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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT
N
Qb R S
Use pattern considered in this risk assessment (753 S o\@
Tablel10- 1: Intended application pattern %% . § § \25@
Crop Timing of | Number of Applicati% Max1mu Maximum lication ra@}
application |applications interval label rz:é@ individual atm§ (rz&ﬁs)
(range) AN (ra Jkgasghal o
054 | [kg prjhay i prapineh @
Orchards BBCH 40-59 1 J @ @
(Apple) BBCH 60-73 1 @14 . @2'25\ @y %95 &@ <
) ~
Grapes I BBCH 40-59 2 D" 6 SCAN IR PN
) QD &) L &
o7
Grapes 11 BBCH > 70 2 i\ﬁ Oy |y 2.0&% S v, 1.4 v
@ & ° D
Tomato SR o N e Q
(greenhouse use) ﬁ©Q [% & S %ﬁo \Q §‘9 @ 9
R o O § &© F &«
RN PO - L X
Definition of the residue-for risk ass@@me&t o &@ \f@ o O
Justification for the remd&@deﬁm@on f@%ﬂ@&ss%ent is @mvideﬁn M@ S%g@n 7, Point 7.4.1
and MCA Section 6, Egnt6 ©) 6@ . O é C&% - Q
@7 w\j @ A A
@ S v Q S
Tablel0- 2: @%ﬁon };f@e r@ue for r1§ %se;%nt@& «\@
Compartment{ Residue De nltlﬁg s S b
o ineh (51 30727 S 65% @%’ ©§ @
4 ethyl-i 1m a%hne CS- 8877 @ é,}z
Soil @\ Propi 99534) SN
N PT@BCS@\ 663 & . L)
@%Bc@mnf%ﬂ) @ \ 6
@®Op1 b(LH 52) W S) @
04-M zoh cs\%mg@n S
Groundwater @ Pr % CU®534} o @
B§AA&Q 86 o O
PU (BC 27) 9 @
@@j r(.) b (LQB‘O/Z) N
thyl4 ldaZ AB’?@W)
Su&f%ee water Pﬁopm S 95§@
PTU (BCS- A@663 @
@[y (13(:&1@&179@ S
Sed t i H 30/Z
e 1men@&§ @éopmeﬁ ) @
@
Air g\g@ @(\Q Pr%meb @30/2)
N) (o
@ & <

&
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CP10.1

N S
The risk assessment has been performed according to “European Food Safefy; Authority; @da@

Document on Risk Assessment for Birds & Mammals on request from EF (EFSA Jo&nalo

Effects on birds and other terrestrial vertebrates

&

N

209

b

7(12):1438. do0i:10.2903/j.efsa.2009.1438), refered to in the following as “%FSA GD 20@ @Q\ &
% ° Q %
. \e @ G @
CP10.1.1 Effects on birds ©Q @ S é\” o
R
Table 10.1.1- 1: Endpoints used in risk assess&@%t Q& . &© N R @© &@Q}
Test substance Exposure Species o Badpoint?y” X OReference @
4 N
Q @a@\j %\ %@ @ o\% %
g 00 el ko
oGO [ 01 478-012 °
ALY @ R S <
© YA
o> - Q" RN SS AS.1. (()1(
. Q & R @ 1Y me € (1994)
Propineb Qounes < TS -012914-01-1
Q> IS Y S BT SkeasLam
Reproductive @ @@NO‘§ S 21@@10“1& S| Ameénded report
risk assess " rep op&@ 23Qmg as g bl F(zow
L EEA o 2 ¢ -017014-02-1
2 OJapargse | G0 LO KCA 8.1.1.3/03
N TR S H 2014)
S| a3 wid] “R® & @4'7mgé§g"/kg d | M-487532-01-1
Note: <> D SN
- studies referring to@A arg filed <§he d@%er fof%le e subglance S
- studies written inOry typare réferring tostudies in the corres din@aseli@@lossier, whereas studies in
black type are gtidies @fthe Suppleméntal do@r AN § Ry
& O O «° & O @
TS e SO R
9 2 S O o @
> o O & & N
A \@ \Q o \@ o \©
>y O Q
§ RENIIAN > & >
o O ¢ .09 o O @
VW 0O O S & D
¥ 9o KN & o
=) N @% W2 %
@’ NS ISEREN
i AN NG RN
B v S L@ @ N
N (g @\ R Q
@" N >
R ) N
@ o 9 ©@
& & ¢
AN % Q
S &Y
€& &

! List of Endpoints (2003): EU Review Report for propineb (SANCO/7574/V1/97-final)
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Table 10.1.1- 2: Relevant generic avian focal species for risk assessment on Tier 1 level

according to EFSA GD (2009) @f
Short cut palues
Cro Most critical window of Representa t@@ for repr@uctiv@
P relevance for generic Generic focal species P . RA &
scenario . . species °
focal species scenario Based o
% RU@% &Dm
Orchards Spring, Summer Small 1nse‘(‘:t.1\,/,0r01rd @ue tit @6.8@ 18.%0
2% 1575 Sl it / ©§® axlir S B
: mall insectivofQus/worm .
ke/ha BBCH > 40 foedine bindGthrashe | £ Robin O 2R 8 G
14d interval BBCH > 40 matl grapbrorous bir @i X {2 3
o ch’ ﬁg@j = @
Small sectius IS
>
Grapes 1 BBCH > 20 S @%ﬁ Biac m@starg@, §5> 99

2 x1.12 kg/ha Sd%@ll graftivorquibird R IS O 07
BBCH 40 -59 BBCH 2 40 RSN RS inngt 74 &

. i %
10d interval BBCH > 40 Ci@\gm@ik)mm @bus{é\@i %\?®W O@ﬁlark {@Q @ Q33

),

A “l ]

& | Stitall insestivorous bir @(}“f Sos A
BBCH220 & | M s § Z; it ¥ 257 99
Grapes 11 N L Sma]ﬁ@ran@%ous bid . S
2% 1.4 kg/ha BBCH \\' & “finch” N @Q mnnet @ S 4 34

et intorval BBCEy> 40 o @gﬁan (@12:1;“@ brid% @00@? J 72 | 33
(K\%ﬂipeni@n@ 4 @%V a;$;® : Sg&gﬁflm{@ 289 | 144
| & S VY e
Identical focal spgties @ reteyant for therisk assess in ape@and grapes I, except for
frugivorous bié2 Whi@\ occur& only*in the dgte g;éWth ages (BBCH %30) in grapes II. Additionally,
the applicatio@rat grapgs 11 is ighé’rxand &vers@he us€in grdes 1. Therefore, only the use in
grapes Ilo@@e’%ides the use in o@ard@ddr@ed in@e @ass&@hent presented below.
A ) o .S s & < .0
O O & 0O & A
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ACUTE DIETARY RISK ASSESSMENT

. . . . <
Table 10.1.1- 3:  Tier 1 acute risk assessment for birds ®\ g
S @
DDD %QLDSO NS
Crop scenario | Generic focal species | Appl. rate DDD g a.s./kg Ra ['Rrigger
kg as./ha]| SV |MAF» bw] § @§ 9
. SN O
Propineb . . . v® Q@& gg\g {\} y\g@
Orchards Small mseft.n,/,orous bird 468 DS 89 %@ §> IS q
Spring, Summer tit o Q& ® Q D é&
Orchards  |Small insectivorous/worm < H Il & &
BBCH>40 | feedingbird“thrush” | 2P 22 |27 2 |R S 29 @
Orchards Small granivorous bird €82 é@j 15 % > %>323 §
BBCH > 40 “finch” Sy KN % S N
Grapes Small insectivorous bird S 3 @ 40°
BBCH > 20 “redstart” o\% °\@ 257 6 47 /ﬁ©> 20® )
Grapes Small granivorous bird N g &7 - ko R
BBCH > 40 “finch” P Y ©74% O 135 @»Q 378
Grapes Small omnivorous Bd" % ' O\Q Q @ @ B8 @ % )
BBCH > 40 “lark” &5 . S O S
Grapes Frugivorou, biﬁ % . % & > Q
Ripening “thrush/ M Y @@ 890 S > & TP
R X @@

The TERa values calculaged 11&1

acceptability trlgger of 1§f
low and acceptable

out

assessment on T@I‘

d

vel @%eed the a-priori-

séent O

ari o hu@%e cute risko bl§ can be considered as

evaluate
urth@ mor@reahg&ﬁ% risk @ses
@

G mvhni’ I@D C*RI ss ”F Sy @@
LONG-TE REP UCHV E EN&
s & &
@’ ‘”\g
Table IQ.I@- 4: Tier,l repr&@ct}(@psk @essm@lt ft@blrdq
> D AEL
Crﬁ G%g:ccl:«i a@ MAppl@%a:‘e § MAF 2 f© DDD 1[\111(1; a.s./ |TERvr|Trigger
Sikgas/halpy” ' ™ d ] ITwa kg bw/d]
, & o Sy

Fropinsd__ g, ¥ s & &

Orchards YO N N

Spring, Smalﬁ‘f‘;‘fﬁ@ @ %Q 482 o 213 3.0

Summegy f\Q @ @ X

ol ©
B%E%aﬁio inseel oro@orm@ 1'5@% é\\o.f& 1.4 0.93 70
- feeding birgSthrught Q q

Orchards | SmggH granivorougbird @ S
BBCH>40 |& snchn @ & K| 38 0.53 4'4 >64.7 N 5

Grapes &S insectiyorous G ’ -
BBCHS 78 “&d r@@i & 9 9.9 11.0 5.9

Gra Swi@ll granivorousshird
BBCH> 40 |57 ééﬂ nch s 3.4 s 3.8 17
B@@“ )Small@tgin$o’ us bird 313 37 18

ar
Frugivorous bird
Rlpenmg “thrush/starling” 14.4 16.0 4.0

Bold values do not meet the Tier 1 TER trigger
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The TER.r values calculated in the reproductive risk assessment on Tier 1 level do not exceed the a-
priori-acceptability trigger of 5 for the small insectivorous bird scenario in orchards ar@the ©©
frugivorous bird scenario in grapes. Thus, a refined risk assessment for these _scenarios is p@ente@’

S
below.
& &8
3, & & &
R N ° @ v
Refined risk assessment — small insectivorous birds i chards @ é\a Ny @Q
More realistic exposure parameters were considered in the refined ri@ssessment. @ § Y é

Based on the results of a field trial by (KCPA9.1.1.2 /01,

l 2013; M-460299-01 ) aiming to measure thgy#fopineb res%ue deé@e oansect®a DEsp Vall@%f
1.97 days (combined for propineb and PTU) \%as calc(%ated & w;\ @’ 6 W N

A
@ %
With that DTy, refined MAF,, = 1.01 andég -d fT@f\ = 0 @3 are @lc ted w@a mo@lg t@j wn@w
calculator, for 2 applications with a 14d\mter\%al Wh ca @us th@efa%valu

@ .
reproductive risk assessment for the s@all I%@Ctlv us “tlt’%z\ﬁ
Al %@ '@ & § e,
N S c O N
TV\MRe@due Icu@rv@yz &Q ©© O S
\@ En’gﬁ%ﬂata into the yell@cells Qly @Q
SFO calculation of residue concent on(PP TU) of |age d\@lmgmve ebratesmorcha@ DT5 ‘%1 7d)
(2x 1.575 kg as/ha; 14d int, RUD: 1@ & § & Q° 2 $ @so\’

C(ini) = 1.575 x 21 = 33.08 mg/kg

MAF: 1.007; 21-d frya: 0.25 @ Q S Q ' ~
@§ )

C(max) = 33.08 x 1.007 = mg/kg @ «(\@ §a . @ K
$ Q -~ R N Q
DT50 fype SFON o @ vaI (@ | 21
DT3B {5FO) @JJ Q7 @) dayie,_ @
T S gy § doy
N RN @9 @7 @ M(\\@ rQ\axQ%IA start: 0
&@ @9 @ N @Q @ax TWA end: 21
RU%\ ;%1 V\g |m$/ kgéiﬂ& % \max residue at: 14
@@@ 'ggn 5 &@J S) @gf
app on ralz%? Application intecval sidue increase by DAT1
% o (days§ &7 (me/ke) (days)
Applicati&@ﬁ @ @75 NN 33.075 0
Application 2 5759 N ZH @ 33.075 14
& 9 & 9 & -
Residue ini @308 N\ mgfy O
) O
VAF R SHENGIES S
Residue maxg,> 33.31 &U @Dme/e\
S ® N
fo & 025K <
21d C OnQ 8.5% /@ mg/kg
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& &
Q\ @
S & @7 &
J —SFO calculation of residue c@entraﬁon & o @
30 1 (PPB + PTU) on foliage dwelling Q @
=) ] invertebrates in orchard. T50 = 1.97d) @ @ @
= ] (2% 1.575 kg as/ha; 14&int, RUD 21)  © . N
w25 1 i6)) = 1.575 x 21 =.33.08 mg/kg O N @
o ] F-1.007: 21-d [ 0.257 O @
2 ] (max)—33os 07=3331mgk® | S X S
E 204 N S 1 & 8
2 ] AN @3 . o o @
é 15 ] 31:.5T7Wn$§§g 00@@007)(@57\@ o @}
3 ] RGN I N R A
€ 10 1 & 9 NN R, IS
| caval A R AT O
: B AL T §&6
0 o\ @% & ..k© ff\% v §
0 7 ©Q14 EN & 21 S 280, @ ©
Days after fipst treatment'fd] § N S %@9
Ve 6 > & 9.8 5
¢ . T @S Y g
Table 10.1.1- 5: Reﬁne%repr@fuch Qﬁs @essm@t for%ma@segg@%roi@irds in orchards

DD R %AEL

Gene foca]@ .
Crop %;l o %%j.srate] s§§> QL éQDD G[Eg b;'/s(ﬁ TERvr|Trigger
Propineb f§ 6 {Z\ NN @& @@

Orchards S O S j K §
Spring, a‘{@ég‘i?;;g@“ Ssrsn | 182 1@@ s70@74 | 2647 | 287 5

Summer ¢ 2) N

2 with ge@etrlc mean ﬁ@DT@ 1. 97@@)!5 for propl@b and%@U %ﬁlage dwelling insects

Additional reﬁne o%%ntl Qan ’@Q emp@ed & orporatlng PT values for the blue tit in
orchards as repo@éd b 1nc 06) Y%ﬂeangf Oé for all birds (0.27 for “consumers”), 901
percentile PT@@O SS@r ds {Q% f&%on&@er

A recalculation of the d@a y @uat y &h et al (2006) has been provided in Prosser
(2010): @”‘ percentﬂe er for@e tlt@n or@ards\&\ﬁ for all birds (0.57 for consumers).

N > > @
ThNocuments Wiﬁ\iﬁthe%ﬁ T \@Lues al@cce@le on the internet:

@° S @ S

Finch et al:@& \%% gj &9@ @Q
httDi//WW\y\; estigides.gguk/Resourc¥&’CRD/Migrated-Resources/Documents/P/PTFeb06.pdf
¢ v o

@ @ % S
Prosﬁ%ﬁZOl & & Ry
htti)%}rand\@defra g%jv ul@ocumen‘t aspx?Document=10258 ConsolidationofbirdandmammalPTdataf
orusei assessment.pdf



http://www.pesticides.gov.uk/Resources/CRD/Migrated-Resources/Documents/P/PTFeb06.pdf
http://randd.defra.gov.uk/Document.aspx?Document=10258_ConsolidationofbirdandmammalPTdataforuseinriskassessment.pdf
http://randd.defra.gov.uk/Document.aspx?Document=10258_ConsolidationofbirdandmammalPTdataforuseinriskassessment.pdf
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For illustration, below the screenshot of Table 3 on page 13 of Prosser 2010, providing highly
conservative PT — value recommendations for blue tits in orchards.

Qb

<& @é\} ©
Screenshot Table 3 on page 13 of Prosser 2010: @,Q & \@g
Table 3 PT values for passerine birds in orchards, with modelled 90™ :%ﬂ\g)s“' perceyt@% and§ %(%
their confidence limits. Consumers only. @ N %\ S N
th @ 1 @?ﬁ“l © : @ N
o o No. of. 90 ]@em} e I%@em@y Q&D
Season Species indivi e&%ls PT @ﬁhle (93‘.’.10& T value (@’o @
. & O3 @ |y 0=3
~ 2 o o
Blackbid SBP P06 086) 071093
S O T30 N .
. . @| Q05 ©70.6
Summer (April | BRetit |5 8 < 204325079 | (0.52 0.557
— September) e @ QE&\ © . Q0.8 =, @Q @?8? ®
(.hattmch©Q N 2& NS (&9 _§91l§ (@7 _6,96)
J < =
. Q o S @@4 @ @Q 0\%3
Robin™ & 22 &7 043 089) 49(0.52 > 0.80)
Q I \ @ & % &@ o, @ 2 @
Y (}@J N =4 @
o O N AP
S i SN
Refined risk assessment — E@v %%s bir@s ir@@f@fe ﬁi«% 5 N "\@
maent — fEugivorsus bis yirds O

For the refined r@ assessmeng for ffugivorods bi in@rapes, an expert evaluation has been
conducted (KCP(%.HX@/OZ' 2014 M-485363-01) primarily based on
the egg-lavin%glas orrespondin®fto thg@;po%fe in the avrep@duction test) in the reproductive
season of t@s bird s@’cies t(%nsidéjjed a&&)focal{@@cies@? th% scenaul%& of frugivorous birds in European
Vineyar@(Song thrus@T urﬁ@% ph@telos), Bla@ﬁbird%@g m%) and Common starling (Sturnus
vulgarisy. o\@ °\® v 3 ° o\© e g\

Evaluating the teral m%tch e f&produ@*xe cy&%s these species with the vine berry ripening
phase in Various@@um@ Vi groémng s anghalso _the nutritional need profile of the birds over
the reprodu@ pe, i@@é com%de{@lat Q@os re@(j)f birds before or during egg-laying from
residues @n vine beftes \1 -_\_Q co@ere@ negligible, because of two fundamental
ecologi iological nfismatehes: @ g o\%

a) t&e temporal térﬁj®\nat<% of @layi@ witolg?otential exposure from berry-eating: egglaying is

“finished before vine ie%&penin@ §
b) the nutritio@F misrglatc egg@ng h berry eating: laying birds primarily require protein-rich
pr@tio d chitek fe@ing, which cannot be obtained when eating vine berries.

diet for
Thereforngc@ﬁve fo@irds ffom exposure by eating grape berries with residues of propineb
can be J\E@ ud@vit out n@or a refined reproductive risk TER calculation.

< @@ § N
U@%ta@ analysis N
Reﬁne@ﬁ of the Tier 1 risk assessments is only triggered for two scenarios in the reproductive risk
assessment: small insectivorous birds (“tit”) in orchards, and frugivorous birds (“thrush”) in vineyards.
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For each of these two scenarios, a single refinement element is introduced in the sections above.
Therefore it is considered appropriate and acceptable to focus the uncertainty analysis on the@vo @©
elements instead of a tabular approach as recommended in the EFSA GD (2009). N g
For the scenario of small insectivorous birds (“tit”) in orchards, a tted field @dy

conducted with residue measurements on foliage dwelling and and flying inv@j’[ebrates (
lh;-;_;2013;M—460299—01—1) . Ths study has bee@%onducteddg@in@&@ds and,
thus in a comparable exposure situation (application ﬁ@% the cang &of a high@r’op@ tota®y 6 &@
applications have been made with the relevant p@pineb formation (3 pl&tﬁ% al}SWith e@é\g first ©
application at 1 kg pr/ha and a second applicatio %ith 2 kg a. Based OQQesi(kles megsured @
various time points after these applications, 6 in@ual DTsovalues f@@foliaﬁd efling i@erteb@%es
have been established. Additionally, 2 DTsoQalueS@fe av@blez@ re&i@es V%lying&inseq‘? All
these DTs values are based on combined resfdues &@PPB @'d PT@@ b@’ & S\ .
The risk assessment is conducted with t@Tso\(@’ 1.%y aeo%etric nigan of @e 6 @ 50 V@J&CS
for foliage dwelling invertebrates. DT$s on, ilying @secotsQ ev@lowm@a i int@ﬁaccm§ that
geometric mean DTso values are us @ﬁl} q&%sider@vapp@riat 0 the @%inki@wat stessgent for
human consumers, it should also Be consf@red as consetvati estiny ion@ theﬁd%%%ssipation
of. propineb an.d its rnetabolit PTY &@foo ms @ srnnse@{@oro@bir.d@@%"ERzT\.(?alculfltions
with the maximum of thes®Tso values. wouldUstill %xcee he @S-prlon@acc@blhty trigger,
demonstrating sufficient ad&%ion arging of @@fety efn undér woi cas%@ondi@ifns. However, the
exposure assessment pre@e%te%in Tab@l0.1.K3 is egnsid%e@l suﬁﬁﬁlen@con@ative even without
employing the worst scase DT’ valfie, whéee ev@%ig&e@ma ins safet,y\%uld be demonstrated
when employing t %T value r@trac@g b@ tits, the representdtive of the generic focal
species in the sc&§ o@&mcem. v Q @@ N @
NN

All other elenéﬁs o@%e ex%osuasse@ent&%mai unchagped ittvrefined risk assessment. The
uncertainty in@w sense ofgverlooking a%unglu@risk@r smdl) inseé@vorous birds in orchards can be
considereg%’% low. %, %@ SERS v @@ \é’}]

A ) & . § 5 & < .0
For the scenario @@%ugi@ ou@ird@s &ru@}”) iﬁ\viney&\ds, an expert evaluation identified the
lack of any sig@ant%verla@)f tm\criti%@toxico ogica} phase in the avian reproduction studies
(egg-producti@ phand exposure @fmg' rous@irds to residues of propineb on vine berries.
This lack of‘@zerlap@mm@tchm\due mané}onst@ints of the avian reproduction in the field, first
of all tl@ed to for%%e on tein@%h i dtlr egg production, and the need to finish chick-
rearing well in timgbefore ut{nn 50 at}@young birds can grow up before winter and/or
migr\ﬁtion. Since the tim@indo@’ for cr@al reproduction phase is before the time window for
exposure in the figld, the@ is Q@éical@ Zero &Qosure from vine berry eating in the TER calculation for
fruigvorous bixds. E%esur rings%g-la)@g (mainly through foraging for invertebrates) is addressed

with the o 261X 1C é(k s&eﬁcies arios calculated at the EFSA Tier 1. Though not needed,

addition, arg@ of safety could also be provided for insectivorous birds in vineyards by employing
the meﬁred@%id@n% s I 20 1 3:)1-460299-01-1) which

ha c@en i@ﬁded @nd d@ussed in the risk assessment for small insectivorous birds in orchards.
Exposu Sof frugivorous birds prior to or during egglaying to residues on vine berries can be
considered as negligible. Exposure from ingesting residues on other food items is addressed in the Tier

1 assessment showing low risk for insectivorous, granivorous and omnivorous birds without any



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-460299-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-460299-01-1
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refinement. Thus the risk to birds from the use of propineb in vineyards can be considered as low and
acceptable without undue uncertainty in the risk assessment. @ ©©
Q\ g
& S
Acute risk assessment for birds drinking contaminated water from pools@ﬁ leaf whogls "\@
In the EFSA GD (2009), section 5.5, step 1 the followmg guidance 1%g1ven on tl@ sele@lon &9@
relevant scenarios for assessing the risk of pesticides viaemking wate@o birds and 8ammﬁ{s < @
- Leaf scenario: Birds taking water that is collected in 1@ whorls asfé@ ap tlo@ef aé
pesticide to a crop and subsequent rainfall gingatlon Q) @© @
ter fro pudd@fom@ on@ s0i surfa f

a field when a (heavy) rainfall event follows the a catl&hb of a@s‘uc@ to a%orop Qrvbare

soil. @ @ L @% b@ @@ o A\ .
For the crops under assessment in thls%valua®n (gfapevin®) or%sards)@e lee@sce@o isyRot
considered relevant. The risk for birds ﬁ@%ﬁ dr@ng er 11‘1@4(1(11& add@sse&m Table 10. § 6.

\ L
Long-term risk assessment for b{@ drm&mgg%tammate&@ate@ es § 9

Table 10.1.1- 6: Evaluation of oteﬁﬁal c@@ern@ ex@gure@@blr@rm@g wa%r

Q

- Puddle scenario. Birds and mammals ta

Q n le\ “Escap®
Koc a;?fllc; y nra %O(Q)EL Ratio , 2 Dela ”
Crop & gg @ppllcathl@lte >< '{% Conclusion
[L/kg] . foep X M W/ MQF) / N A)E No cern
@.s./hfa] A % kﬁ ifratio
Propineb D 7 \ @ C& °~
1575 x4 x 0&¢ 5
a b =
Orchards (>§6 )( =601.5 &é 6? 7 Q 66(%@64 7= 10 2 @ <3000 No concern

2the use in orcharls (including 70% int rceptio%\s con&ﬁered a¥worgtCase a@covers the use in grapes
bthe active subgtgnce ineb@ practica ly ubl¢iand its @rptlo racteristics cannot be determined,
therefore the threshol@of < 3'@@0 is %ed W%Ch apgg to adl§ompo ds witlt Koc > 500.

\@’

RISK A /\SSESSME@ZQOF@%C%DA@%O@%NQ%

Substances wit @ hi Qmu \tion @’en‘ua@cou@} theoretically bear a risk of secondary
poisoning for @rds 1@ n C(&ml d p§ hke@h or earthworms. For organic chemicals, a

log Kow > 3 used @ng@ an Q%lept@svalu@wn o@he potential for bioaccumulation.
@

Table l‘@l- 7: @ K, w%u&of pr@@em@d its metabolites

)
y Substance @ N log K@ (\Q compartment Reference
Propine®” ENV Soil, surface water
P@ =) /@g 0.26 5, Soil, surface water
Q&U & ) X < O@ Soil, surface water MCA, Section 2, point 2.7
2 S ~
«4.1mO O34 (pH 7) Soil

Q%pine@lDT@ v 1.9 Soil, surface water

an@@ktené@able ‘o @

Propis a macro-molecule and not available for bioconcentration. For the degradation products, the
log Kow values are below the trigger value of 3, indicating a very low risk of secondary poisoning.
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CP 10.1.1.1 Acute oral toxicity .
Study already evaluated during the first Annex I inclusion (see Table 10.1.1- 8). No new studies @e @@

required. N
3 RS
CP 10.1.1.2 Higher tier data on birds N @@ N %
) e X
> @»Q @
Report: ] é\” é
Title: Residue decline of propineb agg® PTU on aopods after @fay a@ica@ in @
vines in the Czech Republi ( ©° @ ©& &
Report No: P12017 Q} Q\@ \ %@2 @@
Document No: M-460299-01-1 9 N %@J O N S
Guidelines: No official test guideline a z@abl@% pr@mt type of sfﬁy. The study was
conducted under u%xsid}eﬁgﬁ&ion éDthe EESA Guidagce Doc@nen@ R@
Assessment for @ds &Man@ls (EFSA &0%9)0 Q" s §
GLP/GEP: yes %@ W @ |5 ) &\ @A@Q NS
SIFSERNERNIN
$ TN S ©§ > § &

Objective: @QO &@' @,@ @© . @® ' %}3 . \ .
The purpose of the study w@o determine. residuédeclifie of 1nq% and PFU indpliage dwelling
and flying arthropods following %plica@ wi@the f@nulate%“ pr@ct Prg nebdy G 70 (containing
700 g a.s./kg) at the app?lng:atio%rate ofDx 1 @g a 1 x 26rkg p‘%@duc@ in @Eyards in the Czech
Republic. % QP 9 o . O « )

W @9 @ § §g\ © & K\
Materials and Mﬁd \® § N \© §2@ @% @@
Study site: @© ©\ Sk > » S *
The study WE@ con gted\:{m@ vi grds iﬁnxsoutlf@*n Mg@ravia 2 th(;%@Zech Republic. Three vineyards

N
were sele&t%’a and in eagh, vineyard o ot v&@h a siz@; 1 Ha wg@tablished.

Test it@and applica@%l: . (©) o @Q § . O

The tested item @ pr@}leb@ﬁ watéd dis O%iblé&fungi&e. Propineb was applied as WG 70
formulation on @ﬁ pl%at a @‘hin \pplie@«gjfn rate of g active substance = 1.0 kg product per
ha with a spra@volul@Qof @ L/Ohﬁ%%st @1) ang)was fgpeated at nominal 1400 g active substance =
2.0 kg prodﬁ@ per %?1 a@ 00 k\wat@a (s@nd ) according to Good Laboratory Practice and
Good A@Jlmral Pragtice. Tidhe be@%enc irst gmlﬁsecond run was 13 days on all plots. (The mean

actual application r@was 18 @ prodﬁ poe@ at the first run and 2.011 kg prod/ha at the second
run), v R @ 0\@’ Q N
Arthropod sampling: T o Q

] Lo S
Foliage dw@g ar%‘@po er %llecte@ by inventory spraying and flying insects were collected
with Malai tra@;\ln r t%colleliage dwelling arthropods from the canopy of grapevines,
whole pl@%s w@n the@/ine@}l were sprayed with a 'knock down' insecticide (Aquapy®) at approx.
25 mkﬁod@n Q% watdRwith a motor driven knapsack sprayer from Stihl (SR 430) (NON-GLP
ap @tiol%@?\/[ala@ tra&gbconsisted of a large, tent-like structure. Insects which flew into the tent wall
we Eﬁled into a collecting vessel attached to the highest point. One trap per plot was placed
betwe

the rows. The trap was emptied approx. after 24 h. Targeted minimum biomass per DAT and

plot was 1 g.
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Sampling period was 10 days after the first application (1* run). The application was repeated and
sampling took place for 21 days after the second application (2" run). After 1dent1ﬁcatlo@nd ©©
quantification of the main taxonomic groups, the samples were stored dec‘ frozen unt1]®es1du@’

analysis. @ & ©®
Residue analysis: ©

All samples were analysed for their content of propineb and metabo@PTU resmh@ V13§PL 9
MS/MS. Residues are reported in terms of mg active substance/kg fr@a weight ( \fw) @ @
Limit of Quantification (LOQ) value was 1.0 mg/kg fg propineb ané@OS mg/kg f@PTL@

Calculations and statistics: @ & @ ®© C&

The residue decline (DTso) of propineb and PT leaf dwc—‘{mg ar@@?bpod@nd @mg nsects@ﬁas
determined to assess the time course of potential exp(%sure (gﬁsecﬁ@wrou@lrdsg was %ssun@ that

the residue decline followed a first-order kg@ @9@ @é\g Q@ 6@1 > é @% K
. N @

Results: \ \ &6 % @ % N

The DTso of propineb on foliage- d n ro % Very n51 t oV run®with 3

replicates each, resulting in a geQr etrl earr<DTso 1.94\@ @ pro@neb 1 ?&@ days for

propineb and PTU combined. Alt@ugh@geavy @ginfal cu@ on dffer ays @fter applications, no

pronounced effect on res1du@clm§%fvas vi ble éﬁe g&et @ C%l Tso Eor pineb on flying
v

insects was 1.26 days. é @ & Q> & @ \@@
DTso of propineb (PPB) and th@m oépropl§ w on @geg\gwelhng%thr@?ds in vines
SFO kinetics S w\a @ N @50 PP@[day& O

&l 1otj© o’ H612 @ Plot 3
run (1 kgprod@ha) <\ & 22 s 162 IS 1.552
2rn Qkgpgha) S| O @37 « 7 O 38 1.89
Geomean (ng 6) K 9 AN 3 1.94 ‘”\7

> ¢ & & DT PRB + PTU [days]

1 run (kg prod./hay | > w224 7 o , 165! 1.562
2 un Q kg prod Y | © O 13R. @ | © < 3.04 1.93
Geomean (n = 6) 2 & & o > & S

! Simulation coffducte @;cludﬁ}g an&\\t’fler o@AI 9 K

2 Simulatio forme star w@max l@n Va%@on [@@
DTso of @ opineb on J)ang 1nsegs 1&V1nes @

SFQ Kinetics v S @DT&B @s]

K O Plots 1-@@3 !

1% run (1 kg pr@g%a) 5 /@ N 1@)

2.

2% run (2 kediod./ha)y = O Xy
Geomean@% Z)QQ (@) @ 1.26
! Sampl%@)f fl IHS%N ooled because individual sample
welgl&s n e tr@s er&got sufficient for analysis.
¢ &£

&
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Conclusion:

The study provides realistic field data on the time course of residue decline of propineb in f(@goe- ©©

dwelling arthropods. These data provide a reliable basis for use in higher tg risk assessr@nts oft
@

insectivorous birds. @,Q & \@g
© & DD @
Report: _?;_*;2014;1@%85@01 A
Title: Expert statement - Frugivorm@birds in Vine@é ds in Euro@a Q § ©
Report No: R14153 ) Q & & © &@
Document No: M-485363-01-1 o N L@ \© © @
Guidelines: No official test guideline available a@ese&}typ ©F study Th{%tud& s
conducted under con&eral@n of the E (@nc@ocument (%Risk
Assessment for Birds & D@nm@@(EF@OO S & &
GLP/GEP: n.a. OO LN S S §7ﬁ
RN S

)

. .@Q&oé%@@@} $§§©.
The aim of this expert evaluatign base¢d” on ‘hteratufe an d1t@l @ SUrZey 1&%8 provide
information on the typical duratio%of the eg %yin@riog@d 0&@6 p@rﬁ(&%f fruits (especially
grapes) within the diet during: his"«gerio%n thre@frug&orou@i@ird ecies @equéﬂy recorded in
European vineyards, the son}’thn&gl (Turdus p@&omel(@), blac%biﬁé‘. mg@a) a%i common starling
(Sturnus vulgaris). Theo@@?}in sources @sed insthe eompilgtien ofithe g{\iﬁ%nt ey were literature
reports detailing varigus a5¢§ s ofthe b@ediniol@\@ andfor djet comg@ition of the relevant
species. In additio e ava abik@’ and@evel eng@f grapes in differert regions of Europe were
investig.ated. S & S N Q | &) @& @@

The main eg -@mg %‘10(18 &5%%@ clut@s fo&ﬁ) ¢ betwegn Margh and June (song thrush), late
March and (st@ng)g\é% late %arcﬁ&andoeégi/ Ju@%blaf§d @pending on region, initiation of
replacemoeéj@and multiple clutehes. T onsﬁ\aption@yf fruigs is oflow importance during this period
and al@ee species éﬁin}y@rage invqtebr@ du@ﬁ Eh@reeding season to satisfy their high
demand of proteie r&g%nin%&f gra Va{@ in dgfferemg%gions of Europe depending on climate
and time of harv@ Ri%ning pes@ av&@ble fr@n mig-July until early September (Spain), mid-
August until r@d—Oc@r (E ce) @% Se@emb@%ntil @%y November (Germany) for three different
countries in €&ntral &hd gﬁ er&ﬁro@ @\

During @ ripening %erlodsits @% o&@ lar&gg%ortion of the diet. However, the main breeding
period, . egg-producing an@lay{lg phai ha@ overlaps with the time period of frugivorous food
constimption in thesg’spe and@n pa lar@does not overlap with the ripening period of grapes as
potential fruits taken by@ese §p\ecie In coi@usion, reproductive effects to song thrushes, blackbirds

or starlings feeding %graggtreate@with @sticides are very unlikely.
o RS

@
@ é\g @© §9 ©
& P &
< @ N
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CP 10.1.2 Effects on terrestrial vertebrates other than birds
Reference is made to baseline and supplemental dossier KCA 5.2.1 and KCP 7.1.1

S @

S O
Table 10.1.2- 1: Endpoints used in risk assessment @ & <
SN
Test substance Exposure Species/Origin Endpoint = Ref@ence@ )
Acute ?@ @ 2000 KCAS2.1/01; Q
risk assessment Rat Dso é%a s./kg bw ZO}Q’
SETE & 5561
Propineb %@ Q
@ \ e@to 16. 0‘
w &" @ @ a.s, {&7 W/dé
3 dose conversion based on generic factor 0.08 pr%%dedgr)EF S@Y}D %@9) T&Qfé 2 @&
Note:

- studies referring to KCA are filed in the dgssier fi rthe a@&h sub@nce % @

- studies written in grey type are referring ’@stu(l%e&m the @érres&&ldmg @sehx&%losm he@ﬂ stu
black type are studies of the Supplem do%

& N &
N S ©§ -
The risk to wild mammals frofthe a\?mal n@tabo@]ﬁ P&I@ls C@édereﬁo b@ven@ in the studies
conducted with the parent substance. Thegefore, the residues of PTU 4@ included 1n@1e DTs applied
nge- Theggiore dhe gl yled

in the refined risk assessment. N @ @
%X
~ = § @ NN
Table 10.1.2- 2: @an@n%ﬁ@foca@ly Spec1@0r risk ass&meﬂgon m level acc. to EFSA
2009 N
) & o7 Y @
cal wf}fdow ¢ \ @ ‘%@ Short cut Vallfes
Rep sentative for reproductive
Crop scenan@ ele ce f@genet@ @ner@ﬁ)cal @emes @ species RA based on
e foc&Pspecies scengrio D @, _ 5 RUDw | RUDw
D VQr0 Ham
Orcliiirds @%CH @ &2%1111:16%1@&6%& maf Common vole 40.9 21.7
2 x 1.575 . TS . §
kg/ha @Bcﬁz 4&@@ Large %ﬁzg&@h@ al Rabbit 10.5 43
BBCH 40-73 —&5 SEERS D
. Sm&g omm\@fous mal
14d mtervalr\b ﬁ@CZ@}O . O § Souse’ %@“ Wood mouse 5.2 2.3
N ge héxjmvor Q% mammal
% BB@Z4 ﬁ:g ] @@lag h” Brown hare 8.1 33
Gra ) @%all fsectivorous
2 1.12 ke/ha @BCI&Z% N @& mam | “shrew” Common shrew 5.4 1.9
40 -59 DY (Small hgrbivorous mammal
\ 3
10d interval BB§ 234@ _ N “yole” Common vole 40.9 21.7
@ .
4 S Sm@ omnivorous mammal
é@ %Bc@m N @@a mvorons Wood mouse 52 23
2 rge herbivorous mammal
SN B@@i > B h 8.1 3.3
@ @»Q > A@ﬁ “lagomomh” rown hare
@BCL\J\?N Small IHSQStIVOI'Ol’.}S Common shrew 5.4 1.9
kg/@ > ) mammal “shrew
% BB§{ >40 Small heI’b‘l‘VOI'O’lf. s mammal Common vole 40.9 21.7
10d i vole
BBCH > 40 Small o mammall g 004 mouse 5.2 2.3
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For the uses grapes I and grapes Il identical focal species are relevant for the risk assessment.
However, since the application rate in grapes II is higher than in grapes I, only the use in grq@ 1I

(besides the use in orchards) is presented below. 5 Q\ @’
@
& @ &.®
ACUTE DIETARY RISK ASSESSMENT % S N %
Table 10.1.2- 3:  Tier 1 acute risk assessment for wil@‘lammals {*ﬁ y;\ \@ oé\ﬂ
DDD Q LDy’ § v, d
O
Crop Generic focal species | Appl. rate @0 MAF &DDDD mﬁg ‘@ERA@ rlg%
[kg a.s./ha] & @ ©° Qbw] B A
: Y N ?
N LN
Propineb é %)%Q %é@’ x&’ LoD N
Orchards Small herbivorous 03
BBCH > 40 mammal “vole” % @%’ 9 @J Q@ 7& & @% ~ zﬁt @& :
Orchards Large herbivorous ¥ AN D )
BBCH >40 | mammal “lagomorph” @}201\\?57‘»5\\ 10@\5“ &@,2 « %9'8\ éﬁ *”; i, S
Orchards Small omnivorous Q RN q X N
BBCH > 40 mammal “mouse” ¢ D (%% &'2 s v @ § § ~ 1%
Grapes Large herbivorouQ @ O o, @J SN
BBCH >40 | mammal “lagom@)h” w\j@ @@f) @® @ 14'% %éé 0 @ =176 10
Grapes Small insectiydrous S o S @ % S
BBCH > 20 mammal “shrew” %, Q) > 4@ & 8 e > 204
= O 1.4 @ 13 & @ ©
Grapes Small herBvorous” 2 o % S
BBCH > 40 mamma “V()tég’\’ L ©§ @Q $ % 44, § >33
Grapes Sm mni@ous 2 SR Q ~
BBCH > 40 ma@imal “mouseS «(\@ § 52& @ é%j - 136
Bold values do no@et tl@”rlgg&r%\j‘)) R \ $> §9 @& @

N
The TERA Vs ca@%atec@n the @ute GQ@ as@ﬂsme@)n T§ le@el for wild mammals exceed the
a-priori- aC@)tablht trlgg%f of @ for%%l ev@ated @enar@s T the acute risk to wild mammals

can be idered as lowy and@ce t Wlthout n for%‘the \more realistic risk assessment.
@ g g p @ @d 5

@@éﬂo@é\@x%
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LONG-TERM REPRODUCTIVE ASSESSMENT

Table 10.1.2- 4: Tier 1 reproductive risk assessment for wild mammals @ @6
; @
DDD NOAEL ST
. .
Crop Generic focal species | Appl. rate SV. |MAF.| £ DDD Qg a.s./kg TERLr '@ge
[kg a.s./ha] " m| oA “ bw/d] °
. S
Propineb @ ?&% N 9 A
Orchards Small herbivorous % @
BBCH>40 | mammal “vole” 217 X ©@@25'4 &>’ @6 E
Orchards Large herbivorous & N Q Q LN
BBCH >40 | mammal “lagomorph” 1.575 g L4 Q >0 &© & 3& &@
Orchards Small omnivorous Qﬁy 3 @_//2 7 R @) (c’@ 0 @
BBCH>40 | mammal “mouse” o @ w;\ 7 6\ W
Grapes Large herbivorous Q 7 w\g\vj o
BBCH >40 | mammal “lagomorph” g\a@ @Q Q®3 S ¢§6%§ 4;% &é
Grapes Small insectivorous % v A S @
33 ER) % 1 ~9 6 2- 1@ 27\9 7.6
BBCH > 20 mammal “shrew SN o S =
. @ 1.4 1% | © N
Grapes Small herbivorous Q K @ NN @92 Q& 0 9
BBCH240 | mammal“vole” [OF A" | N 5 @ o
Grapes Small omnivorouSQ 23 é 3 ©@? ) Yl N> R 63
BBCH > 40 mammal “mouse’ 9 9 Ol « K® @@ )
Bold values do not meet the trlg@g N N SERES &w @Q @ S é
% A
& &) & [9og %
The TER.r values calcula@@d n l@ re@uct v’ risk assessment @ 1er@eve]&(% not exceed the a-
priori-acceptability tri irer of smal !$ rbivgbous @n\&l and th%larg@erblvorous mammals

husGx re@d rls@asse@ent Q}these@cenaéﬁs 18 Qﬁsented below.
@

scenario in both cr@
N

: < OQ @
LRSS S
Refined rlskess@nt O« % @

Since ther@bs a nee@jfor rz\\f"me?gént hl‘%hgh@ in th@ler@ risk @%@essment more realistic exposure
arameferS were considered 1§he rlﬁssessment < D
p N @®r o @% O @Q % N @

\ > &N 0O @% Q
The geometric medpt DTso for the residue decl@ae on@liagg is 2.92 days (for the sum of propineb and
PTU), accordmg@?o ﬁémagg@ ited b w& 2014) (kcP 10.1.2.2 /01; | EEGNs;
I 1\@986@-017.\ S
v oo A

This Va@ 1s used to ine @ MAF, an@l \d’@

small@nd large he B@orou&gnam@ls @§ Q
R 9

The calculatlon@vnh a gnow timeg i ndo@%lccordmg to the minimum inter-application interval of 14

days in orch@rds is_ rate&%eIOV@resultlng in MAF = 1.036 and 21-d frwa = 0.349 which are
employe%m the @%ned@@RL@lcula%%n in Table 10.1.2.5.

@@@@%@
S

&S
&

@é

A values in the reproductive risk assessment for
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PPB WG 70
TWA Residue Calculator ver. 2 .
Enter data into the yellow cells only o\@ ©©
g
SFO calculation of residue concentration (PPB + PTU) on ground vegetation in orchards @ @&
(2x 1.575 kg as/ha; 14d int, RUD 54.2, fDEP = 0.3): @ & @
C(ini) = 1.575x0.3x54.2 = 25.61 mg/kg Qp O\@
MAF: 1.036; 21-d frya: 0.349 @
C(max) =25.61 x 1.036 = 26.53 mg/kg % . @ QQ %@
R S —
DT50 Type SFO V TWA in@al (days):| @7}\921 @ | Ko S
DT50 (SFO) 292 days & &© N O @K c&©
%@ Q <> gy O @
Q'?(@' max@gﬁ start:{Q @ Z @&
. L@ mawaens 21w~
RUD| 54.2 | me/ke/ ke/ha- S N makresidiieat:] O 14D [
RS
% @?a@ B o o @ &
Effective application rate Appljca inter Residue ingrease by ( T1 @
(ke/ha) Nk [ g O (days) (S
Application 1 04725 @ | . 0 @D | 506095 5 ENES S
Application 2 04725 A2 o & O 57560050 N &
AN S ¥ &S
Residue ini 2561 X ¢ myy QO S &© ©@ ©© N
MAF 10360 . O o @ @Q D &
Residue max 26.533 ((}%’/kg & . & o\@ ()
a O N © v @ <2
oo "©.349 TS S @@
21dTWAC 592657 D mige O ] & s
O Q & & @
N AN
S Py &Y
N9 & 8 2
T o o

o) @ (2x 1.575 kg as/ha; 14d int, RUD 54.2,
:‘E_ fDEP = 0.3):

0 C(ini) = 1.575x0.3x54.2 = 25.61 mg/kg
T MAF: 1.036; 21-d fTWA: 0.349

g’ C(max) =2561 x 1.036 = 26.53 mg/kg
— =—21d TWA C=2561x 1.036 x 0.349
2 =9.26 mgkg

3

2 %,

RS

44 \

§ —&O calculation of residue concentration
g\ (PPhB ;PTU) on ground vegetation in
orchards

21 28 35
Days after first treatment [d]
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The calculation with a moving time window according to the minimum inter-application interval of 10

days in vines is demonstrated below, resulting in MAF = 1.093 and 21-d frwa = 0.352 whi@are

Qb

employed in the refined TERrt calculation in Table 10.1.2.5. Q\ g
@b &@ O
TWA Residue Calculator ver. 2 T IS \Q
Enter datainto the yellow cells only 3 § %@
SFO calculation of residue concentration (PPB + PTU) on ground vegetation in v@ds @ N\ \O\ @Q
(2x 1.4 kg as/ha; 10d int, RUD 54.2, fDEP = 0.3): Q @© @ R S
C(ini) = 1.4 x 0.3 x 54.2 = 22.76 mg/kg & Q) % N S Q
MAF: 1.093; 21-d frya: 0.352 @ N Q Q @ q&
C(max) =22.76 x 1.093 = 24.88 mg/kg % Q a’ & & & &@
;ugf @d % N @ @ @
DT50 Type SFO . TW \erval tgi%ﬂ @ 2D | §
DT50 (SFO) 2.92 days % @ & /&/ @
© 0 & o T w
o Q) O N <\ %
% R @j © maNNA start: L0 © @j @
i\ﬁ \\ Cpaxwaen:| O 21 §
RUD| 54.2 @g/kg Qg&ha @ Komax re@e at:| ;@ A @
Effective applicati e A@ation interval  |% Residuencréase b T1
(kg/ha)(é% (ng) @kg) mb < (days| \JQ \W\?
Application 1 042 @@ O @.764 &L %\J U®)
Application 2 @éjj i L:/lo @ & 22.7;;% @ K
% < 2 . ©
Residue ini 22.26 Q) n@% @ Y > °\@ %)
MAF 1993 I N S $ &
Residue max  24.88 ) & mggQ ol o\© é& . o\@
< K% %((l\% @ § o Q AN
f.. owm § QA @ @
) 9 N
¢ Y&
> &
& o @
04 X
: &
4 S 8

& é\rSFO calculation of residue concentration

(PPB + PTU) on ground vegetation in

25 @ vineyards

o) & (2x 1.4 kg as/ha; 10d int, RUD 54.2,
o4

= fDEP = 0.3):
(%] 2 @ C(ini)=1.4x 0.3 x54.2=2276 mg/kg
© @ MAF: 1.093; 21-d fTWA: 0.352
g’ C(max) =22.76 x 1.093 = 24.88 mg/kg
— —21d TWA C=22.76 x 1.093 x 0.352
2 % =8.77 mgkg
_FE’\
7]
)
@

<

v & S ——

@ o I 14 21 28 35

Days after first treatment [d]
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Table 10.1.2-5: Refined reproductive risk assessment for small and large herbivorous @

mammals in orchards and grapes N
@
)
Crop Generic focal Appl. rate 225 DDD g%ogtEsl} T@T ’Qger
species [kg a.s./hal SV |MAFm| frwa % kg bw/d] |© §g a
. SN O
Propineb v@ Q@& @@ @ t0\9@
Orchards Small herbivorous < © % L
BBCH>40 | mammal “vole” 217 @ 12. 04 O Q13 @@ @
: 1.575 = 1036 | 0349 & Q160 EX
Large herbivorous Q N @ Q| ¢
Orchards | 4 9 @& N2.45 AN w65 | O
BBCH > 40 mamma 2 ey S 456 6 NN
- “lagomorph” é\ ’ @ é\f . §
Grapes Small herbivorous % %%” @Q Q @ é & °
ot 21 1.7 & ¢ @
BBCH >40 | mammal “vole 7, N AN % " q
1093 { 8352 0
P Id 12093403525 G 5
Grapes arge her 1v;)rous S 328 @\ " @8 @ o D
mamma ®) 3. @
BBCH240 | it | O o | = $> IS, § &t%
Bold values do not meet the trigger X ¢ © QS @ ~
2recalculation with DTso of 2.92 @s for Yhe sum @'prop@b an@% U @fohag@ '
‘& §9 @§ @ & \ N %

inség thOI‘@:lS ma‘ﬁ%nalts\ﬁ IOWS % small omnivorous

TERrr are > 5 either ah;ead %t Tler@ (sr@ @ @7
ed f PPB+P¥U on foliage (large

mammals “mouse”) é&tﬁ aftel@v ﬁne@ent veath ay
hervivorous mamn{g:@ “la omorpg* i) 1n@mg ns@mth%t need@r a more refined assessment.
@é \ N 9

N S P
§ er &ned evalug @ tion r@am{fﬁrlg ered fothe s€enario of “small herbivorous
res

ed by the <%omngﬁnxvol,e\ @ltcr@ts arvalis). @
@ @’
ed w1@§ “we?ght«@evndence approach”, based on

However, a
mammals”

This fuﬁ@er reﬁned@%essr@nt is §

1) lower sensntl\@ of Q%les @etem@led ta%@ted t&xwlty studies with propineb in the
Common v @
2) general l@owle O@w ﬁ%og@\and @010@ of Common voles in the agricultural
landsca @ @ \\ Q\ @\
\®)
3) ger:e@ﬁeld stud%s in oard nd %yaml;, and their evaluation
4) nonzgeneric studies on tﬁ C&mmm& le @
N)populatm&mod@ @ @
o ©
42) field effect study R
& An @ N

1) Lower &@siti@%of mon vol@@o toxic effects from propineb: The TERr calculation that
resulted @%the @%d foffurt reﬁnement of the generic focal species scenario “small herbivorous
mamm@ - V ased@n the NOAEL of 200 ppm in the rat reproduction study by - et al.

&@ (b &ine @ssm@KCA 56.1 /01; . <t 21; 1973; M-075529-01). In this study
tre t the LOAEL with 600 ppm provoked severe clinical signs in the females, which were
affecte@g myasthenia of the hind extremities with mobility impairment: the affected animals could
hardly reach their feed bowl and feed adequately. As a consequence body weights were decreased and

survival was affected during the 70-day premating period.
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Of the FO generation at 600 ppm, only 14/20 female rats were still alive at the first mating and onoly
13/20 after the second mating. The main consequences of the toxic effects were the reduct@ of O
: ) . : - N
mating success (percent pregnant females) and of live pups per litter at the h%hest concent@on oft?
600 ppm. Males are much less sensitive than female rats. S &@ ©)
The effects on the hind limbs were also observed in other toxicity studies witfPrat. The lowest N
treatment level at which this effect was observed was 300 ppm (21.21 m %/kg bw/d in the ﬁerﬁﬁs)%@
the 90-d neurotoxicity study in rat (supplementary dossim @
: M. ) Q @ A
.2004:M-066913-01). < . NSRS
In the second reproductive toxicity study (suppiémentary d@ier: QKCA&@ﬁl&/%;
D.;2010;M-370252-01) the test concentrations @ selected i&ordegr ®@avoi&1e fiset ofahe clifiical
signs even after multi-generation exposure,qind th%0 we@@o e@cts &@’anb the;%épro@; tive

parameters and pup development in both sexé&9'in gen@ﬂtion.@ax ©@’ & % .
Therefore, it can be assumed that re ucti\(@’ in§§z€ is_hindered at @centr@ion@ovo@%’ng
severe systemic toxicity and affectingthe g@ibili@of adequat eeding. é*ﬁ % §

Whilst high sensitivity to myopathic@@fec Fafter ekposurdto prapineb @%s cc@s‘[e been @eported
at moderate treatment levels in ra§> 200%pm).Swith fémalefbeing fyore @ept' thanw%ales, this

gic@tuditb@@ler @‘nm@ike mice (Brune et
Dt al3. 1980 M-036652-03Y or dogs (Jones 1999:

high sensitivity has not been obgerved ifftoxi
al. 1980: baseline dossier KCA 5.5 46
. . w ) i % N ©

baseline dossier KCA 5.3.&2/04 .,@99, M200966 —0% °N &)
Also in targeted studies 6n the focal spe@ies &mo@vole fhése kinds of\ﬁfec y\’ere not observed up
to concentrations of 1050 ppy alnt©[o c&bl 00°mg/kg®wda§g (supplementary dossier KCA
_ .;QZOI —4@23 8-0I3 m@&ementary dossier KCA
8.1.1.2.2/02; |y ‘ .5@014; ]%48@?60—0!% . é@ @& <&
Therefore it on redpro@mte@,{@acc@t a lower s @A\ f%tor than 5 for Common voles
in reprod%tive ri@ assgé’smeﬁjs when bﬁ@d ondthe rat end'nt of 200 ppm = 16 mg as/kg
bw/d, @e Commm@oles@r&e a@ast 5x less>sensitive t e dominating effect driving the
endpo% selection 4 @he r@%eg@duc%tu@@s. e N

v O N &> L
2) General kno@edg@f thedbiolo %ndé&lof Co@@non voles in the agricultural landscape:
Additional e 10@diV§ﬂal txlcolag@al segv'ty f the representative species behind the
EFSA genegic focal speci@ scex@rio “siall h@ﬁ%ivor mammals — vole”, the Common vole is also

of limit@elevance as@eal fi spec@és sié@ it ally occurs in orchards and vineyards only under
SN

. . N
N .
pam%lar cilrcurr.ls.ttag&& % O @ @ S . . .
Theése particularities of ?§ Co@mon vole sc@rlo is depicted in a recent comprehensive yet targeted

expert overviewson the rol th@)mr@ﬂ vole in agriculture in Europe provided by -et al.
(KCP 10.1. &/02 ; 20133 M-476622-01):

Common@%@ es @%m@aw@) areﬁmmon in Central European landscapes. They can be a major
rodent st i ropgan agpiculture and at the same time they are also a representative generic focal
sma erbv@us dhspecies used in risk assessment for plant protection products.

C@@mon@@g@les are a cﬁ§ponent of agroecosystems in many parts of Europe, inhabiting agricultural
areas @condary habitats) when the carrying capacity is exceeded in adjacent prime habitats
(grassland, multi-annual leafy crops like alfalfa). Colonisation of secondary habitats therefore
typically occurs during multiannual outbreaks, when population sizes can exceed 1000 individuals
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ha™'. In such cases, in-crop common vole population control management has been practised to avoid
significant crop damage. The species’ status as a crop pest, high fecundity, resilience to dism@ce o
and intermittent colonisation of crop habitats are important characteristics that should be ref@ted Vi G
risk assessment. Based on the information provided in the scientific literat it seems iﬁe

modify elements of the current risk assessment scheme for plant protection p@ducts, inclading the use

of realistic food intake rates, reduced assessment factors or the use of a;g%lative focai@)dqnt@peci&sg@

in particular European regions. Some of these adjust S are alre@y being ap@i@d in\%me@ @

member states. Therefore, the authors suggest to apply such pragma@and realis%tig@lppr es @ﬂriské
© $ @

Particularly the option to consider the high resili@rce and recovery p&ntial@f th@om%)n Vo@at

the population level (by eg accepting a lower margin of saf@n tlg} sce&@ro) 1®f rele\%nce@ the

evaluation in this dossier. Q @ é\g N ©@J @Q N % .-

v
v @ R O
3) Generic field study results, and their vz}h@ iony, o RS éw N
Common vole population dynamics iime@}d seeonda abi@are s estigdted 1 genef field
study conducted in orchards in Ge@@ny (@P 19.[.2.2 4 . voiy OO&@M—
)

291201-01), and discussed by (20909) P1 g @OO9§4—3555‘96—01).

N S
- (2009) evaluated the <gudy fegTﬂts 006Gy s t suppor@he @w that modern
orchards with managed %g?fnd geta%@h ar@only gecondaty k@tat&,&@ten Esinks” rather than
“source”) for the commori vole, whil&p so@ po latiO@%Of the qui% li@i\in primary habitats
characterized by perengjal an elkﬁ@?@velop@l ve tiox&@ver ?g, natural mg@bws, alfalfa).
Such secondary habgtats like mo orclards miyp be@elon' ed whé® the following factors combine:
(i) gradation ye Ver@% - Seqyears) 2Gin) i%onsist\%@f orghard gfeun etation management with

assessments for plant protection products across the ®bJ. Q&

resulting perioéﬁof hggh grass, an'ii) p@im’ $hof archards 0 printte grassland habitats, which all
combined for@e plefs in ‘Fpuringia in thé%tudK@f @006).
Using ge e@l‘)>a1 ecological, kno¥ledge mn the @m on v nd\t@’ results of the field study -
(2009)@cluded tl}a@%e go@mon vole 1 -te{)rn@opul%ionje@l does not depend on the individuals
that may be adv@y mﬁt\ecte@y vdsous %k}lds
. . . N e} .
(including ground, egee%lon @agegg@m% og Into catlzﬁ@er eg. rodenticide use).

Therefore the@omman Volgﬁoecs Got ap@ar asypicali’Focal Species® significantly depending on
orchard habts. Ingont@r, tpec@ occ@\onl condary in those modern orchards with rich
ground %tation, wi% perent @gssl %)ig sgcinity that serves as source habitat. Even then,
establisgpopulat@s wc%e&mecte@&ﬂy%@ gradation years. In gradation years, Common voles
are@pically targétvof a@@j e cg@frol te'\ (like rodenticide use), the effects of which would
largely overridy hypothet@ effegt from €xposure to propineb.

agrife% tural operations in modern orchards

Therefore, ko&§ﬂards {%ﬁ vin, rds@th apriate ground vegetation management are not considered
as natural itat@ volgs(to some t similar to non-permanent waterbodies in the aquatic area).
Only orclards @ Vine%rds)@th well developed and permanent understorey can harbor viable vole
populations, gHich isinot typically the case in modern plantations that are protected against diseases
Wi&r@mp WGT0. @

he ef&?he risk for Common vole populations is very low in most plantations where Propineb
WG70% u

of plantations (those with well developed and permanent understorey), which are addressed in the

sed. The relevance of the Common vole scenario would be limited to at most a small subset

following evaluations.
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Equivalent conclusions can be drawn from field study work conducted in vineyards in Germany (e. -8

KCP 10.1.2.2 /07 - et al.; 2004; M-298157-01): local common vole populations c@be o
N

expected only in vineyards with well developed and continuous ground veg ;tatlon but on@smgl@j

individuals are observed in vineyards without or with only partial ground vegegation & ©®

<
4) Non-generic studies on the Common vole @\% \@ ) @ %@
4.1) Population model @ @% L \\ @Q @

For plantations with suffifciently developed ground vegetation to ha@r local po @%on é\ﬂ &
evaluation was conducted with a individual based p@pulation mﬂﬂel simulatingpopulation %y)@ami%&
520 4@ 488425-01351n this @}
evaluation the virtual voles were forced to “liye” in a andsc@ con&}tmg&@iy otﬁhyp&ﬁ}@etlc
fruit orchard, in order to provide a worst cas@colc@al a@l@e @re sr10 §
In agreement with the general ecology ofcﬁ%e spefies, 1@ the ¢Wdence rom@he ger@rlc f@ stl@s
that sustainable vole populations can&%ﬁnly\pems in h&@ats 1 %@im v&ﬁll de@ped
permanent ground vegetation, the Qirtu \mo @ar h&bltat”@ad @o VidedSwith a
continuous grass layer that was only mod@atel%mana@d ov @e s@o ed Qg@ltat at all
was included in the model, i.e fu exp@}ure lat@bvol @Vlt anb@éfuglNr exchange
with populations in untreateas &ccor ng to tl@rem@%en@ons from th@Mo@mk-Workshop,
the effect assessment was bﬁ%’ed on the p@pulati @' densjy durihg t @gmmm@n p se in winter, since
this population constltut&s@éach Qne thg fougder g@eratl for the folqlog@’m r, and thus for the
sustainability of the xgopula@%l W@ch 1®consed @ maim pr&ectlon @pal in the long-term
assessment. X4 % % Q &
Over 10 years, th 1mu@d V%@n ﬂ§ W(&t case@charenmo wer@exposed to residues from 2
annual apphca@hs a 575 a.&/ha o@ropm@b @ te%al dayss)a aily dietary exposure was
calculated fo eacl@ole %Qordmg to the T1§§gl gs @ the @F SA GD scenarios for “small
herblvorgu@mammals “voley (@flth DT@ of 2 @ days Whl@@?WﬂS also employed in the refined
TERLT/@uIatlon foréé’rbw@us mals, @Q § ) ©\

@ N R § °\ N RN

N

Based on the ef@@t ile o ned%ﬁom @’dles With prppineb in rat, the following effects were
imposed on th@volesé% e @del @é e@ct of @ yéEema of the hind extremities was simulated
assuming inifRediaténo JD E@ @nde@}eld ¢opdition if mobility is reduced.
Addlth@ndlrect effectwe le@%ﬁed by@@edu& the mating success (effect B) and the number
of live s per htter«(@ fect
Varieus effect typeg rnb 10ns@+ B-@ C) were simulated for application scenarios of 1x, 2x
or 5X application rate (2@% SX@pph tlon r@@ are equivalent with a TER of 2 or 5, respectively).
The high sens&@lty fofem &rats“@ mydpathy after treatment with propineb (effect A) has not been
observed a@ch higher § es 1n emal@voles, and also effects (B) and (C) are considered secondary
to myop%@%y (;?;. for@e eé@ct condition combination B+C, i.e. without the mobility effect, is only
shght]@ore@ a.%than{@JrBJrC for this species of concern which is simulated in the population
mm@s. Fo%@JrC,@th “the 1x, 2x nor 5x application rate led to significant effects on the local

of common voles in the computer (KCP 10.1.2.

latigilevel of the common vole (max: 5.6% at 5x).
Equallsimulating the effect condition C (reduction of litter size) alone resulted in negligible effects
at the 1x, 2x and 5x application rate on the local population level of the common vole (max: 5.1% at
5x). A 5x application rate is equivalent with a TER of 5.
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Difference of population density in control vs. treatment simulations (vole population modo@

o

N
Szenario Simulated application rate Max. difference 9
o coared to congt @
All effects (A, B, C), 1x 1x O 1.0%
All effects (A, B, C), 2x 2x 100%° 8 ¢
All effects (A, B, C), 5x 5 /a KN 100% o ° &Y
Mating & Litter size (B, C), 2x 2x @ 28% A @
Mating & Litter size (B, C), 5x 5x R B.6% D S
Litter size (C), 2x 2X@y & Q) 2.0%% Q N
Litter size (C), 5x @% R & N 54% ~J & ~
1) Measured on 1% of January of each year, in which appllc@ﬁs were s1mu@d N @ @ b\w & @@

Thus the population model conducted under er vz@rst ce(@ ec @@wal ﬁ"ldm(@’s f&b @thet cal
fticie

isolated but permanent vole populatlo% an-Ql hard\wn tinugus a insu
ground vegetation, indicates that even@@le p@ulatl@ w1t@ ser@ﬁwtyﬁroﬁl@lly t(\iﬁentlc

worst case species (rat) would not be@y ris %t the [dng- @pop tlon @é\’/el ineb is apphed
over 10 years at the maximum gecomsigndedhappliCationsyate 5 @ha) d t]&%lmmum
recommended application interval’¢14 days). & > § &

SC@arlo “small herbivorous

S og
Since the Common vole, thé@epr@gntatn@ﬁpec&s beh@d theéﬁ@SA@

species” are not sensitiveGp mydpathy {C igher dose leve “than 8 1.1.2.2 /01, -

I o3 - 476238-015KC &1.1 227 0 - 2014; M-487560-

01-1), the effect scer@t’o w§ athy (A) asctlic pg{ﬁﬁ@ary d@ver he rg‘sde led population effect
0 D os it

(100% effect at 2 5x § {1 all efigct seqarios with @re clearly overest@latmg the risk to Common

vole populatlon v @ @ 'S
Also the effe [j§ mat d@ (ht&% s1z*fter @essf%fﬂmatmg) appear to be directly
linked to the siolegical %)ndltlo f tl& at 660 pp%@fl et al. (baseline dossier:
KCA 5.61701 % et?aJ, 1973) M-0%5529-01) ¢ @ed bytmyopathy and therefore of little if
any re@nce for t ag?\gerth@ s, exgh asdurning comparable sensitivity of the
Common vole an and@ius cdmpar re@ed ngtmg &%cess and reduced litter size after long-
term treatment 1ne ere V%re neg@glbl ifferences without repercussions on the
long-term popul 10 ¢ amﬁy@@ér 16 ‘\year cor@lous product use at up to 5x the maximum
recommendegd); pph 10n
Thus, no %:g -term effe@s 0 pu@on el w@%d be expected in common vole populations
expose e maximém re mendéd al@icatl&%rate in an orchard scenarios, even if a worst-case
exposure scenario a@unre listic Worst-cdse effoc? scenario (A+B+C) is assumed.
FON‘HOI‘G realistic” w ~casg effectQscenarios, no long-term effects on the vole population
sustainability were predicted Q@én at@x th(%nammum recommended application rate.

S "N

4.2) Field efféct s@dy
A field e@}emm@% (K@ 10 2 /06% - 2014; M-488499-01) is ongoing in order

to fuﬁg de@nst und@ realistic worst case conditions of use the low risk to Common vole

% t10 @t 1s@xpe§d based on the considerations above.
d@ltles to conduct this experiment reflect many of the constraints also established in the

ield study (_ 2006) and the evaluation of by -(2009), as well as

encountered in the model simulations:

generi
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e vole populations in modern orchards are untypical and unpredictable, so that the study must be
conducted in a meadow as surrogate habitat &

e vole population development is characterized by large inter-annual Varia%on, so that t@s‘[ud}@’
originally initiated for 2013 had to be canceled after crash of the vole populations in t@(@sel@

area after severe spring weather conditions including flooding. Q> @
%% °\© Q, @ %@
In order to reduce the risk for another failed study atte@due to pop@tion crash ft?er h@@y @
S

rainfalls, the study site for the 2014 work has been re-considered andsélected in a iffore slOpy argay
» ; y i i : ; :. i orehak '@\ _. .&\

...... decioned tao d he offe ofaronineb NN
- vasn Sp NG, d

e e et e K mrime%g%
provided in KCP 10.1.2.2 /06). Y > N D RN
2RI KN R

LN N
The final report is ro@iﬂed @KC%@O.L%H@&The of this

field study was to investigate the potengal ong%tn‘n\e\ﬁfects@f spr@&gpgli@%iom&of Ant C(Z§@7O
(a.s. propineb) on wild populations of @al@ivg\ly@ﬁs m\a%amagl@@com@}n \@) li\@g in aged
meadows in France. @Q AN § @ § S @ &
Managed meadows (4 treated pl(@ 4x ur@;ea%d\ corgols) e se@ed stud@ieldi&s surrogate
for grassy ground vegetation i@aralgl&?elds,@rcha? or ya@ whet> V01§0p ations might be
exposed to propineb after use ds a ri&ltuﬁﬁ}fun icide. s &@ .9 % S

The application scenario wgs desg%ed t@elﬁﬂt rea@tic worst 6@6 ex ure@ground vegetation
resulting from residue oa%posi%)n after a 8@ 0p§§®ray @gtmeg?\g at 2x 1.5§kg as/ha with 70%
interception and a 7—@%‘[&—@1@&@% interval. & ’ > :

S Q A S

A live trapping c@paigg was @rrieﬂ@out fr% to @ptemb©er 2 & in order to assess the
occurrence, abu@nce&@l po;@lation%yna@%cs ofé@@mm@@vole@fﬁl the@reated study fields compared
to the contro@elds@ total) of eé\}/‘en Qg@pin essigys in &ach of’%ﬁe study fields (one trapping
session = ‘%/0 cong@’cutivté\”nigl@ of txapping), werepgarried out. first and the second trapping
session @Je conducte@bef owA¥8 and the f@ aptiong%@e third and further eight trapping

sessim@were conductéld af@ e {?cond @thec@ appl%ationg.

The trapping data@e evatuatedand p&e@ent@as al@darg values and population parameters as
follows: %) @,& R

g X & 5 & &
Abundance$alues ficludothe &T}owi N par@aeter@

o C&ﬁgures and Train 1ci(ga§ﬁ1res @? 100 trap nights)
. inimum I\%@%er AfRe Q/I A) &@ ©\
. \& Recapture s @ eg Q@ <

© @\ @ N
S
Population p{@me ers in ide t llowing parameter:
. Bo@veig@ )
R N

. rod.e s@s §
) @X -\Eﬁ @
o &%Ag@%ctﬁ N

Q5 N
Neiththe abundance values nor the population parameter revealed any evidence for
treatment-related differences between populations of the common vole on control or treatment
fields.
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S
Sourc of Potential to | Explanation Potentia Explanati@l‘)) @
uncertainty make true make tfge S O\Q
risk lower risk Righer i § R
R . .. . A o
- b A T S -l K
. , DR T & & ©
endpoint for voles > 5x the dose used aproductlve &3 S Q § Ny
risk assessment endﬁg)mt; no effectQ &" & & © &@
of propineb on ¥gproductive S @ R \® © @
parameter in q&t at do%s" wit > %@J Q§ °<§’ t’\g@
myopathy O . @" & & B @] o »
Exposure - In realitigégchaérd@nd &i@yards@ge % Q ) é@\f @
assessment: only pépulatethby volgs.in phaseés 0f©¥ o\© Q\g s §
voles assumed to higl@ pulé@}l density w@g toxie é\ﬁ Q Q
be present in e&t@ts b themagnitude of\@ @@ N) §y %@)
orchard & ‘@dentf@ides aggynot liksly to @act 9) @Q RN
vineyard @) the populatio®dynasiics @ (Q% S § N
Exposure - 7, ((imnot b@orsex . &@ O\@@ 2 S
assessment % Qo N W @ 9
PT/PD = 1.0 S~ A K § o> S° XY
Exposure - é\a ¢§ Qg(ﬁ)%etric IRean ma?t%;egwﬁ/th S(?@% N Q\VJ) Geometric mean
assessment @ < ia in both direcidns @ © S estimate with some
DT50=2.92d Qo RN \© §2 @& @@ variability in both
@© ©\ s N @} S v directions
Population le\g @%’ v\g@ Iﬁilico%xpegi@?lt ur@%% sev@ @r) Reliability of
risk asses;n%nt % @‘)&/0@% a@nptior@? (congider o population model
&Q\ @© § als peciﬁg unce@nty an lysois @\ prediction in risk
@\) &\ é@plu?e th%\j ﬁmdel@port) Q\ assessment not yet
D 2 S @ N agreed
Effect field study@@ ---@ N Cg@i\cte@nder st C?Z§ + Experimental
) @© ﬁ@ "egnditiqg@ O variability
AT
concEfsion .2 Q@ & &

Q AN
Tale&n% into accourit-the e@en@@tro

@@ed F@ the weight of evidence evaluation in the refined risk

assessment for small he@vo@s m@nmals&@des), the risk from application of propineb in orchards

and vineyardgon the%epul n |
o <
Q
AN % S
$ Sy
@ & <

Qi@ of v&Rs can be considered as low and acceptable.
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Long-term risk assessment for mammals drinking contaminated water @ @6
S
The puddle scenario is relevant for the long-term risk assessment. S @ @
N & QS
Table 10.1.2- 6: Evaluation of potential concern for exposure of mamm@is drlnkln@vat®
« N %
Application| NO(A)EL | (9 Ratio {N Esca% @
Koc « Jorgh clause’ @
Crop [L/kg] rate * MAF| [mg a.s./ %pphcatmn Q No cofiborn S onclusion
q
[ga.s./ha] | kg bw/d]& MAF) / NO(@ L | e ] @@ KC
Pr@neb Q & N & A S
1575 x 1.4 x 27RO @
a b —
Orchards 10000 03=6615 1%@ . 661@“16 Q@% o < & 0 t, No cefieern

the use in orchards is considered as worst case a@\cove e usein grapes @y Q
bthe active substance propineb is practically i %luble ggd ist s@tion cter@
O

therefore a highly conservative value is use%
o ) %\ @ @
kY
RISK ASSESSMENT OF smo&@%m@@m&@vm@ R § & o

O
S O %
Substances with a high bloaccu%lulaégnn rg@ml @ould@eo @all Dear 4Vrisk “of secondary
poisoning for mammals if $&¢ dlng\on contamin@ted 1{ fish or eafthworss. For organic
chemicals, a log Kow> 3 is u%d totr 1gge§ dgpth ez@luatloh of thg%oten@l fo%bloaccumulatlon
O
& Q&
As presented in Tab. 10 - 7%gl@vvalt§§reowt tr1 er Valu&ndlc@gavery low risk of
secondary po1son1ng@ @ @ N O é% &\
& § & < @
CP10.1.2.1 @ut%(;ral té&lCl%tO m‘a}m §
Reference is @de p@upp&@ental@osm&KCP@%l 1/@
&) >
Test iten@ Species (}TG L @Endpomt [r@/kgm “Spurce
Propindy | Ra 5. | OBCD < E e 5|
waro M W @ I O | M-030439-01
@ O @Q O o . o @
Q OO S & D
O o R & @
<) N @% y %o
@’ NS ISEREN
i AN NG RN
> SR 4 N
N (g @\ R Q)
@° S @ S
s A &SR
@ < Q & ©@
@ o
&
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CP 10.1.2.2 Higher tier data on mammals

The residue trial studies mentioned in KCA 10.1.2.2/01 are partly included in this SupplelgryltaIQ6
Dossier (see KCA 10.1.2.2/10). The other residue trial studies are included in tl@Baselme Dr an

therefore no study summaries need to be presented here. @ & IS
[m\ .
Report: I >0/ \i=486413-01 & &
Title: Statement on residue dissipation of propineb in ‘né,ated fohage@dﬂ%%nt
plants: kinetic evaluation V y\g &
Report No: EnSa-14-0580 &© .~ Q S ©
Document No: M-486413-01-1 % @ @) @
Guidelines: Calculation under conm@h ion of F%CUS @anc@or @50 @ @@}
calculation .
GLP/GEP: no S @@ N (*’ @ s
@ ‘v (} v < °

This statement provides a kinetic evalu&ﬁ)n 0{@6 &s1duc§% r%meb@PB) and it §ne
uce, 8¢l

propylene-thiourea (PTU) in green pa@of mg%o (t@ley) ml dl@&f’yledonou nts g;t ery)
that may represent food items for le@atlé\herb@rous@lrds @ma als %he single-

first-order (SFO) DTs of propme@enve(@fn thls%vag;%fon @ surls%g%elo
? &

SFO- DTso values for proplneb@nd ré&ults %he stat@i’lcal @alym Qcal%error rce e (¢) and
&

significance of the dissipation“rate (g&prob) sm(%@ first@;’der l&getlc el (@B only)
&5 @ Zy y\g @ y\?
Trial code Triaglécri@n @§ (@p @ [D;Esf] § € [%] t-prob.
ISE N% & o Maysl e

RO1 @ 1@5@0@ bar@gree@\;iam 332 31.65 0.013
RO2 S 118295662 barley gre pla @ £ 2.@ 15.24 0.001
R03 ©© &1-2956&93 t rley grden 1a § 24 19.65 0.005
RO4 @ @ 1 29@ 04 O arl reen @ .64 18.85 0.004
dettuce, d .79 6.811 0.001
@tmce od @ |07 223 10.95 0.007
@ leaf & o} 2.68 2390  <0.001
cegery, leaf °\ 2.10 1.556 0.002
\ lery f 2.41 2.861 0.003
2 X %, € eler , leaf @ 3.33 0.693 <0.001
ﬁ@' 'S celdy, leakd 4.54 4.077 <0.001

om. mean 2.66

e 2.47

N

o) % N &Y
@7 ; % N
Only intrials ROI@ %}a dR10 t 11, ¥espectively, residue analysis was targeted on both

pro&%eb and its mietabo re&@jene«@lournd thus a kinetic evaluation of the combined residue
data (PPB + PT@} could also Q@con@cted

S
Q

%,
@
Vd
®@
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SFO-DTso values for propineb and results of the statistical analysis - scaled error (¢) and significance of
the dissipation rate (t-prob) for single first-order kinetic model (total residue of PPB and PTU) @°

Qb

. N l6e3

Trial Trial description Crop DTs [%] t@%b.
code [days] mj@ & (Q\@
RO1 11-2956-01 barley green plant 2.33 3134 & 0.
RO2 11-2956-02 barley green plant 2.52 &% 15.46 , @) OO 1 y\f@
RO3 11-2956-03 barley green pla@ 2.49& 19.58%\ 9005
RO4 11-2956-04 barley green plagt 2. 18%52 @\o.oqgﬁ@ &@
R10 M-103339-01-2 celery, leaf £ 0693 200 S
RI M-103342-01-2 celery, J@at 454 017 o S

Report:
| 2013M-4T66224) - > = O SR

Title: Common vQie (]\%crotu arvah@))ecol and&na@ent@phe‘éﬁbns for

risk asseggmentQ plarﬁ%rote@on p ct@& S ©© S

Report No: MATE62-01% 0 & @Y g o

Document No: M-47%622-@4-1 §) @& Q DN &

Guidelines: -/;@ app@abl% § & IS § @ S

GLP/GEP: na S o ¢ 0 Q v <§

S PTE e S Y9 O
Abstract: O Y @
Common voles @%cr%@ arv@%s) are%on@n s{}&?m als@%som@%uropean landscapes. They

can be a maj@ode@pes‘t@ll Eur&ean@icuh&u}re ar@;they& also & representative generic focal
small herbiyorous @mmﬁ\spec@s used in riasses%&nt fog)langprotection products. In this paper,

common‘yole popula@n d)@ﬂ]ic bitat and@bod fere&c@%, pest potential and use of the
N A
commés vole as a nf8del &1@11 wild magsmal, {@cies%@l the risk assessment process are reviewed.

Common voles ar \com%ne eé%gf ag@@cos&g@emsé> many%parts of Europe, inhabiting agricultural
areas (secondaryhabitats) when th@am@a@ ca@@city primary grassland habitats is exceeded.
Colonisation & sec&@ary @ita@@ccur@durj{@mult@nual outbreaks, when population sizes can
exceed 10Q0 individuals kg™ I@lch 43€s, i@g@rop @mon vole population control management has
been pra&ised to avoidysignifieant op dimage, The species’ status as a crop pest, high fecundity,
resiliencé to distur@ce a%d 1nt61smittecolg£@tion of crop habitats are important characteristics
thaN%iould be reﬁ%cteg@g ri&]g@ejlsse@nenb@ased on the information provided in the scientific
literature, it segins justified <o modify e%ments of the current risk assessment scheme for plant
protection [@ucts,tﬁﬁ:lu {ng thewse o@re listic food intake rates, reduced assessment factors or the
use of alt% tivefocal rodent species@ particular European regions. Some of these adjustments are
alreadng %ied iI@som@U member states. Therefore, it seems reasonable to apply consistently
such @wagma@s» an¢§3 aljs@ approaches in risk assessments for plant protection products across the
E%@ @@@ D
@ skokoskskok
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Report: I 7 I 006;M-291201-01 & o
Title: Small mammal monitoring in pome orchards of Baden-Wuerttemberg a%k §
Thuringia S @ &
Report No: RC05-021 @,Q S
Document No: M-291201-01-1 ISERNS !
Guidelines: Gurnell and Flowerdew (1990) O O 9 <P
GLP/GEP: no © S LI )
) Q
. § Tgse
o @ & > R O A
Objective: % o S ) &@
Investigation of whether modern pome orchard@ onised by small @ammé@, a &eterﬁ@inati of
the focal small mammal species. Determinati% of th@opu‘ﬁn dgg}amig\sf@’f tk@)cak@cies@uﬁng
the growing season. S} %@ 5}9 @j& b@’ ('S <\ .
%% o\@ \@ Q % @ @ @ @&
Material and methods: N & S o O & ®, §

G N S x> oV .
A capture-mark-recapture study w@co@cted@ﬂ tw plC@apO @grov@ﬁ regions 1n©%entral
Germany (Thuringia) and in Sou est (@f’maﬁ%(Bad&-W@@mb@ . F@?eac gifng%ree study
plots were investigated where the ra&@lg %@s W@ set Th&@lx s@y ]é’?é) consisted of large
modern pome fruit orchards dectlyhordered on afleast one sidg by g traditiondl m@ow, where the
meadows were considered ‘prime habitat§oof c@amon@)les. Iha ion, J{@ conggol plots consisting
of orchards inside or b@g%)ere by otHer or@ds, and thgs%not ?édjac@? to @dows or any other

‘prime habitat for the com@@ﬁ) vole. THO smal) maag@al ulaggns w&@monitored using the
capture - mark ﬁture mete@n M§ch @ Au@ust 2063. Thélive-traps were installed
for ¢

every second w @0 suegessivevnights, arra@d ia 5 )@% mq@grid area, activated in the
. ) & N . o
evening, and cé%ke@ the morn. E@pt f&i&shregs (le§restrf§tlon), all captured individuals
were individu@ly mﬁed x@% a ((%assi\g %egy&%ﬂ tra&y@pond@ PI;%@
% Q @ v

N Lo R
et S E TS T
The most abunda@peci@@\in I@derp pome Qﬂ%hardg was found to be the common vole. The two
study regions prgyed tothave @arly i era@@ommon vole population dynamics, covering scenarios

with low densgies (B@n-\@@ttqm@rg) @ hig ensit@& (Thuringia) of common voles.
N o
© 0 S o Rl

N )
@ & & @ Markedjiidividuals
Q> %aden%ﬁrtteﬁ@rg Thuringia
SP“Q\&’ > @{ﬁﬁdy"\ Stu@ é? dy Control Study Study Study Control
lot 1O t2 plot 3 lot 4 lot 5 lot 6 lot 8 lot 7
- plot ) & p p p p p
Apodemus flavicoliis o 1 <% 13 - 22 12 30 -

&
Apodemus sylv@s N & 6 @ 10 1 2 2 -

Ki

3
A
Apodemus agj‘arius N v%) - - - - 2 - R
Cricetus ¢¥etus %y %&\Q@ 2

—
e
'

Clethrz@omys é%olug@@) o vl 1 _

Arvﬁ%la ter@fis § 1 - - - - 2 - -

Microtus@b@alis 27 87 55 3 319 331 281 207

Total 34 95 87 4 343 353 313 207
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The common vole’s colonisation of traditional meadows and modern pome orchards did not seem to
depend primarily on the different habitat type but rather on ground vegetation height. Popul@%ns o
decreased when the ground vegetation was mowed, mulched or pastured in_both habitat f@es. 180
undisturbed traditional meadow habitats recapture rates and the rate of non-@t individu&@wer j
general higher which indicates a stable population and reproduction. High g@’und Vegetaﬁgon pryides
shelter and better protection against predators. Therefore, traditional@adows th\l@high@groulgé@
vegetation were probably preferred when spring reproduséfon started. @egular mulcg@d moQFrn p@ﬁe @
orchards provide less protection against avian predators and conseq@tly less shel@r. T efor@they&

X
were probably not very attractive in spring and on%%sed on a spiall scale. In @nmerher@ima@

. N
ied the ino en@%bme@rcha@ wege ug@ s
R

secondary habitat to a larger extent — includinireproductionQ@’ S %@J 6\ LR
)

habitats like traditional meadows were well

B AN
SN A

e S S
Captures on g{ﬁﬁy plof¥in t,]{\iffereQ ha&it;{s Q> ) @7 D) f\@§

Study plot 1 SN Study p&g@i S K ~ &\%Study\plot 3 §

Baden- \} 9
. Meadow| Ol@ard kS w] Q;char@” adow \)Orchard
Wiirttember: ]\§
u g | Captures %] &@/0] @%%ap}u«@ %] 3 [% Capfures [%] & [%]
Sorex sp.! 3 1000 R 00, | 2 H100g] @ [074 o] 5680 50.0
Apodemus @| . v, | O @5 S )
Aovicodls 0 ~7| e 1 @ 1& | @Qo.o . 38 é&%o.é 69.4
Apodemus S < N N
lvaticus 9 4000 5 00| @ @100.0 o ((\\@%4 G 929 7.1
Clethrionomys S = N N
alareolus 1 100@ &0 6! h@ 01@% 0.0 ¥ 34 0.0 100.0
Arvicola Q& S N KXo > S
terrestris lf(@ < O@ 59@100@ @ ) 33)@ ) @ _© o } ) )
%ZZ?S @} S 943> . 57 \26%\ 9@ @0@%4 N 582 418
O 3 0w, ]
N @) P
Total ) O 490> @ | el N 299 (9@@9.6 S @ 255 49.0 51.0
N Study plits o) | O Stdyflots © Study plot 8

Thuripgfa” D
url?& Captm{)@ M?;E‘»V Or har(& “Ca pt\lges Meadow @®rchard Captures Meadow | Orchard

A o 1%l TP %l Y 1%l [%] 1%

Sorex sp.! - 100.()@ @ 01 ) 1090 0.0 - 50.0 50.0

Apodemus 7 qQ N Q> @

flavicollis @ 43 Q 9@ &3 q 2 .0 5.0 115 34.8 65.2

Apodemus N4 N 9 S

sylvaticus \ 3 &%3\? 6@%\;@ @@@, @ 100.0 0.0 3 333 66.7

Apodemus ©5)

agrarius TN K N 03® 100.0 0.0 - - B,

Apode@fbg sp. 4z, ({60.0 o3 09(\@ & 0.0 100.0 5 0.0 100.0

Cricetu Qy < Q

cricetus > ES @ & 2 100.0 0.0 - - .

Clethrionomys |&, . K

glareolus /é@ s% éﬁo%& Oi)g@) 3 100.0 0.0 - - .

Arvicola <& L

terrestris \@ § 9 '(ﬁ@ - 2 100.0 0.0 - - B,

Microtu

arvalise. 6% 74]@ ylﬂ 28 28.2 964 68.3 31.7 640 54.4 45.6
'Oy

Tot@\? Q@ 799 73.1 26.9 999 69.2 30.8 763 51.0 49.0

1Sorex s@ﬁdividuals were not individually marked, due to nature conservation requirements.
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Population dynamics of the dominant species, the common vole

>
Common vole (Microtus arvalis) N @§
)

I . §> Qﬁg @%
nvestigated Habitat Study | Study plot Study Control Study @udy plot St plot N ntrol
parameter plot 1 2 plot 3 plot 4 plot5 [ 6 & N plot 7

Sl g
@) 2
2; lél\);vl June June une Ap % April ° Apﬁ% éhrch
. orchard BBCH? 25 CW 25CW 23 CW 1 14CWo 13C @12 CWp
First capturle of ” BBCH 72 | BBCH 72 [*BBCH 72 BBYH 54 | BBC H 5& BBcéwo
common vole P
meadow May May M G March March R Ju (‘)Q @&_
21 CW 21CW 2 g 12 @V S 2 CW/{%& 22 CV @&
< Jel Tly o Jul
° y y uly
iy 4 O | Soew @ I i%’ocw@ 30 CW
; rchard no no 27¢ e N 3 S
Time of ore ) % BBCH) BBGH | BBCH
population BBC& 4 OQ /\Q >@ BEY’ >/7$ &_>74
e meadow August M%ﬁ o\j%iy - 6 %ay @)Q June @l}wly 7 -
3BCW | 2LEW  ISN27TCWS | ABCW, 2g§w 28C
4 o7 |4 167> @ 2769 178
July ©QJu9n N % § July @ st D Au86 Apgust August
orchard | 27CW s ¢ izv‘@ ;%‘Cy 29 W 7 W | CW | 34cw
Maximum BBCH QB ' @@@B CH@ B 5 Bc%@ sy [SBBCH | BBCH
density 74Q &g B 1 @ >74 % >74 >74
. PR N 1
individuals/ha @ \254© 75 S &@ R e 337 O 369
meadow August@ Ju %gust 4 - ne o Auggst August -
o 3CW 2 ] ICK A 4 CWQY 3ECW 34 CW
,,. |orchard, 08 | 0 O 32 [ Qo «f 36 | O 44 40
Recapture 6] 7 ae | @ LS 46 P O 52 34 -
@ N %) S v
orghiard 0, § B 197 & 18 g,/ 9 8 11
Non-adult [%] » N : = % S
@{;@??dow& o], 7 > N | S @ 3 18 25 -
Q 2
S &> & R Qb ©o b
A & \ \} Qr = UZ(}
,\\O@\ positi@orr@on @veen ground vegetation h%ht and population density
- 15 < & 2 Bad@ﬁr&&ﬁﬁ)erg - RN Thuringia
S K = ﬁQR - 2y (6% R p
pearman ran (@h @g/ @
ard /S S 0.468>° . A< 0,004 0.6532 <0.001
Qmeadg® | )7 03¥ O |, © <o 0.6391 <0.001
7 ©
' CW = calendar week S AN Q S <
Q @
2BBCH @%‘t stage code%eﬁne the @gis@%uqdé&ﬁnstalt fiir Land- und Forstwirtschaft, Bundessortenamt und
Chemifche Industrie. o« R N o ©\
> < S . © Q@ 3
S ¥ & O
. S
Conclusion: @ N @@ )

Common v %op&l%ﬁ)n quiré%’ufﬁ@nt ground vegetation (cover, height) as feature in permanent
primary @\- 1tats@en0@@om®n Volgopulations in agricultural landscape characterized by modern
pome Of) arde p&bably@@t at risk by plant protection products because the population resources
are leg?\ﬁed @%ﬂy i °primaey habitats like e.g. meadows.
@& @
&

okskokook
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Report: I I >009:-355596-01 &

Title: Field study on small herbivorous mammals in modern pome fruit orcha% -
Evaluation in support of regulatory submissions @ S
Report No: 2009/1100344 ~N SQ
Document No: M-355596-01-1 N & <
Guidelines: not applicable (expert evaluation@ % N 9«
GLP/GEP: n.a. N NS> S
R v 5 &
Objective: @} &© @v)\g N ©§
This expert evaluation evaluates in detail, and iontext of tl%ge épal biglpgy @d ecology o%&he
species, the results of the field study KCP 10.1. /03

;:2006; M-291201-01
. . . Kf . ©9 ) W, S B
with regard to common vole trappings in pong fruit@chards and$] acab1§§ <
The objective was to evaluate to which extent t}@’stud@resul@ corroborates, the viow t]@rcl@xsds
with managed ground vegetation are céﬁéider&& as SQ\conda@ ha@%s fofhe on vole, Whilst
. Ok @ & ®) > § X .

source populations of the species hve prm@}y hakitats %&racte@ ed l@\pere lﬁta‘uor@over.
Prime habitats for the common VO]&QC c@idepe% 0 present &@nir@- perdpane ege?g@on height
of ca. 20 cm. Secondary vole habftats can be c&;;upie@durir@b igh fhase e p@pulatien cycles, but

populations there regularly d%@aseoiﬁeven g@J exti aft@@{/eg 10n managetient (foving, harvest)

and during the low phases 0 theggole p@lati@ cycl@. Th&prime\%&bita@ harbor permanent vole
populations and hence g\r@esser@al s@gh (s%rce halg‘itats;:g%r th@\urvi;s@ of common vole
populations. S & S 6@ § « %o §
X @ @ c& °\
S TS e § S &
Evaluation: @ ©& )

S N SN @
The field studyP 8,1.2.2{%03 ; l’@% M@ 201-01 was performed in a
) © L
gradation yeds) anq@so @ seco@lary%abltat@ wer:

t cregsihgly @opulated over the season. The
spatial/temfral analys'gigof th%@p‘%@ dat@as co@ider@l to s@%[)ort the hypothesis that the voles
trappeg@the orchar@@wer@ factlisperser fr@%§ the@@rq}u@ngs, colonizing the orchards during
phases of good gf@ynd @@get ion CaRr. &"ﬂépulat&on de@*ﬁy, proportion of recapture and the
proportion of n nadults are @asugg? for%@i’ryin@apa@ly, stable populations and reproduction.
These parame@rs al\@s sc@@ed h@%r f?@athe §ad0\§§thaﬂ for the orchards, which indicates the
relevance of\fhe megdow§@ ‘pr@% habjtat*. @\ >
S\ L & @

S oF %
Conclu@hsz \@9 R © @ S

The population sourees @;ogn@n c‘ ( otus arvalis) are located in prime habitats like the

traditional meadows eviltiated i th@ld&@CP 10.1.2.2 /03 [ G 200s; V-

291201-01). G\Q@nmo Vay our in fRbdern orchards as secondary habitats during summer when

the followi fac;rg}s co ne: (i) gr: on year (every 3 - 5 years), (ii) inconsistent orchard ground
VegetatiO@gnan@gmen@with resulting periods of high vegetation, and (iii) proximity of orchards to
prime@ssla@habiﬁ%[s, v@ all combined for the plots in Thuringia.

Uz'é co]@cal wlgdge on the common vole and the results of the field study it can be concluded
that the Q'»\”} mon vole long-term population level does not depend on the individuals that may be

exposto adverse effects of whatever kind (including also mowing or other kind of vegetation
management, intoxictation after rodenticide use), in modern orchards.
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Therefore the common vole does not appear as typical ‘Focal Species‘ for orchard uses, because from
its ecology it would only occur secondary and only in those modern orchards (sink habitat) @ere o
adjacent permanent grassland serves as source habitat, typically expected only %gradatlon yea@ @’

O
& <4
@\9 °\ N &
Report: _d_ﬂ 12009; 1@@55944 01 O Z |
’ X S
Title: Letter of Access for Generic Behavioural Ecology D4t Study Rep%“AS@ocI Q)
2006/1039467 and Evaluation Docyident BASF DegiD 2009/110 834 - Gro ingzPo
fruit orchard, foliar stages: - Sm, ammal monito ng (9 od 1t orchard é[
Baden-Wuerttemberg and Thurifigia - and - F i 11 h ‘ixorous.fén m
modern pome fruit orchardsg@valuat@ﬁ n su@port G&egula{y ssm‘hg— v
Report No: M-355944-01-1 @ @ % .
Document No: M-355944-01-1 % Q%%’ @ Q @ @7 @&
Guidelines: -/~ YOS D) S % Q w
GLP/GEP: n.a. SN o O A RS~ §
v D
@Q Qix & O o § §y @ &
$ T Y Y O & O
Ve o7 & 9 .0 O ~
v S @ @ & D«
@ AN @ > Q
Report: ;2014;M-488425- .9 %
Title: Profineb: ris{asses&gent for'the @mo ole - Use in
orﬁlagr§p Elé)ope 6@ O w %o S
Report No: § %\ @) é& &\

Document No: @ M-488425500-1 S @

Guidelines: N@gund%lgne at‘the time of &t@y c uc@recendaﬁons in EFSA
©© pinion“on ¢ od ellln & pragtice) § B

S 6 ©

GLP/GEP: Sno N o S @
v N Ry
N & @’@ @ © Q@ &
Obj ect‘@ @ @ Q> Q » @
In order to connec@ rlsl&asses@lem; g@the m}iw tfal leveﬁTER calculation) to the protection goal

for higher tier rigk @T:, entQf “n %1s1ble\mo 1ty andJio long-term repercussions for abundance
and diversity” @EFS At 09@@ PQ @atlo@vel B3k ass@sment has been conducted for the substance
propineb w1§/ﬁ@an még Vld@oa@popu@on rﬁ@del m spthe Common vole (Microtus arvalis).

@
Maten§ nd metl@s@ Q @ @

Sm@tlons were t”’euondu@%& K@J thpui@qon model for the common vole (Microtus arvalis)
implemented 11@&he comme&gﬁl sagyware LARIS (software version 1.5, common vole model
version 2.0, C S%‘T‘ltlf b@ThlS odel is an updated version based on the model described

in - 3 @In ugﬁlcati@@@% detailed model description following the ODD protocol
(Grimm _&bal., 2006 *) §& givesdogether with a description on the calibration and validation process as
well agsensitiyity a@yse &

& @ @y o %

&g
2 %013. From home range dynamics to population cycles: validation and realism of a common vole
population model for pesticide risk assessment. Integr. Environ. Assess. Manag. 9: 294 — 307

3 Grimm, V., Berger, U., Bastiansen, F., Eliassen, S., Ginot, V., Giske, J., Goss-Custard, J., Grand T., Heinz, S.,
Huse, G., et al. 2006. A standard protocol for describing individual-based and agent-based models. Ecol.
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Population dynamics of the common vole emerge due to the interaction of the individual voles which

each other. The sublethal effect measured on individual level in rats can be directly integrated ir@[he o

model, so that the individual voles are affected according to their dose calcylated accordir@to théy?

standard EFSA approach. Due to the effects on individual level the populatiynamics c&ge

effects on population level over time is the outcome of the model. AL simulatien en point

population density on 1% of January was used to compare contrqg%opulations\@ld Ot@tme&g@

populations, as recommended in the proceedings of the@DELINK @‘ORKSHOP@&ase mﬁy g]@) @

“wild mammals” (Schmitt et al. in press %). o ©Q %@ § é\ﬂ é

The population modelling approach was conducte@ following EFSA “Scientffic Opgon@ go@“

sife ct models for ris@@gsesé@%m @ﬁ)lan(%prote@@n

i@f%the @del @elg@ment, fésting

and regulatory question is provided with the gport a@requésted. @j& @3 § o % .

All simulations were conducted in a VCI'}’%OI‘S}—@S%C exflosure §¢enario on]@treate@orc wi@u‘c

refugia, small landscape size of only 5@, I}N}mﬁ ion @sid@{e . QS\@ula fens were co@cted

for 1x, 2x, or 5x the application rat poﬂge\fruit@rch%s (2%@75@ a.s./a; 1 @%nter@l, 70%

interception), in order to provide di rent(r‘%@ﬁarghgs of s&ﬁety”%@ﬂs @ asg@smeg %@)
o © S &9 &~

Based on the effect profile inei%ﬁrom s@die#&tb {Qpin@m rat, the @@low effects were

imposed on the voles in the ?ﬁodel&The e@t ohe m@stheniﬁa of the hind éxtremities was simulated

assuming immediate moo\lq@hty (@ffec@) ugger ﬁ&ld co&hpon&y mob@y issséduced. Additional

modelling practice in the context of mechanisti

products” (EFSA Journal 2014;12(3):3589) an s%nma% le

indirect effects were ggnulate@y re@ycing & m&ig su€oess (effect B%ngl thg number of live pups
per litter (effect gr all @i’ese@fectS@ dos@spo \relat@nshié%vas %Eblished and within the

ere%%effec\ re@i%poid on e indua&voles@ased on the TWA of the
ingested dose. &~ o\ S o A AR N

model the three

S A Y B
Expected eff@@ W%gcal%@ted baed é?gp@osulz@) ron@e‘ca takegaccording to appendix G of the
EFSA gqii@@lce (2009). @y@ @ S @ @@ \@;w
A o .S S S <O
Results: ) &\ %y o N . SO

5 %
Combining all @%t—c%f: eff Qco@ionss% PA+BHQ) n%impacts on population dynamics of the
common vole_were ¢Rseérv foré@ pose(b%pli@on rate (1x). Pronounced effects on the

population ility@ndré?ese\&nd

1 itiens we obs§ved after application at 2x or 5x the intended
application%ate, demonstratin sei}y@ﬁh% fAbdel when severe toxic effects were imposed.

Howevegs these effe&%) on @)bility@wer@ot ghserved in targeted experimental studies with the

common vole as @@é\sp@ﬁ gf@\once &(K 8.1.1.2.2 /01; _; 2013; M-
476}38—01, KC@A%S.I.I.@Z /&@ .5 2014; M-487560-01): no effects on mobility (and
also no morééckgty) w%e o@ed owingét weeks of exposure to an average dose of ca. 100 mg/kg
A
SN

bw/d. @
v
N @© §’ ©

Population-level effects on small mammals. Case study 2, Modelink workshop,

in press.
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Therefore the effect condition combination B+C, i.e. without the mobility effect (which is translatgd

into mortality in the model), is clearly more relevant than A+B+C for this species of concern W@l is ©©

simulated in the population model. N g

However, also effects B or C are considered secondary to the myopathy in tat studies ufderl

the effect parametrization. For B+C, neither the 1x, 2x nor 5x application rat@led to significant gffects

on the local population level of the common vole (max: 5.6% at %%A 5x apQ@atign@ate \zi\\sﬂ@

equivalent with a TER of 5. © @ é\a \\ @Q @

Equally, simulating the effect condition C (reduction of litter siZ@@l rat studie§p along; esu@d iné

negligible effects at the 1x, 2x and 5x application f4te on the l(ﬁl population&vel o@the @‘nm@

vole (max: 5.1% at 5x). A 5x application rate is @alent Wit&a R@ 5. @ & & @}

AR IR A TN

Difference of population density in contro]é%. tre&)en&slmuégion%@’ @Q ™

%, (@) Q

& ©
Szenario Si ted licatioh rate X Max{differende compare
&H@? \ﬁfﬁ) X [} &% X ©@ %gmtroll@ §

All effects (A, B, C), 1x D > 1xY O = o L% O
All effects (A, B, C), 2x o K L ol & 1
All effects (A, B, C), 5x S ‘T Sex S ST 6 I90% =7
Mating & Pups (B, C), 2x &) 9 %0 & P O D28%>
Mating & Pups (B, C), 5x 2| . T sy Y9 Q D 58%

Pups only (C),2x s N 219 2:6%

Pups only (C), 5x . D S @5 @ ~ . _93.1%

I Measured on 1 of January &€each year, in wHich app@tion%@re sir©@l§ted. e $<9\ §

24\9 @ @ @ 6 °\ é (ix "\
Conclusion: NG @9 @ § 2o S &
It could be clearl em@strat@at @o%tem} @cts population@evel would be expected in
common vole é@pul@ns ex%osed%at th%maxir&ﬁn reddmmeiid
scenarios, evéw if a rst;&@e exp@sure%cenar@’ and@eal' wogst-case effect scenario (A+B+C)

is assumed& or more rg&}istic t\gﬁ@if@g effﬁg@scenc@yos, 9 gﬁ?'rm effects on the vole population
level w/@predicted e@§h at @he imurg rec@nen@ ap@ation rate.
o\ @ o\ K g\

ed application rate in an orchard

@ & & O

N S @ 9O
@\9 skeskskosksk @

9 & @ G S~

;2014;M-

—
| ooy o oD |
Title: @7 \f@on-GQP interim re@rt - iminary results of field study to monitor the
@pot%ial e%«:ts 0@ fu de on small mammal populations in meadows in
x> %o
N Cgntral Burope Q §
Report No: s RI223§- @ &
Document Na; M-488499- N
Guidelin N N ideline at tHie time of study conduct (recommendations in EFSA GD
Y RN
29 & -
GLP/: \@ Yes (sfady is conducted under GLP, however interim-report non GLP)
SIS
& SR
W
Objectiyes
The objective of the study is the evaluation of potential effects of spray applications of Antracol
WG70 on Common vole (Microtus arvalis) populations based on the comparison of live trapping data

from treated plots and untreated control plots in meadows. This interim report provides an overview of
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the initial phase of the study, i.e site selection and first application of the test item. The study protocol

is included as Appendix to the interim report. ©©
@\ (g
Material and Methods: @b &@ ©®
Study site v IS N
Study site selection was piloted in the federal states Thuringia, B@—Wﬁrﬁem‘b\@, }{@§e (gi{f@
Germany), and the provinces Alsace (France), Arden Luxembm@;) and Luxe&burg%@elgi N
Based on pre-trapping in spring 2013 and 2014, a suit&ble study siteé@s identiﬁe%g i@ theQ @acé N C&é
@ S . Q) S @
Methods N R @@9 @ & @}

0 o
The work included searching for collaborating %s, live %pp'g@b of sifgall m@qmajs&o chj\i@ for
o N2 . S
local distributions of common voles on & eraltud&plots@%and 1cay§ f% all necessary
permissions needed for the realisation of TJ% stud&”tra&ﬁng, arfitnal mar in@produ@ ap@ io@on
Bl US ©
meadows etc.). L NN R
U s . . @ °} @ @ > N X
gglan’ multiple capture live traps e used for kiye trgpping..Lach t@ was@aited @ith rofled oats
which served as food for captured&a@lmakéBem@ n 26.and Sg@rap@}ere ced powt\?@tial study

plot. Traps were activated for tra%ing@g& the @yeni@nd @cke&@l tl’?’l orn. Préstrapping was
O
@ Y &

performed in spring 2013 annggb’M. © @ ' @Q % o
A & & > SN .9

Results: .9 © @Q S N § @ S
. S . NS
A total of six study sijtes we@exa@ned &e&mbﬂ@y ofta long—%f'm e@ct study of Antracol

o,

WG70 on populasgof th@on@en vadg in @do JThe s@tabi@/ of t@% study sites comprising

different parametets are @mma&%d i@ t&ble belo®. @@ o @
S N\ & ~ N @
o O N (S m
Suitability of ﬁldy sifes for 4Qommé&a vol&lon, -tﬁh effecd’stu ith &ntracol WG70
© N Q@ X
@@) g}g @V\g @oten@l st@dy sit%@ives{@ied for suitablity
o
S
Paramféter o @fhuf@ Ba@ Hesse | :“Alsace Ardennes Luxemburg
§ (Ge&an@@&wﬁlﬁ{e ber% (Ge&ny% France) | (Luxembourg) (Belgium)
&) (Germany), O

Collaboratin ers & Yé»@ \@ Q" . Q) Y S@j Yes Yes No
in 2013 or 20 L § &8

) O @ | %
gﬂc};e @ ons \@‘J) YesQ Yfei@ @\ Yes Yes Yes Yes

R s .
Pop %Pation size of in sperriatge@ @%ﬁ’n&ﬁ inI;;gng I;I[l)%‘ilng inI;;gng n.d
N U,
common voles &= | "y % § 20140 2014 2014 2013/14
. . )

Overall suitdfiicy ot %@% Not Suitable Not Not
2005 gt 201 | Sutabley | suitable | suitble | in2014 | suitable suitable

! Popyfation célapse ﬁJuneQ\ﬂB after heavy rain falls throughout Central Europe (Study was cancelled);

n.% ot ine@’ el@m was just an option in 2013

The application of the test item was conducted on 13 June 2014 by the Test Facility in

cooperation with local farmers in compliance with GLP in the study site of Alsace (France). The
actual application rate was within +/- 5% of the nominal target rate.
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Report: R e
Title: Small mammals in vineyards of southern Germany @%sw data for @ § 2
assessment of pesticides @ & %\ N &
Report No: M-298157-01-1 NG & O O 2
Document No: M-298157-01-1 o 2
Guidelines: No guideline at the time of %@dy conduc@ﬂrecommen&@ions 1nQEF§@GD@
2009) ’t} @@) Q @ % @}
GLP/GEP: n.a. 2% > PN S
N AN \
Objective: © @ &Y & ©@’ (g S\ .

@1 Mee ting 11@

The objective of this poster published pr&%ntedé?the@gT C%JI‘ ¢ An

was to summarise the qualitative and @ntlt%\/e e@.latloa of a@dy %ﬁ

et al.; 2003; M-237095-01-2; Ger@ laﬁguage)@ond@d om§he S @un 1nhab1t1ng
vineyards in southwestern Germ with artl\lar focus \the urre@e 0 bi (‘i%eus species
y any th & pagtictlang @@ fherbiydtous sp

les). S Q
o o LT E TGS
Materials and Methods: o & @@ @& v \
A capture-mark-recapture-study has beéh cor@ctec@etw?&prﬂ%d /Qﬁust @2 by means of live-
tra Th & Q iR

pping. Three stud}@ies \y@ selected wh h diff redm gro cov@g \

(D a vineyard dev f agy gro@ COV@
(I) a vineyard c@act@&@ed bg@%rassyy\[rlp&ﬁtemiﬁmg W@bare@ﬂ g&) and

(III) a compl@r @@cov@ed unélded&@ﬁey%d ( @

Traps wer%et in @ area 2 of 0@5 h n the@ﬁentre th@vmeys A total of 15 trapping series
consm‘u@of 9600 tra 1ts<@as co cted At exgry sty sitey @ aps were set once a month for four
days. pped srnall rn e&e mar 1nd>1¥9ua§1iy at t catch.

Results: @@ % @ @
During the i v‘, Stigation pé@d S?NGmal&r@mm%@w re@%jetected belonging to 2 species of 2 different
mmon vole @Mzcn@us a lzs—@?/lco e) and wood mouse (Apodemus sylvaticus—

ommon_védes e onl@rec@ed rixthe vineyard (III) in densities reflecting a local
1@‘@) %hls @eyar@\was oci@racterlzed by an untended grassy ground cover on
<

families:
Murida
population (28.8 1
100%% of the area
No voles were @tight i in the
voles/ha), a nl&) ivi
Wood m er@aug}@@l ev@ Vln%@rd in low numbers of 1 to 4 individuals per site and probably
compr \Qs als@spe%mg 1@1duals since the recapture rates proved low.

(ON

) whieh did not possess any contiguous soil cover vegetation (0
1 (0 Sﬂnd/l@ in the vineyard with grass strips alternating with bare soil.

Try;\ﬁmg @@ults o@oml@ vole and wood mouse at the three study sites (average of 5 trapping series)

Site N Coverage of ground vegetation Common vole Wood mouse
©® Individuals | Population | Individuals | Population
[#] [Ind./ha] [#] [Ind./ha]
D) No area with contiguous soil cover 0 0 08 39
vegetation
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[r— &
(I Grassy strips alternating with bare ‘g

soil 0.2 0.8 X 0.8 .2 o

i D

(11I) Full area with untended 72 288 § 16 & 6. IS

grass cover o AN
Conclusion: A\ @) @}\' %

@

B X
Southwestern German vineyards without full area gro Vegetano@cover repres&;} a&*bopt@l
habitat for common voles since population densities pr ved well bélpw the dens@es f@d i %&theré
habitats. The existence of an untended grass cove i vineyards&is con51dered@0 be @mw@@or t

regular occurrence of small mammal populations @wulaﬂy vole pop *w tlonQ % @}
<&
% Q @ % % @6 o\% %
**&9 * QO Qy @ &, o

@

Report: KCP 10.1.2.2 /x8: 003 SE TRV ) SN
Title: Kleinsdugercoe e St estd sche einbgrge é\a @ N Q
Report No: n.a. (Caroline 196) @ S) ) @ ©
Document No: M-237095- S ©@ SRS R
Guidelines: A 9 9 @6 O & ©© @Q S
GLP/GEP: N DS Q@J > 9 ES) _ Y &
o .
I I S TN

@ ©

Background: °\@ © > § @ y\?

This publication providgs more@azle@@mfom@tlon "fterga@meth%ds r ults aya@scusszon) on the study
behind the poster subpised as ®CP @ 2.2/0% (* ; 200%: M-Z98157-9]).
The information relgxunt f@%the e<@all@ this dossze@s zned l&the sutpary to KCP 10.1.2.2/06 and
therefore not regated Jgre. The, original pu&@catto;&% prl@lly 'S mltt@o permit tracking poster and
ﬁhe@@nwnt@" the o@mal{g%llc@n ©© @

& & & (g %
For EU 1, @yew the stud@i’ansl@d in @hsh is provt@d se&dy suentioned below. This German original
can be éwwded upon r@juest @ Q°

translation ba

Report:
Title:
Report N@%
Docum, o:
Guideliries:
GLP/GEP:

Backgrou > N v

This 1n-h 1se tra@aﬂo@@lms@prow@ access for non-German language readers to the more detailed
1nforma@) nygteria met , results and discussion) on the study behind the poster submitted as
KCP%L 1 2@%7 ?fp et al.; 2003; M-237095-01-2.

TI@ 1nf ation relevant for the evaluation in this dossier is included in the summary to KCP
10.1. 2 6 _et al.; 2004; M-298157-01 and therefore not repeated here. The document is
primarily submitted in order to permit cross-check of the poster with the original publication (in
German language).
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skokokokk N
S @

N S £ e

Report: 6; ; : 012;M-44Q%2-0{\ < @
Title: Determination of the residues of ptopineb in/oiparley after é%y a@hcaﬁgﬁ@ &

i <
. of antracol in northern France@germany, Spi@ and Italy 69 Q o
Report No: 11-2956 Q o KT g )
Document No(s):  Report includes Trial No Qo?(@ N @@ R © &
11-2956-01 . ’
11-2056-02 & @
11-2956-03 % Q%%a
11-2956-04, 7 N
M-443162:-01-1c% .0 @ &6 . ~
Guidelines: EU-Ref: COUI@% Difective 91/414EEC of Julyds, 1@2§%
Annex II, p&@ A, ion¢ and ?Agnnex\fﬁ, patvA, s ion§ ©
Residues ifidor op Treated Progducts,Food Feedk ¢)° -
EC Guidgdance workiirg dofmene702944/95 fov.5 (1997-7-22)
US E@ OCSPP Guideline No. 860.150 P @)
GLP/GEP: yes v O S e SN L2
GO
~ N 2 § FOpS N %@ <&
Summary: , ) 9 O B \© RN
The purpose of the y 11@955 t @eten‘@e th@%agt@tu%e ofthe relévant residues of propineb
(propineb (determihed V@CS?Q V1$D1&)%and PTV) inten baég@y (@1 material) after one spray
application w1§%nt®ol (V\%} 70 a wager-dispersible gran§s forfaulation containing 70% w/w
propineb. TheSstudyt clui\lg fouruper%ise@ residueditials ®ndugc§7@d in Northern Europe (northern
France and?Germany) and S%%er@rope@%\spain@ynd fealy) dring the 2011 season. The actual

D
applice;@ data are @g‘%sen in fo lgwinﬁble his @a reflects the intended application
o o °\

scheme. §§; QO é\a \@ @%\ é @%
& S & 5w
Dates of expe@men@vor@ Ee@ary@bto A@l 09@ 14
QOO O N O D
¥ o K & o
=) N @% W2 %
@7 @ Q SENN
N N &9
X % @ R N
N (g @\ @Q &©
2 A g} N
RS
@ < Q & ©@
N
AN
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Application summary

&
Application {@V 4
Trial no. . Appl. Treated No. Growth il"est er %\&ppl.@
Country Formulation mode area/ of stage item gate as. @ °R
Reference appl. | (BBCH rate T /ha) S &
PPL | code) | (kg/ha) & |.aw/ha)
11-2956-01 Antracol SPI GF 1 25 2.0§ 300 p{@inqb@ 1.4+ 1
northern @, & AN @Q
France V @@ o NS N
11-2956-02 |  Antracol SPI GF 29 Qo 30 r@ﬁeb ST
German @ S %\9 P @) LN
y @) d 5 @
11-2956-03 |  Antracol SPI GF 30 2 0 opineb|  1&%
Soen F| O3 8V ] Y
11-2956-03 |  Antracol SPI GF 1 ¢ 36y |20 =l 3009 | propineb| 1.4
Italy Q @ g}\ﬁ S @%

P @ & =
a.s.: active substance, Appl.: Application, SPI: Spraying, %Whole@wea @ Q %\J @@ Q @ g
. X
The analysis were conducted accordné@o th¢ \lo%@@ an@%ltlcal @%tha@:\ N é\a ®)

%@®§ﬁ§§§@
Y
Summary of analytical method €p terla to th@; stud& @\? o @Q N
Active Analytes @ M&hod nu@iber@ ng@)i? u@lﬁcafﬁ% [n@ﬁ?g] “Measurement
substance § S) principle
propineb Propine @699 (g o.@@ «© @ HPLC-MS/MS
(calculated-as €S,) @ A N X A
PTU @ e 010@ 4 O « 001D & HPLC-MS/MS
Propinelt®ia PIRY) | .~ 01099 &7 \ @ 0.052% N HPLC-MS/MS

S . . 2
R

9 fortified as PDA, de@nme%&l 2- déb&izoyl éripylene d&mme ( ]&%ISBZP@ calg d a @@pressed as propineb

Propineb 1@251eterm{f%d V1§1§PDA@§expr sed a| ropm§) and via %.z (expressed as CS») according to
method@o% The m@boh@f p@neb P 1@eter@@ed a»s% TU (expressed as PTU) according
to method 01099.

The average reco@es we%e wi thmccep@le ra@ 1 10%. RSD values are below 20%.
The level of res@ues @p (@erm fied vigCS, @ via PDA) and its metabolite PTU in the
treated samp RISS Dare @md inthe ta&@bel&v@ So g@jecoverles for propineb (determined via CS,)
were corregted for the a}@re mdu@f @n thgyControl samples. Results were not corrected for

concurr recoveneg\@ Q @ &o@ @\%
o S & Q@ N:
¥ & Q
e . @ & Q
@ O é@ ~ @
N O S
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Residue summary in/on barley
@°
Residues ¥
a.s. propineb AY @
Trial No. Sample . . Propineb (via CS,) PTUS Propineb @15 P
Country material DALT Proplneb' (via CSy) determined and | determiied detertnined 48
determined and . 2
expressed as CS,* expressed as  [and expressed 1 @mBZ@A
propineb** as PTU expr@ed a@ropiag}%_
0 24 D 45 K021 N 35 S
1 20 - 3 QR 0 IR
11-2956-01 2 17 32 Cl019 Q36
936-0 Barley green & § . Q Q © f?&
Northern | == 7| 3 30~ 57 N 008 | & 1T &
France 5 25 4«% .| 0.07 &@@.4 \\@w}
7 18%, 19" sa | =008 o] N 33
) &) ¢
10 0,64~ 5 012 0 [§0039 ] & 1) o
0 IR ENE E 06 I {21 §@
1 Q@§ 1%; o ¥ o €20 & x, 18<
2 16 0.2 15
11-2956-02 | Barley green @Q & s < § @ \,Q w @ €
: 3 N I B 0dY S w12
Germany material 4 S S S q SN
5 & D130 & o ] b7 S 23
T [T 081 @ <15 gR [ 0060 | & 16
10~ M S | g 0858 {7 03 | 0.86
J0 Y o7 IS 33 o] 23 33
“ 1@@ o 16 @g @‘13&\ ‘\ﬂo.l%@ 15
2 N .8 11 0. 20
11-2956-03 | Barley sésen @ = &
. U3 QD Use o7 Y @16 13
Spain maggtial  Q ° 2 ) N
ke Y EEN R NN 6.9 D[ 019 8.9
> 1 |© % N O 34 d. 010 3.4
. U v ¢ 0558 | 10 =] 003 16
| © DPEERS &) a
S 0 | &LieD @%1} 0.22 379
AN \@ 1O a0 . O ™~ 2 Y 0.17 17
< BT N7 2 0.33 22
11-2956-04 | Barl y§een N N
S BRSO ES D7 0.29 15
Italy maferial Q s L
@ O JO @& O] @sl 0.35 9.8
A O S 0.19 52
AN &) &
Dé@% & 10%? & 2{.\\ E 43 0.26 47
DALT= after last treatmgnt, a.s.= aCtive substance
* Fact%or conversion of g@into ineb: %idue C@ 1.90°3\©
? Samgle evaluated usingt%e poi 11brati%1 Q @
® mean of duplicate analyses (35.9and 3&§Qng/k% &©
& %% § N
S @
@ § o N © ok ke ok
& &S
{N @@ @ o v
S
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Report: kep 10.1.2.2/1 1 [ N 2o 15; M-513857-01-1

Title: GLP field study to monitor potential long-term effects of Antracol WG on @
vole populations in meadows in Central Europe S @ S
Report No.: R12238-1a ~N S
Document No.: M-513857-01-1 L «© 4
Guideline(s): No guideline at the time of study énduct (recom@%ldations iK@SA 6D
2009) ¢ o> SN o
Guideline - R @ § é\ﬂ
deviation(s): @} &© S | ©
GLP/GEP: Yes Q- @ $ v @
@@j . @Q} «:»;7\ @ 6\ %@
Aim é @@ %, & @%’ N o
— v, O >y

According to the Regulations (EC) 1107/2%09 ‘g}h@ossi\@@ advé%@ej effects ofcrop p@ect@ro@e&
on wild vertebrates have to be assessgtﬁf Eﬁg}ts are, dep&@ing Qn th&@her@t

ducts and their exposure to wild Vbra%Q}, as as" the s@%lo @ﬂf thog&spe
pro p ey Zellasm g @ p
The aim of this field study was to@@ves‘c&e the, poterttial loﬁe%ﬁfecg&f s
Antracol WG70 (a.s. propineb) ogwild@populajions oF sm erl& roug@nampdals (cémmon voles)
living in managed meadows L@@an o © Q@ﬁ@ @ Q & N

& & & S @ ©
Managed meadows were se%cted@s stu@?ﬁelc&as suggogate or gr@f?y grépnd yegetation in arable
fields, orchards or Vine{@ds w@re wle ;@u ati%ls m’%h;t bm@pos@to %@pineb after use as
agricultural fungicide% ISR Q 6@ S o .
The application scepjitio Wa@des@ed t@pre@ regs%c wo@t caés%expegﬁre of ground vegetation
resulting from r e @posi{{) aft@ cgnopy, sfpay tmelkg at 2x1.575 kg as/ha with 70%
interception an&@ 7—d%ner—api§licati%n intq%&al. &\ @ §@ ~:§
Material andMethdds %© O« ) & @b S @
The study &pas conducgggl on %@n V@y figlgs in the Alggee, F@ce. The meadows were selected
based &lﬁ\esults fro%@pr@w e trap%ping @sio@or}@ed in spring 2013 and 2014 (KCP
10.1.2.2 /07). N &\ WO N N RN
. NI S .

The size of the study fields :é.@d fr@ 0.6 (®1.1 h® Fougstudy fields (treatment) were treated with
Antracol WG7©8 a.s. @pin at a@@ppltion@e 01}:§minal 472.5 g a.s./ha in a spray volume of
200 L/ha acéording&o A&ffeult 'é Pra%ice (@P) and in compliance with Good Laboratory
Practice %P). Applications @e r ctoed%)vicg%@ie first application on 13 June 2014. The second
applicatiopn was carri&%out 6R 20 June 2@. %four remaining study fields served as control and
werextreated with @% L/@pf yv@r (rol%@ontrol and treatment fields were selected pairwise in
Vici}ty to each other t@avoi@patiaffe@ of microclimatic differences, predation, structures of
meadows, Ve%@f\io SUITO ingﬁ@c@. Q&
The prepargfien of\all ei stud&ﬁel @used before application was similar in terms of fertilisation
and man@emel@@' he fzetds h@ been mowed between 02 and 06 June 2014 before the applications.
A liv&f@app ca@aigns carried out from May to September 2014 in order to assess the
occgsence n e a éﬁbopulation dynamics of common voles in the treated study fields compared
to%e C(}Q@ol fields. A~total of eleven trapping sessions in each of the study fields (one trapping
sessio two consecutive nights of trapping) were carried out. The first and the second trapping

session were conducted before mowing and the first application; the third and further eight trapping

sessions were conducted after the second of the two applications.
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A total of 80 Ugglan multiple-capture traps per study field were used to live-trap common voles. The
captured voles (> 7.0 g) were individually marked with Passive Integrated Transponders (PIT@nd

released at the site of capture. @
The trapping data were evaluated and presented as abundance values and pop@on parame{ as @
follows: \
R > § %
Abundance values include the following parameters: > ~ é\ﬂ
Captures and Trapping efficiency (captures per trap nigh @@ @ - IS
. Minimum Number Alive (MNA) @} &© é\g QQ § Q&©
o Recapture S Q o & @) &@
AN SR R
Population parameters include the followm&paramfters@@j v\,\ %@J @b \% R
o Body weight @ é*ﬁ @% v @ % .
y & & © o X
° Reproductive status % O N N @j @
: RIS IS S
. Sex ratio @} \\ O S S S s S
. Age structure Q 5 é\g < AN O @ >
ST SIS E e
ST A

calculation of the “MinimuniNumbes Aliye” (MI\@) was, con b t &ful parameter.
The MNA is an estlmate based éﬁ the §ém (@all 1n@(11dual kn@n to. b alivg) during a specific
trapping session. Accor&mg to this me@@odo y anindividwal is %now@ ha@&‘oeen alive during a
specific trapping session if i Q@d ﬁﬁlred &Rher ng-th Q se@on o&both befote and thereafter. The
MNA can be co ered as tlo@s‘un@ an@ prov1@s a ‘Conservative value for a
population size wlhipch ca® \c (féscrlbe\the d i @tha@o u@&n.

To assess w. r th@\eat ent w&h Ant@ol 8@70 d an@fect% populations of the common
vole, the results of the foul\t,rean%ent ﬁel§§ we@om@d with thqi@)f the four control fields.

% S O

° % % @
A & @ & o \@Q N \&
Ny o
Results § & < \© @%’ & @Q
s & & o~
& s &
AbundanceSilues NN D
un' ance values @\ %’Q @@ @@
Trappinggata (Tab. S(I% QQ @ N R

The trapping data aﬁ@pres@ged %}&aptu@ and %pmg efficiency (captures per 100 trap nights) over

theEield Phase (1760 tr ights).” <

The study endpoint was the ev@%o&g@ po e lang-te fectg on v pogftlons §herefore the
e a Imos

@7@@

@" : Y & : :
Table S1: ﬁ& T%app@at%;@esen@i as number of captures and as trapping efficiency
Q
Q R & %, ~Q Study field no. Total
SN N S

O @y | Yo o | 140 | s | 6© | 7@ | 8© | Treament | Control
Capfiires %383 <§ 41@ 714 728 506 443 4n 443 2074 2026

mg @
(Z@uenc 2| 8 q§4 40.6 414 28.8 252 26.8 252 295 289

(T= Tre@u C = Control)

Over the study, a total of 4.100 common vole captures was recorded within the treatment and control
fields.
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Minimum Number Alive (MNA) (Fig S1

The Minimum Number Alive (MNA) is presented as minimum and maximum range for control tﬁﬁs
(grey shaded) and the arithmetic mean for the control and treatment fields. @

Over the trapping period the MNAs show a parallel population development jthtreatment anQ@ont
with the treatment fields starting at a lower level than the controls (sllghtly outside the co%rol I
This relative difference changed not remarkably during mowing and the apphca‘ugn@ oll
trapping session 6 (calendar week 29) until the end of the(ffapping period e initial di ren&&ls
compensated and the treatment populations remain with¥ the range of¥ e controls

repeated measures ANOVA reveals no significant dlfkrences inp @a‘uon dyn a RiCS bgien
treatment and control fields over the course of the widle trappmg riod (F = 09 p >0.0 ing

trapping session 1 +2 (F = 0.9, p > 0.05) and dugifi¢ trapping sgssion 3711 (F@ 3. 4@ > 048)). @§
%@ @Q & %\ 6\ o\%@ 2§
O o @§ v&@% @Q < <\ .
Control (Minimum - M%um) %&Contr | -%—AM Tr@nent @ <@j @&
140 - & &Y. © %> §
& Al QA
120 | ® SN, @ <& @ S

@@@%
@b f

Minimum Number Alive (MNA)

©<® @819‘@‘21‘2@)\23‘2@&‘@‘26%%\\28‘ ‘30‘2‘3@34 35 36 37 38 39‘
@ Y @ % é\ Cale@wee& y\?

F 1gure@w M1n1mun$uml§ Allvéqé(MNA) du@g th&@leld@hase in treatment and control

(AM = etic %an M EMowin; r?tbAppl@%tlon A&\Second Application; Calendar week (CW) 18 =
Trappl% ssion (TS) 1; 1=982; CW
5 (&

D oL S
o N V. o O X &>
Recapture [%6) <
The pe{%@ge of rec %tured mples §@s areg;omparable for control and treatment fields
i

(Table In general\ € per ntage of r tur@females is slightly higher than the percentage of
recaptured males. >
v\g v
N Y Q N
Table S2: @°® Capture ag@(i re@ﬂur@%f males and females on the treatment and control
S fidlds
L & >

L

y

h)
B @é& & f,© Trea%ént ﬁel}ggl =4) Control fields (n =4
ex
@ @aptt«e [n] @lecapture [n] Recapture [%)] Capture [n] Recapture [n] Recapture [%]
Ml o s L 230 35.1 623 234 37.6
NI &) 9
@emaleg& 901 424 47.1 840 406 48.3

&

Fig. S2 and S3 indicate that the percentage of recaptured males and females is on a similar high level
in treatment and control over the study.

Qb

@
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O Captures Treatment M Captures Control O Recapture @ @6
400
350
300
g 250 Mowing and applications CH
§ 200
2
E 150
2
100
50
0 - Y >
‘o
1 B 6, 7
@ \\Trap@sesm%
@@ N @g x
NN N
Figure S2: Captures and recapt@es male%m tre@me
@ S
@ & @
S S &
N @4\ &
@DCapt@es Tr@nent Cap&res Contral  ORe
400 S) Q @0
v > 2 O

%%8
@ﬁ

R
@50@ owmg&and agghcatlo% & ©U© @
& 5 200 4‘ @ @
£S élso & @ 2N Q
2 ° N
1
@50
©@
3

<

\
Fig%éé S3: Captu%ﬁs a@eca@&;ures @fe s in treatment and control
FaEE
2
The recag@iire d1 1@a1 c@non voles over different phases of the trapping program is shown in

Tl@%rce r@,@"- es o@e t@l recaptures reveal no indication of an adverse effect.
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Table S3: Individuals during TS 1 — 2 (period before application) and recapture during
TS 3 — 4 (period shortly after application @ S
Sex Treatment/ Control Individuals [n.] during trapping Recaptured .individflals [n]glring Reca (%] (&
session 1 —2 trapping session 3 — 9
T S Koo &7
T reatment 34 0 Qp 0.0 @
Control 75 2 NS
Treatment 40 A igq\a ’ g o ﬁ ((i\ﬂ
Females
Control 62 \ [\@ @) Q) 48 @ I
Treatment 74 & Q)] R @v 4((@ D
Total @) < &
Control 137 Q &o & & (0\
U \ @J
Table S4: Individuals during TS 1 - & (per d be@ apg;ﬁcatl&@’ am@ca}iﬁre d ﬁg
TS 3 — 11 (whole period @fter agplication
(vhokeperod e pplcon) 55 & o o
Sex Treatment/ Control Ind1v1dua;is[@rlzﬂg@?pmg\\%ecgﬁﬁe:l;‘ Vslgllol?l%_@ll f urmg R&g]
EE Treatment %@ 34& AN “ @ o AN @ 1 % ,@nQ &xﬁ
Control QY K, S o 3 Sg S Y ey 53
S 2
Females Treafment @ &0)4% FJ/ S @§ ©©4 © f’Q ° V100
Control o ey S|l & 30 9 129
Treatment S N v N N @ €5 Q 6.8
Total S «C \1 7
Control @» © ) Q12 N Z) 8.8
Table SS: Indiyid @un@ TS £ 4 10 s@ort fte apphc&%n) and recapture
mg (pe@)d towards e end ield Rhase)
IigllVlduaNn] d g trap M ptur indivi s [n] during o
Sex Treat@/ Co tl@ & o §e88i0 &N 4 & trasifing Sg\/ 511 Recapture [%)]
)
% q 44.4
Males &%atl:l@q q © <E§9 S e E
¢, Contrdl & 7S @ /‘2\7\7 (T 64.7
3 U JJ [\
IR N Treatmen(:@ S @ 13 0@ S \} 10 76.9
Control? - RN 13 50.0
O RN B S
T t 22 14 63.6
Total re@r@ o > Qv ) &
é’@.tml @ @ @ 4{% @ IS 24 55.8
(o
@ @ C .
Table S6: Indlv rm —@ shortly after application) and recapture
& du%lg TS\E— lléférl s the end of the Field Phase)
\ind iduals [ urin; ?@ppmg Recaptured individuals [n] during o
Sex Treatmentﬁ@ntro{l% % % h3— og ontineedon il Recapture [%]
Treatment 0y @\ 38 @ 13 34.2
Males @0 N %)
< ntrol S 6@ 20 32.8
Qiratment & Y o3 26 68.4
Females S ®) . oY)
N (‘{Q‘u rol & S 89 37 41.6
¢ ©
tmegqt 76 39 51.8
Total%, ©§¥% . me&\) g
& @ Confial* |, " 150 57 38.0
G A

Overhe abundance values (trapping data, MNAs and recapture rate) did not reveal any
evidence for treatment related differences between populations of the common vole on control
and treatment fields.
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Population parameter

Body weight (Fig S4 & S5) . @ @6
N
The body weights of individual adult males and females are presented as minimgm and maxi K
range for control fields (grey shaded) and the arithmetic mean for the control «@1 treatment £ields. @Q
N . S AP
Control (Minimum - Maximum) “Al@ntrol -0= & reatment %\ N @@
50 - M Al A2 & @ O ©
K ¢ ¥ &

& & &
C——
—
—

Ep

w
o
L

Body weight of adult males [g]
= R NN
o w o w

o
(92}

N N
S § .9 ¢ &~
o 20 @8 155 25 2 1 B 20 D1 s 1 o 6D 2
18 19 20@ 22 28\ 24 25 26 27 29 QO 31 3? C% 35 36 3

alendar week
S S <<7?§ g s N o@%@

Z
° 9 & NN
Figure §4: @y W@'ghts @§iu§haleé§ tr%tment%nd coptrol
A @ ) . LN Q % N N
(AM = @eﬂc mesh; M wmg;@l = F@ppll@n, A2= cond@ licatidy; Calendar week (CW) 18 =
)

o
o

Trapping§ession £TS) 1; CER1T = T CW 26 =TS 3.340. @
S L ) SCMINE @
©© ©\ Cmtr&(Min%gm-Ma@m) ij&«)—%Control — @ “AM Treatment
Ou @’@ v M 1%2 2 S o @
B GrAVS ©® >
&@ 3 40
3 35
5 N
£ o
B25
810
R 05 %
\ 00
@% 18 19 20 2224 Q&ZG 27 28 29 30 31 32 33 34 35 36 37 38 39
$ %% Ry Calendar week
S &

N
> @ Y

o L & O

%@ @@igl%e SS:@dy weights of adult females in treatment and control

&S @ ¢§ %f = Arithmetic mean; M = Mowing; Al = First Application; A2 = Second Application)

@ & S
The body weights in the treatment fields are very similar to those in the control fields. The only
instance of a seeming discrepancy between the average body weight of adult males in calendar week

26 (Trapping session 3) is based on a very low number of trapped individuals (Control: two
individuals; Treatment: one individual).
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Reproductive status (Fig. S6 & S7)

The reproductive status (as percentage of active males and females) is presented as minimum anc@y @6

maximum range for control fields (grey shaded) and as overall values for the C(%U‘Ol and treatl@lt
fields in. @

& & N
Control (Minimum - Maximum) === Overall Control -0= Ove&ilTreatment @ § @
100 -
90 -
80 -
70 -
X
= 60
g so-
[
E 40
<
30
20
10
00 QD 4 - Q- TR,
18 19 20 2@22 ZK@ 25@% @Q @@1 32&33 34§ 36, @ 38 39
Ca@darw%k Q @ %
RN ©
Figure S6: Actt%e ma@ [%@fl ringthe Fidld Phase m@at it an@control
(M = Mowing; Al = First Apphatlona%Z Secon App 10n dar (CW)T\? Trapping se (TS)I CW21=TS2;
S o
& &8 @ S & o

& C ol (M i XI um, eraIICI Ov@llTreatment
@@'&AIKJ@Q@Q*@

&& § R
X

.9

N =z 7

MR L
§5® % @ %\ s\fé@? © @
2a QO @@’ S (SN
&3()&@@ @ N @ @ «@j
)

&
=17 s

‘ N

N 0 T = (o & T T T )
AN Ov\g %§20 21822 23@ 25 27 28 29 30 31 32 33 34 35 36 37 38 39
@ @ & Calendar week

Q

Fi @re Si%ctl@ema%s [ e, during the Field Phase in treatment and control
@ M= ﬁ?wmg Al = First Application; A2 = Second Application)

The pgre f‘@nt @ s and females calculated for the treatment fields is within the range of

imugy 1muﬁa) of the control fields (except slightly higher in trapping session 8, CW 33
foﬁ CSQ@K]. in trap: 1n§ess1on 10, CW 37 for females).

No si@cant differences between the percentages of active males and females between treatment and
control fields can be detected (repeated measures ANOVA: Male: F=2.5, p>0.05; Female: F=1.7, p
>0.05).
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Sex ratio (Fig S8) .
The percentage of females and males in the treatment and control fields is summarised in Fig S8 @ @6
Treatment Control @ ®
oS
S RS
S G
421 (36 SN é\ﬂ
\a Sy O @
P & &
57.9 AN @4 < C&©
N & K
& N 2
. AN
N 9 Y S N
Q %@ é\a % .
O Females [%] B Males [%) % (73 @ QlFemal ] @Vlal @7 @&
. LRI N § )
Figure S8: Percentage of females an%émales\%n tre@men& d c@troﬁlq;\ IS ©§
No differences were detected betwe@Qrea%é%nt a@éor@ (Ma@l W§ﬁey @St; QO,%).
S ~ N %
Ry o D @® o & &
Age structure (Fig. S9) o . V& S P e
£ & SR T & @

@)
The number of adults and ju%nilés%in th @ﬁat t and@ontroﬁﬁeki@g% spr?@nari%d in Fig S9.
Juveniles were found du,rf@ the Whole dy ithe tr@aﬁne%ﬁeldsz\iﬁ com@}rabl umbers to the

control fields. S @ o *o
9 O & . N )
N & e &> O S O
@ S | Its@ment lAdu@%ontr Dlu&eniles @
ERCITCaC i it
S N —
©©4oo > 0. O «F & 0 L !
7, 7 @ y\ﬂ (f@ QN\J & N 37\7\9
. [2 2 350 ) YO @ (¢ -
&@ ‘g 300 @@owzgnd a@;noni § § : ©§ ]
7 250 . S N
g >
éy ~
%% 2
% o
N
@° SSEVES
Figure S9:§nb r%f a&ﬁ% andj uve@'les during the Field Phase in treatment and control
Yy O & 9

> S,
@ @ . Q : : .
Overallithe ulation peters (body weight, reproductive status, sex ratio and age
strugture) e ent'study did not show any evidence for treatment related differences
b en @)ulatio S oﬁe common vole on control and treatment fields.
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Conclusion

No discernible long-term effect on wild populations of the common vole living in managed ﬁel@d@s @6
surrogate for grassy ground vegetation in arable fields, orchards or vineyards) in France was foaad @
during the Field Phase of the current study, following two spray applications ﬁntracol W (a8
propineb) at an application rate of nominal 472.5 g a.s./ha in a spray volume @200 L/ha acc rdi‘l&ﬁo
Good Agricultural Practice (GAP) and in compliance with Good Laborato% Practice (G@. L o

9
% o '24\9
?Cﬁ & SN S e
« R v &
Y
. @ . Jese Ql Q. A
CP10.1.3 Effects on other terrestrial vertébrate wildlife (reptile d amphibians) @
s lif (rep é@ amp )

)
U

Information on effects of propineb on reptiles of e phibians i@aot a@%abl@gNo iy
with terrestrial amphibian life stages and regfiles avajlable aé%lv no fisk asses
o avallble

established so far. %G (@) &
v © KR
> SO §

R Q @
Q" N 0N N - SN
F D Sa Ly §@ <
D & 0 9O «¥ N O
¥ S SR
2 9 Dy @ v
S & & & o &\
A @ \@ S \@ % \@
SIS
& & & & .~ o
QS L LS
@ 9O g © o .0 %
A N
S\ L 4+ 9 @
o & @ &S
@7 S R N &@ )
> < S . © Q@ 3
S @ &@\ O
@%
@ \%% § N @Q
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CP 10.2

The risk assessment is based on the current Guidance Document on Aquatic Ecotoxjc@gy

>
&

Effects on aquatic organisms

SANCO/3268/2001, rev 4 final, 17 October 2002. Some implications of the
Document (EFSA Journal 2013, 11(7):3290, 268 pp. doi:10.2903/j.efsa. 20
notified, have been taken into consideration as well.

W Aquatlc (ﬁo ydanc

€

90), which is no@t

@@

% @@
Only endpoints used for the risk assessment are pres%gﬂd here. F n overv1e§)f aﬂ%}wll
dpoint b and its metabolites pl fer to th t t ft C
endpoints on propineb and its metabolites please re e;@} o the respez‘Qsec ion o 1@ @ oc1@e
) ° & &
9 &
Risk assessment for aquatic organisms o) Q} Q\@ @Q ©\© w\,@ @@
N S NN
Ecotoxicological endpoints used in risk ass@sm%@ g}ﬁ @j& ©@J @Q & S\ .
® @ R 3 o O @7 o
Table 10.2- 1: Endpoints used in risk as %me < . O
P i MG SIS
Test substance Test spec1e® K /\"\a M&Endpm’mt @iﬁ\? A@ @*:ﬁefereﬁ)@e
O 5Or
. > |~ %, S K \Toz @02
0 F;lSh, ah ? @ C@LCSO 6 6 toN) mg I@%uct/@g
ncor ync mytgss @ IS &S & 282 01 1
T @Y 2.1/03
Invagﬁ%acute S LECo @ 410mg pref?ct/L@ ﬁ (2010)
gphni gnay’ %@ K | M72880-01-1
S KN o o %
@)
sdnver@idie (Bonic O | O - N .
Propineb WG 70 | & ) 07 &s L @ & O 0.020mg pd
~ S @ < & P . o | mossson
)’ A \J < . 3 7 @
S \ede, gr&wth hibitio S & @ KCP 10.2.1 /04
©© Qs ugdokirch iellgg@’ E S 0.2§lg productL | [l 2010)
Qp sgubcapitata % N © @ M-397379-01-1
% 7 S T T o &
S fhec. gy 07 g
S i e |18 S8 -
° N A ° . S M-016881-01-1
QY .
b\’) b RN & >
94 & @ D s IS
@ @@Q \\y@ S LS @ M-016891-01-1
A N
%Q S § Pro®
@, & Q@ @ @ U M-016895-01-1
N @j @
KCA 8.2.3 /03
B
Prapinicb VM 80 I@‘@“ebﬁ@ Siie B 3:loM 1.50 mg a.s./L ¥ I 2004
aphfin ma@a
@ i @ M-086995-01-1
& [y
o & Ol i M-016899-01-1
Y ATJae wth inhibition KCA 8.2.6.1 /04
§ § Ps kirchneriella gbgso 88;2 Eg piggﬁzgi _(2004)
YA "gsubcapimm 50 ' gp M-088372-01-1
Propi QWP 20 Invertebrate, chronic NOEC 0.480 LS %825 (%gi.)
rop@ Daphnia magna ‘ mg a.s. M-252129-01-1

@
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Test substance Test species Endpoint Reference
KCA828/01 & [
Lentic freshwater microcosm NOEC ~0.6 L2 ) 4
Oncorhynchus mykiss O Mg as. E}(ZOOS) @ @
K M-246864-02-1 A
Sediment dwell 0" | KCA 8.2:5.3 /03,
Ch;g%;’us Z;afirus ECis 0.89 mg a.s./L @ @ %@@
@ 2 M-233817-0k1
g Q@ KOa 824104 0
Invertebrate, acute _gm) Q' q
Daphnia magna ECs@ 0112% m/L QM-4818 0%9 é&
Propineb-DIDT @h% 9 é
pine KoM N4 /05
Algae, growth inhibition o G S Q@ Z‘“&i @
Pseudokirchneriella ErC@@ %ﬁ 14 r@’ M/ 4 52%(; ORI
subcapitata R (@) R —'M— %
Y % @ Q AN @ r@ >
@@O\@}&@&%\©§Q% &
8 NS s § AM-0p918-019
g ¥ o Sndi &g
@m i @ of U@@ &@» AN Q-016013-01-1
PTU S @ ©
G & 9
(propylene Q) SN fmgpC |, @
thiourea) 2 FrenaS %@ \@ - L Q @@)16919-01—1
S Xe 4
Q ¢§ N ©® NERT TN "I
o) NV ZEENERS O K | M-016917-01-1
< S, orap D, N Q @2@ & @
@} \© 40 \\ é\ N IPOA NN
9 O wpeapied 2 & O% M-016916-01-1
g 1, & |9 ¢§ @) %@
o\@ R Be, @ é @ @
S (N SEERANEEPS M-016922-01-1
A 0 .9 SRR
SORIE Wty SRS N O 1ol N
PU D N ;@Q @\ @ O Q@ M-016921-01-1
1 o,
o g@) @@Q @© °\© \©\ \§0 @ > 100 mg pm/L7
- ) 2) \g@ M-016924-01-1
=) o SR i
N, M-016920-01-1
O CFishyacute Q LCso 393 mg pm/L KCA 8.2.8 /02
o fﬂvergp@ate agute &U LCso 7.3 mg pm/L
M & AW 4&@? thibition® | EC 49 mg pm/L (2014)
£ 5 s growtiin ;; o N me pm M-488533-01-1
& & O &
S QS
(ON
$ @& ‘@%
¢ &£
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a.s. = active substance, pm = pure metabolite, prod. = product

D The EU agreed endpoint refers to the tested item Propineb VM 80. The endpoint used in risk assessment @
calculated on a basis of 82.3% a.s. content (nominal initial with analysis)

2 Endpoint of microcosm study used in the refined risk assessment 6 @

3 Lower endpoint obtained with a new study ([ 2004, M-086995-01-1) @

4 The value of 0.026 mg as/L that appears in the EU Review Report for Propineb is figistakenly attrlb&ted to e
NOEC but is in reality the ECso (see KCA 8.2.5). The NOEC of 0.015 mg as/L r%the endpomt l@ in ﬁ@rlsk 2
assessment 2o

5 Endpoint of 35 d Daphnia population study used in the reﬁn%@sk assessm@ é\a \ @Q @

9 Endpoint obtained with a new study (h 2005, M-253817-01-1) Q o o S

The EU agreed endpoint refers to the NOEC from the cl@mc test, and Q@endpomt is é@o use@r thggeute C&

risk assessment. SN Q ) @
% $ &
eod > 2 Q @ o @
Note: S @, v §
- Studies referring to KCA are filed in the dossiertor the 1ve %tan % ~

- Studies written in grey type are referring either to studies in t @:orre d1n asel1n@dos ct1V °
substance or to the dossier for the old repres%%tatwe%rm atfon for % inclugion (wh ded@)r
renewal as well); whereas studies in blackdype ares dle‘S\\Q the plemental d\o ier ffthe actlve su nce

0 )
or this present dossier for the new repg@tahg&“ﬁ)ml& n. @9 6}\9 @ @ @
@’ N % NS
€ IR ¢
@ @ > @

Selection of algae endpom&r r&sk ass@@me t 'S &
Processes in ecosystems @ye dof@inan rat @wen and therefoﬁ@th it d&@lopment per time
(growth rate) appears more sul%ble to meas 0 ef e@ in @e Alvs\(g) gréwth r§ and their inhibition
can easily be compagsg betwgen s @es test d ons and tegtyconditions, “which is not the case for
biomass. After nund&fous discusgions, urrei§ test@.ude]@es OECD TG 201, the EU-Method C3,
the EC regulationdfor Classification iﬁd Léb@hng& 1at1®127%§608) and the PPR Opinion
(EFSA Journ§%l 1@4 2007) liskgro \rate%% thesmost suifable Endpoint of the algae inhibition
test. Therefo values v%ll be t%ken 1?@0 ac«@unt for T%@ calculations presented in this

4
p
f@

document. © R, B @ @
N A
A& Q\@Q \§ %éi o \<§ <0
o Q
§ NS N @% & S
@ @ § @@9 S >
Q@ ©© ’ © .0
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@7 °\@ Q @ o\%
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@ ) é@ < @Q
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Predicted environmental concentrations used in risk assessment

& &
Table 10.2- 2: Initial max PEC;. values —- FOCUS Steps 1 and 2 & @§
Orchards * Grapes I 3 Grap @I‘g
2 x 1.575 kg a.s./ha, 2 x 1.12 kg a.s./haQy| 2 x1.4Kkg .s.éh@
Compound |FOCUS Scenario |14 d int., BBCH 40-73 |10 d int., BBCH 40-59 10dink@BC®70 2
PECv, mas PECo, masts, | -PEComid X
el D e o o
STEP 1 189.9 36,10 @ 1 S ©&
Propineb | STEP 2 — North B 1533 N 1068 N Qa6 o
STEP 2 - South B 153.3 Q.08 4 o 37460 Y
STEP 1 171.10°F 100 ¥ O 133¢&p @
PTU STEP 2 - North B 16,35 . 1239 W | D L4410 O
STEP 2 - South B 1635 @ 8237 gy S 2410
STEP | 2059 o~ 9 A91200 A 14@ 'S
PU STEP 2 - North B w50.6t 5.648 A 14921 9
STEP 2 - South B ENEAE 8306 o, | w1581 §
STEP 1 Q 1991 N [ ss433¢ey 49 31375
Propineb-DIDT | STEP 2 - North B [, Y~ #36.03- L R368Y O L& 8867
STEP 2 - South B 36.03 X O 2309 | Y 8807
STEP 1 @] =7 4083 & | @2 877 & 4O 2599
4-MI STEP2-NothhB | ™S &89 7 & @67, ¥ ©°2.951
STEpz-}%;’\ﬁth @1.89§ e S04 L9 . 2951
A Worst case values for early-@pplication i les o w,”
B Worst case values for sin§l°e or p@gltipl{g@applic@ @ § " $ §
S S . N .
S SN QO A N
&L § & & e ° 0
S QN N 9 9 A &
O NS NN Y 2N
& £ .0 O « g @
AN . SEERS .
> o O & & N
A \@ \Q SIPCHR '
> O Q
§ RN > & >
@ O ¢ .0 © .0 @
VW 0O O S & D
¥ o KN & o
<) 6 O oF L&
@7 °\ Q @ o\
S A\ N @§ 9
& v LB g ©
S A O
WA
g &
& & ¢
SEPSZEN &
QAR SRS
S &2 @
@ & <
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Table 10.2- 3: Initial max PEC;w values - FOCUS Step 3
o
Orchards Grapes 1 Grapes II@
2 x 1.575 kg a.s./ha, [2 x1.12 kg a.s./ha, 10 d| 2 x 1.4 kg a(.}s@, 10 d4
Compound [FOCUS Scenario| 14 d int., BBCH 40-73 int., BBCH 40-59 & int., BB 708,
PECov, max A PECov, max A PECodinax A
[pg/L] [ng/L] Ao g
D3 (ditch, 1st) 121.3 ~ - ow,? ~ .9
D4 (pond, 1st) 7.378 S,;) N e o>
D4 (stream, 1st) 116.2 -Q @ 5
D5 (pond, 1st) 7377 & s R Q- A
D5 (stream, 1st) 117.6 A Q- 4 L -0 9
Propineb  |D6 (ditch, 1st) - 0 6.195° N O 2%8 @
R1 (pond, 1st) 7.371 . 0 @ | | 6849 O
R1 (stream, lst) 9845 o2 | o 4381 oy I “17.44
R2 (stream, 1st) 1300 %, O @35> P A 2330) o ¢
R3 (stream, 1st) L8829 (Y 6480 S Y 2495 @
R4 (stream, 1st) & 08 T% SN[ O 4879 Y A 17.15
D3 (ditch, 1st) & 2870w [ NN & L -9
D4 (pond, 1st) O {v48. S v -S & & g
D4 (stream, 1st) 1 <0.001 S N O NS
D5 (pond, 1st) 21747 &1 D & N Jlo -
D5 (stream, 1@5\g <,Q.Oﬁl N @“Q- D ;\x -
Propineb-DIDT [D6 (ditch, 18 |, @%- & A & 147072 & <0.001
Rl (pondast) ©°  1.7480 b 0651 > 9 0.018
R1 (stredm, 1sth 2008 o> | L 0062w Q 0.467
R2 strgam, 1D © 0070 © ~ %0.001 . 0.465
%@%eam,ﬁ% & @28.09> Y150 & <0.001
R4 Gtreath, 1st) © . N19977 &7 D 0081 g, 0.321
A Worst case Valu@or s’&&ﬁe or Q%ltiple applie&%n ~ S @
SRS O TSy &
SIS N .9 S @
TN e < %,
- o & & & N
A RS & O v O
RN SR N
Ta e e &
v O & .9 o O @
Q O © SN NN
SISO
@’ o\@ Q @ @ \%
SN N
S ¥ o o O
g &
& & ¢ &
< N) % S
S S IEY
N @ Iy °
@ & <
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Table 10.2- 4: Initial max FOCUS Step 4 PEC;, values for propineb for the use in orchards (early)
(2% 1575 g a.s./ha) with mitigation options; SD denotes spray drift buffer @
Single application * & g
Buffer Width . PECsw [pg/L N @
& Type Scenario Drift Reglllgctitln > S QQ
0% 50% 75% N )
D3 (ditch, 1st) 95.32 66 2383 ~9.532 é\f
D4 (pond, 1st) 8.306 @153 @.077 087 @
D4 (stream, 1st) 99.83 . 49.92 A 24.96 Y 9483 & ©
D5 (pond, 1st) 8.305 @ 4153 & 2076 Q] 0%31 O é}
5m D5 (stream, 1st) 101.0 5D 50.52 @826 ~> | 41010 7 | &
SD R1 (pond, 1st) 8306 | 4153 |. ©2.076 YoswH |©
R1 (stream, 1st) 84.33, ey 42167 21, Sl RN
R2 (stream, 1st) 111D° @ 5585 b 2093 oo 1117
R3 (stream, 1st) 8.7 oF 6936 O  99.68. Q 11L.8%) | &7
R4 (stream, 1st) A3 S | AL | N 2109 843 -
D3 (ditch, Ist) o>58.54 @ 29.27 N 1063 & 8854
D4 (pond, 1st) Q 4@ N 2297 A @139 ] opass Y
D4 (stream, Ist) < |° 6531 ° 230.65« © | sM5.33 | L76.139
D5 (pond, Ist) Q 4554, h 227 O 1L.13Y &) 0455
10 m D5 (stream, Ist) @, 762.08° |Q 319 A 1851 <9 6.205
SD Rl (pond, IsH) &[S &@4 U277 @b 21139 7| QU455
R1 (stream, 1st)” & £). 78 o 92589 S | 12950 5.178
R2 (stream, B8) O] 88.6 L 3430 1733 7 6.860
R3 (stream, 1st) 2 3636 £8:23 A 7.291
R4 (strgdm, 1sghy> 2 5180 AP 9590 & %1295 7 5.180
D3 (diggh, 1st) N B39O §\6.69;>7 O 33460 1.338
D4{pond, &) - 2 1.473 0.786~ a 038 0.147
D&(stredi, Ist) & 1402 7@9 3%05 1.402
AD5 (paad, 1sH)o) D JdB3 ] 8736 § 0.368 0.147
20 m D5 (feam, Tst) . 14197 | ;57.094Y [ 7 3.547 1.419
SD \@ RI (pondzlst) =.° | oo)1.47% 073 P 0368 0.147
&@ Rl (stregdd, 1stry [ 11.84 AP 5920 © 2.960 1.184
R2 (steeam, I'st) 13569 - 7.843 3.922 1.569
R3 @&tfeam, Tst) O] « T6.6Ly | & 8.336 4.168 1.667
Réfstream) Ist) &° |2 1184 2.961 1.184
3 (ditehSlst) Y @ N9 o @559 1.280 0.512
QD4 (pbad, 1s0)” S| N0TI13.N | %0357 0.178 0.071
S D4 (streamJst) SO 53687 | @ 2.681 1.340 0.536
@7 D5 (pondplst) A7 0.3 . 0357 0.178 0.071
30m D5 (stgdam, 1st) 5426 © 2.713 1.356 0.543
SD =%, Rl (pond, 1s)) . @] D713 0.357 0.178 0.071
> R1 (streanfdist) ¢, 4529 2264 1.132 0.453
R2 (stream, 1s) D 5899 2.999 1.500 0.600
R3 (strogm, N 6.376 3.188 1.594 0.638
Ré(stream,18t) & 24.529 2.265 1.132 0.453
A Single a@?hcat@alue@are wcgﬁt case values and used for risk assessment
% % @
S @
@ & >

&
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Table 10.2- 5: Initial max FOCUS Step 4 PEC,, values for propineb for the use in grapes I (2x .
1120 g a.s./ha) with mitigation options; SD denotes spray drift buffer @ @@
Single application * & K
Buffer Width . PECsw [ng/L] i KR
& Type Scenario Drift Reduction @’Q S
0% 50% 75% 20% NI o
D6 (ditch, 1st) 6.195 F098 13540 "N0.620° &
R1 (pond, Ist) 0.214 05107 @0.054 0.0 |@
0m R1 (stream, 1st) 4.581 . 2.290 A 1.145 D 0458 AV é
SD R2 (stream, Ist) 6.085 @ 3.043 4 1522 o 0809 O é}
R3 (stream, 1st) 6.480 3.240 ch620 > | £.0.648 7 | &
R4 (stream, 1st) 4579 Q1 2290 |. 91.145 Vo4 O
D6 (ditch, 1st) 3.693, ey 1.846) 099 O 0389 =,
R1 (pond, 1st) 0250 @ 0325 b 063 o] |, 0.025
5m R1 (stream, 1st) 38307 oF  @p54 O U827 Q033> | &7
SD R2 (stream, 1st) 4,394 °x, | N9 | S 1.098) 0.439
R3 (stream, 1st) o4.679 @ 2.339 N L'N0 & 6468
R4 (stream, 1st) Q ?ﬁg A 1853 . 0827 9] o331 Y
D6 (ditch, 1st) < 0 - 10,650 2 | s30.3250° [ L70.13®
R1 (pond, 1st) Q 0.135.. | 006 [© 0.03¢ ¢ 0014
10 m R1 (stream, Ist) @, 11687 | 058P A 01 <9 0.116
SD R2 (stream, 1stfS [S 7 U 0974 @t 20387 7| OV.155
R3 (stream, 1st)” & 47 S op.824 S | 0415 0.165
R4 (stream, B8) O] Mie4es |, 0.582 029 7 0.116
A Single application values are W@t cas%values@§ u%@}or ri@%ssegiment Y %
‘2”\? o, o,
F TS e §, 00
@ $ SIS @© @ @
SEIRSENS TG RN é@ @
& £ .0 O « g @
R S S
2 N A SIRS @ ©
> o O & & N
A Q\@ \Q o \@ o \©
NOLE PSS N N
N A RS
o O ¢ .09 o O @
Q0O S & b
S 9 R 9 @
<) N @% y %o
@’ NS INERN
N Q
Q A\ N N
B v S L@ @ N
S v o N o
s N
SARCNY
%o
& < & s <
MO I
<
R SR
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Table 10.2- 6: Initial max FOCUS Step 4 PEC;, values for propineb for the use in grapes IT 2x
1400 g a.s./ha) with mitigation options; SD denotes spray drift buffer @ @@

Single application * & v
Buffer Width . PECsw [pg/L N @
& Type Scenario Drift Reg:lgctitln @’Q S QQ
0% 50% 75% N )
D6 (ditch, 1st) 23.68 84 3921 "2.368 é\ﬂ
R1 (pond, Lst) 0.839 V424 @0.212 008 |@
0m R1 (stream, 1st) 17.44 . 8.718 A 4.359 Y 18 A& é
SD R2 (stream, 1st) 23.36 @ 1168 & 5839 o 2336 0O é}
R3 (stream, 1st) 24.65 3 1232 % 6162 A | &2465 7 | &
R4 (stream, 1st) 17.15 Q) 8.575 |. Y4288 Y116 |9
D6 (ditch, 1st) 14.32 ey 71687 3580 O 1432w
R1 (pond, Lst) 098 @ o493 &  O0@k6 oo | 0.099
5m R1 (stream, 1st) 1270 of 6352 O 176 o'l27®) | &7
SD R2 (stream, 1st) 702 ° | ON850%, | S 4.2%) 1.702 {
R3 (stream, 1st) o>17.96 @ 8.979 N 4490 & 1796

R4 (stream, 1st) Q 1250 N 648 N @T24 LY ox250 Y

D6 (ditch, 1st) < 587 - 12,393« Y| sM29 [ L0519
R1 (pond, 1st) Q 0.543.. | 027 [©70.138 ¢ 0.03%

10 m R1 (stream, Ist) @, 24600 | 2.3 A 1350 <9, 0.460
SD R2 (stream, 1sPS [N 6464 U 3082 @t 21541 T Qv.ele
R3 (stream, 1st)” & 6505 S| @252 S | 16260 0.650
R4 (stream, B8) O] Ms2aey |, 6.263 13 70453
D6 (ditch, 13t) 2. 2 1499 00904 A 0.282
R1 (pordy 1st) o 20368 AP Q184 & %0092 0.037
15m RI (s@oam, 1st) 7 500 O | S1.250 ©0.625> 0.250
SD R2 {streamast) o 2 | w_3.349 Q1684 {087 0.335
R@y(stredin, 1st) & 3.534 1987 9 0883 0.353
SRY (streath, 1s0) D RH#59 @.229§ 0.615 0.246

A Single app%cation Vdltes af&wor%ase \%lues L%ed g@is%&ssn@}@l@
o Lo R
S AV
o ° o °\

%
§
/@é

N N
5 & & & .=~ o
o NS s & o
N
S\ L 4+ 9 @
@’ 2 S @ o
°\ Q ®\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
&%“ﬁ@@
&§§©%©@
&¢ls
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Table 10.2- 7: Initial max FOCUS Step 4 PEC,y values for propineb-DIDT for the use in
orchards (early) with mitigation options; S and M denote whether single or
multiple application lead to the maximum value; SD denotes spray drift 2 er g
Buffer PECsw [ng/L] © @° §,
Width & [Scenario Drift Reduction Qy S . <
Type 0% 50% 75% 0% O &
D3 (ditch, 1st) S 22.55 S 11.28 S |x.3.638 S |.23255 o
D4 (pond, 1st) S 1.968 S 984 S o 0492 |28 0.1979,
D4 (stream, 1st) M | <0001 [ M | <0.001 MO <0.001 @ M SF<0.081 S
D5 (pond, 1st) S 1.967 S £ 0.984 S” 0492 SQT 0ap7 |«
5m D5 (stream, 1st) M | <0.001 | M <0.001 [vm J-<0.0081 | M | £9.001, 19
SD R1 (pond, 1st) S 1968 | 9| 0.984 S @ 04%2 JOS & 0.19%
R1 (stream, 1st) M 0.057 M | 00572701 M | @057 &) MY 005
R2 (stream, 1st) M 0.070 A M @~ 0.020° | M [o0.07058] M 0.070
R3 (stream, 1st) M 0357 | MY 0897 ROM © 0357 | M |gi357a [
R4 (stream, 1st) M 0310 [- MW | ~0.319 MA | 0319 M 4 031®
D3 (ditch, 1st) S 13.85 S 26925 & [ 34637 S | 1385
D4 (pond, 1st) S | 8079« S 0.539 X o027 S| 6dos
D4 (stream, 1st) M [S0.00h | MY <0001 [0 M <0001 [ &1 |ex0.001
D5 (pond, Ist) sa)y 1.079 | S 053981 S| @270 S, b 0.108
10m D5 (stream, 1st) M T 56001 42M £%0.06D | af [ 0.0060] M | <0.001
SD R1 (pond, 1st) oS [ 1079 S 04839 [ 02700 | S 0.108
R1 (stream, 1st) v M 007> | M | £.057 4 M 7T 0857 | M 0.057
R2 (stream, 1st) &| MO 0630 [ | 16.070 M| 0070, P M 0.070
R3 (stream, 1st)> | M 0357 M 038" | M [« 035807 M 0.357
R4 (stream, tsf) M | @0.3199| MO| 0319 M| 03192 [ M 0.319
D3 (ditch,dst) P SN’ 3.167 | .S | 21383 T SO 0192 S 0317
D4 (pondJst) & | .SO] 03349 S 01749 s | ¢9.087 S 0.035
D4 (stgm, 1s0)” | M | <0001} M <0091 | @M $5<0.001 M | <0.001
D5ggond, 1Y L S F6034% [ 8] #1474 NS P 0.087 S 0.035
20m D5 (Sireanyy! st) M [ <0001 | @1 | €0.00010] MD | <0.001 M | <0.001
SD _|E (pond, 1st) S?2] 8349 S [Coam | o8 0.087 S 0.035
«AR1 (stream, 1) | XM [ &H.057 MO 07 AWM 0.057 M 0.057
AN R2 (stream, %&t) - 0.070>> [.MW | 0070« M 0.070 M 0.070
R3 (strea@¥st) & | M 0397 BM %.0.357 M 0.357 M 0.357
R4 (strgarh, Isth | & | 20319, "M [¥ 0389 M 0.319 M 0.319
D3 (ditch, 15 ° IS 2021k, | s§ 6 S 0.303 S 0.121
D4dpond, dsh  ~P Sl 046Y [S [ 0085 S 0.042 S 0.017
D4 (stream, Ist) M| <6001 OM 3%0.001 M <0.001 M | <0.001
D5 (pond, 1st)_ S | gP169x [ Sl 0.085 S 0.042 S 0.017
30m D5 (streamedsD) [ XM [ <0.00% | 8 | <0.001 M <0.001 M | <0.001
SD «_, [RI (pond, Isb) SP 0. [~S | 0.085 S 0.042 S 0.017
SN [RI (stream, Istpy | M6 [ 0857 AV M 0.057 M 0.057 M 0.057
R2 (sgeam, Ist) |« M | @0.0708 ] M 0.070 M 0.070 M 0.070
R3 (fream,\ §t) M IS 035 M 0.357 M 0.357 M 0.357
Rék¥streain, fst)@(&\‘ M @9 M 0.319 M 0.319 M 0.319
N
S oS
-
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Table 10.2- 8: Initial max FOCUS Step 4 PEC,y values for propineb-DIDT for the use in .
grapes I (2 X 1120 g a.s./ha) with mitigation options; S and M denote wheth &
single or multiple application lead to the maximum value; SD denotes sp rift@@
buffer @@ @2 &

Buffer PECw [pg/L] @ S

Width & |Scenario Drift Reduction m@ @ &

Type 0% 50%,. 75% i 90% 2

D6 (ditch, 1st) S 1.470 S 8336 S @ 0369 [558 0.149%)] @
R1 (pond, 1st) S 0.051 S 02025 SR 0013 @ S &F 0.088 é
0m R1 (stream, 1st) M 0.062 M b 0.062 M | 006281 M| 0@B2 %

SD R2 (stream, 1st) M | <0.001 | MY <0.001 | <M J-<0.081 | M | 50.001,

R3 (stream, 1st) S 1535 | Y| 0.768 S @ 038 [OM & 0336

R4 (stream, 1st) M 0.990 M [, 049507 M> | @248 & MM 04099

D6 (ditch, 1st) S 0877 & S @ 0440 | &S 150.22)8] s 0.090

R1 (pond, 1st) S 0.059 ol oo KOs © 00157 | A 006¢_|°
5m R1 (stream, 1st) M 0.062) [-M | ~0.062 MA | 0982 M £0.0

SD R2 (stream, 1st) M 4001 . DNM [o<0.001Y ] M 7| <0001 M | <0891

R3 (stream, 1st) s | gd08« ] S 0.554 ™M 03360 | S | 6336
R4 (stream, 1st) M [©0.708 MY 0354 JOMS 0.5 |[&M [60.081
D6 (ditch, 1st) sq” 0310 | S 0.1561 7| K079 1V S. "V 0.033
R1 (pond, 1st) S | 0832 472s £70.0D | «§ [ ap003o] S 0.003
10 m Rl (stream, 1st) QM [~0062. | MY 0462 |oM 0.062 | AM 0.062
SD R2 (stream, 1st) N~ M <0.0@F M 50.001 § M <0801 M <0.001
R3 (stream, 1st) &| SO 0390 [ 0.336 MW 336, P M 0.336
R4 (stream, 1st)> 0241 > M o> 0.1 M = 0.0810] M 0.081
D6 (ditch, 18, 20.1679] O] 085 S «| 0048 S 0.019
Rl (pond, a5 P S 008 |5 | “e.011 SO  0%05 S 0.002
15m R1 (streafy 1s)S | MO 0662 M 000629 [ M | @.062 M 0.062
SD R2 (strepin, 180)° | aM | <0.006 Y MN <0091 | @M 15x0.001 M | <0.001
ﬁ@am,ﬂ@) AM KB 03360 | M| 8336 ™M T 0336 M 0.336
R4 (Streamiplst) = 1\%2 0.126 | M U @§§.081 O M2] 0.081 M 0.081
@QD RS @ & & & N4
A RS & O v O
RN SR N
Ta e e &
v O & .9 o O @
NI R
S\ SERS @ & @
o & @ &S
@7 N Q @ D
Q A\ N @} 9
S ¥ & O
WOV A
@ Q Q & ©@
MO I
& e
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Table 10.2- 9: Initial max FOCUS Step 4 PEC,y values for propineb-DIDT for the use in .
grapes II (2 X 1400 g a.s./ha) with mitigation options; S and M denote whetl@ &
single or multiple application lead to the maximum value; SD denotes sp rift@@
buffer @@ @2 &
Buffer PECsw [ng/L] @ S
Width & |Scenario Drift Reduction m@ @ &
Type 0% 50%,. % i 90% 2
D6 (ditch, 1st) S 5.610 S 2,805 S @ 1403 [8 0.56lg)] @
R1 (pond, Ist) S 0.201 S 0°101 SQ] 0050 @ s &F 0.0% é
0m R1 (stream, 1st) S 4.130 S & 2.065 S 103387 M| o@s7 |&
SD R2 (stream, 1st) M 0.465 M. 0465 | <M J- 0465 | M | 0465,
R3 (stream, 1st) S 5839 | &Y 2.920 S @ 1460 [OS & 0.58@
R4 (stream, 1st) S 4.063 S 2.031<07 S | foie &) SN 0406
D6 (ditch, 1st) S 3392 & S @ 1.696 | &S 10.8485 S 0.339
R1 (pond, 1st) S 0.233 ol 7 KOs © 00587 | As 023¢ |
5m R1 (stream, 1st) S 3.000 [8” | ~1.505 S 0332 M 4 046D
SD R2 (stream, 1st) M 0465 . NM [5>0.468 | N6 U] 04657 M | 0485
R3 (stream, 1st) S | @254« S 2.J87 X Evl06d0 | & | 62025
R4 (stream, 1st) S ]O%960> [ 8] 4480 [0 s 0340 [&M 50321
D6 (ditch, 1st) sq 1229 'S 06141 7| 6307 Y S,V 0.123
R1 (pond, 1st) S. | 09 475 &70.0680 | & | 2903201 .S 0.018
10 m Rl (stream, Ist) QS [°~J1.090 S@ 08435 |opM 0469 | AM 0.467
SD R2 (stream, Ist) M 0465 | M | A£465 4 M 0465 M 0.465
R3 (stream, Ist) &| SO Ls¥1 & 0.770 ] 385, P S 0.154
R4 (stream, 1st)> 1072 & S gy 0533 | M [« 03218 M 0.321
D6 (ditch, 1s8), @ 20.6689] SO 0334 S«| 0467 [ S 0.067
RI (pond, gs) P S 0.087 | S | “0.044 SO o042 s | 0018
15m R1 (streafy 1s0)S | .SO 0592 M 004679 | M | @9.467 M 0.467
SD R2 (strepin, 1s0)° | <M 0465 Y M 0485 | @M 1£°0.465 M 0.465
R3¢@eam o) A S R00.83710 | 8] 9419 'S T 0209 S 0.084
R4§tream§lst)% SVJ 0583 | M @@.321@ MO | 0321 M 0.321
@ [4
& S @ o o & "
A L@, Q) ISR O v o\©
RN SR N
Ta e e &
o O & .9 o .9 @
QL OO S O D
¥ o K &2 ¢
= S @ W’
% T o 2 &
S ¥ & O
@ Q Q & ©@
¢ & O
< N) % S
S S IEY
N @ Iy °
@ & <
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Risk assessment for aquatic organisms

& &
ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS 5 S @
S O
Table 10.2- 10: TER4 calculations based on FOCUS Step 2 w Q& O\Q
N
Compound Species Eﬁ?g;}mnt P][ZC?@'I?‘ TE@ N rig;gg%’ -
Orchards S @ A A
, Fish, acute LCso o 329 [~ A2l Q] O &
Propineb Invertebrate, acute ECso m% 1500 R 15@3? S 9.8 © &@
Fish, acute L@ > 100008 | - 2 6lte PP
PTU 3 16.35 @ ; N
Invertebrate, acute EC @@ 31_18%0 g\’ =S @%25 S
U Fish, acute Lo o >J00000 P 5797 [ 1749 | 100
Invertebrate, acute v |[ECsés, . % 100000 | 57.17 & >1749 ®®@
Propineb-DIDT Invertebrate, acute @)° |EGso @ AN12 |© 36.Q:§ SR S S
M Fish,acute  ©% G & 930005 §©9 3308 e
Invertebrate, @te 0@%Cso 7@ aY O
Grapes | e s’ @ & g & & O
, Fish, acit®® '~ JHGCso 'O & 329@° v 338
Propineb Invertebrite, deyte  (JECs S @ 1500 JR\{GQ)go Q9
Fisn;a%ute 9 L&« >100000 [% O | Z80841
PTU - 1.23%
layertebrte)acu |0 o . 400 T [D14875
U Fish, acite O @LCsay  &100000°| @306 4| > 12186 100
S Inv@bratﬁg@ute% ECso |, 9>100900 [« 82080 | >12186
Propineb—DIDT(®© I@rtebrat , actlite E&o yll@ 2:369 >47
O AFishacte  ~  NLcw®  £5393000 @ 383789
4-MI 103 %, 1.024
. 9 In\g\@:tebra‘@g?cutﬁ;&%% E@ @300 7129
Grapesﬁ@@ o@ & < (($ R @
. °«Fish, goute AlLCss . 329 8.8
Propineb S Invgn\\brat@*?cute < B O 500 | O 40
7 Eghlacue O L > £00000 > 22676
o~ invertebrhte, deyte Cin, 18400 4172
S FishGcute:” X [Leyy @ 7> 100000 | 15.81 > 6325 100
PU N @
<4 If@ricbi@e, acut? {85 Y >100000 | 1581 > 6325
Propineb-DIDT _“nvertebrate, aite @Eng\ >112 | 8807 > 13
N\ Fistgacute> X [Lew 393000 133175
4-MI - 2.951
Invertebghic, acul®  ¢ECso 7300 2473
Bold values @ot Kﬁthe asse§§ment@
)
S &S
&8 @ N
cL T
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS
Table 10.2- 11:  TERyr calculations based on FOCUS Step 2 &@ §
Q)
Compound Species Endpoint PECsw.ma TERvLT @l‘ri@
[ng/L] [ng/LI®© .
Orchards % Q § <
Fish, chronic NOEC @ 823 N 65 IS @Q
Invertebrate, chroni NOEC 15 AR
Propineb e, ot N ©Q153.3 . > é\g q
Sediment dweller ECis @ 890 4 Q~ 5.8 Q @@ @Q}
Green algae, chronic Erc;@ 559 &° {é [ @}
@, & G
Propineb-DIDT Green algae, chronic ECsy @’4 °\\§6.0% N\3.2 w\?j N
Fish, chronic NOEC g7 =d030004~ g [S=6239 ~
PTU Invertebrate, chronic NOE%? @Q 32@@2 %35 & v @ /@% " @§ ¢
Sediment dweller % 'INOBC <~ 2400 [ O [ <261 S
Green algae, chro;l(\@ [BvCso &@ > 100000 P %\ @@Q> 6]@ QO
Fish, chronic = © &%NOE@ &QZ 20007 @\\J) § ﬁ% )
Invertebrate, éronic NOEC & > 19@0 ® © @ﬁ 749,
PU : . Soyve SEL Ve
Sediment d®eller * @)EC@§ ) @ 00 N > L8
Green atgae, chronic  S\JE.Cso >lOOQQ@ .9 el > {949
4-MI Greewglgae, Gronicsd gﬁ; 7 49000 PO11.80 | @121
Grapes I > AN S E)@ @Q o o ((§
[Eish, chfonic 5" o [NOEE™ > 8E3 | & O 82
) Anvertebrate, ShronicS”  [NOEC & @ 15 1.5
P b E& @ Z
ropine :
P & [sediment dweller R T & 88
Q 8 LG %
I @r{:en algae, chinic ¢~ [EClv S o 5.5
Propineb-DIDT 0éFGreerﬁa’lgae,@glroni&\ E€so @ T14 }o 2.369 48
S Figh;chronid 49 [NOEG> 102008, | > 82458
A M crtebyate, chronic C-{NGEC __~ 3200
-{[vertebrate, chronic £ INQE 320 2587
PTU Q v .. N\~ 1.237 10
S Sediment db@er b I&@EC Q >100 > 381
Grgen algde; chronid . JECsocs 6100000 > 80841
7 (Eish, gifionic- 7 ONoEE . 7 >2000 > 244
U AN InvektebratecphroniY  [NOEC @7 > 100000 co0 212186
@’ Sédimengdweller®  SNOE >100 ' > 12
Sreen algae, chronic A |ELCs? > 100000 > 12186
na @
4-ML Gregialgagychroni®)  |EX s 49000 | 1.024 47852
=
Grapes I1 @& «@ &
& Bish, dironic o |NOEC 82.3 2.2
% [Iny&icbradchronie?  [NOEC 15 0.4
Propineb @y g [—— rady.chront 37.46
o & %c;ﬁmgp\(\@wener ECis 890 24
g\f @?@ (Creerralgae, chronic E.Cso 55 LS
Prépineb-BHDT Gre® algae, chronic ECso 114 8.807 13
@ Fish, chronic NOEC >102000 >23129
PTU Invertebrate, chronic NOEC 3200 4410 726
Sediment dweller NOEC >100 >23
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Compound Species Endpoint PECsw.max TERLT Trigger
[ng/L] [ng/L] g\@
Green algae, chronic E:Cso > 100000 > 22676 ®\ &
Fish, chronic NOEC >2000 Q§ > 127 S
Invertebrate, chronic NOEC >100000 @l =6325 @
PU Sediment dweller NOEC >100 158 >6.30 @ %
) B N
Green algae, chronic E.Cso @00000 N > @5 A @Q
4-MI Green algae, chronic  |E,Cso 49000 | Q7.951 @605 P = a4
Bold values do not pass the risk assessment @} &U ® Q Q C&
% Q @o (Y @) &@
& D> Q @ & &

The TER4 values for fish and invertebrates*and t E Lgval w‘}’f h u@@ertebrﬁes sediment
dweller and green algae do not meet the respectiveitsigge @alue d fugil er ass ss is @ssa .
e %“ & s

Refined risk assessment for the acut ﬁnd LOM ter@ns@@ﬁs %os-d’o p@pme& §

Since the TER-values in the tier 1 ri€k ctlv&,subs@c p@me nmd@ng the
use in grapes and orchards do not @@et th rlggeg Valuésg a re@ em % purpose,
a 28-day higher tier study with “Rinbesy trout)in a @icrogdsm ad ﬁeen performed (for
details see KCA 8.2.8 /01; ) 0 % 4 -02). This chronic
study with a NOEC greaterthan 600 ug § /L @der tural fictd a.& Xpasyire COH@IUOHS including
multiple applications de@)nstr@s t@ the §ﬁromc exposure cf@s r@mcr&g@e the toxicity of
propineb. A L

An acute laboratory @vdy Wﬁ Pr@%eb S@SMt’ed in 50 %gdpoma% 329 pug a.s/L and a
NOEC of 125 pg L. N

This acute/chronitratip @lso erhnésﬂthat%]ge toxicity o@rve@a thte study does not increase
in studies Wi%@ olonged e OSUrgs; “Thus @ Z&éay outdoor §losu%study covers both exposures,
chronic and a ce 1t§1;as t been s Wn it theCrainbdw tro;i?@s the most sensitive fish species
to propmel{@the uncertainty ofgpeci nsittui ty stilPrem@ns an@an assessment factor of 1-3 is not
justifiedFlowever, tl@i%hro ent facto@ 10«can be qsed for the final risk assessment for
fish based on the 28sday n&%roc@ enc@re %\ % %\

The refined risk as@essr%nt is @ nge%d%m Talife 10.9-8 b&}ow

@©© \§@

Refined lo gQ?term risk a3 ess t %@ap %a e ed to propineb
@ ia

The aq 1nvertebr Dc@n s” thexmost sensitive aquatic organism to propineb. A
comparison of chr en s\demorQ tes@at Daphnia magna (NOEC = 0.015 mg a.s./L) is
almost 100 times rﬁgre serl 1ve tRin Cono@s riparius (ECis = 0.89 mg a.s./L).

To further address the @1{; t@n r1 or (e’ most sensitive species, a 35-day Daphnia population
study in a Wa&e sed nt em ‘%@s perfarmed in order to achieve a better simulation of field and
exposure ¢ 1t10ﬁ& ails seé KCay 8.2.5.1 /04| N :2005:M-252129-01-1). The
study inc@ded 4@pph ns @thm the first 21 days of the exposure period and resulted in a NOEC
of 480%@ a s d on 1na1 initial treatment levels. At the highest concentration of 960 pg/L
effe§ er %:)uot Bbkusly recovery was possible at this concentration as well.

This ¢ ic study with a NOEC of 480 pg a.s./L including multiple applications demonstrates that
toxicity of propineb is not increased by chronic exposure.
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This is further supported by the low acute-chronic ratio compared to an acute laboratory study with

Propineb VM 80 that resulted in an ECsp-endpoint of 1500 pg a.s./L, and 0% immobilisat@ of ©©
daphnids at 500 pg a.s./L after 48 h. N 93
@%ro@f

Thus the 35-day Daphnia population study covers both exposures, chroni @nd acute.
assessment factor of 10 can be used for the final risk assessment for aquatic fvertebrates b&ed&&he

35-day Daphnia population study. % ®) § &)
% o\ Q, '24\9
©) & SO @
Table 10.2- 12:Refined TER calculations using endpoints derived ff6m higher stt@%s b&@d I
on FOCUS Step 2 N o L S & .9
@ < Q R Qo N
Compound Species QEndpoint Q P%fw,ma;é TER @friggg}g
Q) Ing/L) ﬁ} C@eg] Y O 9 @

Orchards G 9 VN to\(i@j ({\@“ S v

) Microcosm (fish, chronic) QNO@@ >@O {0 %@?’3 o > 39 % .
Propineb i X o L 9 1@

_magna (pop. study) )| NOEC <480~ | a15338] >3
Grapes I > MRS =
rapes @) @ S Q NI
Pronineh Microcosm (fish, ché@ic) NO@S” @0 @%7\’ 16:08 éw >&) | 0
ropine
P D. magna (pop. seidy) 'O | NOEC . ¥4808 | 0100807 S48 «]”

Grape PG I A RS G i

) Microcosm&@h, chrdnic) NOE®¢ >%00 @ 37.46 > >®
Propineb & > "~ %) 10

D. magng (pop. %ﬁ@dy) S I\@EC 480 3746 & 13
Bold values do not pass thegisk a&essmen@ § & IS é @
N © 6@ O 8 )

> Q & ~

> TS e § S, O
The TER values §&w @§s in’ag@pes‘f@ and\l) medGhe t igger e on FOCUS Step 2 PEC,y
. N D .
values. Therefgpte, a@nacce%tabléglsk @aqu&ﬁc orn sm§s notto be expected following the
application ofthe p uct\j,{lﬂQlis crop. & .9 @ © @
For the usé®in orchard%ﬁlrthggﬂfl@nt @g FOTUS @tep 3@1%5 in necessary. It is presented

N < D
below. + & \§ e \@Q .0
FUSS S
5 & & & .=~ S
QRS T LS
o O ¢ .09 o O @
N -
S\ L 4+ 9 @
@7 & @ @ y Q%
°\ Q @ N
Q N &9
N N S & &
S @ﬂ&@\ O
@%
N Q
&§§ Q S ©@
AN
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Table 10.2- 13:Refined TER calculations for propineb using endpoints derived from higher tier

o

studies based on FOCUS Step 3 @
. Endpoint FOCUS scenario PECsw,max NG
Compound |Species (ng/L] [ug/L]@b TERJ@%I‘]@CI‘
Orchards @ ~ S
D3 (ditch, 1st) 1213 > 9
D4 (poi%@st) 9378 %381 @Q
D4 (stream, 1st) ﬁQ 116.2 @\J> 5&2 é\a q
D5 @ond, 1s) 4 7377 @ >88 O @é}
Fish, e
chronic NOEC >600 S Q@stream, 1s) - @%@17.6Q S 5'1@ @%
(microcosm) R (pond, IO | 7.37% % > 3% §
S R1 @ﬁeang\?s)]t) S 9@1’5 @éﬂ > 6.1
KN R Gstream, 10| 1300, | G464 &
& o 'R3 (sf@m, 1 [ 1389 [ >43 §
Propineb ®@ & R%%%ea%%t) . &&917 & @1 2
S .D3(diteh, 150, O | 13 | S0
Qo gbGopd iy O 73 |7 >63”
& > @“@’ D%@reag@sﬁ S @1@.2 D &?4.1
R 5 (pond, 1st) o 377 65
D. magna, @) & §) 7Q5 Qstrz@zm lst$ 1@@» D >41
chronic  °« &)Ec 9480 . - 10
(pop. St%y) @ 2 o @Ol’l@d,@) & ’7%77Q o) > 65
N KV S (strgaim, 15O | A\98.15S >4.9
& & O TR2 fteam, &) 139,0 >3.7
S Q] NN g
A D R3streamdist) 4 1882 >3.5
D & o © WY [Reuaam, oS | 9817 >4.9
Bold Valueséo not pé@ the risk ass@@smen% b\ 7] R
S DIy & T
A& o@©0§ @@“QQ?&O@
o B et >
Further reﬁnemen@mg F@C@ep& alu@ﬂn neésa%a d presented below.
9 > S
Y @Q @? O © § @ﬁQ
Q0O O S O D
SRS ,@ & @
=) % S @ %
& 2 Q &@ S
> @ &@\ O
@%
C o &S R
&4 &’
o & © ©§’
& N) % S
S LT s
€ o
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Table 10.2- 14:Refined TER calculations for propineb using endpoints derived from higher tier
studies based on FOCUS Step 4 including mitigation measures

&

. Endpoint ops . FOCUS PECsw,max N . @
Species ng/L] Mitigation scenario /L] & TER . 2 1g@er
Orchards v A ‘N

D3 (ditch) 47.66) >10° |g %@@
D4 (strea@ 49,(7%2 NE @Q
Fish, 5 mblcllffer D5 (stream AQ52 1287 S ¢
chronic NOEC >600 | (oo . |RI (st@am) K42.16 O >14R |00 g
(microcosm) reduction I%@eam) 55@@0 D @&1’1 - @}
R(stream) b 5036 @ A 10 %, N
R4 saam) 0| LR [ S >4
KN DRfiichyy” |Q 1339 | e & S
& D# (streai)  Cp (1202, O] « >43 §
Fish & o atdamy | Orares” (@7 > |S

. 2@y drift_ < > <
chronic NOEC >600 | i R (siream) 10584 &5 ¢ 10
(microcosm) Q o R (stream) ﬁ(\} @{69 ©@ @\ﬁ 38"\\9

& > R3 (sipeam) @ Q1667 [ >a6

N | m@ Ré(strea}g) &w 1% _© >31

6 |9O @Q § (ditch) W83 | w220

%\ S o 6 4q@eam) [ 2496 o 19

D. magna, N © @5@1 buffer D@Sjﬁe@@%}» © 2(%6 & > 19
chronic N %480 @75;‘@@ RY (stesptn) @ 21.08 4, >23 10

(pop. study) @Q ©\© &J" reductions, | R2 gmeam)Q” D798 > 17

L & o|° 0" | R3streart) 29.68 > 16

o & R4 (str@gin) %21.09 >23

5 S ¥ é@’ ’ D3 itch) <O v\U29.27 > 16

AN \@ \Q W S [ndtstreamy 30.65 > 16

b RS s [t mebutter 4Ds5 (steeam) 31.02 > 15
. magna, @) % é@ N &
chronic ECQ 48% @%ﬁir R1 {streamiQ> 25.89 >19 10
(pop. study) o S 7| “seeduction R stream) 34.3 > 14
N SEINS %Q dR3 (steepm) 36.46 > 13
L& o o D  &|R4fsteam) 25.9 > 19
N § @ > o .D>ditch) 13.39 > 36
N & ¢ QD4 (stream) 14.02 >34
> @ A | D5 (stream) 14.19 >34
D. magna, @ N N .
chronic Q& N@é > ﬁ %@bum 1@ R1 (stream) 11.84 > 41 10
(pop. stud éa © ¢ R2 (stream) 15.69 >3]
Q@ @ SEO R3 (stream) 16.67 >29
\%% g 0 @@ @ R4 (stream) 11.84 > 41
& &

&
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According to the presented risk assessment based on FOCUS Step 4 calculations, the risk to aquatic

organisms from the use of the product in orchards is unlikely if @
- 5 m buffer and 75% drift reduction, Q\ @
- 10 m buffer and 50% drift reduction or @6 @ S
- 20 m drift buffer @ S8
are maintained during application of the product. % ) § § %5@
< & TS e
¥ R ? & & o
Refined assessment for algae exposed to propineb & &© é\a § Ny
As the TERyr values for algae do not meet the @ective trigge@vah%a red risk asses&ent
propineb based on FOCUS Step 3 values is presétted below. Q} Q\@ @ ©\© %@ @@
Q @ % ° %
Table 10.2- 15: TER calculations for alg&e@;p%@%?o@pi@ basn F@%U&t\ep @ &
Comvound  |Speci En@oivnt\o\ ~FOCURY @icgw,é:\ . TER §@ .
ompou pecies %@g L) @cenafio | © [”é@g] g &ﬁ S igge
Orchards o & .8 X @ S L
Q @@ o, D2 1307 [Ds
S pord)? S 7313 D 75
N SN D4 (stream), @ 662 @5
% & @@ §@ D5 @ond) NEN 5@ 7.5
S 11 .
Propineb P. sub@pitata@ Er%o 50 (@5 (str,;@ﬁ @ §)) 05 10
PSS @ o §% (pond) © &377 N 75
@ L & < R Nsirearg) 8.15 0.6
> \© g O RY (stredd) [y 1360 0.4
OIS, S, R3 (stream) | 138.2 0.4
O & 9| O « & 7
~ oS e, S Rﬁ&tream@ 9817 0.6
Grapes"I\J A \é\ay /@\5 ~ & @@ K&
A O\@ \Q S \@ D3 (ditch). 6.195 8.9
N R
Propineb ? sutat@ b '\ Al ) : 10
@ @ O | ol Q" . D5 (fond) 6.085 9.0
Q ©© S Q\ @@\ ]%Qstream) 6.480 8.5
@ g A @%’ . T8I (pond) 4.579 12.0
Grape%ll @ & Y
& NV O Q\g " | D3 (ditch) 23.68 23
(O Q
b, @ A D4 (pond) 0.849 65
o & o § N D4 (stream) 17.44 3.2
ropineb @ P.ssybtapi Cso @55 D3 (pond) 2336 ) 10
‘?\a @ ' . .
@ § SENS D5 (stream) 24.65 2.2
NS R1 (pond) 17.15 32
@ o
¢ & T

F urthﬁnement using FOCUS Step 4 values in necessary and presented below.
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Table 10.2- 16: Refined TER calculations for propineb based on FOCUS Step 4 including

mitigation measures

. Endpoint ops . FOCUS PECsw,max N . @
Species ng/L] Mitigation scenario /L] & TER . Z7)@rlg@er
Orchards (& A ‘N

D3 (ditch) 3.346) 1640 |e %@@
D4 (pond) D 0.368 350 o |@
D4 (streai? /@05 @57 § é\a q
20 m drife D5 (p@d) £.0.368 Q1508 O &
. buffer and | D3dptream) 358 @ iS5, N
P. subcapitata | E.Cso 55 750 d.rift Iﬁ\//(pond) D 038 o h\150 w\/ §
reduction @*Rl (@am) %\)j &3-9@%\% @§ 186
% R?@Y&\?’trean@w Q@ 3.929 A @0 &y @&o
S (stream) () 4068, O =« 132 §
O SPRa grtamy | L D06k [ 189 |O
O o [pitdich - | T 2850 &5 ¢
Qo DAeod) &P @357 f s
g > D4 (gipeam) @ 92,6819 [ 205
Ro 20 m Q& Ds (pon% &w g@f@ 2 @21@4
. . @)uff%i@d § (streafﬁ) 13{7(\\ % 220.3
P. subcapitata | E.Cso i? @ 50% .rift© 1%@[1(1) ©& N 0.35% § 154 10
N S o [REwweany  [O7 2364 [} 243
& o |5 $ RS (stesptn) @ 2.999 18.3
> ©\© SN (weam)d” | @73.188 17.3
N & o | © Y [Rieireany 2,265 24.3
Grapes I . o & D 73 R
N ’ ’ D6 (@itch) <& | . 3.098 17.8
S O @& S
AN o\@ \Q o @@“ R1(pond) ~ 0.107 514
. 97 S S gomanift GRI (stgim) 2.290 24.0
P. subcapitata Cso %5 é@ redSttion ®o < 10
Q S e Il\ R2 @trean(})@ 3.043 18.1
& S KRN O [Rstream) 3.240 17.0
O B N JR4 (stgim) 2290 24.0
@” o o U &[pefich 3.693 14.9
N i S|y & RMpond) 0.250 220
AN R @§ 5 m okfer (R (stream) 3307 16.6
. subcapitata | E.Cso «q 10
7 & @@Dne Q& R2 (stream) 4.394 12.5
@ \%“ § g [R3 (stream) 4.679 11.8
O 0 9 R4 (stream) 3.306 16.6
Grape&ﬁ) @ > O

@a @@ @ R D6 (ditch) 2.368 23.2
Q© o | T D _ [Ripond) 0.085 647
P. subgdpitata | E.Cso 55 ?gdﬁc(tiircl)t; R1 (stream) 1.744 32 10

R2 (stream) 2.336 23.5
R3 (stream) 2.465 22.3
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. Endpoint e . FOCUS PECsw,max .
Species [ng/L] Mitigation scenario (ng/L] TER T/l}m@er
R4 (stream) 1.715 32.1 S %
D6 (ditch) 3580 4O 154 @7 &
RI (pond) 0246 @ 204 \Q
, 5 mbuffer R (sream) 3176 170" | .9
P. subcapitata | E.Cso 55 zone and 75% ) 5 103
drift reduction | R2 (strea@ 4.233 12, @Q
R3 (strearﬁg)~ :4;@9/0 @&.2 @ é\g q
R4 (siggam) < 3.124 17 | © &
D6{ditch) Nosey” 4 s |7 &
RMpond) @y 0368 g | \150 N
. 15 mbufferc*R1 (s@ﬁm) ) @2.50@% & 22,0
P. subcapitata | E.Cso 55 & O B c% 10
Z‘m% Ryfsreany’ | &7 3389 |~ ko4 &f >
S ks (stream) o, 3534 O 156 S
@ R4 (stem). S| D459 [ oy 2240 |©

SI

&
é\@@@y@g@@)

&Q
According to the presented rls@ass ffent l@ed Q@§O@ St@@ ca@a‘c@ the r1sk to aquatic
organisms is unlikely if A RS
use in orchards: e C& @ @& @ \ @@
- 20 m buffer and 75% d %))reduc@on, § g S S Q‘%
- 30 m buffer and SO‘Vé(glrlft g@) tl%% @ @6@ \@ é C&% \@
use in grapes I: @ é . § o N ©§g @@ N © @&
- 50% drift redu@lon, &\ N \\ é\ NI §
- 5 m buffer @e ISEESEERS) K@j @%\ﬂ @6 ©§ @
5 TV @ s & % >
P A @ W
use in $ s II: @ Q @7 @ NS S
- 90% ‘drift reducti S {Q° \ e N
- 5 m buffer Zone KSWH@ uctiom; or @;\a é& Q
- 15 m buffer zoﬁ@ SV 2o @b
& @ S v

are mamtamﬁ durlng apatl f th@rod@é@\ @©

£
& N QQ\@&@@%
O ST s

N

Refined assess&ant for@ap&@a ang, alga&@&posed to propineb-DIDT
As the TER @alue@ nldégld thQTERLT values for algae both do not meet the respective
trigger valye>a r@ed as%sme@?or the metabolite propineb-DIDT based on FOCUS Step 3
values @esg@ beldw. §

N 8 &

S G

) &
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Table 10.2- 17:Refined TER calculations for propineb-DIDT using PEC;, values based on

FOCUS Step 3 @ S
. Endpoint FOCUS scenario PECsw,max NG
Compound |Species (ng/L] [ug/L]@b TER(‘Z@%n%r
Orchards v A N
D3 (ditch, 1st) 28770 39 5 9
D4 (poi%@st) 748 .64 o
D4 (streain, 1st) | Q<0.001 | @ 112080 S ¢
D5 @ond. Ist) 4 1747 C 6 O é}
Ivertebrate, | b, %;E»stream, 1st) 90010 gﬁzoo% &
acute 1 (pond, Is ~ 17 647,
SR 5 R %g + 05 |
S{Riatagld o g o
N R (stream; 1s)Q | 0070~ | 600 & >
S[R3 e, 1) | TH2809° k40 &
Propineb- @@ QE';\ R‘l;z\(g%ea%%t) e %937 Q) @ﬁ D
DIDT O o [P tsy O] 98705 | 89 6
Qo gDiGond 1 O 174 o7 64"
& > V| Dadstrean@si) ) <601 & >142000
S oy |3 (popugﬁst) <. 7%, | Yes
Greenalgae® O = D5 (stream, 1st) <001 2112000
chronic %C % @@4 ©§ @ond,@) & 11948 & 64 10
Q& > & o (strgam, 10O | 20,057 | 1965
& & & R2 heam, JS) 0.070 1600
S Ol NN : :
SN NN O [Rstreamdisy G R09 4.0
1 & o O WU [Reuem, 1 | 1997 5.6
Grapes{ & v & R v &
S o | & & DEWitchiTs) | 1470 76
A \@ © L & ART (pond, Tst)s, 0.051 2196
Propineb-  |Invénitbrate, | g . @RI (&¥amy Is) 0.062 1807
DIDT actte Q% § 50@@? 10151 R2(strearf; 1 st) <0.001 112000 | '
Q@ S SERN \© L RS (stream, Ist) 1.535 73
S © N Hra @lam, 15 0.081 1383
Grapesé@’ ’ .9 Q\)f Kz @ o
N § 1NN @ -6 (ditch, 1st) <0.001 >112000
N >l & R ORI (pond, 1st) 0.018 6222
Propineb- |¥értcbrate, &EC Q@g 1@ RI (stream, 1st) 0.467 240 100
DIDT §acut 4 %, @ R2 (stream, 1st) 0.465 241
<& é\ﬁ ©© §9 Q R3 (stream, Ist) <0.001 >112000
< @ S R4 (stream, st) 0.321 349
Bold yatues déXot p@he rigk assessment
S o »

For th@e in Grapes II, all TER values meet the required trigger of 100. For the uses in orchards and
grapes | further refinement using FOCUS Step 4 values in necessary and presented below.
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Table 10.2- 18:Refined TER calculations for propineb-DIDT based on FOCUS Step 4 including

mitigation measures @ S
. N @
. Endpomt ops . FOCUS PECsw,max .
Species ng/L] Mitigation scenario /L] & TER . Z7)@rlg@er
Orchards (& A N
D3 (ditch, 1st) 0.792°) >140° |g %@@
D4 (pond 0487 >%s2§7 S @Q @
D4 (stream, Ist) | 40001 212000y & g
20 m buffer | D3 1s) | £0087 | © >128R |O" &
Invertebrate, and D/g@ﬁeam, 1st) <9>7@)1 B) >]($000 - N
ECso >112 o = = )
acute 75% drift  |R(pond, 1st) @O Q087 @y | »»1287%

reduction AR1 (@am, k@\)] N 0&5@?% @§>1965
% R?@Y&\?’trear‘r@ﬁ%t) Q@ 0.070 A >®)O &y @&o

R S (sn;s@,lstb 0857 O] = >314 &
O R4 sueams) [ Q0310 [ =& O

Sl D3 titchel3) [0 1408 ¢
Qo DAodd 100 @984 e
% DD4 (sipeam, &) | ©'<0.00Y [ 114000

©
DR -
o St oS [Ds pond, 15 o7 0584 ] 176

fyand m, 1 L0006 |« P14000
Green algae, BCy - le@i)l S 0vCatt (stream, 1st) (VS \é\" 0
chronic &} redyetion [RI(Hon 1g)° 0.98% &Y 116
S @ & @ RiGtreamylsy) O g057 .4 2000
& |8 [Bemnr| oo T e
@Q ©\© SN L& (Stveam, B1) | @ 0359 319
1 & o | © U [Riteam sy 9319 357
Grapes I . o & D 73 R
S <& " |Dpe@itch, 1) | 0.736 >152
A @ O & [RI(pond, T5t) ° 0.025 >4480
N &\ ) L0 -
vericbrate, | o5 T §5o%dnft 4R Gt 10| 0062 >1806 100
acute * @ § @non M R2 (stream 4150) <0.001 >112000
& S & \@ \© R3stream, 1st) 0.768 >146
SERS Q R4 (steggm, 1s1) 0.495 >226
@” 2 Q] & e (ditch, 1st) 0.877 >128
N
N § @ O @ > RMpond, 1st) 0.059 >1898
Ivertebrate, | ol @1 O s i - AR (stream, 1st) 0.062 >1806 100
acute o Q @1@ Q R2 (stream, 1st) <0.001 112000
. \%“ g, RO Gstream, Isy 1.108 ~101
O A @ L. 9 R4 (stream, 1st) 0.708 >158
Y w

&
cco, %h»ng o@;} pres nte&k assessment for propineb-DIDT based on FOCUS Step 4 calculations,

h%@% t uatlc@rga®ms from the use of the product is unlikely if a 20 m buffer zone and 75%
drift redsgtion in orchards and a 5 m buffer zone or 50% drift reduction in grapes I are maintained
duringapplication of the product.
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algagnd@

macrophytes S @@
~ 5 @
Report: B 0 Mi401282-01 S < 4
Title: Acute toxicity of propineb WG 70A W to fish (On@%hynchus mg%ss) WRder =
static - renewal conditions V N é\g \\ @Q
Report No: EBLHLO11 ©Q o § S S
Document No: M-401282-01-1 @} % QR © @
Guidelines: EPA-FIFRA § 72-1/SEP@-540/9-85 1@2/19@) % SR
OPPTS 850.1075 (Publi ft, 1996 L@ \ %) @@
Directive 92/69/EEC, 1 (19@) NG Qb N
OECD No. 203 (rev. > R N
JMAFF, 12 Nousa%No (2(@)1,@«3 & O @f >
GLP/GEP: yes .S O 2 S
@ g S %o
K\ ) S-S N < S
Objecti QQ (& "\@ § © § N @ S
jective: ®\ O & S =

The aim of the study was t@?ﬁe ne g@ ac@ to:@%y og%e @ ite@@ to Rdinbow trout
(Oncorhynchus mykiss), expressed a%9 h%@so. o & @Q
v

& .
(&Q@@x@ﬂ \@%@

. .5 O &
Materials and Methods.\ © g S %, '
zed actw@subs@nce 695 % @v, specified by batch

é/

Test item: propineb WG 70A
ID: EM20004026, sp€eification S§1>020@29004 to&@} 08634- O(@ §\
Test organism: Ra@ ow $rout ((@forh%chus mykz@ od lengtl@} 8 cm, mean body weight
0.5 g. The blom@Qlo &Q@g fo&%s est wasQ\IQS Qﬁsh / K¥est ium$
Ten fish in @ test; evepwere é\po &for 96 h @der ic -_renewal conditions to nominal
concentrations of 0358 ((Nﬂ98) @b 14 68) Q%) @) 11 (415) 37.5 (14.8) and 120 (52.7) mg
test item fgmean measu agal t coutrol.
Duringthe test, ﬁsh@werg @amme aff %four@ours%nd Ih@i daily for mortalities and signs of
poisoning. Wlthm@ stu@y dl@ived @(ygen” wat temp&ature and pH values were determined
daily in each a 1ung§wate§é ‘%a ure% S adl on@?y measured in the control aquarium and
recorded hour@/ Wlt@ @ogg@ Dl@lved yge oncentrations ranged from 90% to 101%
oxygen satut&dion, theé pH@ eS{Enge@ to 7gk;and the water temperature ranged from 10.9°C
to 11. 7°C&§1 all aquarla Vﬂ@ wl&g&e testing p,g\gr@d The photoperiod was 16 hours of light and
8 hoursdark. N
After 4, 24, 48, 7%;“§d ﬂ@ours@ expasure tl%e:@ fish were inspected for the number of deaths, toxic
symptoms or abnormali 1@@ mortatity @ after 4, 24, 48, 72 and 96 hours of exposure was
calculated in eagh'treatment pingbwas analyzed in all test levels after O h, on day 2 (old and
new media) nd o r&d%y e e%ppsur@)erlod to confirm nominal concentrations.
Q & 9
Dates %@Xpe@nt&l@ork@%ctober 18, 2010 to October 22, 2010
NN
& & TS

&
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Results: o
Validity criteria: . @ Q
Q\ v
Validity Criteria Recommended Obtained ©© @ @
A Y
Mortality in the control <10% 0% v IS °\©
Constant water quality and environmental n . @) . & \y\f@
conditions during the test Yes C Yes y\g\ \\ @@ @
D
Concentration of dissolved oxygen >60% 78 - 8((@ @@ § é\g o
< X
All validity criteria for the study were met. @ Q& &) Q @© @Q}
o & & &
> @ © o W
- @ > \ o
Analytical results: @6@’ %\ %@’ S \% N
Mean measured concentrations for the dlff@nt t@ le ran%d be en é@ % and 7%5 % of
nominal values for propineb. Therefore, a]%esulti@e e ba@ @ean § sur@ conc&rat@. @&
©)
& . \ \ $ 0 o N
Biological results: @ N @ @ w> N é\’ @§

In the test level 0.468 mg a.s./L. (me@h me gExred)\l@hav g@ral cl@n re rve@urin@jhe entire
exposure period. After 96 h of@Xposure towards she co@tra of @468 @@g a8 L (mean
measured) the fish showed the @llow@beh ourak$ymp
- fish remained for uqi@ally Tong paiods on@ljle b&tom e a@lanurn
S @ o @ < \ =)
In the controls no mortatities 0%51% -letkal ﬁr@gs were ob@ﬁved o $ §
o

LCso values for rain trou@xp@ to P@pme@G W ba@ed o@omm&gl and mean measured
concentrations N @ & & @

Tést sub%nce NS & Sy & ine@G 70A W

(i”\\
@Nfest@bject: © © v @;)\’ A@inb routdgOncorhynchus mykiss)

2 Exposure: © h\ @7 96 hours, Satic test design (limit)

@\Cso 96 h (&}S% C § @QF 5@ (2@ 90@g (mean measured) test item / L

S v O O S
Conclusions: @ & 5 @% & &
The LCso (96®) of pme@ﬁo ﬁﬁbow@ou;\@ncor@’nchus mykiss) in a static 96-hour-test was

determined to’be 4.7 g@s/ L. @
The no @rved effec%:onca‘ao@ﬁ %@ aft his 0.198 mg test item / L.

S

N SN

“o




B . Page 79 of 129
sayer) Bayer CropScience 2015-03-25
R

Document MCP: Section 10 Ecotoxicological studies
PPB WG 70

Report: B : 0 0:M-3723880-01 §»
0,

Title: Acute toxicity of propineb WG 70A W to the waterflea Daphnia magna i
static laboratory test system S @ S
Report No: EBLHLO10 ~N NS
Document No: M-372880-01-1 S N
Guidelines: OECD guideline 202,(2004); EEC Directive 92/@%EC, part & (}@); N
U.S. EPA Pesticide Assessment @delines, S ivision E, -2&f982)7@©
OPPTS Guideline 850.1010 pub?c draft 199@0&1&&; A@lz %,
Nousan No. 8147 (2000) @& < é\g Q §
GLP/GEP: yes \ Q x Q(\\ 6 O .9
@ . @ b > D . N
Objective: N @ﬁ% S
J Q @ &9 ] @ o3 .
The study was performed, to detect poss%e eoff@’s of @e testitem o@mo@lity o&ap@ mgsna

caused by 48 hours of exposure il{%’d t&ﬁ\@ laKNatorbtest Q%wtegn@exp{»gﬁssed as" E for
@ | )

s
immobilisation. @) N

NS
N S <& 0

s b8 sy e,

Materials and methods: > ™ ®\ (SIS IR

N Q °
Test item: Propineb WG 70A@W, baé%l n(@%) El\@bo%f@%, @ciﬁc%@%n @.@1%00\0006516—02,
content: 49.5% w/w propine&%OX §8654@0). S &@ . % @)

Daphnia magna (1% insta%< 24 é%ld, @f 5 afthals I@f concentra@n) were exposed in a static test
system for 48 hours to"%ﬁomi%l conctratidhs o@@, 0.6®“1.25§2.50;§9 .00 10.00 mg form./L
without feeding. %O @@ v S} ©© \© RN

The content of pg@pineb 1 expo su%@nedi@ wasé@neas&ed fofd veriffeation of the test item
concentrations at sfart ar@%nd exposulgperigﬁ.@ <) N @

After 24 and A&hou \the béhavi@gr of @ Watég\ﬂe s %as @allmvaluated by counting mobile
daphnids, defined animals wit@swiﬁmﬁng@ove ts §; @pprox. 15 seconds after gentle
agitation ofghe test Vesség. Ad 'é@ni@all V@ble fe@ﬁreS@f the @t item in water as well as possible
signs o@blethal affected daghnidsdd to be recofded. O ©\

For verification of tolg pregvje exposure ﬁcen{;ationsﬁhe {s, component Propineb was analytically
determined and q@tiﬁe s ylengt iou@ (PT& h is the hydrolysis product of propineb.

Before measureifient, in esid:@é W&f%?con@etelynsferred into PTU by heating up to 65°C
for24 hours, @ O° ¢~ .© © ,© @

R N N

SRS @ & @
Dates o@erimengi or]QQ @ Oc@ber %&009 to March 03, 2010
N N

Re&iﬁ’s: § @ 0\@’ Q@ ©©\
Analytical findings: &@ @ A
The accompaiyin eﬁﬁmi nalyé% of propineb in freshly prepared test solutions revealed measured
concentrati s between &% and 1029 ean: 95%) of nominal.
The co @pond@% congéntra@s in the aged test solutions at the end of the 48 hours exposure period
ranged&tw@ﬂ"/ d 86%5 (mean: 81%) of nominal.
Du@ the Jignitedqy ter°§,}ubility of propineb under test conditions, the corresponding concentrations
of the agédtest solutions at the end of exposure were dose-dependingly reduced. While concentrations
up to mg a.s./L revealed sufficient recovery rates (less than - 20% of nominal), the recovery rates
for higher test concentrations fell below 80% of nominal. As the toxicity has to be attributed to the
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tested formulation as a whole, all results submitted by this report are related to nominal test
concentrations of the formulated product. ©©
Nevertheless, since the discontinuous dose-response relation for the highest test concentration ofpy
10 mg form./L may be affected by reduced bioavailability due to strong precip{@ion of the té&t 1ten@§1

the test vessels, this treatment group was excluded from 48h ECs calculatioff@o approximate ECQQ) a

“worst case” principle. A\ § § %5@
No contaminations of propineb were detected in samples §m untreateater controﬂs@ \O\ @Q @
S g s &
& S) & QQ NI
Biological findings: @ & @© @g}
No immobilities or other effects on behaviour @Hed in the untre@g@d co@rol v@hm 8 hou@‘a\of
exposure. AN "\7 <&
p é%b <§@Q &§> %Q Qy E} %% %M
Toxicity of propineb WG 70A W to Daphni(%zagmf@ased@n nondiaal con@:ntr&mns) Q @% @& ’
Nominal test Exposed & Ihun0b1»ed d@lds ) o é&g N §
concentration daphnids @@ 24 h w%q QM e Q& O
(mg p.m./L) =100%) [ On 5] % o n©] % & o
Control 30 D 0 0 o O |0 O @Q N
0.63 30 o, 02 o0 & 0 4L o ©©
1.25 300 | '\0 00 £ 2 @t 64 é
2.50 30 1. O] 38 6% [200 G %
5.00 % P 57 . 19 1633 < | =
10.00 0 S o8 49707 o [esT §
*I excluded from ECs, calcul SR N
F IS e §&,0 ¢ <
. N S vooN §9 @
Conclusions: & <\ & WD v

> & &
No immobilities OF he;\g@fect s@n b &avi9ln@ occ@d igguntre@ted control within 48 hours of
exposure. & D (g @ é,(;\’
Based primean- meas ent ns of Pro@eb ?Zg@} 7(@W the following ECso values for
immobilisation afternd\ hqggs of static exposure were gsessed
@ <

N
"\9 o 5
Statistical results of p anﬁ cb@uctei}\’f)r defer mng@on of ECso values:
w Q \ECso @wer 95% cl upper 95% cl

Prob(l)tbztm' 51;2:; data @1 § met %te /%] @Jre metabolite / L | mg pure metabolite / L

K 9 @ean me ureq& Y%mean measured) (mean measured)

24 hours O 204 N, 7.25 57.4

N 48 hours v [ . U109 3.18 5.28

highest test concentration excludéd from KOs, cal@aﬁon \S)
S %“ % @
\ skskesksksk
§ Q Q
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Report: I I -0 0:1-397379-01 &&
Title: Pseudokirchneriella subcapitata growth inhibition test W% propineb W@ 0A P
W o o
Report No: EBLHL009 @JQ S8
DocumentNo:  M-397379-01-1 SR
Guidelines: OECD Guideline 201: Freshwat@lga and C@nobacterl “Growth é%
Inhibition Test (March 23, 2006y~ @ Q\ @
GLP/GEP: ves . @Q v O &
@ & o R O @
Objectives: N @@f @ & & @}
" \

The aim of the study was to determine th@gnﬂue@x& oftlie tesg, itel&f@l e nentigl’ly growing
Pseudokirchneriella subcapitata expressed aSNO %@ LO and&x f@row@rate&f alga%alomass
v

(cells per volume). R ) R @ >
< NI §b
AN POIFCIES
Materials and Methods: NI OEEN é\y O

Test material: Propineb WG 70A Qg(ana@%ed piﬁty 69.5 ‘Vw@w v@tes‘t

EM200004026, sample description TOX08654500 an@spec atlo 00516@2).
Pseudokirchneriella subcapi weié\fexpos@ ingg chr% m 'I -generdtiong¥est fbor 3 days under

static exposure conditions téithe eometr@neal&meas%é
1000 pg formulation/L in @@mpafi3on t

per test level and six repol%ate s%ssels per con®y
The test system consg

level. The initial ¢

umber Wa@ 115/@ N)

co%:entra{%n of .54, 30@ 97.7, 313 and

1. The test system Yonsisted of %@e replicate vessels
@mﬂ@ el nz\?nber‘%yas 18000 cells/mL.

d ofyhreexg llcateess per ‘test le\éand@gix regicate vessels per control

Growth 1nh1b1t10 as c@cula &d us1n§alg§e\b10m«§per g@]um@&rhe ogate for biomass was cell
”\a

pa rnete 3

density (used esp@ >
The pH Valu rangpd frem 7.7 to 8 2 % the @ntro&@and fhe incation temperature ranged from
21.8°C tQ #2.0°C (measyred invaif addgfional @ubate@?gl%@xesimover the whole period of testing at

a COHtI@JS 1llum1na@?1

Quantitative amo

Results@’

SN

of $233 u & = O
of P{%pme&were @%asq@d in Kl trea@%n‘[ groups and in the control on day 0
and day 3 of the e@osu% perl@ %\ >
@
Dates of ex#fmer@g W(éé‘ I\{w%mb&Q6 2&@ to%[ay 202010
S &
@ Q &
5.9
v & V&

Validity of the studys & @ @
N

Validity Criterif

S) 3
% Obgained i@\f‘ﬁis s@y:

Increase of b@ass \

ass ih\éreas@ in the control by more than 16-fold within the evaluation

@riod§a

Sectlona@ontr@tes

Meatpercent coefficient of variation of sectional growth rates from day 0-1, day
12, and day 2-3 in the control did not exceed 35%

C@l re&ﬁ@ate raté@j

@rcent coefficient of variation of the average growth rate in each control
replicate did not exceed 7%

In conclusion, it can be stated that the test conditions met all validity criteria given by the mentioned

guideline.
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Strain material of defined sensitivity was used, as shown by reference substance testing with 3,5-
dichlorophenol or potassium dichromate. Reference tests are conducted event driven (i.e. in c@ of o
receiving new strains, introduction of new test conditions, apparatus, etc.). These t@s arey’
documented and archived together with strain protocols. S @ &)

@ Y
Analytical results: @ \ f@
Propineb WG 70A W could not be directly determined @e to the lov&%lublhty a% ow %rol o
stability in water. The hydrolysis product propineb pr%ylenethlou % (PTU) was{anal -Q e &@
amount of propineb was recalculated. Recoveries of RTU were me&@red twice dng t]@ tud@ay &©
and 3. & Q )
The chemical analysis of propineb in the treat@t levels resulted 1@%6 7 @to {@1 %@t no
(average 57.4 %) on day 0. On day 3 39.8 % to 8@«»% @om@}l (%@ége %i%xler
Taking into account the physico- chemlcal@rop%@%s O&prop@b ader testy congltlons,%lommal
concentrations of the formulation are usedQ@r r@p@ﬂn&z@d eva@tlo%o res@ts © @7 @§

Yo S
N S
NI & o N S S
Biological results: @Q KK é\g § > § @ §

Effect of Propineb WG 70A W on @shwg@er Al%e\(Pse@akzr gnell bca, ta) 1@72 l@q\\l"owth
v

inhibition test @ Ny é @ @ &

Geom. mean measured C%\umber @0-72h)—average I ﬁ%u@n@@f average )
concentration after 7, © spe@c gro@h specifig\growth rate | &
[ug form./L] Q‘f@%ans) permlS| gles [days'] s 2% S
Control 842400 - S 148 0Ol « - &

9.54 R &35 008, AN R

30.5 L] L 780000 & 452S |y, T8

97.7 S | © 156000 = 0915 @ 3819

313 O 58000« [y 0888 Y 602,

1000 % g G4 0000 409 O [ B3
test 1n1t1at10%w1th 10,600 cell¥mL &) % b\ 3 @ é’ox

& & & & € N
No m(ﬁ%ahologwal Qh@ge xg%agN was ob@f”ved\lg ny test concentration.
=) S
Conclusions: @;\a Ry >
QP S S 1O L .
The (0 - 72%@@50@@ neb \\7@} 7&@ ;{@39 ug@‘orm./L and the (0 - 72h)-NOE.C is 9.54 g
form./L. S K 2 &
s o T FT
@7 o Q @ N
& % ~ N :’© . - .
CP\I\‘Q.Z.Z Add. long- er@nd@ron@to . studies on fish, aquatic invert., sediment
dwellin@’ori@) @ &©
No new studj Wer@%%ce ba&ﬁ on thécurrent data requirements. See the respective MCA
document. % o N ©@
I

¢ @
Cp 10§ 3 &8 u@er (;é&‘mg on aquatic organisms
@
N@Jdl%@rere ne@éssa@based on the current data requirements. See the respective MCA document.

&
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CP10.3 Effects on arthropods .
& &
N N
g
CP10.3.1  Effects on bees > & o

The risk assessment has been performed according to the exisiting guidance@ force at t@%meoé‘\the
preparation and submission of this dossier namely the EU Guidance%Documer}}t T@stﬂa@

Ecotoxicology (SANCO/ 10329/2002 rev 2) and EPP(4tandard PP@ 10 (3) En&%nr&émal R
- . & ¢ @
Assessment Scheme for Plant Protection Products - Cha%r 10: honeybees. @ NS &
o L S & O
. . @ Y Q RO
Commission Regulations (EU) 283/2013 and 284013 require @wreéjees ikely to be @kpo&
testing by both acute (oral and contact) and @@‘ onic toxicity, incfdin -

! -1%@1 effa:ts,gzbe

conducted. Consequently in addition to the standard texicitySfudiesiperformied w@ adul{ bees FOECD

213 and 214) the following additional studiesQre a&pro@"ed: @j& b@’ ('S % .
8 .9 R & 9O & ¢

*  Chronic 10 day toxicity to adult be&%n@eﬁl}bor@ry c&@’iﬁo \© é\a w §

* Acute toxicity to larval bees undbofag%ry C iti@ v\g é\ﬁ < S}

ge

*  Colony feeding studies (OomeQQt al @08).\ is i&pnly%@ e ordbLD50 for

@Nhe e

adult bees is less than 100 u&.s/@e whigh is nof the@:atio@ or inely Ho“erge?\?/er a study

has been conducted usin@eabﬁ% worfe’ casg@ray @lutioz@%once ratind@govers exposure

for effects on brood (eggs, ou}g ag@old larva%jand t&@r Qe@lopr&gnt, nufse bee on-going
L SN > s

behaviour in brood carg and cofony streng 2 S Q\ %@

+  Tunnel test to OECD gu%ance (@:um 75@\Nith %thod(\zﬁﬁogicsagﬁ 1mp§ements). This test
exposed honey 1@3 col@ﬁes t&%) spra@ ap@ation\o 15@ gas/ha @a imum use rate) on a
flowering, bee @actge cro@ha%@z tan@etifa@?. @ ©

SO NN Qo & &

Details of the éﬁey l& testir% wprop@b a&ﬁd\eco xicologital erilpoints are presented in MCA,

Section 6, Pointps8.3.k “as  well as within the” exiSiing @eview Report for propineb

(SANCQ/?@4/VI/97-FJ{1931, 2%% T tunn@test with Pr@ﬁneb@G 70 to OECD 75 is presented in

. N
this dogiimnent (MCP Bpint 10:3:1). - A
o\ o\§ “ § 0\© C&% g\
Table 10.3.1- 1: “Xcute %xic/@of propinebfa.s.) &9 bees

-

Test substz\i@g T;cie@tu:iy@r@’ @\ O ©© Er&ﬁoint Reference
AN S 9 %’Q 5 @
) @ @ y o Ry
o TR 7 Sog T
T Q& ol & o M-017002-01-1
N ® & LY O KCA 8.3.1.1.1/07
@ Honey {@ Q& LDso—oral > 107.9 pg a.s./bee KA s ).1.2/07
. R 50 — . .S.
Propineb TI@ \% @ R @ LDso— contact > 100 pg a.s./bee %1@012)
EN & QO & | M-442120-01-1
@
& & N
SR
S &Y
€& &
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Table 10.3.1-2: Honey bee toxicity data generated with Propineb WG 70 .
Test substance Test species/study Endpoint Reference @ @©
design Q\ g
Acute oral and contact toxicity (laboratory) & @ S5y
© )
N
n W S P
f % M-647013:0f2 =
W
VU @ 10.33,1.1/02) R
Propineb WG Honey bee, LDso Qoral >112.3 @ a.s./bee \EBL 07 (2@) Q)
70A W 43h LDs; —@nitact >100@g asfbee SR
N M-352507-681
L Q8 o @
Effects on larvae (laboratory) . & \ Xy L N
N K CA 83.1.2 /03
o & & & @ 3.1,
Propineb WG Honey bc?e brood Ni O > ug @./lawa@j (20 & °
(in vitro) AN @
70A W Apis mellifera LD50 1T p%a.s./l%@ S13-014
P S A LY O @A48%220m§
Bee brood feeding test m@ G w\\ﬂv ° N "\9
@) %lthou, smallbut stétistic &
@ gnificaht e 1‘1‘;% @ tlon @? § R
& &@ Wa%?sew " m@@b WG 70 g"d KCA 8.3.13/01
. Honey heebro ata atlo& 2.106@a.s./L plcﬁ
Propineb WG . (2013)
feeding (@@me eta high volume spray ngt @Vers@/
70A W nerar @ LHL033
@5992) ffect@verall lfdney bee bro@ 454682-01-1
N 9| de pmlﬁg> ors s anthdid %
ingyease the overal) mortality rate of the@
(5\\” ¢§ S | colonie§Sompated to tl@ cont&i N
Semi-field (tunnel) €€t copducted:to OE@%/ 75
> OKOD Giiidance *v Noﬁdverse\é%fec@ mo, ity,@gging,
@Q ument 75 wi broo@ﬁev loptent gs, yayng KCP 10.3.1.5/01
Propineb W@ & cfiwrent @) garvae@l?d larvag, pu olony , (2014)
70A \% I@omm\%ﬁdati(@ of thg | devglgpme e exposure %Q?sprayed test | EBLHNO023
N AG Rienensthutz @ ite nto §§ég cr%a {Ginder tunnel M-488039-01-1
N OC%@PP 010) cond1t1 at 157>ga
Note: &
- Studies referring t@A ar% filed:Gal the"d@smer@ﬂthe %stance
- Studies written iggprey are ither'tg studjes in theebrresponding Baseline-dossier for the active
substance or g the d e ola@epres@taﬁve@mul n for Annex I inclusion (which is provided for
renewal as w&% wl@eas n%lack e are%@;udl f the Supplemental dossier for the active substance
or this pr@ﬂt dossier for @ ne@pres%: 1v
‘%

Chr%lc@zxmty oﬁﬁropl%b to @ult l@aey lgg

N
There is currentl

chronic risk tg@dult 1)

honey bee @m

y no h%o

y

©Q

d and rin, @ested test guideline available in Europe to assess the
es. @nethé@ss there is to date some experience within the European
on condu@ing chronic studies in adult honey bees, by exposing honey

bees ora% to a@reate@@O%@/v) sugar solution as an exclusive food source for a period of 10

consecﬁ@\/e d 3
techn@ l p

T08W. &
&

it .

cont

s and ad libitum feeding. Due to the very low water solubility of
e, Study was conducted with the representative formulation Propineb WG
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Table 10.3.1- 3: Chronic toxicity of propineb to adult honey bees
Test substance | Test species/study Endpoint Reference @ @©
design S o
8.3.1.2/0 @Q
Propineb WG 10 d chronic adult NOEC > 120 mg a.s./kg sucrose ﬁ (2014) ©®
70A W feeding study LCso > 120 mg a.s./kg sucrose M-487104- @ @
) D«
@ &% % \\ N @
Risk assessment for bees g Q@ y\g@
@

The risk assessment for bee is based on the max@um label é{e of propingh 157% a

applications in orchards which covers all uses angxGAPs using t & critfgal e omt %LDso value

bold in the preceding tables for Propineb TK 83%f >107.5 @N@Q g a@/be?r orak? d act
~

toxicity respectively. é& %@@ é}’ @jx 6@ @Q N % o
@ @ K RS o & ¢

Hazard Quotients \ [}
& S S N % §
The risk assessment is based on Ha ~'m ﬁé&lent y ca@la‘u io betieen the
application rate (expressed in g a.g/ha or@a g tota su‘tf%anc a) a el rato contdét and oral
o <l e o

LDs (expressed in ug a.s./bee or R ug total substanc )
ISR N AR
Qu values can be calculated"%bsm data fr the studie erfomged wit itfthe agtive su@stance and with

the formulation. Qu Valu@ hlgh@ tha%@) te the need of mgh\er t@d aeg@itles to clarify the
actual risk to honey bees> @
@

v
@ N
an§lax appi@anor@ e @ [gas. AR or g f%tal substance/ha]

N @’ X
Hazard Quotient, (@: &
Q N TR LB, oraL N @pg a@ébee @Qg total substance/bee]

)
AT > § ™
Hazard Quoti t, C(§act . Q maxlm%n appﬁ@atlon& ga.s.f@a or g total substance/ha)

. © %, %LDSO@)ntact ‘o @[ug a.@ﬁ’ee or ug total substance/bee]
> N @ & S o
Table %.3.1- 4: g%zar&%quotie@ts fo@ees =oral exposu&%

Compound @ lLD B(\!ﬁ\x a&fﬁ@catmﬁ) @:Iazard Trigger A-priori
@ @j@quotlent acceptable risk
@@ @ S. /lgaq@ Quo for adult bees

Propineb @79@ I 157@@ o <146 50 yes

maxin@( apphcanon ra#te in o@lard\s c\gvers@ otllg]ntended uses
N

Th&hazard quotlenv\\f for@@ e@osure@ bel@the validated trigger value for higher tier testing (i.e.
Quo < 50). @‘\ & @ Q

%% &Q)
Table 10. 3@ S: \Haza X quggents @bees — contact exposure

Compo, @ Coﬁ@act I@f Max. application Hazard Trigger A-priori
%, § @g a.syhee] rate quotient acceptable risk
S @ oS § [g a.s./ha] Quc for adult bees
Y 9D
Pro mebOQ >100 15752 <15.8 50 yes
S

@ maximdm application rate in orchards covers all other intended uses
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The hazard quotient for contact exposure is below the validated trigger value for higher tier testing

(i.e. Quc <50). @ &

. 5 &
Toxicology summary and further considerations regarding the risk to be%@ &@ @
The active substance propineb either as technical material yor formu &duo‘@

(Propineb WG 70A W) is of low toxicity to bees. Bot@echmcal m féﬂal and fornwlatmg exh

acute LDso values for adult bees in excess of 100gg a.s./bee oral and @)nta@\route@of
5 S
administration with HQ values considerably lower thaq the levels 1&@ ded to 1nc1©1%a@€e a to bees. , ©

When fed chronically to adult bees via ad libity, eding of %O mg @%/kg S@ar s@%tio ere @re
no signs of intoxication or mortality indicating that p(%pmel@es &}caus@dve efﬁe&s or @%ore
toxic when administered chronically. This &mm@stud @as a@nt est by Xposmg
adult honey bees for 10 consecutive days.to a co@émr@on of@omm mg pdpin
aqueous sugar solution. As propineb 1s§§ract1&%ﬂy i \}uble@a waj (%(>O @ mg4 at 20 test
was conducted by using the formulaté@ product P ﬁneb WG 70CThe m}mn est cent§n as
such equals about 12x the water s®4 il of pr@me@&/he cgé ic to @h s via ad
libitum feeding of 120 mg a.s. /]@ sugar solutlon tI‘re We©\n0 s ofintox{ tlon\%r mortality
indicating that propineb doe@not :€ats ers@effe more) toxi©whgn administered
chronically. No adverse le@- subslet behav@ural%r del@' d effects were folnd by exposing
adult honey bees for ten c%rlsecu@se daééxch@zely t@’sugar olu@a ce&%ﬁnm@l 20 ppm propineb
(nominal). § & @% %@ @
S S & S

In a laboratory stu hone@be@rvae@/ere § §to ropmeb&wth dn acute LDso of 11.1 pg

a.s./larva. The m odo y f@& ting W&ﬂnd be% iffecs in th@ larval exposure is both by
dermal and ora 1@@) routés of €Xposu wheteas in the s dard ;adult bee toxicity tests the two
routes are 1n@st1ga se @tely OLarval ee@}’r smr thgy their adult counterparts when
dosed in tlg studle if comparé’d) on & weightt by wpight @53515 “Consequently although the larvae
appear @be more sel@lve@mer@]y than thetadult-ees the two test methods are not directly
compa@ble In additi%h th&@posy\ﬁre levﬁﬁ“for {Qagmg%tdult@es is far higher than that of larvae fed
by nurse bees w1ﬂ§§16 hive. o\ @ é\
S @ AN IS @©
Further toxicitgy testn@ n @effec@ of p@ﬁnnel@t the®lony level and to further investigate effects
on larvae haﬁeen c ndu@i gc\r col@f feed}lg ar@seml field conditions.

)

A bee b@d feedin sgudy he@oe cond @d 110W1ng the provisions/method of Oomen P.A., de
{@; A & V&m& % P \Bulletm 22:613-616 (1992), which require, amongst
other parameters to “@’use @mu @ducts only... products are fed at a concentration
recommended, /@r hi }Avol uss@ T@ honey bee brood feeding test is a worst-case screening
test, by fee@ th@ es direetly imthe hive with a treated sugar solution which contains the test
tlongyplc'ﬁ@ present in the spray tank (and as such at a very high
e mnve atlng the development of eggs, young and old larvae by employing
dlglt%ﬁphot é techpology. In this study fed with formulated Propineb WG 70A W at a
trat@@n of 290 g @/L (typical for high volume spray, see table below) experienced a small but
statisti significant effect on egg termination rate compared to the control (fed on syrup only).
However, there were no adverse effects due to exposure to propineb as the overall honey bee brood
development and success mortality rates of the colonies showed better performance compared to the
control even under the unlikely worse case conditions of direct consumption of spray solution.
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Table 10.3.1- 6: Intended application patterns relevant to bees and spray tank concentrations

Timing of Maximum | Water volume C;mrc:ng;?:t‘;:n()f Maxincllfﬁy @,@
Crop application label rate (min — max) ?mifn — max) applicatipibrate, g
(range) (range) [L/ga] g as./L] & g &@ha] )
[kg pr/ha] v propingh * |
Orchards BBCH 40-59 Q D
(Apple) BECH 60.73 2.5 800 — 150%@7 1.05&:\1%7 o 15\7@ &
@) < @
Grapes | BBCH 40-59 1.6 600 - 800 Q-187 @ SPox S
9)
G 11 BBCH > 70 2.0 60 @800 Q§®7 2. 33 S 14§ @
rapes > .
i 2l 5 «s& haaall
\07 RS

In a semi-field (tunnel) test conducted to O% I@anc H%cuné\\rft 7 ,ﬁmh @eent m%thod(tﬁ%glcal
improvement) colonies exposed to propi at 3575 éﬁs /hQ@pph@ dlrec@j/ a@% sp
residues on flowers (nectar and pollemy), th@%ted eﬁmva t peri%rma@

foraging rate, behaviour, brood devel@nen& olon@ trengl an ooqgtores @mp@d

Q
exposed to only water. Overall, tlo@f xpo eb at the
maximum application rate of 157%g a.s. /@ prodﬁced ﬁ%’ de@erlou@ fect@ n h or honey
bee colonies. 9 9 @6 @

NI Q G
S S @ @)
Overall conclusions for hees 5 § @& @ S Q R 9
% o ¢ @ < &

%)
The calculated Hazard Quo@ts f% botk§ 1&@1 an§owlated $%'opm@ are well below the
validated trigger 1nd1@te thefeed ﬁgﬁ\a refified rléasse&s%ent no adverse effects

valy@whictbwo
on honey bee morality agg to b@xpgg@d This co@sw % co ﬁrmed@y the results of a range of
additional tests

@ult%@@omc@edké stud%\larv&l\toxm@ test,Gee b?&d feeding study and tunnel
test to OECD §

f@@©©@

o & D
Overall, it can be co hgd @1 pr@ v@en phethe@mmum application rate of 1575 g
a.s. /haég%n during t yve%lg pertod (époten@ ly b%e-attra@ive crop and weeds does not pose an
(g
(g
@ @ \
Report:

unacceptable risk t@mey&bees @ hon&y bees:gp onigs, RN
@ & O
CP 10.3.1. 1©@Ac %{mn@ﬁy to ees O
§ : :2009;M-352507-01
Title: cts @propm W@ 0A W (acute contact and oral) on honey bees (Apis

A
5 o
Ny
NN
CP10.3.L1.1 Acute ofal t<§mty @)ees@@ &

@° rnelhf L. he ]@oratory

Report No: &y 50028035 «, @
Document@o Q
Guideliggs: o CD.213 and 214 (1998)
GLP/SEP: O yes

SRS

S @ .

@ e T
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Objective:

The purpose of this study was to determine the acute contact and oral toxicity of Propineb WG 7@ W
to the honey bee (Apis mellifera L.). Mortality of the bees was used as the to‘c endpoint. S@letha@’
effects, such as changes in behaviour, were also assessed. & @

Materials and Methods: % § @ @

Test item: Propineb WG 70A W (Batch ID.: EM20@O26 Sam@ Descrlptlo&}o}@%%@ @
Specification No.: 102000006516-02, purity: 69.5 % w/w analytical)Q

Test organism: Honey bee (4pis mellifera L.), femal@vorker beesgo tamed fro@ heal@/ r@uee@
right colony, bred by IBACON, collected on the ing of use. Q Q

Under laboratory conditions 30 worker bees (4 mellzfera) %r treat ent yere osed%@ 48dn urs

to doses of 100.0, 50.0, 25.0, 12.5 and 6.3 p& p&bee topé%fl ap 5T atlo§onta%t) amﬁl2 3,

51.9, 27.5,13.5 and 6.8 ug a.s. per bee fo cedi ora@@alused @ the a@ualé&tak@the dest

item). N $
@ RIS & &
Oral toxicity study Q K é\” @

Aqueous stock solutions of the te§ltem a@ refe%nce 1%%111 w &red iasuch §2y th% they had
the respective target concentratiorr of e te tem ce ’73 wer ue mixed with sugar
syrup at a ratio of 1 + 1s@tter® %foi of thése tesg, solu@%n E@ie ]@%fo@e sugar syrup
(composition of the sugar ?&mpe{lent § % sacchargse, 31% glucose, @ %_fructose) the final
concentration of sugar s&@p in the te ¢t10 offe d to the ee@s 5&% For the controls
water and sugar syruE%was used at %e sa atic ’Z* + 1®Th treated Tood offered in syringes,
which were weighed®efore @nd intr@iuct1§mto Y&h} cage@(durémn 0®ptake ranged from 1.25
to 1.5 hour for th@ést item tre@yent%@After um@f 1. hour,@he syringes containing the
treated food wel@%moxg @@hed ar%l re&%ed %ones@n‘?§g fré§h, untreated food.

The target d leve e.g.300 u& s/ & nonxinal) would been obtained if 20 mg/bee of the
treated foo %}lwas 1@’ested\aln p@ﬁctlce hlg ose Vels wére @%med as the bees had a higher
uptake o’f\ e test so §@ t T{@’test was conducted in darkness,
tempe%g e was 24-25°C humt d1ty twe@ 37 and 87@ Biological observations including
mortality and beh@nal%ﬁang@vere @cord@ at 4:.24 ané§4\8 hours after dosing. Results are based

on measured co trat%ns o@é a. sm\er be@ S S
SR & § &

@ N

Contact tox@v stu@

A single S%LL droplet of@rop@o W@OA @§ n a@approprlate carrier (acetone) was placed on the

dorsal thorax. N

For L%e control, oné$ pL %ople@f tap@dter e&talmng 0.5% Adhaésit was used. The reference item

wasNalso applied in 5 tap ter ( e made up in acetone). The reference item was also

applied in 5 pLggp water (di ad %p in tap water containing 0.5 % Adhasit).

A5 uL dr(@t w s%ﬁos n dmatio to the guideline recommendation of a 1 pL droplet, since a

higher volptie ensured re reiable@ispersion of the test item.

The test #as co§r ted$h da ess, temperature was 24-25°C and humidity between 37 and 87%.

Biological o@va S, 1@dmg mortality and behavioural changes were recorded at 4, 24 and 48

ho@ftphca@m gsults are based on nominal concentrations of the product per bee.

Dates Xperimental work: June 29, 2009 — July 3, 2009
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Results:

The results can be considered as valid, as all validity criteria of the test were met: control morta(@il 1S &
< 10% in the oral and in the contact test, LDso (24 h) of the toxic standardin the oral te@qual@’
0.12 pg a.s./bee, the LDso (24 h) of the toxic standard in the contact test equal 6 ng/bee. &@ &)

A summary of effects of the test item on mortality and behavioural abnorme@aes of the hees isgiven

below for both tests: < @) § %
< < IO
Mortality and behavioural abnormalities of the bees in the%ntact toxi 'test (79 Q\ y\g@ &@
after 4 hours Lafter 24 hour&g t”%after @\ﬁour@ c&©
stality behavioural -m%. lity beh@our% o @%a i be 10ur{
dosage mo abnormalities &) abnormalifies t® S
[ng a.s./bee] mean % mean % o meagyb Q@mem@b Y\\O@J Yo \% mean, %
test item S %@ Q) ] é@ > é % x
100.0 0.0 0.0 % \@’3.3\@ QOO% L 6.7 0.0 @
50 0.0 067 N7 0, &6 08 > . © 1%@ o 0
25 0.0 {gﬁ) Y @ 33 & & @0
12.5 0.0 &@.o > \@3 o @Q S33 @ © 0.0
6.3 0.0 Q 0.0 e 0%y ﬁ(\Q 0. @Q 3.@© °<\9 0.0
water 00 @ o0 © g9 @° 5}) S & 0.0
reference item %, A &V Kz
0.30 13.%, & 6.7@© @90.0@ O.@Q\ @6@ 96.% 0.0
0.20 00" & 2 & o & 0w §§7 0.0
0.15 éo 0S80 33 O B0t feos B3 0.0
0.10 & 0.0 ﬁ(\@ 0. Q®@ NS .7§’ @, 00 S £ 30,0 0.0
@

results are averages froniNiiree r 1@ tes (@Tfé/es eagh) per d&age / oﬁﬁ@l
~

water = CO,/water- tr cfatpd coniy] S AN
2 ¢ o6 O ¥ & S §
S S
Mortality a%i ehav@ural%normyhtw&f the @\ s in &§ oral t0x1c1 est
&@ @ hou@y a@4 h@s after 48 hours

§ rtal«i@/ Kﬁhavm@ \m ortiity gehavioural mortality behavioural

ingested noriftalities 6@; Q abnormalities abnormalities
[ng a.s./bee] @@ r@% Q m@%’n Yoo mean % & mean % mean % mean %
test item Y ©®) < N O ¥ T
QO O . &
112. 0.0y Q0 i) &? O 0.0 0.0 0.0
5& 8,0 QQ @% & 00 0.0 0.0 0.0
. 0.0 s 0.0 & Q0.0 0.0 6.7 0.0
\‘%13.5 % 0.@@ \@’ 0.@@ @@\ 0.0 0.0 33 0.0
68 . o O g0 O 00 0.0 6.7 0.0
water & 00 & Koo V 0.0 0.0 0.0 0.0
fi i N @
reference 1 N @@ - ?
o.%gb @Q %0 O 0. 100.0 0.0 100.0 0.0
LNTAR %23.3 @© 26.7 100.0 0.0 100.0 0.0
@%.08 @@ @Q 09" 0.0 13.3 0.0 16.7 0.0
> 0.062 02" 0.0 0.0 0.0 0.0 0.0

results a:@%rages from three replicates (ten bees each) per dosage / control
water = r-treated control
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Observations:

Contact Test: . @ @6
Dose levels of 100.0, 50.0, 25.0, 12.5 and 6.3 pg a.s./bee led to mortality of.6.7, 10.0, 3.3,@3 and?’
3.3 % at the end of the test (48 hours), respectively. 6.7 % mortality occurre the contr&@(wa‘@L
0.5 % Adhasit). Only one single bee showed behavioural abnormalities (e.g@’movementéoordm ion
problems) at the 24 hours assessment. At the 48 hours assessment no bg@%yioural abp(@nalit§ wegré@
found any more. @, N 5> \O\ N @
¥ < F 9L s

ral Test: @ I QR O &
Mortality occurred in the three dose levels (27.5,48.5 and 6.8 @ a.sdee). 1 doses of 2@.5, lé
and 6.8 ug a.s./bee resulted in mortality rangin%%n 3.3 % f0.6.7.%%t the end e{@ne %@(4rs
after application). There was no mortality itthe cosiol @up. ge\beh@ ourglibndmmalitiés- were

@ v

observed in any of the dose treatment groups ¥t an e. 0oz o
y group ylime. ¢ g S N S @% &

Op

o\ \
Conclusions: @éﬁ \\ o &6 &% \© é\ﬁ s ©§
Toxicity to Honey Bees; laboratory tes N X N Ro N N
7 to Honey ISR S
Test Item @)& - f o S Pro@?{:b W((@OAL@ fQ Y
Test object 2 (og @§ ,«@ pli@lhferb § %
Application rate (ug a.s./bee)™s N 100.@@0.0,%5.0, 1%6?5 and &%) \@12.3@1.9, 27.\?, 13.5 and 6.8
& P ¢’ Ccontact QO ol
. ~ o g g o O ol
xposure “ @ (sghutiondn AdhiSH (Q.5®)/w%‘§r) . ™ (@jar solution)
LDso pg product/begg > Tl @ 310008 o & >1123
S @)
GO P
The LDso (48 é&alu@of Pr(%ine WG @f\ Wyévas % 100.0 § a.s./bee in the contact toxicity test.
The LDso (48 Va@ of&QpiI}%bQVG A Waéyas >@@2.3 & a.s{\]@e in the oral toxicity test.
& S ¥ Y g &
S Dl S
AS &8 € & < .0

CP 10.3.1.1.2 Acitte coiitact icity'fo bees
Please refer to P@ﬁ 1031.1. ¢ . %@J @© @b

o N F.O & O @
CP 103.1.3° Chronic{pxicity to @s S &
A10d ronic orabtoxi stud¥ wagg@on icted with Propineb WG 70, the corresponding
summary is filed wader KCA, point 8 3.1 .24@(see MCA document, [ 2014; M-
48M03-01). v &) Y Q $

@ o & Q

CP 10.3.1.3" Ef&e&s oﬁoneﬁee @evelopment and other honey bee life stages

A honey %&e br@@ﬁ feeé@g st@ acccﬁng to the method of Oomen et al. 1998 (-, 2013, M-
4546@ -1)nd ansin vm@@loney bee larval toxicity test (i 2014 M-488422-01-1) have been
con@ted With th§r0 iacb WG 70-formulation and and are included in the MCA document under
points & 8.3.1.3/01 and MCA 8.3.1.3/03 respectively.
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CP 10.3.1.4 Sub-lethal effects

There is no particular study design / test guideline to assess “sub-lethal effects” in hongy@ge&@b
However, in each laboratory study as well as in any higher-tier study, sub—let}g effects, if rring@j
are described and reported. N

@ N
3 G
CP 10.3.1.5 Cage and tunnel tests < g\’ S \@ é\’
& N @ L@

Although this study was not necessary when consideri the outco@of the risk@sess@nt a@g the &
results of the lower-tiered studies a semi-field (tunn@‘test conducted to OECD @dancoc faent
incorporating the methodological improvementgrecommended “the A&G B@tens@utz ang))
(2010). The findings of this study indicate t A honey b olomes ex«@@sed@ direet “spragcoand

residues via nectar, pollen and foliar routes @xpo@ catlégjgs of B@pm@&l G 70A éogse no
unaacpetble risk to bees. Ny :
’ ‘&% \@ \@ ©Q ) § © @j @&
o O @ . SN & &
S q\ N N & O
Repore I T 101
Title: Assessmer@f si eefi@ of P@pm éjthe ]@%eyb{*(Apls
melliferazl..) insthe se 1619@%& pp atlon@ Pl&@ha @énacetlfoha in
Germaity 2013 @
Report No: S13:001378. & & @ YA o\ &
Document No(s): ~ Repd Gt inchides BT @;mﬂ@ 13- 001{@01 @
M-488039-01z]
Guidelines: ﬁiu nce@ocu @%N 95 (20&\) ﬁxcur %t
@ re(‘Qmme tion®oof the nen@lutz( RIUS
{Ql. zgkz), OEPP/F}RPOCQ delis@No. 0(4@%10),% major
@© &vna tions @ % S Y
GLP/GEP: O Syes N6 &G @
9 S @ ©
& §’ T F&s
Objective: \ @ D

The aim of th % wa V*“alua;c%@poteré)%al ge effects of a spray application of
Probineb WG 7 he §@ey @’(Ap ellifera L der confined semi-field conditions.
e o " \‘% &L
Materials and Methods@ @ @
Test 1te@ opineb W@ 70 (Ba@j: H@EMZG@@M% Content of active ingredient (a.s.): 68.3 %
w/w (683 g/kg) (anakysed Q"

( g) ( @ ). % D> & &
The study 1nch§@d thre@tre&t@ent @oups@th four replicates (tunnels) each: one tap-water treated
control gro ), o%mest ,J"7 %% (T)dnd one reference item group (R). The crop used was full-
flowering @ce@tan zfolza th dy was conducted in the -eg1on of Germany.
Apphcat@zs w mad@ at fu&lowermg (BBCH 65) with honeybees actively foraging on the crop.
The a@ca‘u Wrate the item Probineb WG 70A W was 1575 g a.s./ha. Tap water was applied
in thécontrgl grm@ nd.[nsegar 25 WG was applied at 1200 g product/ha in the reference item group
(cé(respc@ng to 300 g¥enoxycarb per ha). The spray volume was 300 L/ha in all treatment groups.
The il@l mean colony sizes per treatment group were in the range of 5657 to 6126 bees. The
honeybees remained in the tunnels for 12 days and colonies were assessed before set-up, during and
four times after the end of the confined phase.
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The following endpoints were assessed: @ ’ ©©
@\ (g

e Total and mean number of dead bees on the linen sheets in tunnels §in the dead®ee traps
before as well as after the start of exposure in T and the application if0C and R, resp%ctiv&l@

o Flight intensity (mean number of forager bees/m2 and trea%nent groupcpn 1%@%[1’0@
tanacetifolia before as well as after the start of egposure in T @\Z%I’ the appliqiﬂﬁon ¢ and®;
respectively & @ @© @\ %@ &@

e Behaviour of the bees in the crop and around ¢he hive Q) Ko QQ § q&©

e Condition of the colonies (colony strengtg nd area of‘¢he d%ferent@@ood@tages @nd f&@
storage per colony and assessment date N L@ QO ¢ @
e Development of the bee brood asggssed %Qindi@al x@%o &ils. gor @% pagticular

assessment, between 265 and 365 individual® ma@ed ceglﬁ» perdétony myere selecte .
sy g

. < @
Dates of experimental work: 11 Augg@;&t&%p\—\ﬂ %p\em&@%lé% . O éﬁ @j

S . > S
NSO DN %y & O
Results: ©Q % \Q § @9 3 @ @

Q S &

&
Mortality: Findings are summagjzed i&%e ta@@?be;@. @® S O o
N ) Control > [Testitém ¢ |Referenc®
Treatment group Y % QIS > | RN m (®)

4BBA 00DBA & |$3:72 131260 11538
Daily mean mortality  +pAAS" | D $20.5018.5 7| 15997 [208:69

dead bees/col g
(dead pees/colony) 4] 0DaA 10 TBAA o [264£145" |ap3+ss [255+59
)

S [oDAr DAL [3siuis O g\g@jlu&@o 342457

Mean sum ofc@\a pup@%nd lgvae © §<@ | 5;;@\\91 7 S

(0DAA to 27DAA) & % . AN +2.% 17.0 £ 14.9

. - - B . 3 . .u 3 7
#D.zzgii(si:}ysiffj’ir apf[zhcatlonBA‘ d%%ef@phca@l, Sg. stal%@ deV{@ﬁ
: gni 1cantlher t@contr roup O
*: statiséﬁg significantl wer thad control grouf™™ S) * N
% Sl NN

Throughout the @ﬁdy, q@efor@]d \owmg@éxposure), rtality across all treatments was similar
indicating nO@ffect t@es} @em. om aily @tuctuations occurred where mortality was
signiﬁcantly@ighe@n he test\l%m onieé@\on thgee occasions (19DAA, 20DAA and 26DAA
Student’s et%l" est, method pool@one— rded, &= O:Qg@ However these were minor in nature and not
consid to be trea&é@nt refated. During&the u@&e period after the applications (0DAA to 27DAA),
the ayerage sum o@@ad ac a@i larvag’ percolony recorded during the mortality assessments was
1.5,%.3 and 16.5 for C, @and&respe@vel@ Effects on pupae of the reference substance are a well-

known effect. @" AN @ S
ST} gf § N
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Flight Intensity: .
Findings are summarized in the table below. Q\ §
Treatment group Control Test item CIl%@’ence @ @
© (M R) O\@

Daily mean flight 4DBA to ODBA 11.1+0.8 9.6+3.5 = 139+ 0.8‘> § § %@
intensity (bees/m?) ODAA 21711 172+ 1.1% 7 [19.8+ 3.%\ S @@ @
+STD 0DAA to TDAA 2652 0 [202:20 [181:@3 P S &
DAA: days after application; DBA: days before application; ST]@\tandard deviatign Q Q @) N
# statistically significantly higher than control group % @)o & & < &@

*: statistically significantly lower than control group Q'?(@' N @ Q \@ ) @

. SR I N
As observed for the mortality assessment, fo@ing @s \w@? simﬁ%’r ac@s all feeatments t oy\u’ghout
the study before and following exposure upto the@qd ofé@ entphase (7DA. @7 & °
Thus, no test-item related adverse effects%,n ﬂ@ 1nt§\>1ty v&@e obse%/ed v §@
@ SN
Behaviour of the Bees @Q KK % w\’ § @ ©
The behaviour of the bees across @btunne@and %atg&fs W@Slm and@) testdbem-redated effects
% SIS QRN
were observed. @, S O
@ & & Q SN
N @° ¢ Q
Development of Honeybee%roo&m Ingwldu@\Cells@a D) %
D e 1Bl < &
Findings are summarized irt the table belpw. § S %@ @3\}\7
& @ . F K
Summary of the bro,g@and ddmpepsationgndices@nd tqmuna‘uo@ rate§§ N
Broo ensation)ndices” Y S @ Termination
Treatment at );p ys af@ brog&rea fi Y%’ng Q%(BF&Q @ @& {é@ rate (BFD+22)
00" Ol & [ S5 [%]

Control C | P00/400  1:241/2.49 ‘9\3543% @8)%/3.@ 55/445 |29.08

Testitem . 7 1.00 / 1.00%0] 2.82%2.85,403.60 .61 | 3.558.59. Pa40/457 | 11.92
C D

. @ |.0@p*/ 28/ Q[ 09%/. O 0.20%/ .
Refitem®R | 1 00/ 400 |505 s, @ 9* S hoazr & | 16 96.08
BFD: Brood area fixj day, TD: St ard tlon ©
*: Mean value statls 1 ally fical lowe rood a con@nsatlo@ndlces) or higher (termination rate) compared to the

control
@ O @\
In the c‘%@l group C, succes de@@pme@wa%&sewed in the majority of the marked brood cells
indicati healthy Q%)elop&nt of roo@" h an termination rate was acceptable at 29.08%. In
the reference 1tem?£rg atm grouf@:R th@post'tgeatment mean values of the brood and compensation
indites were clearly lowgr tha@}hose obse in the control indicating a strong adverse effect. The
mean brood and ¢ compensat} 1ns as@’ell as the mean termination rates in R were statistically
significantl ffergl fro e ré%\pectl@ values in the control for all post treatment assessments (t-
test, methed" po , onéride = 095). The mean termination rate was 96.08 %. In the test item
treatmrou the brood @velopment and mean termination rates showed better performance than
the colitrol. The m@bro& and compensation indices as well as the mean termination rate in T on all
B%%ate oyere n@sta‘@ically significantly different from the respective values in the control (t-test,
e o@led, one-sided, o = 0.05).
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Overall, the quantitative assessments of brood development in individually marked cells revealed that
Probineb WG 70A W , applied to full-flowering Phacelia tanacetifolia at a rate of 1575 g a.s. /]@iid ©©
not cause a treatment-related adverse effect on honeybee brood development. Q\ &
S e
Strength of the Colonies w S @
The overall development of colony strength of all treatment groups showe% ﬂucmatlon§hlc @n bes
considered to be in a typical and normal range. The colo@strength Va]@%é of the tes;gtem %up w@
on approximately the same level or even higher during e entire stuthan the c spo g \@@es &

of the control group. Therefore, no test-item related %ggerse effects @ colony -u, th ob@edK

) Q
Development of the Brood Area ‘o

o
The mean abundance of brood in the colomq&(sum %f >cell ntas@?lg a&ﬁ”pup@ was
assessed. Overall, honeybee brood developfent n@he t@ty 1tem§reat ) t gr T gas no%affected

@

when compared to the control. @

W\% \ @ % § g
Development of the Food Storage \“2 z N ‘”\9 N S)
The mean extent of food stores ome\qur@“ c&@co&@mmgﬁéta@ld pollen) was
assessed. © @ o

@

Except for the last colony asggssment, (due@%) a sona@% in the av 111‘% o\f nectar and
pollen) the majority of the Q@%mes were well provided durring, Be codgse of the study. Thus, no test-
item related adverse effecté)on th@e @ent@% the 186d storage 9@ WEEe bs\zeof@ed
NP T SN
> @ @ & \© é 5N "\@
Conclusion: S SRS o &

V' O @
Probineb WG 70§’ @ app% at?:«a, targgt ratg %@rresg@dm ol g a.s./ha at full-flowering
Phacelia tana@olt@urmg %CUV@Q/ forq@ng hcﬁgeybee 1 . Thegffects on honeybee colonies
under conﬁn@congﬁom&@mder@g m%xtahty@%ﬁgh ensﬁeh@iour, colony strength and brood
developmetiy were evaluated. 9 % @ (g é,(;\f
%S N :

No test-q@n related ad€erse @cts &ortahty or&tight ?@fenm@%were observed.

The quantitative a %meia@s of Jbrood %lop@ent in 1nd$'dually marked cells performed in this
study revealed t]@ robineb @3 Zg@ W@d nqéxca a treatment-related adverse effect on

honeybee brood @vel @ %
The overall y@ ro deviﬁpme@ n t\l@ test %em treatment group T, measured as mean
number of cells covered dlfg\?@nt t&s 0@ ood per colony cells, was not affected when

compar@ the contr
No test relatec@vers&@ﬁec&on cok@ s@gth or on the development of the food storage area
werg observed.
Overall, Propineb WG 7oA W@})pll@% 1{@ g a.s./ha to a flowering crop in presence of honey bees
did not cause@@y unacceptable effects ofQnortality, flight intensity, behaviour, colony strength and
brood deve@nem\ § v @
@ €

CP 1@1 6 @Flek%tests@'lth honeybees

@eces,}fr Wh@’ cor@ermg the outcome of the risk assessment and the results of the lower-tiered

stu 1es§©
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CP 10.3.2 Effects on non-target arthropods other than bees

The risk assessment was performed according to Guidance Document on Terrestrial Ecotogie@égy@
(SANCO/10329/2002) and to the Guidance Document on regulatory testin%and risk asmen«t@j
procedures for plant protection products with non-target arthropods (ES@RT 2, Candolfi

2000° S
) S \@Q S %@@
Table 10.3.2- 1: Propineb WG 70 (current representaé@ formulat]@) g}g Q\ @@ X
Test species, Tested Formulation, study @cotomcologlc@\ﬁndpomt %, Q© @@ C&D
Dossier-file-No. type, exposure % Q& @ @) @
Reference Qy (\
Aphidius rhopalosiphi PPB WG 70 " | LRso > 7 g LY Wfa 00 g Ks?%a @\g
M-103548-01-1 Laboratory, glass plateg @érr h@ttahﬁw) @epm@uctloﬁ\[%]
Rep.No: 20031369/01- 179.2 g a.s./ha @ @, A o
NLA 448.0 g a.s./ha .0
ﬁzom 1120.0 g a.s./hé % @ N5 0@Q <) S -37.8A @j @
KCP 10.3.2.1 /04 2800.0 g a.s 8 \ (Z} 354, SERN &i 1.9%, §
7000.0 g as NEN-S S <) A -168)
Typhlodromus pyri PPB WG 0~ DN LRy 5.6 gé%/h SERs DI 4 gds/ha ©
M-103529-01-1 Laborato@ gla plates@ %er othality & §fect () epr%é%(ctlon [%
Rep.No: B124TPL beasi @ @QD NS ©© 1
. 2003 @6ga§s,/ha© @ <1 @Q o é
KCP 10.3.2.1 /05 “7.1gas/h | gt S T % na
142X as. @ @ 86 < @ y\?@fﬁ.a.
st & 4 @0 S 0O &0
Typhlodromus pyri .| PPB&&G 709 SIS LR&%”M g&s /h&&ERso >'89.7 gas./ha
M-105196-01-1 & Extéhdeddab., expos