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I1IA1 9 FATE AND BEHAVIOUR IN THE ENVIRONMENT

Regulatory background o\@ @6
This document summarises predicted environmental concentrations for the pro%:t "Iprovalicady+ F ol@et
- WG 65.3” containing the active substances iprovalicarb and folpet for the a@caﬁon of thé&prod
according to the use pattern provided in Table 9- 1. D
g p p KN S @@ %
&9 o\ o, %

, : . , O S S O
This document summarises predicted environmental corfgentrations forhe active su@anc@rov&@arb &@
contained in the product ’Iprovalicarb + Folpet - WG 65.3” for the agplication of &@@pro@t acc@rding €0
the use pattern provided in Table 9- 1. For the 3™ p active sub@nce%olpet%du&d fro
I . CropSticnce AG his the ridht of el ol ise
studies, summaries and assessments owned b ohi(&Q\rere&gﬁ’om@;§d in the EU for the s%pport of
the registration of the active substance folpgt and g@ repj@génta@ fom@lation@olp@i{(} @G & °
Therefore, no predicted environmental cgm n{@&ions@f%folp%are s{&mitte&eregor details pl§g{3 refer
to the statement mentioned at page 9. @ . ° @ |\ Q" > N é\ﬂ O

SIS
OMEF NN (NN @ 2
NN @
S N
R o O S SN
% S)
Formulants @ v S @
The formulants of a prepara&§ would nogj% ex&ected to %ﬂu@@e tbi@lvir%menta@ehaviour of an
active substance (except igpeciabio tio Q@o es such as slow r&@se ulgg@ns). The effects of
o, N Q

the formulants are limited*to shggt term proces h@ﬁi as @ formation dﬁstab@ray dispersions,
sprayability and pern@‘tion iBto ta 0rganismsQ\ hiliﬁﬁae impact oglong-@sm processes such as
degradation and di@butign is nggbk@As th@fo@atior@s not a sloV@elease formulation the results

of environment@te %1@165 pfg?forme%ﬂwiﬁg\he aiﬁs/e sub?anc @%e thi€ valid also for the formulation.
o o © ¥ N b § -~
Intended z@plicati@ pat}%'rn & % N kY
The for@kation is inte@%d f@se @ ungicide for Vine@@’f"he%g@cal use pattern for this formulation is
summérised as follow& D@Q@d use patt foa:\(Qfereﬁot\”ml&grles can be found in document D-2, which
is enclosed with thiyrsubmi sugy@ KN > Q >
RV

& X
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SN A
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\@Q@@\&
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Table 9- 1: Comparison to the actual application use pattern and the calculated use pattern for
PEC calculations

Crop Timing of | Number of | Application Maximum application rate, @ @6
application | applications | interval individual treatment @D Q
[BBCH] [days] [kg a.s.fba] P o
Iprovalicarb @§ Folpet & | &
Q D
GAP: w\% Q @j@ %@
vines 16 -75 1-4 10-14 (¢ 0.216&, 1&?12 Q& @
16 -61 1-4 10 - 14X 0.1 134@ %@ S
1585 1-4 10 -2 0.5 «Boad” & ©
O ) o S @
PECs: N ) & & @&
vines | 1585 | 4 | Do | o 2u6? | ) %@ S
a) Bayer CropScience AG is using a risk %elope @Toach@r the sk assel rﬁent 0, v

representative formulation. Within the@ope of @is sup pple men@ dossi up to 11 atlons at

1.35 kg/ha folpet are proposed as a %e use rape is ch bel the rltlcal tha@ &
rreritly defends in thj crop 1n EU ere 10 apphcat @

Ved \h all I param ters as mtgrval b

of up to 1.6 kg/ha have been aj
applications or pre-harvest i al b 1dent@9 or viery simi her Cro @i’ence
AG considers it justified to §Sfer to pet clat F 1ate lpet

specific risk assessment j&pot cons ered n%ess to defe "? x I h@lg of i &Vahcm@
%)
@ X
AN @Q @ é
Compounds addressed in this d&ume&@ & @ S \ @ )
S <
Iprovalicarb N &) IS Ry @ %
In addition to the actu@subst@e tl@follo@ng bQ,h@ wekg ad essed ;{@m document as they
were considered imj ant due tosthe ts i 10%5&16}/ were foutd durfhg the course of

environmental fa udl@ or d&@o theyt spe\lﬁc pr@erﬂe@’@ tu (:Z; aut sometimes have used

different namegot sh odes For tli&actwéubstaﬁees % de adatiortproducts. In this summary, a

single name @ eac@bs%@e 1s a© aysqf\tsed @g) Q @
o o @% @% 6\©@©@ \@7%
N \@@ RS RN
© Q
§ RN 65@%’ & D
& @ @ S & &
@ O & .0 & . 0 @
Q O O O N & o
SN
~) S & w2 w
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Table 9- 2: Active substance and metabolites addressed in this document
Compound Chemical structure Explanation for Consider forE
(Codes) consideration A&C
Iprovalicarb active substance PECS@E @
(SZX 0722) PE@y
@Q PESSW (gl sed
N
3 S
S ) )
SZX 0722- occurregge in é}ﬁ PECwi @) @,
carboxylic acid - aec soil (10%) @ oW N é
v
(M03) 'S o P C@§ PE@ d
Ve & & §
L@ Oleg @
NI WA
PMPA océgrrence@\}i < ECi
(M10) Q%robi@oﬂ > @’%)& g@ o °
-Swatgy/sedi study sw &PECqe
=40% ir\ ter
S &
N-acetyl-PMPA Jecurr in & Q| P
(M15) > angeydbic sGil (> @) PEC,.
- water/sedyjnen y %ECSw & PECseq
@Q IO%in wat é
A
o O &
v X
LN )
Folpet © & &\

The representat
combination w§

from

reference\% files, datasstudj

submiﬁ& in the E|

representative fo@
(M-428625§»—1).©©

formul

N
wéein

prop&sﬂed asa safe%

ie
: )NS)
Bayer Cro%Smence AG iSusi

S
)

o
se&@ﬁteé\%tter <§£Ac
<L §
elo@%éppr@ h for the risk assessment of the representative

l@ent

N

3

 Within thézcopeyf this $iipp

es. %is is

o

N
i SQ@D}heéght toYeferences of Bayer CropScience AG

isk %ﬁ@

this erop in the EU, whef@'10 a@licati of

parameters su&l@fs interval
Therefore, @er (&%Sc'
fd@%et-s;@ﬁ

appropriage: A
iprova@@@;. @Q@ %
g
&

HIA19A

&

&

Ao

} riend SSess

r g}i@uppo of @]g@ regiStratidw of th®active substance folpet and the
latidn
extends to all E@ co@n

&

Rate of Degradation in Soil

x IRenewal of iprovalicarb is a

) Bayerd rop\g@ience AG has the right of
ts\o@’ned by ] which were

v

@p to 1.6 kg/ha have been approved, with all other

is a @arty substance, procured

cess is included in this supplementary dossier

aQ&ﬂossier, up to 4 applications at 1.35 kg/ha folpet are
@ch bé%w the critical GAP that - currently defends in

eplic@ons or pre-harvest interval being identical or very similar.
e A&ons@rs it justified to refer to folpet data owned by - wherever
c @@% assesSment is not considered necessary to defend the Annex I listing of

Specific studies on the preparation have not been performed. The results of laboratory studies performed
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with the active substance iprovalicarb as provided in the Annex IIA in the context of Section 5, Point 7
submitted within the EU Basic Dossier 1998 and the Annex I Renewal Dossier 2012 are also applicable
for the preparation. A short summary of the data is given in the subsections below. For the 3™ pa Ctl&
substance folpet, produced from -Bayer Crop%@nce AQ@
has the right of reference to files, data, studies, summaries and assessments oyﬁed by -whld@ ere
submitted in the EU for the support of the registration of the active substange folpet and @rem@enta@}e
formulation Folpan 80 WDG. Therefore, no summary da@f folpet are {fﬂomltted her{ﬁ\F or detdils @ase
refer to the statement mentioned at page 9. \a Q S
@ N
N
IITA1 9.1.1  Aerobic degradation of the @@paratlo soil

@’ S .
Specific studies on the preparation have not b pe@m %Q {% VS S v

The results of laboratory studies performed with t ct1V bs@e 19@@;11%@? as @swg@ th% o
Annex IIA in the context of Section 5, Peint7 subrmt e&wﬁh@the E@bBay@%osggr 199 d the

Annex I Renewal Dossier 2012 are als@}pph&@ le fo@t &parat A&%rt Sy ar@f thed
given in the subsections below. A shgyt surhmary @t e cﬁ% is g@%n i ¢ ¢/
For the 3" party substance folpet,produced fro _ ~ ~
CropScience AG has the right refer%ﬂ@(:)e to Riles, s@s s@mannc@ess&ents owned by .
- which were submitted ﬁ%thngiU\for @ support of@@e reg&tratl%@gf th@}ctlve s©bstance folpet and

the representative formulafn Fo@an 8@7 r§ het@fore &) sum@y d@ of %pet are submitted here.

O @
@ > % S
Q @)

n- fSecti
inf sul

For details please refe&ihe @iem@t me age@ g& . Q
© ”\’ o & & S <O
1 g@ Q > g
provalicarb & N Q I

The degradatloeha ur of fprovqgcarb VS er laQ%rator&on ns,{gﬁhe dark, has been studied in a
number of dl®rent s at @nper@lres %i (@nd v@ 1l u@r 10°C.
From the st@dies on the @ og,;@grad%wn 1@011 it@an b@conc]@%d that iprovalicarb was thoroughly
degrad@ soil unde Gerob ' dQondiftons to the findlhde %@aﬂo@roduct CO,. Three metabolites were
identified in the so@%ong Wt th&paret@%)m yound % 4C§g\ The major metabolites (> 10% of the
applied radioactivity (AR)) we ZX@D -c4tboxylfo acu@Mw ) and PMPA (M10). Terephthalic acid
(M23) was found as mfao olne@gracta& ress reached 29.5 to 33.9% of AR at study end
(valine-labekQ y 2@and§§[o 7\7$% Sé) of AR (phenyl label, day 100 / day 365).
Iprovahcaa% was metabolised ta‘the endpoint €0, vidiwo routes. In one route the breakdown of the
molecu]@farted w1th\%% cledvage of the ax&e b nd between the L valine and PMPA moieties. This led
to thenain metabq&% P (M@) T oute proceeded via oxidation of the methyl group on the
phe%l ring to a carboxyfie gro@(SZX 722®arboxy11c acid (M03)) and further oxidation. The
degradation p&t@)vay is give Figgee 9.1 1.
It can be co ded@r m stud}%onc@nng the photodegradation of iprovalicarb on soil surfaces that
photodeg@datm@vﬂl r@@mgn@éantly ontribute to the degradation of iprovalicarb. A total of five
degradﬁ@%n PES ucts including CO, were detected in the soil extracts. Two of these degradates were
% iboxylic acid (M03) and PMPA (M10). All individual degradates accounted for
leQ an@ of the applied radioactivity in the irradiated samples, with CO; representing 2.8% of AR

iden ed a

follo the irradiation period. The breakdown of iprovalicarb proceeded oxidation of the 4-methyl
group to SZX 0722-carboxylic acid, cleavage of the amide bond to PMPA and ring cleavage followed by

Applicant: Bayer CropScience
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formation of CO..
The degradation behaviour of iprovalicarb in soil under aerobic conditions was determined in la tor3@6
studies using two different radiolabels, different soil types and different temperatures (20°C an@ 0°C)@
To derive kinetic parameters suitable for modelling purpose and environmentafrisk assessments a tic
evaluation of these data was performed according to FOCUS kinetics (FOCUS, 2006"), fagthe @ent

) . . o Q 9
compound the major soil metabolites. A summary of the:;@iata 1s given inv ble 9.1. 1= \@2 é%
For iprovalicarb the non-normalised DT mod for modelyfig purpose were in the rangvg*’of to @ @
68.56 days and the normalised DT mod in the range 0&1.77 to 68.56s (geom. %@én 6@” da @%F 0 é
persistence trigger evaluation (non-normalised) the I 5o initial wer@ the range &Q .99<o 8.00,days @d
the DTog initial in the range of 6.62 to 252.12 days . @@ \© © @§
For SZX 072-carboxylic acid (M03) the non—@iormal'%pd D"@@fmd f%\nodﬁ@”ng p@pose\%&re in the
range of 0.56 to 1.852 days and the normaliséd DT%@M in@e rar@ of %@ to 1@% days (ge&%. mean,
0.97 days). For persistence trigger evaluation (m@or&e@se%@z D%o inimﬂ@@ere in the ra@ of @’8 to
1.97 days and the DTog initiar in the rangf‘@hf 1.9@0 6.5@(13}:5& & N é\ﬂ %
For PMPA (M10) the non-normalisT‘%%;%d fordhodellag purpose w@ in @ran Sof 44.58 to
187.33 days and the normalised Do mod 1

e range of 39.39 187, ays @om an &7%8 days).

For persistence trigger evaluation oriqu@rmd) t@DT@QM wg@ in @rar%ééf 4428 to

9 N
239.32 days and the DTy initiaii the range of 147.1 %7599 daysg, )

For N-acetyl-PMPA (M1 %%e n-nor 1sed@T50 médfor m&lell%gpum(f@ wegg in the range of
0.422 to 0.929 days and-th¢ normalised®Tso @in thQrang@f 0.4240 O@day@eom. mean 0.72 days).
For persistence triggexevalua€ion (nép-normalise .@‘TZ) D@ nitialWere,in the ra 01 9.0 to 22.3 hours

N
(0.4 to 0.9 days) anggthe DTg%@:nmathe ge 0§9.0 @\974.1 @l}ours (& to 34 days).
S

Table 9.1.1- 1: m r@of D5 values'of ig\walicﬁx?andﬁtab@s im4grobic soil studies evaluated for

&@0%&7]@% ?p;épose trig\g@e evah{%ﬁon %cordi§o FO®US Kkinetics (FOCUS, 2006)

Compound 2 range for lling i\)’ﬁrpqggv range for trigger
N Ro @nud O @Ts0 melD? evaluation
&@ @) § urs] § $ [da3§° DT50 initial
o ° -noranalised % normalised non-normalised
Iprovalicarb NP SEE ol 1.983° 68.56 1.77 — 68.6 1.99 — 18.0 days
SZX 0722-carbox@hic aciMO3), oy  w, | 056 189 0.45—1.85 0.58 — 1.97 days
PMPA MI0) o, &% | © o | ¢928-4$7.33 | 39.39 - 187.3 44.28 -239.32 days
N-acetyl-PMPA (M 15D @@’ 10.1 @Qﬁo >0.422\7 0.929 | 0.42-0.93 9.0 - 22.3 hours
) o @
@ o & @Ij? & o

o D

D
The rate of degrad@ﬁl of ai:ﬁ;ova pearb iu@%liated?vith artificial light was investigated in a soil photolysis
study: It can be conclud@@ghat @}otodeda‘r§ will not significantly contribute to the degradation of the

parent compo&@éTg%D"Z@s 6ays§
R
N

@& ©@
& & & &
Q)
QQ%@
$ Gy
& T2

! FOCU%O@: Guidance Document on Estimating Persistence and Degradation Kinetics from Environmental Fate Studies
on Pesticides in EU Registration.
Report of the FOCUS Work Group on Degradation Kinetics, EC Document Reference SANCO/10058/2005, v.2.0, June 2006

Applicant: Bayer CropScience
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Proposed metabolic pathway of iprovalicarb in soil under aerobic conditions

Figure 9.1.1- 1:
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Folpet

For the 3 party active substance folpet, produced from ﬂ
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessme Q
owned by - which were submitted in the EU for the support of the registraion of the act'@ﬁ@ v
substance folpet and the representative formulation Folpan 80 WDG. Therefq§ no summar&datoa

folpet are submitted here. For details please refer to the statement mention% at page 9. § Q\ &

R o X
O & O & e
A N - o
SN %
IITA1 9.1.2  Anaerobic degradation of theparationé soig@o §© &Q @© &é}
Iprovalicarb %@ N @ R © 9 Q@

o . : : o s @7 S :
The anaerobic biotransformation of iprovalicdgh has Héen stitdied in ' silt in the’darkat 20°C¢y During
the first phase of the study, the soil was majntaine nderobi@@i’ondi@ns for@ﬁreys@rw&rds
the samples were flooded with water an intdiged uider angagero ic:&gndit'@%s. %, @
Iprovalicarb degraded to two major de atida esﬁ)ne fajor, d&rada@x, PN@A (: , W@fo@nder
aerobic conditions and increased un anzf&go ic @@nditi@@ Du@y\?fg tl*@@nae c p@e, N@cetyl-
PMPA (M15) was also formed as@j or d%ada‘é S t0(\)9722®1in toniftile (1@), w\ﬁ“y formed later
in the study under anaerobic co@itign&ﬂ s a nfyior d&gi adat@%ne actable ress rgached 39.8% by
the end of the study. AdditiqgﬁC02 and velatile organic &mp&@ s wege produced 4Plow levels
throughout the anaerobic @ase oé‘ne stu§ (= @%). A@egradation@thv&@y 1s s{g@@vn in Figure 9.1.2- 1.

AN 9 @& @@‘N R w §

The degradation of i}@walic@ 18 v@@ﬁ descri ed@um{ﬁng SF 603§DT50"&Qdelling =30.8 days). The
metabolites PMP 1 O)Qnd N@tylPA (% 15) were figted toge er 1%1 the parent compound, to
describe best its@al d&é@adat@% path%ys\PﬁMPA’ 1 0)$)ws @ry to reasonable fits, assuming
SFO decay (I@ fo@del@g pu@se:i@ da %and@FOP@ay (%Tso for persistence endpoints:
43.1 days). —acetMP%(M]@ shows Ver%good ason%le fits, assuming SFO decay (DTso for

modelli@urpose: 76@days§ad D@ decay (%@50 fsisté@@e endpoints: 105.7 days).
o @% °

(Table&Y2- 1), ., @ .
SO D
Table 9.1.2- 1: Laboratqry an biciﬁ(ﬁl De*i@b values of i@ovalicarb and metabolites for modelling or
@rsist@ p se @y - Q N
© (@ﬁ uiyd \m &—5 @%T DT
YW mpo N N 50 mod 50 initial
A O & Q0 g aa [days|
Iprozalicarhy @' & 30.8 25.4
PMPA (M1D) RN 38.6 43.1
% Noacet= RMPAGM15) D S 76.2 105.7
N > &@\ @% &©
@%
@ O §9 < @Q
Y O & 9
& & &P
< D % Q
& &S
S
& & <
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Figure 9.1.2- 1: Proposed metabolic pathway of phenyl-labelled iprovalicarb in soil
under anaerobic conditions

N
o\ & @% @ §9
AN § @ | R &
!& PSP A N & N

H3C J p % o, @
o %S R
&@% CH, @© \@@ @ IS O\©© ? \©\
o
N-acetyl-@ (Mﬁ) @ \© 6& & @Q
max. 29.8% (day322) §” > NS
@ O ¢ .0 o O %
Q19 O O N O
SN A
) N @%’ N &@
& SR N &@ Sy Y
L& NS
O (@) ©
¢ L& & Q
@ O §9 S @
@ SEE A 4 -
NN
é\f @ @ Y Nonextractable residues & CO, (aerobic phase)
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Folpet

For the 3 party active substance folpet, produced from ﬂ)
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessme @6
owned by - which were submitted in the EU for the support of the registraion of the act@@ v
substance folpet and the representative formulation Folpan 80 WDG. Therefq§ no summar&data

folpet are submitted here. For details please refer to the statement mentlon% at page 9. @ @)@\ &

9 %
¢ ¢ gL
SN ©Q ‘&9@ @ éﬁ é

IA19.2  Field Studies & Q. @ S @

SN
The results of field studies performed with repreative pre tloni‘f th ac v Q)sta&@s asQ@
provided in Annex II in the context of Sectiorg Pm@ ar&%%o a&?ﬁhcab(gM or tl@s prepﬁﬁatlon&
2N
IIA19.2.1  Soil dissipation testmg%n a{@lgim@re%%en%twe §ﬂs @ §@

Iprovalicarb @ & ®
The field dissipation of 1provahcarb®%s euated%rl ﬁe A@e u51 tlor@ kinetic
evaluation of the dissipation beha@%ur fiprov; hcarb@nd 1t%®etab§e PlgBA (1@?) h{q*been
performed. A short summary 0@@;@ datais é@l be & & @ é

The dissipation of 1proval@rb ur@er ﬁe@co §on5 hé@ been 1nve§@ate @ Bét of sites in England,
France and Germany. Th%kme%c evaluatlo @d di pat on trlals%r pe§tence or trigger
purpose according to&)CU@nem@ (FO @6) e%ulted@ nonipormalised half-lives of 3.7
to12.5 days for 1pr§ﬁhca§b and to . 4 da s fi e mégabolite P I@ (M10). The corresponding
DTy values Wer@}l the\@nge QFIZ 8 to 61i\ays Qxi 7589 day¥Srespectively. The non-
normalised s0 vahIes fog)ersw@ ce &@ﬁgg%@purp@e are m@ised in Table 9.2.1- 1.

v
Table 92,166 DisTso, g val s@@f iprovalicathof 1pr§§fahc@) and@ﬁmetabohte PMPA (M10) in field
N
&@ dlssma@n tr for @ger purpose@not ta@aerae or moisture normalised)

i C0 und:gy °\ rangePisTso, initial
§ feoings O . & . ldays]
& fﬁﬁpval@f\?‘b N A 08373-1245
@@ WPAW]O)@ o O ©722.15-228.4
Q NS
S \ @%Q 2 %@6
Folpet@j N @ Q @ \
Forthe 3" party active su@ance%lpeod@ trom |

Bayer CropSc1 ce AG @s tl@@lght@j refe@@ce to files, data, studies, summaries and assessments
wl;%éh Wi subsﬁf?[ed m%e EU for the support of the registration of the active
substance ‘é‘f‘.‘ the ggpresentativedprmulation Folpan 80 WDG. Therefore, no summary data of
folpet @ubm@%d hefe Fm@%‘calls please refer to the statement mentioned at page 9.

& & &
@ & &
N
IIIA192.2  Soil residue testing

Soil residues relevant for succeeding crops can be predicted from soil dissipation data provided in

owned by

Applicant: Bayer CropScience
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IIIAT 9.1.1 and I1IA1 9.2.1 (see also I1IA1 9.4). Therefore, no further soil residue testing with the
preparation is required.

N >
& @ o
. . . S RS
I11A1 9.2.3  Soil accumulation testing Q @ o
Iprovalicarb ¢ g\% c\© \@) &
Due to the use pattern of the formulation and the degradagron rates of & active subs@ce %\ w\?@ &@
accumulation in soil would be expected. @& &© &@ @ @@ st@
MR TG
Folpet N2 O 6 @

For the 3" party active substance folpet, produced fr
Bayer CropScience AG has the right of refere@ce tes, data, stéidies, <
owned by - which were submitted in fhe E&fz?{)r t\hQ sup%rt of t% regi@tio&g of the 4dtive -2
substance folpet and the representativ&@n@on Ylipl@?pan, é@ WD@&ThQi%Eore, sut@%ry @if
. . w, .
folpet are submitted here. For detail as&refer t&the stdteme entigred atPage &
P leasgfer e fementeniied sgpiee

$ N
R > N ©© (NN
R AP N
SIS AP O
[I1A19.2.4  Aquatic (sedimént) field dissipatidi’ S % o

D
N N v
This is not an EC data reﬁlirer%nt / noétf@req b 'rec@ 9 /4?1§4/EE?§ $
%, SN2 O % o o S
S TS e § e <
& &
I11A19.2.5 @res&l@ﬁe@dlsmfﬁitm{\
. . LN 70 s SN
This is not a@ da@7 equit@ment @not reg 1req% Dlr®tlve 414@EC.
S o
2 2 S ¥ @
S > N
A& & 9 & o O\@® .0
MIA193  Mobility'of t 1an@roq§ﬁon§md%§ in Soil
v
Specific studies g/% the@pa ton }6@6 not\ibxéen forméd. The results of studies performed with the
active subst progzded éﬁhe Annex H Section S, n 7 and subsequent addenda are also applicable
for the preparation. Short’simm@pies e datg-are given below.
Iproyalicarb & S @ @} N
Théadsorption cori%fant@ﬁf fordprovalfearb @ulated by means of the Freundlich adsorption isotherm
ranged from 0.69> 4.64 mL/gt The@resp ing Ko were in the range of 44 - 221 mL/g with an
arithmetic meah o mlgg. For'the m@or soil metabolites SZX 0722-carboxylic acid (M03), PMPA
(M10) anck} -ace@iﬂ-PM@ (MZ3) the 1 values were in the range of 0.012 - 0.354 mL/g,
0.67 - 9 m\%} an %34 -@56 mL/g and the corresponding K. values were in the range of
0.6 —{%”.1 rr@%(m@n 522?2§/g), 117.9 - 574.6 mL/g (mean 290.2 mL/g) and 32.2 - 53.4 mL/g (mean
3@L/ espec@vely@” he values are summarised in Table 9.3- 1.
No ob@ls pH dependence was observed for Iprovalicarb, PMPA (M10) , N-acetyl-PMPA (M15) but for
the metabolite SZX 0722 carboxylic acid (M03).

Applicant: Bayer CropScience



Page 17 of 49

Bayer Crop Science 2012-05-12

Doc. M-III /Tier 2, Sec. 5, Point 9 — Fate and behavior in the Environment - Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

Table 9.3- 1: Adsorption properties of iprovalicarb and metabolites in soil
Koc (mean) 1/n (mean) °
[mL/g] . @ @©
Iprovalicarb 114 0.8725 @ @
SZX 0722-carboxylic acid (M03) 5.2 A0250 28
PMPA (M10) 290.2 29.8629 <
N-acety|-PMPA (M13) 39.7 09025 & | ¢
< N RS
e @ & @ @
Q v S s &
Folpet & o NS

For the 3" party active substance folpet, produced ﬁ&gm
Bayer CropScience AG has the right of referencé4p files, data,}tudlesgu ar

owned by - which were submitted in th&EU fé@he %ﬁort @ﬁhe 1&%15&

substance folpet and the representative for%ﬂatlo olpaéS V\@} Tl@efor

folpet are submitted here. For details ple efénto the state tmefﬁgone@ page
@ K& ;1\ \@@ & IS ©§
S -
@ @S 5 S @@ S @@ RS
I11A19.3.1 Column leac@ng % @@ @@ @® Q& ©© ©© K\
Iprovalicarb v\g@ \ < A @ ©

& O @ > . . .
The potential mobility of igyovali€rb c%ﬁb §1mne from the ad@rpt es@mn studies described
under section [11A1 9.3 a}d no:&glu leac studigs ar§p0 ted R $

5 S N \@

X
@ L o>
Folpet § Q@ @ @Q L0 . @

For the 3™ party@ \x@starfge f0 et, pr(xL\ced il%m -
Bayer CropS@nce é has @e rlgl@of ré:ﬂ@renc@% fil atadle@ summaries and assessments

owned by - W 1clil§were u@mtte@}n th@U fofGhe sgpport @the registration of the active
substa olpet and t&gﬁepr tat1@ormulat10§’olp@@0 V\@G Therefore, no summary data of
folpet are submlttere QB{ deta&@s ple§ refeNo tl&s‘[ater@%‘[ mentioned at page 9.

@ N @
% % @ >SS @@
@ O (§ o8
ITIA19.3.2¢ Ly!ﬁeteéﬂud\‘}as N\ @\ S
Iprovaj}@b § @%g 9 @
Based e result%% 1ysn§%ter\study i ‘@ b@)ncluded with a high probability that iprovalicarb and
its metabolites wilknot co indt dee yers or groundwater at concentrations > 0.1 ug/L.
e kg @m(} g@f g ng

® @
Folpet &@ %% > @ Q
For the 3 [@y “tive substance folpoduced from _)
QN TN , )

Bayer C@Sm AGChas tght of reference to files, data, studies, summaries and assessments
ownedﬁ which wefe submitted in the EU for the support of the registration of the active

&s&me et afit the @presenta‘mve formulation Folpan 80 WDG. Therefore, no summary data of
folpet %@Qubmltted here. For details please refer to the statement mentioned at page 9.
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I11A1 9.3.3  Field leaching studies

Iprovalicarb §/’ S
Field leaching studies have not been conducted for the active substance as sufficient informatio& n b

derived from the existing studies. S @® S
& NS
Folpet @ &

For the 3" party active substance folpet, produced from

owned by - which were submitted in the EU f@the support &Qle registra@n of the actig® é}©

A\ g

substance folpet and the representative formulatiogsFolpan 80 WDG. Tl@@fefo@no s@mma% %ta
the staten@t mentionedhat pagd\V. s« ° O
@0 Q R %% é& o\ Ry

RN
N L@ R o O @
SO DO
I11A19.3.4 Volatility—labora@@y sgixdy @

v
N D% N O
No volatility studies on the prepara&@ ha@bee@%rfmm d. %&@’ils ~©S volatilit the @otive
substance are given in Section 1. e vapour p@ssure@re a@‘epo@d inbégtio A 10&%.

<,
a

9

v S @2 & Q
s @© @} GO @ \@ &)
©@ © n X &

A1 935  Volatility - field sgudy ©§ 6@} ST Y 8§
% <, <
. %o S QA S
II.)rovallca'rF) @ © < @ & §9 o £
Field volatility stugie

) O
s s]éiwed al faw tg@ of\iprovah'@rb tlati@se fromsoil and plants under field
conditions. The re@ exposhre gmiss (%}n Vig\? @\tamﬁted r\?) m\lﬁo be expected.

Q
SN v e S e

N X
Folpet & “ %@ Dy @ @ D
For the@@party actiV@@lbs‘[§e folfst, proguced@m ~ )

9,

Bayer CropSciencg, haé%he right of r ren@to ﬁl&s, dat@?tdies, summaries and assessments

owned by wmc were gbmitted’in ‘%@U forthe support of the registration of the active

substance folp@ and rep@%ntoat@@’ for@llati(@golp@go WDG. Therefore, no summary data of

folpet are submitted HereEor details plgase re 210 th¢ystatement mentioned at page 9.
gl §

@ 2 @ L

A\ Q L .
111A4,9.4 P %ct nvivon al ncentrations in Soil (PECs) for the Active
s P, wECy

Substafice ¢, @ <
> N
Endpoints fo&@EC%% §9 § R
Iprovalica@ %\ S = ©@
N
Table 9@: Q&)delﬁ%’g i@arameters for iprovalicarb
&% @H—P L Active substance: iprovalicarb
QQ 2) o S Value used for modeling
€§ DTS5 soil [days] (lab., worst case, non-normalised) 68.56
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Folpet

For the 3 party active substance folpet, produced from ﬂ)
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessme @6
owned by - which were submitted in the EU for the support of the registraion of the act@@ v
substance folpet and the representative formulation Folpan 80 WDG. For det§ please refef'to the@g
statement mentioned at page 9. § \ &
No PEC,i calculations of folpet are submitted here. Baye@ropSmence@G is using ar “risk emg?opeQ
approach for the risk assessment of the representative forgulation. Within the scop @f thls@ %@ &@
supplementary dossier, up to 4 applications at 1.35 k a folpet are ;@)posed as e us@l gr@ ’Egl{@
is much below the critical GAP that - curre Y defends in t‘@s cr@ in t U where 169 &
applications of up to 1.6 kg/ha have been appro ma w1th all o@r pagr\ﬁfeter@)suc 1nte§q\ﬂ@ betqgé
applications or pre-harvest interval being 1deal 0 % inilar. ’ﬁhrere , Bayger CroﬁSmenc%”AG
considers it justified to refer to folpet data qwned w h@rer a@roprl Aélpe @m%}r‘isk

assessment is not considered necessary @defe{d\the &%ﬁex I@stlng&(ﬁ%lp{o@%cat;l%y §
‘EQ\ % \& O > & é\g S
R S & ¢ &
PEC;,i modelling approach Q %,ox s \@’ @ @
Calculations were based on a simge first tier a@groac@Exc ksheet)@ suné% ev lem@%tlon of the
compound in upper 0-5 cm soﬂ@ayer %, standdrd sq@en&@ /cm>Was @me&
Crop interception data Wh10$ﬂr pond t§he 1&endec}§rowt]§@agqs Were %(en from the FOCUS
groundwater guidance papey (FOCUS, 202! ). .0 @ %@9
Crop interception will reduce tcl% amount of @%ﬂ r@\ the soﬂ%\and efore this has been
taken into account de@]dm nt @grow@ stagéappiyﬁ%ahoné reept ﬁfon rates follow the
recommendations @f}he F@CUQS@goun&@’ater g da@pape@FO(iUS 2%32) for grapes.
@ O AN % \\ é\ @ @

N AN
PEC;.u for 1p§'allcg§) K @ § %

Report; @

IIA1 9.4701, 012 @
Title: &@ ' dlC nvirQumental co tra (PECsoﬂ) of iprovalicarb

Use es,@arly iies, n{[ermedl ea cdwlnes late in Europe
Report No: @Ens 12- "1 &
Document No: & 4296 &

Guidelines: @ Q gmené@ﬂo@ and@ reg§ratlon Report of the FOCUS Soil Modelling
10
ocuiient Ré%e enc&ﬂ\@’%

M99

GLP I‘@@ (cal atlon \
Q N & Q

Meﬂgods and Mat%ﬁal %cte&nw@mental concentrations in soil (PECs.i) of iprovalicarb
were estlmated@s‘lng a snnpl irst i€ app@ach (Excel sheet). Detailed application data used for
simulation o oere mplléd in Tgblé 9.4- 2.

Cf @

Y O & 9
Substay @’ Sp@c Parameters: PEC,.i calculations were based on the DTso of 68.56 days (worst case
of laliﬁvator@xdleg on- &nahsed)

& @ v

' FOCUS (2002): Generic Guidance for FOCUS Groundwater Scenarios, Version 1.1; Date: April 2002, amending FOCUS 2000

«
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Table 9.4- 2: Comparison of actual application use pattern and the calculated use pattern used for PECsoi
calculations of iprovalicarb
Individual crop FOCUS Application Amount ra@ﬁin
crop used rate per interval plant BBCH | the soil péxseasony
for season [days] interception s appliyatio
interception | [g a.s./ha] [%] R [ga.s./ha]>
Q D
GAP: < O & 2
grapes vines 1-4x216 | 10-149] 60-85 & 16-75 |«J- x32.4 -4
1-4x162 10- 4 60 - 762 16-61@91-4®48 -64.8 4
1-4x150 | 10«12 60 - & 15-85 | 1¥x 22806009
@ O ©
%@ Q\ . &U @ @
Simulation: % Q $ SN
: : g@ @ Q % @
vines, early vines 4x216 W 10 (%4 x 60 A - 8Y x Fx 864
vines, intermediate | vines 4x216 @ k»0/70/99/70 &30 - 87| 86:4/64.8/64.8/64.8
vines, late vines 4x2169 | 40 ¢} 70/8585/850 80 B35 | 64.8/32.4(32.4/32.4
T ] O S
&% NN > =N § @ @
SRR S SR SN
Findings: The PECoi and the time Wé%ht%ggvera Vad@ (TWA i) rox@bar@er application in
vines are summarised in Table 9.4@. (OERON v © § @Q S %@9
. R S © O O s
Table 9.4- 3: PECsoi (actual)r\@d T\Q@m of ovaglm@rb @ E é @ é@ %
Time | «_ > vines, eari vines, in e(léfnegi@ L {ihes, late
[days] o PECgi As@ soil soil @ 2 PEGil TW Asoil
o 7 [mg/kg] @%mg@ <Img/kgl- | tmg/kglC| lighks] | [mg/kg]
Initial Q, 8 7 0.3 - OP.181 -
| W39 | H39% & a7 P odw > 0.180 0.180
Short term | L 039 [©0.394Y | B3l14@ | 0317 0.178 0.180
O 4. D 0383 T 039 V030820 | 00314 0.174 0.178
QD 0371 & | 0385 _ % 0298 0.389 0.169 0.175
O 8 L0329 [ 03596 48259 & 0288 0.147 0.163
Long tegm 78 0.369 0.34% | @0.24L “0.279 0.137 0.158
S 50 Q40 " 0313 & 0.18¥ =0.251 0.109 0.142
&@ 10@) | 145 A251 § o6 . O 0.201 0.066 0.114
vines, early: @ﬁgx Zl&ﬁprov i arb/h@ x 6QYoNnteregption, 1®ays application interval
vines, intermediafg™ x 216 & iproyplicarb/he, 60/76%70/70%3nterception, 10 days application interval
vines, late: & 4 Q\s gi alic a, T0¥85/85/83% inte@ion, 10 days application interval
@ O & . . O @
OO O & D
SRS ,%Q & @
PECsoi @Olpet @ @ @ ° %,
For the 39 party actife sub%ln e olpe,préducedtfror: I
Ba}gﬁCropScienc&AG %@ e&i@t ofere@ to files, data, studies, summaries and assessments
owned by which wer&s@bmi@d in the EU for the support of the registration of the active

substance folgst anda&;?: re senta?;?e f%n%lation Folpan 80 WDG. For details please refer to the

statement tio

at page 9.x

Q

No PEcal @ations@f fol@ are submitted here. Bayer CropScience AG is using a risk envelope

appr&ﬁ“&h for¢he ris@

sessment of the representative formulation. Within the scope of this

su@%mer@ry dos@i’er, @to 4 applications at 1.35 kg/ha folpet are proposed as a safe use in grapes. This

is muc

low the critical GAP that - currently defends in this crop in the EU, where 10

applications of up to 1.6 kg/ha have been approved, with all other parameters such as interval between

Applicant: Bayer CropScience
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applications or pre-harvest interval being identical or very similar. Therefore, Bayer CropScience AG
considers it justified to refer to folpet data owned by - wherever appropriate. A folpet—spec@;iskb

assessment is not considered necessary to defend the Annex I listing of iprovalicarb. . Q
@ o8
& S
dell © @& =
Modelling
Comments: V\% Q b § f\a@
1A 9.4/01 V@ & ST S )
Agreed PEC; > YV MR
(active substance): < @Q N@ QQ § g&©
1IIA 9.4/01 NS S O & @
o0 9 N N
& . ©® %\@ @Q @\© G2 %@@
IA19.4.1 Initial PECs values & @ = < & S °
: O O < SR A S o
Please refer to point [1T1A1 9.4. w\% \@’ \@ Q A IS Q @ @
NN NI RN & &
NN O
IITA1 9.4.2 Short-term PE%S@%!]U%(I-K ys aﬁ?er@ a;@caﬁ § %@2
Please refer to point 11IA1 9.4. R &) 9 & @Q &© ©© ©© S
¢ &> T e P8 SN
NS AN S
N SN .9

D A
RS R A
NN O NN N 9
O NS N O Y L
o & 5 0oy &
bf@'@%@@%@@@@
s 5 8 & g &
N oo @ O
& FEF s
Q, O\
FIFITE s
9 S & &5 .~ o
RS TS S
o O ¢ . o ., 0 @
Q O O O N D
o8&
<) S L9 @
“ R SN
s Yy &
R %@%@ﬂ@\
N s N Q8§
> &Q@é@
@
& & T
@§§©©§©
e
S
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I11A1 9.5 Predicted Environmental Concentrations in Soil (PECs) for Relevant
Metabolites

Predicted environmental concentrations in soil were calculated for the metabolites indicated in Tﬁé 9-&

IS
These metabolites are not automatically “relevant” with regard to their environrggntal, blolog@ @é@j
ecotoxicological or toxicological properties. § S L
N
Endpoints for PECg % § § K
@ < R

Iprovalicarb & Q@ @@ ©\ %@ &@
Table 9.5- 1: Modelling input parameters for iprm%@earb metab(;l[%@ é\g @ i 9@ é}©

End-Point & rovéalicarbamyetabofi &

% a{u@ﬁsed{or mgde Q@
LN Y N, @U \ *

SZX 0722-carboxylicacid M03) © @ % & & @ A .

Molecular mass correction o @ Q V10835 © & @§

DTs soil [days] (lab., worst ca¥e; non-normalised) [&y =) 1332 §

Maximum occurrence in soil@9o] , °s, @ Q RUESE-EN

R SRS O &

PMPA (M10) ~ SRS N O & o

Molecular mass correctign ¢, & S Y O 0422 O ‘N

DTsj, soil [days] (lorsﬁ%ase, nd&Enorpatised) @ Q 987337 w

Maximum occurrgnee in soil [%}O D7 o 507 S

oSN @ PR
@ 9

N-acetyl-Pl\Q‘%) (M15§® <§ $ <« ae Q@ Q\ D

Molecular mass co@tlo% Q) Y O] & \0.55@@

DTs soilddays] (@b., wasst casg, non-n@mmalised | © N 0929

Maxim@# occurrence nﬁﬁ\anae@@y s0ilNY6] @ 29.1

SENSERY Ny SR
S Ve O Y &S
% o & ¥ Ay &
> N6 S @

Folpet O @

2
For the 3‘&party active @bs‘ta@ fol@rod§ed 1@ )
Bayer Cxoy fo
ayer CxdpScience A@ has \t rliht of re nc,e fo ﬁles%lata { dles summaries and assessments

owned by -@ch were s 1tteiq th@U oé*h |§@port of the registration of the active

substance folpet Ghd tlQ%epr tati &fom@atlo@olpa WDG. For details please refer to the

statement m@one@ p géﬁ

No PECqiicalculations o e@etal@ @sub ed here. Bayer CropScience AG is using a risk
envelopg@pproach for @e riskgisessifient ¢ he p@"esenta‘uve formulation. Within the scope of this
supp;gnentary dosgs‘@b up %4 ap(w atl §@kg/ha folpet are proposed as a safe use in grapes. This
is much below the critic AP that @ntly defends in this crop in the EU, where 10 applications
ofupto 1.6 k /@f“have been proed w1®ll other parameters such as interval between applications or
pre-harvest j ing identicalor vegy similar. Therefore, Bayer CropScience AG considers it

]ustlﬁed efer @ olp&))Qata @vned ‘t@_ wherever appropriate. A folpet-specific risk assessment
is not c@slde nem%ssary@gefend the Annex I listing of iprovalicarb.

K@
@ & Y

&
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PEC; for iprovalicarb metabolites

For iprovalicarb the metabolites SZX 0722-carboxylic acid (M03), PMPA (M10) and N-acetyl- Pl@é\
(M10) were considered.

S
@ @® @
Report: kiia1 9.5 /01, [ > . &
Title: Predicted environmental concentrations in soil (PECsoil) of iprovali @\ &
Use in vines, early, vines, intermedi@ and vines, late,ifl Europe N \@2 %,
Report No: EnSa-12-0169 e @§ N @}@ @
Document No: M-429638-01-1 @ § %o ©&
Guidelines: Soil Persistence Models and E[@egmtranon &eport of the F@@US Sdil M elli%
Work Group, 1996 S\ o S A © g
EC Document Reference 7 96 ~ @ N \© & Q@
GLP: No (calculation) N @@o Q@J %\ %@’ ©© o\w\’ R,

application rates descrlbed for the calchtlons%&;r the nt& po@t@ in{@nt %%(KI%AI 9.@ 1).
Compound specific parameters are sarlgeh in @ble %x 2. @%ﬁ é}f @ & @)
9

Table9.5-2:  Input t PECS.@’f netabolite¥ of b ¢

able nput parame ers@s (;m a & eS 0 \I@DVZ @(‘?@ @)@ LN

Compound @ D@;o soil¥ fax. oc n Mélar n§ Molar mass

& \[da)% ‘o in‘soil @Q 2 [g/mo §orrection factor
™ S, 20 N S R

SZX 0722-carboxylic acid #/03) @3@’32 §’ . 100 F30.41 7, 1.0935

PMPA (M10) 187.33 @ 97 33528 0.422

N-acetyl-PMPA (M1 x> 70.929° & R0 & 17725 0.5531

a) worst case of labor: studies, no @nna i © N

§ o \% §@\ A &

Findings: Th&PE and ¢ tlme@/elgﬁ%sd av@mge es (BV Asipof iprovalicarb metabolites
SZX 07224earboxylic a%i (MQ@P@ (M@ and @ace@ PMP&Q (M10) are summarised in
Table %’Q\S Table 9 égﬁl an@able SQrespec&@ely § = @\

Table 9.5- 3: P@m (ac‘%ual) a@TW&@ of %} 07%«:arbo§hc acid (M03)
OTimeS) @ Vme@ﬁarl Y 4 vu@y intermediate vines, late
@ [dal;r@§ Cs,oil© Asonl @ P@sml TW Asoit PECsoit TW Asoil
O] 9 {Olmgagl &mgﬂ@ tpe/kgl | Imgkel | Imgkg] | [mg/kg]
Initia]<\ 0 7 o83 4 D 0.013 - 0.009 -
A9 @009 Y @11 ° 0.009 0.010 0.006 0.008
Short term & 0.008, | ~N0.009°Y|  0.006 0.009 0.004 0.007
> 4 L7 0003 [©0.060 0.003 0.006 0.002 0.005
7 'Y <d001 o] 00685 <0.001 0.004 <0.001 0.003
&C 21, | @P.O0RS| Q@002 <0.001 0.002 <0.001 0.001
Long te@ 28 [&20.00% | o,0.001 <0.001 0.001 <0.001 <0.001
< %50 @ <001 §9<0.001 <0.001 <0.001 <0.001 <0.001
@ @ 100 9] <4001 <0.001 <0.001 <0.001 <0.001 <0.001
v1g§§ earl Y % 216 ¥provalicarb/ha, 4 x 60% interception, 10 days application interval
¢s, in dla‘{$ 218% iprovalicarb/ha, 60/70/70/70% interception, 10 days application interval
Q@nes @@g @g iprovalicarb/ha, 70/85/85/85% interception, 10 days application interval

&

Applicant: Bayer CropS
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Table 9.5- 4: PEC:si (actual) and TWAs.u of PMPA (M10)

Time vines, early vines, intermediate vines, late o 6
[days] PECsoil TW Asoil PECsoil TW Asoil PECson T\ZV IS
[mg/kg] [mg/kg] [mg/kg] [mg/kg] [mg/kg] [mgrkg] @
Initial 0 0.093 - 0.076 - $9.043 7 &
1 0.093 0.093 0.075 0.075 i 0.043 $0.048°
Short term 2 0.093 0.093 0.075 0.075 0043 & oe3 |
4 0.092 0.093 0.074 0.075%. >  0.043.. , 043 g
7 0.091 0.092 0.0 0.075 0.042. 0.0435"| @
21 0.086 0.090 0070 0073 0089 KV0.04 | &
Long term 28 0.084 0.089 £0.068 072 5039 Q) 0441 ©
50 0.078 0.085 170.063 [Q0.069, [ <0036, 0,040 @
100 0.064 0.078 /4" 0.052 0003 [R0.030° | ¢, 0.036,
vines, early: 4 x 216 g iprovalicarb/ha, 4 x 60%\Iﬁtercthion, 10@ays ap icatior@aterv Ry S
vines, intermediate: 4 x 216 g iprovalicarb/ha, 60/7@@70/70@\ter0e®n, 1@5 applicationgnierval v
vines, late: 4 x 216 g iprovalicarb/ha, 70/@/85/@% inter@ﬁon, fBdays @fcati(@fmew&l % .
&% \@ \@ @Q =N § © @ §@§
- 5: . O ND o 2o
Table 9.5- 5: PEC;oi (actual) and T\?’\@m 0ﬂ®cety@i\’ﬂ? 1 5)@ &\ @n@ @t”\g S
Time vinesear . 4 viles, inte@medi@y Q es, I%‘e
[days] PEC@ Asoil\ Pﬁ:soilg T@soil @) PE%OH . R W Asoil
(mg/ki} | &me/kg) what| Imy/kgl O] [yl ) _[me/kg]
Initial 0 A919 . - > 0.04 Q - 0145, -
1 % ,0.009 6013, 0009 7 0018 L. 0.007Y 0.010
Short term 2 e, 0008 | O0.0102 0904 @010 ° 0.663 0.007
4 7<0001 |92 0086 [ K000 | N0.006 S| <€W001 0.004
7 | <d&®001 ¢ 0004 < 0,069 0,004 £9.001 0.003
[ @0.008 | .00 & <ago1 P odpl  {x0.001 <0.001
Longterm | &38 <0.008 [0.001Y | 20001 @ | <0.001 ., | <0.001 <0.001
10750 D < 901 <0.081 0.0062 | @0.006> | <0.001 <0.001
Q> 108y | <0001%,] <y
vines, earl}@ AX 21 g&?f)rovali\c\)afrb/ha% x 60%zntercepion, 1 s apptjcation interval

0Ol <§001 < 0.064 <0.001 <0.001

vines, ir@'mediate. x 216 g iproGjicarb/ha, 60/740/70%gpterception, 10days application interval
Vines:c@ : 4x2L6 g i@valica@i , 70/8 5/8@% inte@ion I@ays application interval
A )

~
@ (@) IS ) N, O

2. N R
Q& & LO K
f@@ @ o . &@J s

<
ST &
i o

PEC;oi for ﬁ&et metab SN S
9
g@ed seorn [
e

S Q
For the C@aﬁy active (%ubstan@@ folr@: pr
Bayer pScience@@ has tl%rigg[ of re@ nce@ files, data, studies, summaries and assessments

ow%oﬁﬂby - which were s 1tte the@ for the support of the registration of the active
substance folpe@md the repr@@ltati@ formuJation Folpan 80 WDG. For details please refer to the
statement meationedaf'pagé. §

No PEC; cula@ns lpa&metaes are submitted here. Bayer CropScience AG is using a risk
envelopro@ for {He riskaésessment of the representative formulation. Within the scope of this
suppléiuenta oss@ upg\(ﬁ)@ applications at 1.35 kg/ha folpet are proposed as a safe use in grapes. This
is h bed@@w the@itic@frAP that - currently defends in this crop in the EU, where 10 applications
ofupt kg/ha have been approved, with all other parameters such as interval between applications or
pre-harvest interval being identical or very similar. Therefore, Bayer CropScience AG considers it

Applicant: Bayer CropScience
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justified to refer to folpet data owned by - wherever appropriate. A folpet-specific risk assessment

is not considered necessary to defend the Annex I listing of iprovalicarb. @o S
s &
@ @ A
Modelling @Q NV
Comments: Q N
1A 9.5 Y o & .9
Agreed PEC; Y SN
(metabolites): V@ @} @i}’ Q\ @}6 &@
1A 9.5 ) N 9 O & S
@ $ Q X O @
S S,
IIIA19.51 Initi > 2 & @
5. nitial PECs values . @@J S @ ©\ Y §
Please refer to point [1TA1 9.5. é @@ L < @% § h
v O O 5 S\ o
RSSO
7N ) §° . S
IIA195.2  Short-term PECs y§lues(1-4 days after la%@ppl&}tio@Q SRS
Please ref i o A& S W & o
ease refer to point [IIA1 9.5. @ od AN @‘”\g @\ Q) @Q S w
9 O o O
o & T E G TP s
RIS N @ . O
I11A1 9.5.3 Long—ternﬁPE@g valu§(frg§1 7-1 day&afterj%sg w@pllc%tlon)
Please refer to point III%%.S. © @Q @& a § § @9
X @ ) S @ °\© é S o\®
& W @”\f @ @Q %, o &
@ $ o © @Q @ @
N RO R 9 @& S
D Vs .8 &
& & .9 O «7 g & @
O % N S O
> 7
S5 & @ S
&@ \@ o\@ IS \© R o\©
SERS Q
§ SN & S >
T Fea o &
@ QO ¢ © o .0 @
Q O O O N & o
¥ o K &2 ¢
<\ S oF W9 o
& @ Q Y& s
Q\ AN N L9
R Ry IS @ @ @
N > ©\ R ®
@" S @ S
@ O §9 < @Q
X
&S T
& N
N
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I11A1 9.6 Predicted Environmental Concentrations in Ground Water (PECgw)

Endpoints for PEC,,, @o @©
Iprovalicarb @@ ©
Table 9.6- 1: Modelling input parameters for iprovalicarb and its major me lites S @Q
End-Point Active substance: iprovalic S ©
Value uséd delli 2]
7 $€d for modelling IS
AN
Iprovalicarb V Q@ @Q NS ? ©&
Aqueous solubility [mg/L] at 20°C S O 178 % QS A S
Vapour pressure [Pa] at 20°C ~ Q 71.82x1¢> ©) @
DTs soil [days] (geo-mean lab., normalisggfp” Q- 678 © & @§
Adsorption data: . O S fog Y
- 1/n (arith. mean) é @f 2 %Q {N 725 @© S *
- Koo/ Kom [L/kg] (arith. mean) | O 19660 & x
AN © Q)
SZX 0722-carboxylic acid (M03)™> S N & &% § éw §
Molar mass correction factor @ ‘S @ N Q40935 & a

Y
&
Aqueous solubility [mg/L] aﬁﬂé"C,@ﬁW NN S 6006 @
Vapour pressure [Pa] at 20%C S D @\\gQ )%13@6 $

DTs soil [days] (geo-meaiflab. gaormaliged) © &7
Formation fraction @ % S “MIN 032427«

2

Adsorption data: Q& Y7 9 ©
- 1/n (arith. mei%%& é @Q @} (g s Q\ 19&% 9
- PEARL inputdata” ) § & N KL A
_KocA/KomA[L @ 6@ O« o%mo.@
- Koc, AH om Al /k%? @@ %\ @ §430 &&2
)

- PELM§§ﬂpm ata®: " @
- KoedKom at@ 7.040Rg v\g . & & 1.5970.89
2L pH 5. &[L/kg] \\ N §@@ 1019/ 5.91
T
PM@ (M1§ © O & 5 @© o @
Mwlar mass cogectloniﬁor < @ Y 9 Q7 0.422
\SAqueous soluBidity [@L] a@c, pH11 & S A 15000

Vapour presstre [Ra]=at 20°C @“ o ° 20
DTs soikfdays] (keo-me@h labe., rma%ed) A 81.08
Formatign fracfion ALY 3, w =~ Q 0.5061
Adsgrption @@ N ) >
@()arltl@?i%an@ @ "\@ 5 0.8629
Koc / Kom [L/KE arlt®1ean)\_Q 2 o 290.2/168.3
s B
K acetyl-PMPR (MIQ RSN
s Molar mag§orrection fagor o Y 0.5531
| Aqueous sBlubiljty [mgAL] at 2(@3 PR 6600
Vapog;pressureb[PakMOO(@ & 2.7x1073
DTsy soil [dﬁys] ( eanfab., normalised) 0.72
Max. occﬁgr ce naeréﬁﬁc so@% 29.1
@é\aso @3
@ | /n@rith. med 0.9025
@ /kgﬁ@nh mean) 39.7/23.0

$ a) @n PEA@ t§\ﬁ’owmg values were implemented: alkaline, dissociated compound Koc, o~ and acidic,
D undissociate mpound Koc, Ha, the inflection point is apparent soil pKa of 5.88 (H20)

§ alkaline, dissociated Koc, A-

c)

acidic, undissociated Koc, AH
d) in PELMO, the following values were implemented: 2 different points at the Henderson-Hasselbach
equation or curve, the inflection point is apparent soil pKa of 5.88 (H20)

Applicant: Bayer CropScience
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Folpet
For the 3" party active substance folpet, produced from

S

N
Bayer CropScience AG has the right of reference to files, data, studies, summalt@s and assess (-2-)"3) ts v

owned by - which were submitted in the EU for the support of the regis@on of the adtive_ @®
substance folpet and the representative formulation Folpan 80 WDG. For c%[ails please r§r to %@ &
statement mentioned at page 9. @ g\ﬁ ?ig\ N éﬁ

No PECyy calculations of folpet and its metabolites are s§bmitted her @ayer Crop @ence@\G i L@ng %@
risk envelope approach for the risk assessment of the presentativex@rmulation. thin@ sc@ of t&{@
supplementary dossier, up to 4 applications at 1.35Rg/ha folpet al’Q)roQ%sed safeqse in g@épes&@lis

is much below the critical GAP that - cuy defends this&p i%l@heggﬂ@% Q@

~" o

applications of up to 1.6 kg/ha have been appfoved, é@ﬁ ak&ler %@ame%ps suchhas intérval between
applications or pre-harvest interval being i%ltica!%g ve @mil@@l'her@re, Ba@er %@pS@e AG*
I{d%by & v&@reve&ﬁ;ppro@te.té folpet- pe risk
. . N ) L . Ro @
assessment is not considered necessa@ dg&éﬁd th&@nne@ﬁhs‘[&@of 1&9\/2111 S Q
$ TN S S
R © O § 9 0 &
PEC,, modelling approach @ %o @ @,@ &@ Q & @© %
The predicted environmenta@ncen‘[r\atio n groundwater (PF&@W) f&@he a(%ive sul@tance(s) were
calculated using the simulagion els %EA‘§@M PEI%O followihg th{g&com&@ldatiom of the
o, & & @

considers it justified to refer to folpet datdw

FOCUS working group oti groe%dwa er scenarios. @} <§ N S

The leaching calcula@‘ls WERE runsayer Z@years pr@sed &y pes@&ides @bich may be applied every
year. The first six @rs arg a ‘\y@ upPeriod; nly@@ last @9 years Wer@considered for the assessment
of the leaching @%nt'&k@he 8@*‘ p rcentile\}f the rag@nnuroun@/ater concentrations in the

AN

percolate at l@dep nderQy trea pla&t@fion%@re e@luat d were taken as the relevant PECg,

values. In rgspect tothe as?s%ssm@@t of gote grovgdwater conination this shallow depth reflects a
worst c@ The effecti{g\ionm @ndwater cancentrdtions be even lower due to dilution in the
groundwater layer. - @ o\ ¥ S ° o\© e g\

According to FO@, the%alc ons‘yere c@uct@oas d on mean soil half-lives, referenced to
standard tempera%)lre oistiire c@iti@i&” Cropunteregption will reduce the amount of a compound
reaching th an@ere@é this@%s b@@tak@ ntq ag@)unt depending on the growth stage at
applicatio%The intercep@n r \foll Wthe @CU $zrccommendations (Table 9.6- 2).

O ; S
Table 9@7 : Fo%@grouﬁwater@mp&f&rc@ﬁon values
v N L, 0 &Y «Crop: vines
Stage ‘0" | whhout Jeaves Chirst leaves | leaf development | flowering ripening
Crop intergéftion [%]  loy 40 50 60 70 85
Q = N 00 o, 01 - 08 11-19 60 - 69 71-99
S N 0o Q

Applicant: Bayer CropScience
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II1A1 9.6.1 Active substance

PEC,, for iprovalicarb @o @©
Report: kit 9.6.1 /01, [0 1> @\
Title: Predicted environmental concentrations in groundwater r@?arge (PECgy) %t @Q
iprovalicarb based on FOCUS PEARL 4.4.4 and FOCU$PELMO 4. @3
Use in vines early, vines intermediate and vines late m§§urope
Report No: EnSa-12-0167 <) {*ﬁ ‘\ éﬁ
DocumentNo: ~ M-430141-01-1 \& @ Q\ 2@
Guidelines: FOCUS groundwater scenarios che EU plant@%tectmn pr Qd ct rexiew pr@ess
Report of the FOCUS Ground A@J er Scenari orkgroup @©
EC Document Reference SAIK 0/321/2000 e % @&
GLP: No (calculation) . @ ©\ %, @
N @f@ %Q % S
Materials and Methods: The predicted e Vignn%tal cé@en‘c@ms 1@r0un(@at ‘@for
iprovalicarb were calculated using the silm%tiomno eNFOC EAS%L (v lon.d. 444)a
PELMO (version 4.4.3). Detailed appl@%ﬂo&d}a uséd f01; s‘%mulat‘l of &Ng@e c@wplle
Table 9.6.1- 1. N« @ @ >
The use of iprovalicarb in vines e@ vines 1ntermed1ge and &es | o pe ass@‘ssed according

to the Good Agricultural Practigg (GA:R? Applicatiofi$'to V ende@of 1@ x 1%0 216 g a.s./ha,
with 10 - 14 days apphcatlo@[erval} at @CH 15-85. ii‘here{@e thge rep esentatiVe periods were
chosen for the assessment@ able y perl@a to start a@C NS, an% fatermediate period to
cover BBCH 50 - 61, anda lat%)erlodt COM&B@I 80 @ The dalculations@Were based on the
maximum intended a@hcat@ ratasc%ether wit m?ao\g&mum@%tend%g nuniber of applications per
season and the mi m gterva tweertwo aﬁ) ns. The use o@ the higher use rate, lower crop
interception and@hor«t\@lppl&%uon 1§6W&Neadlﬁg toa @1 @om@md reaching the soil in the
simulation pr@es nsegyative &1m@&@’0r th@%rou@wat@ OHC%;%I%UOHS from the current

formulatlo% KO @ v\g
Table 9@» 1: Comp A son @ctua@ﬁ pllcatlon @at@ and@lculated use pattern for
W cal culations of 1pr0@ﬁcar§
Q[_\ o,
Individual crop < %OC %\ o3 @Appl&v}atlon Amount reaching
© Qrate q@%ﬂ dntervaly plant BBCH | the soil per season
@ seafon @[days@’ interception stage application
Q @ 1nt§@ptlog\ [gas./hac) S [%] [g a.s./ha]
T &2 T
GAP: &Y o @ N
grapes %ines% 1 216, Q10 - 14 60 - 85 16 - 75 1-4x32.4-86.4
R R @ N O 163y 10-14 60-70 16 - 61 1-4x 48.6 -64.8
N
;@ 10-12 60 - 85 15 -85 1-4x22.5-60.0
\g
, @ R
Simulatio \% X @
vines, earl@ &X 216 10 4x 60 15 -85 4 x 86.4
vines, iggrmedigts 4x216 10 60/70/70/70 | 50 -85 | 86.4/64.8/64.8/64.8
vinesfate O vmes@ 4x216 10 70/85/85/85 | 80 -85 | 64.8/32.4/32.4/32.4

& > @T) RS
& & T
For th@etabohte SZX 0722-carboxylic acid (M03) a moderately significant correlation is given for the
dependency of the K, from soil pH. Therefore, in PEARL, the following values were implemented:

Applicant: Bayer CropScience
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dissociated compound Ko, - and the undissociated compound Ko na. The inflection point is apparently
soil pK, of 5.88 (H,0). In PELMO, the following values were implemented: 2 different points at t§§ 0

S

Henderson-Hasselbach equation or curve: Ko at pH 7.0 and at pH 5.5. The inflection point is ap ntly@
soil pK, of 5.88 (H,0). 5 S @
@” O
N L Q

Typically, a leaching assessment is carried out considering aerobic conditi%z asa comm@agr@tura
situation. Therefore, observed major aerobic metabolites were taken intosagcount, implg%ntig@theh&a
amounts and behaviour as observed under aerobic condi@s. Howeve@ﬁfn anaerobic@%ﬂ, rtherdast @
degrading mayor metabolite, N-acetyl-PMPA (M15), was identiﬁed@ich did n%@‘écu wider @%ﬁobg&é
conditions, mainly due to fast degradation. Based o Hhese observ@)ns, a(pons&r@ativ anaer(©1©c @

leaching assessment was carried out for this met@ﬁte, respectively. aerobic di@dati@l beh@%our
. . . . . RN D w,”
of this metabolite was studied separately in a lﬁiborato%/ studysyy” =, S o N
Anaerobic leaching scenario: Under common@gri%@ﬂral @aatio@in pe, ¢onsidering e‘g}climagic
conditions or slope of fields, it is obViouswl\jy%mrei@tic,& a tot% tre%ed agé@ﬂltura@ield@are rns
anaerobic, each year after application a@ lastgg for @@ng { ¢ peded, as@pica@ﬂcon&iﬂdere
aerobic leaching assessments. Such diti&cﬁs wo@oma@arm effe@%’vel@pos e. Th@refore,
. . O 0 D, oy &
two more realistic, but still very cervat@e scefarios fizve ben co ere@%re: S %
ay iﬁg’@cur r@llaﬂ@ pla ﬁel@@r c@pin as, when rain water
remains in small sinks and fur®ws wdith lo erme@ility&n thise, @)nly ar tivegé\small percentage
of the total cropped area or fidld uld b fec@. g Sa \@ &
Scenario 2: Anaerobic cag%ltio%s on lafger s@ ma occur@ﬁe to ﬂoodi@loa@ivers. Typically, this
flooding will not occug regulagly’or ¢érh ye4s) onl 1th<,§@e tife intgrvals m\%ween.
The following assuggptions have n made to ess @ese two scen@rios. Partly, additional safety
fact li d inties inthe estiibti @
actors are appliedyio a @ss uncettainties inthe esf r 10§) @& NS

Scenario 1: Anaerobic conditions

O NS N
o D N WO %
Further input @Jrarr@rs f%@EC w@no%e%ng@&éq\yprov@@i@arb @e mg\lﬁ@larised in Table 9.6.1- 2.
2 (S >
QD & & & & & N
. \@ \@ %, S \@ ™ \@
§ S \@ > S @Q
9 &) @ D & &
@ @Q @Q O & . O @
Q L O N O D
N 9 ,%Q & @
% N @ y L
SR & @
R § S) @ @ D
N > o [
® @ S
RN RN
& %\% §9 % &
s & & &
IS
N
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Table 9.6.1- 2:  Substance specific and model related input parameter for PECgw calculation of iprovalicarb
and its major metabolites

Parameter Unit Iprovalicarb | SZX 0722-carboxylic PMPA N-acetyl—@ng S
acid (M03) (M10) (M)
Molar mass [e/mol] 320.44 350.41 13501 @725 m
Water solubility [mg/L] 17.8 56000 15000 6600 &
Vapour Pressure [Pa] 7.82x10°% 8.9x 10° 20 Q2.7 x4b?
DTs soil [days] 6.78 0.97 —81.08 N
Formation fraction [%] - 03242 0.5061 &, N @
Koc [L/kg] 113.9 PEARK: 0.64 / 14381 290.2 o] 939% 4
PEEMO: 1.54 /10,10 L .9
Kom [L/kg] 66.1 RL: 0.37 /839 | ., 16@9) B30 @
L @ELMO:0.89/591 .2 Q{4 ~
Freundlich exponent [-] 0.8725 Y 1026 -~ £,8629 NECS
Molar activ. energie | [kJ/mol] 65.4 & D" 659 %, 654N | N 65
Qo [-] 258 V[ 7 ¢38 & K 2% 258
Plant uptake factor [-] 0.2 [ Do5 R D5 P &85 @

a) For the metabolite SZX 0722-carboxylic a%i:(MOS;Q ode%t\ly sighificant £0 &ﬁelatlo@is glv%for the dep

the Koc from soil pH. Therefore, in PEAR( e félowin es wé%e 1mpl®ente \kal Qissoci
Koc, - of 0.64 L/kg (corresponding Ko§ 0. 37§E€kg) a&cidi@dlss%%ated co@poun ¢, HA 30 L
(corresponding Kom, na: 8.29 L/kg). Tghe'infle pm}& s appargnt sc»x (Hz@»

In PELMO, the following values w@ 1mp1emented 2 differgut pointsJt the asse equ%@n or curve:
Koc of 1.54 L/kg at pH 7.0 (corregpondin X‘?kg)ﬁﬁ( .19 k&kg at p spondln

Kom : 5.§1 L/kg). The inf.lecti@%@inn %i)arent so1l pK 8& 20)
b) maximum occurrence in anaeggbic soil: 29. 1953 @ &@
o O @ \ N
PSS e Vs
Findings: The 80" p@entll nc% {@ationSdf 1@/21116% @Es m jor meﬂtﬁlteS are given in
Table96.1-3. & @ & O @&9 @ @
NN SN
N &
Table 9.6.1- 3: @Cg‘%%@ provﬁhcar& \ & @ §J w
Scenario & @ © © Q& © @wa@rb @
© %nes,@rl E V@es, interme e Vines, late
° 12§RL @ P &A c& MO PEARL PELMO
AL Cov O @ OPECqw PECgn PECgy
gl | S LS uel] K ng [ng/L] [ng/L]
O <0001 & <0901 P <6DOI » [ <0.001 <0.001 <0.001
P <0001 & @001V £0.00187|  <0.001 <0.001 <0.001
200010 [ £0.0009 [, % 0,001 <0.001 <0.001 <0.001
<0.8F [ <01 9 <ol <0.001 <0.001 <0.001
) <001 7 <001 7 =«0001 <0.001 <0.001 <0.001
< < 0.001 "X| _<0.004Y | (20.001 <0.001 <0.001 <0.001
N 2 Q
w <0008 | @<0.0®° [ <0.001 <0.001 <0.001 <0.001
vines; early: 4 x 216 ggprovalicarb/ha, X 60%pterception, 10 days application interval

vines, 1ntermed1a@$ x2l6g 1pr0\@1carb/h@60/70 /70% interception, 10 days application interval
vines, late: &, 4x %@g gﬁﬁhca@@ 70/85%85/85% interception, 10 days application interval

‘”\7 ©@
&> & & &
Concl n: re a no ¢ erns for groundwater from the use of iprovalicarb in accordance with the
use tern @rre §%rmulauon
&

(9
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PEC,y for folpet

For the 3 party active substance folpet, produced from ﬂ%
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessme Q
owned by - which were submitted in the EU for the support of the registrgtion of the ac@@ v
substance folpet and the representative formulation Folpan 80 WDG. For det§ please refef'to the>
statement mentioned at page 9. § Q\ &
opeéﬁ
approach for the risk assessment of the representative forgulation. Within the scope 6f this@\ %@ &@
supplementary dossier, up to 4 applications at 1.35 kgfha folpet are@)posed as e us@; gr@s. T@%l{@
is much below the critical GAP that - currently defends in this crepin the&EU, where 169 &@
@r pa@ete%suchg@nte%@ ben

applications or pre-harvest interval being idenfical o %}y ifnilar. @ere%, B Cro&cienc@AG
considers it justified to refer to folpet data %)vned @eww er a@ropri. Aélpe@ciﬁ&r‘isk

assessment is not considered necessary té\defendithe Aninex [dstin (%%mro@%car&.y
S S &

@ N é\a Q
SN &
Ny & @ §y§*%@

No PEC,y calculations of folpet are submitted here. Baye@rOpScience @@ 1s using %”; risk em@@?

applications of up to 1.6 kg/ha have been appro , with all o

Modelling @
Comments: §
IITA 9.6.1 ' <O
) ORS
Agreed PEC,y N 2 §
S
@

(active substance):
111A 9.6.1 N

Applicant: Bayer CropScience
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I1IA1 9.6.2

Predicted environmental concentrations in groundwater were calculated for those soil metabolites t@ﬂch S

Relevant metabolites

should be subject to further assessment according to the guidance document on the assessment @g@
relevance of metabolite in groundwater (SANCO/221/2000 —rev.10- final, 25 February 2003) S
metabolites are not automatically relevant in groundwater in the sense of thisgghiidance docu‘fﬁent @
n § £ .o
&9 \ o, %
. . . @ % w\g \\ @ @
PEC,y for iprovalicarb metabolites e @ @@ © %@ <
For iprovalicarb metabolites SZX 0722-carboxylic a (M03), PM@ (M10) an@ ace M§ (M
were assessed. S\ o S A © &
R FCIOR
% A N ©\ @
Report: KIIIA19.6.2 /01, # @12 R
Title: Predicted environmental congcentrati i @m er rec@rg f
iprovalicarb based L@’PE& OCUSPELM
Use in vines early@ dyines ﬁ%term@mte a& 1nc‘~l e m\ r0® w\g §
Report No: EnSa-12-0167 Q 4& @ @ S
DocumentNo: ~ M-430141-01.D° & \@ & $ @
Guidelines: FOCUS gro@dwater scenarios i the E \lant @tec pro@t rev?’%w process.
Report of ghe FQ@ S Grytindwater SegnariosW. ork@up D«
EC Doééiinent Referepce smf@’onzwzoo@ 2¢, S
GLP: No (caﬁ%ﬂulati&n) @ & Iy A Q\ \@ o

<

?”\9

Materials and Methods P e m §h ere@ﬁcu};&ed us1r?1§9 the @proaeh scenarios and
r the@’alc ons dor the@entw\qpou% in éb%mt I&Xl 9.6.1.
Compound specifi @ata fo@le l@bohtes are@1mm@§%ed tggethe@@nth the data of the parent

compound in K}bAl %@ 1 /g@l%nd I&Tabl%@j § w\ﬁ
LS

@ %
Findings: @e PECgw Vg\lﬁues fqﬁ@e me%boh@for tl@’dlff@ent E@Scenarlos are presented in
Table 9@ I to Tabl@@ 6. 2-§ <o

application describe

- &S
Table 9.6.2- 1: PE@,\ of the lpr@lc@r@netab@te SEX 07223earboxylic acid (M03)

Scenario C@ % @f > BZX 0722-¢ xylic acid (M03)
@ @Q @ eat@ ) ©’Vine&yintermediate Vines, late

Q| @EA \\PEL \ PEARL PELMO PEARL PELMO
N PECa O . @; PEC ow PECgw PECgw PECgw
/L] & [@/L] 1 . Jwen [ng/L] [ng/L] [ng/L]
0008 | 8$0.008, " | ©< 0.001 <0.001 <0.001 <0.001
<00t [ 9<0aT S <0.001 <0.001 0.001 0.008
. <0001 9 <9001 <  <o0.001 <0.001 <0.001 0.005
& 0.001@ | ~0.002R <0.001 <0.001 <0.001 0.005
Q 0.0 % 0.0Q) <0.001 <0.001 <0.001 <0.001
N K <01 4 <080l <0.001 <0.001 <0.001 0.002
Y <M)01 [ <0.001 <0.001 <0.001 <0.001 <0.001

vine nterm Vahcarb/ha 60/70/70/70% interception, 10 days application interval

@
vines &\\Iy @ g i %?(\ahcarb/ha 4 x 60% interception, 10 days application interval
ate: 4
Vi late 21 rovahcarb/ha 70/85/85/85% interception, 10 days application interval

Applicant: Bayer CropScience
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Table 9.6.2-2: PECgw of the iprovalicarb metabolite PMPA (M10)

Scenario PMPA (M10) o
Vines, early Vines, intermediate Vines, late @ §>
PEARL PELMO PEARL PELMO PEARL PELM O
PECgw PECgw PECqw PECqw CPECgw @)
[ng/L] [ng/L] [ng/L] petl | S hgt] |8
<0.001 <0.001 <0.001 <0.001 <0.001 K @901
<0.001 0.001 <0.001 0.001 <, | <000k~ | . D000k,
<0.001 0.001 <0.00&s" 0.009, <0.08 IN<0.00F @
<0.001 0.002 <0.001 008 <0@01 8901 &
<0.001 <0.001 < o1 <4Q,001 <9001 Rl €001%,
<0.001 <0.001 < 001 9.00k,° | 50.00& ~20.0017
<0.001 <0.001 <5% 001 \<00@” 0060 9 <0601
vines, early: 4 x 216 g iprovalicarb/ha, 4 x 60% intercep ng 10d, appl&%on intépval @ Q\N )
vines, intermediate: 4 x 216 g iprovalicarb/ha, 60/70/7&%1 eptl% da apph n m@I
vines, late: 4 x 216 g iprovalicarb/ha, 70/85/8 S%tmytercep , 10 @ app ion intéfval & % o
Q @ @&

%o
Table 9.6.2-3: PECgy of the 1prova11ca@§m%g>mte I@ace%&PMP&m%\ @@ @% ©§

Scenario @ @7 _ -ac@Pg‘@’(M &) $ @4/ ©
Vines, Vines, intetyhedi @) ~ Vinésy late
PEARL E@O o7 PEARL Cb PELMO § @RL > PELMO
PECgn <0 " @ngg GPEC, ECa PECqy
[ng/L] ™ | o [ug/LJf & [ug@ & [pg/L S Ip H? [ng/L]
2 Q v Y S Q\ N
Scenario 19 S @ o IS v, 5
0,001 & <@001 O] &p.00i 7| 0001 [. 20.001 <0.001
20.001 7 | $&K0.000 | $¥0.08¢ <0.001 [S <0.001 <0.001
<008t D<o <0Q01 @9 <Q001 @ <0.001 <0.001
<0001 0.001 <0001 [ £8.00L > <0.001 <0.001
900l | ©0.004'Y | %50.008y [ S®0.001 <0.001 <0.001
®0.00h |, <0.001" [ P<oghr [V <qob <0.001 <0.001
<0001 <ol P <0.001_@ <@ool <0.001 <0.001
F8 S o0 .0
o > &) S I O
S¥0.000 <0007 4y <0dpl <0.001 <0.001 <0.001
G <001 <f9ol [ £0.001 D] <0.001 <0.001 <0.001
90017 | | £0.0010° | G0.001 <0.001 <0.001 <0.001
20.009 0.00F e <0.081 <0.001 <0.001 <0.001
<0.001 Y <0801 . D <0901 <0.001 <0.001 <0.001
<601 Q] <6001 L[ <0001 <0.001 <0.001 <0.001
~&0.00] S 0.004% | 0.001 <0.001 <0.001 <0.001

, darly: 4216 ﬁ&/ali%ﬁg/ha, 60%YR¥erception, 10 days application interval

vines, intermediate: 4 x 216 rovaligarb/ha, 60/70/7062710% interception, 10 days application interval
vines, late: @4 x 216% g iprogalicarbhy; 70/8 /85% interception, 10 days application interval
a) anaerobic 1t10n\s¢§gn51d withig, fwo (%@ffer nt scenarios, detailed description see KIITA1 9.6.1 /01, page 29

9)
Conchﬁm:@ere no ¢&icerns for groundwater from the use of iprovalicarb in accordance with the

us@ terr@%r the@lrre@formulaﬁon.
<
&
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PEC,, for folpet metabolites

For the 3 party active substance folpet, produced from ﬂ)
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessme @6
owned by - which were submitted in the EU for the support of the registrgtion of the ac@@ v
substance folpet and the representative formulation Folpan 80 WDG. For det@ please refef'to the@®
statement mentioned at page 9. % § Q\ &
No PEC,y calculations of folpet metabolites are submitte@ere. Bayer C{%p cience Aggxis usig? ari
envelope approach for the risk assessment of the represeffative form on. Withi scepg of (Z’ &@
supplementary dossier, up to 4 applications at 1.35 kgfha folpet are@)posed as e us@; gr@s. T@%l%@

is much below the critical GAP that - curren efends in tHiS cro%iﬂ thU, where lO%plic&a@onS
of up to 1.6 kg/ha have been approved, with all otier paramet@%» sucl& intgrya v@aen&ﬁ)lics or

. o o
pre-harvest interval being identical or very sirilar. %efqg@Bay{ﬁCro y?énc G considers 1t

justified to refer to folpet data owned by \{%@rev @ppr@ate. @folpet— pec@ ri&@ess@ént
is not considered necessary to defend th&%nne{%list&}of ip@valic@x&b. . @Q %, §@
@ N 9.8 O O &S O

o~ & L& 8 w
Modelling Q& & o > ©\\f© ©©© @\?@ N =
Comments: @ %@ > L @® & ) Q
11IA 9.6.2 o v TR SIS
Agreed PEC Y I & 7 6
(metabolites)g:N &) é § @ © - 9
1A 9.6.2 S 9 & x

% S
s FL5S
S .9 %
N) @ N v o
INIA19.6.3 _Additional field festings> <

O O SRS
No additional field @sting*was r@uired s o\@ N S %@
2 w, %o SERS v @ @
O & & & ISER S
A ik o O O
I11A19.6.4 Information o@ﬂmpi@ on %@te%qeatm%nt procedures

)
The compounds %ould-amt be @ﬁect@to redeh w@@r treatifent plants in sufficient concentrations to
h imp4¢ét t
ave any 1m on @ter é@ m\ S @\ S
s TS FE
Q NS
III{i@9.7 P&dic@n&%ntal@ncentraﬁons in Surface Water (PECsw) for the
@ctive ub&t@lce @ &©

No speciﬁ(&é%rmiﬁ%ﬁ is ilabi%eﬁ)r the preparation, however the information on the active substance
iprovalicagbsas prgvided @'the §;mexi@ in the context of Section 5, Point 7 submitted within the EU
8 amﬁﬁwe Aanex I Renewal Dossier 2012 are also applicable for the preparation. A

Basic ier

summiry of this in@ati@s presented below. For the 3™ party active substance folpet, produced from
h) Bayer CropScience AG has the right of reference to files,
data, s@es, summaries and assessments owned by - which were submitted in the EU for the
support of the registration of the active substance folpet and the representative formulation Folpan 80

Applicant: Bayer CropScience
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WDG. Therefore, no summary data of folpet are submitted here. For details please refer to the statement

mentioned at page 9. R
& &
. N

Y @
S
Summary of fate and behaviour of iprovalicarb in water N & ©®

In sterile aquatic systems iprovalicarb was stable to hydrolysis. Under the g%}/rimental ce@diti@m

B

formation of hydrolysis products was observed. Consideripg the hydrollsig ability detg%me\cf@lnde
cted that hy@rolytic proc@o*\s’es con&te @
o s @ conee

environmental pH and temperature conditions, it is not
to the degradation of iprovalicarb in the environment. ®

s @ & &é\” N ©§ &
The UV-VIS absorption data in the environmen@ relevant p%ranga&owe at\i &Val@rb in@§
aqueous solutions does not absorb any light awavele@hs a@e 2&}nm%@fere@ n@é&mtrib&@ n of
the direct photodegradation to the overall elir@nati&@bf i@mliu@) in g@ aqueons ergironmg%lt is to,be
expected. y\% \@’ \@ @Q % @@ © @ @§

. X
. .@&\\@}o&é%\Q.N‘§
Studies with iprovalicarb in four dlfnt dtural witer/ se@rnen}?ysten@unde@’erob@gondlt ons
showed that the compound was thokoughlytdegraded leading t&:CO, @e e@pro@ of &%7
mineralisation process. In paralégl 0 nyl\ig@@ralion, @nd @@due&@ere @ned@/[PAO%MI 0) was
identified as major metabolitel> 10%.0f th applie(@f’adiogctivit .',,Qi the water avid seé?nent layers and
N-acetyl-PMPA (M15) as rnia\j”or nietabolifein t]@%watet@yer. SZx %22-03{%xyliﬁ%acid (M03) was
found in amounts of 5.29@%% th applie@radi@iviin on@ntire%ysten@d I@eetyl—N—methyl—PMPA
(M16) was found in v sma@%mou@s (< 63% a @ied ‘gdioagtivity
& S S

a

v

| N A S o o
Iprovalicarb was tabo@ed toght endpointCO; vidSevergbroutes, In @route iprovalicarb was
degraded via o§aﬁ0®f the r%eth grou \fthgégm ic Syst iel&ing the SZX 0722 carboxylic acid
(M03). In the@her @te t]@greak own gﬁthq foleculestarted with @eavage in one of the amide bonds
which led \t@the main m@aboli*@j@?M@Ml @ Subse@fuent@f PMP@%reacted with an activated acidic acid
derivap&@yielding N&tyl-@PA 15), This @%bok’@ was @ethylated in very small amounts to
form N—acetyl—N—r@hyl—@PPA @M 6). @ ima@lﬁy the@reakd&}vn of iprovalicarb led to total

mineralisation o%ﬁe ar%latic @éleus@\l the%f@?m of @wbo@lioxide. The proposed pathway of

iprovalicarb ir@va‘[erim systenis un;@r aoer@ cof§'tions is given in Figure 9.7- 1.
N Qe D

To deri@etic para%gters s@ble@? m@d@lirzgg@@rpose and environmental risk assessments a kinetic
evaluatien of the da@ﬁrom th@tw&water @im@@smdies was performed according to FOCUS kinetics
(FQCUS, 2006) for.she I%@t g@;’)ou@e é@or metabolites.

@ S
mqg@iing &pose in the water phase were in the range of 16.65 to
57.28 days om, Mean 61 ays) n the range of 24.20 to 78.99 days (geom. mean 46.78 days) for
the sedi@t ph&. In the total8ystem the DegT's, for modelling purpose were in the range of 19.93 to
58.67 @s (@n. m%n 3;5@ days). For persistence trigger evaluation the DisTs in the water phase
w%‘@ the@)@nge (@ 4.84.t0 57.28 days and in the range of 24.20 to 78.99 days for the sediment phase.
In the total>system the DegT'so for persistence trigger evaluation were in the range of 19.17 to 58.67 days.
The c&g
80.4 to 262.4 days for the sediment phase. In the total system the DegToy were in the range of 66.9 to

sponding DisToo in the water phase were in the range of 58.2 to 190.3 days and in the range of
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194.9 days. (see Table 9.7- 1).

Table 9.7-1: DTso (and DToo) values of iprovalicarb in water sediment systems for modelling purp(@ﬁnd 6

trigger evaluation . S
N
Compartment Kinetic evaluation according to FO@ S¥ @9@
@
for modelling purpose for trigge {evaluation & @Q
DT DTo? © | DT § N
[days] [da\igs% [da 5 2
range geo mean & SN Q
Water phase 16.65-57.28 | 346l 14885708 | s€271903 | @ &@
Sediment 24.20-78.99 | . 46.78 26)30-78.99 | 8042624 | &7 O
Total system 19.93-58.67 (@ 34.73 49.17-58.67 066 9-194.9 f© @Q}
) Kinetic calculation by - (2012), submigeywithin the Ann\ﬁ do@r sub, ed i 12 &
(IIA, KIIA 7.8.3 /03) according to FOC 2006): Guidaj Docu nt on E @ @
Persistence and Degradation Kinetics, from Enyirenmen ate %dles o@estm in E §
Registration. The Final Report of th%@’ork p om)egradation Km@s of FQEUS.
SANCO/10058/2005, v.2.0, June 2006 s, S (RN o
b) water and sediment phase. Dis’@otal[{@m: (?J 50 Q % @ S @ @§
> > @ @ R &

&> & O é}’\ SIS
For SZX 0722-carboxylic acid (M@the %Tso*n the trgﬁl systemms 4 ing ose@nd trigger
evaluation were in the range of 5 & to &15 d%s (gedm. m@ 12<®day©s§f1th fbcan 1&%9 days). The
corresponding DegTq were 1@& rm@ of 1854 to@ 85 @ Q @ N

For PMPA (M10) a DegTs fivthe ¢o g&tal sy@‘-s fer momg p&grpose\a(%fd trlger eva uation of

66.34 days is considered a@)ropri@e T@?corron ng DegToo 15% 4 d@s %

For N-acetyl-PMPA (MI?) n 1ab@ and st1 sig can&degracﬁﬁon }§ameters could be
evaluated. So, for pr ctlveéﬁiod@ﬂg, a@)nser§we e@sault = oé“OOO Q%/s might be assumed in a
total Water—sedimﬁs@ for I@ce‘g@@’MPA (Su;@ary& the Qata ofghese metabolites see

Table 9.7-2) &7 & > N

% R
Table 9.7- 2: Eva@tlom@r er 1stence d mo@llmg@ndpm@s of 1p@ﬁvallcarb in water sediment systems

Comp&f@nent Con&und & o S %@UC evéluation according to FOCUS® for
&@ @ @ @ . é ode g purpose and trigger evaluation
\ %G § "\ Q\ DegTso Dengo
o NS S S [days] [days]
2 (@@ ra@ geo. mean/ arith. mean
Total systepy s@%mz;@rbox@ﬁé ac@qu)m% 5.6425.15 12.15/15.89 18.74-86.85
Q | RMPA @10) N 66.34 - 220.4
N-acet§d-PMEA (M1 &2 @ 1000 - -

) f@ptic calculatlo 12) @pmitt Wlthln% Anne II dossier submitted in 2012 (I1A, KIIA 7.8.3 /03)
ording to FO&J (200 idance D c stlmatmg Persistence and Degradation Kinetics from
Env1r0nmental s on %10@6 EU @glstratlon The Final Report of the Work Group on Degradation

\% Kinetics of FOE CO%@ 8/2@ v.2 % u\ une 2006

b) default valu%
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Figure 9.7-1:  Proposed metabolic pathway of iprovalicarb in water-sediment systems under aerobic
conditions
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Summary of fate and behaviour of folpet in water

For the 3™ party active substance folpet, produced from q)
Bayer CropScience AG has the right of reference to files, data, studies, summaries and assessmen

owned by - which were submitted in the EU for the support of the registrdion of the a

>
&

@
X Q S
N © &

: @ > @
PEC,y calculations ) &° Q& & g
The following PEC;, calculations are applicableurope an@@pre@% a yorst- & use&%temQ@

& ° S-S
S
Endpoints for PEC;,, © %@ @y}? @ é@j CANEN % &’
Y @@ R s O & ¢
Iprovalicarb N \\ ) &% . O & §
-3 ino i ,@J . @ S O %\ N

Table 9.7- 3: Modelling input parars ﬁg\pm&:@car&f@\ @i\% < @ @y@ S)

Endpoint & O > Valites used for @dell@?
Aqueous solubility [mg/L] 3€20°¢, & O & .9 0178 SN

Vapour pressure [Pa] at @°C = % ‘o @§ @1 © @.82%&%0'8 G
o
N

DTs soil [days] (lab,geo-meany norn@tised) 4 & 678 ©O
Koc / Kom [L/kg] RS & 4179/ 6651
1/n N 2 ol o Losg@s
DTso total system watesSSediment [days) (geopthéan) ©
> T e §
L« &

S (O N S

Folpet @© @\ N @
QO O « X
For the 3" party active suB%%ancq%olpet prod @%) frop
[
Bayer C@Science A S t@ight eference t(@ﬁles,, ss, summaries and assessments
owned@r w%‘@h W ubgitted ifthe &I@or thwe\gsup 9 of the registration of the active
substance folpet a@t e re%res tive"&)rmul@bn F&an%) DG. For details please refer to the
statement mentiorted a@ ge 404 . Q N
2 IS © O heD @Bj . L .
No PECy cajen atlof folpet are submitted here” Bayer CropScience AG is using a risk envelope
QNG S

approach f%r the risk asse@merﬂ@t~ the%&)resé?ativ rmulation. Within the scope of this
supplen@fary dossierGip to pplic@f’ionés@b 1.35\1§g/ha folpet are proposed as a safe use in grapes. This

. N s .
is mq&h below the g%cal %P tb@s cur&e@%ly defends in this crop in the EU, where 10
applieations of up to 1.6@§/ha é}ve bee app&ed, with all other parameters such as interval between
applications oi@g—har\%/est i Valng i@tical or very similar. Therefore, Bayer CropScience AG
considers itJ tiﬁe&k% reférto fol%ét datgowned by - wherever appropriate. A folpet-specific risk
assessme@%is n(@é%onsi@@ed I@%éssary o defend the Annex I listing of iprovalicarb.
Sy &
S @ @ -
¢ & T

&

3603
N~
2o Qo &
& @ @
AN

Op
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PEC,w modelling approach

Calculation of PEC values for the active substances according to FOCUS @ S

FOCUS,y is a four step tiered approach: N o8
Step 1: In this, the most conservative step, all inputs are considered as a smgle@dmg to thexs’ater y
and a worst-case PEC,y and PECsq is calculated.

Step 2: A refinement is made whereby individual loadings into the water@%y from dlff@nt e@ry rogg s
are considered. Scenarios are also considered for Noﬂh@and Southe@Europe sep@%tel%og} no @ @
S @ &
Step 3: An exposure assessment using realistic Worase scenarigshis made T @scena%s a@ é}}
representative of agricultural conditions in Euro %Iqs conmd&weath@ s011 ‘@op ax@dlff%ent w@r—
bodies. Simulations use the models PRZM, MACRO and T@SW@\ @ \v\ﬂ @
Step 4: PEC values are refined by considerin@nit;&@on @sur@r sp@‘lc ] arl%descr %wns ona

t&@m%@ pre§znted @the ndtona ent@
Q@§ \\ %@ o\& v\gé (\:}9\ @ @ @
@ %’ox \Q § \@ @@@ ) § %@2)

specific crop scenarios are defined. ©Q

case-by-case basis. If step 4 calculations agé%reqbul
v

PEC;, for iprovalicarb Q 2

S8 .
o O & S
Report: KIlLA LS /‘”w S
Title: Predicted en&ronm@ al cancentrgtions ifksurfage wa tef@nd % diment (PECsy) of

1pro@@hcart@cco C Sew Step 1-2 @ Q\ %
Use'in VI%S n Europ%> C& B §
Report No: Sa- Q& \
Document No: @ -429643- @ @ w\’
Guidelines: S

(@J S Surface &ﬁem&cena};ﬁ@m Process under 91/414/EC.
©© port ofithe CUSWorkmg rou face er Scenarios. EC Document
&

fer%@e SA@CO 2/2@1
GLP: @ No( lcul@on) % 6\

Materﬁis and Megh@s E{@cted env1r@menta@0nce%tratb%@ in surface water and sediment (PECsy
and PEC;cq) of i 1pr car&have@en e{@ulaor @»use o%iprovahcarb in vines in Europe.

At FOCUS Step @the @hcat wa§§set tg arck@'l\/!ay, calculations considered the use in
Northern and South

Table 9.7- 4

urc@e Dextgﬂs of @e par@leters@fsed in the calculations are summarised in
N Q %'

@
@%

7.
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Table 9.7- 4: Comparison of actual application use pattern and calculated use pattern for FOCUS
Step 1 & 2 calculations of iprovalicarb

&

Individual crop FOCUS Application Amount ra@ﬁm
crop used rate per interval plant BBCH | the soil seasony
for season [days] | interception | s appliyatio
interception | [g a.s./ha] [%] R [ga.s./ha]>
GAP: % o § . §
grapes vines 1-4x216 10—1@ 60-85 K| 16-75 5&}-4&3&.4 8
1-4x162 | 10-14 | 60-769 16-61@Q1-4®48
1-4x150 | 10«12 60 - 8% 15 - 88, xzz\Q 600C
@
Simulation: %@ Q\ ©° Q§© S o &@
vines, early vines ax216 B 10 Saxa0? | 5Tssn ) L Prsed?
vines, intermediate | vines 4x216 @ k»0/70/99/70 &30 - 87| 86:4/64.8/64.8/64.8
vines, late vines 4x2169 | .90 ¢F 70/8@?‘85/8%5’ 80 /B> | 64.8/32.4(32.4/32.4
SRGRSTS & S v & e
Compound specific input data are sum@&rlsegﬁﬁ Tal@ Q é\ﬂ g»\g S
Table 9.7- 5: Substance specific a{@m elat&(ﬁnpu @ram\e@i‘ fo&ﬁCswﬁula@ of ipyovalicarb
Parameter R ¢ & @ @alQ@sed ifmodeHing |
Aqueous solubility gt@0°C, *v «@\’ o @lg/Ll D ~ EE% &
Vapour pressure a&j@"c [Pa] 4 9 182x 100
DTs soil (lab. geo-meapy ormaaﬁ;s%d) oY O [days] | & e 26.78
Koo/ Kom o~ L« kel B X113.9%66.1
I/n D o o Y Oy 088725
DTs total@y$tem Spater- §§@1me%(geo n{ean) [day@ é& 2 34.73

AN
S &
For an aquatic r@@ass&&@wntg?e worv\\t’ ca&\oncé&traﬂo@onm@%mg er a single application or
multiple appl@mns@ould@e congy erqg@’spem y irggase thigt the dominant entry route is via drift.

Therefore, %oth mu@’ple aﬁphca‘@ns (&acco‘é@nce ‘g@ the L@ge patterns) and single applications were
conmder@, S @ v
& & & ISR S
& o @ ° @ @% N @ Y\g Q\@

N S
& @ N &
@ @Q @Q . @@ ) § “§
Q © O O N D
SN A
<) S L9 @
R § S) @ @ D
N > s R F
> &Q @ &©
@
@ O §9 < @Q
@ IS 5 & ©
SR &
S
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Findings:
Step 1 and 2: The maximum PEC;, PECs.q and PEC,y 214 Twa values for for Steps 1 and 2 are given in

S

Table 9.7- 6. . Q
N
Table 9.7- 6: Maximum PECsw, PECsed and PECiw, 21a Twa values for iprovalicar@t Step 1 and@p 2 S
&
Crop Step Application Region @ovallcarb o\\\
scenario PEC;sw, max Q%PECSW 21d TW@ PECseq, mag)
ol g [pg/L]- fﬁ%&g
Vines, early 1 = 273.1 @ 220. 773 N 2848 @
2 Multi N-EU 18.54 4@ 5 201 A
SeEU 2492 993 QO @723%
Single N-EU Q999, o| & 7.18¢ © 9.80¢
0-’S-EU E 13.15%° | R1059  |¢ 14@h
Vines, intermediate 1 ° ﬁ 273 o220 2;@3?8
2 Muli | MNeEU s, 18,54 @V 72 20.11
SSEUS @,@( 73 1738 | 2923.67°
Singlg “N-EY| @ @\\ 7.182 IS 4809
o SN 11(4&3 879 13
Vines, late 1 Q AN A @ 2031 e 2807 o 1984.8
2 @Mul N-EWG, G500 | O12.68 | D 17.26
Q S-BU | o 17.997 |2 142 19.39
q @%le NEU %38 Q3823 7.955
) SEU §  @%584., V6.843) 9.346
vines, early: 4x216g 1pr5$ﬁhcaﬁ$;1a 4 X@A) 1nts¥@eptlorml.0 daysgapphcat@n interégl
vines, intermediate: 4 x 216 g @gyvahc@ /70/28% interception, 10 days%gphc@s inte a@
vines, late: 4x216 g\proval%arb/ha /85/8 % 1 @xceptlo@‘m dayysxapphegyl n mt@!al
S QO \© R S
S v g § & O o O
PEC,, for folpet §p S (,\@ § @ T,
For the 3" pa t, )

Bayer CropScience

owned b

statement mentio
No PEC;y calculéions o folp@re s@m
t of tHe rel@senta@ve foffiulation. Within the scope of this
A

s at @@5 k@
rreptly defends in this crop in the EU, where 10
Ap prqv%@, with all other parameters such as interval between

approach for the risk @sess
Q
supplementary dossier, u 4

is much

app*hgatlons or preﬁ*farv

w the crltl@l G
appllcatlons of up te@6 k

gctw@\lbstance fo

whichwer

Et pa‘ge\ 0.

mit

@hca

e

a haye bee
%@nte val beirf@ide

considers it justgied to refer t&, ol;@
assessment @ot %ﬁd @

in th

. O

@}©@©§’©
< & Q
> D

(©N
n@ 91& In@t’@ial :

Please@er to Point ITTA 1 9.7.

%é@hce ‘ﬁsom

hasthe right of re renc@o filés; data@tudg\g@ summaries and assessments

ittedbhere

U r th

port\@the registration of the active
substarice folpet and the repr@ntative fm@aﬂlatjg@Folpéﬁ@ 800\@6 For details please refer to the

S

PECsw value for static water bodies

aye@opSmence AG is using a risk envelope

folpet are proposed as a safe use in grapes. This

al or very similar. Therefore, Bayer CropScience AG
ned by - wherever appropriate. A folpet-specific risk
erédneceSsary t@defend the Annex I listing of iprovalicarb.
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I11A1 9.7.2  Initial PECsw value for slow moving water bodies

Please refer to Point [11A1 9.7. éf @@
SIS
(& @® @
IITA19.7.3  Short-term PECsw values for static water bodies (l-ays after last &
application) KN @@ §\ %
Please refer to Point I11A1 9.7. < {\9 ?ig\ \\ éﬁ -
@
o o O &
I11IA1 9.7.4  Short-term PECsw values forw moving@ate&)bodie@ 1-4&days dfter
application) @ L@ N \© %@) @@
S
Please refer to Point I1IA1 9.7. & G NN %@7 @© NN
Y R S @ 5
<) S o 3

o S
I11A1 9.7.5 Long-term PECsw @lues\?‘br st@tc water b@ies F<42 d@gs aggr la
application) ©Q “&K ISR > O @ @
Please refer to Point [1IA1 9.7. @ > ~ > N
o & §
@ N O @J@ @° Q
& S NS S @
IIIA19.7.6 Long-ter %E@w V@es f@slov@mviﬁ% wa
application) © S
. S 2 S)
Please refer to Point 1 9@§ s §

< @
Fao o8
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I11IA1 9.8 Predicted Environmental Concentrations in Surface Water (PECsw) for

Metabolites @ 5
EU endpoints for PEC,y @ é§
| . O
provalicarb @Q & ©®
Table 9.8- 1: Modelling input parameters for iprovalicarb metabolites L @ &
End-Point provalicarb (?ollteg‘// &
V® ®alues used u%?\ynod@ 0 o
NS SN ©
SZX 0722-carboxylic acid (M03) & p&© o NV f@@ o
Aqueous solubility [mg/L] at 20°C and pH 7 /5) S AS6000%
Vapour pressure [Pa] at 20°C L N E O 8.9 g\\l\b% 9 RN
DTs, soil [days] (geo. mean lab., normaliged) &’ S e x\t@ @ N v
Max. occurrence in soil [%] O - % SO Q0.0 ¢ .
Koe / Kom [L/kg] (worst case alkaline sdils) @y @ Q Y A.64/037 &0
1/n (arith. mean) TS S LS O 1425
DTs total system water-sediment@lays] tgeo. me#) | S 0 N RIS A S
Max. occurrence in total system%%terg{%hmetﬁ% ] o \\9 @{@y 5.2 Q@ &
AN N
PMPA (M10) R o 6 D & ©® @© @Q "\%
Aqueous solubility [mg/[®at 20%€.and pf11 > @° g © 2150004
Vapour pressure [Pa] at 20°C S YO ¢ 0 200
DTS5 soil [days] (geg. mean 13b., noxﬁ;ﬁhse@\ ‘v & - 2 8l@B
Max. occurrence i soil [%] 9 & & as Y
Koo/Kom [L/kg] (arith. méad) oo o ¥ O o 2903 / 168.3
1/n (arith. mea@)” @ 3. IS SN O A 508629
DTso total systém water- se@ent E@ys] M) @ 66.34
Max. occutience ifttotal $ystem water-sédiment{9%] 9 & 19.7
N4 & N -~ %
Neacelyl PM&(MJ@ O« & D m§ @
Aqugous solubility [nig/L] ®20°(&nd pl§§ Qp N 6600
Vapour pressurefPa] ak@@gc @ & @@ ~ 2.7x 103
DT so soil [days@fgeo. fadan lab., normakised) © N, O 0.72
Max. occurtenge in anderobigsoil [%) N AN 29.1
Koo/Kom [L#B2] (axith. mea@) S Oy 39.7/23.0
I/n (arith. heand 0 < _@F Y & O 0.9025
DTsq 48l systeeh wat€p-sediment [da§s] (defiwlt worsPcase) 1000
Max. dccurrence iq%&g;fal s&)&cm Wl sed@ent [,@ 11
> S
@j @6@ Q N @ @ ©\
Folpe¥ R @ N4 Q@ <

© Q
For the 3" part@atiive suge falfiet, proguced from [

Bayer CropJe enc h e right of reference to files, data, studies, summaries and assessments
3 hlcé)@/ere @bmltt?m the EU for the support of the registration of the active
substa?i@ folpét-and the reentatlve formulation Folpan 80 WDG. For details please refer to the

statg&ent n@nhon@? at pi 0¥ 0.

Ng@ECSQ?alculations offolpet metabolites are submitted here. Bayer CropScience AG is using a risk
enveldpe approach for the risk assessment of the representative formulation. Within the scope of this

owned b g

supplementary dossier, up to 4 applications at 1.35 kg/ha folpet are proposed as a safe use in grapes. This
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is much below the critical GAP that - currently defends in this crop in the EU, where 10

applications of up to 1.6 kg/ha have been approved, with all other parameters such as interval betwgen
applications or pre-harvest interval being identical or very similar. Therefore, Bayer CropScienge@G @b
considers it justified to refer to folpet data owned by - wherever appropriagg, A folpet-s@@\}ﬁc @s@

assessment is not considered necessary to defend the Annex I listing of iprov@arb. AN RS
4 & & o
&9 o\ o, %
v & & © & &
PEC,y for iprovalicarb metabolites < &© 69 @ @@ st@
For iprovalicarb metabolites SZX 0722-carboxylic @&%ﬁd (M03), PNMIPA %J 0) asd N-a@tyl-Ph@A @5 )
o @ R .0 & @
were assessed. 99, N \
S T A
N VN S N v

Report: KIIIA1 9.8 /01, w -
Title: Predicted environmgntal cancentrationssin a% Wa@nd se 1men@ of

iprovalicarb acco@ing t@FOCI@%W Step N é\g . S
Use in vines in erolgix éﬁ @ %y é}f & S)
Report No: EnSa-12-01699 " o>« w0 O D S & o
Document No: M-429638-6D1 o O S O S) @Q O\%
Guidelines: FOCUS S@rface@%ter @enarin t@J luatiégr S u@ger 91/414/EC.
Repo Fthe F@CU%Norkin ¢’Group on Stiface ater Scenariés. EC Document
Reference SANCOM802/2601-rv22003 & .8~ . D ¢,
GLP: Ne (%ilculan) & N § Q\ S
S RS NN

@
o O ¥ .9 & )
Materials and MZ@S: P@QSW @he r@tabO%@ We@g\alcu@ed lé%g tIQ}pproach, scenarios and
rib%for th@alc@%ons for theg ren@%}mp@nd in@oint IIIA1 9.7. Input
D ) . ° S @ X
parameters for éﬁ@ me@ohte dxe de@\crlbed abQ%’@.S— 23 § %,
D &0 O Y & @© & @
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Table 9.8- 2: Substance specific and model related input parameter for PEC;w calculation
Parameter | Unit | Values used in modelling 4 o 6
SZX 0722-carboxylic acid (M03) IS @§
Aqueous solubility at 20°C and pH 7 [mg/L] _$36000 @” @
Vapour pressure at 20°C [Pa] @§B.9 x 10° N (
DTs5 soil (geo. mean lab., normalised) [days] 0.97 L )
Max. occurrence in soil L [%] ) 10.0 .~ 2 %,
Koc / Kom (Worst case alkaline soils) L /kg] AN 0.64 / 0:37 AN
1/n (arith. mean) [-] Q 1.(@“5)) NS &f} N
DTs5 total system water-sedimen (geo. mean) & [days] S 1R15 S° @& g&©
Max. occurrence in total system water-sedimeg{\:@ [%] O & Q&%.Z " S @
) Q a
PMPA (M10) RN A NTSR
Aqueous solubility at 20°C and pH 7 5 @@ @%E/L] v ]@\O/OO S o
Vapour pressure at 20°C ~ OPalL G Y 020 & <\ )
DTs soil (geo. mean lab., normalisedys) , ‘@’ P [daysR S 81087 & @
Max. occurrence in soil > [@ [« .Y 3507 S
Ko / Kom (arith. mean) D o> T Dkl D v 29027 1683 ©
1/n (arith. mean) oY & & el o7 Qs
DTs total system water-sedigien (n = 9) [days] O ) 663F
Max. occurrence in total Sé)stén v&@r-sedgﬁem S @2@5‘] © V@ é@@% S
. Q O A
N-acety-PMPA (MI5) > . & vos &@Q &9 ©
Aqueous solubility 2t 20°C and pHZY @ O [mgL] | - 6600
Vapour pressure #6:20°C S« [ dPa] YOV 2FR103
DTsj soil (geo. mean la@orm@l:ised) @) h@ @day& .72
Max. occurrené®in anforobiceil -, < %R ] & > 291
Koo/ Kom (afif!. mean) &) O V| [1gkg] 39.7/23.0
1/n (arith ean) ©° s N LG dy e 09025
DT totaSystetpwater-sédimén, (defaglp worst'sase), | Tdays{  * 1000
Max. éceurr in tofal systent watéhssedinept &1 [%) | @ 11
D @ R
N & & @% S
&@ L@ O ISR o % o\©
§\ &\ é\ﬁ °\© 6§\ & Q
T FSF s s &
@ O & .9 o O @
Q 0O O QS & D
& NS K @@ @
~) N @% y %,
@j "\@ Q @ N
fad gy
S ¥ & Q
@° RIS
@ o éé@ < @Q
A
S
S DS
SR
S @ .
& @ v
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Findings:
Step 1 and 2: The maximum PEC,,, PECs.q and PECsy 214 Twa values for the metabolites of iprovaljcarb %
Step 1 and Step 2are given in Table 9.8- 3 to Table 9.8- 5. @ @

Table 9.8- 3: Maximum PECsw, PECsea and PECsw, 21a Twa values for metabolite é%x 0722 carb a@l

(M03) >
Crop Step Application Region SZX 0722carboxylic a@ (M0§® ©
scenario PECsw, max WoPECsw, 214wy | BECseq,
D gl G| Imgllse | ek @
Vines, early 1 32.78Q 19.1® N 028 A
2 Multi N- %ﬁ% 0661 £351 O @903 &
6361 . €0.3764 ©.003,"9
Single (;%@’EU 0329%°| R0210 | ¢ 0.002
S- Eg 00329 | @& 02p5 L[ 0,002
Vines, intermediate 1 (;h\ R, 3248 > 1910 0.201
2 Multi mu B JdPser 0355 | .00 °
S I  SEUN T)s A 0363 | & w
Singé% S N-Eg ~ 0 @9 0216 2
® S:EU \ &}2 ey A019 ©002
Vines, late 1 AR 78| HI9.10” | ©0.201
2 @/Iul% N-EB | 05607 [ O o039 . 0.003
Y . SED |2 0861 O @349, 0.003
Q" Single < N-BU 4 @329 . .2065 0.002
—EU ovl 80329 7| 9 0214 0.002

LN @
vines, early: 4x216 gGprovali€adb/ha 0/ erception, 10 days ap tior@wal %‘jj
vines, intermediate: 4 x 216% iprm%carb/ha O%é&erceﬁ 10 days appligation %val
vines, late: 4x%6g ipre@alicarbm, 70/8@5/850 ntergeption l&days aq[i)hcatlgn rval
& & S § o &

@
Table 9.8- 4: @mu@ﬁ’EC’ C% and%&ECsmﬁw,\ gbles f@lﬂet b Glite PMPA (M10)

Crop § @tepc Ap@cat&n@’ @Eion@ $ ' PMPA (M10)
% R scenario 9 & FBCowpn® | PECsw21atwa |  PECsed, max
% © N B T g by [pg/L] [ng/ke]
Vine@ly QIS @ < K 4834 41.14 128.9
N « Multi S | . NEU o 4.835 4.257 13.61
Q) & & L O KYER 8.629 7.663 24.50
mgle R - . . .
@Q Si U N-EU [© 1.440 1.263 4.036
Q' N O U 2513 2223 7.119
Cy a\ %
Vines, intermyediatec)y” 1 &7 S ’ 46.34 41.14 128.9
KN SN Mq%ég 9 N-Eg)” 4.835 4257 13.61
@y & & @ n[ SEU 6.732 5.960 19.06
: S Single o > | <NFEU 1.440 1.263 4.036
2 AN A N
L % P~ D [N S-EU 1.976 1.745 5.577
Vines, late F ey > O 46.34 4114 1280
@ 2 g@ﬁ S| N-EU 3.318 2.895 9.250
@ \Qy § w®, A S-EU 4.456 3.916 12.52
smg@@ N-EU 1.010 0.877 2.804
%o
KNS @© S S-EU 1332 1.166 3.728
Vlnes%@?ﬂy @Q@ 4 16 gi alicarb/ha, 4 x 60% interception, 10 days application interval
Shinterméyiate: g;@ valicarb/ha, 60/70/70/70% interception, 10 days application interval
vé late; @ @Bx 216 iprovalicarb/ha, 70/85/85/85% interception, 10 days application interval
g T

&
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Table 9.8- 5: Maximum PECsw, PECsed and PECiw, 21a Twa values for metabolite N-acetyl-PMPA (M15)
Crop Step Application Region N-acetyl-PMPA (M15) °
scenario PECsw, max PECsw, 21d TWA PE d, men@é
[ng/L] [ug/L] %/kg]@ﬂ
Vines, early 1 45.43 .04 @14
2 Multi N-EU 1.131 @y 1.105 N 0.4
S-EU 1.155 1.128 51
Single N-EU _ 0362 « |0 0354, 9 ©&0.14k 7
S-EU_ 0.386,.8 0.37%, 0.
Vines, intermediate 1 < 45.43Q 45.08° S
2 Multi N-EU 1194 TN05 ©F  Ab4dle Y
SEU Q43 .| < Ll17, © 0.4460
Single AEU 0362,° | R035@ |c, 0.
S-EU @ 037 gy 0366 B46
Vines, late 1 & o2 oY 4x43 S 4504 17.48
Multi NEU G W2 o G09S | ) 0438
S TSRy 9,129 L L1035 0@l
sn@%@ ] NEU [[© 03830 oY @45 D38
& N 8EU - 0360 N @352 | ©0.141
vines, early: 4x2l6g iprovalicarb/}@ﬁ’ X 6 inteorc@ion, mays a@iicati@%terv &y ©
vines, intermediate:4 x 216 g iprovalicar@a, 60/70%70/70%nte ception, 1Qays a 'catio@ tervalyy; Y
vines, late: 4 x 216 g iprovalicarbtha, 76535/85/&5%6 int@ption day& lic%@ inte N
TR A SRS D
N O v SN .2
o O N & 2
PEC,y for folpet metabblites AN © @ KQ
. S G O . -
For the 3™ party actn@%ubs@ace folpet, p@oducg@o ¥ )

Bayer CropScienc&G h@% the right ogﬁ@ference to @ d%@stu(ie sul@nries and assessments
@h' were %mjméktted in %Q\e EU@ the S%ppo i?—’ th,e:ggistration of the active
an%ggie re&@sen‘[a@/e fdmﬁ@zlat@( Fo 80 Q%l G. dpr details please refer to the
statemen‘f mgntioned at page 9. %@ @ @ @ @9
No PE alculation@ fol lites ares Qf'-“ itted here. @yer CropScience AG is using a risk
envelope approach o« the {mk assggsme@f thé&eprq&entativi\formulation. Within the scope of this
supplementary dossier, up to 4 %lic fions at@% kglha f(@et are proposed as a safe use in grapes. This
is much below@‘;h(? cri G@ﬁah@ﬁne degﬁds in this crop in the EU, where 10
applicationss6¥ up td4.6 ga ha\&% beeha pprcz%sd, w@ all other parameters such as interval between
application%bor pre-harves inte@l ;3 iderifical ery similar. Therefore, Bayer CropScience AG
it justified %Q(?efer t@fol&et data @ne@l&-

owned by

substance fol

met

consid wherever appropriate. A folpet-specific risk

AN

assessment is not cansidersd necé®sary tfiefepd the Annex I listing of iprovalicarb.
S G i
@"° N
A e

Modelling
Comme & ©© § Q
maog? @ Q
AgreéﬁqPEC@) <ﬁ Q
( olitgsy’ % @
Tf1A 9.8 &

&
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II1A1 9.8.1 Initial PECsw value for static water bodies

Please refer to Point [11A1 9.8. @o
N N
g
@ @® @
IITA1 9.8.2  Initial PECsw value for slow moving water bodies @@ S0
Please refer to Point I11A1 9.8. % § @ ©
% O 2 A
¢ £ 559
>
I1T1A1 9.8.3  Short-term PECsw values for stétlc water b&@Qes 14 dag%fte@st § g&©
application) % Q o &« <) &@
Pl N LY R O ¢ @
ease refer to Point [IIA1 9.8. RN @ ©\ %, Q
& 9 N w IS N v
& & & © SES
I1TIA1 9.8.4  Short-term PECsw V@:s for slovkmovglg water b(@s 1-4 day ft@st
application) @ \\ @} RN & iﬁ;y\ é\g SERS
Q &N & & &N o @» Ny
Please refer to Point 11IA1 9.8. &© @% \@ § \@’ § S @ 2
N o © D @© © ©© @Q \%
@ &N ¥ S @ & (@© «
I1TA1 9.8.5 Long-tern@@@Csv&valt@s for s@itic water Bodies;7-42 days after last
lication) & O & @ S N .9
applicatign) & & @ NG
Please refer to Point [IIAY 9.8% @ § @} N & R N
ISE IS © @b \© é kN "\@
@ Qv (ONEEAN
N & VY O o

ITIA1 9.8.6 @ng t@m wa t%lu&%\for S«IQQ’ n@@ing @ate dles 7-42 days after last

(Capplieation) © & @ Oy S
e & & @
Please refe%o Pom@’IIA 1"938. ) % 6\ > %,
S S & T &Y
&@ @ @ @% @ . @)
N N
IIA19.8.7  Additiorfal field testiig @J& &
No additional ﬁeq@ orﬁ for@&tﬂaui&ﬂhav een ormed or are required.
@ S & "\@ “

:
=
/%

Al 9@1 Fate @d B@w

Ipro&?llcarb @ @
Iprovalicarb has a Very 1 Vap@ur pre@lre c@ 7 x 10 Pa. Therefore, it can be concluded that

significant volagi]isation of i Vah@) @t to be expected.
In additiong@ma%%mf t emisal lif@ime in the troposphere resulted in half-lives < 1 day.

74

&tq%@%@
¢ & © &

Folp{t/\’ @§ @ . §

F (Qﬁe 3gmmy a@jve @stance folpet, produced from _)
Bayer @pScience AG has the right of reference to files, data, studies, summaries and assessments
owned by - which were submitted in the EU for the support of the registration of the active
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substance folpet and the representative formulation Folpan 80 WDG. Therefore, no summary data of
folpet are submitted here. For details please refer to the statement mentioned at page 9.

N
. . (& @®
IITA1 9.9.1 Spray droplet size spectrum — laboratory studies QS & ©®
This is not an EC data requirement / not required by Directive 9 1/414/EEC% @@ @\ %
&9 o\ o, @ %
O &> N @ L@
. . X Q @© NN S
II1A1 9.9.2 Drift — field evaluation < ©) N QS Q)

> K|
Q Q X
This is not an EC data requirement / not requireirective 91/@§ 4/E%(;. &© N (@) @
@

N

IIIA19.10  Other/Special Studies ©
S .

IITA1 9.10.1 Laboratory studies @g" . N @>\ (& K%

This is not an EC data requirement / Q! re@i\e £

Q) .

& O N

N

IIIA19.10.2 Field studies” -~
. N g 9 . A
This is not an EC data req%reme not gefulre@y Dir@etive 91/4

9 S
SIC, ©§©@O©®

o
%
%

&

eyl

8
%

%@f
$
O

&
& /ﬁ/
Yy
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