatoes Small herbivorous (&~ . 9 S ~ Q
D 480 [1184] ¢, 50 <3223 (9 10
1 x 1.6 L prod./ha mammal @<2 ng &8 § %7% - @ \g@ @ &
Lettuce Small herbivo@us O N L
2x1.6Lprod/ha  |mammal 9 O'Im@ 13@@’ 1@ 19'&@ Q&OO@@ 2408 10
& ) 5N
Lettuce Small hergivorotis| & ~ © S
1 x 1.6 L prod./ha mammafy & é@ 4 1@84@\ 1.0 &@&6? %@ > 56%00 3666 10
@ <
Table 10.1.2- 5: Sc eenlng @te rigk asse: ent man@lals (guopéio%e + @pamocarb-
N AN
h ochl®1de)©?§g ] @ S %, o N
T8 TE Do EAFNNC.
Crop @) @catorﬁpem& AppRrat D 30 mix TERa | Trigger
Q pppyrate %V AF "fmg a.s./kg bw]
> & .0 [kg./hal c}" 9‘3@4 S @
Potatoes ¢ Small herbivétous N 53 y
4x 1.2\1"  ha %ﬁ al@% K@% 11O @;@18.4 Q@ \%3@’43 > 1425 >6.1| 10
Potatoés o|Sthalld vorous SN o
S 16 Lprod/ha vamig] | oo NN L84 | 160P0sIE 2145|268 10
N U
Potatoes Sl herlf¥brougt L 484 & [1s234 s |78 10
2 x1.6 L prod./ha @&nma@ < A ) o)
Potatoes QO 63 s%@rbl rous | N N
1 16 L prod.ha o é I 1.1@@ 11@ 13024  >1425  [>109| 10
Lettuce ’ Strall he«@voroug
2 1.6 L'prod./ha ammal N @‘§ ) 31?36 4| 1.4 |210.06 > 1425 >6.8 10
Y O
Lettuge Smaftherbivorous 0 (364 | 1o [150.04] > 1425 |>95]| 10
1><16Lpr0d/k}a7% mammal @ &
LT R

For fluopi @de t@’l’ ERais aboy

requlred® flu
of 10 eref
fort

CO

a, 37
ﬁg‘z L@d /ha and t@l

R

lld@ For

e thgger of 10. Therefore, no further risk assessment at Tier 1 is
opicolide + propamocarb-hydrochloride the TER4 is below the trigger

assegsment at Tier 1 is required for fluopicolide + propamocarb-hydrochloride

x 1.6 L prod./ha and 2 % 1.6 L prod./ha applications in potatoes and for the
x 1.6 L prod./ha applications in lettuce.
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Tier 1

Table 10.1.2- 6:

First-tier acute risk assessment for mammals (fluopicolide + propamocarb-

hydrochloride) S
. DDD & «f &
Crop Generic focal ool rat DDD 0Pso T@A sigger
species ppl. rate [mg\a.s./kg bw]
P [kg a.s./ha]| SV [MAFw it CONN >N
Potatoes Small herbivorous ‘U 27} Q N @
BBCH 21-89 mammal “vole” 1.1 409 P 1.8 | 81.0 >1425 @ |> K 19
4% 1.6Lprod/ha |BBCH> 209 & R N |1 QS
Potatoes Small herbivorous % Q ° S & ) 9
BBCH 21-89 mammal “vole” 1.1 Q 40.9 Loy 720% > @25 \© > 198 @
3x 1.6 Lprod/ha [BBCH>20? . cel IS v LS
Potatoes Small herbivorous Q @ ) S b@ @ d A
BBCH 21-89 mammal “vole” %l &’0.9 Q1.4 3.0 >1425 2@ 16
2x 1.6 Lprod./ha |[BBCH > 20 ® SO NN
Small herbivorous |@)° .8 Ol L )
mammal “vole” ©<2 @iﬁ @6.4 @.4 %}0.1 §9 > ]@ﬁ é 6.8 © 10
Leafy vegetables |[BBCH40-49 < v v b N g’&®
BBCH 41-49 Large herbivor(%egs & © S NERS Q @) N
2 X 16 L prod./ha mammal % @ @ ﬁ@ @ A@©>
“ 1@ 1 B | J4 |t > 1 Q> 264| 10
lagomo All % < g &)
season “) A& \Q @% @ RNEE % 2
Smaf@erbiv rous |9 § & Q| $ y\’
mammal @ﬁ‘* g 1@ |[f%4] Q0 [s00] V1 >9.5 | 10
Leafy vegetables HA4049 | g, D A S
BBCH 13-49  {ffrge @rblvo@s < Y QY @
s Ve |s | L
1 x 1.6 L prod./haSima N e 9 ©
©© « > All % 351 | 0 386 k> > 1425 >369| 10
(S son “)Ié g E} St @
C Il levant focd?® th1 h t@ﬂ I
a) Covers al @er relevan ggnﬁerlc o?co\g pe@l @r ] g val 1@5 \@
The T@RA values cal@ﬂlata,d @the acute r@l@ asw@ment%emeeg e a-priori-acceptability trigger of 10
for all evaluated suregscen , gx@pt f@(, he eric fcal species small herbivorous mammal

opicplide + propamocarb-hydrochloride. This
of propamocarb-hydrochloride to the LDsg

“vole” in leafy %%eta es w gthe 50 (&@)
failure to reac A of uti
(mix). A moa@ detai tlorfﬁ\s pro

@ @
<) N @% 2 %
& o\@ NN
Confbjned toxicity risk @ssm@lt @& \©
RS

Accordlng to (@grent re@ulr &nts
additional asse@smer%@n c

For the as

assessm Th

SAGD

ge n%t section on the combined toxicity assessment.

@yhen @ product contains more than one active substance, an
meg@xwltﬁlsk of the product has to be done.

ment Of acyie effegts (mlty) a surrogate LDsomix can be calculated for the mixture risk
indicates that the following equation should be used for deriving a

surrogi@LD fm%mlxt@c of active substances with known toxicity assuming dose additivity:

Lﬁo @ (

where:

X@s

LD50 as.,; )

.
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X (a.s.i)
LDso (a.s.i)

= fraction of active substance (i) in the formulation mixture

= acute toxicity for the active substance (i)

fluopicolide/L prod. and 625 g propamocarb-hydrochloride/L prod., making

The active substance content of the formulation FLC+PCH SC 687.5 addressed this dossw@b
5@ total of 68
product.

The table below shows the calculation of the predicted
hydrochloride when mixed in these proportions (step 1 i

s0 (Mix) o
ppendlx B

@wohde aﬁd pro %oc @y

EFSA GD @09) @
< S &
@ R ©

Mammalian LDso (mix) for fluo lide and pro%mo@’b h@ochl ide Whg &
combined as FLC+PCH SC 6 (step 1 in @pengh@ of E 009% @@

N 9D N % @;mpaﬁocarb-
@ .
> Fliopicoflle 17 yyaeochloride -
S s 88
R Q@ K%»0909@ ;}9
{ >S90

O

& @

N o 9 0%@%18%@ S
CARNAY

Table 10.1.2- 7:

Content of a.s. in product [g a.s./L prod.]

Fraction in the a.s. mixture

LDso of a.s. [mg a.s./kg bw]

Fraction / LDsg

@, o
N @

1/sum = predicted LDso (mi%[mg t%%L a.s./é%w] @
O\ &

comﬂ@ls the@low) @te al

form@ted ﬁ%duct C@%ﬁ

Sum

It is obvious from t toxi@ty oéhe a@ive substances, and their

Q§©

relative proportio & %@ 687 5, thatgpropamocarb has a tox per
fraction of > 90° nd §Q cle@l‘y drlves th&%sk aisessme@ §

S @@ o O ¥ o ©© S o
Table 10.1.298: Ma mallang\f@x @racu@\’ for @C+@H SG%M.S (step 1 in EFSA GD 2009,

QY Ap@?ldlx (@ ©© < o
N A e R |

Content of a.s. in prodd@ a. s@pro%i@’ (m\ 6§ @§ 625 687.5
Fraction in th‘@ s. mikture hv \O\ f§ <§§(>)909 @ 0.9091 1
LDso of a6 bmg a.s./kg by R >1330 >1425
Tox per fraction & | e s%006 1463 56463
Coﬁtg%utlon to predti%ied t@ﬁ?ﬁtyf\ug R @W@B % 97 %

oy & &
F luoplcoh on %tes % to 1’1’11 ¢ toxicity, while propamocarb-hydrochloride has 97 % impact

on the

st sured toxici

mgu dX1 c1ty
perfor ford; opa ocar

@%09 r@mﬁ§1 s as next step (2a and 2b in Appendix B) to check the predicted toxicity

from LDsg studies conducted with the formulation.

©
Accor to EFSA GD 2009 the following equation should be used for the comparison:

onse@ently, accordmg to EFSA GD (2009) the acute risk assessment can be
drochlorlde only.

7o
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X@si) 1
- LDso(a. S.. ) LDso(miX)
s
With: 06@ ~
X(a.s.i) = fraction of active substance [i] in the mixture S @Q
LDso(a.s.i) = acute toxicity value for active substance [i] @JQ & @®
LDso(mix) = measured acute toxicity value for the mixture % § X %
. 9
% N
X 0 090Y® 09 & S >
Left side of the equation: @s.) = : + = = 07 N é\” &
: . LD50(a'S'i-) 5000f(§§>g a.s 14‘@%g a.S @ @ @ (ix
! %W XKg b%o @ % O &@
o | 1 v & %3@ v @\© : §
Right side of the equation: LDy (mix) 1@ mg@otalg\s % 0% @@ . S % o
A\ veo Q Q @7 N
LN \ > ) § @
PN R SN SRR
0.00070 < 0.00064 Q QE% éﬁ Q\ é\a @ <
RN N S

A greater value on the left side lee e atlomgldlca@ tha@e me@ure&@m of a ermulatlon is
lower than predicted from the @1C1ty%i the 1@1V1d@§ con@onen@m su (§ the use of LDso for
formulation is recommended>or the firs@tier assessment. @Veve@ as %ready @iscussed above,
propamocarb-hydrochlon% was arly é@n‘uﬁ@b as th@fisk dI’lVeI‘Q @ &
S 3
The acute Tier 1 risk &sessm@ w1th@the LB»o mlx&ﬂ%@mg/kg bw is cond@d in Table 10.1.2- 6,
triggering a refined ssméht f scepario malia\&rblw@)us @mma&s\(voles)
Since propamocar dr&hlogd@y‘ the'gisk driver h@t is @pro&late to@ocus the refined assessment
. \ \
on this compoué@ @\ & « \ \ @ @ §
A refined asse memﬁf the@cute org LD@\end&b t fo@ropat@carb@%ydrochlorlde has been submitted
in the AIRO MCA and%the s@—th clock & mis$ion (BFSA @quests 66/67) for propamocarb-
i S A
hydroc de (see be Q‘f foor her 0rmat10n)©© § @
° A

Based on that refi ent the L 1s a Qsed 233 1nstead of > 1330 mg/kg bw (the value
used in Table 1 $§)cal te t LDs&mlx) 1th th Dso of 2334 mg/kg bw for propamocarb-
hydrochlorideggn LD@%lx o@ 45338 cal@ated@ ﬂu@@acohde + propamocarb-hydrochloride (Table
10.1.2-9). © ©© \\ Q\ @\ >

L % 9 9

o &
Table 1@- 9: Refined m&mallan I_% ml@or when combined as FLC+PCH SC 687.5 (step 1 in

@pen&%ls ?f@‘SAm 2009)

B © @59 & @© Fluopicolide Propamocart
Content of a@n pr&d,?t [g@/L pri%.] @@ 62.5 625
Fraction irfhe a @%ixtu@w S 0.0909 0.9091
LDso cx{}s (s kghw] [ © >5000 2334
ation/ 18 O O 0.000018 0.0003895
Sum (@ 0.000408
1/sum = predicted LDso (mix) [mg total a.s./kg bw] >2453
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With the LDso mix of > 2453 for fluopicolide + propamocarb-hydrochloride, the refined TER4 for the
vole scenarios also exceed the trigger, indicating acceptable risk also for voles (Table 10.1.2-10).

Table 10.1.2- 10:  Refined acute risk assessment for mammals (fluopicolide + propamocarb- o\@ >
hydrochloride) @ @
A @~ &,
Generic focal DDD \Q
eneric foca 50 mix
Crop . Appl. rat DDD @(A %@’gger >
species ppl. rate [ s./kg bw],
i [kg a.s./ha] SVoo %DAF% %%' g . N
Leafy vegetables  [Small herbivorous @Q @@ Q O
BBCH 41-49 mammal “vole” 1.1 13%4 1.4 | 21097 > 2453 @.7 @()
2% 1.6 L prod./ha |BBCH 40-49 @ S KS O g
Leafy vegetables Small herbivorous Q@ S@ Q @
BBCH 13-49 mammal “vole” 1.1 136.4 | 105 150Q, @24536\ > 9@@4
1 x 1.6 L prod./ha [BBCH 40-49 % 9| V| NS
%, @ @ @U @’ § S
% 4 © & ¢
Refined assessment of the acute oralglso eﬁdpom@&)r p&@am‘cﬁb@m@ond& §
N\

s mentioned above, a refine €ss of “the acute o in praamocarb-
As mentioned ab fined AosSssfent of Gh <§t @r t b
hydrochloride has been submltte@ the ewal groces M@S a@he Qiﬁp-the -clock
submission (EFSA requests 66@) fog@%bpan%arb@dro d@ @ (&

<

The table below was submitted Wlt:che

%@ M , for pz@pamoé&lrb@g?

ochféeride %ﬂ shows the acute

oral toxicity data for mamf@als:
Y X oo v S
S @ o S
%G 9 o . N
Table 10.1.2- 11: @@ve ors@ox@ datafor m a§able & 8.1&1-1 in the AIR MCA for
opamocarb droé@i}ride @
SR by 9 &\
Test species ;{\@%t deg@n A Ecq@xico @dcal eng}oint N % Reference
@ 2 53 ‘H/ko 7
@} @Q y\g L[Q ) male (BRSA o)(l@ ©@928| 1@ P("H/ko bW (1982)
@ lm @\ @" 29% @&?g P(H kg bW M-157621-01—1
S @’ Sor S KCA 52,103
&@ @ & [LDsoYemale ]Q 2006Q) %{330"" ©" mg PCH/kg bw BCS B
Q) O s e R\ « 2000K>  mgPCH/kg bw ’
NA S
\ Q 00
@? KN ég N %@’ S ‘ (1995)
Rat 2 é@' Sin? s Q44> mg PCH/kg bw [M=310337-01-1
peue S Eg@(e o C?) ®2032>  mg PCH/kg bw |KCA 5.2.1/01
GO 0 AT b AGR
S\ S Sl N (2001)
@’ AcuteS ] Ql & @\ >3400° mgPCH/kg bw [M-205214-01-1
N RUKN Lé’“ N KCA 5.2.1/02
PSR G S BCS
© S
@° &k @ & (2008)
Rat gAcutegral Lg@o N >5000¢  mgPCH/kg bw [M-480178-01-2
& S R KCA 8.1.2.1/01
@& @j @U D50 mate (EFsA 2006) 1762._255 mg PCH/kg bw
& b@ % ©© LD50 mate 2650° mg PCH/kg bw (1982)
S ISR A89469
M& @@ ALL@ OI‘@ LDs() female (EFSA 2006) 18()2\ mg PCH/kg bw |M-164833-01-1
§ LD50 female 2800° mg PCH/kg bw |KCA 5.2.1/04
BCS
LDso (geometric mean) 2724 mg PCH/kg bw
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Test species | Test design Ecotoxicological endpoint Reference
Overall calculated
“acute LDso go@igan”
value . &n QS
- Acute, oral LDso 2334 mg PCH/k%w underlined& LDs§
S values frd Tat
3 mice d%ta) ~Syee
t t
A\ Jus ificx 10m®0 b
Bold letters: Values considered relevant for risk assessment @ {N %\ °\ é\g
* Endpoint listed in EFSA Scientific Report 78 (2006) X @ @@ @ %@

! dose-response study where rats were used with 6 doses of Prevgghr N covering aggge of 1300 — 6 mg@ bw @Qrevrcﬁk
N contained 66.5% of Propamocarb-HCI (SN 66752); The lg%so values in thlsQudy e02900 1n mal
mg/kg bw in females. In the past, however, these values erroneously gorrected fact@of 668.%, res&rg
in LDso values of 1928.5 and 1330 mg/kg bw for males ant females, respéggively cl@%}ng tgpdeter an L%o valus@gher
than 1330 mg/kg bw used in the risk assessment. As%tated in e Koj 1@ Reeport %@,e rat b valifes repreSent dose
levels as active ingredient, so that the LDso values to®2 us @t eco colog%re 2$nd 260 mg/ke bw f ales and
females, respectively; a geometric mean cannot bg used %ause thgre is Q ear in atlo@of a diffy ence@' ens@aty
between sexes (refer EFSA Guidance Document:2089). °« %

2 fixed dose method (OECD 420) study perform dywvith Proplant pam @) H /e $ @) at ppr&with 1 mals;
no mortality or clinical signs of toxicity i Fing e\stud exﬁ&qpolau ctor‘&ﬁ 1.40

SR E;S%apolatr@factor%@r LD@iahiﬁm
er pr

extrapolated calculated endpoint (ECPA P@

al S S co%ucted at the
limit dose, Foudoulakis et al. 2015, SETA( Confg@’nce 2045 in Bgﬁoelon kgport

1ich c% e submitted

under request). < N

3 the OECD 401 guideline was used; sydy pem@rmed \@ un d Pr@% k@ntaml@%%@@l’ mocarb-HCl at one
tested dose (5000 ppm); only two Q@mles died fo ours afteP’the tré&tment es% confi p(%oxicity toxicity of
Propamocarb to rats. % & Q

4 the endpoint extracted from th@jrentrﬁ@mcle e@Lran .2008 (1'e. acute oral B@) Val@smeas Y@ with UDP and Horn’s
Procedures) confirms the lomaeute xicity of@@ropa arb tolcats. @“ K

ats wj use @h 6 do@ of icur%@veri range of 13@&%826 mg/kg bw — Previcur

N contained 66.5% of Bropamoc: N 66252); T@ ues in this studPare 2980 mg/kg bw in males and 2000
mg/kg bw in female the st how r th@@/alues were eousl@zorre ted Wlth urity factor of 66.5 %, resulting
in LDso values of 1862.25a 1862f$§g/kg b&fer mﬁes and° ales ectl ed in the Kojima, 1982 report, the

rat LDso values esenfiddse levels as aétive 1ng nt, so&hatt e L s0 vallres to B@Jsed for ecotoxicology are 2650 and
2800 mg/kg b r mal&$and fefales, r@ectr Ta ge tric calcylated because there is no clear indication
of a difference in sensq@%ty bétween %(es (re er EFS 1da ocum t 2

Ao >
DurlngQ@ stop- the—&k missi (EFSA r est ﬁ/ﬂ@or propamocarb-hydrochloride, the

following answer pro@de l:%ghe n@ers&j N (& RN

(“The applicatiyis g @n th pqrt@nty t@prow@ detafls of studies considered for calculation of the
geometric mean LDso the \icute 1 tO@ ity & mammals (e.g. information regarding their
equivale of test de51gn § @1 an® carg used). With reference to Reporting table
5(27) - .3CA,B. % 2.1 Agute ora 0é<®ty ammals”)

AN .
As requested b SA, @9 tar]{@f the@tudre&gnsrdered for calculation of the geometric mean LDso for

the acute oralé@xrcrt‘%‘m gmal@ proé%ed
S

The LDsg e lrsged by A1 33@@% Propamocarb-HCl/kg bw; EFSA Scientific Report 2006, 78,
1-80) is \é usedjn the fisk assedsment. The LDso values in the Kojima et al. (1982) study performed on
rat arez%ggkg b in males and 2000 mg/kg bw in females, respectively. In the past, however, these
valugg wer sly corrected with a purity factor of 66.5 %, resulting in LDso values of 1928.5 and
13&3@/ w for malessind females, respectively leading to determine an LDs value higher than 1330
mg/kg used in the risk assessment. The value of 1330 mg Propamocarb-HCl/kg bw should be
replaced by the value 2000 mg Propamocarb-HCl/kg bw. As stated in the EFSA Guidance Document
for birds and mammals (2009), ‘it is proposed that the geometric mean be used unless there is a clear
indication of a difference in sensitivity between the sexes (e.g. > 25 % in the LDsy; EPCO, 2005) - in

Answer to EFS& reqﬁ § Ba@ a,nav67 &rvstar)@durrng stop_the clock for propamocarb

@
&
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which case the data from the more sensitive sex should be taken’. Since results of the Kojima et al.
(1982) study performed on mice did not show any higher sensitivity between the sexes, a geometric
mean value of 2724 mg Propamocarb-HCl/kg bw was calculated with the two LDso values (265Q;mg S
Propamocarb-HCl/kg bw and 2800 values mg Propamocarb-HCl/kg bw) from males and fesales, &
respectively. It gave a geometric mean LDso value (mice) of 2724 mg PropamO%rb—HCI/kg bv@ v

According to the EFSA Guidance Document for birds and mammals (2009){paragraph 2%@{.), @o
values of different species can be combined to give a multispecies geometric mean v whén the
studies were performed under an equivalent guideline and in p@%ular with &@h eq@valegg@
vehicle/solvent. This applies to the studies from* (1982) én rats and msgg% B@h stu@
were done with the same active substance, i.e. proparhocarb-HCl.@id with w. as Salvent:_The &
guidelines used in the studies are the US EPA pro guideline &%pesticide réggstratigyt (19 an&©

the Japanese Guideline (1972). Comparable methods were used 4@ both tests an thexsame poii@
were assessed. A detailed comparison of both st@’s is presen&d in ingtHe tab@be@. & @

Consequently, the LDso value (mice) of 2724 mg Propayt oca@@lCl@ bW@js c ined\;%ith tﬁﬁDso
of 2000 mg/kg bw (rat, female) to give a mult@)eci&n@fic 1‘[@1 ofZ834 m@Propamocarh-HCl/kg
bw as LDso value which is used in the risk%sesbsrﬁént. TIEs valuSbf 2334 m opaniecarb l/@w
can be considered conservative enough if tompared t%ﬁ LD&yof t ost fetent agute toxicity sfidies
performed on rat by (2001) and] 608), respecti€@ly. In the sgidy b 001)
the OECD 401 guideline was used. stuégaos Berfo wit@ndig@d Pr&icur eontaining 68%
of Propamocarb-HCI at one test dose@?OOO %p%%nly@wo feimales died fagt howes after the
treatment. The LDso was calculated té&be 3 m, C%@ bwe The gadpoi xtracted from the
scientific article of Lian et % 0(){%’1.6. acute of@ L%o val measured @th P and Horn’s

Procedures), LDso > 5000 m%wPCIglékg bw@nfn@s theéz(]}g)w acyte tox&c@y ofdropamocarb to rats.
e QO N O AN
: % S S N
%
@ w\g@) ) 6@ . @) '
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Table 10.1.2- 12:

Comparison of acute studies with mammals conducted with propamocarb-

hydrochloride
Parameter Rat study of _(1982) Mice study of _(1982) &
Previcur N (Propamocarb HCl); Previcur N (Propamocarb HCI); -
Test substance Purity: 66.5 % Purity: 66.5 % &, Q\
Solvent Water Water N & &
Species Rat Mouse o A R
Age Approximately 7-week-old rats 7-week old miye @ o
Male @ Male & Femle N
Dose range (mg | 2000, 2300, 2645, 3042, 3498, 4023 §~ | 1300, 1699, 2197, 2856 @3\7”13,@6 @
Propamocarb- & o %”\9 N é\g
HCI (a.5.)/kg bw) | Female I S R ©
1512, 1739, 2000, 2300, 2645, 3,@;2 3498 R G A & © @3\
Number of N Z)
mammals tested | 10 w & @ w\?\ (o 6\ o\y\’ §
per concentration Q @ & é Q@% 6§ - 5
Exposure R N O N
duration I day ‘;\% ° © @ wlj@y N f(\Q © @j f@
Verification  of SN S
test substance | Not performed Q@ K\ ‘z”\g@ \& Noto\\g@rfon@d\ @Q éﬁ Q
concentrations o A L& X SR @ &
Photoperiod 12/12 1i ht/d@( r ;ujlh ting) & %/12 @%/ @9 rtif@gl lighting)
otoperio ght/da a@ca@g@ g<® 5 ! % a@a ghting
Temperature 22- 24°c© N O o] 22a8C S
Relative humidity | 40-60% > o ey & e | 40:60% ° &
Obse@tlons@or fovtality-@hd clinical Obser%ﬁon@r m&rﬁlity and clinical
sign¥ (frequently a%ay &/iéﬁr dz&& %igns requegtly a&y 1; twice per day
‘d@reaftelé%od @elght casureyl sh theteafte ,bodyov\v ht (measured shortly
Endpoints % fore ‘%mi tiongweek>thergafter | before inistkation, weekly thereafter
é and &t deatl‘@ end$of the test), 1cal @nd &death end of the test), clinical
@Q gro§\post n%%rte&\»xamlmtlon &gr@ gross{post mortem examination of
o ﬁ%ﬁest animals allst anfiwals
Dose resporises @ﬁﬁndl%%? Mo?‘%ahty&b\occprfgﬁ) 1@\511 ®nding® Mortality occurred in all
S concentratiof® except in two @West@ concefifrations. Dead animals occurred
S t on atlo@one with fegpgle rat§y| within one hour after dosing. A clear dose-
&@ Bgad a@als oc <w1th11©24 hotiss Ie@0nse could be observed so that LDsg
<\qfter &ung clear@nse -1 s§0nse§§0uld Xalues for female and male mice could be
@ bserv that BDso Va@es for@malﬁ derived. Body weights of surviving
9 maﬁts d bé&derlvid. animals were not affected at 1 or 2 weeks
@ ght@ f sur@vmg @nmal@were @t after dosing.
Q ffeg at 1ot 2 we afteg dosin Clinical signs including hypokinesia,
% Cli §\ d1n§@ o@wsm clonic convulsion, staggering gait, hearing
@’ _clemic ulm@ﬁ «& mouth | loss, touch response loss and prone
emo hage,\ bl@@ g@ eyelid, | followed.
> L pilo ion §¥ek, d pp g hair and
A sta@ermg@lt Were dbser@d. Symptoms
@"° | were segh, fro houg&Mo 3 days after
S Ri0singSSurvixipg animals recovered to
@ w | hor wi;cgn 4 s to 2 days after
o> o | daeirts @
N &
C s10 the @ﬁne@ssessment of the acute oral LDso endpoint for propamocarb-hydrochloride
Accordifi to the information provided above, the multispecies geometric mean of 2334 mg/kg bw is

the refined LDsy value which is used in the acute mammal risk assessment of propamocarb-
hydrochloride for the formulation Fluopicolide + Propamocarb-hydrochloride SC 687.5.



Page 46 of 299

B

A
/BAYER - ) -2020-08-.1 1
\ E Document MCP — Section 10: Ecotoxicological studies

Fluopicolide + Propamocarb-hydrochloride SC 687.5

Acute risk assessment for mammals drinking contaminated water from puddles

©

Because propamocarb-hydrochloride is the risk driver in the LDsomix, and since propamégarb- @©
hydrochloride belongs to the group of more sorptive substances with a K. of 516.7, it is apprq@iate 80

set the threshold for no concern at 3000 for the combined assessment. S &@ @@
g .
S & @@\ %
Table 10.1.2- 13:  Evaluation of potential concern for exp@lre of mammgls om drinking watg‘ X
escape clause )
(escap ) < @ SS9 é@
. “Jscape S
ke |a Alf " @} LDso &C%atio &usg, o ¢
Crop Compound ¢ PP’ Co@clusTQ@

/R ARt/ 2
[L/kg] | x [mg 2.8/ (ARt (o conoern @
kg bw | LDs) Sl 2
[g a.57ha] CH RN % 11%}53&0 L N
Fluopicolide 267.7 OO a)@@ ?@)({0 & <0L)@J @% 50 Na concern
Potatoes Fluopicolide + N Lo o § Y K O @w @
(4 x 1.6 L prod./ha) Propamocarb- Iy @ a) >1425° < 1 Q" <3000 0 c@em
hydrochloride @} N @ | K Q ﬁz\ A &
Fluopicolide @% i 3QOQ§9 85000 @ <§§P \@y < g@ Mo concern
Potatoes Fluopicolide d N S N |~
J O °
(3 x 1.6 L prod./ha) Propamo;;@ y\;@ @00 ;§ >i@)b> § <2.%§> §@000 No concern

hydrochlegide N @

) N Fluopi(fﬁ’de kS 267.&@ 2%3) 7>5000> @(ﬁ@c@ @O No concern
otatoes and lettuce Fluoﬁicoh(%jL © § g N ES
(2> 1.6 L prod/ha) |p opamogath- | &= |Q 20042 o>@%5 B <157 ] §§3000 No concern
rochigride o a N S @) (%% g

@ﬁgluoggoli@ O 2@ 100 © >5(§12)  <0lg <50 No concern
Potatoes and 1etn§? Fldgpicolide + N N S NS &
(1x16L PTO%@&) Prdpamasarb- ©” - ¢ [O 11(%&% @1425§§* <0.8 <3000 |No concern
_ Jiydrothloridg o o S}
a) Instead @Ql% MAF, the numgber ofmﬁi%nlg@was (s&d as a wors%@ m%@'cator.

. O

b) endpg@s used prior tnfn@ duri IR PC%H ©© "

)

N w & o
According to the%? S éuid Q d &ment&r riséxass ment for bird and mammals (2009) “no
specific calculatidns o OSHES an R @%’nec@ary Wen the ratio of effective application rate (in
g/ha) to releydiit engpdint @mg/JggQBw) dbes n%@xceed/{@oes not exceed 50 in the case of less sorptive
substances (Koc < 500 L or 000 ighe caSe of nigre sorptive substances (Koc > 500 L/kg).” This
is the casgtor fluopicolide and par@?arb— %’)dro&g ride. Therefore, the acute risk for mammals from
drinking>water tha‘@\%ay cofitain resi fl@a fluopicolide and fluopicolide + propamocarb-
hydreghloride is ag@tab@ ) @ @ @
N (g @\ R Q
@%

& @ A
LONG-TE§4 REPROD TI\@;@ASQ%]%SMENT
N
EFSA G 09 geeomnigyids to c¥faduct a combined reproductive risk assessment for compounds
not sharifgg the @ine mole ofStion (step 3). Therefore, no combined reproductive risk assessment is
required for @FL %CH“@ 687.5 in this AIR-evaluation but may be conducted post-AIR according
to t]@respg@@lve zopal g@nce.
& S

&
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Screening step

Table 10.1.2- 14:

Screening long-term reproductive risk assessment for mammals (fluopicolide) @

. ' DDD NOA)EL @® . @%@j

Crop Indicator species [igl;lsr/;?] SV | MAFa | frwa DDD " lg) ;/sﬁ TE@K&T T@l;

- R) . 2
fl)oxtaltf)g i prod./ha rsnr:r?:;lzrbwomus 0.1 48.3 v@'z 0.53 @Q% 20 gn\g @ 5@§

. Q N X
g(ltalt%e i prod./ha rilr:rﬂinl;?rblvorous 0.1 48@'& 20 0§©% > é@ 3 @9 §5 o

. Q T
oL o | 01 g3 | 1o A0 S) w8 | &
I1)0:&1t oL prod./ha ilr:rﬂinlgrbivomus 0.6 i@%} é‘_{}? ég\? é@’ @ 78 A - >

- 9] @)
]iitlll.cg L prod./ha illzlrﬂrlnlzrbworous ®® \ {@;i% : fb%g 621 @Q fi%gﬁ 3§g {g)

. . N D
oLt e 4 [ [ o g 8 [ sy T s

Q © & @ § &Q @@)Q @@ \”\9

For the 1 x 1.6 L prod./ha a‘@%cau&n i C(t@ajtoes(@gnd lﬁt%ce QJQ TER¢r is %we@e trigger of 5.

Therefore, no further risk ass%Ssmegt at Tier'l 1s fequiregy For the 4 ><°QL.

F@d/h 3><16Lprod/ha
and 2 X 1.6 L prod./ha Eﬁcaﬂor@m df rth& 16J§9 rod
at

@aﬂon in lettuce the

TER¢r is below the trlg\{ger of @The%fore, § %§@ssm I&er 11is F‘eqmr
y TS e § s
Tier 1 @ & § Q @ & @
N S NN @ @
S P R "
> & o O 58 @ S o

9
Table 10.1. @15 @i‘st tlt¥long@erm %prodg}&lve rl@y assess

ment (}‘\gx mammals (fluopicolide)

O X
A & % N o &DD% . NO(A)EL
yGenerig focal, .
Crop Q . = = DDD | [mg a.s./ |[TERLr|Trigger
specy < <Appl.
N SV [MAEa| frwa kg bw/d]|
9 | olkg am/ha) |27 |7 8
Potatoes @ Sinall l@ffivqro@é Q . O @
BBCH 21-8990  (amfal “vele™ Q\O'l erl21y 22 053] 253 | 20 | 79 | s
(4 x 1.6 L prod./ha) |BBCH>2 4 © @
Potatoe S@ll he Vorous @ o
BBCH 21-89 ?ﬂamm “vol @}0.1 o§ 21.71 2.0 |0.53 | 2.30 20 8.7 5
(3 x1%6 L prod./ha) "MBBCE 20 Q X
Potatoes @° Small he@@orou@ &U
BBCH 21-89 amma@fvoleQ @l 21.71 1.6 | 0.53 1.84 20 10.9 5
(2 x 1.6 L pré/ha)~ JBBCHS 209 | @
N QS S her rous N
@ §2 mammal&vole” 0.1 723 1.6 | 053] 6.13 20 3.3 5
Leafy%geta‘t@s (%ﬁcﬂ\%49
822( L& @|Largasherbivorous
1.6 d./h
od/ha) - mammal 0.1  |143] 16 |053] 121 20 | 165]| 5
lagomorph” All
season ¥

a) Covers all other relevant generic focal species with lower shortcut values
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The TER(r values calculated in the long-term risk assessment exceed the a-priori-acceptability trigger

of 5 for all applications in potatoes and for the scenario of the large herbivorous mammal (“lagomo °”) >
in the 2 x 1.6 L prod./ha application in lettuce. The TERyr value is below the a-priori- acce% ty$
trigger of 5 for the scenario of small herbivorous mammals (“vole”) for the 2 x 1 @u prod./ha a@caﬂon

in lettuce and a refined risk assessment is needed and is provided below. @J@ & IS
N
G
Refined risk assessment for long-term exposure of magigmals {*’ %\ \°\ § @
A refined risk assessment is triggered for exposure Yf small hlvorous ma@@nal@vo@ to é
fluopicolide in leafy vegetables. @ @ QR O &

% © @
However, it might be pertinent to consider that t nt Worklng u@%n th uld@e D%ume@san
1se°ck tlo

Risk Assessment for Birds & Mammals (SANCG¥10997/200 thesneed fQr the
vole scenario... given the resilience of the Voop ion ’@ el-kngun fa at Vcﬁes are able to
recover after large population breakdowns, 0

. Q4 Sl
despite era@lcatl fOprogtams with targeted rodenticide
use. % %; \ % N é @%

&&9 ~ % Q %
The most straightforward 1nterpretat1@ of ige dat@)voul& e t@ th ﬁallur@ mggs the @ priori
acceptability trigger for small herbi %}a 9%&5@6 S pr as long as the
TER trigger for the other wild mamymal sc@arlos\geach ihe TER ftri g§

This is the case for the exposur@t%’l @cohd@,@%he eall o@@ sc%@rlos RgSs t%éajER trigger of 5.
- N
&)

Refined exposure assessifznt fo@sma@erb
@“(\“

S - \ ~&5 >
A field monitoring stqgﬂy in e@ vegefablesd 2043; M-4Z§’690 1) demonstrates that
such fields are not a gteferr @ (sy@matl ally lowe trap@ng ess%ﬁm in the surroundings).

5

VU
Colonisation Was ot 0@% fo&B H 45,63 ca seegl W plotting the vole in-field
abundance aga -\k BCH &age &f the %etabl@ﬁeld (%%e -,~.J below).

Leafy Vegeta@s a ypl%@r harvested%& BB@I sta 9 ‘@ e %@ulatlons cannot survive on post-

harvest ﬁel@ that lack (;%Ver and c@oo@er re@wal he

Thus, 1@%’ Vegetableé%lds @e on foréavery @r‘c tig€ as I@)ltat for voles (i.e. from BBCH 45 to
49) and thus a lo§evel 6{ prc@@tlon (&) VOJ\C} dur@gg tha@ort time before the harvest of the crop
d

plants may be de@@ a%cepta@ % >
o @@ S & &
Q S ©@ NS N
Y S K 9 O
3 $ S99
N D
Q N S0
S @ &@\ O
@%
QNN
@ < Q" & ©@
> O o
S &s &
< @ N
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Common voles in fields with leafy vegetables

Common vole .
160 @ 6
D O o\ «@@
140 @ @® @
& | NS
e 100 %% 1O . § %@
3 @G o o0& 0 A SO
& 80 v l——; Q @© § X S
E > O y | & 0
8 &0 @ & z @ @ @
: CFogead 4% &
@ a0 D R & R . o @
o ¥ gLy s
g - O O & = @@ x, e KF @’% @Q o
S QoY § & &
— I & e
40 a1 a2 43 3 @ . @) 80 §
B SK " I';;g& stafe & w\?\ N é&a S
N
+ Common vole captures in vme:a@%ﬂd% Q\Q § \@ §) S §J &
ommon volé captures in a nonsCcr ats = F»} on (= Y able e %
g:elds mves?lngaleg; c:;:@t w\\% oph@e?% : {B@§H ;07 Ir&@t @éi bl©@ S
D (o4 NS ©
LS NP o

@
/"

o> ® SN L9
Refined exposure asseg\@nt fo@sm erroqs ma%g gﬁdu@ g,
@

Finally, the DTso of ﬂ%pwoh@%m i@“ foliage is & rtcr fRan tdef@xl‘[ DT&Q 10 days employed in
the Tier 1 risk assesginent. @ @

Based on residue lln@als mﬁucﬁé&l w1t<]&ﬂuop1%§hd gﬁyou%cer (as surrogate for the diet of
voles; please r % 10.1. %2) &geometric mean DTso

ropesed for refined risk assessment
on small her@oro@nam@ls as@lggé@ fo@%afy eta (p@ase refer to CP 10.1.2.2 for the
derlvatlon %the ge etrl&neal@Tso lue @1\4—68 8- Ql ).

Replacj Sthe generl@@Tso 10 @s that wassem %?ed \the lower Tier assessments by the
compourid- spec1ﬁc

50 of% days N@’ d a 21&frwa = 0.444 can be calculated with the
moving-time Win@r % cal@@%tor C @ey@&t a]b 9) for 2 x 0.1 kg/ha with a 7d interval.
9
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Fluopicolide residue decline and residue TWA/max for 21 days

R
Q\ g
3.5 L s
] @ Q\Q
3 ] —Fluopicotige residu§§ § &
: ¢4 declineDT504.9dN |~ &
—_ ] e @ O & @
o 2.5 ] o —Residue TWAmSK ) SRS
= : @ (2%d) o RO &
" 2 @@f é & @) @}@
© ] N N G
=2 : &° é@j NG 6\ \% 2§
E, : e DRI < S A G < N
m - N @' @ Q @ @ é& @&
@ T 1 5 O .0
S ] NN S §
S ] RN SRS
% 0.5 1 S RO
0 ] KRS @ %
&, . M O N L
2B > 10
0 A T
- &Days affer fifst treatment.{d] .
Ny L2 S S ES Q
X ¢§ . SRS S é N "\@
Table 10.1.2- 16: <\Qneﬂ long-tQh re@ﬂucti@gisk ess%lbent for Gdles (fluopicolide)
~ . R RN Z AN Y
& ®©. N O dop O D INo@EL
C Q eric focal ‘S QX § Xy .
rop @ . @) 4 DDD | [mg a.s./ |TERvLt|Trigger
QS“‘@% Appl. ratel o Ay L O (@ kg bw/d]
% © ﬁga.s@] V@ @»m TW@ g
e A
Leafy @ables . @%llohé§'vorous s § EENES
BBCH 41-49 @maml@t“voga &.1 728 1.37250.444| 4.404 20 454 | 5
(2 x 1.6Lprod./h§ BB%H 40@ S @ | © >
, Q
©@ ©© O R \© N

Q
Conclusi@ from the re@nedv@pos

u%%ass@mep@for small herbivorous mammals

N
Lettuce@ds are Ot{@?? relev%c

less attractive thandh

BBCH 45 and BBCH 49y Lat
back to the stat@ of basicall
&

lack of cove@é

The TER for'tha
BBCH

Furt @F\’mor@%is
to y
suscepti
1S muc

v
of

O

e\for the

at BB
are@ (WI@% voles were found not to use the lettuce fields, due to the

@‘v"}@i@

sustainability of vole populations, because they are

su@nc}ir@s, andére @r colonized during a very short time window between
f@} 4@ythe lettuce is harvested and the vegetation cover is set

vol opulaﬁm that is using lettuce fields, and for that time window between
nd §%, is 4. wh@@ considering the decline of the fluopicolide residues.

is cadculated with the NOAEL of 20 mg/kg bw/d from the rabbit developmental

the level of protection provided for voles is very high when using the endpoint from the rabbit.

@y. Th ev@ation of the toxicological profile of fluopicolide clearly shows that the
ity of rodents (i.e. the taxon comprising the voles as well as the tested species rat and mouse)
ower than that of rabbits (i.e. the taxon which provided the NOAEL employed here). Therefore,
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Taking these factors together with the known resilience of vole populations it can be concluded that the

TER of 4.54 for the small part of the vole population that may be exposed over a short period of time in
lettuce fields is sufficiently high and acceptable at the local population level. @o S
\ N
g

N
Evaluation of potential concern for exp@lre of mamm%ls om drmlm%g waj\r@
(escape clause) @ @ {)

“@capeQ

< use

@0 coxeern

tio

@’< 5

Long-term risk assessment for mammals drinking contaminated water fr@ puddles

v

%
R

&

Table 10.1.2-17:
@

<
@)
Co@cluz@i}@
KRS

~

oncern
K
Nopncern

c
7

Ko

No concern

AReff

( Appl NO(A)EL

[mg a.s. a
kg bwid]
@

S

S
0
@@

Crop Compound

Potatoes

(4 x 1.6 L prod./ha) Fluopicolide

Q
%CQ}
N

< 4

D
)
@

Potatoes

(3 x 1.6 L prod./ha) Fluopicolide

g
Q

Potatoes and lettuce

(2 x 1.6 L prod./ha) Fluopicolide

AN

Potatoes and lettuce

S
0
(1% 1.6 L prod./ha) o 20

S
Fluop%)hde No concern

)

According to the§ FS

specific calcul
g/ha) to releviit e

substances@(oc <
or ﬂuoplco
om ﬂuoplc@lde ;s@cept

isthe ¢
residu

n

h

0 L/kg) or 8900 inrthe

l@for@e acg‘[@flslgﬁor

ab

&

XPOSU

v

A&uldﬁﬁg@e dotument_for EQ ass

@

and TER

lnt&l@mg/kgw) dges na@‘}
of nipre sg gtlve Stances (Koc > 500 L/kg).” This

&

§

necéssary when t

xce

&
a) Instead of the MAF, the number (@phca@)ons Wa@@ed aorst-@e mqullcator
>

X

&

“Sor

7ati

~

S

and mammals (2009) “no
effective application rate (in
t ex@yd 50 in the case of less sorptive

al%rom drinking water that may contain

o

K RN

RISK ASSESSl\@?EN §O%@AR&$@IIN{§

According t?:@the E@SA glda entQn Rigk, Assessment for Birds and Mammals (2009),
substances%wth alog Pow e pot%ﬂ ial for bloa@éumulatlon and should be assessed for the risk of
blomag@ca‘uon in Qq@tlc af terresHial @d ch@gns
The ¥og Pow Valueﬁ ﬂ$c0h®15 %g @tbe log Pow does not exceed the trigger value of 3,
fluopicolide is deemed t@Rave @aegllg e pathtial to bioaccumulate in animal tissues. No formal rlsk
assessment for @Condary pojfenin hergfore required.

@ O g % &

RISK A@ESS@:NT&R UANT METABOLITES

A wom cas

?@i 1 2/é§gr

rotatl

gieiie

M-01,

ximum RUDs determined by
02, M-04 and M-05 in foliage sampled during the course of field residue or
crop studles For that screening level risk assessment, the maximum MAF for the uses under

1 @rlsk assessment for herbivorous mammals exposure to plant metabolites

2020 (M-686445-01-1,

assessment is set to be 4 (number of applications), and no deposition factor is applied. The FIR/bw
represents a small herbivorous mammal eating only contaminated foliage at a rate of 1.33 times its own
bodyweight each day. The toxicity endpoint is set at one tenth of the reproductive risk assessment
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,-*""'g

me-(bl:u:
\ M
2

endpoint for the parent, except for M-01 where the NOAEL of the rat reproduction study with this
metabolite is used.

Thus this screening level assessment combines all possible worst case elements in a risk- envel@ If @
needed, more realistic and crop-/use — specific input parameters can be included.

O @Q
& § &@
Table 10.1.2- 18:  Risk envelope assessment for plant metabolites (mammals) Q @
&
Compound | GFS |[FIRbw|  PD | RUDumax | AR {MAF | frwa [“toir | DDD |[NOAEL] TER

M-01 | Vole | 133 [100% foliage| 1174 [o.gf 4 |[053g 1 [o03x] 780 |2® | @
S
M-02 | Vole | 133 [100% foliage| 0498 |@1| 4 [088°| 1 |oud | &0 JQ42,O
M04 | Vole | 133 | 100% foliage | 0.090 01| 4 1 koo3 | 200 7889
M-05 | Vole | 133 [100% foliage| 0260 | 0.1 | 4| 05%] 1 Togeey 260 |a%s
% @Q @U \@
Q @
CP10.1.2.1 Acute oral tnxicity@%mam@jlals\ > S §

N "
The result from the acute study with tmg{llﬁted 18tiuc ﬁC+Pé{ SE.H8 7@11&@111@ 1§cted
cula

toxicity of > 1425 mg total a.s./kg b kal eq id abl % & 2?@\}‘7 abéé. S
S

SRS N
R @ § O S’ S
Table 10.1.2- 19: Mammallnu@%data o@he f@mula& pr 1@:‘? t FL @PC DS C 6Q 5
N SN LD
Test substance Risk ass@gsmen@ Spe%@ oint v & @ \y\?@ Reference
S fﬁ @“ NowS S
v ST 19§ D
FLC+PCH SC Qt v {%ﬂt mg rod. :’kg&'w & 2004: M-
687.5 @ S @ otalis:“kg ) 220883-02-1
PO O KCA 7.1.1/01

AN
a)Basedon a tot‘@ 5. @t of @?% W@(FL&@’ 5 2@10]}&@'2&1]3 § gl pr oduct density: 1.13 g/lem’)
N
o 22 A @ T @ é&“’

o\ N
CP 10@.2 er § dat nn@amn@&l\s S \@
: N O
Q\ C QL9 A S
Data Point: 2 O
Report Authorg,, AN @f

Report Yeart) ©

> .
Report Title: (X ole! ﬁeli%jﬁith leafy veggjables
Report Nay’ 9 N
Document No: | M-4 %go 0l-1¢> Y

Guideline(s) followed in mmi &ion ctivgR6/46EC of 16 July 1996 amending Council Directive
s‘ru%': @ 4&%EC Conicern@g the Placing of Plant Protection Compounds on the Market
Deviations frong@itrrent ﬁpph&@l Q
test guideline:\ ® %
Previous ﬂ@uaﬁo& @G§o, not prev@vgy submitted

A Q> ¢ o[ for Rippamocarb in RAR June 2017

GLPKO@\E/lall ¥ @conducted under GLP/Officially recognised testing facilities

recoghised te@lz @ %,

fagilijies: @@ O

Alceptabflity/Reliability: | Yes
©
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Executive summary

According to the EFSA GD on risk assessment for birds and wild mammals, exposure of small
herbivorous mammals on fields cropped with leafy vegetables should be considered from growth :ge S
BBCH 40 upwards. N N
This field study was conducted in order to generate information on the occurrggee of Comr@ voles
(Microtus arvalis) on arable fields cropped with leafy vegetables (lettuce, %§bages) which, cou@

used in more realistic, refined risk assessments. Q> @
The findings of the study support the thesis that vegetable fields are no p&ﬁ%ry habitat {@ voles \25@
& s, RS
1. MATERIAL AND I%THODS Q@ @ Q\ @ @

The study site selection for the main study was @ed on the {cc?ults of pre@appm(% (n@GL
conducted during spring at 9 candidate sites in @nany and on sn@h thesNetheflands

trapping was conducted in suitable vole prime itats in th 1cmt a iel @@n 0
ensure the presence of a source population with the ?ggﬁenn@ or ceioms% fﬁe vege able’\nﬁelds
Only sites where Common voles were identified d r sp@g wegesel d forfghe main stu

Based on the results of this pre- trappm%the n@in s‘a@?y wadcon ucted 5 differen glo@of
Germany: Gauboden (Lower Bavaria): %Nsne% E‘nd (Nprth Khine- \@stph@lla) 6 sites §lder
(Wiirttemberg): 3 sites; Hellbronnerckej%ﬂ(Wqu@mbe{é\) 3 sites att@\])lt rscl@ﬂ (Schjeswig-
Holstein): 3 sites. @ ©

During the main study trapping yas con@cted ﬁurl $%’um g(mqe@ vole population
development in the source habitats oul@have@ducéoltlo& ad@nt sé(%ndar%habltats like
the vegetable fields. © o\ é&

In the second year of the study, additional @vey&were {#nductzqgjm l{c%’)sprl@g in ordet to complement
the information also for V@tabl eld%ﬁ ear development sta&ﬁ @ y\}

Altogether 20 fields g&h dltg@t s of @afy @etal&@ an@affem@t gro@stages (BBCH-scale)

were studied.
& o @

As a standard, 40 g% hfe%raps Were pksged 1 s?de eaeﬁ ﬁe dY ﬁ% to confirm the presence of
n

voles in the 1@50&1 d @estm@te theifden ‘iit;y n ntig & Ouree habltats traps were also placed
outside the fields 1n@’pt1m§1vvole@ablta in t 1ng up to m distance (“control” traps).

It was @"Fgmally 1ntelé3d to@mple &a@h st@ ﬁeil&40 t@ps) with one “control” with 20 traps

each. However, in ¢ arg: cas on§§§et of ggntro &aps as abl@ cover more than one plot. The number

of control traps %ged fi 1t1y$arsché@v(32 t@ps t%cover all three sites with one control); for
Filder only 14 tr: avﬁe agn comumon control forall plots. In the Heilbronn area some traps

were destro%@dun@% rap& Tk@ Wa,s €dnside®éd when calculating the trapping rate.

The trapping was carrl%i out Qacl@gd f@ontr%@for two consecutive nights. Species, sex, weight
and repfoductive state 0 VoleQapilred \/ re@ded The traps were equipped with oat flakes as bait.

3 @ N
Dat%s ~ @ Q\ ) §
Experimental rtin Qate @ 2@ 1-07-26
Experiment élonﬁe: T g2012-06-04
)
o & & S

S
§ @ % @ I1. RESULTS AND DISCUSSION:

@1 34@@60mr%n V@s (Microtus arvalis) trappings were recorded over 2045 trap nights. Overall
ra@@g success in the fields was 10.6 voles/100 trap nights compared to 36.8 voles/100 trap nights

in the undings (“controls”).



£ Page 54 of 299

{ A -08-
BAYER 2020-08-11
E Document MCP — Section 10: Ecotoxicological studies

Fluopicolide + Propamocarb-hydrochloride SC 687.5

Additional to Common voles, other species were trapped on the fields (mainly Wood mice Apodemiis
sylvaticus) or the surroundings (mainly bank voles Myodes glareolus). Other species trapped included
Yellow-necked mice (Apodemus flavicollis) and Field vole (Microtus agrestis). @ @

Typically, voles were trapped early and more frequently in the surroundings than in the field. eve1@’
at later stages or in regions with a vole calamity, voles were also observed wi@ the vegetable fields.
Plotting the vole in-field abundance against the BBCH stage of the vegétable field su%gest{ at
colonisation is typically not observed before BBCH 45, and secondary to p@%ulatlon dev@mc%@] thez,

off-field habitat. S X
< 5 S L0 @
Common voles in fields with leafy vegetables V Q@ @Q NS %y
> & S QQ S O
é@ Q &© g @) &@
Common v N & V|9 ¢ @
160 o (o AN (o E} v @
N 9 Y S a0
Q @ ) S QX Ry
140 R (@) @ @ S % ©
SESANESIN N
120 & N N N - "
RS S A
2w & @@a@&@@@@
g_ 20 Q % % 6 @@ ® ©@ a N
= o = ¥ S @S O 0
S @ ) O &
g % '@§ @} “ e Q&P
2 ~ L -l
a 20 % - O @ P K‘ @
S Lo @ @ L & 6 ?\' & @ (ix "\
0 @ "@ K{.— @ Q§ %ﬁ Y Qe S
40 @ &1) o § \&\ a5 @ %@ d{ 4(@ S0
N~ ) > BBC%—E & growth stag®’ @ L
G iiiea® 2 B F o
+ Comm volec@wes rn@;e:ab@-dds& @;\’ @b @
gg@?:&ﬁ;ﬁ:ﬁ;g in am@a@l n@ ha!@’s (g(@scg}jeluni@ vegetable
&@ \)@ o\@ @% o\© * °\©
o e &
FE &S & oy
(g

9 & EUSIGRS:
o ST S & WMo
This finding'@monstfates hat V&&?ﬁﬁbl 1ds @} 1no ;@nary habitat for voles The grassy surr oundings
serve as base habitat fromwhig @(ﬂe #ha
& 9 BN
N Q

°©

The study is l.lable %{1 diggs demonstrates that vegetable fields are no primary habitat for
voles. Cols tio! £ dgﬁs nof$ound until BBCH 45, shortly before the crop is harvested
(BBCH Vtﬂve, op 0 Q’ ive on post-harvest fields that lack cover and food after
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Data Point: KCP 10.1.2.2/02
Report Author: _ =
Report Year: 2011 & ©©
Report Title: Determination of the residues of deltamethrin and fluopicolide in/on Barleyand @y
Barley, spring after spraying of fluopicolide & fosetyl-i&@@ 71 and De@ C @
025 in the field in Spain, Germany, Belgium and UniteghKingdom
Report No: 10-2120 @ @
Document No: M-408272-01-1 = 9O o 2
Guideline(s) followed in | EU-Ref: Council Directive 91/414/BEC of July S, 1991, R \\ Q& %)
study: Annex II, part A, section 6 and %nex I1I, paectlon 8 @@ NS y\g@ &
Residues in or on Treated Praducts, Food andPeed QQ S S)
EC guidance working dom&@nt 7029/VI/2§rev ({% (1997- (@22)§ @,)© %
Deviations from current | Not applicable D N
test guideline: Q‘?(b @§ @ %Q o 9 @Q@
Previous evaluation: No, not previously sﬁlett edsy)’ RS %U @Q N R
2 @ fw}\g @§ N@ &,
GLP/Officially Yes, conducted u@er GI@/Officilly recoknised Téstin@aciliti@ @' ’ @
recognised testing & \\ \\ Y, Q %, §
facilities: @ - @ & O D N A
Acceptability/Reliability: | Yes N N &N N O & 0
A RN A
%S 2 S & ¥ 5D
Executive Summary Q@ N %o (g @j@ @ Q S &
An open field study with foﬁﬁ@rem%e trla@%as @Qnduc@d in n&ﬁhem\%ﬁrop@(Germ?ny, Belgium and
United Kingdom) and southern Europe {Spai %n barley durlng W&201¢ fQ)ne application of
‘Fluopicolide + Fosety—A*WG%l (a produ§ g 4 £ of uopieo 1d d 66.67% of fosetyl-

Al) and Decis EC 02 pr c& ining deltamethrip) wasqnade -at @ target rate of 0.13 kg

a.s. / ha (for fluopiggjide). (ggﬁ%y He pa@éters@ad re@ts reéjvant t@luopi%ohde have been reported
xS © @

within this study ma, \ \ N S @& S

The residues uop &ﬂe fter sptay a%gmathgﬁ%f the “Fluopisolide *Fosetyl-Al WG 71” on barley
barley green r¥iteri ech@g markedly g\l sangpling geriod, No residues above 0.01 mg/kg for
th

the metabofites M-01 or, M-02 &e fo e@een aterl@amples
&> SO g e &
A @ \Q o S = '
§® & @&MA\@RI%S ANP MEﬁ-IODS
» &
A. MATERI%%) R @@ K S S @j@

1. Test Iferh: © ©© \ F plc@e + @setyl Al WG 71 (4.44% w/w of fluopicolide)
B@no.. . @%\“ 360011107
Avtive Ingredignt / P%n%: N Nots ted@he report
v
\\&Stor.age. R @@ \ I\Q@stat@n the report

& An N
Sy é@ ™ Bley / spri
2. Test& madity: By ey / spring barley

Crép pag@y@ @© §9 Green material
@{& @@ @@ ) N
@ & <
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B. STUDY DESIGN AND METHODS

1. Test Procedure

o

The purpose of the study 10-2120 was to determine the magnitude of the relevant resm& of &
fluopicolide in/on barley / spring barley (green material) after one spray application with “Flua@cohd

+ Fosetyl-Al WG 717, a WG formulation containing 4.44% w/w ﬂuoplcohd his summar foc&@s
only on the residues of fluopicolide.

N
% S &£ o
< < O N &
Field phase \e @ @@ Q\ %@ &@
The study included four supervised residue trials co ted in northérh Europe (@nnan elgiam an ©
the United Kingdom) and southern Europe (Spain) %mng the 201Qseas<%n & & ) &@
QO ¢ @
D L S
Description of the trial locations and cropp&\\g 1nf0é‘)matl@n t]@)ted {@t o "
Trial number 10-2120-01 10212002 ¢° | 10:3120:09 @ 10212008,
- _ ) R O
. . E-08520 Llerona % %@' E }¥622 @@ CB22 e
Trial location Les Franqueses del |'D- &Q 9 Bgschmi >Sai A gt Q\QShe q D
Vallés ©@ \J f‘l\qa @ Q
Country Spain < © :§erma<§% @giu@ $ @F{ed Kapgdom
Area of application Field Q Flel& D ﬁield@v ﬁ@ ﬁeldo v
Plot size [m?] 80 @ |14 S @S © sYiog
Type of soil Loan@ S nSandy loam > X(S@ty loagy S4ady loam
- i N Y o SN
p.H value of soil 8 & o NITPRY 79 & @ %_3
(in water) Ny 2) @ &, SN &
- \5 \ (@)
Coontent of organic C 9.7 %@ 1@ @@ & w o\@ 13
[%] Q % S Y S) S
Test system S B@%Ley @ N Spring baﬂ@j @g Spring barleg Spring barley
Variety O KGraphict, Quénch, > ' | Héfley > Tipple
Date of sowingy  Q201001-03 O™ ¢ 20100406 & 10-03-14 2010-03-10
YO Y06 JQ-08- 507 - _08-
Date | o of 201@06%@9 % 208 0y @ 201 7-15 2010-08-05
comm \1 harvest @a $ @7 to SN N to
R . [2010-6110 £2010-0015 v | 3910-07-28 2010-08-15

) Q
The actual appllon data Qpresented i@he & jng table. This data reflects the intended
application sche%é or@% @ew@on& o%xcurr% the were within the acceptable range:
) S

Appllcatlon\@lmmz@y o@uoggohd@Fos@ -Al @G 71 on barley / spring barley

) N h T Appl.
Trial @g Appl. |° @ Q © @1 g:”?t DBH t:IsI: Water ra'if
! L | PP @m ormulition o s PHI ! rate a.s.
Coungry No. mo% (BBCH (days) rate (L/ha) (g
N % ((v ) Q" | code) ¥ (kg/ha) a.s./ha)
10212001 |. @ Flsgpicoli @+ FLC 0.13
. é% %“ etyl-APWG | SPI | 32 - 3.0 600 Fosetyl-
Spain & @ AL 2
1021208 @)@ €y Fluepjcolide + FLC 0.13
Germ§ I % tyl-Al WG | SPI 30 - 3.0 300 Fosetyl- 5
SN k< AL
1§§20- 9 @Fluopicolide + FLC 0.13
BelgiunO 1 T Fosetyl-Al WG | SPI 30 - 3.0 600 Fosetyl- )
@) 71 AL




B

A
{BAYER
‘ E

R

Page 57 0f 299

2020-08-11

Document MCP — Section 10: Ecotoxicological studies
Fluopicolide + Propamocarb-hydrochloride SC 687.5

Growth Test Appl.
Trial no. | Appl . Appl. | stage DBH item Water rate
Plot | Formulation PHI rate a.s.
Country No. mode | (BBCH days) rate (L/ha) € -
code) | @9 | (kg/ha) a.é@a) ©©
Fluopicolide + FLC A3 o3
&2120'04 1 T | Fosetyl-Al WG | SPI | 30 - 3.0 20 | Fosetyl- > S
71 @J@ INERN NS
a.s.: Active substance DBH: Days before harvest &% . § § %@@
\ Q,
Appl.:  Application PHI: Pre—]@%@est interval @ g}” \\ @Q
Q o o &
SPI:  Spraying @} &© é\g Q § Q&©
Planned sampling schedule N @ R © % \@@
@
. &' N | Centrok ~ D (C) %,
Trial Crop Sample C:%terl N DALT
s’ i [T
S bl & 8
@ IS R C@ w\?\ < Q O
©Q (ii% & Q\ f% < J@ &
10-2120-01 NN R RN
Barley N @) N =
10-2120-02 orin Gnm ?@ial > &0 o O T
10-2120-03 pring L S @S U |2
barleys og & o
10-2120-04 A S Ur & 3
Q) @& Q S'a L9 &
g 0O N < Q 5
o\ @ § & @% % @ 7
@ o & ¥ .O L9
PSS Q @Q”)\\ é\ 10
DALT: Days afterl@ reat©n§:nt ‘@) be@ the lzﬁ p@tlon@ < @
@ ¢
% 6\ & & > x>

8
Samples Wer@coll @ manner dé%qgned%o ob@ refpesentédive samples. They were taken,
prepared irfghe fiel where ne&@sary%;ans@ted afid stO@d acq@ﬁing to EC guidance 7029/V1/95

rev.5 (1 -0722) & S I o

@ S
Each sample con d of; at lea 500 @Qf aterlal®r samples up to 5 days after the last
1 kg @re@iﬁ%mat

application and g\1 fm@am%s taken more than 5 days after the last

application. Q

@ @Q @ d e & e

Q © SN S D
@ \ ,%?Q @@ @
2. Descr: %on of Anab@tlcal oced@res N x>
Residues of fluopicéiide its tabo@ , 1‘9& and M-02 were, analysed within the residue trials
samp%:’s accordlngt% theﬁo»@g@meﬁ@d §
S
Summary 0((f© the an%ytncz@etl@@ N
Method « © &S] 01209 & <

@

Y
Extracfion f\@

(N

D@tlo @ O
L%Qf@

Full details and acceptable validation data to support this method are presented within document M-CA
4, which comply with the EU regulatory requirements outlined within SANCO/3029/99 rev 4.

ater, acidified with formic acid (75/25/1, v/v/v), with centrifugation.

&cht@g@v

HPLC-MS/MS

0.01 mg/kg (for fluopicolide, M-01 and M-02, in barley green material)
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In order to check the performance of the method, recovery determinations were included in each set of
analysis. Control samples from the study were fortified and used as the recovery samples. All the

recovery determinations were performed in parallel to the analyses of control and treated samples

the study.

N
Recoveries were not corrected for apparent residues in the control samples usedifor these rec@les

m
>
&

o,

The average recoveries were generally within the acceptable range of 70 — 1 1(@% For fluo ié%lide ﬁgh

recoveries were noted for the 10 and 15 mg/kg fortification levels (139 an
results are considered to be acceptable, as they maximi

44

yighesef@
2@6 residue leyels, therefore<the results fr@a

%, respegtivel

the treated samples would be potentially overestimated, er than undgrestimated. g}” Q\ @ &@
X
. . o N @E & O
Procedural recoveries for Fluopicolide (AE C638@6) Q& Q ©© @Q}
o & &
Sample matrix | Fortification Recovery,ilues Meilr@%%ovel@ 5 LOQ@,
level (% . % ~yalue 6\%)0 %~ (mafkg)
(mg/kg) & 9 I Sompe kY ]
Barley or spring 0.01 7484, Q\A@ < > &Y @ 18 % o
barley  green 0.1 7650, 8386, B0 [N 84 o | 91 49 o
material 10 <Y 130* O 139 O [x, - @
15 @ N44 9 SO 144 SEE S
@éer%\\recov\@ @10 o 9 ST 260 |
RSD = Relative standard deviation, LOQ@%’ractical limi%)f quan&gcatio@Q\ ©® @) @? o\‘”\a

Fortified with fluopicolide, determinedZas fluoBigolide 484 calcylated as @nopicatigte

S
* Recovery was performed on bartay. All the othe

mg/kg fortification levels are higher tha resulfsfor the@jgher rec
considered to be acceptable to.gupport the data generati

@hase&

§

Y

?@over' S were@grform%@o)n spri

ery levels. A

Q
S 0
S AN
@ barlgy, The res@ts at the 10 and 15
y maximise th&gesidue levels, they are

<

@ o
5 S Qo B . N )
Procedural recove:&?s for N3-01 @? C%z?ﬂ 1 1§ %\ Q é% &\
Sample matrix @brtii@ation@ S) So\\:ﬁecovery vah@j @@ M@n recayery RSD LOQ
@@ level < < (%) é\ S | @ valte (%) (mg/kg)
o gwekg | S L @ s 1S 9y
Barley or spring | o> 0.0k 73,7976 & G @5 2.0
barley _ gpeen 0.1 P =N7,7%%0, 8L, o5, | @ 80 2.4
materigley gt o & 93* & O [N 93 - 0.01
AN , 915, D S5 1059 {7105 -
QY &7 Y Oyérhll regovery (n=3) 82 11.9
N S O
RSD = Relative staridiard d on, = P@lcall\fﬁm of @ntlﬁc
Fortified with @653@deted a&%’s CQ@M am\a@alculate as AE C653711
* Recovery &s performed on @ley.g@ he og% recog;?es wagy performed on spring barley.
@ .9 @ (§ . \%
Procedural recove@s for 1\&2 @E C@n 18
Sa&?’le matrix SI*f)rtii%?f)om v @eco values Mean recovery RSD LOQ
a® level &@ @ & %) value (%) (mg/kg)
< (mg/kgry | & Q (%)
Barley or sp 0.0 [N g, 66,72, 74 71 5.9
barley ogreen % 0 36, 77,79, 83, 87 80 5.7
material @° g ST 81* 81 - 0.01
N & 5 84 84 -
& @ @§ . Overall recovery (n=10) 78 8.0

\>)

B Rl sandnddit
RSB:= Reléiive standard deviation, LOQ = Practical limit of quantification
Fortifie ith AE C657188, determined as AE C657188 and calculated as AE C657188

* Recovery was performed on barley. All the other recoveries were performed on spring barley.
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3. Storage stability:

The storage period of deep-frozen samples (at -18°C or below) for fluopicolide and its metabolites (M-
01 and M-02) ranged between 213 and 311 days. @ @

Acceptable storage stability data are available (presented under point M-CA 6.1) which demon te thé@’
stability of fluopicolide and its metabolites (M-01 and M-02) when stored in water m t@tes <§
18°C or below) for up to 30 months. These available data are sufficient to §@pport the storage

between sampling and extraction.

- &% @ & %
Regarding the interval between extraction and analy51s samples @\o for the pr@g,edur&ﬁeco QT @
determination were prepared at the same time as the ﬁelkamples aney were anglysed art@f the &

same analytical phase. Based on the acceptable procedural recoven&@ btained, it §an be ¢oncl th
the residues of fluopicolide and its metabolites (M-0"and M-02) @¢re sé)able wathin tlg samplo extra@@

solutions. Q?(b N @
\ <
c& @“ Q@j é’\ %@’ o \% %,

IL. RESI&TS%DDI@@US@N Y Q@’ S @% %

@
No residues above the LOQ were found méfhe C@I‘Ol @{n ple @esuh@%rere\l@t cogtected, for cor@rrent
recoveries. For fluopicolide and its bo t%s (M<0 ,@he 8&1due velsd@n / onarley /
spring barley green material are suni %m the@bllo ﬁ%g talf@v SR &
R @ @ \
Residue summary of ﬂuopu(ﬁﬁe, M%l @?j M- ﬁlml&%arl@re% maten@l
Q&x Qp
i R@@lue@g/kg@\%@
Trial No. Sample % D%LT a3, Fluepicolgie
Country ;g?terla@ . —
«p\j &ﬁoplc&hde q ¢ M-01 N M-02
Gr%@mat%lal N S @ F0.0P 0.01
Gegen maferial '~ ~ [I'V 6.6 ° 9 hor &7 0.01
10-2120-01 een titerial Y > 4.@\& @0.01 R <0.01
Spain ©Gre@mre@” 3N b & OK0.0® <0.01
O\@ Green mg{er%al 2 %@% X @ [ @’1 <0.01
&@ Green pfaterialy” 46 NN O $0.01 0.01
Greenmatertal ~ s« [10 A [FQ~ S 0.01 0.01
Gresh material o~ 0" 3 O s [001 <0.01
Geen magperial & 7 . V18 & 001 <0.01
@GreepRateridy” - 2 O 100 C < 0.01 <0.01
10-2120-02 “Q :
Green mateyal o B Q B2 O 0.01 0.01
Germany % - $
Green material > [ A B9 % 0.01 0.01
Gregrimaterial NS 0.01 0.01
2o Greep matgrial |, 0" [1029 (%0 <0.01 <0.01
Green material & 0~ o4 < 0.01 < 0.01
« Breengmaterialy” I Q6.8 <0.01 <0.01
Greepthatefd VP @ 52 0.01 0.01
];ziziji'oi@ Greén mafetal & BY |57 0.01 0.01
NG BreenmaterigO 5 3.6 <0.01 0,01
v O\Greepmaterigl 7 2.6 <0.01 <0.01
S @
5 ¢ |Greén matvial 10 0.88 <0.01 <0.01
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Trial N S I Residues [mg/kg]
ral o ampe DALT a.s. Fluopicolide
Country material —
Fluopicolide M-01 M-02 @ 6
Green material 0 13 <0.01 <001 . S @@
Green material 1 11 <0.01 & 001 O
' )
10.2120-04 Green mategal 2 9.9 <0.01 @J@ <0.01 & S
UK Green material 3 9.4 < 0.01 <00y & |
Green material 5 7.1 @ <0.01 ) <06Y  © %@
Green material 7 4.2 ) <0.01 @% SROL S @}\ @
Green material 9 3.5 < 07@ & 0.0]@}9 D &
9
DALT = Days after last treatment a.s. = Active substan Q& . &© N @© @Q}
s & DO o &
Climatic conditions and time course of residug conce@;ration&/onsgb}rle\@ ﬁ@enK erial "™ :§
Climatic data recording was not conducted%ccord@ to @%P Q@ & @& 5 & °
. N < @
SRSIENR DO w §
. SRR N O S ¥
Trial No.: 10-2120-0 I OEN 5 L @ L O
Origin of Data: Weather s@tion, Raret.d&Va 3@(10 Kin a z@sﬁ S @ &
Trial Location: E—OSSQ@;Ierona - L@e;%‘reu@ueses@l \Y% ©© @Q \”\9
& > v S @ @%% & 9 ¢
Date/Period of Time o MeafTemp, | Rainfall OResidue (FLC)
@d/mmiyyyy) | DAET @%V‘é‘% @ e . mlc, | [mg/kg]
10/04/2010 20 _ 'Treayient, gmpling | oo 144, S 6.6
11/04/2010 1= | SamplingS @ > 449 & 6.6
12/04/2010 &Y @ |Spmpling. &7 ans & | 4.3 4.6
13/04/2010 & | . 3 A\Ba e v S| g, 102V 0 2.4
14/042010 | 4 P- & L9 o 108 0 o1 -
15042000 < 5% | samplingy, & N 0 2.8
16/04/10 | @© |[Sampling > O 2 o 0 2.7
17/04/2010 “C° 7 - : oy ~12. 0 -
1810472010 L 8- Y O 3 0 -
AB42010 o &) |- R o3 0.9 -
20/04/2010 _° N0 Samphgs N o S15.6 0.1 1.9
) o,
N > S @ O >
Irrigation durir@ sa@'ng iod:@”o 11;ri§at10n@@ne. S
¢ O ¢ .0 0.0 @
NN I
9 XN & @
3 © ) @Ij? Y >
@7 N Q @ S
N S0
> N S & &
h v o @ &©
N N
Ca &S R
@ < QO & ©@
MO I
o N
{x’ O @ RS
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Plot of the fluopicolide (FLC) residues decline with corresponding rainfall, in the days following
treatment to the barley green material

14 - S ° @é@\ v
B 12 Cr§ -8 S \QQ
£ 10 - N ?0 @Q @§ %
] © < E Ly S
8. B @ St @O @
3 Q 7z & &
@ 6 S ) 4 SEIS)
. %é Q N F &
S 4 d B
LA
< 2 % @Q Q@J %, %@ﬂg;l N %,
0 ] T & & ¥ eole
v & °
o 1 2 3 4 @3 \@ R 8 9 o0 O @’ @
D%aﬂm@}tre ent, (OALT) &% O v S
¢ N 0SO>S S8
@Q (ii%Ramf§Tg \FLC @ @Q) @
& (g @ @ @ @
As M-01 and M-02 residues “@e no&?etect@ wi the teﬂﬁﬁa% at gg@:fels above the
LOQ (0.01 mg/kg), these mr;% 11tes\vere@gt included uﬁihm t@ b0@ plo @)
The results show rainfall (4,3 mn&urmﬁay d a n@}ked decreﬁe 1 and day 3 in the

residue levels for ﬂuopléslldc This déclin hN-\Q b @?ﬁe to Wash ver the decline was
similar over the day before 9@ veléﬂle da@aft € Tall at dag& 0.9 mm) and day 10
av

(0.1 mm) does not ar to gmf@ant act gwthe é?SSldIIC Bvels. &
SRS N < W0 e & U
S D & O R §@ N
¥ S 0 O « & D
L 2 & o @
@QD S @ © Q@ < N
A \@ \@ N @@% \@ % @@
FEFLEs
9 @ Y (S
ORI AN S RN
@ 9O g © o .0 %
A N
S\ L 4+ 9 @
o & @ &S
& SRS &é\ o
= NS & &
S @ &@\ O
@%
@ < QO & ©@
> O o
N2 &
< @ N
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Trial No.: 10-2120-02
Origin of Data: Weather station, Versuchsgut Hofchen at the test plot
Trial Location: D-51399 Burscheid @
. N
N
QS s
Date/Period of Time - Mean Temp. éﬁainfa]] I@Mdue@
DALT Activity FLCR
(dd/mm/yyyy) [°C] [mm] ~ [m@]
01/06/2010 0 Treatment, Sampling 14 & ) 0 . o)
02/06/2010 1 Sampling 16 -\ 0 %, NEEEN
03/06/2010 2 Sampling 19 > |0 7.6
04/06/2010 3 Sampling EN 19 Y M
05/06/2010 4 - N Q1 . |70 , SR Z
06/06/2010 5 Sampling 50"’ 217 IR 1 ¢ 3.9 @,
07/06/2010 6 = X IR o D N O
08/06/2010 7 Samplmg:v\\& @2 <Y «J8 oy | L0 27
09/06/2010 8 - O 020 & S SE
10/06/2010 9 RSN 20\ 2 & - @
11/06/2010 10 | Sampling S, @ ,%39" 3 0§
@
S s e &eS
Irrigation during sampling perigg: N% @ga%o} do%%_ ®\ @é @@ @Q \%
o &S G O
Plot of the fluopicolide (FLE) residues @;clinth @rresp‘&ndin rainfadl, in éhe days following
treatment to the barley gieen materi Y s @ %
S S & & NS
@ o )
& N
@)
1@ 9
Aﬁ_ f 8
& od /
10
= 6
=
°\@ % 8 - 5 é
N 4
= 7 =
‘a § -3 &
=1 L2
w
S s
S 0 - Lo
& : N |
> < S . © Q@ I
> ¥ Quainfall e=gueFLC
@ > & Q
N

&
-&%sid were ot defected within the green material samples at levels above the

AsM-Olajg\/I
LOQ (0.0 thesénetabielites Were not included within the ab lot.
Q ( @1% g/k@ eb ea§hes ¢ not included wi 1e above plo

The r@i@he 1«@@5 ge%erall

}@@c]jne over the 10-day period. Rainfall begins at day 5 (1 mm). Rainfall

doesdwot appgar to ftave a Significant impact on the residue levels.
QS 2) @ @

$

&
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Trial No.: 10-2120-03
Origin of Data: Weather station - Redebel (0.5 km away) @
Trial Location: B-6221 Saint-Amand N
o [ e
Date/Period of Time ;s Mean Temp. nfall | Residue )
) DALT Activity [°C] [mm] mgﬂ@ |
2010/05/04 0 Treatment, Sampling 7.3 R IR
2010/05/05 1 Sampling 69 o) 0 J 68 @
2010/05/06 2 Sampling 8.0 Q 0 @] N7525%
2010/05/07 3 Sampling R 79 0A Q 5.
2010/05/08 4 92 qQ © Y
2010/05/09 5 Sampling Q0 92 @ N G @36 @
2010/05/10 6 N o 092> @ 0 -
2010/05/11 7 Sampling & ZHES § o 8 2.7
2010/05/12 8 R & O 075 g 2 &°
2010/05/13 9 % ) N 6.9 AM.27 N
2010/05/14 10 | Sampling . o | «7 8 " 0 0.
& 2 N N N N N
&©Q %ﬁ\ \@ § \@' §) § ©
Irrigation during sampling periéd: N%iﬂ"jgagjm dogs. § @) @Q @Q \%
o .~ S @ g O
Plot of the fluopicolide (]@}%) redidue clil@&with @‘rresp%nd' ) rain{a@ﬂ, indhe days following
treatment to the barley.green materiab § @ S § @
FELSEFS s
NS @ S §a @) AN
1@ g .9 < o 9 @ -9
o1 O 5 R NG 9 SN
Q, - ©\ N N @\ &\ N § ?§ ik
50 095 d § o 7
E 109 Y g N § % -
235 o O @ © =
S & -
S O -4 8
L3 &
)
-1

N

Q Rainfall e F|C

&

N
As M-01 an M§ res&@g@es e not detected within the green material samples at levels above the
LOQ (0 me/ke).

these met@bolites were not included within the above plot.
The &?i’due@ls ralljxdecline over the 10-day period. Rainfall begins at day 7 (8.02 mm). Rainfall

dt@%ot @ear to@e @ig}jﬁcam impact on the residue levels.

S
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Trial No.: 10-2120-04

Origin of Data: Weather station, Little Shelford (0.5 km away)

Trial Location: CB22 - Little Shelford @ S
. N
al

Date/Period of Time F Mean Temp. all | Residé® (FL

Gyyymmaa) | PALT Activity [°C] ;@1 [Mg]\@
17/06/2010 0 Treatment, Sampling 13.9 0.0 L 13 s
18/06/2010 1 Sampling 11.0 0.2 Y19 T
19/06/2010 2 Sampling ) 92 X EES 99 N
20/06/2010 3 Sampling 129 © 0.0 of 9.4 &
21/06/2010 4 - & 15,99 0.0, | © - ©
22/06/2010 S| Sampling @ 125 i SR
23/06/2010 6 - @g@” 190 2| QWO ¢ O
24/06/2010 7 Sampling Q18.0°, Gy 0.2\ v, 4.2
25/06/2010 8 - N9 LY 1l R o N -
26/06/2010 9 Sampling ~ % GRS 3, .

T P N O
‘&% SOy ) @Q N NiKZ
ST IR S N S &
Irrigation during sampling period: é@ um@mon @@%e. SR C‘}y @ & O
A S S & %
O, © N

N
Plot of the fluopicolide (FLC@%(I%@ dec@ with co:‘@ong 1'3@&1]1@'@%1? days following

. e o 4 1N
treatment to the barley glt;g@matmal S O @ & o
I I S TN
o O N O Q& 92
P RN & & o S N
_ $ 9 Y O X
; -8
et
g8 ®
. 3
84 s £
E @ =
\@9 5 6 - -4 "g
&@ F A L3 &
3 9 2
* @@@i -1
@ o €M i Lo
Q O o©© 1 82 Q\a & & 6 7 8 9
$ S
@ % Q@ @ﬁs a@%‘?astt@ tment (DALT)
N N
N ~ @} ﬁl! - FC
N % @@ "\@ R &

detggted within the green material samples at levels above the

abolites wege not included within the above plot.

LOQ (0.01 @kg).\@g“se
The residue eve@gene@@ly d@ne ovet the 10-day period. Rainfall occurs at days 1 (0.2 mm), 2 (1.8

mm) / (?ii J%[ he r%@a]l does not appear to significantly impact the residue decline.
§ @@@ § @N
& 8

&

As M-01 and M»02 resid@%ereﬁ@
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ITII. CONCLUSION

The residues of fluopicolide after spray application of the “Fluopicolide + Fosetyl-A1 WG 71" on barley
/ spring barley green material declined markedly during the sampling period. No residues abov@m

mg/'kg for the metabolites M-0 or M-02 were found in / on the green material samples. Q\ @§
C(@@ &@ ®)
Assessment and conclusion by applicant: @@ @ 5
The study is acceptable. Positive residues were found foxflnopicolide in barley greeq%maten&g%)vhi@
markedly declined over the test period. No residues @Ve the LO .01 m @und for o
BAM (M-01) and M-02. ®® & O
@ @)
Q %" @ % O &@
% NN © o W
GRS NSRS
Data Point: KCP 10.1.22/03 N 52 N RS
Report Aufhior. % P A S~
Report Year: 2020 -~ YOS @
Report Title: Deter mj_nanm@\\f?the tesiduesof fluopidolideand p \ainoc hy ochlori§
in/on wheat mg fier sp appl&mn @luo rop calb@
hydrochlogife 5 ifSermahy, the@etherL r§ ]gl
Report No: 18- 2959\& “@
Document No: M 686559-016) 9 N @
Guideline(s) followed in tion (EC) No ﬁO?f@9 of t%é2 Ean Pafoame@emd &he Council of
study: tobe 009@1&[@:@ the placmg@ ant@ otec(%on p1 odicts on the
market©
o i, o
N O§ lme foy the i‘g ing o&er&@als on rop Fi Tr1a1 (TG 509
Q> isheghin Se%mbm% O & A
@@9 dUs EQ%OC& 86Q\1500 i@)p F 4 Tr i, @
Deviations from{@rre Not*?tpphcg{ble N %,
test gmdelmegé (;\b Q ) K@ /ﬁ% @ § @
Previous eyaluation'¥ "o, net.previausly subaitt S
o o e Rty o B
GLPI@ially @U Y@condﬁ@ed under GI@\*‘Ofﬁ@gﬁy recQphised testing facilities
recognised testing %y N INS
facilities: @ & SNIEE © @;\}’ (g%x >
Acceptability/Refiabilitys YesSY N 9y Y
NS
@ O . Q O @
© TS & b
Y K &2
Executive Summary § % & @

>
An opc‘@ eld srudy &g%ﬁl 4 r@1due tnals @ c@ucted in northern Europe (Germany, Belgium and
The I&l;cthcrlands) hea@ um@ 1€ 2018 season. One application of “SC 687.5” (a product
containing 62.5 g/L ﬂu olideand 633 opamocalb hydrochloride) was made at a target rate of

0.10 kg a.s. / hg(for fluopicolide). @y d@param@ters and results relevant to fluopicolide have been
reported wi@w tl]js\ sty s

The residugs of fltgpicolide, M0l and@l 02 after spray application of the “SC 687.5"” on spring wheat
green J@Iial t@clmed%a% y during the sampling period.

< g ~N
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I. MATERIALS AND METHODS
A. MATERIALS

1. Test Item: SC 687.5 o\@ §
Batch no.: EMA4L023437 > D o
Active Ingredient / Purity: Not stated in the report @JQ S <
Storage: Not stated in the report % § @\ o
Expiry date: March 2021 VC@ @ é}”\ @\\ @@ @

K @ S
2. Test commodity: Spring wheat @& &© é\a QQ § c&©
Crop part: Green material) R & & & © &@
o & | O @
o) N \ %)
N O SRS NG BN N
N
B. STUDY DESIGN AND METHODS © . @ @& Q@x T @ S D o
(g
1. Test Procedure g\% S \\ @ &% § w, @j @
N >
The purpose of the study 18- 2950 Whs &Q\ietemyne ma&@tud@@f t Qrele t resfdues of
fluopicolide in/on wheat (green @rla fter,_one s& : .\ cat wit .5” @ product
containing 62.5 g/L fluopicolide)<Phis summa%?ocuﬁs onlyd s1dL§90f ﬂ@nco&
@ ‘”\g Q& @ @ N
- ) . S
Field phase & §) @& @ \ @9

Q
The study included four"w%erv'sed residue tr@ @@cted@a‘“nortﬁ%rn E@pe @many Belgium and
the Netherlands) during the 2633 seaspn.  ©

S0 % "\
Description of th ll?r§di§‘§@t‘@ t td &t
escription o 1al lacation®nn ing’in atigion treated plots
P ST geatiersanciropene gron eated @)
Trial number &~ [18-2950:01 ¢ 18.2050:02 §.§950@> 18-2950-04
\\_)) \Y)
Trial location é 513&@ © %37% QQ DI681 @ 6211
) % Burschf%ig@ //@% drupA v @ ND%waagdljk Mellet
Countgy Sermany < Germa@(g " | The Netherlands Belgium
Area of application °«| Fielth, ﬁ\Field\ o NField Field
Plotsize [m?] V[ 144> & 125y o 180 65
Type ofsoil & %pdy I@#n oy | Sandysilt O [ Clay Silty loam
pH-value  of, soil §¥ O B o @
(inwater) < ©@ S SN 71 71
Content oforganic C | . @ X 7 @
. . 4 2.1
e &P S &P 343 >
Test syStem KSpring wheat { Springiwheat Spring wheat Spring wheat
Varigty Tybals @ D Tybak A Nobless Mistral
Date of sowing N =
(yyyy/mm/dd) @° Z@S-OQ@M@ [@-04-12 2018-04-13 2018-03-21
X
> o 20@-31& @] 2018-08-10 2018-07-18 2018-08-07
Date t” & Ot to to
Commer%“ haw& §018-08:31 2018-08-20 2018-08-01 2018-08-15

The «ic%ual &ho n dita are presented in the following table. This data reflects the intended
a atlg@cheme or, @nnor deviations occurred, these were within the acceptable range:

&
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Application summary of SC 687.5 on spring wheat

Growth Test Appl.
DBH Water
Trial no. | Appl . Appl. | stage item
Country No. Plot | Formulation mode | (BBCH PdHI rate rlzjfl a.s. (@ S
codey | {9 | (/ha) (Ga) fg\\s/ha)
18-2950-01 S @
Germany 1 T SC 687.5 SPI 30 1.56 ?§94 FLC & 0.0%@
18-2950-02 N
Germany 1 T SC 687.5 SPI 30 B 1.6(;\9% 301 OFI@ ) § %
18-2950-03 M N
Nothorlands 1 T | SC687.5 SPL |30 - 261 JFLC\@ 0@
18-2950-04 N ~ N
Belgium 1 T SC 687.5 SPI &\@ Q& 1.20 2&@ FI% ﬁloo @
a.s.: Active substance DBH Days befor&Qarvest@ R \Q © Q@
Appl.:  Application PHI: & P%harv teerF %@’ S °<§’ N
SPI: Spraying Q %@ 6’ 6@& 6@ @Q & % o
Planned sampling schedul ‘&% 7 @bQ% S © & e
anned sampling schedule .
pring senedd D> @ & SN & §
Trial Crop @mp&%ate@ AN f%nt§r®;T@§y %LT
&
D > (&) L[Ny
Mo & & &g & & o
o | ¥ S @S S«
v @) & & o =
18-2950-01 ol & @& @ S < 9 0
18-2950-02 Spr Gr@é)en dal & S R S @y& 1
18-2950-03 wheat % o © 6@ o RS 3
18-2950-04 ~ Q ~
F.°He T5.18,5 B
$ < © 9 |& @
@Q N\ &\ \\ N @ 7
QB @O L » 10
R 7 AL
DALT: Daysa er las@featrﬁém ‘2%)” be&r theog applMsdtion s
&@ g & & o
Samples” were collee%ed ifna manner d@gnedﬁo 0 am ref sentative samples. They were taken,
prepared in the fi where ne ary‘;gransp@[ stg accordlng to EC guidance 7029/V1/95
rev.5 (1997-07- 2@) % $ @5\9 \&,

Each sampl . ns1 f g@@l at«e@jrlal for samples up to 5 days after the last

apphcatlo%and at least @ g ree atqé@l fogysamples taken more than 5 days after the last
apphcai@ 2 @ @ o\%
« S as oD
N NS T
2. Description &}Analy@éal cedgres <

Residues oﬁopic%eﬁﬁe ﬁ@m mg%bo tes, M-01 and M-02 were, analysed within the residue trials
samples ac&Qrding to the following methpd:
p & éﬁ WANZ meddy

@ (RN
QQ@%@
S
& & T

&



Page 68 of 299

B

A
/BAYER - ) -2020-08-.1 1
\ E Document MCP — Section 10: Ecotoxicological studies

Fluopicolide + Propamocarb-hydrochloride SC 687.5

Summary of the analytical method

Method 01209/M001 S
Extraction Acetone/water, acidified with formic acid (75/25/1, v/v/v), with centrlfug@%n @§
. D
Detection HPLC-MS/MS ©© ) @ @
LOQ 0.01 mg/kg (for fluopicolide, M-01 and M-02, in cerea@jreen mater@gl)
Full details and acceptable validation data to support this method are pre{&?ed within dﬁcumeg% @
4, which comply with the EU regulatory requirements oged Wlthln A NCO/3029@ \é t%@ &@

@ N) O
In order to check the performance of the method, recet dyery determ ons were 1 ude@l eac@ af
analysis. Control samples from the study were f 1ed and ué rechery ample@All )
recovery determinations were performed in para@to the analgges of @ trol And tre t&@d sa@ples fro

the study. & @ %\ @’ @6 \
Recoveries were not corrected for apparent rc@due&ﬁ{ the@ntro@mp@used@r these reca%erles& .
The average recoveries were within the a&%ptabge rang&of 7 10% @Q © @
SN SN N "y §
Procedural recoveries for Fluoplco( g]&%63 @6) & v\g© N @Q < O
(REEe & @ &
Sample matrix | Fortification K Réovery values Mea@ecov@ RSD «{,” LOQ
level R 2 fgg@.) S @ &Qalu§© S S| (mgke)
(mg/kg) o Q (%) i
Spring wheat / 0.01 \§7 192; 106; 106 P D7 1% 59
green material 0.10 > 94; 969 97; @}} 103; ‘W7 A9 - 7| 5.0 0.01
507 @@5 8687, 90896  ~s| % 88K [&v 5.9 '
S @yerall@covq@(n—l@ @»\\ 98 § 8.7

N
RSD = Relative stany@&latlon@Oractw@hmn @uantgeatlon é S

Fortified with fluopi e@‘mned&s uopico 1de%d calguﬁ@d as @gx)plc @ e @
SN
Procedural r Ver for @ 01 (& C@ll@} Q@ ®§ @
o

Sample OIII@I‘IX FortlﬁcatloK égecm@y valués @ M@}‘\ recovery RSD LOQ
@\ @ COISEERN value (%) (mg/kg)
A g o O v Y ()
Spring wheat / | <Y 0.0k > & 90)95; 97,98; $Q0 96 3.6
green material [N 050 & F5 90,987 92; 93097 90 7.6 0.01
7 @W) S 07 88:93793, 9%, 96 & 93 32 '
O VTG %ve\(a@recgv%%y (n=16) 93 5.7
RSD = Relat%e standard dev1a§n L = Pr ot \ 1 hr@@%f qu@@matlon
Fortified @ AE C653711 etem@d as A 653@ and‘@%lculated as AE C653711
&
Pr%%ural recovéries @ @AE 571
Sample matrix2)® Fortificati @@ Re@wery values Mean recovery RSD LOQ
S %Feve % (%) value (%) (mg/kg)
&L 2 (%)
Spring wheat / & ¢ S '94; 95; 96; 96; 102 97 3.2
green erial <4 0.10 m@ 92; 94; 98; 99; 101 97 3.8
S = 0.01
N | )50 84; 85; 85; 89; 91 87 3.5
N) @@ o Overall recovery (n=15) 93 6.1
RSD = ive standard deviation, LOQ = Practical limit of quantification

Fortified with AE C657188, determined as AE C657188 and calculated as AE C657188
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3. Storage stability:

The storage period of deep-frozen samples (at -18°C or below) for fluopicolide and its metabolites (M-
01 and M-02) ranged between 245 and 338 days. @ @

Acceptable storage stability data are available (presented under point M-CA 6.1) which demon te thé@’
stability of fluopicolide and its metabolites (M-01 and M-02) when stored in water m t@ces (&
18°C or below) for up to 30 months. These available data are sufficient to §@pport the storage
between sampling and extraction. % @ @ f@

Regarding the interval between extraction and analy51s samples @‘so for the pr@gpdur ﬁ’ec
determination were prepared at the same time as the ﬁelkamples aney were an@sed art e &

same analytical phase. Based on the acceptable procedural recoven&@ btained, 1 é&n thz&©
the residues of fluopicolide and its metabolites (M-0"and M-02) @¢re sé)able tlg samp@ extra@@
solutions. Q?(b N @
. o \ 6\ LN
Q& @ @ g% % IS S Y
(e

No residues above the LOQ were found méfhe C@I‘Ol @mple QResul %rere\@t co&ecte for cor@ent
: " .

recoveries. For fluopicolide and its abok

wheat green material are summarise@in t llqvv%gt ﬁ@ @' N
§ i S @Q § &@)

R S S
Residue summary of ﬂuopln(ﬁ{ie, M%l @?j M-Oﬁl/m&@vhe@ree mater@l é

& @ S m
Trial No. Sam;gl@ Grow, D§ % d@ [.mglk(ﬁ
Countr material % stag T @ > a.s. Riuiopiciflide
y el &) | BBeH &) Flugpidolighs | o M-01"D M-02
Greengnaterial © 4330 @ 0. &.24 Q" <04l <0.01
Gregimaterfal . D 30N 1 ©’ .60 <#).01 <0.01
18.2050.01 Greph material < [ 30 N ] 087 @  %0.01 <0.01
German E%?een nakrial ., [ &30 03 20.86 Y <0.01 <0.01
Y reenapaterial, 31 59 ©0760 |[@ <o.01 <0.01
. © |Greenmatgrial 1 312 | & T 08 g <001 <0.01
& |Green material 0 | &% | 10 030 .| <001 <0.01
Green, ni4terial 2 30 0. 34 - <0.01 <0.01
Greanateriél /&f 309 gﬁ;, S 2% <0.01 <0.01
Greed matérial &9 3@, g ~ ) <0.01 <0.01
G002 Green mfertal & | (13 b 2 <0.01 <0.01
Y Breenmyaterighd 30 P 6 . <0.01 <0.01
Green materdl o 30RQ| 72 o2 1.2 <0.01 <0.01
@% Green material | ¥’ [aJ0 s,  0.78 <0.01 <0.01
& |Green mateérial "X 30 N0 4.2% 0.048* 0.024
R, Green materigl) @' 30 @ I, 3.6 0.085 0.024
18-2950-03  (Green mategal -] 30 | & 1.6 0.030 0.019
The (geen material & &) $3 1.4 0.022 0.012
Netherlands ~_{Green shateria}¥ [ 31 X 5 0.69 0.015 0.013
Greghumaterial 3,9 7 0.81 0.011 0.012
S Gr@n matertal 2] 325 | 10 0.53 0.019 0.011
N S
&S
-
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Trial No. Sample Growth Residues [fng/‘kg]
Countr material stage |DALT a.s. Fluopicolide
y BBCH Fluopicolide M-01 M-02 _.
Green material 30 0 5.7 <0.01 <0.01&7 ©©
Green material 30 1 4.5% <0.01 <0.0% g
Green material 30 2 3.9% <0.01& <@t A
18-2950-04 - = D
Beleium Green material 31 3 3.5 < 0.9 TS
g Green material 31 6 2.2 <0.01 0.0 L
Green material 32 7 1.8 <0.01 .. 0.0 2
Green material 32 10 (@) < 0.01 9 NTIES @
- . § &9 28
DALT = Days after last treatment a.s. = Active substance ® N Q O
* Mean value, this sample has been extracted and analyse@ultiple timegg 6\9 Q @@ @Q}

N 9 RN
Climatic data recording was not conducted a@ordto %@ Qgé% b@ (e

=
7, AN
@&°\\@>@®°§%§

Trl.al.No.. 18-2950-01 o O ISEES
Origin of Data: Weather n, t trlélocat&
) o ) 9
Trial Location: ®\ SN R
% SIFSEE S
R W T P
Date/Period of Time | ﬁ A @tivi o Mea%ﬁ’e{ng@ Rainfall OResidue (FLC)
(yyyy/mm/dd) o @l ol | Gmmle, | [mg/kg]
2018-05-15 20 VTreajtent, Sampling 19> 0% 2.4
2018-05-16 12\ | Samplings @ I .16 & 1.6
2018-05-17 Ay @ [Sampling= &Y ° o2 & | 07 0.67
2018-05-18 @ 3 RBamplipe O &7 5 11 9 0 0.86
2018-05-19< | 4 L P- Q o 1x, 73K -
2018-05-20 56 | amplings, & N §§f 0 0.76
2018-0521 &Y @ O <% A D 0 0 -
2018-05-22 0" | "7 .| Sampling o 7 5> 18 1 0.50
20184523 L 8- © @ 1% 1 -
2008-0524 9 &y [ aQ a9 1 -
2018-05-25 ° 107 o Sampling s X 20 0 0.30
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Plot of the fluopicolide (FLC) residues decline with corresponding rainfall, in the days following
treatment to the wheat green material

Residue in sample (mg/kg)

As M-01 and M-02 residues wgye no&?etect@ wi the teuaﬁ % at evels above the
LOQ (0.01 mg/kg), these m@@olﬂesﬁver&@m anl d w{ﬁhm &@ abo@g plo%@ @)

9
The results show 1amfalk%§ mm ©du.rn§g> day nd @nar «adcclm? beﬁ}@en 1 and day 3 in the
residue levels for ﬂquﬂlcolld@ lus@eclm@uay aﬂl@due%g wash %Tf h@cver the decline was
similar over the dayg hefore fhe m@ll angd 0V€1§ l§1°tv:r tl@ raindall. TE@ residue levels generally

decline thereafter' da%@i Hﬁml%‘amfa day)&dld %@ppeal to have a significant
impact on the readue @!els S @ § r\g
SN
"\ § &

w. A T
Triaj@.: @ ] § 50- & @Q N Q
Origin of Data: (s @e g%mauo@ Veclita Langforden(1.4 km away)

e

Trial Loc al:ion'@@ % clg@\ Ok@mdn@ (Ge@lany)
Q@ M©Q < @ ©\ § «@j
Date/Pe 'iﬁof Time §© AN Q @\ @ Mean Temp. Rainfall Residug
(vy#Ynm/dd) D@ % ety [°C] [mm] (FLC)
- 2 & |9 & [mg/kg]
2018-05-16 & 0 Treatfuent, S%@plmg 17 0 3.4
% 2018-05-17 %, ) 1, "0] Samling 11 0 2.5
2018-05-18 @ 2 | SamplingO 12 0 24
2018-0549 S [ Smplinp 13 0 21
2018-65:20 =) | Q4 - 18 0 -
2018P5-2k SEE - 19 0 -
2180522 O 69 | Sampling 19 0 1.3
“8018-0873 7 Sampling 21 2 1.2
< 20188824 QY I 8 - 21 0 -
N 2018,05-25 0 $ 9 - 22 0 -
2Q48-05-26 10 Sampling 23 0 0.78
(o

Irrigation during sampling period: No irrigation done.
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Plot of the fluopicolide (FLC) residues decline with corresponding rainfall, in the days following
treatment to the wheat green material @

P
@ @® @
14 @JQ r9 SR
e 5 [28 & e
2 @ SN ©
£ 101 e & e @ @
2 . ©Q @5 E§ é\” O
: @ S S S &
< ] Vo §TAS &
~ Q@ N L@ O o @
S 4 @ - \\ <
2 TS AR CRNER
2 B Q@ NS & f§
S Cy ,.‘Q.} @. " & % < o
0 - % o Y N LT L @j @
S SO St SN U
0 1 2 & AN 50ov6 &' 1{%\9 s §
@ N @ KN O ISEES)
Qys f&[ast@atw@[[}ﬁ\@w Q) @
R CRSECE § 2
R & C(gj@ﬂ@@o—g@@ &© @@Q @@ \%
@ %
As M-01 and M-02 residueg%re nodt detested within thégree te@l sam;@:s alé%vels above the

LOQ (0.01 mg/kg), these %etaboges we&j/hot @lude(f@'ithiu%ie a@e pl&f@ ©
The residue levels genefally decline ovéd the@-da eriodcRainfatt oceurs at @ 7 (2 mm), but does

not appear to have a ss@niﬁcdz%gi E%a@ on theresi levg@ é% RN
&L S. ¥ S e °°
Trial No.. & @8-2%@03 SR A I N
Origin of Dag? b\ Weather station. 6%{)v:fru' \Zwaa%ijk é\) lﬂﬁray)
Trial Location: @J@ S1%@1 NDZwadedijk (@hie Nefherla P @
& - o
. g}g R @7 o Y
Date, od of @ Mea) “Rain @ Residue [mg/kg]
Tiine PALT [, Activity ~J| Temp. o
(vyvy mdd) S O et ma | FLC M-01 M-02
g % Tr@fnen o ©
2018-05-28 . . 2 0 42 0.048 0.024
] & s g B S
2018-05-39) Ol Pampling 21 5] 6 3.6 0.085 0.024
2018-05:30 2 Samppling ,§§ & 21 @ 2 1.6 0.030 0.019
2018-Q%-31 3 | Sawbling@ AN 21 1 1.4 0.022 0.012
2018506-01 3 - REEE 0 - - -
2618-06-02 5 dSanplie O | A5 5 0.69 0.015 0.013
2018-06-03 6 - ¢, Q18 0 » : %
2018-06-04 @ 7 %mplig%@ A 16 0 0.81 0.011 0.012
2018-06-0A | <8 &7 w 16 0 - - -
2018-06406 9 P- N 17 0 - - -
2018-g6+07 N 10@©| Sanipling 21 0 0.53 0.019 0.011
NS N
Ir@ﬁon@ring@ﬁml@g period: No irrigation done.

&
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Plot of the fluopicolide (FLC) residues decline with corresponding rainfall, in the days following
treatment to the wheat green material

14 1 IR @@\ @@j
= 12 - -8 K@J@ N \Q
B0 ] S g5
£ < £OE >N Q
w 5 | @_ 1= v \ @ @
a V > = © NS .
€ J RN.3 2 O & 0
g 6 1 @ S _42 Q Q ®© é&
g il ~ R g3 &S & «

: @ N2y 6\ v,
d 24 AT I S
0 @ ‘\a@ - S0 o8 TS % <
B 1 2 m = &% 6\@? N8 ‘}Q @5_ & v @j v
OIS & H O o &
Daysaﬂerla@%eag&%&n t(DAT) , S ) ~ éﬁ Q

(o

&Ralnfa!i@.—%[ v NS § @Q Q o
Q 6 S & N

As M-01 and M-02 remduesw@re nm;%et w1t@h the\glee I%l samp@s at 1f1cant levels

compared to fluopicolide, thése mgtabolitey er@@ot inglnded \%athur@ abo@j: plo
The results show rainfalﬂ\%lm d@y 16 mn@ay 2(2 m@rﬁnd d&y 3 %@1 ked decrease in the
s time.

residue levels for fluopicolidecwithingthe gre@n maal safiiplessover thi s may be partly due
to wash off, however&he raififall @day S nu@ras g\o} asso@ted@th a &eﬁdue decline.

I VRN &S
Trial No: &Y & 1@2950& @’ & &

Origin O%Data @ Weatbg; S%ﬁl Rbel (2@011 a\%y)
um)

elgl

é/

Trial I’scation: 62 ell
'S & ]@4 o
f\ L \
DatefP.eriod of |7 N @’han@ Raipfall Residue [mg/kg]
e G @m"@ﬁ . &’ ‘gat’%' Jmm] FLC M-01 M-02

Gyyymmw/dd) | S [%

20180508 | 0 éﬁm “%m Q\ 20 O o 5.7 <0.01 <0.01
& @

2018:Q5-09 le, s@%ﬁlmg@ NS 0 45 <0.01 <0.01
2018%05-10 22 | Sampling <} @ 0 3.9 <0.01 <0.01
2018-05-11 3 A Sampliig O A3 0 3.5 <0.01 0.011
2918-05-12 1 - ey X o 17 0 - - -
2018-05-13 @ 5 Séimpli_%@) D 12 1 - - -
2018-05-14 | & &« T 13 0 22 <0.01 <0.01
2018-054 7 PSampling 16 0 1.8 <0.01 0.012
2018-g316 > 8¢y |- O 16 0 - - -
201805-17.° | 9 |2 12 0 - - -
2Q18-05-1®° | 0 4. Sampling 11 0 13 <0.01 <0.01
N) - ‘o

@ & <

Irriga during sampling period: No irrigation done.
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Plot of the fluopicolide (FLC) residues decline with corresponding rainfall, in the days following
treatment to the wheat green material

Residue in sample (mg/kg)

| 9
As M-01 and M-02 residuese n@ixdet § witfiin the gr
compared to ﬂuoplcolldc th%ﬁe m&aboht@ ere@ot ul%ude

The residue levels genef de lmc over th day@enod@am 4l occifs at @95 (1 mm), but does
not appear to have a sgguﬁca pa@} on tl@ 51 \J levc@ & (©)

/?
=
gg@
%ag”’-
=9
(=]
=)
=
2
=]
w

§ @ & & @
Ke 6\ H§ON USI@N N
The residues @ ﬂuc@%ohd@,% 1 and N%OZ aﬂ@ spr@pph@tio%@sc 687.5 on spring wheat green
material d@med markedly du%@ ’ thy 11p]1@ perio @@ \@7
N RS o O O
Assessment ands \* Qinpli t: v & 5

The study is acr%pta 3

material, w\@h m@dly(@chnegés

s {ﬁ‘e fm@d fméghoplcohde M-01 and M-02 in wheat green

)
S S
&@%%g&Q
@ v
Q@&g@@)
T & O
N &
{x’ @@%
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Data Point: KCP 10.1.2.2/04

Report Author:

Report Year: 2020 .0

Report Title: Determination of the residues of fluopicolide and propamocarb hydrochlorid@y
in/on wheat and durum wheat after spray application of fluopicolide & &
propamocarb-hydrochloride SC 687.5 in Southern F ranc@aly, Spain ang, @
Greece 2 NN

Report No: 18-2955 ~ S &

Document No: M-686561-01-1 ) QO ¢

Guideline(s) followed in
study:

Regulation (EC) No 1107/2009 o@e European Rarfiament and «Q:ﬁ?he %ﬁ‘&ncil
Fa

21 October 2009 concerning the%acing of plarotection pr@§ﬁcts
market Q % L

@ S Q Q @)
OECD Guideline for tl:@ing of Chemi%ls o’ rop @ld Tg& (TG 5(% &
published in September’ZH09) @ R \ %@2 @@

. S D
NIV *
US EPA OCSPP 86&500,@@%;) Efeld Trigh @’% @§ -

Deviations from current
test guideline:

Not applicable @\” @ Q Y é 2N
S & o

Previous evaluation:

\\%%Q@@

No, not previgpsly submittedy) & S S
LSSy Y S

Executive Summary >

N O
@©@©

AN N
GLP/Officiall Yes, condidted under GLPYOffieially recSgnis sti%@%cﬂit' ©
recognised 4 "Q @ Ix WY§(§§ § v

gnised testing & @ ® ® < N

facilities: o W2 2 & D N 0
Acceptability/Reliability: | Ye& °~ . O & g% Y o

N @ S 7 &)

9

@
3 $ & &

N5 O . .
An open-field stud @ﬁﬂth f&ar r e trggls w onck@ed in@out@n Ewgﬁ)e (south France, Italy,
Spain and Greece)®n wheat and @yruni@heat, urir@e 20@ Z%on. Ong application of “SC 687.5”

(a product contaiing 53 g/I&%ﬂuo ié%’lid&%ﬂd 628, g/L propa

arb rochloride) was made at a

target rate of Q@ kg 48./ ha(for icolfde). O@i?/ th@aram@s andYesults relevant to fluopicolide
have been reported gthinsthis sté%dy summary, @ & O @

The resid’l;@@s)of fluopicgl

materiﬁi@eclined markgedly diping the's

\\&Batch no. % £

S X
e spr plic@ion@ the 68{@?’ on wheat and durum wheat green

appling p&riod. No si rificant residues for the metabolites M-
01 or M-02 were f@id in@%n th@reen @?ieri&i\sam&es (i.e§0.02 mg/kg).
S
5 @ oo P
SEEN s S
@ O o 1 ﬁAKE@IAk@AND%ETHODS
cC ¥ S 82
A.MATERIALS . Sy e @
1. Test Item: @\ N N SCQ§5©\
3 U EMAL0Z3437

Active In@edient /@un&@ @Not stated in the report
Storaggss " § Not ted in the report
Expi S .\,'@
p& ateg, O & Mdsirch 2021
@ N <) N
o ©
2. Festc odj y\g@ Wheat / durum wheat
Q&fro m:,f,:zf g @ Green material
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B. STUDY DESIGN AND METHODS

1. Test Procedure

The purpose of the study 18-2955 was to determine the magnitude of the relevant resm& of &
fluopicolide in/on wheat (green material) after one spray application WlthQ‘§‘C 687.5” (a@oduc

containing 62.5 g/L. fluopicolide). This summary focuses only on the residues uoplcohdg ©®
N
| 3 G
Field phase © {*ﬁ Y \ é\ﬂ
)
The study included four supervised residue trials cond%ed in so Europe (gdth @we @y, &
. . SRS
Spain and Greece) during the 2018 season. @& & é\a N
Q & ) @
Description of the trial locations and croppm@ormatlon&n tre @‘721 plo@ & © \é@}
Trial number 18-2955-01 18:2955- or@ @ 18-2955-03 °  ~P18-2955-04
0
Trial location 84840 Lapalud 20(890 &%‘cala @ @28 Z@q © %toli@sgéﬁio
Country France o Italy S Spain=) @ Greece §
Area of application | Field @ | Frld @ S| Field® > QFields &
Plot size [m?] 120 N & o [ O &2
Type of soil Clayey loamg_ ity leam v NLoam Y @y o 2
pH-value of soil R @ QJ O @U Q N
(in waten) 8.3 @@ 2 7.%@%2 @@ &@Qo S N AN
Content of organic C S 7 2
ot 20457 §1§45@§ o 4% - o 1@
Test system what ¥ o $ < | Wheat ‘Wheat durum
. Orégrai winter 0, er soft . % av| Bronde, Triticum
Variety %vheat(@ 5 wheat gaestivim) (l%gmus@\ioft Wbi@ durum
Date of sowing &1 2017-12-028°  _P201730-18. 2017-R-15 5 2017-12-20
& 280720470 V| L W9 O] & @ 2018-06-30
Date f & N S &\ NS §@ § to
commercial @est (AN
el (F201807- 07 Q & O 8 & 2018-07-10
* Remark: L@ sampling befgrge ﬂow% g % b\ v @ @j
& SN

The a&al apphcat\@ dat@@re sen &in Ql@ followm ~ta le This data reflects the intended
application schem&t, if fhinor 1at ocggvred se We within the acceptable range:

oy & &
Application S@nmaf S@SZ.S@n w@at an@uru@z wheat

e

©
, > o N,2 Gr DBH | 1% | water Appl.
Trial n% Appl. p Forrul '%: A @ stage PHI item rate
Countr@ No. @ Q" atiog) éie (B CH rate ritfl a-s- (g
S Qode) (@ays) | (yo/ha) | @02 a.s./ha)
18-2955-01 w S Q
\
Southern 1 T U 'sc &7s S{@ 30 - 1.62 204 | FLC 0.101
France @«\ @ @@)
&
18-2955-02 5\ 4§ Y @
1 o T C687.5 ~QfSPL |30 - 1.63 203 FLC 0.102
Italy & A& «
N\ NZ
18295549 &7 K 87.5 Sl |30 - 161|227 |FLC | o.01
Spainsy, (Q\
gﬁs 4 ¥ O §SC 687.5 SPI | 30 ; 159 | 199 | FLC | 0.099
@Actlve substance DBH: Days before harvest
Appl.: Application PHI: Pre-harvest interval

SPI: Spraying
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Planned sampling schedule

Trial Crop Sample material %’::::(; o © | p ALT/@Q .
SIS
‘ & Iex &
18-2955-01 (g A RS
- . _ ?
18-2955-02 (\;Vheat and ' 3 LS %® .
18-2955-03 urum Green material @ y N ]
heat & w2 @%
18-2955-04 w e . @ S 5
R @ &
@} S 69 Q
% Q @° & & 7 @ N @
ol _@ R O 2!) @@
G &8

DALT: Days after last treatment  “-0”: before thQ%IaSt ap}@fatior@
S)

Samples were collected in a manner ¢¥sign
prepared in the field where necessa ans
rev.5 (1997-07-22). R

N
. S Kog
Each sample consisted of at leaQ 00_g of gre
application and at least 1 kg @f gre@g@nat@
application. § Se

&)
N
°\@ © 9 §
2. Description of Anwtical@%}ce(ﬁgres Q)

v
Residues of fluopi Qde ang@i)ts ab S, M§

samples accordi the@llow{@ method: «
A
Summary 0 andlyticalinethdd &
> .
Methosi\o\ 01209M00T 5> O
Extrattion . @ceton@))vater, acid@éd wi@ formte aci&@SQS/ 1, v/v/v), with centrifugation.

Detection N ?IPL%—M@S ‘\U 6&’ O &

2

LOQ @”Lg @ r%gﬁi'g (f@%uo@e\zlid@@@ ]@d M-02, in cereal green material)
A N
Full detail%?‘?i acceptablali@on (@ to s@or‘c @ method are presented within document M-CA
ply with E%e EU ulat@ requirements outlined within SANCO/3029/99 rev 4.

4, whic}@
o D
In order to check th@erfo%ancemf the tth,Qecovery determinations were included in each set of
anakZ%is. Control Mpl@f ON% stady We@ fortified and used as the recovery samples. All the
recovery deterr%gations ere@for@d n Q@allel to the analyses of control and treated samples from

the study.
y. & A § . N
Recoveriei@re @cor ed ﬁg appt residues in the control samples used for these recoveries.
The av%%e re@verggere@ @hin the acceptable range of 70 — 110 %.
RS
$ O N
o

&
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Procedural recoveries for Fluopicolide (AE C638206)

Sample matrix | Fortification Recovery values Mean recovery RSD LOQ
level (%) value (%) (mg@f
(mg/kg) (%) . >
Wheat / green 0.01 97;115; 115 109 9.5 @
material 0.10 83; 90; 91; 92; 95, 97 or ¢ 53 @ QQ
5.0 92 - - 04l
10 96 - - A @)@ 2
Overall recovery (n=@ 97 1003, |- &Y
RSD = Relative standard deviation, LOQ = Practical limit of quantiﬁion Q@ @@ § y\g@
Fortified with fluopicolide, determined as fluopicolide and calc d as ﬂuopicol@@ 69 Q § é&©
Procedural recoveries for M-01 (AE C6537 1]@%@ R @@f @ & @@@ @§
\ o @ @
Sample matrix | Fortification Recovery valdes  ~'| Mgan recayery @q{SD ~ | ESQ
level @ 0 &y > vag > (%) | (mgkg) .
(ng/kg) @ U R (W s O &
Wheat / green 0.01 573,82 85 S <%0 © 7.8
material 0.10 72;75, 82,87, 9100 & | © 85> [ 12.8% do1
5.0 &3 Ny Q gy O & & '
< Overdlirecovery (n=10) B O] fa 9
@) N\ ~
RSD = Relative standard deviation, L(é)QPr%i?@al limytaf qu@*lcatl @ ©©> @Q S
Fortified with AE C653711, determified as A&C65@1 and ca@@’ulatedgas AE @ 371@ & é
M o v @ O\@ 9
Procedural recoveries fo -OZ@AE %%7 1@ & N @ @v\,
Sample matrix | Fo ﬁcatl@ © Rec@ery O |Mean recovery(b RSD LOQ
&Vel @9 "/§ %\ ) e & (%) (mg/kg)
@mgﬂsg) S ¢ S @ %)
Wheat / green k> 001 o 97n01; F9Y D | oy 10T 6.0
material P 20.10 . 80.R9:80;82:82 [ 8L 1.4 001
QST L5090 9 & 75° I & o - '
v D Oyerall récovery@n=9) % 88 13.2
o 2 2o ) & ) ()
RSD = \/e standard d@@tlon Q= tical limit of tlﬁgo\gg ©\
Fortified with AE C657 @8@ det@amed S AE c@ 88 an&calcggted as ®C657188
@’
3. Storage stablmy @\’ & @b

The storage 7 od G@% g%zeﬁﬁsamp}&qm 1§©C Oé‘t@iow) for fluopicolide and its metabolites (M-
01 and M- 2) ranged bet and 529 da@?

Accept@ storage st g@lty d@ are a@alla@(pr %nted under point M-CA 6.1) which demonstrate the
stablgy of fluopicotite and\its boh@ (M=0Fand M-02) when stored in high water matrices (at -

18%, or below) fo%p t ”l%se @bble data are sufficient to support the storage period
between samph@ﬁ and ex ract& &

Regarding @nt en e%tracti and analysis, the samples used for the procedural recovery
determina Wepggprep d atghe sam@fime as the field samples and they were analysed as part of the

same analy 1cal ase. Based @w'the acceptable procedural recoveries obtained, it can be concluded that
the re@es uo@hde*@d its metabolites (M-01 and M-02) were stable within the sample extract

olugans @
&
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II. RESULTS AND DISCUSSION

No residues above the LOQ were found in the control samples. Results were not corrected for concurrent
recoveries. For fluopicolide and its metabolites (M-01 and M-02), the residues levels in / on wheat garley @

green material are summarised in the following table. 5 Q\
N &@ . ©®
Residue summary of fluopicolide, M-01 and M-02 in/on wheat green material N
y P > g “% o § @@ 2
Trial No. Sample Growth © Re,gidues [mg/kg]f\g N
Countr material stage |DALT . Fluoplcoll(@) Q N
y BBCH “Fluopicolide [0 M-01 Mo O
Green material 30 0 Z 34 oF <001 " <00l @
Green material 30 1 %’ 34 @2<0.0R @ <001 o
18-2955-01  (Green material 30 2 27.%0 I <@91 s\ | w50.018
Southern Green material 30 K19 249 ¥ 2001 &7 | S5<0.01™
France Green material 30 ~5 zd | 00107 &, <eRl . o
Green material 30 Qﬁ\ 7, %Y 97 R < 0.4 P &0l @
Green material P EEN NNV SN <0.0L
Green material 30 [ 8 e ENA q ,0.01 o) <0Q
Green material ap 1 4 5 | s¥0.0K A,f@ <0.01
18.0955.0p  (Oreen material $30 P2 S ™9 Q@ SF %w0.01
ol Green material 319 U,Z%) 1L Y <@o1 < 0.01
Y Green material 0| 31 | 4 & 1P o <0010 & <001
Green material 32 7 . 085 2], ©<0p1 ~ <0.01
Green material 33 O 102 "©0.72 <001 9 <0.01
Green matésial 309 | & & L3S b 200l <0.01
Green material )| 39 |O1 &Y 1GF o« <0.01%) <0.01
18.2955.03 |Green thaterial IR0 4 2 & 28* O [ A <o0gb <0.01
S oain GreefiMaterial M 30 3V | Y 21@ <0.01 <0.01
P Greon matdmal | 31 | N6 ¢ 19 of =001 <0.01
Grgen material Q1 8 053 &1 <001 <0.01
CGreenﬁ&ter@lU 31 106" &0.188° |@ <0.01 <0.01
¢y Green Phaterial &) 308 | o @ 6.0 A <001 0.012
° |Green magerial 7| 380 | T T <001 0.010
18.29 séﬁ Green nfgterial @ 30 402 Q ‘”\4.2 © <0.01 0.012
Grocoe Greegapaterial > v 30 Of 3 348 <0.01 <0.01
Gresvmaterial @ 31> | @ @ 38, <0.01 <0.01
Greén magprial < | & |7 G 80 <0.01 0.017
F@‘reenﬁd@terlal@ My © 9 O "G4 <0.01 0.018

DALT = Da after last treatm@ @ :A%f:% suh@?ce @®

* Mean v@% this sample F@been@%acted@d a@ed m@le times
@ S e Q

Clu%atlc condltlons and @;&e c&ﬁrse of Q@ld@oncentratlons in/on wheat green material

@° @

Climatic da@ecord@g W@Ot c ﬁuet&l&ccordlng to GLP.

N
X

v
<
v
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Trial No.: 18-2955-01
Origin of Data: 30760 Saint Julien de Peyrolas (9.3 km away)
Trial Location: 84840 Lapalud (France) @
D
Date/Period of Time i Mean Temp. Rainfall O Residl@(fL
(yyymmad) | DALT | Activity eC] [mm] ¢ g &
0 treatment, N
2018-04-17 — 155 (20]8_0%1%11.03) 0 3.§
2018-04-18 1 sampling 18.0 (9 € ' 8 NN
2 : 5 0.0 NN
2018-04-19 sampling l?g (20®_ 4 ]9 08: 4& @@ 2.?(\@
3 . @ @
2018-04-20 sampling A@;Ej (2%8 %@20 0@ o fz@ -«
2018-04-21 4 - ~19.0 ' O y\\qJ N
2018-04-22 5 sampling |&, 189 (29% 04- & 17:4 N~ 2.5
2018-04-23 6 - > L180 () 89 @’ & .
2018-04-24 7 sampling)\ [ = ©19.5 © <<@018 04-24.0%50) P &7 @,
2018-04-25 8 - Y 195 S 000w -
2018-04-26 9 samﬂ@ng JS 18D . Y (2638 04@} 25 & 16
S S
@ & \Q ~ @\@, § @Q § &
Irrigation during sampling p%};% N@uﬂg@n d@ @@ &© @© @@ N
S @ . KSR @Q @ é
Plot of the fluopicolide (E1.C) 1@ldu%§lec \
treatment to the wheatéieen%latm ia S
% 9 0
@Q S & S
$ O 9 Y L@ o
@ \ & N S Y @ X
& S P Sy &S g
? SO O % g S @ |
20Y Y o N § Xy
. @ — I Lo % @ @ @ F 6 'g
Q> 2] O & @7 SENSERS £
A EPlo .9 & O O [ 2=
T O &0 Sy S e
= i @ %\ Q © @ | 3 &
%, | oS & © %
% BN oo SRR
T & & -
S 0 - N @'jf' . % )
° 2 N 6 7 8 9
& 3 < & &
N s§ @ . @’\ Da&@ﬂfﬁe@ﬁt treatment (DALT)
S ¥ & Q
SN Q@j Q& Rainfall e=@eFLC
R

e not@etected within the green material samples at levels above the
olites were not included within the above plot.

As M-01 5§M§§5 residyes

LOQ (@ m thes me

No @Jf@@@cm§ duri the period of the test. Residues of fluopicolide within the green material
é® ined over thc O-day test period.
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Trial No.: 18-2955-02
Origin of Data: 20090 Rodano (5 km away)
Trial Location: 20090 Settala (Italy) @
—
Date/Period of ? @ésid
Time DALT Activity Mea;ﬁg]e e %:ff;“ (FLE)
(vyyy/mmv/dd) [mgrkg] |
2018-04-16 0 Treatment, sampling 18.2 %ﬁ 00 , ¥ 1.7
2018-04-17 1 sampling D217 £ (2018-04-17,:42305) 155
)
2018-04-18 2 | sampling 225 ©Q (2015 of' D 6. S &
-04- ; @) @
2018-04-19 3 sampling Q{/@% 22.0 Q 0@201@ 19((%1 25),r, 137$
-04- : % ]
2018-04-20 4 | sampling b g@ j”% @g@é 0@ 11_&0) @
2018-04-21 5 |- Y €244 @y -
2018-04-22 6 |- X D 240 ?201@04 23 @1 15 -0,
2018-04-23 7 sampling ; 26 )
2018-04-24 I RN 0,3 O @ Q-
2018-04-25 9 |- o] Q23.5 @2018 26, 8715) | -
2018-04-26 10 sarpﬁging GRS 238 @ N w . f 0.72
o O & O @ (M
2 @ O @® @ S D«
Irrigation during sampling.p §1 riod: No uﬁgatmn g%jne s &@ .9 S
S o @ & 2 o
L9 © 2 %", @ S
S N Q0 v
Plot of the fluopicolide (FL@'esi@es decline Qm@'spmdinggainfal@l the days following
treatment to the ‘@t gretdi al @, § §’\ oy O
RS § & oA @
S (O O NN S @ X
©@f4 . 6\ - LS @ & § v -9
UL O 9 & 8§ e '
=T | ™| lo N < wl | g
& P12 ] SRS ARG
S B oo & ISER SR 7
& “g' 10 Q_ @ o\® @% o, @ & °\© F 6 ‘g
e v &0 @,\ &9 s E
59 | & @ D IS @b PR
Q N (&) N (0] =
@ O o . Q .0 -3 &
T OIS D
2 ) L2
S g NS I @ [
& = ‘
Lo

10

Q@
No ra@ occurred during the period of the test. Residues of fluopicolide within the green material
sample declined over the 10-day test period.
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Trial No.: 18-2955-03
Origin of Data: 18128 Zafarraya (3.9 km away)

Trial Location:

18128 Zafarraya, Spain

N
S
((\6 9 &Q
Date/Period Residue
of Time DALT Activity et %@’“““‘" S| @o }
(yyyy/mm/dd) . el Ry [oom] g/kely
2018-04-03 0 Treatment, Sampling 7 11.0 & DN 1.3
2018-04-04 1 Sampling 103 Q )~ (2018-04- 0@@1”1 SO KBS
©
2018-04-05 2 Sampling é 10.7 Q& _018-04%s, 1@2(% @@.8 @
2018-04-06 3 Sampling Q%@ » 134 izw%?f;%% 0&@ @
2018-04-07 4 " D98 o @§ 2
2018-04-08 5 = S O 7.3.0° S -
2018-04-09 6 Sampling =) O Y 6.2 %01§'4 9 &31)5 1
2018-04-10 i - < AN D
2018-04-11 8 Samplh;é@ N &@ o 5.5, @18-0@&;, 1@) Q.53
2018-04-12 9 . QY & SERRNETENN @24}§f [ -
2018-04-13 10 Sampling & £ G oE04-1)DI2:200,[ 0.18
S AZAENS) ©
Irrigation during sampling %@iodo: N?irrig@(?on @e_ @® Q& (& @© %
S o v Y8 oo
Plot of the ﬂuoplmhdegﬁc residuéy de(@' with col'l@fpondiug raififa ll,@vthe days following
treatment to the W]l(‘g\t gleeéxate@al ® 6@ RN C&% o S
S
@Q T & & S S @© RN
é °\® v o Q@ 9 N @
T\ & N S N @ L - 60
Q 19 N 5 & I
@ 2 Q‘Q %© SN 9 & O @ - 50
9% 2 N S @ > I
0 10 4 %, 2o O @ o
S EV S & & SIS i
& % 8 o @ R @ @% N @ w\ﬁ o - E
EQ O & 0O O & X i
5 .Y & & O ' E
» ! @ § é\g \% < ©© I 20 5
@;@ 4 —@ @ o @ @ o @ @j il
% & ) - 10
& A 5
%, 0 . Y
S § @\ Dafte@kast treatment (DALT)
e . & & S
@ % gj Y Rainfall s=ge=FLC
As M-Ol@d rees e not detected within the green material samples at levels above the
LOQ @1 olites were not included within the above plot.

:é@ldu%@évels&ht icrease from day 0 to day 2, but the fluopicolide residues generally decline
the st of the 10 period. Rainfall occurs at days 6 (6 mm), 7 (52 mm) and 10 (24 mm). The
prono@d rainfall during the later timepoints does not appear to have a significant impact on the
residue levels.
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Trial No.: 18-2955-04
Origin of Data: Ptolemaida (8 km away)

Trial Location:

GR 50200 Anatoliko, Kozani (Greece)

N

v

A
Date/Period Mean 3 OResidue [m; 1/
of Time DALT | Activity Temp. R;:;'EE]'“ e | M @ %@?’
(ryyy/mm/dd) re] L it A +
2018-04-11 0 g;fzhﬁﬁm 12.6 0.0 S 60 [ =001- %3 012
— (20@%4 12,12: 3(@ -
2018-04-12 1 Sampling 13.8 6.8 4<0.60] 041 &
N
2018-04-13 2 | Sampling 14.7 018_0 4_13 ® 5 1257 <d @@%12@
-, A &
~
2018-04-14 3 Sampling 16.1 Q@ (2018- 04(% 09 %@@ % @0.0]@ 4@
@y
© 00 g S
2018-04-15 4 |- 156> @{201%@@1 15®45)@ ) "
2018-04-16 5 Sampling L5 &0 [& 0.01@@? < t@{;
2018-04-17 5 - 3.9 @ms %&3 1@‘% - n
2018-04-18 7 Sampling [ 143, 308 <01 @017
2018-04-19 8 - of 83 Q Lagyy N -
2018-04-20 9 Samplingd, 5.4 (26%\8 043@ 13: 12@ A24 K= 0.00 T 0018
N o,
Irrigation during sampling p@l\ﬁ @u‘ug@cn d@e @ Q& @© @@Q N S
@ & @ @)
N
Plot of the fluopicolide (FL.C) 1@1(111@%9(?’ m@ cor %.pond&ﬁ m@ﬂl mfﬁle days following
treatment to the wlleat\lee@lateb)al @ @ @
& @ S S O
s 8L 5
@_ \ N r 9
©©
@ 45 ke
S € L _.I'r
DB i
S °E
AN § 8 - s E
v @94 i L3 &
$ 'S 2
3%2] © >
1 %
@7 0 - ) S Lo
S
. § 0 A1 g @ °\4© 5 6 7 8 9
A § @\ Da@ aftemyast treatment (DALT)
a > & 9
$ %% N g Rainall —=FLC

As M- Ol@ld @ 165@63 \&@'s 110t?etected within the green material samples at significant levels

compaf@ to ﬂ@gplc%de t%@
vels @1 ght

d

}%;&1

metabolites were not included within the above plot.

B
ncrease from day 0 to day 1 and decline afterwards. Rainfall does not appear
Qignificant impact on the residue levels.
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ITII. CONCLUSION

The residues of fluopicolide, M-01 and M-02 after spray application of SC 687.5 on wheat green
material declined markedly during the sampling period.

. N
S @
4 @
Assessment and conclusion by applicant: ¢§ S X ©®
N
The study is acceptable. Positive residues were found for fluopicolide, M-8\ and M-02 L@heaﬁtﬁecn 2)
material, which markedly declined over the test period. ©) o NN S
> < -
& TFs
> Y R O &
~) Q@ & A &
Data Point: KCP 10.1.2.2/05 L’ N L Y ez EINY
Repor Auior - — T L
Report Year: 2020 o S @§
Report Title: Fluopicolide (F L% Kmq@ex algafion o@wsidue@sm;@mn aﬁ@pp @n i
or on cereals XN 9
Report No: VC/1 9;041Mo$ @ & A \ I §
Document No: M-687818-6D-1 . & N D 2 N2 N
Guideline(s) followed in | not appligatvle 70N Ry KN N @ 9
sudy: ST I N
Deviations from current | Not licahg@ @J N @@9 S 1S 8)
test guideline: @B@y ‘S A © & @»Q @ (C%%
Previous evaluation: Novrnot previousky submitted S N &
S R S o L0
GLP/Officially No, %t conduc‘jfed m§r G@Oﬁg@y recogmsed@esm1§c1lmes
recognised testing R & S) @ N é& Q& N
facilities: @ @7 \&9 @ \Q X S
Acceptability/Reliakility: f¥es ., © N o O @
N N\~ g 2
G @\ & \ > N
O & o &
Executive su mm@ ‘”\g S @

This sta
may 1

@em plov:lde @0}1 of the g 1duer&@c1m§@ fluopicolide in young cereals that
ent food iténs for@af—ca g h@blvor@s birds or Lm@nnals

ihe s 1&%& with 4 trials each 2011: 10-
9920: 18-2950-01 to -04 (M-686559-01-1:
N -01-1)). Additional trials (8) conducted in

Fluopicolide has§\f
2120-01 to -04 GI-4082
- ©r
1 \ale ev@ted@l sake of completeness, although final reports
thatGhe lﬂl@rlc analysis was conducted with pre-QA residue

E%t a@ble
\

The model fits as @1 a@e s@nc%‘ml@on of the results were carried out with the software
KinSUL version 2.1.

N
Acceptable ﬁt{ere %‘mam &for N@mals,@nh an overall geometric mean DTsp of 4.9 days.
@
%
I. MATERIAL AND METHODS:

The residue @u‘;gga Iepe ‘@ted for fluopicolide in 20 field trials were submitted to kinetic evaluation.
T@ statistical evaluation of the results was carried out with KinGUI version 2.1
(Meyer itt 2014). In this software the fitting algorithms as well as the statistical evaluation of the
result implemented on the basis of the statistical computing language R (http:/www.r-
project.org/index.html). For the optimisation the implemented algorithm Iteratively Reweighted
Nonlinear Least Squares (IRLS) was used.

For all additional calculations a Microsoft EXCEL spreadsheet was used.

studies E19
for these &Ql)dles are not
results.




Page 85 0f 299

B

A
/BAYER - ) -2020-08-.1 1
\ E Document MCP — Section 10: Ecotoxicological studies

Fluopicolide + Propamocarb-hydrochloride SC 687.5

The visual fit and distribution of residuals were the principal criteria for deciding if a particular kinetic

fit is appropriate or not. However, even moderately good fits can have quite high ¥ test values (i.g,s> S
15 %).

It should be remembered that data points beyond the DToo point have much less weight than those efore§
Hence, the fit to a long, low tail is not as important as the fit to the first paﬂ@lhe curve t@@he

point.

Parameter uncertainty should be tested but only becomes more relevant hen model @?dlct“@s ares)
made beyond the conditions of the experiment from whiclrthe parameter, Wwas derived. “This W&S%’lOt

case here because typically most of the residues had dissipated withiéhe experim@}t od o@ @
days. If a parameter is not considered reliable, , Teasogs for the uncesjainty shoul B ex e 1ne -test@
alone is not sufficient to judge acceptability or non-ag@gptability, it i§.;more of a e). Th b11

of a fit should then be decided case by case, taknﬁ account the eas@g for ung alnt

of a parameter on the endpoint, and the use of th dpomt (e %}Wlﬂi be u%jd ind ual T p@Qg

FOCUS kinetics gives some further proposal@)n #to s@ﬁrate@twe@blph@c m%lels %
Residues at study end < 10 %: FOMC mlgl% be rr@’e a p@hpmaﬁ@ % @j @§
Residues at study end > 10 %: DFOP or@fS m&&ﬁt be @QOI‘G @opn{ \ %o §

QN
Ny SR
Nevertheless, this should be conside&s é:propgs@“onl@d th@wsu@t re@%s a@nm@ decision
criterion. $ TS S

@@©§©©@@@\

. 704 ) S Q
The evaluation workflow was&raysg\\tﬁart% with af FO& &@Q % @@ é%
1. If y%err < 15 % and allépther ctiteri S @ able (@sual fit, rest al I‘lbl,kt\{%)l), the SFO fit was
considered acceptabl% and ected & {L° N

o
2. 1If yerr for the SFQ fit ety @en 15@1nd @%, mqgall éher ériteria agé@acceptable (visual fit,
residual distrib@on) the SF VQ@HO‘[ P@ecte@ has1c Qodels%FOMC DFOP, HS were
also checked 8t the &)MC% ORor HS fit vyé@ su @yor o fe r the SFO fit, the biphasic fit was
selected. If ere \%& no sfémﬁ nt 1m]g§vemezg w1th P or HS fit, the SFO fit was

selected. @

3. If 2 erg,> 15 ‘@j for ﬁi’e S@ ﬁt d a&ear f@re on an ther criteria (visual fit, residual
distr @utlon) the s rej d Blpha d@@ (FQMC, DFOP, HS) were checked. If a
biphasic fit was a@eptah@lt was If @ b1p1¥&s1c ﬁt@vere also not acceptable, a reliable fit

cannot be obt&@d frosgl\the @ta set @1d th&%ﬂal &@s rej jedted.
& & & &
@@Q @Q E@RE@TS & DI@USSION
Acceptablg @?s were obtatp d @17 tr @ Wi f@an ii@all geometric mean DTy of 4.9 days. SFO was

considerggacceptable for 16 for tria HS fit was selected. The remaining 3 trials did
not allow*for an acc le fita d\were rqi ed©
> ‘% & &
Trial) Modelﬁl%%ls%gy e SFO: DTso (d) SFO: - SFO: - [DTso, recalc
coufitry 0,y |HS: DTso0,fast (d)|HS: DTs0,s00w(d) [ HS: tv (d)| (d)
r@ % @& gﬂ @[’))A)
vaille@\\-zlzq@p, SP| 50 | &y o 15.41 3.95 - - 3.95
10290-02@E  [SFoQ” o |9.284 4.13 - - 4.13
0-212003:BE () SEOS| o |1L16 4.90 - - 4.90
g 0212094, UK | &50 |+ [4722 4.98 - - 4.98
18-2950-01, DE HS + | 1890 0.86 3.89 0.69 3.89°
18-2950-02, DE SFO + | 5244 472 - - 472
18-2950-03, BE SFO o 16.02 2.00 - - 2.00
18-2950-04, NL SFO + 3.258 4.46 - - 4.46
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Trial, Model| Visual |yZerr | SFO: DTso (d) SFO: - SFO: - |[DTso, recalc
country fit [%] HS: DTs0,fast (d)[HS: DTs0,s10w(d)|HS: ty (d) (d)
18-2955-01, FR SFO o |6259 8.13 - - s Y @b
18-2955-02, SP SFO o | 12:63 7.65 - 765 U
18-2955-03, IT NR & 971 o
18-2955-04, GR SFO o | 1473 5.55 - - 555 - <
E19RP102-01 SFO + 7179 6.14 Y - ol 9
E19RP102-02 SFO 5.39 1741 (9 - & - 17 é\”
E19RP102-03 XUNR &2 EORS \g@ &
E19RP102-04 ¢ N O v A q&©
E19RP087-01 SFO| o [s876] AFR2 Q -, | ] 11 &@
E19RP087-02 sfFo |+ [7.007] 9P232 @ R 9 » @
E19RP087-03 SFO o | 1208 327 NG 7327
E19RP087-04 SFO o |127 @0 o S - |- | 300
@' @ Q %eor@gtnc m@l J&@” @&
seudo SFO taken as DTsgsiow=In y : results ar&pot refiable . O
p 50,51 @% \ SQ @ & \ ‘27\9 % §
Q@ ~ N ®
$ &
Trial 10-2120-01, SFO, visual fit:o, > Q@l 1@20\(@ S@wsu@) gé@ %
8 d & P [:Ic(;;o)-‘ vs(;;n;N w\\q@ f@ §©> @%asured %ﬂ;&e{?%@msvs . \
g7 S § g ° 1 AN @% @ ~ @
3 L ED W 5
g° 1 @ L
25 5 &
: Il £
! N &
2 3 2 4
i Q i
0 ~l N + } 0. 0
0 2 I 6 & 10 N0 12
& o NS
e o, Ne & ¢ @
TN e S
Trial 1@%0 03, SFc@lsu(@t:o @ bm@b 102 21%0- o‘@%o visual fit:+
) Q) S Q @
s | Mnsumd&%gﬁg esldu%%vsilm(ez\&j ] @ @@\9 1 K | &rl FLCFSFO]I vs. Time
§ 7 1%y o 14 ]
26 k §% |
- L
B 5 °| 2 10
K 1 @S@ § o
SN
£ E -
0 0 + + +
0 i ! 2 3 4 5 6 7 8 9 10 n
Time
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Trial 18-2950-01, HS, visual fit: +

Trial 18-2950-02, SFO, visual fit:+

Measured & F’frlfl?:i;it::IiF:iissi?ues vs. Time Measured & Pre:t&(&;x;gtg)sidues vs. Time .
g 25 ] g 35 ] l k @ @6
3 E 30 & ] % @
% 2.0 4 E 25 @ @
E 15 ] E 20} O\@
% 10 ] § 1o ] ] FQ @
2 05 ] gos5i 9 2 & @
0o ; ; ; ; ; 0.0 y @
o 2 4 Ti:.e 8 10 12 éﬁ é
%@ @ &©% h & &
9’ $ &
Trial 18-2950-03, SFO, visual fit: 0 a1 18-2950:04, spg,@vis%;%t: ‘\© N
Measured & Predicted Residues vs. Time % e }sur‘d Qﬂdi:t idues ? - %
5 5 [& S ]
g v L QO R ’ S)
: N ED ) S é @
4 N ) S
3 1 I~ g @
- I3
z G
A @
Time fil,k & §§ @ ° : @
o O
S L Y I S
Trial 18-2955-01, SF&ViSu@D%@ SH) 18:2 5-0@8F%Visua§@o
@ @ D &
Measured & I@ﬁﬁ;&s@es VvS. :img @O @ ©© easured & Pmlglizmig Residues vs. Time
40 < ’ %D oy (p\ﬂ 0\2 § T Q
g 51 @© 6\ & & : 12 o § v
E 303 @ K . @ é 164 @) s
2 N 3 o
& |7 ke
Q 1.l
2 15 b N ¥ g
. 1 Q\ & méﬁ °\© 6‘?@%\ s UK%% % ' o } .
’ 3 @Y : %ﬁ : H ] :‘e 8 10 12

Measured & Predicted Residues
O 4 N W s BB - ®
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Trial E19RP102-02, SFO, visual fit:o

Measured & Predicted Residues vs. Time
FLC (SFO)

Trial E19RP102-01, SFO, visual fit:+

Measured & Predicted Residues vs. Time
FLC (SFO)
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Trial E19RP087-01, SFO, visual fit:o;

Measured & Predicted Residues vs. Time
FLC (SFO)
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The@e’ometric medn < 011@@1‘6&1 foliage from 17 trials with acceptable kinetic fits

was 4.9 days.
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The gf@y iepi&le. @eomeuic mean DTS50 of fluopicolide on foliage was 4.9 days.
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CP10.1.3 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians)

The available and relevant data covering potential effects of fluopicolide and propamocarb-
hydrochloride on terrestrial vertebrates are presented under point CP 10.1.1 for birds and CP 10. or O

mammals. Regarding assessment of potential effects on reptiles and amphibians neither ﬁeamc

documents nor testing guidelines are available at present. Therefore, no additipal data on st@gl
vertebrate wildlife is presented here. @ SR
SIS
R QO & 2
o & o Ts
e @ ¢ S @ @
Q (TS %o S
& O %o SEIRS)
@ § & VO &
S) R o & A © &
o RO
N ) © QO
L @S D LS S
A A T S
R (€ @ @ S % &"
O T 7 - S & © & e
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& Ty YN D SRS
S o L .
RN o O § o O S
o = ¥ S o ° S
AN TEERN © g @Q é
. & Kz
v O & o SN L9
e QO N O QN 9
Ny 8 e Y
v S e O ¥ .9 & )
F T S 0O
@ S SIS @© @ @
S QO NTN N o 9 N
@© 6\ s N @,\ &\ ©§@ ?§
& £ .0 O « SIS, S
(O <GS N
SV I
&@ \@Q o\@ “ Q° \@Q v o\©
O S
§ RENIIAN > & >
TS F s s §
@ O & .9 © O @
QOO O N O D
¥ 9 K & o
=) N @% W2 %
@7 °\@ Q @ N
NN ) N
~ S SN S
S ¥ & O
@" N
QNN
&3 o
L Q@



B\ Page 90 of 299

A\ -08-
‘BAYER|) ) . .2020 08 '11
\ E / Document MCP — Section 10: Ecotoxicological studies

NRA Fluopicolide + Propamocarb-hydrochloride SC 687.5
CP10.2 Effects on aquatic organisms

The risk assessment is based on the current guidance: EFSA PPR Panel (EFSA Panel on Plant Protection
Products and their Residues), 2013. Guidance on tiered risk assessment for plant protection produ@for @@

aquatic organisms in edge-of-field surface waters. EFSA Journal 2013;11(7):3290. Q\ >
Table 10.2- 1: Endpoints used in risk assessment
Test substance Test species Endpoint \g@ g\? !
FLC + PCH SC 687.5 |Oncorhynchus mykiss |96 h LCso 6.6 mg pl'og
NOEC & 2.5 mgpro
)
Cyprinus carpio 96 @50 prod ;@“@

12§@g pr f}d,fL

(\ 2.
\Daphnia magna 48 h % 100 pl Om U@?
W\% NOQ g 227283~
& 10.2.
Psendoh!dmeri@ﬁ %12 h @100 m&prod é?
subcapitata &© I 72 hEoCso % I3 .8%@]_)1‘0 & @ -
Q 72 h NOEC 4.3 s pro Ne

Navicula gyl r’fmftg:a@ To'h E ﬂ@ﬁgod fLé
§ ~ 72h E., w40 ?ﬁ;g @84~
< OE,@-0.10 fhg prok CP 10.2.1/05
Z) é N @CQ% Og mg H&ﬁ& @ I%
S 2020: M-
S o & T S . S 200 v

R 6795 38-01-1
v @0 @ § &f\ © é §\ Endpoint
@ S . @ § Q @@ & @ recalculation.
il N NS @ R KCP 10.2.1/06
Fluopicolide Q gsh, te é\ o6 h‘i’i}so 0.36 @ a.s.fL?mm) ,
@© Onc&i%jna%s mykg% N@%ﬁ@ K@@@O.I@J‘g a&@ () 2003: M-240806-
o @ o 01-1
&@\ & f@% @ SRS KCA 8.2.1/01
- JFish, sguf)e ©@ 96 L.Cso 0.75mg a.s./L (mm) 2003:
§ Lepo%ms m oci?r'%‘s 1\%;12(: XN 0.56 mg a.s./LL (mm) M-240805-01-1
9 |5 @i}\f S @ KCA 8.2.1/02
Q@ @ﬁh @e Q[oe h@so @1.3 mg a.s./L (mm)

Cy@us cagpio N |NQEC 0.25 mg a.s./LL (mm)
S o g@ 4 F &
S S

3% o\%

AN
\y\’ t”\?]F‘lsls@a\ﬁéut& K Qw Q@Lcm 1.8 mg a.s./L (mm)
. @}n da@o Je:@ DEC 1.0 mg a.s./L (mm)
2. SRS
& N § S @
< & LQ Q
@ @ Fish, ac 96 h LCso 0.7 mg a.s./L (mm)
&&?@ @@ §§)11_;\9 atipes NOEC 0.44 mg a.s./L (mm)

& & T

Fish, acute 96 h LCso 0.41 mg a.s./L (mm)
Cyprinodon variegatus |[NOEC 0.20 mg a.s./L (mm) [2003: M-223359-01-2
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Test substance Test species Endpoint Reference
KCA 8.2.1/06
Fish, acute 96 h LCsp 1.34 mg a.s./L (nom)
Pimmephales promelas |[NOEC 0.313 mg a.s./L (nom) @
&
Fish, chronic (ELS) 33 dNOEC 0.155 mga.s./L (mm)
Pimephales promelas |EC1o 0.278 mg a.s./L:(anin)
© &
X Q@
& S
@ S
Qo? N h & <
. N w
Q @ N N W
o O & ©
v Y R o
Fish. BCF flow thrauigh [BCESs. h@@ 65 Kkg (vdole fish)
Lepomis macroc’s fiermalis o\& Q) w\?\
o SIS AR
f\& 1 > N @ (@)
I_m-'errebrae.}%u‘[%i Z) Qgﬁ ECs >@ \ng Q@J’L (@)
. @
anhmgna\ @ g &@Q .
6 O Sl @ &S - ©  |kgas241/01
I.Iﬁ%l‘tebl‘%, acute ™ @h E(@ >Q8 mg /L @J) W
Crassosea virgmica © Y O« _ O)[225445-011
P g & O 9O & O [keas2a2m
Inyey eb1‘ate@cu‘t§ 96 h LCS@\y 3.@@g a.%’L (mng),
@)@ AQ Ifcm&%is bahia ‘N NS @ 2003: M-220513-01-2
NS <>Q A Nk S s & KCA 8.2.4.2/02
5 @Imre‘iit&]_:urat chrogb\ %ﬁ@\l 0]§§ 0.19@3}; at@?@ (mm)
. D@hmﬂ wgena *10 Caunot b&yalculated 2003: M-241191-
QO o & & SEERSEIIN 01-1
A v, O o O ,
. N N o N KCA 8.2.5.1/01
O & & Ol &
@? AN @ % 5@’ S 2018 M-
QO Lo S ~N 617757-01-1
Q@ < ©© KN \© N Endpoint
@ ©\ Q 2) @é recalculation.
@% S A S KCA 8.2.5.1/02
odg. 2 = - N R
NS e”e]}éte-éhm_“?c < 128 dNOEC  0.34 mg a.s/L (mm) 2010, M
%,  JAm my. m’: E@}} 0.18 mg a.s./L (mm) 544290-02-1
A @, o~ ’ o KCA8.2.5.2/01
< O
@"  [Sedim dw%@, J28 NOEC 1.98 mg a.s./kg (nom) 2020; M-
S Sfehroyg ", ) 671529-03-1
& N ubvicutus varieeQhs KCA 8.2.5.4/02
$F5E
& S
cL T
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Test substance Test species Endpoint
Algae 72hE.Csp  >4.3 mga.s./L (mm)
Pseudokirchneriella 72hEyCso 3.0 mg a.s./L (mm)
subcapitata 72 h NOE,C 2.4 mg a.s./L (mm)
Green algae 72hE/LC e 2.6 mga.s./L (mm)
< <
N
X Q@
@ g
Algae, 72 h 0.073 m@a.s mom)$,
Skeletonema costatum so  0.0682 mga. (nom
(Marine diatom) gj rC(:@) 0.0480 mg@\ /L ({6xn) <
h E 00424 ndg a.s. 'om)
OGRS @’
o T R O
Algae, 7N E C@ @1ng¢7i (
Navicula pefhc’u FPhE 067 1 m)
(Freshwater du@ 72 h ErC @043 @ a.545j mm@
Q @ 7"2 h B, C1; 0. 0@1@ a} (r_m@
@
& & Y
D . ® 9 Q " CA§2 6.2/08
Aquatiéumac phytes¢ N7 d E«Cso >3.2 a. m
Lem@ﬁ 8-’3)3)«%& @ % @fl Onﬁi % ( 11?9 2003:
N § EX weight = @ 1-220201-01-2
5 @§ © %}0@ @7 mébs rl@{%mn) \@ KCA 8.2.7/01
@Am&hibian %\-’ae,@w 48 ﬁ(‘% >lgpgas f'L\fnom
O feeE N % NOEC. gas m@i&sf (56m) 2010; M-
©© %nopm%eus@x Q & § 393869-01-1
> & O NS 2 KCA 82.8/01
M-01 "OlFish, acute & LCsr 240 mg p, f'L (nom)
(2,6-dic ou’; us % @h Q Q@ \ 2001:
benza (BAM; Q Q M-234311-01-2
BCS-AA65784)) @ &\ S @ S % %\ KCA 8.2.1/07
" [myertebra@ acute™ 4%9h ECS 1@9 mg p.m./L (nom)
© @ hm mg:i.'g@’ > Q N 2001:
@ P o .© @ M-234306-01-2
Q @ N @@ KCA 8.2.4.1/02
% ae ® o :f?h Ess0 120 mg p.m./L (nom)
@7 B eudo@dmen la &@72 60 mg p.m./L (nom) F
mbc itata o> @ |724 NOE,C 40 mgp.m./L (nom) 2001: M-234304-
\‘”\a ¢ c@l ﬁ?j @ﬁ ECio 49 mgp.m./L (nom) 01-2
@° o @ KCA 8.2.6.1/03
Q@
@ \Qﬁ‘\lg v 72hECsc 92 mg p.m./L (mm)
N 2o ula Hra;fo@ 72hECso 46 mgp.m./L (mm)
@ @Q (Ky}eslm§ diatom) 72 h NOE,C 30 mg p.m./L (mm)
C 9 4 © 72hECi 42 mgp.m/L (mm) 2020:
< S S M-678377-01-
S & KCA 8.2.6.2/10
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Test substance Test species Endpoint
Aquatic macrophytes, |7 d E:Cso 97.6 mg p m./L (nom),
Lemmna gibba frond number
7 d EyCso 71.8 mg p m./L (nom)
NOE,C 25.0 mg p m./L (nom)
E:C1o 51.0 mg p m./L (nom)@
(g
2
© &
T @
O
& &
M-02 Fish, acute 96 h o >102 mgp m@f(ml@
(3-chloro-5- Oncorhvnchus mykiss QQ. N . @
(trifluoromethyl) o Q@' w\?\ @
flu . N 9 %
pyridine-2-carboxylic ©) @ 7, N Q
acid; (BCS-AB43478)) N L LD
Algae, v, 172 MTC§ 74 fng p.m.% (m]:[@\\'
Navicula pelliculo Zf%\h E,.Cegy® TXmgp. (mif)
(Freshwater diaté@ K2 h C @ mg %}l.& (@) ¢
@ @,?2h£ 10@?\, 8n§.m/§®mﬂ@© _
9 Q 2
@ . @ ¢ @ D) r\& @ g
Propamocarb- Fish, a%y% S LCso Y &2 ri@ﬂsf[@ N~ EF%3 Scientific
hydrochloride Lepomis’mackgchiry, N Qy NS . 2] eport (2006) 78, 1-
o 9 o @ﬂ§ o g @ @ g%lj
Fish, chraryc © §§E @ @.3 g as/L @ EFSA Scientific
KPimeplites prapielas? ~ & ‘s |Report (2006) 78, 1-
phgies pragielas, | &7 oo ) RN P
& f§ ol S _ 80
S |In€@rtebrite, acutéy  [ECso y =% m@ﬁa.s.ﬂ'_@@ EFSA Scientific
©© %ﬂp;’miﬂ%}ﬂgn& Q %& § N Report (2006) 78, 1-
@ g,'\( O © N _9 [(\b Q @ il
& Invertebratéchro @EC @ 12,3 mg asy EFSA Scientific
@ @hni@rgm@ IS @é@ b Report (2006) 78. 1-
A NS RN 80
WiAlgde é’ . @) E€o0 & > 8§§ng a.s./L EFSA Scientific
@@Q Pseudokir 'neriegﬁ 5@’ S} > Report (2006) 78, 1-
@GP' - & & 80
©@ @ﬂqu@@plaﬁt\ \\\) EG@V @ > 18 mg a.s./L EFSA Scientific
A Lenya gf@ %Q @@@ @ Report (2006) 78, 1-
Ky 2 (NN X 80
Bold: Endpoints used in fisk assessniént &K Q
a.s.: agtive substance; : pur(e%n tabols @
nonkg nominal concentrition = mean meaShred cQlicentration
™R A %-@, &@ @3@‘ &
< R

Selection o

Followin@%m
Regulgtfon fox

ar

There

e e

SCIERR

uph}%s en@dpoints for risk assessment
Xy

aee, the test guidelines OECD TG 201 and 221, the EU-Method C3, the
cati m\\sQ d Labelling (Regulation (EC) No 1272/2008), the PPR Opinion (EFSA
), the EFSA supporting publication 2015 (EN-924 published 22 December 2015)
S0 EFS Aq@c Guidance Document (AGD, 2013, noted by SCFCAH on July 10-11th,
2014)&0\1#]1 rate as the relevant endpoint of the algae and the Lemna growth inhibition test.
e, the risk assessment is based on the E;Cso, when available.

Valid algae studies with green algae and freshwater and marine diatoms species are available for
fluopicolide. In general, diatoms show a greater sensitivity to fungicides targeting oomycetes. That is
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the reason why tests on Navicula were also performed with the metabolites in order to cover the most
sensitive organism group, even though diatoms do not belong to tier 1 standard species. The endpoint
selected for algae risk assessment is the lowest of the 72h-E.Cso (0.073 mg a.s./L), it was obtained gyith S
Skeletonema costatum. . @ S
N
S &

. . N @ & ©®
Selection of endpoints for chronic risk assessment
According to the AGD, EC, values are preferred over NOEC and shou §§e used for rick ass@me@g@
when robust values are available. In the fish ELS study, th& NOEC is 0455 mg/L baseab on{%t we

and length, the lowest ECyo is 0.278 mg a.s./L based on\vet weight. & s proposed@ﬁ use@e EGy or @
@

risk assessment (refer to MCA for further explanations). < Q&
@ S Q O &
Ve g s e
o) N L Y \© %) @
Metabolites @f@f AT S BN §
o A
Metabolites M-01, M-02 and M-03 are relevafidfor t}%@aqu@e rls@ses C‘}% t. N@\eta@olite i%'eleva it
for sediment risk assessment. S @ o Q @7 @&
Some studies were performed with met 1tes\4 01 , however,- u 3 cannot b\eﬁteste@e to
its very fast degradation in water 'o nsétiy nt ) test med@m n dafaare a%ilable
they are used in the metabolite rlsl&@sess nt $ @20 stepwise a ach@s used for
all metabolites when no data are @ﬂab%e @Q o ©© S N
The decision scheme is follo@step\% step Q§ &@ @Q& & @© é
e Step 1: None of thg\étudfﬁ% wi %@he a@we su@tance%s adgquate_for aSS@sing the potential
effect of the met&@htes Step & %, @ Q‘&,
R
o Step3:Isit cl%@r tha%&@ tox@)hore@as b@a los @om @e ogkcule?o\@

M-01 and M-02 (§6 W an@ngll acﬁ@it @ M@ 3.6 re@ort b&.

M-224842-01-1); r@ture of ffﬁoplcegde sph twcreate M-01 and M-02. On
this basis, it 1s hat the tox ore beef&lost How§ data®en the most sensitive organism

group are ava ilable @he g(‘\Kﬂ(@marls with, pareii b of 5@4 is for@d anyway.
Regardmgj@ 03, the to&gphorms C(@ered@ present ‘t%@u e 1t@rnolecular structure is very similar

to the @nt = Step @ @ o . @

e Step 4: 1d ﬁ?fy th@ spec@’ or ta@mormp gro detefﬁalnlng the lowest tier 1 RACyy o for the
active s anc%ls th@éute m}ab% L(E) 50 > @ times the a.s. L(E)Cso (on a molar basis)?

Studies on Na@cul V&l@leofo@ﬂuo@dlde@nd 1ts@ietabohtes M-01 and M-02, they are used for

the comparls (see ble@low (r‘@ S
KN @ @,jg % 9

& % Q & S

Substance name @ AN @? @§ \\) Fluopicolide M-01 M-02
Endpoint (mg/L) @ @\ R o 0.121 92 74
Y%

Molecular Wefbht (%/mol) @@ Q 383.59 190 225.6
Parent end§ nt ®lcu donam 01@@&1% (mg/L)

e O
10— Ligy.: NS

S‘%;‘ O @@ % NA 0.60 0.71
-

The ula endpoints for both M-01 and M-02 are much greater than 10 times the parent endpoint
recalculated on a molar basis = Step 6
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This comparison cannot be performed for metabolite M-03. It is proposed, as a screening step, to use
parent endpoints and an additional safety factor of 10, i.e. assuming that M-03 is 10 times more toxic

than the parent. @
e Step 6: Assume that the acute and chronic toxicity of the metabolite is equal to the to&@ o
the a.s. for all first-tier taxonomic groups. @@ @
This approach will be followed for all missing endpoints for M-01 and M-02%? & @
3 S & o
. 9
> SN S
Summary of the metabolite endpoints used in risk as&gment: @ g}” Q\ @ @
S >0
Endpoints (mg/L) M-01 @ M-02. &69 MR03 S
D) Q Q £
_ @ |V Q- o@D
Acute fish LCso= 240 ng . Lcé& 102 | Qé? GRS
Acute invertebrates ECso=180 © @ g&o >@§8* § EC&> 0. ]% & .
= - o
Al ECs0 792 | <O E=7 = 0%12
o S IS T
Macrophyte EYC@% 97@6 & %Ercso % 2+ O §” E, @ > 0%2**
. > 2
Chronic fish E& @’@78*@@;) @6 E%@@ O{{%{@* @ S 1o = &0278**
Chronic invertebrates *&Q,EC O ES N%EC@@ 0. L&’g@ 2 NOQ =0.019%*

g g e S
IS <& @ § © & >

Predicted enVIr(ﬁnt@conmﬁraﬁﬁ u%d in @Q;ls@@@sses%ent

Predicted en @n § centr ns c@fﬂu icolide. and § meteﬁ?ohtes in surface water were

calculated acc rdin teps 1 %for 1;h se ifipotatdes, lettifée and cucumber.
p S 4

@
&@ @§@@%§§\©
FIEFITs s
@%@%& (S
QS b LS
@ O ¢ .0 © .0 @
NI R
AN N @
@’ 2 @@o%
S Q\&@
= %@@O@’Q@@
S @ﬂ&@\ O
@%
&%%gf&?@
§Y§©%©@
> O o
S &
@’@@%
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Table 10.2- 2: Initial max PEC;w values — FOCUS Steps 1 and 2 (potatoes)
Potatoes .
c d FOCUS 4x 100 g/ha| 3 x 100 gha| 2 x 100 g/ha| 1 x 106g/ha
ompoun Scenario - ¢
PECsw, max PECsw, max 1§sw, max P, max
[ng/Ll [ng/L] gLl | < the g
Early application v N @\ L
J : %)
STEP 1 102 (o |765 ngsm N[25.5< O@
Fluopicolide STEP 2 North  |11.3 X [8.69 Q@ 6.08 @@ 3@ y\g@
O R N
STEP 2 South 20.6%@} 15.8 Q& 10’9x© 358 O &
STEP 1 e 33l @ 2R o' &
M-01 @ o 3 Q
R STIRY SIS B
(2,6-dichlorobenzamide (BAM))|STEP 2 North 434 /2 32 O H27 & (hI6
Ol a0 Ol ? ShaaS -
STEPZSoZ% 84> @ 640 - 439 O 2%% &
M-02 NEEN . w, |4
(3-chloro-5-(trifluoromethyl) STEP 1 @} » 19.3 . <§5 & §Q6 4@7“@ & ©§
pyridine-2-carboxylic acid) STEP@%)[%O l}% OJS@ o 6 ©© 0 @ 02@}
&
STEP2Seuth 14 6B O [og1e ¢ {eam
M-03 @ .~ Yo 94,9 F S w322
(2,6-dichloro-N-{[3-chloro-5- « [0 L7 & sy 322 St o P2Y o
(trifluoromethyl)-2-pyridiny S@z%\&gﬁ @69 ‘T o647 R %4?&6 2) 0276
(hydroxy)methyl} benzamid §§ - NS
ASTEP 2 South S11.54@°  © 1.2& 0973, 0.552
& R@Lat@mg@n o4
q
@@ \@ STEP 1%, 102. G165 S Po 255
Fluopicolide O @6 oS TERR No 757> o 86 47 2.19
L o lspspaseuh fI04 o> 798 <7 [5.60 2.92
o R v \ T
N Sz D 11.0
o RS & @>§IEP@@ - M OPRD 220 !
] . N .
(2,6-dichlor0benza@@\a(BAM) STEP2 N Ja70 & |07 1.43 0.734
D &) {STEPZSoun 393 P01 2.06 1.06
M-02 G P Olerier O |y o 4.83
(3—chloro—S-(trlﬂuoromethy@)@ E}g\Pl Q\ % 3 O“@ 145 9.66 -
pyridine@rboxyhc acid) g @i’,ﬂ% 0516 0.407 0.299 0.172
< STER2 Sogth 0715 0.563 0.410 0.236
M-03, > e R g 3.2
(2,6-dichloro-N-[3-chloro-5- &S}EP@ & 3.22 3.22 3.2 .
(trifluoromethyl)-2-pyridinyl] (Kl g Tppy Ngthv 0.462 0.388 0.292 0.166
(hydroxy)m 1} l;;\éjgz mi @L g
] . . 24
& @j&\ O |STEP2South  [0.692 0.582 0.438 0.248
N <
&% @@ @ o N
¢ & T oo
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Table 10.2- 3: Initial max PEC;seq values — FOCUS Steps 1 and 2 (potatoes)
Potatoes .
Compound FOCU$ 4 x100 g/ha| 3 x100g/ha| 2 x 100 g/ha lxy)@ha©©
Scenarlo 1)ECsed, max PECsed, max P sed, max P@d, max U§
Ingkgl | Ingkel | Gngkel | o [Hgkeld
Early application v N @\ L
STEP 1 270 ¢, |03 13 6757 IS .
Fluopicolide STEP 2 North ~ |29.7 X [22.9 Q@ 16.0 @@ 8@' y\g@ &
STEP2South [54.6 ¢  |418 <~ |87 & M8 o ¢
Late afiplication @@f Q & e @%
STEP 1 270 oo JB O o Jes O
Fluopicolide STEP2North 1987 G153y 1090 o |59 .
STEP2 South) 222 . [aL0° & ~ ey §@
- @ & S SN
Ve o » & 9 .0 O ~
o & TS S U
v & 0 ©
N © N @ S 2
SO VOSSR e
N ° %,
5 @ o © ¥ .9 & )
S § < © & QO
&« .9 % & @ @
S QO NN e SN
FH Ve a0 Ve s
>y & .0 9O «7 & D @
AN . NN
& 2 > @ 4
S & & & o &\
'S X O GG
SENES) Q
§ RN > & >
o O ¢ .09 o O @
VOO & D
SRS ,@ & @
<) O @ %o
@7 °\@ Q @ N
Q AN N @§ 9
N (g @\ R Q
@" N >
s A &S 8
@ o O ©@
o & © ©§’
AN % Q
$ Sy
¢ & <
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Table 10.2- 4: Initial max PEC;w values — FOCUS Steps 1 and 2 (lettuce)
Lettuce Lettuce @
Compound ggg:fo 2 x100 g/ha 1100 gha < &
PECisw, max PECsw, max O
[ng/L] o gl 7D
Early application v Q @ %
- N N
STEP 1 e 255 N
Fluopicolide STEP 2 North |- X Q@ 437 @@ NS %Q é@
STEP2South |- o G oo Qo &
STEP 1 5 S oy & L
M-01 ; =
Y AN v <
(2,6-dichlorobenzamide (BAM))|S LEF 2 North, & 4 £ 50 %6 :
- %
STEP 2 Soutf) . @@ Q@ B3y & A,
M-02 STEP 1,5 [0 < 16 & @

(3-chloro-5-(trifluoromethyl) N
pyridine-2-carboxylic acid) STEP@“’{?’\ -9 S ) §'364@© &’ Q
0

stere sath <O O @7 Plo.
M-03 SEPL o O O@Q é@z @Q \”\9
4

(2,6-dichloro-N-{[3-chloro-5- ¢ S 4 d O
(triﬂuoromethyl)—Z—pyridinyH@@ STE{;% Nortl@ " &@ @“Q 4148 ;\%
(hydroxy)methyl} benzamidey STEP 2 S@lth - @ & Q{(\\&0) 00.%8 .
°\k‘/)) O L§ applicationgy® v < @y\’
D O N>
SR I RN N T
Fluopicolide @ & . @’EP 3QNorth %1%@ @ ”.19
U@? b\ L [STEP 2Soup [560 Y §@ Sp92
O S O st dno O & @ |no
M-01 ‘v
(26d orobenzam1 BA@STE%ﬁ\] ortiy” |1.43 @ v 0734
@ &) [STEP2 Sauth xS, O 1.06
M-02 OV & BIERIO st = 4.83
(3-chloro-5-(tri%§mm hyl) @ S
pyridine-2-carb xylic@%d) § ST@ Norik Oé9 o GQQ 0.172
& S <O |sTEP 2.860h - J0410 7 0.236
M-03 S S §$TEP%§ & 32 3.22
(2.6-di€b10ro-N-{[3-clgbpro- SQ pr—— N@&ﬁ ) 0.166
(trifludromethyl)-2-fwridinyl] & Q :
(hydroxy)methyl}<benzagdide) = (SFEP é@mﬂ{\ 0.438 0.248
& @ &Q)
S 22 SRS
RS
@ < Q" & ©@
¢ & 9 &
Ol
& @@ N o
N) o
¢ £ <
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Table 10.2- 5: Initial max PEC;seq values — FOCUS Steps 1 and 2 (lettuce)
Lettuce Lettuce .
Compound FOCUS 2 x100 g/ha 1x100 g/ha
Scenario PECsed, max @PECsed, max @ @j
[ng/kg] &7 Ingkgl o O
R O 5
Early application L %
STEP 1 - % [67.5 NS
(@) L S ON IS
Fluopicolide STEP 2 North |- Q@ 11.5 @@ NS M@ &
STEP 2 South o < ey R o &
Late %@cation @@Q @ & o @K
STEP1 P35 <0 O s Y o
Fluopicolide STEP 2 Nbrth 040-95}’ A@ b@ 56907 & S %
sm@b&m@ 47 Y N [mes T & §@
@ S P LS9 NESIRS
FO TS L& F O
Table 10.2-6:  Initial max PECy Valucy~ F;& Si;%psla%:g (c:@nbs@ﬁ $ 2
@ QF U@ @® ﬁwucu er Q© <
%CU§ E%rly S @ O Late
Compound Sce 0 O & s & B @)
@2 l @ @’ECSW, <n{;x msw @ y\?@ PECsw, max
S % Wl SF gkl [ [pgll
D) N
& o w0 iabighe O s
N
§” o [STERY Q7 [76.5 0©© D65, g [165
Fluopicolide @@ @\ STEP 2 North @@6 &\ V5. $ 12.2
@ S JSTER SSouns 105 8 @ 10.1
‘7
Mol & STEP1 0 1 7 @31 33.1
@, %ﬁlorobema @ [SBEP 2 North o J2.07 ©° = [2.67 4.88
(BAM)) @ STERY soutt” 3947 & P01 3.94
M-02 > & s@?l o M5 & o|as 14.5
(3-chloro-5-@) ~ © ranoth s’ T o407 0.874
(tr1ﬂuorom‘@1yl) p@dm@@gﬂz &Norﬂ@ 4{} S ’ )
2carbo%1c acid) . 5@2 s%%;h (?8 @ 0.563 0.718
M-03 NS TR 322 3.22
@ dlchloro-N-:§ @
d&i%ro S-(trifluors eth@%ﬁg@m@ 0\@8 0.388 0.970
2-pyridinyl] Q\."f76 0.582 0.776
(hydroxy)m&@l} P 2{§§)uth q
benzamld %
@ @ @
PSRN &\@
S & T
& &7
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Table 10.2- 7: Initial max PEC;seq values — FOCUS Steps 1 and 2 (cucumber)
Cucumber . @
Compound Focus Early Mid Late IS
PECsed, max PECsed, ma PEC ax
[ng/kg] Ing/kgle ng¥el S
3 x 100 g/ha v S &
STEP 1 203 e o3 o7 208, -7 &
Fluopicolide STEP 2 North  |15.3 X 15-3@)@ @@3 ) y\g@ é
STEP2 South  [26.7 g 209 o761 o o
ﬁ X @° N & 7 &
o R O
NNZ » Y
Table 10.2- 8: Initial max PECsy values — gcug@pés@@t?g@ [§@’ | §6\ g\% %&g@
| Thale &g
S <108, 100 2100
Compound ??EU%\ @ g/ha O'gha™> | gha ﬁl)q((@ ha
©£ (iz& X & P@sw,ma@WE@nax ﬁ(ﬁ ECsw,max
&1 @ gL | Il () gl |« fng/L]
\9)
o o0 Bwbapplicitony < P o
L8 NDadieh  Ulosd Qs 0524 O Jos24
% S Ddpond @ [350 266" N[1729 o2
> @ @D4st;g§ g@&fb@ L2350 % 1@5 0.777
N o pagich &7 13y Oy Joraz oses
N
Fluopicolide § é Q\Q @ditch 2nd %?%6 @@ @3 @ (2-98 1.33
& DS« [Ripd <[o260 §1§’.217&9 0.152 0.111
& N @© RiMream® |286 O [2.8® 1.42 1.42
2 WA AR stedh . [1.82.@ &2 132 0.574
S O Sl e
A RS R3steam O |4.00 . M2.58 2.58 0.864
@?@% %& § R¥dicclyy o2l 0014 |0.008 0.003
\"4
o & S e 4§§d O loggs  Jo1ss 0.101 0.049
Q © ©@ \"\ Déstrearf, 365 0.272 0.181 0.091
M-03 S & @psdie® %ol loaas  fooss  oosi
(2,6-diclgSto-N-{[3-chloré-5- Q Dédich2ad [0489 0364|0242 |0.121
(trifluoromethyl)-2-p¥idiny] @\ &
(hydroxy)methyl} bétzamide)’ - pond®  [0.003 0.003 0.002 <0.001
6& @\ &)
@° g Q@Rl Sffeam 0.097 0.067 0.054 0.022
&
@ \% § 7 [Rgstream o081 0.063 0.040 0.020
& O & [Bseam o086 0.069 0.040 0.016
2 ©
§§ & & &
cL T
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Potatoes
4x100 | 3x100 | 2x100
F
Compound Sgﬁ;ﬁ) g/ha g/ha g/ha 1x100 %\@m
PECsw,max PECsw,max PECsw,max PE ymax
[ng/L] [ng/Ll | ¢lpg/L] L]
Late application @\5 S . @J
D3 ditch 0.524 0524 A o524 @ps4S b
D4 pond 3680 s S [LT1 w03 O
D4 stream 3.5 240 163 @ o701 &
: Q
D6 ditch g 96 35 . 079 105550 g
Fluopicolide D6 ditch 2080 144 < |141g” (W0 © ]38 @
Ripond, _dg112s S |0 Ué}“@o.ogﬁ 01026 =
R1 stream ;\9 278 ©§ﬁ54 S 155 S 0.%% 0&0
REstleanis, |01 133, qils 0589 O
o @ &
Bsugam  Fros > I8 <0 g cNS0Q
&©T)3@h < Joart (G001 Jo00s £ Jo.602
N N2 o
@Q D4 pondc; o150 S 008 . Ofo0z5 039
N Ddseam  Tlooge @191, [0983 ) [0.069
M-03 D%@itch o |6 0.4 o\‘@.loo@ 0.051
(2,6—dichlor0-N—{[3-chlor@—\@ 5 dit@nd 03600 326 w\g\ 0. 0114
(trifluoromethyl)-2-pyridinyl] @ & S @;@ T S
(hydroxy)methyl} benaatiide) > & Rlpond o7 |0061  Of<0.6n <0001  |<0.001
K & |[Risweam™ Jplss, @ [0.054 0.041 0.019
N 2 .
@@ 6\ &7 ¢ [R2sfream V009 JF064 S [0.043 0.020
@) @)
& NS i R¥stream, U @ié% S 0169 0.083 0.046
O X § AP
Table 1@ 9: Initial maOPECw alue@—%FQG@ Steps 3 (le\t@ce)
§% %& § \O;\U > O 5 Lettuce
% RS
Compound @Q @© @%O(@S SCG@]O «§ 2 x100 g/ha 1x100 g/ha
@ @ @ ~ X N PEC;w, max PECsw, max
SR > O
QX & @ Ing/L] lng/L]
@7 ’ N 9 Q\)}) < @rly @ication
& RS ' [Daich s i 0.634
v o 3 ditgliInd - 0.635
@ 7 GEEE
NN « S|p4 pond - 0.714
& S .
< ég @@ §g B stream - 0.675
Fluopicelide @Q@ ©© D6 ditch - 1.67
NS @ R R1 pond - 0.094
S K N P
Q Q@ R1 pond 2nd - 0.079
@ R1 stream - 1.12
R1 stream 2nd - 0.985
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Lettuce
Compound FOCUS Scenario 2 x100 g/ha 1x100g/ha _, S
PECsw, max PECsw, max @3) @
[ng/L] mgll] S W
S
R2 stream - 0@@ 0.553&@ : /(\@
R2 stream 2nd - 0.5@ @ o
R3 stream o - &sﬂ\ﬁ KH .9 L
R3 stream 2nd & @ @“Q?O()@\ @ o
R4 stream @% &C- é\g 2@@ §' S
R4 stream 2@ R - 2 é @QAO B ~ @&
Didich V@ g ) (00037 O
Didietdnd @ & S @7 gy [0003
5 — © q N
Ddpind | & \@ @Q N § %Q).mg@f @
D stream MO S &l &
&@6 dgch & O & (O & o
07 @ X7 =
Q R;C/pond o S @}Q @ ©® @)@ <0,00d
M-03 @ [Rpondlnd & @7 o O P jeom
(2,6—dichlor0-N—{[3-chlor0—5§ R1 %gm 4 AN ﬁ 018
(trifluoromethyl)-2-pyridiny]] é& SN @ S oo % 5
(hydroxy)methyl} benzarx{@) % R@}%ea@ﬁd V& a8 %, |- - Q&\, 0.031
w &) GR2stréam (\@“j S N S o018
AP J T PR I
@@ \© O |Ryseam oY o | 0.033
Sy @6 o OpRglmumd & & L 0.062
@ y\g . %a) AN (@ b}
© strea 04 - 0.015
o\@ %, @sﬂw %%\ @ @ \@
N @9 ) { 4 stream 2n6© o - 0.040
@ &\ &ﬂ . @) Lat&}pplié&tion Q\
& @ & opsaen O 0.634 0.634
@ O @Q YDz dRh O @ 0.631 0.631
0O O >
3 o 9 Dipondr? @ 1.53 0.646
& 2 Q0 [Paseain 1.46 0.599
% "N SP & [Dg@itch 13.1 4.67
o o v &@\ R1 pond” 0.437 0.288
Fluopicolide &~ . < SIR1 pord 2nd 0.222 0.084
@ o Nst 2.39 1.11
& é&g @@ §9 R®stream . .
@@ ©@ ©© R1 stream 2nd 1.92 0.685
&% @@ @ N R2 stream 0.963 0.562
N o TS
Q Q R2 stream 2nd 1.09 0.596
@ R3 stream 2.18 0.862
R3 stream 2nd 2.65 1.50




B N

A
{BAYER

E

R

Page 103 of 299
2020-08-11

Document MCP — Section 10: Ecotoxicological studies
Fluopicolide + Propamocarb-hydrochloride SC 687.5

Lettuce
Compound FOCUS Scenario ZXéOO g/ha 1><::00 g/ha@f 6
PE SW, max PE SW, max
[ng/L] [ng/ll] @§
R4 stream 3.17 0 @Q@ 2.01 {\@ O
R4 stream 2nd 3-29ﬁ©y 1-§§ §\ %
D3 thch ” 0.005 % 2\0 L
D3 ditch 2nd \e @D 05 S .oi? @@ &
D4 pond EN @ 0,061 &6\9 0.03 u©
D4 stream /{@ (/)7@§8 ® @Q.OSS@ KN
D6 ditch o & 0.184 5 Qb\ o.pgg, <
Rlpond)” @ @m é% o.%@a > @g.o 1 .
g-éBdichloro N-{[3-chloro-5 Rls}z&%d Z\Qd AN @Q %003 § R .OO@' §@
.6- "N-{[3-chloro-5- &0 .
(trifluoromethyl)-2-pyridinyl] l%ﬁstrea@m - RS %@7 0:57\ < Of,glﬁs Q)
(hydroxy)methyl} benzamide) @@1 Stg&% ey SO > (§@3 &y @15
SRz oo >
Q R% ;tream@ S @\? @@OSZQ @)@ 0.02%
@@ R streafr2nd 5 @ UQ\\ 0020 2O lools
g [R3 fpm o o & 0854 o 9.030
9 O 7
SN R3sfreang Ind & & S 0068 § 0.064
& @@ é§\4 sréam % &]0.020 0.016
Q . § R@eam@ S 2 9032 & 0.023
BRSBTS AR EE- I
N O N
S S @
Table 10.2- 10 gq@ial %@PEcswvalu%s—F S Stéps 3 (egcumbey)
o\@?) g}’ @f égﬁ Q f\v@ & ©  Cucumber
comiSy L@ .S Fogrs, § Bary., © Mid Late
b §§3 NS S\®'ar%§\ PECq, PECaw, mx PECaw, max
> S & & = gk [ng/L] [ng/L]
B f® &7 . O O 3x@igndy
N S > |[Podicp® 1% 475 10.2
@ & QQ @Rr2 s@am 2210 1.14 2.39
. & N S
Fl“"‘g" e N S o [Ripweam 7537 3.06 6.01
. S
> @ ¢ [Ri¥sweam [8.33 7.85 9.06
5 g @ &
o’ A §D6@ch 0.169 0.324 0.367
M-03 N
(2,6-dichlogN- {[Fchloraey® =, stream  |0.047 0.124 0.045
E) r\"
(triﬂuog%@t hylridﬁ%%'l] @Q R3 stream  |0.067 0.093 0.047
(hydraxy)met benZamide
gia @;@ @“@b sozg@ R4 stream  |0.069 0.241 0.099
& &
N

&
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Table 10.2- 11:

Initial max PEC;w values — FOCUS Steps 4 in potatoes (4 x 100 g a.s./ha)

PECu Scenario Early application §f

(ng/L) .

Nogzle \gter%;t?rtj)d None None None None None 10 rr:\é} 10 m &@?@ m §©

. 5 :

reduction bl:lltqfeSIr) r(?r}ll) 0Om Sm 10 m I5Sm 20 m ]%m I5m @ 2§ 5

None | D3Ditch | 0524 | 0.172 | 0.091 | 0.067 | 0.047 p0.091 | o. g&z | 20047 g

50 % 0262 | 0.086 | 0.046 | 0.031 | 002459 0.046 | 6031 {70.028

75 % 0.131 [ 0.043 | 0.023 [@o16 | o0dp | 0023 [Q0016 T a2 @

90 % 0.052 | 0017 | 0.009% 0.006 |<0.006 .009R g@a 0.006%)

None | D4Pond | 3.70 | 370 | 370 | gg70 {73700 340 | Q870-J° 340

50 % 370 | 370 | 569 P3690] 309 | 2869 5 5.60 | 369 |

75% 360 | 369 [53.60°9 3¢9 ?%9 é 3680 | 360|360

90 % 360 | 369 360 | @pe9 {7368 | 369|369 3($

None | D4Stream | 347 | 38R |37 €340 s | S 30 | 347

50 % 347 |7 93470 347 | O347 ) sqw | 07 ST

75 % 3.47 @y 3427 3 | S g 348 | o7 O34 3.47

90 % 3.4 347 |87, [T | S |osar | 3| s

None | D6Ditch | kgl |QLSI < 1. 1.51 1.51 sy | D51 1.51

50 % st 151 A\g 151S] 151 | w51 N 1si 1.51

75 % & 150 | @51 | 1519 L3r | @51 & 15| 151 151

90 % @ 451 QY 1517 | G5 @@ 15 | 1.51 1.51

None | DeDich {\ 7.36 4] 736 | 236 {7369 7 V36 | 7.36 7.36

50 % d @JQQ 73 | %36 736 188 |76 736 | 736 | 736

5% | & 736 (9736 73 | ©36 6 7387| 736 | 736 7.36

90 %< O7360] 785 | 736 7365 | wvs | 736 | 736 7.36

None | RIPond$y 060 | 56258 () 0.350 | 0248 |\p.246 | 0.013 | 0109 | 0.059

50 % | 0248 Q0246 | 0F3 | G241 0240 | 0004 | 0003 | 0.054

75 % @ 202400 021 |(p.2390) 0.288 | 0238 | 0100 | 0.099 | 0.051

0% | O O q&s fD2378} 0287 | dwse | 0236 | 0095 | 0.097 | 0.049

None @1 Stream |, 2.86 <} 2.85" | 286 .28 | 286 | 130 | 130 | 0682

50 % & 2.86 % 86 k28600 286 | 286 | 130 | 130 | 0682

7% “o | a6 [ 2s6Q)] 286 | 286 | 285 | 130 | 130 | 0682

90 % o 2867 28 |28 | 285 | 286 | 130 | 130 | 0682

None @trea\ 1& [ «os2 | V182 | 182 | 182 | 0812 | 0812 | 0422

0% | & @\82 L 182071 182 | 182 | 182 | 0812 | 0812 | 0422

75 %y L >l §® 182 | 182 | 18 | 182 | 0812 | 0812 | 0422

908 | > & 182 | 182 | 182 | 18 | 0812 | 0812 | 0422

&dte [R3 Stream @ 00 | 400 | 400 | 400 | 400 | 182 | 182 | 0957

50 % 200 | 400 | 400 | 400 | 400 | 182 | 182 | 0957

75 % 400 | 400 | 400 | 400 | 400 | 182 | 182 | 0957

90 % 200 | 400 | 400 | 400 | 400 | 182 | 182 | 0957
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Fluopicolide + Propamocarb-hydrochloride SC 687.5

PECqw
Scenario Late application
(ng/L) 2
Vegetated None None None None None 10 m 10 m '6\ @
Nozz.le strip (m) > @ d
reduction gj‘f’fsfzarg) om | Sm | 10m | 15m | 20m | 10a | 15 m©& 2(Lin\\©
None | D3Ditch | 0524 | 0172 | 0.091 | 0.062 | 0.047 0091 | 0.069 | 0w47 k2
50 % 0262 | 0.086 | 0.046 | @831 | 0.024g) 0.046 | gP31 N0.024g)
75 % 0.131 | 0043 | 0023 | 0016 | 0.08° | 0.023 |D.016) 0.06%
90 % 0.052 | 0.017 | 0.000%9 0.006 | @pos | 0009 0.006"| po5 o
None D4Pond | 3.65 | 365 | @9 | 364 | 3640 368 | Q64 b 3.64@
50 % 3.64 | 364 |e3.64 403640 368 |« F64 (O304 3
75 % 364 | 364 (D364 308 | @6s V3640 364 | 364 |-
90 % 3.64 | 3.640) 363 |sJ63.] 36a | 38 | 363 3639
None | D4Stream | 3.54 | 3 [« 354 @ 354 | 3 [8.54 Q39| 354
50 % 354 |O¥sael” 3507|361 |5 P o3| g | 354
75 % 354 3.54° | 354 L 354y 3gY | g4 s 354
90 % 359 | 851 |0354. 357 &34 |O35469 394 | 354
None D6Ditch | <96 | 1965 196 | 196 Do G 1 96 M6 | 1.9
50 % 1969 19% §gé% .96 | 198 | (96 {P196 | 196
75 % 195 | 196 551960 185 | 196 [“1.965] 196 | 1.96
90 % & [@vs o196, | 185 | <096 0196 195 | 196 | 19
None § tch & 1449 199 | 144 71449 144 | @ea | 144 | 144
0% | (& 184 Jo 144 3 140 189 §@4.4 144 | 144 | 144
5% O @@ Qs Pusn| w1 | 140 | 144 | 144 | 144
90 % 1442 my (144 P lag) | w1 | 144 | 144 | 144
Noa& | RiPopd? | 425 | <0723 | 04¢y | advs (@114 | 0055 | 0053 | 0.030
50 % O KIS 016G | 4H2 < 0.1108) 0.110 | 0049 | 0048 | 0026
75 % @? Q 0.149 %1\\10 0100 Y 0005 | 0107 | 0.047 | 0045 | 0.024
90 % o | @07 o100} 0.1e7 | atvs | 0106 | 0.045 | 0.045 | 0.023
None PPRISweam §O27a0 247 | @77 277 | 277 | 124 | 124 | 0.643
50 %> o | 28 | @77 A 27n] 277 | 277 | 124 | 124 | 0643
75 05 & 277 272 29 | 277 | 277 | 124 | 124 | 0643
90 % o Shn o Q7 | 277 | 277 | 124 | 124 | 0643
None | RgSteam | 207 | @01, 201 | 201 | 201 | 0916 | 0916 | 0480
0% A \%“ &Z01 )" 200 ] 200 | 201 | 201 | 0916 | 0916 | 0.480
75 % & &9 2m Y01 | 201 | 200 | 201 | 0916 | 0916 | 0480
90%” | & A1 | 201 | 201 | 200 | 201 | 0916 | 0916 | 0480
Noke OR3 %@m o405 | 405 | 405 | 405 | 405 | 185 | 185 | 0.968
4050 %2 S 405 | 405 | 405 | 405 | 405 | 185 | 185 | 0.968
7505 405 | 405 | 405 | 405 | 405 | 185 | 185 | 0968
90 % 405 | 405 | 405 | 405 | 405 | 185 | 185 | 0968

* Maximum values coming from multiple applications are marked in italics
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Table 10.2- 12: Initial max PEC;w values — FOCUS Steps 4 in potatoes (3 x 100 g a.s./ha)
PECqw .
Scenario Early application @
(ng/L) Q
. Js
Vegetated None None None None None 1 10 m @%0 ey
Nozzle | _strip (m) 1% S
reduction NO spray © 4’\
0m 5m | 10m | 15m | 20m 10 m 15§ Om ¢
buffer (m) =) . 9
None | D3Ditch | 0.524 | 0.172 | 0.091 | o882 | 004750 0.091 |50:0625] 0.047
0 ) N S
50 % 0262 | 0.086 | 0.046 | 0031 | 0.02® | 0.046 P 0.0 w24 |o
75 % 0131 | 0043 | 00230016 | gp12_ | 0.028] 006 |cpo12¢)
90 % 0052 | 0017 | 0.008”| 0006 { 0005°| 0bd 005"
6 . . . . 0052°| 0089 | @.006¢,| 0.
None | D4Pond | 266 | 266 | 266 lo,2.6600 265 | Qo6 2667 | w286
50 % 266 | 266 | D66V 2657 | aves &P 268 | @66 1N 266 .
=X 7 @ <K ) i
75 % 2.66 | 266, 2:66° | <266 2.6, 26 | 2.665 é%@
90 % 266 | 2.6 | 266 w2668 296 [N2668] 286 | D6
None | D4Stream | 2350 | &30 402508 2% 2.50 Y i\j@” &0 | 250
50 % 250 250 7 250 [ 250 & 238 | @50 P2soe] 250
75 % 250g)| 240 | @50 £ 25007 Aso ©2500] 250 | 250
90 % 230 | 250 o250 ] 250 [(Ds09] 250 [ Q50 | 250
None | D6Ditch | ¢hl2 © LI2Y §@ 712 R [ P |
50 % NN EZAE 2 N RN L2 | 112
75 % S 1w sy | e (O | v | e |
90 % @ 2, © LR 1 812,99 112 g2 | L2 | oL
None D6@§ﬁch® 1987 493 N 193} 4997 93 W 493 | 493 | 493
50 % @Qnd@@ 493 | Qnose]” 493 | W93 & 498, | 493 | 493 | 49
75% € 493D 493 | @93 [Choy, | 43 493 | 493 | 493
90 % &85 493 4.093(§ 493 | ov.93 | 493 | 493 | 493
None | RIP 0217 202107 0383 [0.199 3> 0197 | 0.096 | 0.091 | 0.052
50 % @Q K 0199 0498 | Pios [Po.19% | 0192 | 0.084 | 0.081 | 0.044
5% | @ S 0498 | @193 ) 0.198| 0apo | 0190 | 0079 | 0078 | 0.040
0% |© 0190 <[ ~0.190> | 029 9@189 0.188 | 0077 | 0.077 | 0.039
None DRI Stream,| 2.860 236 [ Z86+] 286 | 286 | 130 | 130 | 0.682
50 %> O 286 | 286<] 280 | 286 | 286 | 130 | 130 | 0682
5% | 6. Y 2800 | 286 | 236 2.86 130 | 130 | 0682
90 % o T2867 | mss 8286 | 2.86 2.86 130 | 130 | 0.682
None § Stre\@%“ £ forsy T s 1.82 1.82 0812 | 0812 | 0422
50 % & jorss] 19| 182 | 18 182 | 0812 | 0812 | 0422
75 % R T | 182 | 182 | 18 182 | 0812 | 0812 | 0422
90% | O @ w82 | o182 | 182 | 182 182 | 0812 | 0812 | 0422
{RSne PR3 Stream (258 | 258 | 258 | 258 2.58 117 | 117 | 0612
50 759 258 | 258 | 258 | 258 2.58 117 | 117 | 0612
75 % 258 | 258 | 238 | 258 2.58 117 | 117 | 0612
90 % 258 | 258 | 258 | 258 2.58 117 | 117 | 0612
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PEC,v
Scenario Late application
(ng/L) o
Vegetated None None None None None 10 m 10 m 2m gy
Nozz}e strip (m) > @
reduction blj?f:fg) 0m 5m 10m | 15m | 20m 1@% 15 m 5,2\ ﬁa@)
None D3Ditch | 0525 | 0172 | 0.091 | 0062 | 0047 0.091 | 0002 | @047.]?
50 % 0262 | 0.086 | 0.046 | D031 | 0024 0.046 | 9031 0.024)
75 % 0.131 | 0.043 | 0.023 ] 0.016 | 0@y2 | 0.023, {P0.0&>
90 % 0052 | 0017 | 0.0047] 0.006 | <005 | 0.0057] 0.006 |c1r005@
None D4Pond | 259 | 259 | 2% | 258<] 25®&°| 259 [Qss¢f 2
50 % 258 | 258 | 258 ¢l 2587 238 [Uss ) 2587 | 238
75 % 258 | 258 P 2387| 258 |o2ssel 2587 | ass K\2sg .
90 % 258 | 2358 258 K258 [T238 | S8 | 2584 2
None | D4Stream | 249 | gp9 . 249Q 249 | &9 [>2.498] 239 §
50 % 249 |09 2407 | 099 249 287 | Qa9 | 249
75 % 249Q¢ 2497 | 239 o 2495 249 | @49 2495 249
90 % 209 | %9 W2495] 2@ | 599 D 2490] 249 | 249
None D6Ditch | «035 | 1358 135 | 135 [91359| p3s | D35 | 135
50 % b 1350] 15 | @35 [Trss | 08 a5 P oass | 1ss
75% 1 | 135 (5§1.;@ G5 ) 135 b 13y 135 | 135
90 % & [ @ L 13, | K5 1ss Q18 | 435 | 135 | 135
None | DeDitch § 14/0] J#l | 141 140 | d41 |g140 | 141 | 141

nd N G
50 % O Bl | 141N 14> | B \@@%4.1% 141 | 141 | 141

5% oS w941 P | e [O1id) @ | 14 | 140 | 141
9% © 142 1 1Y 1 | arn | 140 | 141 | 141
Noa&™ | RiPopd | @72 [Svlo71 | 0.7 | 0065 ©0.064 | 0033 | 0.031 | 0018
50 % O {0065 0.088 | 0062 ¢ 0068 0.061 | 0.028 | 0.028 | 0015
75 % @? 0480 | 461 L %.060 odso | 0.059 | 0.026 | 0.026 | 0.014

QN .8
90 % @@ U@Q 59 0.056) 0639 | @vs9 | 0058 | 0.025 | 0.025 | 0.013
None [PRISteamyd .56 ] 19y |erss & 154 | 154 | 0690 | 0.690 | 0359

50 %y o | L |afseplTisa| 154 | 154 | 069 | 0690 | 0359
75 %% SHNRZNE 937 | 154 | 154 | 0690 | 0.690 | 0359
AN 8
Y\g ﬁ) U@J )
<90 % 01547 131 [ise | 154 | 154 | 0690 | 0690 | 0359

None | BpStream | 433 |@1334] 133 | 133 | 133 | 0607 | 0607 | 0318

50% & N 133l 133 133 | 133 | 133 | 0607 | 0607 | 0318

75 % &Q éw @@ 133 | W33 1.33 1.33 1.33 | 0.607 | 0.607 | 0.318
Y

904" D33 | 133 | 133 | 133 | 133 | 0607 | 0607 | 0318
Nofie PR3 @ﬁ‘im o367 | 367 | 367 | 367 | 367 | 167 | 167 | 0877
4030 %2 SV 367 | 367 | 367 | 367 | 367 | 167 | Le7 | 0877
7505 367 | 367 | 367 | 367 | 367 | 167 | 167 | 0877
90 % 367 | 367 | 367 | 367 | 367 | 167 | 167 | 0877

* Maximum values coming from multiple applications are marked in italics
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Fluopicolide + Propamocarb-hydrochloride SC 687.5

Table 10.2- 13:

Initial max PEC;w values — FOCUS Steps 4 in potatoes (2 x 100 g a.s./ha)

Eiﬁj Scenario Early application O §f @@}
Vegetated None None None None None @ m 10 n@® Q@n@
Nozzle strip (m) & RS
reduction blfl‘f)f:fr(anf) 0m smo | 10m | 15m | 20m3| 10m dsm @f\zo 0
None D3 Ditch | 0.524 | 0172 | 0091 {8062 047 | 009140082 | @p¥7
50 % 0262 | 0086 | 0046 | 0031 | @024 | 0048 0031 |0.0240)
75 % 0.131 | 0043 | 008 | 0016 0012 | 0623 | 0ol6eyf o0.022
90 % 0052 | 0.017 | %09 | 0.006 | 0@05 | Q009 0.086 | @pos
None D4Pond | 172 | 172 17z 1 |02,V 1@ | -272 {0172
50 % 172 | 129 w7 |z ap 1fY] w2 | 17\| ju
75 % 172 | ad [P T a0 [ 1 | @i
90 % 171 | gh71 > 17w | a1 (1S 1ed | au7i (;Qg 1.71
None D4 Stream | 162 31.62 0| Ks2 [Qle2gr 1462 | &62 L 16 | 162
50 % 162> 162 | ren | 16> | 62 O 160 pe2 | 162
75 % g2 |62 @F 168 | @2 ¢ 1.62 1@p 1.62 1.62
90 % w2262 > 162 &1.5’2 c162 Y e | 162 P re2 | Le2
None D6 Ditch @ 0.74Q°| 0012 [ @742 0742 @742@ 0.742 | 0742 | 0742
50 % Iz 0’.’74%§§ 0722 | vz, | 074 2 | 0742 | 0742
75 % & @l o | @2 oD e e | o | o
90 % & 078 | a2 | 074 02 | 0742 0742 | 0742 | 0742
None  |D&Pite \nd| 898 o 298] 208 298 P 298| 298 | 298 | 298
0% B S {028 O 298 |er9s 2.Q§§ @9 | 298 | 298 | 298
75% & o 299 | 398 &) 290 @98 |p298 | 298 | 298 | 298
90 96 ST cavs L7208 | 2oy [osot 298 | 298 | 298 | 298
None Ri@ond (M0.7520| 0@50 [e246 | o | 0143 | 0066 | 0064 | 0.035
50 % @Q o | ok 2« 0143,V 0147 | @140 | 0139 | 0061 | 0.060 | 0.031
5% g @Q S0140 70139 | @p3s ppo.ass | 0138 | 0.0ss | 0058 | 0.030
0% P 9 Ooss| ey Bosts| 0137 | 0137 | 0057 | 0056 | 0029
Nongg>) | Rl Stregm AW |gilaz 7 142 | 142 142 | 0648 | 0648 | 0339
50 % O [ T | 1a | Qu | 142 | 142 | 0648 | 0.648 | 0339
75% S @1‘5 147 | @2 L 142 1.42 142 | 0648 | 0648 | 0339
90 % TN 42 @A ] 142 | 142 | 142 | 0648 | 0648 | 0339
None dSR2 S\‘ﬂ%ﬁm <§’91.32& 13| 132 | 132 | 132 | 0387 | 0587 | 0305
0% & O] 12 Q32 | 132 | 132 | 132 | 0587 | 0587 | 0305
75967 @ @32 | 132 | 132 | 132 | 132 | 0387 | 0387 | 0305
0% P @ U132 | 132 | 132 | 132 | 132 | 0587 | 0587 | 0305
{None 2| R3 Seant| 258 | 258 | 258 | 258 | 258 | 117 | 117 | o6l
5% 258 | 258 | 258 | 258 | 258 | 117 | 117 | 0612
75 % 258 | 258 | 258 | 258 | 258 | 117 | 117 | o612
90 % 258 | 258 | 258 | 258 | 258 | 117 | 117 | 0612
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PECiw
Scenario Late application
(ng/L) o
\% d S @é}
egetate None None None None None 10 m 10 m :20m D
Nozzle strip (m) N ©)
reduction | N @Q NS
OSPray |y 5m 10m | 15m | 20m | ®m | 15m Y 20%
buffer (m) & | D
None | D3Ditch | 0525 | 0.172 | 0.091 | 0.062 | 0.047 [ 0.091 | 0062 | %047 7
N
50 % 0263 | 0.086 | 0.046 | 0H31 | 0.024] 0046 | 0315 0.024 P
75 % 0.131 | 0043 | 0.023 | 0016 | 0g32 | 0023, P 0.0007| 012 |O
90 % 0053 | 0.017 | 0.009% 0.006 | 005 | 00057 | 0.006 |c0.005¢]
None DaPond | 171 | 171 | @ | 171<] 1.7@”] IR [Olrie) 1@
50 % 1.71 171 o 170 ¢ 170y 20 L 970 1:707 | L0
75 % 170 | 170 P 150 [oroe) 1| w0 817 -
90 % 170 | 120 a2 NT70 Y129 | &0 | 1708 §§@
None |D4Steam| 1.63 | &3 [ 163 @ 163 | @63 [S1.63Q8] 163 | <063
50 % 163 |Ofese] 16| B85 pprexd 16 | Q63 ] 163
75 % 163 1.63° | 163 o 1.630] 149 | @63 D 168|163
90 % 16 | 463 |01.638 1657 | o3 P 1Ol a63 | 163
None | D6Ditch | 6796 . 7968} 0796 | 0796 207960 | 0796 | 9796 | 0.796
50 % &0.796Q 0,795 §96 0.796 | 06 [0.796.P 0.796 | 0.796
75% 0.79 | 0.796 50790 0@p6 |, 0.796 ¢ 0.788 | 0.796 | 0.796
90 % ﬁ@’ 0796 1 0.79, | 0896 |« 0796 D o.7ge | @796 | 0.796 | 0.796
None | DeDitch f 7. 09 720 | 77097 77 770 gy 7.70 | 770 | 7.70
50 % GMNT 7% w770 720> ™o G0y 70 | 70 | 770
0 @ 6 . (g\\ . @ . Q . AL . . .
75% O @@ Qo P zo g 1w | 70 7.70 7.70
9% © 7202 2% [or0 Y reg | @0 | 770 | 770 | 770
Ngie~ | R1Popd’| 0099 | <0058 | 0 0,053 0.052 | 0.027 | 0026 | 0.015
50 % O [€0.0533} 0083 | 0951 ¢ 0.058 0050 | 0.024 | 0.023 | 0.013
75 % @9@ 0.0 | 0050 { D050 0450 | 0049 | 0022 | 0.022 | 0012
Q @
0% lo O g9 |00.040] 0.6 @49 0.049 | 0.021 | 0.021 | 0011
J
None  VRISteam {OLISN] 14y %@}15 O 115 | 115 | 0515 | 0515 | 0268
50 %> o) 18| @5 \Traso | 1as | 1as | osis | 0sis | 0.268
75 % & | gL s> 1 | s | s | osis | 0sis | 0.268
<90 % o O s Qs | ras | onas | osis | 0sis | o02es
None |RgSteam| /6 | @.16, 4 116 | 116 | 116 | 0515 | 0515 | 0.268
50 % \%“ &6« 115 | 116 | 116 | 116 | 0515 | 0515 | 0.268
75 %> & Qe | W6 | 116 | 116 | 116 | 0515 | 0515 | 0.268
7 @ @)
9085 | 6 | 116 | 116 | 116 | 116 | 0515 | 0515 | 0268
Nothe & PR3 %@mo w298 | 2908 | 2908 | 2908 | 208 | 136 | 136 | 0713
4030 %2 298 | 298 | 298 | 298 | 298 | 136 | 136 | 0713
755 298 | 298 | 298 | 298 | 298 | 136 | 136 | 0713
90 % 298 | 298 | 298 | 298 | 298 | 136 | 136 | 0713

* Maximum values coming from multiple applications are marked in italics
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Table 10.2- 14:

Initial max PEC;w values — FOCUS Steps 4 in potatoes (1 x 100 g a.s./ha)

PECsw .
Scenario Early application @ S
(ng/L) . §
A
Vegetated None None None None None 1 10 m @%0 ey
Nozzle | _strip (m) RS S
reduCthn No spray © 4’\ L
bufior (o | O smo | 10m | 15m | 20m |slom Olsé? Som ¢
None | D3Dich | 0524 | 0172 | 0091 | abéd | 0.047g>| 0.091 | 80625 0.047
50 % 0262 | 0086 | 0046 | 0031 | 0038 | 0046 P 00307 | ades |
75 % 0131 | 0043 | 00230016 | 6p12_ | 0.029] 006 |cpoi2g
90 % 0.052 | 0017 | 0.0087] 0.006 { 0.0057°| 0.689 |@006¢| 0.085
None | D4Pond | 0.823 | 0823 | 0822 |c0.8225) 0821 | 05822 0.822 | a21
50 % 0822 | 0821 | 9821 7 0.82)" | @821 5P 0.8 | es21 [No.say .
75% 0.821 | 0.821. D 0.8207 | 820 | “0.820 | AB20 | 0.820¢7 0
90 % 0820 | 0820 | -0320 [p0.8200] 0820 [50.8200] 0,820 | 820
None | D4Stream | 0777 | @597 ¢ 0775 0997 | op777 8 027 | @177 | 0777
50 % 0.777 10777 1 0777 0777 " 0 0777 o] 077
75 % 0.777¢)| 0377 | @717 L0717 9717 D070 0777 | 0777
90 % 0.1 | 0777 500777 1 0771 [ (@719 0777 | @777 | 0777
None | D6Ditch | @564 ©0.36% §§é7 0367 | 0367 [0367,9 0367 | 0367
50 % 0367 | 0367 | 83670 0367 ] 0367 % 0361 | 0367 | 0.367
75 % 4 0367 [ 20367, 03627 0367 |©036% | €367 | 0367 | 0367
90 % 0367 D)o. 0367 103629 0367 |5.0367 | 0367 | 0367
S 367, Q A N c@
None | DéDich {\ 1.3387] (133 N 133} 139 §@.33 133 | 133 | 1.33
50 % d @JQQ 18 [ Q3] 18y | 3 § 138 | 133 | 133 | 133
5% | & 133, 9D 13 | @33 0133, &» 133 | 133 | 133
90 %9 Orady | 433 |13 W® o133 | 133 | 133 | 133
None | RlPond§y QNI Jo0.1000] 0005 |¢0.102.4> 0.101 | 0049 | 0.047 | 0027
50 % @Q 0.1024Y 040t | 0099 [Po.od | 0097 | 0.043 | 0042 | 0.023
75% @ 20099 | @097 0096 ] 0@95 | 0.095 | 0040 | 0.040 | 0.021
0% | O O doos {0098 | 0094 [29.094 | 0094 | 0039 | 0038 | 0020
None 4SRIStream |, 14207 142 [ T42x] 142 142 | 0648 | 0648 | 0339
50 % 1420 | 142 e] 149 [ 142 | 142 | 0.648 | 0648 | 0339
78 % v @ Ty | a2 | 1 142 | 0.648 | 0648 | 0339
90 % o | 1] e L la | e 142 | 0648 | 0648 | 0339
None @trea\ " 04% |0574 [F0.574 | 0574 | 0574 | 0256 | 0256 | 0133
0% | &7 | @574 058 | 0574 | 0574 | 0574 | 0256 | 0256 | 0133
5% @ [Yos 0574 | 0574 | 0574 | 0574 | 0256 | 0256 | 0.133
SEIN &
9008 | O &) 0574 | 0574 | 0574 | 0574 | 0574 | 0256 | 0256 | 0.133
&dte |R3 Sweam | 0864 | 0.864 | 0.864 | 0864 | 0864 | 0390 | 0390 | 0204
50 % 0.864 | 0.864 | 0864 | 0864 | 0864 | 0390 | 0390 | 0204
75 % 0.864 | 0.864 | 0.864 | 0.864 | 0864 | 0390 | 0390 | 0204
90 % 0.864 | 0.864 | 0864 | 0864 | 0864 | 0390 | 0390 | 0204
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PECiw
(ug/L) Scenario Late application
ng
@2:° @
Vegetated None None None None None 10 m 10 m %ﬁyl §
Nozzle | strip (m) @)
reduction S 4
bljl‘;fzfr(?;/) 0m 5Sm | 10m | 15m | 20m &@\ 15m go@®
AN
None | D3Ditch | 0524 | 0172 | 0091 | 0062 | 0047 _[0.091 | 0.063 | 047, /2
50 % 0262 | 0086 | 0046 | o8I | 0.02425] 0.046 | 0.031<[>0.024"
75 % 0.131 | 0.043 | 0023 | 0016 . 0.023_©0.0167 Qb2 |&
90 % 0.053 | 0017 | 0.009 @0.006 | 905 | 0.009] 0006 |$005¢)
None | D4Pond | 0754 | 0753 | 075%] 0751 [ 075157 0582 |Q@751¢) 0.78)
50 % 0751 | 0751 | 0750 |.0.750<P 0789 | @750 0.750° | 0749
75 % 0.749 0.749 | ©749, Y 074y @749 20749 | @749 120749
90 % 0.749 | 0748 0749 | 0748 %.7@ o4 | 0748 o.7@R
None | D4 Stream | 0701 | 0.7} | 0701 [0.70k Y 0do1" |\0.701) 0701 | 4701
AN a\
50 % 0.701 | P! @%701@ 090t | 48701, 0.26Y | gyro1 | 0.701
75 % 0.701 50701 Y 070r | 0701 o 0.700" | @701 o0 0701
90 % 0.701 5, 0307 | ©701 £0.706 507007 0701 | 0.701
@ S
None | D6Ditch | 0585 | 01393 0393 | 0393 | @393¢)| 0393 | @393 | 0393
50 % 0393 0393 083 | 0593 | 0393 [:0393 ¢ 0393 | 0393
75 % 19393 | 0,393 @393 X 03987 0303 70398 ] 0393 | 0.393
90 % 0399 | 0393 | 03937] g393 |O0.39%: | ¢303 | 0393 | 0.393
None | D6Diteh”| @.00 ¢ 300 | 300 [$3.00@ 300 |,300 | 3.00 | 3.00
50 % 24> K500 300 300, 3007 | @00 0 300 | 300 | 300
A ST PR NTR N AP
75 % S @@ 300 | Dok 3.0 @o 3.08, 3.00 3.00 3.00
90 % 300D 3, 300 [@3.0 300 | 3.00 | 3.00
) )
NonesQS R1 Pond 1O o.o@ 4025 0.02é§ o@ @yozz 0.014 | 0.012 | 0.009
50 % CE k0.02%0] 0022 |0022 4> 0.021 | 0010 | 0010 | 0.006
75 % @? 0.021 092t | 6021 Poozy, | 0021 | 0010 [ 0.009 | 0.005
® D) 4 o
90 % o a20.02b | @21 Ao OZC@@ 0420 | 0020 | 0.009 | 0.009 | 0.005
None trea 0369 \0.4® 0Ap9 |29.469 | 0469 | 0210 | 0210 | 0.109
50% =) 046957 0489 | 046970469 | 0469 | 0210 | 0210 | 0.109
75 %< & 20268 | 0469 0460 | 0469 | 0469 | 0210 | 0210 | 0.109
90" | a89. 004697 | a9 | 0469 | 0469 | 0210 | 0210 | 0.109
None | R2Sgeam | 0.589%| 0889 |« 0589 | 0589 | 0589 | 0263 | 0263 | 0.137
50 % S 088 [ 0589 [F0.589 | 0589 | 0589 | 0263 | 0263 | 0.137
75 % &§ ég\ @389+ | 0589 | 0589 | 0589 | 0589 | 0263 | 0263 | 0.137
90% P @ [Yosse | 0589 | 0589 | 0589 | 0589 | 0263 | 0263 | 0.137
Nogiev rea@ £350 150 | 150 | 1.50 150 | 0.686 | 0.686 | 0.360
% |9 V.50 150 | 150 | 1.50 150 | 0686 | 0686 | 0360
75 %G 150 150 | 150 | 1.50 150 | 068 | 0.686 | 0360
90 % 1.50 150 | 150 | 1.50 150 | 0686 | 0.686 | 0360
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Table 10.2- 15:

Initial max PEC;w values — FOCUS Steps 4 in cucumber (3 % 100 g a.s./ha)

o | o o | e s
Scenario Early application Mid application Late application
(ng/L) Q)
S
Vtegetated None None K& e "\@
Nozzle strip (m) @ /»@ 2
I'eduCthIl NO Spray % v b\ o, 2 %
0m @ 0m N %, 0 m\\ N
buffer (m) N m@ \g@ © @ o
None D6 Ditch 1.54 & 4,79 s dpe & O
< N2 @
90 % 1.54 K\ W5 g0 K & 1020 9
95 % 154 NN
99 % 1545 9] Y 4% |7 w2 N
None R2 Stream 210 & | e & Y S23gy oo
90 % 20 S S L1 o 239 @g
95 % s (O1.S  O |oy &9 9
99 % O 20 . C Y iy &Y 239
None R3 Stream Q &3 o S @\@ 3.170@V @@ @\vy ébﬁ]
0 Y ACH N 7 O )
90 % L 537 o | P &6 S &.601
95 % RN 3067 ¢ 6.01
99 % 9 g | e 38 O su
None R4Sugam | ) ¢ 830 of | O wss, O 9.06
90 % § < 3 & L Vso & 9.06
95 % S S| P wh33 O & 5 @ 9.06
%% | sy S | g 9.06
* Maximum values cor@ from\\amultlr% appllca\t%ns are@@arked@ italicsO %@
o\@ % ‘2”\9 @ @
QO L L S
A @ @ & L9 O
SIS S
Risk assessment@r a atlc @ nls@ @ ©) [
"y

According to
organisms 1§®Valua@d

Aq@

&

anc

OKﬁie de

e@&)cu@nt (

kg

Q‘

follows:

=

. ©
S

&

<
Acuterisk assessnient: @@
/106,

%ida@%&c@

Q

RACSW, ac— LC@W ECSO

The risk is @

& @ S
Chromcﬁlsk a@essmém

Q@

@

R@N ch OEC@’r E@/ 10

RACSV@: ErC50 / 10

o

ble,’if the

NS
@@\@
S
< Q@

R

%

@ACSW ac — > PECSW max.

The risk is considered acceptable, if the RACqyw, ch > PECsw, max

@A P@ Panel Guidance, 2013), the risk to aquatic
atlogof R@ulatory Acceptable Concentrations (RACs) as
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To summarise, these abbreviations are used in subscript following the term PEC or RAC:

ac: acute, ch: chronic, sw: surface water, max: maximum.

& &
S Q§
ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS S @
S & ©®
g
Table 10.2- 16: Acute risk assessment based on FOCUS Step 2 for the a@cation in po@%es 10\2&@
g a.s./ha) © & %\ N Q)
@%‘ _ %@n &@
. Endpoint RAC Cowmax |, @
C d S q Y |IRAC 2> PECsw S)
empoun pecies gt o gy g [RACZREC £

Early aﬁﬁcation R 2 (5& S ™ &
Fish, acute N o 7 &i@ N
: KCso 6600 N © (@ N

Ye

Oncorhynchus mykiss
FLC + PCH SC 687.5

)
Invertebrate, acute G@%ﬁ @’ S % °
Daphnia magna ﬂ% ECS@ 19 ~ 0 < SO @j
© R
Fish, acute E}s . 3@ 36 @g\\ \ § 2y §
o Oncorhynchus m@ NS N Q)
Fluopicolide Q S 16 2%%) @Qf ©
Invertebrate, agu Q ECso\ > 1809 §1>8 @Q Nod) ®,
Daphnia mag@ % g JJ &@ G(@ @@ .
M-01 Fish, acute@ w” : S &
(2,6- Oncorhg\ﬁus mﬁhss @650 &)OOQ .Q.JQ @4 s é
dichlorobenzamide  |[pver brate,&l @Q §§> 180000 11800 S °\@ g?
(BAM)) Daphiiia magna 0 & IS R %Q <§7
, T 0O Q
M-02 O N I O :
(3-chloro-5- ﬁ@ncorh@chu@/kiss@ %@ \;\a o &‘4 K\ *
(trlﬂuoromethyl)p}’l@ Inv brate,%ute$ Cop o3 OO*@; 18 & ' @ Y
ine-2-carboxylic ) Daphnia magna, ECso &"\ Ny [(\@ N es
M-03 S @h ac@ye @\ KN §
(2,6-dichloro-N-{[3- @R?nco%ynch@; mykzg\sq& L% 3 o No
chloro-5- \@?) % v\g ) |© @ o
(trifluorp@thyl)-2- @e @ SES I R
pyridiny . @’er“’b acute EC O, 80% |08 Yes
Da h&% ma @) % § '
(hydroxy)methyl} baf}P%P gia e
. S o3 ©
zamide) 2) (&@ X @
U

@ o° ey . @  late application
®

Hrish
Olzcﬁ;n m){/@‘z@ @0 @ 66 Yes

44.558

FLC + @c 687.5

J{g ertebf\{%e, acute >
aph@& ma@ @ EQ\?@ > 100000 |> 1000 Yes
N FIS cut R
@* |Oncorhy e%us!(vﬁ@ézss A @}:50 360 36 104 No

Fluopicolide < %1
ver

@ \Da ia ?;;gi%l e@ ECso >1800 [>18 Yes
M0l @ @ |FiSit.ac
(2,6- § § anor@@chus mykiss LCso 240000 12400 303 Yes
dichlégoben 1de .
(BEM) @@é)@m @’gv Erﬁzgizute ECso 180000 |1800 Yes
M- Fish, acute LCs > 102000 |> 1020 |0.715 Yes

(3-chloro-5- Oncorhynchus mykiss
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] ng/L] |[ng/L] RAC> PECsw
(trifluoromethyl) N
pyridine-2-carboxylic IDII;]CZS;;?Z’ e;caute ECso > 1800* |>18 Yes . @ @b
acid) i & S P
X 7 %]
M-03 Fish, acute sk S & O
(2,6-dichloro-N-{[3- |Oncorhynchus mykiss LCs 36 0.36 g No '~ o <
chloro-5- O o\ 2
(trifluoromethyl)-2- o&%% N 2 &
pyrldlnyl] Invell;tebrate, acute ECSO > 18@ >1.8 @ Yes@q\g Q\ @
(hydroxy)methyl}ben [Paphnia magna @Q v § & S
zamide) @% & S Q o S
* ] tier parent endpoint % R &’ S & ~ &\/
*#% | tier parent endpoint divided by 10 Q,;b @ @ ) \© & @@
S v
& @@“ %Q & @%@’ AN
Table 10.2- 17: Acute risk assessment b%ed ongg)CU@@ep 2@ the pllcat n 1r@0tat @%ﬁ * 100
g a.s./ha) VSN AN @ §@
rd &
. @ [Endpoif® . RACOIPECmn (5, S
Compound Species & o > ’ RAC ECw
P P Y elinglg” O gt |[ngd] é s
J
é U<ﬁarlﬁy ﬁ)pllggtmn S A RS RS
Fish, o >
Ols acute s, @§00 s Q& (& Egﬁs N
ncorhyuhus niykiss @ ©
FLC+ PCH SC 687.5| 5 =~ @g T 3\@309 &
nvertebrate, e .
Dugit ﬁy Pl e i
Fish, acu 9 o g
. corh@fchu is Bykiss le@@(SO S 3'@ LN AN No
Fluopicolide 7 obrat @ut @ S = 38 S
nvertebrate e
S | Dafhnia rivgna ECso Oi@soo g}”lg @& @@ Yes
N
M-01 Q Lagate o DOf w0
(2,6- @ QOncorhynchus %kissq& L 24 ?76)44 Yes
dlchloroben@mlde In@tebraw;gcut =\ Q o @ @l
(BAM)p> Diphnigginciana @? By 18000051800, Yes
M-02 “Fish, geute %, ® N 4 ;\
(3-chloro-5- § Oncoihyncb% mykiss IE(%O >2000 1020 Yes
(trifluoromethyl) & § N 1.13
pyridine-2- carl@(yhc @rteb ac ECs@Q 18§ > 18 Yes
acid) Q aphéﬁmag’mg f%
M-03 Fish, dcuteXd A= »
(2,6-dichid#o-N-{[3- orhy@ us my¥kiss @%SQ ‘Q? 0.36 No
chloro-5- & S
(triflforomethyl)-2-5) D . @’ Q@ @ 1.29
idinvl I brateyacute % sk
pyridinyl] Dahni @ so > 180%*% |>1.8 Yes
(hydroxy)meth{@ Zp nza%agna@ Q
benzamide) ~ % N s
Q\Q D © \i}\g Q' Late application
< @ Fish, aqu® LCsy 6600 |66 Y
. 50 es
co chus mykiss
FLC @%H@w@zg : 36.309
Inveltebrate, acute
Q §e ECso > 100000 [> 1000 Yes
@ Daphnia magna
Fish, acute
Fluopicolide Oncorhynchus mykiss LCso 360 3.6 7.98 No
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] (ng/Ll |[ng/L] RACZ= PEC;w
Invertebrate, acute °
Dain meana ECsy >1800 |>18 Yes Q & ©©
o
\\@} &@Q S
M-01 Fish, acute  |Lcs 240000 [2400 V" |yes N
(2,6- Oncorhynchus mykiss L L
di(’:hlorobenzamide Invertebrat t 3'0}&% J 9 %@
nvertebrate, acute N
M-02 Fish, acute Q Q\\y S é
> Q
(3-chloro-5- Oncorhynchus mykiss LCso >@%)2000 g 102&C 5@5 Q § s
(trifluoromethyl) < N 10.863 Q & ~7
pyridine-2-carboxylic Inverte‘prate, acute EC&Y) > 1800* [58 | @@3 Q Ye§© © @&
acid) Daphnia magna . . Q : v D L AN
M-03 Fish, acute s A
(2,6-dichloro-N-{[3- |Oncorhynchus mykiss @Cso@g% 0'3© %b & No é /@% S ‘
chloro-5- FURIRN 4 )
(trifluoromethyl)-2- @} N @\ &6 @g\\ 0.582, éﬁ 2o §
idinvl Invertebrate, acut Wy % 1805 2 Q Q
pyridinyl] ol Q @cm@ B0 187 7 e
(hydroxy)methyl} ~ [Paphnia magnaQ NS SE &
benzamide) Q . S S i) mQ W
* 1% tier parent endpoint @ y\t@ S @@9 S IS ©© N
** 1 tier parent endpoint divid&@by 10, < @ & @Q % o
5 O S o © - Q 2 o
%X
Table 10.2- 18: Acutéyisk a%essmen as n FGEUS é’?\ 2 Cii:ﬁfhe app ica@ in potatoes (2 x 100
g zz\g,/ha) % @@ o S & ~
\4 S
EH%OI C Cswy,max
C d S < ey @? : 5™ |RAC> PECsy
ompound  S-Spedfes ey [ng/Li |Ingad
S T
O O o o Sy aﬁ%hcwn S N
7 @E ish, Beute 6 @ 6©6 &Q Ves
FLC + P % Or;c\\grhyn@@% my@ O @
@ SC 687.5 S 28.662
Jo rtebeaje, acu o EC&©> 106600 >\1®oo Yes
SRty mageg -
@Q Fls%acute {,@550 3% @3.6 No
rhygelius ng@:ss . I Q
©
Fluopicolide " (@v righrate, acute Ol Y @‘g oqg [109 Ves
% Dappyia mggna ~ Q > AN
&L %{@ OQ Y & @%
M-01 sh, agute &
L 240000 {2400 Yes
2, | Onceh ncl&@jmyk@ &D 439
dichlorobenzamide, Invertebr acutg, ’
(BAM)) & @aphn Z&agnﬁ@ Q EC50 180000 {1800 Yes
M-02 1sh
(3-chloro-S: Org@fhyncé@s mylﬁ% LCs > 1020001~ 1020 Yes
(trlﬂuo a Q 0.816
pyr1d1 ; -ca yhi%‘vezt%i@te’ acute ECso >1800* [>18 Yes
aci d&\\ /,: ap magna
M63 F 1sﬁ acute
> sk
(2,6- dl@ro—N {[3- |Oncorhynchus mykiss LCs 36 0.36 0.973 No
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] ng/L] |[ng/L] RAC> PECsw
chloro-5- ¢
(trifluoromethyl)-2- 1o obrate, acute : @ Qb
pyridinyl] T, ECsp >180** |>1.8 Yes S o
Daphnia magna &
(hydroxy)methyl}ben IS @ @
zamide) GoR S D
Late application Q & PN 2
. \ Q,
Fish, acute . LCs 660 ©) 66 @ Yesio s> @@
Oncorhynchus mykiss r7© S g
FLC + PCHSC 6875 ——~— a8.662 —S—2—0
nvertebrate, acute
Dol s ECso 2000000 [> g | 358s ) R S &
] Y 7
Fish, acute L @'5@ 60 % |@ R (\© & @
Oncorhynchus mykiss ) . Q@ % R <
9 A
Fluopicolide Invertebrate, acute %y S |5.60077 @
Daphnia magna @Cso@§f@l 80@%;@ i 1{%@ % Wesé 1@% &
=T N ] &
@é > S S = 2N IS
M-01 Fish, acute WS N N Q
(2,6- Oncorhynchus gvf’z s Kicso &4 OO% 249& @% § @vei@ &
dichlorobenzamide Invertebrate, @te 1 @00 §00 @ @@ (-,) o\%
(BAM)) Daphnia mggna ES0 < S > Q.
M-02 Fish, acite> 'S NS ®)
(3-chloro-5- Oncorhv?ichu&@ykzss Q) LCS& ~ 1(%9%0 >Q@O %@ Q\@@ YZ
(trifluoromethyl) 9 © NI L w04 %,
pyridine-2-carboxylic In\f’&llitel.)rgﬁgacute % ©§50 @800§ > ]@i R @@@es
acid) l&f nia na & A\@ o A X 5
M-03 ish, acute @ N ) © S
(2,6-dichloro-N- {[@@@ hyn@g@m iy IO 36 | @ [N
chloro-5- D % Sy @& <
(trifluorometh @ K@ N § %}@8
pyridinyl] @gverw\\g ate acu %ﬁ? >@** O g 2 Yes
(hydroxy),m@nyl}ben Da hmam % @ g
zamide)s> ﬁ(§ @7 L < Q
* 1% tier parent endpoi N % N INS
** 1! tier parent en nt divided b o\© @ & @Q
Xy
Table 10.2- k@ Aoute ré? assessment-based MQ?O% S Step 2 for the application in potatoes (1 x 100
g a.s./ D Q 9
NS & @
) @) >
Comp0§%ﬁ [Specie, N N &§Fn%§mt RA/CI;J PE?EW""“ RAC > PEC;w
& gy |Ing [ng/L] |Ing/L]
N @@§ N R E%@r application
S . @
&@ Fish, ac & Qlues 6600 |66 Yes
@ncor chuspykiss,
FLC + PCH@ 68@I @%b . €O 16.679
nv rate, acute
@& @@ Déshnia ndgna ECso > 100000 [> 1000 Yes
N
&S Q%Sh e LCso 360  [3.6 No
%) @ %ﬁj/nchus mykiss
Fl colidey 5.58
S Invertebrate, acute EC. >1800 |>18 Yes
(’@ Daphnia magna 0
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] ng/L] |[ng/L] RAC> PECsw
&L
M-01 Fish, acute N S
- : _ [LCso 240000 2400 Yes S P
(2,6- Oncorhynchus mykiss 54 E} @ A
dichlorobenzamide Invertebrate, acute ’ @Q & @ 7
(BAM)) Daphnia magna ECso 180000 11800 Yes Q @ >
M-02 Fish, acute ‘f\?} °\U 0 9 N
(3-chloro-5- Oncorhynchus mykiss LCso > 102@) > 1020 Yesg“\g \\ @b@
(trifluoromethyl) W471 @ NS S
pyridine-2-carboxylic g;;g;gj::l’gi?te ECso ()0* > 18 &@ %%s QQ § @©
acid) Q . < &
M-03 Fish, acute @0‘ ’ o R 6 & @;
s < k% o
(2,6-dichloro-N-{[3- |Oncorhynchus mykiss I(; %0 3i 0 @6 %@ % WS N
chloro-5-
Q @ A $
(trifluoromethyl)-2- o Rv @) @ O.ﬁ 8 é % &’
pyridinyl] Invertebrate, acute <, EG%@; 180% 1% | S hs® & &
(hydroxy)methylben | aphnia magna & AN 6 g Sk §
zamide) @@ %\ %@ R © w\?\ QS éﬁ S
@ ate gﬁhlica&@ RS U$ \)’§ 9
I;ish a;ute Q m@ Jg%o @ <§ &Q @@) &% KN
Q

FLC + PCH SC 687.5 | ;S@‘ —a e Q 16.679 S

nvertebgate, acute

ECs, > 108000 [>4000 Y

Daphg/)a ma §) (@Q %\ X @ %

Fishyacute SN

Qucorhy s m@hiss @§So@®o . O 3'% Q&% o\@@@es
Fluopicolide ﬁverteﬁgte, avte @ 6§ 1@: e @92 &

é i o [EC > 1800 518 Yes
QO
M-01 g st acte I B LCR 246000 {5400 2 Yes
fizi;?;loro ¥ 2mide I ncotr é} S o @ﬁ \m 1.06
(BAMI Q ﬁr%;z; oy @%Ecw@@soo&ﬁ 1800 Yes
M-02 QPish, Seute N o © N
(3-chloro-5- @Q Om&grhyn@s m}f@ss 50 >@020%> 1020 Yes
(trifluoromethy > > 0.236
pyridine-2-c ylic{%\]erte@te Cgf% \© E = 800* > 18 Yes
acid) S @ m@ga Q [ @
M-03 @ Fig}, ac . .
(%1,16-%1705 ro-N-{[3- @ncorh@huwykzss@ IC\%\ 36 0.36 Yes
CcnlorsD- Bl
(triﬁﬁoromethyl)—} I th Q § 0.248
pyridinyl] o |MVEriebIg'e, acu ECso > 180%* |>1.8 Yes
(hydroxy)met %361’1 gap hn agnﬁ@ Q ”
zamide) N
* 15 tier payent en@omt @
k]t tle@arendpo%t divi y 10
§ S

F ()ch @& 100 g/ha application in potatoes the acute trigger was not met for fish and Daphnia for
fluopiéglide and for fish with metabolite M-03. For the 3 x 100 g/ha, 2 x 100 g/ha and 1 x 100 g/ha
applications in potatoes the acute trigger was not met for fish for fluopicolide and for metabolite M-03.
The consideration of the more realistic FOCUS Step 3 water concentrations is presented below.
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Table 10.2- 20:

Acute risk assessment based on FOCUS Step 2 for the application in lettuce (2 x 100 g

a.s./ha) @ @@
. Endpoint RAC PECsw,max O\ &
Compound Species [ng/L] ng/L] |[ng/L] [{\E}RAC> PECS@® S
; S
lglj};;izu;ihusm kiss LCso 6600 66 v Yes < @ #
FLC + PCH SC 687.5 [~ == 28.66% = éf)
nvertebrate, acute N
Daphnia magna ECso > 10%@) > 1000 @ Yesg}” @ @ %
X 4 TS
Fish, acute . LCs @ 16 &@ @“ Q @@ Q
L Oncorhynchus mykiss R @ @
Fluopicolide =) 5-@3° S S N
Invertebrate, acute ECQY> 1800 |58 @ Q YesQ & @
Daphnia magna X - Qy § v <
. T > 7 S
M-01 Fish, a;“te s mvkiss (PGS0 @ooo@”\a 24005 | s fJ§es N
(2,6- Oncorhynchus mykiss & m JAN & % o A @ @
dichlorobenzamide  |[nvertebrate, acute %, ° % o
(BAM)) Daphnia magna (7% EQSO 1%%0 &®00 (% BN §§ %, §
X N 9 N N
M-02 Fish, acute @k aJLCse & 10@@) > 1090 § Kees o
(3-chloro-5- Oncorhynchus qiykiss @y N @4 10 @Q “
(triﬂuorometh}fl)pyﬁd Invertebrate, adute & @ @00* Cgflg &@ g @@) ) N
ine-2-carboxylic acid) | Daphnia @na LN 30 N @ V@ - D &
M-03 Fish, acate "
(2,6-dichloro-N-{[3- Onco(%yncht&lykzs‘@ LC@ 36*% 0:36 N @6@ N%
chloro-5- & P
(trifluoromethyl)-2- % % @§ 6@ . © & 0.4§\§ . @§
pyridinyl] §’ ertetygite, acyt EC§> 18@}* SN & &\ Yes
(hydroxy)methyl}beé ap fina ma@ @ %
zamide) U@ Q" 5 Rv . @ G @ &
$ & SR & o
©)
Table 10.2-2]: f@jcute r&k ass@smen%base@sn FO§ S S@p 2 foe application in lettuce (1 x 100 g
~ a.s./
S o@® ggb <é§ - ESEARS g§
o .O\ Eﬂ@oln &AC PECsw,max
C d 'S SE®) RAC> PECs»
ompoun N SEEN &\ [ng/L] |Ing/L]
9 @ S o ﬁ%ﬂy a]@llcatl@
@ T 0
9 & Sh’ e |5 66@) 66 Yes
FLC + PCEASC 68751 I tby @ ty@j ~ 16.679
nygriebrgte] acu
Daphnia Pagna &§EC£®\> 100000 [> 1000 Yes
o Sxﬂ-ﬁsh acute, O’ @ N
N On@ﬂzyn@s mykz% @50 360 36 No
Fluopicolide @° < & 8.00
& Wef;@ easte  Qlpe sigo0 |1g Yes
@ aphiies maghe o
% .
MOL o S Fis C‘“§’ ) LCso 240000 2400 Yes
(2,6- @ |Oneorhyaghus mykiss 3131
dichlorgben za@e Qg%vergi&rate, acute ECs 180000 |1800 ' Yes
(BA&) fﬂ@ Qr|Dapkyia magna 0
M-02 Fish, acute , LCso > 102000 [> 1020 Yes
(3-chloy @) 5- Oncorhynchus mykiss 0.685
(trifluoromethyl)pyrid|[nvertebrate, acute '
ine-2-carb0xylic acid) Daphnla magna ECso > 1800% |>18 Yes
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] (ng/Ll |[ng/L] RACZ= PEC;w
M-03 Fish, acute o ¢
(2,6-dichloro-N-{[3- |Oncorhynchus mykiss LCs 36 0.36 No . @ @6
chloro-5- ) P
(trifluoromethyl)-2- I b 0.828 §> &@ @
pyridinyl] Dnve;lte. rate, acute ECs > 180%* |>1.8 @ |Yes . N
(hydroxy)methyl}ben [F4P11a magna % § Q\ )
zamide) - R o o % R
Late applicat%/ @ g}’ A @ A
- & 4]
Fish, acute . LCsy @@O 66 . Q S@g QQ @@ Q)
Oncorhynchus mykiss (\& ¢ %
FLC + PCH SC 687.5 n b S) < 1@;3?9 & T . T
nvertebrate, acute ECED> 100000 1000 | @7 Vyes® & @
Daphnia magna Qr Oy i\ % Q>
Fish, acute ~ v S >
) % &
L Oncorhynchus mykiss %0 @O (@) 3'3\@ @@ fJ%\es ~ @% < °
Fluopicolide Invertebrat X =Y & g IS S & @
nvertebrate, acute  «_ | 4
Daphnia magna S\ ng >§&N®O 18 A °\© Eé@ §
, S DS ©
M-01 Fish, acute & D L @)
(2,6- Oncorhynchus&@riss %ic§&@4o@ L0 @%6 ©§ es ©
. . X7 N
dichlorobenzamide Invenebrate, é@lte & @0 @OO <§00 &ﬁ ©© ) AN
(BAM)) Daphnia nfdgna % ® Yo A &
4] ©
M-02 Fish, acutg . S
LC4, > 108000 [>4020 Y
(3-chloro-5- Onco(gh}ynch@ykzsg @ e N "\@ %
. . = ——0.2360
(trifluoromethyl)pyrid |[nvestebrate. acute § @ﬁgo ~ % §
ine-2-carboxylic acid) %phm’a@gm & P 00 flﬁg . _Qyes
M-03 jg"lsh aclle SO Ny Q" £
(2,6-dichloro-N- {%@@ on@dzynch@nykzs? LCs @ M3 e Y
chloro-5- \ & &\ NS @]
(trifluoromethy(§ 'D’ % ey @ G&@ 2 @ 0.248
pyridinyl] T e e BOE ECH > 80 [s J2 Yes
(hydroxy)meghylben |P4PAn magpa & g @
zamlde)© N @ Q> Xl A
* 1% tief parent endpoi %@ D QL . ~ °\\J
** 1 tier parent en@t dw&}ed b@() . ?&,\ S <
Ny AR &
R o Y S &
For the 2 x Q- g/h@ppll on and thel ' 1 g/ha arly application in lettuce the acute trigger was
not met for fish for fluopie ﬁme 1te —03 A risk assessment for fluopicolide and its
metabo@/l 03 under@jonm tion@f mofsrealj sﬁe FOCUS Step 3 water concentrations is presented
below. \ \
o % @ ~
For%tile 1 x 100 g/ha 1ate@§) 1ca<Qon in fettuce S r1sk assessment indicates acceptable acute risk for all
aquatic organls@& & @ N
&SR
@ < Q & ©@
& &S
Ol
N @@ @ 5 v
¢ & T
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Table 10.2- 22:

Acute risk assessment based on FOCUS Step 2 for the application in cucumber (3 X

100 g a.s./ha)
, Endpoint RAC  |[PECswmax D
Compound Species [ng/L] ng/L] |[ng/L] RAC > PEC;sw . @ §
Early > @@ N
: S T 2
Fish, acute ~|Lcs 6600 |66 W |yes \Q
Oncorhynchus mykiss N O L
FLC + PCH SC 687.5 36.;@% P
Inverte‘prate, acute ECsy > 1 00@ >1000 | < Yes %\ N Q
Daphnia magna S @ NS @
: Q @ S
Fish, acute . LCs 360 36 @Q Q@ Q @)
L Oncorhynchus mykiss @ S 59 Q &
Fluopicolide = 10.1, Q
Invertebrate, acute EC& 1800 18 @@) Q % s& @}
Daphnia magna % o B K 9 <
. < N @ 3 %
M-01 Fish, acute RS >
(2,6- Oncorhynchus mykiss &50 @%OOO% 240%’& 3 Q@ f$eS & % . °
dichlorobenzamide  |Invertebrate, acute ., V N N < ™~ @w
(BAM)) Daphnia magna (\9 EQ% IKNO ®00 % O ;(%ﬁs §
: & \VJ N QO Q
M-02 Fish, acute Q Y.C 102@ - ]§0 Q) es
(3-chloro-5- Oncorhynchus <(r@(lss @% 0 & % § @ ©
ifl hylypyrid S B S
(trifluoromethyl)pyrid|Invertebrate, 4Qlite . @0 0 s o o é% N
ine-2-carboxylic acid) | Daphnia maggna =, @ S @ @ o .
M-03 Fish, acute” e D @ % O
(2,6-dichloro-N-{[3- Oncorhynchu&wykzss\ L%%} 36 @ 036 N o\@ NO@
chloro-5- o\ &) QP R & S
(trifluoromethyl)-2- b % % d @ Q & 0.776 @@
pyridinyl] Im;ezte. » aglt EC Q 1@* > @8 é& é\ Yes
(hydroxy)methyl}begﬁap n age§ S) o
zamide) D é . . Q G N w@
. Y
SR & o Mid N S s
© Q?lsh &}L&e S ) N @ @
d % %50 6@ RN Yes
FLC + PCH 8C 687.5 Oncorhy Nl mylddy |G 136.309
% ' rteb acu@w Q NS @ -
A . aphn@ agna Q EC5¢O> 100000 wd 0 Yes
@Flsh acute O U o
e oot {0 8 ps N
Fluopicolide oo Co © 7.98
& & Dvertcbte, scht OO gg@ g Vs
api@@l W%@ QLo
MOl ish, acute” ) J4LCs0,"240000 2400 Yes
(2,6- orhy@hus mykiss D 301
dichlgrob id o '
e y\g§nver ate, @‘te By 180000 [1800 Yes
(B ) ia n%agna o)
M-02 Fish, a
QILCso > 102000 |> 1020 Yes
(3-chloro-5 ano;@ihu@kms %0 0.563
(trlﬂuoromﬁél)p}a‘N Inv rat&acute@ * .
ine-2- Czi Ylgg@i) Dép. nia/@gna ECso > 1800% 1> 18 Yes
M-03 sh, atfite
R % g *%k
(2,6-dichlor -{[3Q§ n %nchus mykiss LCs 36 0.36 No
ch% 5- 9 §
(trifluoraniethyl)-2- 0.582
pyridi Invertebrate, acute ECs > 180%* |>1.8 Yes
(hydroxy)methyl}ben [Paphnia magna
zamide)
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. Endpoint RAC |PECsw,max
Compound Species [ng/L] (ng/Ll |[ng/L] RACZ= PEC;w
Late Q° @@
Fish, acute |Lcs 6600 |66 Yes S P
Oncorhynchus mykiss h @
FLC + PCH SC 687.5 36.309 S Y ; )
Invertebrate, acute ECsy > 100000 [> 1000 @ |Yes R
Daphnia magna > & 4
; D
Fish, acute sﬂ\ﬁ N ) N
] \ Q,
L Oncorhynchus mykiss LCs 360 @ 36 N No ) > @7@
Fluopicolide Invertebrat . @ @f’ §Q < ) o
nvertebrate, acute
Daphnia magna ECso ?77%800 > 18 &C %%egs Q § ©
; ©) o ) G
M-01 Fish, acute R © S &
(2,6- Oncorhynchus mykiss LC 40000 QO 4@88 @Q Y&O 9 %(\@9
dichlorobenzamide  |[nvertebrate, acute N Now S >
(BAM)) Daphnia magna &50 %@OOO%}%O& h@ @ s & .
@ R O S
M-02 Fish, acute L@m@; 192000 @1 2o % @@ Yes @ @
(3-chloro-5- Oncorhynchus mykzg{ N R o'g7m Ao @
(trifluoromethyl)pyrid | [nvertebrate, acute~2 A 7 O Z{( & Q
) e N NEC 18 >
ine-2-carboxylic acid) | Daphnia magng@ fi}% 50@’ 0® 1@%9 ©§9 § es @ @))
M-03 Fish, acute Q & |we 3@( C% PG ©@ u: 0\”\9
(i,16-d1(:5hloro—N-{[3— Oncorhy%@us mykis. Q S @ N IS E o
chloro-5- N @
(trifluoromethyl)-2- . ;\a < & & Q@O & ©
pyridinyl] e rate, é‘*te N o 18055 |18 QD &gf?
(hydroxy)methyl}ben aplytia magna € @ ° * % S
zamide) % @ 9 q > © D e P
* 1* tier parent endpo @ $ X Qo &
#% | tier parent en@t dé%g,ded by@) N @© @@ o @
o S % > oLV &

Q
For the 3 x 1% g/h&arly&mld d late g%pllca@)n 1n@u©cum@r the %ute trigger was not met for fish

for fluopjc&lide and

under @deratlon 0@@01’6 @hsn

for@\rgnetab&lﬁ

LA £

asse sme@ for ffgopicolide and its metabolite M-03
CUS Steaf&ﬁ onc®tratlons is presented below.

~ S
§§3 L0 w & )
Acute risk assesgment based 0{{@9 OC% Steﬁ\.}@i)Est Vah@
@ O .0 & . O @
¢ LT E e
Potatoes § %f 9 @
Table 1@ 23: Acc%gi/% rlstsessment ba@i O@OCUS Step 3 for potatoes (4 X 100 g a.s./ha)
v &S L O poir RAC |FOCUS |PECsy.ma
Co%pound Species @ n @\ o %3&(}@ [ng/L] |Scenario |[ng/L] RAC > PECsw
&@ s & O Early application
D .
&§ éﬁ\ §‘ o & D3ditch [0.524  |Yes
< @ ¢S D4 pond  [3.70 No
{*ﬁ Q ]@ %§ D4 stream (3.47 Yes
@cohd@g@ pstgputes, o |LCw 360 3.6 ;
Q Oncorhynehus mykiss D6 ditch  [1.51 Yes
D6 ditch
@ ond 7.36 No
R1pond ]0.260 Yes
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. Endpoint RAC |FOCUS PECsw,max S
Compound [Species [ng/L] [ng/L] |Scenario |[ng/L] RACZ=PECsw
R1 stream [2.86 Yes /@f
R2 stream |[1.82 Yes

R3 stream 4.@9} No & K\Q
Didich J0524  [v& &

%@ D4 pong‘”\y %.70 ° i\gs .92 &

X D4 sy 347 O[YesO Z

N
%@} ]i%}@tch 1.51& & e o g
Invertebrate, acute D® ditoliy” & N
Daphnia magna ECso > 1@ > 18 B ond, 7.5Q OfYese, \(\@
Q @ @ > %
@Ci)x @@ %Q R{‘pond @;&0.260&@ &Y%s
% @Z}%’ @Q ﬁgfstrea?% 2&6 QfYes @ @7& °
&W\g AN

\o @} @ RZQ%am, ©g2 f{f\\g Yes §
A
v

q N F\}wétrea@q\? 4.(@ Qes O
° v

&1, N W St o Slves
M-03 S S > &@Q Dgpond 66'2&@@ s
- N
(2,6-dichloro- T I G (B (0365 CNo
N-{[3-chloro- & O @Q @ N D itch (9.191 2 [Yes
5- . ~ @Q R NS
(tlr)if;uorometh g:?;j%ﬁihus @ss%@ LCso @)6*©®@ &@ C§n6ddlgil O"i@ No
yb)-2- @ o S g
pyridinyl] & o § N @Q @ [R1pond ]0.003 Yes
(hydroxy)meth| 5> \© S N Ksieam 0097 [Yes
yl}benzamide) |§ S S @ %& s sl
S & SR2stwam 0081 ves
o 9 S @
. S S N w@ R&tream [0.086 Yes
&K @U ©) N clsate a@licatmn . O
§ NS S & D3 ditch |0.524  |Yes
9 @ § @U o\% Q> @b D4 pond [3.65 No
v O ¢ .Y © O [
g (@) ® \\ N @\ > D4 stream (3.54 Yes
S\ SRS @ & @ D6 ditch  |1.96 Yes
. @? QQ @ && N B
Fluo ico@i Fish, acut O |Lest 3600 36 [POditch iy No
p Onco?@nchu%mykz D @ . 2nd
N ¥ & o Rlpond [0.125 Yes
S @
Q@ %% > W\g@@ > R1 stream [2.77 Yes
&§ Q S . ©@ R2 stream (2.01 Yes
9 Q@Q © § R3 stream |4.05 No
oS S D3dich [0.011  |Yes
N
S enime s, et LCs 36* 036 |Papond [0150 |¥es
5. Oncorhynchus mykiss %0 ) D4 stream |0.266 Yes

(trifluorometh D6 ditch  [0.226 Yes
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. Endpoint RAC |FOCUS [PECswmax
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RAC 2> PECsw
yl)-2- D6 ditch ¢
pyridinyl] 2nd 0360 |Yes &Y @6
hyd Ko
fnc}e]thr;l)}f” R1 pond 0.0@} Yes @® %
benzamide) R1 stream @5 Yes © LS
R2 stream=y0).092 @ § 2
O |R3suggn [0.118 s fes > &
* 1% tier parent endpoint divided by 10 « ©Q %@ QQ\Q @éN c&é
@ S Q)
Q o & @) @
Table 10.2- 24: Acute risk assessment based O@CUS Step@%for [p(@%@oes (@ 1@ a.s./lig) @@}
. Endpoint _&'[RACY [FOEUS “[PECqman | Ay
Compound |Species ng /L]© w\\ﬂ@ [ p@l] /,@egf ar@}@ [ng/Di &REC Zﬁ\PECZW .
ﬁfﬁarly application 6)% N ™ @ @
R RO s T TS e
@Q N < < @p0§ 2. @W es ¢
& AN N S ST
Q % © 6 § Di @eam (350 ¢)” [Yes
Q@ > Q@J ~N &@ Doditch 71127 fves
. 2, . 2
Fluopicolide lglzjlcl;j;;rtzechf@ ) %S%, 36@ 3.6 &?Iz&b@h é4%3 & |No
%\ @ & ©§ 6@% § R1 pond"™ 0.2§ Yes
ST & e & 4 Ristom 28 Yes
SIS RN & 2 a
S o RN N é@ RZstreapH1.82 Yes
@) 6\ A N AN & R
Q JAS A | 3 %, N @ strearh |2.58 Yes
2 %
RS -2 5 Olpsditn [0.014 Yes
. 9 %@ % b\ v @ 3@§ :
& Q) Q
M-03 A L@, ISR D4 st 0.272 Yes
(2,6-dichloro- O QO é\ﬁ Q" & & QT Sream
N-{[3-chloro- | & @ LB O & |p6ditch [0.144 Yes
> i@s//l% a % N K °\% & S [Dé diteh
(triffuorometh " e e PR TS M L 0364  |No
yD)-2- I Qo D
idinyl L .9 @ Rlpond [0.003 Yes
pyridinyl] <\ R N
(hydroxyi¥ieth .9 Q @ N\ R1
. N stream (0.067 Yes
yl}benzamide) Q % @ @& \@
\y\? ) § @\ Q § R2 stream |0.063 Yes
@° § M\@ [\& R3 stream [0.069 Yes
@ Ys% § @;\9 ©@
¢ & ¢
SRS
SR
S A
& &
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. Endpoint RAC |FOCUS [PECswmax
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RAC 2> PECsw
Late application Q° S
D3 ditch |0.524 Yes ﬁ% §
D4 pond 2.@ Yes {\@ A@
D4 stream |2 49 Yes, N
= 2
cp  |POdiche 133 ¥es L 2 &
L Fish, acute N D6 ditth  [14.1
Fluopicolide |, 0 s mykiss |FC30 360 . N6 o d@ @ Nf\(§ & &
%@ ]@%ond OOQQ Yes @© LY
SR i 154 Slvests 2
s & S R%%eam‘% Ses X
(€ > @ g .
_ (;Zg\ﬂ @ g@ls‘[reg@ 3.67 @NOJ@% S
R S
IR &6 D3§1%%h0 0007+, |Yes© &
@@ (iig é\g S Q%\f)ongj\? 0.10%0 ,@@%S S
M-03 o g Q 9
(2,6-dichloro- @ TS 5 S S\;@Fm g1 o X Yes,
N-{[3-chloro- - & P & @® %(\h/tch @%.1@\1@ Yo
5- . . @ . Ny
) Fish, acute O N S @dlt% Q
gltlr)lgl_lorometh Oncorhynchus}\fyki L§®©36g§ €>Q'36 &znd%;\\ . %26 & Yes
pyridinyl] KN % 9 § @& IS ngpond <0.Q@’ Yes
(hydroxy)meth %, Q& (f@ @) 6 @) §1 stream. |0 Q%%) Yes
yl}benzamide) Q& (g @ S > q § i
@ @ & ~ S @ |R2 stream _|0.064 Yes
SR NN B ™
@) \ & N &\ N stre@:@ 0.109 Yes
* 15 tier paren'@nﬂpmn@%wd@by 10@ K@ @%\9 @Q S @
X o
% > T e @&
Table I/@ZS: AC@?@ rlsl§sess t based on@CUYS\jgep @r potatoes (2 x 100 g a.s./ha)
& pomag, “|RAC2 [FOCUS  [PECwmax
Compound Sp /(\@§ @g Q [ngiLl |Scenario |[pg/L] RACZ=PECsw
. @@g T o i
Q N i
% @ § | @ @ @@ D3 ditch  |0.524 Yes
@» ] & Q @ @ \% D4 pond |1.72 Yes
@ AN N 7 Q D4 stream [1.62 Yes
& S TIPS S
S v o [N o D6 ditch  [0.742  |Yes
8 & @ N :
Fluopicolide @fﬁ?{‘ e @ym& LCsoR 360 3.6 2Dn6dd“°h 2.98 Yes
@
SIS O P Rlpond [0.152  |Yes
¢ lg 9 ¢
& S R1 stream |[1.42 Yes
S SIS
& @ . R2 stream |1.32 Yes
& o TS
~ R3 stream [2.58 Yes

(—
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. Endpoint RAC |FOCUS [PECswmax
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RAC 2> PECsw
D3 ditch  |0.008 Yes YR
D4 pond [0.101 Yes IS §
M-03 @
(2,6-dichloro- D4 stream OU@ Yes & K\Q
N-{[3-chloro- D6 ditch |0.098 Yo O |
5- . - \9)

. Fish, acute D6 ditch, e 0 N
;tlr)lgl_lorometh Oncorhynchus mykiss LCso 36* %@ ond (% 0.242 & 'Yes \\ @@
pyridinyl] « Ripond (0002, D [ved” & |
(hydroxy)meth @ N O O
y1ibenzamide) IQstrea%nQ OO\% Yes © &@

99) D R2 strém O.MO © Yes© ©@
&0 9] Y RaSreani 00400 [es T
Ly 7 O 0 & &
AR &6 D3divh  [0524 s, [Yes© &
@@@ (iig\ é\g@ Q\ Q%%on{}? 1.7 @@°es ©
@ S v S %4 s@m @é& § Y%@
o 42 & @6 o> [Deditch 15j0.79657  [Vey
. @ . Ny
. Fish, acute <& § @dlt% «
Fluopicolide Oncorhynchus%yki L§§ 36% @31.6 Yy s 10 % No
°\@ % © § @& @@% R%ondsb.o%& Yes
é\g @@ %@2 © ©© N <§1 stream I:.Qg@ Yes
@ S § Q@ N N @ |R2 st%am@l.16 Yes
N Q N R AN . Q@ 9 N @
O N\ 8 o NSO Y ﬁsﬁe&h 2.98 Yes
o @J@V O Ol &~ & Qb &SID3 diggh  [0.005 Yes
M3 o2 o @9@ é@% > @ & Dgpond |0.075  |Yes
(2»6-di9®0- @© Q) N @Q ., (D4 stream [0.133 Yes
N-{[3-chloro- S S s S S «|  D6ditch [0.100  |Yes
(trifluorometh |Figh, ac -A N D6 ditch
yl)-2- ncorus@kisos @@LC%\&%*@)@ }§% 2nd 0.243 Yes
pyridinyl] < @) ©© O Q\ (;@\ D Rlpond |<0.001  |Yes
(hydroxy) AN L £+ 9 @
methyl} & Q@ @ @ o\% RI stream (0.041 Yes
benzamids) @\ % @ @& \@ R2 stream [0.043 Yes

\‘?\, v § @\ R § R3 stream [0.083 Yes

* 15 tier parent i@ﬁoint divided%by 10,9 S
@ o @ﬁy @\j\g ©@
NN
<& QS
$ & e s
¢ &
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Table 10.2- 26:

Acute risk assessment based on FOCUS Step 3 for potatoes (1 X 100 g a.s./ha)

. Endpoint RAC |[FOCUS |PECsw,max
Compound (Species [ng/L] [ng/L] |Scemario |[ng/L] RACZPEJ@W S
Early application IS §
D3 ditch o.@ Yes @ 7 S
D4 pond 0823 Yes, @ I
= 2
¢y |Dtstream. (0777 Yo . D 8
v [podid o564 OlYes @
. 4 N S @)
Fluopicolide g;goi;;;ihus mykiss  |LC0 360 %@% 3.6 %@tch 1'32\ EPS @@ &
© & &
Q,Sb @RI po@J 0.1%1 Olyes %(\@
@Ci)& @@ ° %Q Ri\%&reanf'ﬁ% ?42 @® Yes RS
S @9 @@ &s‘tre@w 0[5\705?7 éYes@ §°
g\? NN ﬂ@ R3 &%ﬂm @864 w,  |Yes @
% g1, OM
@@\@ (iig\ é\g <Q Qﬁ%ltc@ 0.00% @Sg%s ©
&1L b e STea?
M-03 ) (@) N
(2,6-dichloro- @ g@ @@’J) @J@ @® %trean@%.o&]@ Yes
N-{[3-chloro- RN & S Bodiay JoosT  Oves
5- . « b i
. Fish, acute D D6dich 9
(tlnf;uorometh oncorhyna@f? . )gss @ﬁo § o (036 oo s@.u{é\, Yes
o S g & ¥ O oo
pyridinyl] é\a > S N ¢kl pond <Q Yes
(hydroxy)meth @ N Q@ ~ N @ |R1 stream_|0.022 Yes
yl}benzamide) S é Q\Q AN . 'S =) < b
<) N\ & S N streaim” [0.020 Yes
o O S WS .
& O 0 Ol & D giRssugam 0016 |Yes
* 1% tier parépt endpoint divided bz{f@) & o @ >
> & SRR
A o O & L9 N

For the 4 x 100 g/i@\ppli&}[iOﬂ@y
the scenarios D
for fish for the@cenar@ 4@ am@g% D%dltch §°

For the 3 x 100 g/hz@app i tion\i& pot

N
potafees the>acut igger%vas not met for fish for fluopicolide for
6 d;gl“d a@ R3 @%am; r metybolite M-03 the acute trigger was not met

v
s tl@}cu‘ce@rigger was not met for fish for fluopicolide for

nd,

)

N

the scenarids D6 ditch 2" and @stre@ﬁ; faor @etah&@e M-03 the acute trigger was not met for fish for
the scenatio D6 ditch\ : K

s thacute trigger was not met for fish for fluopicolide for

N
For the 2 x 100 g/hg ap@iop fﬁ’pot@
the Stenario D6 ditch 2"pfor n@abo&te -&@t e acute trigger was met for fish for all scenarios.
N

For the 1 x I(Q@g/h Pp
@3 forall s
2

metabolite
A reﬁne(@}isk

N : o

licgon 1@&)tatoé§the acute trigger was met for fish for fluopicolide and for
arios. @

X

&ssm@t for¥e use in potatoes for the acute risk to fish is presented below. Those

scenag@ are sent@ whiglrdo not pass the risk assessment at Tier 1.
R
TE T

&
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Lettuce
Table 10.2- 27:

Acute risk assessment based on FOCUS Step 3 for lettuce (2 x 100 g a.s./ha)

, Samis
. Endpoint RAC |FOCUS |PECsw,max
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RACZ@IQ)\% sw §
D3 ditch 0.@? Yes &@ ©®
; O 5
B o e & L
y <
g D4 p(;@ 1.53 @?}Yegﬁ\ @Q R
& D4 gtyRam 1.465\9@ Yoo NS
K\ Bodich . [13.0° [N O Y
SIRI pord 0437 \Plves? P
LN 91 3t%t)nd N NS
o %@ & % 6@ 0.27¢§ AR
. Fish, acute % & © @9 UY€§U
Fluopicolide Oncorhynchus mykiss [@90 28 3. N 2y §
@ ° 1.9 @S Q
@ 2
& 063 O |Yes,
N S
@ 1.0 Y
N v o
o é& §) 98 ¢ |Yes
KN @ @@ ©§ 6@} @@% gi?{real% 5 6§ Yes
v\’ N D & .
@Q N § Q@ § @@ @Cf{“' stdam (3\17 Yes
S - Q @
RO OER R RN & treaets o9 Y
m© %\ & “ S &\ N 2 ;\9% . es
(62 S s @Q N & & ODp3dich [0.005 Yes
S @ .
@QD S & é©% S o & %ﬁ?\?’;wh 0.005  |Yes
A 2R & O B
Q\) &\ ég \@ %\ & A Y/D4 pond  |0.061 Yes
@Q % @ - v @@ D4 stream [0.108 Yes
2 @@Q @Q - o | § @ |D6ditch [0.184 Yes
g'g_?’dichl 0@5@ S S § @@’@\ @@ Rlpond [0.003 |Yes
’ O @ %
15\1-{[3-0@0- 2 Q @ & S Ripond o003 Jyes
wifidorometh [[ShERUe & gl ar 036
;lr)l_% ome Onc%'hyn%@ myggs @0 § : R1 stream [0.047 Yes
pyridinyl] @° N @ S R1 stream
(hydroxy)meth %“ § § N 2nd 0033 Yes
Yl}benzamix Q S = ©@ R2 stream |0.052 Yes
@ @Q © § R2 stream |,
§ @@ @ y\g@ Ind 0.029 Yes
$ @ o R3 stream [0.054 Yes
Q Q@ @ R3
stream
@@ nd 0.064 Yes
R4 stream [0.020 Yes
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. Endpoint RAC |FOCUS |PECsw,max
Compound [Species [ng/L] [ng/L] |Scenario |[ng/L] RACZ=PECsw
R4 stream ¢
o 0032 |Yes & Qb
* 1% tier parent endpoint divided by 10 > @@ v
& 0@

Table 10.2- 28:

Acute risk assessment based on FOCUS Step 3 for lettuc%l x 100 g a.s@) § &

. Endpoint RAC |[FOCUS. [PECswmast) NS
Compound |Species (ng/L] ﬁg L] |Sce "@ [ug/L] o R@PEO@ é@
Early appljcation &@ S WK @® 5
Q‘? D%dltfg?@Q 0@ \&Yest @@%
| opsich 9635 [pa
LN 9 > 2&5\’ N Q e Y
Q 9| XN o
A d o e 0T Gve g o
g\ﬁ \o\ @} &@ D4§t%%an;} @675 w,  |[Yes @
R ) -
@@@ gé\ & e §Jd“°1€?9 LY e O
& (AN 6% Sk pand 4 $ves?
A\ © S
@@ 5@ @%} @J@ &@Q Rlpond & .O%@ Yoo
; g
% AN €y
L Fish, acute N & N a R1 Stream | 16h2 e, |Yes
Fluopicolide Oncorhync{%? myki@ %QO §@ & ;6©% RRs,treamf?)Q%&v Ves
. & 4q & ¥ O g S)
@Q © @’ @ § & R2 stfeam %§53 Yes
S \& @Q = S N é@@ Raswean@0.562 |y
N S
¥ @J@@ L0 & & GR3stgam |131 Yes
O\@J) . %@ @% & @ @ |Rfpfream |2.00 Yes
A S § & SR &
@\) &\ % § ?ij\ w g\ R4 stream |2.27 Yes
N o~ > @& @ > R4 stream (2.40 ¥
o & & 4 .~ o | & b e
@7 ©© @Q \"\U \© @\@ @U D3 ditch  [0.003 Yes
N S NS @ &> @ D3 ditch  [0.003
@’ &2 QQ @ @ o\% 2nd Yes
M-0 S & Sl I Dipond (0046 |ves
’ RS <
(2,6xdichloro- g > R Q D4 stream |0.084 Yes
N-{[3-chloro-5 @° &@ @ & :
(trifluorometh 4Fish a&ﬁe § Q D6 ditch  |0.130 Yes
yD-2- §On% hync, my{;@s I@@O 36* 0.36 Ry pond [<0.001 Yes
pyridinyl] . IS S
(hydroxyf@ | @ G S Rlpond [0.002 Ves
methy. ©§ % AN 2nd
ben@qide)@@ § @N RI stream [0.018 Yes
« $ R1 stream |0.031
@ nd Yes
R2 stream [0.018 Yes
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. Endpoint RAC |FOCUS PECsw,max
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RAC 2> PECsw
R2 stream [0.056 N
2nd Yes . @ @b
R3 stream 0-0% Yes @® N d
R3 stream 0@2 v S IS
2nd % @ 2
b.015 AN
@ R4 stre%fﬁv es - A
v R4 sté&m 0.040 Of, o 9
Ye %o S
& 2nd© @ [\® @ o @
* 15 tier parent endpoint divided by 10 %@ @ ] &Q N @U o)
o 9 AN
&5 & KR S

For the 2 x 100 g/ha application in lettuce thefacute ge
scenario D6 ditch; for metabolite M-03 the acute t%

metabolite M-03 for all scenarios.

A refined risk assessment for the l@Qll’l

ger “@9 me

& g

%Ltucq @ th %ute

N
dgger W§ nogﬁzt 1
é@r fis

@
For the 1 x 100 g/ha apphcatlon in 1ettu®he\ acute tﬁgger &as met%for f@ for ﬂuopmo@

t
Tle

r all@‘ena 0S.
&

N
sh fa uofﬁeolide%r the

% &"

§@for

S@ﬁ se@ be@w Those

scenarios are presented which do a9t pass the rlsk\ass%sment SO
& S &
o .~ Vg G
S & @ Q
Cucumber v < . @@
N S @ &
Table 10.2- 29: Acute\r%k asse@sme@ase F US S&p 3 foz\gucur@r (@00 g a.s./ha)
i S0 “Endpoint @ sz)c PECR:, max
Compound Spec&?@ w @% ] § ibug/L] en%%) fug/L] RAC > PECsw
\)
& © 7 = Farlyapplieations;” & @
S D - & @ N ~ diteh,” [1.54 Yes
& O @ Olw o Q§ Olr2 2.10
- Fish, Qute 2 : > Jrream 2. Yes
Fluopicolidé& §§50 @3 3.6@ 5
2N Oncorhy@@us n@ws é@f & | e&ﬁtream 5.37 No
N S - O KR
. . . stream |8. 0
N ESIRS o R4 st 8.33 N
M-03 @@’” N @ © O 5 [D6ditch [0.169 Yes
(2,6-dichloro- N IS
N {3 ehloro-_f ©©Q @@ \@ & S | [R2stream [0.047 Yes
N
Flsh aoute @@ N NS 2 O R3 stream [0.067 Yes
(trlﬂuoron%h Oncorhvneh @ s0 8% @036 R4 stream 10.069
yl)-2- @ ncor, yg(%c us ss % @ o\% )
pyridiny @\ AN 0,9 Yes
(hydtbxy)meth| s« @ Lo Q@ @
yl}benzamide) ¥ & )
@ N J@ Q\’ @id application
& N & Tle D6 ditch  [4.75 No
> <5§9 t@© SN R2 st 114 Y
stream . es
Fluopie § > acu §®© LCso 360 3.6
R & ”CO@”C%% ykiss R3 stream |3.06 Yes
§ @ © @ R4 stream |7.85 No
&2 '
M-03 @ D6 ditch  [0.324 Yes
(2,6-dichloro- |[Fish, acute % R2 st 0.124
N-{[3-chloro- |Oncorhynchus mykiss LCso 36 0.36 Steamm ™ Yes
5- R3 stream [0.093 Yes
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. Endpoint RAC |FOCUS |PEC;w, max
Compound |Species [ng/L] [ng/L] |Scenario |[ng/L] RAC 2> PECsw
(trifluorometh N
yl)-2- . @
pyridinyl] R4 stream 0.2% Yes @
(hydroxy)meth IS @ @
yl}benzamide) (3 S . N
Late application Q & ﬁ
%@ D6 ditch_ ~ {10.2 No 'S &
¥ @) O &)
Fluopicolide |1 15> acute LCss 360 < |3.6 -l E;f’@ I
Oncorhynchus mykiss > @ | tream [6.01 Q Q G
% l§§ & < (@) &@
g R4 str@ 9.66° OJNo & @
‘o
M-03 Décditch , 0367 &
(2,6-dichloro- & @@ R "6@; @?y 0.0 § e =
N-{[3-chloro- % ggj%ﬂ @Q @S e ' SYes o@% @& i
5_. Fish, acute v S N > 35 am @47 Yes& @
(trifluorometh . 5@50 J6% 0.36_
yb)-2- Oncorhynchus mykiss @0 K\ %@ ° Iig@treamgﬁ 0.0é@ @s Q
pyridinyl] @) % . < § fog @Q S é ©
(hydroxy)meth @ o @ ) @b @) @@ L
yl}benzamide) © m@f) I @® & %3 ® S
* 1% tier parent endpoint divide 10 ° o7 e ©
(& @ @ v @ "\@ <)
For the 3 x 100 g/ha earl%appl tion 1n%ucu4§§r t]@%cu er Was nog, met for fish for fluopicolide

for the scenarios R3

all scenarios.

For the 3 x 100
for the scenarigy D6

am

halél

@
d@pph%?t:lon m%uc&
)

eam

@

t t
mi%%%lf@é%d‘:@%; @ac

bolﬁ@

he a@te trigg was met for fish for

@

ggeas n@@ﬁiet for fish for fluopicolide
utdtrigger was met for fish for all

cum@r t acu%ﬁgg&@?as not met for fish for fluopicolide
ta

scenarios.
For the 3- §@f)00 g/ha 1atwpp
for the@narlos D6 rea dgég streamy; for
for fish for the sce@sgo Diﬁltch Ko %\
A refined risk a@gsm for [§ usem;\ cu
scenarios are ]@esent@v ichdo nat pass 8@ rls@sess nt at
(O .
OO O S & D
AN SRS %Q & @
@ S @ %

Q

&

Refined risk assessﬁ@lt (Tder 2b)Jor aquatic vericbrates

O

Tier 1.

bo@e M-03 the acute trigger was not met

c&l@er for the @ute risk to fish is presented below. Those

N
Acute studies on 8 aqudtic V@@}bra‘ce %ecie@Qwere performed with fluopicolide (7 on fish and 1 on
ance document, it is thus, possible to refine the risk

amphibian). A@Srding

assessment
(table 28

to deriv @ae m

deriv

of e§cts 1@s@@xpec

1es

Ag r»Q
s1t1\my d1@

ibution (SSD). Several options are proposed in the guidance

e rigk,asses€tnent: When no latency of effects is expected, LCso can be used

nH@ th

C is then based on a assessment factor of 9; or the median HCs can be

EC LCﬁ@alues from acute studies, the assessment factor in this case is 3.If latency

g?ency of effects for fluopicolide:
The relévant effect to be considered for acute risk assessment is mortality. In all acute vertebrate studies,

mortality is observed within the first 24h of the test, and as early as 3-4 h of exposure in some studies.
Sublethal effects are observed in all tests, at the 1% observation time (3 or 4 h). Therefore, no latency of

@ the.SSD should be based on chronic data.
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mortality onset is expected with fluopicolide and the acute SSD can be derived with endpoints of acute
studies.

The endpoints from acute studies are summarised in the table below: @o @@
Species LCso NOEC based on both su@thal [
(mg a.s./L) efl and mort&@ ©)
@ (mg a.s./L) <
Oncorhynchus mykiss 0.36 016> X &
Lepomis macrochirus 0.75 p7p R 056 < &
Cyprinus carpio 13 ¥ Y 625 o @ @
Danio rerio 1.8 ¢ D 0 O &
Oryzias latipes 0.3 A 9044 > @
Pimephales promelas 134 2 Q083 o
Cyprinodon variegatus \@/.41 RN gy 202 1.0
Xenopus laevis f\\ > Y g\ e~ @\6 125

The NOEC-based SSD is preferred becausg it en@‘es 1@% unc@amt anr g th@om@ce@?
the protection goals since no extrapolatl&*ﬁms &%ssar Trom edglpoi éprod@mg 30% of mortal

safe concentration. Moreover, the dos@resg%nse fouopl&hde @veryg?teep e ratly between the
NOEC and the LCs is below 2 for s species T&éver@ 1gh§%vel pro gﬁlon é)he NOEC
considered here are based on both‘nortah@’and s%blethéﬁveffegt}s

However, for completeness reggons, «&ﬁ%) p@ach@@ms@ h LC@ an p& are presented
t

below. The SSD calculatloﬁ®wer&per ed whh Meosaic d ing an ical tools for
ecotoxICology, developed by yo‘igUn 1@r bot@vallaﬁie @els lc@nor | and log logistic.

The best fit is evaluated offZhe baSts of enc&mten@]%md&g i th g the visual fit to the
data in the lower part of t}e c )
N \ C& N
NOEC-based SSD: & @ & § & @ QN
SRS \® NN A S
& 6\ e a8 §@ x>
¥ & .0 O o« ¢ & S @
TN g S %
N DNy @ © Q@ & (T
AS @© ) Q = .9
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Calculation of NOEC based on SSD

Empirical and theoretical CDFs

o N
- @ e @® @
& 8.8
IR N
s SS9 & @
©, 7% DSy ©
= T ‘@ &S Lo @
: & / o N €§ & @xé
B g 7] @ S i Q @
5 7R o S & Moo
E @ °\@ Q N x,@ @@
E = - K @z @ iﬁ\a R @6 ° R
g © © Y9 & o L o AN
g 7 < @ & &o
a % . © Q Q> @j @
L SN O\ o S N N
(S @ e~ @ S ) % N Q Q
LAY & & & o &
@ o ) S Q\ ﬁ@ O Jogis [
@ T P
S > Qonc tration in mlllgr@@per Ilt@(log%ale) ©
8 @) e{ N &
L I distribution (I @l’)7kl©d1@© ¢ §@ %
og normal distribution elihood = 1¢ >
moanlog 121 46:073] % ©§ > S v §

shape: 0.3[018;0 N .
scale:26[16: 5@ AN RS

©\&K

sdlog: 065 [0.31:0.91 v Qo \© é RN
Log logistic dlstnblgﬁiog It@ltho@ 1@ § §9 ) AN
© Q
\\ &\ @
HC @Log@m S © LD&{QQISN
0.2

0.04

066 -0.25 < N
903@}@ o, O

031[@» 048] Q03(0@; 047)

HC5
HC1D

cha&

HC50

@)11[0 1 @009

013[0&79@@6]@ 0.
018[011@:31]@ 047 [0,

\

&
@
N9.21] § ©

Op
7

v &

S %
The log-norm: HC5 ’c c@ agc@ﬁng@ he (@ria @ged above. The corresponding RAC is 0.037

mg/L (HCs dfvided @ 3)§

Lcso-baé@ssn

AN
AN
)
N N
@
: R

/g

N

Y\g
§

f/é@

Q
&

AN
@

5N
@@@

@@

o

&
X

S
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Calculation of LCsy based on SSD

D
;@\@ &
Empirical and theora@@@l CDFs &@ O ©®
S
& - > L@ d%@
) V @ &Q\ < &
. @ &©Q éﬂ@ T
" & N LY RO e @
E @ . NN, 6\ AN
- © A A T AR A N
g Q O N N &
2 %, O U S S .
¢ BN .99 [y & O &4
= o)’ O & &% R §
8 "~ S O &
sl s o 8 & & 5 °
o | . S O oS &
5 %, N ©
‘§ LGN 5 ®\ ©© O N LN
@ 82 @?—@.—& SERC
¢ Tl P, VS
N QIS AN ) — Inorm
o\@ %© @Q &]@g < s@,TX\Z&@ | llogis
@)
é\g @@ %@) S) @60.5\ é& o 3O 15
§ Q@ @Conc‘éﬁ?rati(@in mllg@lm pexhter {log scale)
T I S N 2 A S
Log normal rlb&n (loﬁﬁikel@aod =34.6) &\ o %
meanlog:-@ﬂ% 190 O (VAN S §
sdlog: 0.57 [0.25 @81 ] =, L9 & O %@
Log Iogi@icdlstnbu n{Eo%@ﬁ@=-A@ © @ 0%
shape 83 [052: 1. Q QL L X
scalé 29[ 17 ;6810 xﬁb & L9 Q<Q
o & o & & 0
HC @g n@ oml%;stqc@ @b
e@\? 0013 9@1 @’

HC5 quz[%ﬁb 0

HC10 39[024 02@ 3]@
HC20 % 0.51 [03%086

HC50 0.82[ 054> 12] 033
<
%o %, @’

Th%t to the LC50 data @’Wor@ than.to the @)EC and less data can be included in the SSD since the
LCso for Xenopts is %unb valg@e. Applying an assessment factor of 9 to these HCs would result in
aRACof 0 @ is vely simggr to the RAC derived from the NOEC-based SSD. Therefore,
for these reasons the @aso ivenreviously, the SSD-RAC of 0.037 mg/L should be used to refine
the ﬂug@bhd sk assebsment for aquatic vertebrates.
§ a8
ST

&
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Potatoes

Table 10.2- 30: Acute risk assessment based on FOCUS Step 3 for potatoes (4 x 100 g a.s./ha)

considering a refined acute endpoint for aquatic vertebrates @°
. Endpoint RAC FOCUS PE SW,max
Compound (Species [ng/L] [ng/L] [Scenario |[ngil] RAC=> CSEQ;\
Early application @ R
Aquatic vertebrates, acute D4 pond é§3,70 . Qs %
Oncorhynchus mykiss ;
Lepomis macrochirus g ?fddlé@ 7.36 é} Ye@\ @Q
Cyprinus carpio g \\)Q %@ S N
Fluopicolide |Brachydanio rerio HCs 110 @ (37 & ®) Q @© @
Oryzz.as latipes . Q 2N @? @& &
Cyprinodon variegatus Q) R3 strléam |4 \ Yes© @@
Pimephales promelas . &" Q@' %\ &@’ 6 o\% %,
Xenopus laevis ©) @ N 1S Qp @g
M-03 Aquatic vertebrates, acute % @é\’ @\\) @@{1 strea%% 0@65 @Ye@ @;§ :
(2,6-dichloro- |Oncorhynchus mykiss L N N 6 ) O §
N-{[3-chloro- |Lepomis macrochirus @} \\ (NN & - & Ko S
5- Cyprinus carpio Q &N ) SRS é\’ @ S
(trifluorometh |Brachydanio rerio &© 51%5 }£§§ § %6 d@ @ é ©
yD)-2- Oryzias latipes > O 2nd© d 89 @Q Yese
pyridinyl] Cyprinodon varieggtus %@ @@ Q @ N Q
(hydroxy)meth |Pimephales pm&s N @ & @Q % @ e
yl}benzamide) |Xenopus laeviss ¢ § & a & . 9
. 9 ) ¢ L S pplication _ N ‘27\,‘)/
Aquatic_vertebr acugs, Q 6@ QO 4 pondN 3.68) Yes
Oncor@[chus@ykiss% > Q Al ({) 5 déﬁl
Lep magrochings S O St @ 144 Yes
0 ¢ Q nd @
Cyprinus c@ypio °, RN N 9 OEERS
Fluopicolide chydanio rerio- N I%g 110, 37§ §§ %,
QPryziagatiped @) (;@ON S
Cypriliodon Variegagys < S © R3fRam [4.05 Yes
o\@ Pimephaleg promelgs % O @ (o
N Xenopu@?&evis§ @ @Q <& D
*parent endpoint divited b ¢ S
P b SN O S
) @ N (og >
@ @ @ @ o\% @ @
@ O & .09 o . O @
\©) ©) A @\ @
@
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Table 10.2- 31:

considering a refined acute endpoint for aquatic vertebrates

Acute risk assessment based on FOCUS Step 3 for potatoes (3 x 100 g a.s./ha)

. Endpoint  |RAC [FOCUS |PECswmax D
Compound (Species [ng/L] [ng/L] |Scenmario |[ng/L)] RAC = PEE:w §
Early application @ @Q A
Aquatic vertebrates, acute @J\ S o\@ 7
Oncorhynchus mykiss N L
Lepomifmacroc;z}irus g@ . © . § %@
Cyprinus carpio @ D6 dit @$ N \\ @@
Fluopicolide |Brachydanio rerio HCs 110 N7 md Q 4.93 @@ Y 5 S
Oryzias latipes & d@ % ©© Q)
Cyprinodon variegatus %@ Q& . &© @ @
Pimephales promelas @@) Q é % @&
Xenopus laevis 9 - ~ \} b S
M-03 Aquatic vertebrates, acute é& @@ %\5} & é’} &L S
(2,6-dichloro- |Oncorhynchus mykiss < Qy @ v & % o
> @7 R o X
N-{[3-chloro- |Lepomis macrochirus % . v Q Q @j @
5- Cyprinus carpio ~ > N @ % . S) Ko
. AN N D63ditch
(trifluvorometh |Brachydanio rerio @ H%& 11*@\9@ 30§& w5, [0.3 &s Q
yl)-2- Oryzias latipes @Q & .Q ¢ %@9 § é o
pyridinyl] Cyprinodon variegatu, oy S N @ @Q O %
(hydroxy)meth |Pimephales promela@ & © @ § @) ) < N
yl}benzamide) |Xenopus laevis @ % v @§ @ é S §
N . “Pate application &@ . © e ©
Aquatic Vert@grates,@u‘ce N @ @ : y\?@
Oncorhynchus m § @§ @@“ Dg%.htchs 14 @@ Yes
Lepomzwacms@’ o B N ()%1‘1 N N
Cyprigns carpi @’ @ § 3 S
Fluopicolide |Braéhydaniéyerio ©) HC5 0 © 37 @ o @
Opydias %@es &\ \\ N é@ @
pringdpn Va@nfegatu%% Q %& S §3 stréam |3.67 Yes
E)‘Dime les promelas 9 QD Q @
¢ |Xenopus laevis = & N v . ~
*parent @)omt d1v1ded@9 10 @ @@7 @@ S ©\
% o,
\
Table 10.2- 32: cute lé%%k as me Qase F S Step 3 for potatoes (2 x 100 g a.s./ha)
nt
& cong%ﬁym (&% ac;\nte@ndp&nt fo;;%A atic vertebrates
C d gs @ . "™ IRAC 2 PECsw
ompoun Q pect @ @ QTpgf@ @ﬂ@ [ng/L] |Scenario |[ng/L]
/@ & mQ @ kate application
Aqua@erte rates, asute a RS
S it dice S
@pomzs rocé@zs @ o
prinus carpi .
Fluopicolide ({Bracinvaniofodlo " @%s o 37 PO g0 Yes
Of}d{%s latg
@& inodgy varl@tus
& ephgles p las
% o@ﬁ&’en{}q@j glae%@
9
$

For al phcatlon patterns in potatoes the risk assessment indicates acceptable acute risk for all aquatic

organisms.
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Lettuce
Table 10.2- 33: Acute risk assessment based on FOCUS Step 3 for lettuce (2 x 100 g a.s./ha)
considering a refined acute endpoint for aquatic vertebrates @°
. Endpoint  |RAC |[FOCUS |PECiw, max S
5 S )
Compound  (Species ng/L] (ng/L] |Scenario |[ugfb] RAC ,@C
Aquatic vertebrates, acute @ N
Oncorhynchus mykiss A\ § &
Lepomis macrochirus @ ) e o\@ é&
Cyprinus carpio > @ g} N @
Fluopicolide |Brachydanio rerio HCs 110 ?7 D6 h 131 @ Y%@ é\g
Oryzias latipes @} & é\a Q o
Cyprinodon variegatus % Q &" & & @) &@
Pimephales promelas @ Q Q %) @
Xenopus laevis | IS fon h\ REYAN
g Y IS
@ N
MFSA g SR Y-

N AN . X
organisms. @ N @ & & %\ N é& S
R &S & @ » o
SR y O &S s
Cucumber Q % © > § © © RN
Table 10.2- 34: Acute risl@ssmgﬁt basedon F@US @@p 3 fQ% cucuu@er idemg a refined
acute endpo ntéf;)r%qu%ﬁ?%l(‘/t{brate;ﬁ &@ .9 & . )
Compound |Species °\@ @\ﬁﬂn nt RAC F®US Q}ECS " |RAC > PECsv

[neX] @§ [@%] Scenarioty [pg@
IS > ;&J Early @wﬁliczﬁ%n QO A D

Aql@@ Vertgbratesute AN N @Q @@ R3&\ stream@5.37 Yes

OpedrhyalBus mykiss N (DR
omiypacrochirus % @r\ y\g& > §§ >
luopicolid Erypr}%@ i - G e 7
F PSRT B HCsXI 10 37
uopico j\% O:;;as ;””" rerio @ @ @@, Q@ §@tream 8.33 Yes
&@ Cyprinagpn va@ams Q S

Pimephgles promela Q@% S RN
Xer§§: Zae%’s @éﬁ °\C 6&’ &
2 @ § o :ﬁd applicatioh®

Q% ual Vert tes ‘Beute N = D6 ditch  |4.75 Yes
QAq S D
Oncorhync@s %Y_’Q @@ @
@ Lepomzs%acros @ @ LN
Cyprinus carpio N
Fluopicolide Bra@ani 7io @\ @}[Q %& 37
N Oryzigs la ° Q § R4 stream |7.85 Yes

rinodon vargegatus @ &
@@p mep <£es p Kelas@ Q
@Xenm @

@ < @ N ' Late application

§ ééquat erteb@tés acute D6 ditch  [10.2 Yes
& $ nchitsomykiss
Fl@coli(@@ Lep rochzrus HCs 110 37
N Cyprinus carpio R3 stream |6.01 Yes

@ Brachydanio rerio
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. Endpoint RAC [FOCUS PEC;w, max
Compound |Species [ng/L] [ng/L] |Scemario |[ng/L] RAC > PECsw
Oryzias latipes ¢ @
C)./prznodon variegatus R4 stream 19.06 Ves O\@ §
Pimephales promelas @
Xenopus laevis @b R @ )
M-03 Aquatic vertebrates, acute @ o\%
(2,6-dichloro- |Oncorhynchus mykiss N § § 5
N-{[3-chloro- |Lepomis macrochirus @ RS ° N é&
5- Cyprinus carpio S @ g} A @
(trifluorometh |Brachydanio rerio HCs 11* ?7 D6 h 0367 @ Y%@ é\a é
yl)-2- Oryzias latipes @} I é\ﬂ QR o
pyridinyl] Cyprinodon variegatus % Q &’ & & ) &@
(hydroxy)meth |Pimephales promelas @ R @) © @
yl}benzamide) |Xenopus laevis . RS g @\ =Y &
*parent endpoint divided by 10 O %@L‘/)} g}’\\)j @% @@, @§ N % )
S & @ R s 9O @
. . T NI <t ¥ . .
For the use in cucumber the risk assessptent m\ﬁ%cates@scep@ e a rlsk£r al@ua%&orga@ S.
LN > N %, v
CHRONIC RISK ASSESSMED@FO%?Q%ATI(%}RG AN SN@ @Q @Q o\w\?
(@)
Potatoes Q@ 0\& v Q§ &@ @§ & @© é
Table 10.2- 35: Chronic risk as@gssm@sen FOgGUS Stéﬁ; 2 fo gl?e aopﬁﬁcati% in potatoes (4 x
100 gafsvha) O 5 SR e
) S &7 . O [eadpoint RAC [PEConmn|RAC>
C d X @ i ° p o sw.max =
ompotn L @ @%P"“}Ogs &« | é Jing/Ll|[ng/L]  |PECyy
Y. @
$ ©& & [S) § Early apbpi@tm:y@ \v{} @
Algae &
FLC +PCH S 7.5 8o 89 44558 |Y
C@&) 0@@6 @) @Navl@ a pe los r\@ @0 @ es
.9 W 52 |Fish chr T o leci2s 278 Yes
Q\ < O @hephales pramelas <o
AN @ S) Inve ate, Chtonic ™ 4 2
°\ A Ro > B®Cip 180 18 No
o S & QS Agne@cam)ggzjs bahly, <
Fluopicolide N) % @ ok s 20.6
) ae %
QS lermoma S ECso 73 7.3 No
OO O a0 |Aamtiomiophyl, g e 3500 |> 320 Yes
& X' |Lewma gibha @ s
2 N 4 .
& 2 R Fish, @n‘iﬁ ECio 278*  [27.8 Yes
“ Q % @ Pm%[ml&; melas
Y . :
> § & I“@}:‘;Pr@% fgomc NOEC 190% |19 Yes
M-01 @" N N @fp lé\ £ 8.44
2,6-dichl ide\(BA gac '
(2,6-dic Or(@zarr@( @ J o Pégdokirchneriella ECso 92000  [9200 Yes
@& é’ ©© §9 subcapitata
@ Q :
§ @@ SRS LA;;ZSC %Zmphyws’ ECso 97600  |9760 Yes
< QN g
N @@U ‘o @ Fish, chronic
e *
M O ) o Pimephales promelas ECio 278 278 Yes
(3-chl -(trifluoromethyl) pyridine- - 1.44
2-carboxylic acid) g;;z;g%gi,}gomc NOEC 190* 19 Yes
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Compound Species Endpoint RAC |PECsw.max|RAC>
P P [ng/L] [ng/Ll|[pg/L]  |[PECyy
Algae ‘gigp"
Navicula pelliculosa ECso 74000 7400 | @b
Aquatic macrophyte ECs > 3200% 12320 @éées v
Lemna gibba 0 'S A@
. - 0 .
Fish, chronic % L
Pimephales promelas ECuo 27'8% 2.78 . § C@S 2
M-03 ' Inver‘teprate, chronic @ NOEC 1 @ Lo @”\’\ \ Ve @Q
(2,6-dichloro-N-{[3-chloro-5- Daphnia magna @l s 4§ &
(trifluoromethyl)-2-pyridinyl] Algae N o X Q 3
(hydroxy)methyl} benzamide) Navicula pellica Es % 12. 1 1&@1 < @®0 . @
: 4 R D
Aquatic ma yte sk R 9
Lemna gipba a° §C50 \>@§20 ~ 3 > Yo
N
Late a @atio > .
Ag%f% %F 4@ *gy & q §§ §§§§ >
FLC + PCH SC 687.5 Nasicila peliculdsa” - A@Ercsi;{&?oo O, 4g C S
) q
chroniic N
&giﬁeg%les pr®61a$ E@ 2§ @8 Y & Yes
S & N R
D o
Q In\%rtebra chro% @C£C1%QSO o i b@ N Yes
o rzcaiﬂ@szsb @ @
@ @1 o
Fluopicolide S %l T @ < &.4
gae>
e & | Skel nem statz@ﬂ ECso i@ . Q73 No
o o O ‘§§ %55
° A(f@atlc roph >
A
N © Flsh,@lronl @ 2o S} %
& s §Plﬁ@hal&pm @Ecli 98 s Yes
A
@Q N\ & Inverte@te cl@mc S ‘e\(fZ) 1 9§ 19 Yes
M-01 $ @© © S ap@'@ma >
M BAM Algae” o 9 3.93
(2,6- dlchlor@Benzaml e (BAM)) © ) \ ) @f >
o SN dokz@me%la & [ECHT92000 19200 Yes
(@) capitata
A o . O S 1O
N SRy Am@c matrophyes,
O O S @i SECso 97600 9760 Yes
2 S & |osh ok N
4 *
@@ ©©Q @@Q O\@Pime@%aleso p@melas@ ECo 278 278 Yes
M-02 S ©\ I“@;@%@jfm NOEC 190* |19 Yes
(3-chlor @ rlﬂuorome@d ne- Alp é g\a% 0.715
2- carbox lic acid) @ NS Nagv?@ula onlosa E.Cs0 74000 7400 Yes
o @ o\@ % (X
. U O |Aquaticfxcrophyte ECso >3200% [>320 Yes
@ oY g bba
& O *[Figghronic ECio 27.8%% [2.78 Yes
< éﬁ @@ §9 Piggephales promelas
M-03 ' $@ @ Q Invenebrate, chronic NOEC 19%* 1.9 Yes
(2,6-dighloro @[3 ro—@-\gQ Daphnia magna 0.692
(rifidpromeffiy)-2- Algae ECso 12.1%% (121 | Yes
(h%roxy@hyl} benza ©) Navicula pelliculosa TS0 e :
@ Aquatic rpacrophyte ECs >320%* |>32 Yes
Lemna gibba

* 1% tier parent endpoint (Skeletonema and mysids are not considered as tier 1 species)

** 1% tier parent endpoint divided by 10
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Table 10.2- 36:

Chronic risk assessment for sediment organisms based on FOCUS Step 2 for the

application in potatoes (4 x 100 g a.s./ha) @" @
Compound Species Endpoint RAC PECsed.maxg@é%z §
P P [ng/ke] [ng/Kel|Ing/kel sed
Early application @ ~ S
- Sediment dweller, chronic 9 Q BN 2)
Fluopicolide Lumbriculus variegatus @OEC 1980 &%%98 S8 &Q &
Late applicat\iﬁl Q@ @@ @ ;&@ é
. T ) S
Fluopicolide Sediment dweller, chronig,” |\ @80 198 S10.6 R W
Lumbriculus varzegatus% N & &
0 © @ @
’ \ RN
N R

Table 10.2- 37:

100 g a.s./ha) % o(@j

O
Chronic risk assessment b@d on @%C[&Step @or tg@’pplwﬁ {potat%s (3 x
XY

@dpoi@ W Commax[RAC >
C d S . ° & \ W.max, -
ompoun @@ws@\\\ %@ K §[llg/\zk© R L] ] CI’ECSW
@Q é%rlyo@ﬁ)lica@n © h@ M@ S " ©
Algae Q O |5
+ . Cso <, 890 36309 |y
FLC + PCH SC 687.5 (\@ ]%mcula@lhcza@ @5} ;%Q% @ %@ \é‘)\ es
%, Fish, chronic 2
© éplégles@omela@’ ECho $% 0\427.8@ Yes
° S
S AN Inv rteb@ ch @QEC 180%™ § Yes
o % Q Gmeric yszs@ ia. % " .
Fluopicolide Q> @& A S % Y 15.8
§ é Q\Q %fonema cos%rt@tm @@CSO @ 73 No
(CIENN AN Aquatidmacrophyte
20 @@ o Clemd@bbge & |F § ;%‘ﬁoo > 320 Yes
0] = N
& |Fish, chro -\ 03 %
.9 S phamr O gEC 278 27.8 Yes
Q> S L WD
A L@ o\@ Tnver@ratq, &ronic "> g&%c 190 19 YVes
X |Daplnia a
O & aplnia magna_ S,
M-01 N o~ e 0 Y 6.44
(2,6-dichlorobenzémide M) Ry
eudpkjrchndi@lla @@ ECs 92000 (9200 Yes
©@ @© @Q KN sub@ tata
A
S\ S S | e @@mph@% ECs 97600  |9760 Yes
@emna ba
é@’ 9 o
N
~ |Fish éQhromé@ "
\y\? § @ O\@J g&hal@romelas ECio 278 2738 Yes
w
M-02 @° W <§Zeﬁ%§%’g chrome INOEC 190% |19 Yes
(3-chloro-S@uoroﬁﬁyl)ﬁﬁdm& Alp 1.13
2-carboxylieadid) , > e . ECso 74000  |7400 Yes
@& Q ©© §a cula pelliculosa
@ ,
§ § @ & ?32322?22‘;“"*“6 ECso  >3200% |>320 Yes
<& Fish, chronic ECip 27.8%% [2.78 Yes
2;@ 0-N- {[3 chloro-5- Pimephales promelas 129
(tr1ﬂu ethyl)-2-pyridinyl] Invertebrate, chronic '
(hydroxy)methyl} benzamide) Daphnia magna NOEC  19%* 1.9 Yes
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C d Speci Endpoint RAC |PECsw.max|RAC >
ompotn peetes [ng/L] [ng/L]|lng/L]  |PECs
Algae st °
Navicula pelliculosa ECso 121 1.21 1\@ @@@
Aquatic macrophyte ECy  >320% 282 @g%es
Lemna gibba ' o & R
Late application Q @ .
) > 2)
Algae R N
FLC +PCH SC 687.5 Navicula pelliculosa @ ECso 8?73% 89 (,%j&309\ Yes@@@
- - Q) NS4 R S
Fl‘sh, chronic ECyo 6%8 7 Y&9@ S > 1O
Pimephales pro s & ® Q QD -
Invertebrate, ic X ° 3 N N
oo Americamy@l’a E@%O . 1§ B D %) i&@
Fluopicolide N S ry 5 SH7- 9&”\7 o
gac § 2 Jhe () No
Skeletonera costatum @ @@, S & % e
quaismacrdphyte, 7 | o 23200 320 SR
Le@agzb%w S B JYRIOT R ¢
v, VR S
, chrQnic Slpes,
yzme]&%ales pr%ela§ EC@’ ng @8 @ © Yes
> {invertebrate, oh e Ol Y
R [Inygrtebratg, chrorgs, §)EC&@90* O 1907 'S |Yes
nia gna @ S Q
o & £ ot
(2,6-dichlorobenzamide (BAMY), Alga @ @ <2
S | Pseuddkire rzella@f Eféso 0004,\ 920% Yes
o\@) ) su@ pita@ As 'S A
] Y
% quatieg@nacr tes, S) .
é\g ¢§ M\[?em%g gibbaé@ Al @ %OO %0 Yes
& & . ©) Fl§@chromc N "
@@ \@ ol Pephites pr (mﬁw %cm S 278@@ 27.8 Yes
Q @ qve tébrate, @§onlc @ "
M-02 S @ O Q Dap%m o @ C 490 19 Yes
(3-chloro-szg§1ﬂuoro eth 13%ynd@ S 0@ RN 0.563
2-carborxglg acid) & @e . @@E,Cg% 74000 |7400 Yes
A @ @ vicula pelhf@)sa i ®
Ny D w|Ag matroph O N
RS Lm@na"gl y@i BCs0  >3200% [>320 Yes
9 S & (B¥sh, ehr N
ok
@@ ©©Q @@Q O\@sze@%les p@melas@ ECwo 278 2.78 Yes
M-03 ¥ o @ebr @chiqiie  |\opc jore |19 Yes
(2,6-dic@N {[3-chlogg-5- N phm& agn% 0.582
(trifluoréenethyl)-2-pyridinyl] ) N Alga < D EC IERT I P ) Ves
(hydl:%cy)methyl} bg@;%mlde% 2 Nay@uila pedliculosa 0o '
@’ @ Aq\lﬁtic faacrophyte ECw  >320%% |>32 Yes
S @%\.bba
* 1% tier pare (Ske nem&and r@m s are not considered as tier 1 species)
** 15 tier pa %mt d% 10
@
S &
R @ @ N
cL T

&
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Table 10.2- 38:

Chronic risk assessment for sediment organisms based on FOCUS Step 2 for the

application in potatoes (3 x 100 g a.s./ha) @" @
Comvound Species Endpoint RAC  |PECsed.max %ﬁz §
P P [ng/kg] [ng/Kal | [ng/kg] sed
Early application @ ~ S
- Sediment dweller, chronic 9 Q BN 2)
Fluopicolide Lumbriculus variegatus @OEC 1980 &%%98 418 \<@ &
Late applicat\? Q@ @@ @ ;&@ é
X T ) S
Fluopicolide Sediment dweller, chronig,” |\ @80 198 G210 R W
Lumbriculus varzegatus% S & &
0 © @ @
: O §§ LN
@% potataes (
Table 10.2- 39: Chronic risk assessment b@d on C[&Step @or tg@pplwﬁ {potat%s 2x
100 g a.s./ha) % @ o Q @’ @&
Compound S@ies N &@iﬂnd ﬁt o\@ t@ PECsw.max CZ
b PO N S 11145 S LI[g/L] (PECw
Q&Q %b"rl)"’@%ﬁg@“ @ @@ \\JJQ S w@)
Algge © S (CN
FLC + PCH SC 687.5 (\@ ]%wicula@llic%@a ) @ Ei;g 890@ %@ é}i&Z Yes
e Fish, ¢hronic R
% & ng les@omela@’ ﬁCIOQ&% "\%27'8@ Yes
o B
A % In\(@rte]i&j& chrgnic § E%o 180%™ § Yes
- 7, Q Americ yszs@ ia . & .
Fluopicolide Q> @& A S @ Y 10.9
@ § .9 %ongma cosr@@tm (%@ErCS& 3 @ 73 No
RS S rome: byt BN
o O o 1 acrophyte §5o >%5200  |>320 Yes
& & ©  Qlemnagibbg > @
16 " =
& |Figh, chra -\ @ %
L9 S phaﬁ;w O @[EC@ 218 278 Yes
Q> S L LD
A o .9 Tnve ate, &ronic ™ | O .
° N M WOEC 190 19 Yes
M.01 §> & éﬁ Dapbnia m@ia & A\
- y -
(2,6-dichlorobenzémide M) @ Algae \ S 4.39
q eudpkjrchngraella @ E.Cso 92000 9200 Yes
@ © O o Ysubcapitate
0 S hie
S\ Sl e Oph@y ECs) 97600 [9760 Yes
& g o @ ”%&’J’l’a
N N
o A Sk chronieQ ECio 278%  [27.8 Yes
S R «@Q N i hal@romelas
M-02 @° N @VGHG@% chronic NOEC 190* |19 Yes
> . 4Daphy magna
(3-chloro-5-(t uoroﬁt?lyl)gédme% N 0.816
2-carboxylieadid) , > A . ECso 74000  |7400 Yes
@& Q ©© §a cula pelliculosa
S @ Q Aquatic macrophyte N
% @@ @% S Lemna gibba ECso >3200% |>320 Yes
< Fish, chronic ECip 27.8%* [2.78 Yes
2;@ 0-N- {[3 chloro-5- Pimephales promelas 0.973
(tr1ﬂu ethyl)-2-pyridinyl] Invertebrate, chronic NOEC 19%* 19 ' v
(hydroxy)methyl} benzamide) Daphnia magna : cs
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Compound Species Endpoint RAC |PECsw.max|RAC>
P P [ng/L] [ng/L]|ipg/L]  |PECs
Algae sk ‘2§9°
Navicula pelliculosa ECs 121 121 i @@@
i q
Aquatic macrophyte ECs >320%% |882 @Cées
Lemna gibba & S
Late application RN Y U@ @ .
Algae R R &
FLC +PCH SC 687.5 Navicula pelliculosa @ ECso 8% 89 R 662\ Yes@@@
; - Q) NS4 R S
F1'sh, chronic EC, @%8 97 ?&@ S ©
Pimephales pro s & ®) Q @D -
5 Q 3 T
it . G o e
Fluopicolide ) S S5 60 &
Algae & @ S Yy
}5@ Yes
Skeleton$ha cq\gﬁmm < %’ & @% e
D
ﬁ%bmacrg@hyt ‘
Lel&%& gllfbg \§\ ﬂé rcso %320@ >§(§3 C ©
, chironic NS < 9
&blmelg%ales pr@el@&@ E@ 2§ @8 @ © Yes
< N R
Q| rtebr chroris, & % OK@9O ©@ RN Ves
o N
- <
(2,6-dichlorobenzamide (BAM%§ Alga ﬁ % 206
é& Pse kzrc@rlella@f Cso \ 920, Yes
o\@ % su% pita@ A § A
quatiegpacr tes, O .
é\g @§ Nlemng gibbaO@@ > %50 %600 @60 Yes
& & . ©) Flﬁﬁhronlc
@@ @\@ &\ P epi@ﬁ@sprm% ) EC@} 27%@ 27.8 Yes
M-02 ©© @ Q @5‘:6 ég‘zat‘j@%%mcb §EC@90* 19 Yes
(3-chloro-szg§1ﬂuoro eth 13%ynd@ 4 % & & 0.410
2-carb0)%§ acid) g}a @ @e . Q@ EiCso 74000 7400 Yes
A @ @ vicula pell%@sa | Q
S & Aduatic matrophy dECs >3200% [>320 Yes
N Slimugg &, T
© SO S [®ysh, chr @U
> s
©@ ©©Q @@Q O\@Pime@%aleso p@melas@ ECio 278 2.78 Yes
M-03 S In@ebrﬁcm NOEC 19** 1.9 Yes
(2,6-dic@N {[3-chlogg-5- N phnig magne 0.438
(trifluoréenethyl)-2-pyridinyl] ) Alga < D ECe 1o1%% |11 : v
(hydl:%cy)methyl} bg@;%mlde% @ Nay@aila pelliculosa o 12 ' s
@’ @ Aq\Léltic faicrophyte ECs >320%% |>32 Yes
&S %bba !
* 1% tier pare (Ske nem&and r@m s are not considered as tier 1 species)
** 15 tier pa %mt d% 10
@
S &
R @ @ N
cL T

&
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Table 10.2- 40:

Chronic risk assessment for sediment organisms based on FOCUS Step 2 for the

application in potatoes (2 x 100 g a.s./ha) @" @
Compound Species Endpoint RAC PECsed.maxg@é%z §
P P [ng/kg] [ng/kal|Ing/ke] sed
Early application @ ~ S
- Sediment dweller, chronic 9 Q BN 2)
Fluopicolide Lumbriculus variegatus V@OEC 1980 v&%%g 287 &Q §
Late applicat\iﬁl Q@ @@ @ Ao é
X T ) S
Fluopicolide Sedlgl‘?m Idw"”e?’ chronigy” \NoEc @80 198, Qa7 2 W
Lumbriculus varzegatuy% 0 S & . @{\
e L@ N @ D L S
. N o B S S 25 el in tatoes
Table 10.2- 41: Chronic risk assessment b&3ed oyn% C[&Step @or tg@’pph on {potat%s (1x .
100 g a.s./ha) N @ Q o Q @’ @&
> q : ©
@ \\ @\ &%n(}&m o\ t@ PECsw.max Cc>
Compound \"{ geie @ @ [”&9 C‘}y L 1 g EC.
‘5% (OBRS & o "
Q o Ear!&gapph@tlon ﬁ@ @© @Q @@ W
@ |Migee © S @1 o O [0
FLC + PCH SC 687.5 < s w@peﬂicﬁoﬂm & E@ 890 & 679 |Yes
g 5 0] ~
e O |Fishishronie ECio $27880 7g? Yes
N % Pl%pha@pmmgas S L w D
-
é\g @§ %Ver‘[.e@te’.(:@n}(:(’\@ 10 Q”\\LSO ° % Yes
Fluopicolide @Ame@amys@ahu&ﬁ S 5.58
e Fo S TS Ao e
Skelet %a costatum @ r(@ % ) ©s
¢’ ©\ ) 5 >
Q) QAquatic’macgdphyte §
) (2 @@ < . Le«z%gi@%@ IS ‘Cso @>3200 |>320 Yes
Z i @ ®
° Ko X @ chrotic @ K
D *
SO < NS mephales p elastxg E@@ 278 27.8 Yes
RN Q
X ~
RO I“V@bra‘%%hmmﬁ NOEC 190% |19 Yes
MO @@@ % @ @hma I@gna h
b ;zﬁgae 2.24
(2,6—d1ch10r0be@am1d@A]\@ q @
Q < o \"\ lri% zel% E.Cso 92000 |9200 Yes
% @ © su@pzta%
& ~ QQ @i‘z bz%ﬁiwtes ECsy 97600 [9760 Yes
S
R % @ O [FighQhr "
N @ S A pim phg@ promelas ECio 278 27.8 Yes
By 7) -
M-02 & - & szﬂvm@ate’ chronic NOEC 190* |19 Yes
(3-chloro-5~xitlu \neth lec?li\rgle- A:Fg»n o e 0.471
2-carboxylfe ac1d@};® o O | ¢ 10 vellicul ECso 74000 |7400 Yes
& % @@ avicula pelliculosa
B Aquatic macrophyte
v *
S @@ @Q . Lemna gibba ECso  >3200%> 320 Yes
@ﬂ

&
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Endpoint RAC [PECsw.max RAC>
Compound Species [mg/L] [ng/L |ng/Ll  |pEc..
] £ b
Fish, chronic % ! <
Pimephales promelas ECwo  27.8%%12.78 @Xes b
M-03 Invertebrate, chronic NOEC  19%* ;g &@ v e@
(2,6-dichloro-N-{[3-chloro-5- Daphnia magna T e L
(trifluoromethyl)-2-pyridinyl] Algae %k N 2
(hydroxy)methyl} benzamide) Navicula pelliculosa () ECso li”\\\l, 1.21 ég\ \°\ @KGS§
- <)
Aquatic macrophyte X % ) S
Lemna gibba N ErCS;)@Q 320 >§@ @Q \@S ©
Late Z@g \%ation Q @@o S § @@ @&@
Algae .
FLC + PCH SC 687.5 e zagllicu@fp Qﬁc% N 89;()}1 @ [893 D 16,679 v
Fish, chrodic < Y & o
Pimephales pé&%ﬂnelas@ @ 228 {\2@'78 D @% Ye@s§
= O
IHVQ%Z%’?;;“# ?%Q& 180~ 1Y | s €§s
Fluopicolide NN ' 7 Q@ @2
oy o 2 P13 $ 9 Jves
Q Skeletonema costag%m > A S) fQ LS
e Mo 3T oo 1530 .
@ |AQ atic rop g
NS omnggibba $ E@@ ;3 0 0 é Yes
%, |FishsEhronigs Q S Somop D
\@2 O |pigghhal romelas | ECI@Z@ 27&'5@ ves
’«,@a-' 1
5, @ %"e”e@e’ Clc\© @Ec W190* - 2] Yes
] Q Q? aphyia magie A <
M-01 § § Aldar Y 1.06
2,6-dichlorob N '
( 1eoro enz@e; e(\B@M)) &\ Pg%udok?%hnemé? Er@ “‘Q(:?J' 9200 Yes
@@ @@ o Cqgubca ta § RS
. VN ?q“g?;*ag@l’hyt@ o 2 Co Po7600 9760 Yes
@ﬁ 0
AL @ & fEsheonic &0V hen g g Yes
N N W Pim@aleso@omeﬂlas N '
@ <& .
Goch T «%@ Ztﬁ%i.%hm@c % [NOEC 190* |19 Yes
(3-chloro-5- (trluorom ) pxydine- Alp © 6& @j© 0.236
2- carboxyhc @@ \o\ %’ula z culodts E.Cso 74000 |7400 Yes
L
@ © QQ @ﬁl aﬁf@@?ﬁ" mt ECso > 3200%> 320 Yes
NS T
% @ 181@0: rom; Kk
Ny ) Q ° Pﬁ{p% ha romelas ECipy 278 2.78 Yes
X & phateyp
N X
M-03 . @ . N <@Ver‘c@te, chronic NOEC 19%* |19 Yes
(2,6-dichloro-Ns{[3=ctiyro-3 w, [Daphnid magna 0.248
(trifluorometlyl)-2=pyridi . e ECe  1o1% 1ol | v
(hydroxy thyl@%nza ifle) § Navicula pelliculosa 30 : : es
S X
<\9 & % @ Aquatic macrophyte ECsy > 320%> 32 Yes
@ @E’ Lemna gibba
* tier p@%’ht endpoint (Sgletonema and mysids are not considered as tier 1 species)

S t@arent endpoint divided by 10
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Table 10.2- 42:

Chronic risk assessment for sediment organisms based on FOCUS Step 2 for the

application in potatoes (1 x 100 g a.s./ha) @
: <§
Compound Species Endpoint RAC |PECscd.max %2 g
[ng/kg] [ng/kal|Ing/ke] sed @y,
Early application @ ~ S
, ; ] BN 2
Fluopicolide Sediment dweller, chronic |\ b 198 %%98 148 9 |véa @
Lumbriculus variegatus (O & S N
Late applicat% Q@ @@ @ rs\o\gv é
, T © -
Fluopicolide Sediment dweller, chronig,” |\ @80 198, §7.63 3 @@ @
Lumbriculus varzegatus% NS & &
@ & © @
’ \§ O & D &j Ny
For the 4 x 100 g/ha application in potatoes t@ chrc@lc tri not for @%ert brates %d algae
for fluopicolide and for algae for metabolite M- 3 Q 00 hcat1® in oe@%he
chronic trigger was not met for algae f& i%ohd@nd f(@meta@lte@ 1‘@ 3. Kor the 2 /ha
application in potatoes the chronic trigger was%not i for dlgae fadfluopivolid deSFor t@ g/ha
application in potatoes the risk asseg§mentiindicates acce@ble @from Gisk f@@ tlc %}?amsms
The consideration of the more realc FOQUS Step 3 water ¢ centr@ons @res
9 SRPSIR @Q
RN @@ @° 9 $
Lettuce S @ ©
v N L9
Table 10.2- 43: Chronic Q@ asse@nen@sed @ O US Ste f0r£§§ app@ati%@%lettuce 2x100g
a.s./ha R
) <§§ Q %?9 é§\ 5 S)
de. RAC PECsw.max RACZ
C d Qs N 5
ompoun @ P@ @Q 6@[llg/nL] &, |Ing/L]|[ng/L]  [PECsw
N U Z
FLC+PCHSCERT.5 &) & Algae « %\ & 8900 |80 [28.662 |Yes
S A @Wawcz@ pellici losa%
< D (]
% A @1%\\1“%% %, o [FCHy278 278 Yes
N g}g @s& phaley promelas 0%
A @ °§f§§ iﬁve”ezgfzﬁg§i225*v 0£§§0 180 18 Yes
Fluopicolide §3 AN é\’ % & 5.60
2 @ § &elet@n%ma c@wtum@ ECso 73 73 Yes
@ © (O id'm @Bh
Q U o N ALt y% ECso >3200 [>320 Yes
D A Le@a gzb@@
~)
& 2 QQ Eish, °§mc S ECio 278*  |27.8 Yes
@ N Pimeprles @nelas
& e @@ N4 D@‘ebr@hmmc NOEC 190* |19 Yes
M01 . &@ L aphnia@agna
(2,6-dichlorobenzamidg (BA <legae% 2.06
\% X |Pseudokirchneriella E.Cso 92000 9200 Yes
o é\g ® v, |sabyapitata
@ @ © § Aquatic macrophytes, EC. 97600 9760 Yes
< f@ A © Lemna gibba 0
N o
@ é@@ TS
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C d Speci Endpoint RAC |PECsw.max|RAC >
ompoun pecies [ng/L] [ng/L]|[ng/L]  |PECsw
Fish, chronic " Y gﬁ
Pimephales promelas ECw 278 278 ) @©
Invertebrate, chronic Q v
M-02 Daea NOEC 190*  |f& @@esg
. . iphnia magna & AN
(3-chloro-5-(trifluoromethyl) pyridine- N e 0.410 ~
2-carboxylic acid gae L
carboxylic acid) Navieula pelliculosa ECs 74008, [7400 | S ek
. A N
Aquatic ‘.nacmphyte%@ ECso 3200 >320d)Y Ye@Q @
Lemna gibba ® O NS é
X X @) N AN
Fish, chronic @? BCé 2780 @y | X fes @)
Pimephales praoiselas Q Lo & e € N
Invenebrate@%nic 2. Ro® 9 [ @
M-03 Daphnia pagna . - §OEC\1? @ o\% N
(2,6-dichloro-N-{[3-chloro-5- & N
Algee © @ & E@ 12@@; 1 8438 Alye
s

(trifluoromethyl)-2-pyridinyl] Navicala pe llz@lo sa @

b ST

9
S
(hydroxy)methyl} benzamide) LI E AN
P . ©
Agiatic matrophste | [ .5 > & @§s
E
©©

. ECH > 3207
%’"";gﬁb‘f S § éﬁ @ég
%Bas tzg%p%@@)

<
* 1* tier parent endpoint (Skeletonem@and mysids e not (@sider
S @

** 1 tier parent endpoint divided @ 10« Gog @ “
Table 10.2- 44: Chronic ki) assess\men r sediment or anisage@ﬁon F%CUS Step 2 for the
applica(%on in @iuce 100 .s./h@’ N N )
A AN .
t N RA PECsed.max RAC>
C d @ . @ @p in C§ >
ompoun A clesey © ﬁ\é [ng/k ¢ |Inglkgl|[ng/kg] |PECsea
7 p Q
Fluopicolide @ & Se@“ defefler, chaonic SVl 1980 198 [147 Yes
SO Q" |Lwbricutus variggatus, Q A
O ~
O & .9 O « & - 4@
Table 10.2- 45: Chl@lic risk asse@gment%ased OC@ St%g for the application in lettuce (1 X 100 g
a.s./ha) o R R @ o8
s g8 .
. o - >~JEndpoint RAC |PEC RAC>
N N ndap sw.max Z
Compound o & & Species oS Sling [ng/Ll|[ng/L] _ |[PECo
N N N R
9 @ \Vj&) @’ Early z&@;@ghcat«g@@}
FLC + PCH S©@%87.5© @@ S Al ae© -~ E.Cso 890 89 16.679 |Yes
Y A |Nagigula E@Ecul%@
@ 2 QQ Eish, cﬁﬁco > ECi, 278 [278 Yes
N Pimephdles prgmelas
%, % S @ | Inyééebr hronic EC 180 18 Yes
N © ¢y |AmericangBis bahia 10
Fluopicolide @° & %@1 8.00
Qtlgae
@ \%% § Ry Ske/&t%ema costatum ECso 73 7.3 No
N © &, |A¥uatic macrophyte
@K @@ Q) @@ Lemna gibba E.Cso >3200 [> 320 Yes
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Compound Species Endpoint RAC |PECsw.max|RAC>
P P [ng/L] [ng/Ll|[ng/L]  |[PECsw
Fish, chronic " Y §9°
Pimephales promelas ECw 278 278 d
i q
R e A o
M-01 & a
. . Algae 3.3 N
2,6-dichlorob de (BAM g
( ichlorobenzamide ( ) Pseudokirchneriella E.Cso 9@%9 9200 . é@ C?es N
subcapitata S
Aquatic macroph, tesv® @ b Q\ @Q
Leqmnagibba p y&, ErC®Q976OO 97&9@ O@ Yes
< QL )
X R \% Y
Fish, chronic N € @
Pimephales @@Lelas E%O @%8 %q'g § % Ye%?}
GRS NS
M-02 Inve;ltebr te, chro%& S NgEC 19@@@’ | S N Meog
] e e o Daphni gna @y 2, Qy oS
(3-chloro-5-(trifluoromethyl) pyridine N S @\\) %r@ S %685 % <
2-carboxylic acid £ac Csoq 74000547400 Y
4 ) Nav‘i&ﬁt pé’ﬁ&;culog% X, 50% 0@ @j @
A@uatic tacroph{@e N v
na&ibba éﬁ @ E&@ @00* @%0/l < ) Dres
|Fish, @ronic™ \j @ O W\/
e SECCTERIET & e
@) > 174 N
& [Wenpule il &@%EC@QQ** B0 e
(i% O
¥ ¥ 2
M-03 @ Olalg : IS Er&ﬂ 1;\3@* 1&r Yes
(2,6-dichloro-N-{[3- chloro% S Navicul ”’C@a S A
@ @ N\ @ S o 2 0.828
(trifluoromethyl)-2-pyricinyl] @7 S AN D N
(hydroxy)methyl} be@amid ) Q@ N §’ @ S} S
'~ Aﬁnatlc <ﬁwcrop Q ,@ @
@© ©\ & Lemnagibba, <. & L asors [P 32 Yes
(S ~N L9 s &’ @© ST 2
9 % % b\ © %) \@r’
S T T
» O &A@ S
FLC + PCH SC 6€i7§ A ;(@Q N’mcula@licuh@ N E.Cso 890 89 16.679  |Yes
7 S N
@ D @@Sh d%onw@@ & |Ecw 278 |78 Yes
< S ©@ N Pi @ale&g melas
A
AN @@ § @)‘%ﬁ%%fﬁ EC,p 180 |18 Yes
Fluopic@e . Q 2.92
S A Algae " Q ECso 73 |73 Yes
\‘?\, %, IS o |S f@é’one@cosmtum
@ N
@° I @q“amg@“"l’hyw ECsp >3200 [>320 Yes
. @ ~lemnagibba
= R
& O & E,%%C}l“‘l’mc 1 ECio 278% [278 Yes
g Q @@ §9 phales promelas
@
S §) @@ Invertebrate, chronic NOEC 190% |19 Yes
MO {@ @ % Daphnia magna
(@chl enzam@&e (@\/m Algae , 1.06
& Pseudokirchneriella E.Cso 92000 |9200 Yes
@ subcapitata
Aquatic rpacrophytes, ECso 97600 |9760 Yes
Lemna gibba
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Compound Speci Endpoint RAC |PECsw.max|RAC >
ompo peeies [ng/L] [ng/L]|lng/L]  |PECs
Fish, chronic " Y §9°
Pimephales promelas ECw 278 278 A @©
Invertebrate, chronic NOEC 190* |i% @f@es v
M-02 . . Daphnia magna & A@
(3-chloro-5-(trifluoromethyl) pyridine- N o 0.236 ~
2-carboxylic acid gae :
carboxylic acid) Navicula pelliculosa EiCso 74(%%) 7400 R § 6@8 2
. \ Q,
Aquatic macrophyte @ o > &
Lemna gibba V rCSZOO* >32g7§ Q\ Yo é@
Q) N
Fish, chronic @ U 27 g 2@5?9 Q $es
Pimephales praoiselas Lo g S € N @
Invenebrate@%mc NOI g** %9 \ D 9 Y@@
M-03 Daphnia pagna @&0 S & A g@ o\%
(2,6-dichloro-N-{[3-chloro-5- Algae © N o
. o 248 o
(trifluoromethyl)-2-pyridinyl] Navicwla pellz@losa @Q g@w @@J A & % @Ye{;&
(hydroxy)methyl} benzamide) w\? T 6 N ® . § 4
RS N
A@natic fracroph > S N
@n@l e Shba p"\g@ \ %@50 e @ @Q Qres
aghbe &7 & 7 & o
ST S & R
* 1* tier parent endpoint (Skeletonemasand mysids dks not @side as ti SpeE®s) AN
** [ tier parent endpoint divid%@ 10, %o o @ @ Q{ % ©© (N
NS & Lo o ©
& @ N
Table 10.2- 46: O,Q@rlsk a@essn@lt for d1m t org@l§ms b@ﬁd 0@0(@ Step 2 for the
appllcatlm@blett%e ax
S < Endpomt © 1&;\5 PECsed.max|RAC >
C d S sed.max —_—
ompoun @ A Peé ©© [ g] g/kg]|[pg/kg] |PECsed
<> 2 @
S %\ - «  [Barly agﬁficatm@ § %,
Q Sedi
Fluopicolide S @@ %, Sedlm%%‘t dwiller, claiphic @ NOE® 19@7@ 198 [21.2 Yes
Lusibriculgs variegatus @ | _ S

N s e

N S § é@, Late apfilicatioh> Q S
o o, . . \

Fluopicolide @@& o Sediment dyesifer, chronice, INoAC 1980|198 |7.63 Yes

Lzﬁricui@ vari@‘tus Q S
M NN

For the 1 x 180 g/h@ea pl@wn%lem@} the @Homc trigger was not met for fluopicolide for
algae. @%e 2 x 100 g/ha an g/l@lat a plications in lettuce the risk assessment indicates

acceptakl¢ chronic r K#or aquuatlc orga ms. {he consideration of the more realistic FOCUS Step

3 Wag concentrat%g@ 1S @serjtngel(é@ o
S ¥ & Q
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Cucumber

Table 10.2- 47: Chronic risk assessment based on FOCUS Step 2 for the application in cucumber (3 x 100

g a.s./ha) @

C d Species Endpoint C |PECowmiRAC
empoun peae [ng/L] /L1|[ng/L]. Q[PEGsy
Early application @ A o\&
Algae % d
FLC + PCH SC 687.5 Navicula pelliculosa (%) E:Cso 89{\9 89 3@@09 o @(eséw
- . ¥ NZJ
Fish, chronic D @ NS
Pimephales promelgs Eclg <l 8 27§”§9 QQ §S
Invertebrate, ch%\’njic ECQ 1’ %8\\)/ . @Ye &@
o Americamysj ia 10 @ D & @
Fluopicolide > N & 6 10. €
Algae ) E.Csiv73 ~ o [N

Skeletoné%z cos@%tm %Q r(f@ @% 7@§

- & >
Aquatt acrf@iyte ¥ - D N
Lenihg ibbés - &§$%503%32(£©Q>§0 %@j Y&
Figh, c . O d
&M@p&%@s pr@elas@ E@%@ 27& gﬁ A@Q % es
& [Invert&brate, chronic QPN L
INOE@00* 19 : Yes
MO Q Ddghnia ;@na % @© Q&@ K©> ((\\@ AN
(2,6-dichlorobenzamide (BAMQ@ eéj\\fgae AN @ §4
% Pseu@rch%rlella@g E.Cso o%%OO ©39200 Yes
2 Q sub@pztanfg@ L QD %
S
LS e O e g oo | v
A& S
F1 Q’nrom@ N © S
§ é X Pi@%;h%s progn@s @@EC& 275:\\@ 27.8 Yes
< N X DV \
M-02 Q ©©\ o @%Zezggﬁe’ %’H“’mc@ NOEC 160+ |19 Yes
(3-chloro-5ér%uor(@@thyl}%pyridi e I P N @i\ %@ 0.718
2- li€acid N
carbo% cid) é}’ @g @@ \cula pellicalosa @@ E{@’ 74000  |7400 Yes
AN L@ ) Aqua@%acr@hyte 1> sk
Q\) &\ ég n@ glbbg\ Q& Q@Cso > 3200**(> 320 Yes
& QO
. ©Q §9 %ﬁeé%ﬁ?; elas @j@é ECi 27.8%*% |2.78 Yes
M-03 N @ N mfge.bra@mo% NOEC 19%*  [1.9 Yes
(2,6-dichlogo-N-{[3-chloro-5. § nia Ggigna © 0.776
(trifluor yl)-2-pyridiayl] Algae '
(hydrox;@ethyl} be@mde Q @ Ndv(§u§peﬁ@ulosa E.Cso 12.1%* |1.21 Yes
> R N
&> & é‘f‘%ﬁc @Ophyw ECs) >320%% [>32 Yes
@ <
& q AN N
S NE v
% Q
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C d Speci Endpoint RAC |PECsw.max|RAC>
ompoun pecies [ng/L] [ng/L]|[ng/L]  |PECsw
Mid application /@f >
IS
FLC + PCH SC 687.5 Algac . ECso 890 89 [36.309 dyes P
Navicula pelliculosa S &@ %
F1'sh, chronic ECiy 278 7.8 Yes
Pimephales promelas § < -
i ) . D
Inver‘t.ebrate,.chron.lc @ ECy ISQ% 18 "\9\ Yes &
o Americamysis bahia @ R N @
Fluopicolide Algac &Q% @W.98§ E. &
Skeletonema cos@zm EC;s 76\9 Q @§ =
Aquatic macr te X ° S S N
Lemna gibbﬁs %CSOQ $00 % 300 9 i&@
Fish, chrénic ©° S <00 L2 | S [y
c ECg, 2787 ) Yes
szepha@s prlas (}é’ Q(g? %ﬁ § .
Inver&%rate\c@oni&@ %E C %9 0* N 19 > @j @
D %fzia na Ey . S ) N\
M-01 g& o8 N2 > & S 3@9
(2,6-dichlorobenzamide (BAM)) @ae B RV - o ¢
sV~ . D @ @
Pseu rchne%ella% EO% @%O N OO< ¢ |Yes
@subca itata h D A $) fQ o\w\?
@ A@f@itic r(ﬁrop tes, @@c S @U
bb ELQ" 976 0 |% Yes
S ﬁemnéil&z a& & &@ & - o
% |Fishs&hroni (04 A\
o\@ O'\p; hal@promglas [/\\QECI(@S@ 8 § 22‘2\'&@ Yes
M-02 S %Ve”e@e’ Cic\© NoEC 190+ 19 Yes
(3-chloro-5-(trifluorogsthyl) poidinG [ 21gie maghd Q& 0.563
y&pyrl 1 e S > d :
2-carboxylic acid .