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ITIA 10 Ecotoxicological studies on the plant protection product @
. N
Q\ v
@ @ @
General Remarks @J@ LR
S
& & o
Throughout this dossier, references are made to study,reports andgstatements Ohs a 6’5%%5 V@g

)
formulation of Iprovalicarb and Folpet, in which the coMiposition had®een incorry a@ned%@ny
reference to this formulation is analogous to Iprovélicarb + Fo@ WG 65.339%

56.3% Folpet), the true and accurate product deson for this (@sier@o &© & © @
Q'?O

: . o Q} ‘\@ .@Q \©Qf§@ Q@
Recent changes in the production of the WG63.5 famulation of Tprovalicarb @olpe&have fed to a
change in the lignosulfonate component. TI@S is sgonsid eC onlyra n@@’r ch@i’ge a8, ex@ed & a
bridging statement and therefore studies:garriedQut with the former %rmul@m are valid<for @ew
one (see Edition No. M-246642-03-1 i@onfi&%tia&g@cup\@t JII@ W;\ @& & S
SIS R

Toxicity data is provided in this ggssier oéxthe WG .%’pro@?fr@%qu@? 0r@1sn@1 fm@l%hes (fish,
Daphnia, and algae), acute be@tudi@%@ion get érop@%tu&s, ch@n@ic dthw rm\ studies, soil
micro-organisms and non-@%wt té’ﬁestri@plants. This%will&@ cgr@pared in the@ase of aquatic
organisms to a mixture to%%city c&ulat' acc@ing &% inney's fo@la Q%AP,@%O) based on the
active substance endpoirits. The lower %the@o V@les wilbbe used forgisk y\’ssment purposes, to
give an added level rotegon. %@ve su@sta studigs are @t available-foron-target arthropods
and non-target terpéétrial plants an%@e ri@asse@%’nen@ will b@baseﬁ“ solely on the WG 65.3

findings. Mixturedtoxicity calculations” are “not am%pri@ for @ironxposures and for the risk
assessment f%@rth@m r@rodu@n; E&@mdk@ fm@ the @ 65.324\\5’[udy will be used.
AN 2 & O |9

9 N v
Iprovalicg%?) g}y @% 2R & Q@ \@7
Iprovaﬁﬁrb (chemijc&b codéBZX 0 22)@'921 néw fun@i:cidak@tive substance. In March 1998, an

A
Annex 11 dossier 60 this &.s. w@w\éubxg@ed }%ﬁle ]@h PSBXacting as rapporteur for the EU. In the

dossier, the use 6 the @npo@ wq@upp@ﬁed i rape@ata from studies conducted with the solo
product, WG@&0) a ot©@§es o@a f@n stfdies cBiiducted with a combination product with
&

AN N
Mancozeb 69). S K 2 (S
MR

@7 °\ Q @ Q\

Folpet Q

NA L9
Folpé\}’ is manufac%red@ ., and an Annex Il dossier was
ofsthe s d stdge of the EU review programme with Italy acting as the

submitted in 2Qf)3 as part
rapporteur @he {@%%Th nclusion from’the peer review process was published in July 2006. Full
details can| obfained ffgn thegnanifacturers and from the EFSA Scientific Report (2006) 70, 1-78,
Concl (§7-’ of §@ Peer @evie@
<&
S @ .

A@s to Folpet @ta N

The r@semaﬁve formulation in the application for Annex I Renewal of iprovalicarb is a
combination with folpet, which — from a Bayer perspective - is a 3 party substance, procured from .

_. (-). Bayer CropScience AG has the right of reference to

files, data, studies, summaries and assessments owned by - which were submitted in the EU for




Page 7 of 91

Bayer CropScience 2012-05-02

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

the support of the registration of the active substance folpet and the representative formulation Fedpan S
80 WDG. The right to references of Bayer CropScience AG extends to all EU countries. A ﬁate@@
Letter of Access is included in this supplementary dossier (M-428625-01-1). & @®

N S ©®
Bayer CropScience AG is using a risk envelope approach for the risk assegsment of the @res t1ve
formulation. Within the scope of this supplementary dossier, up to 4 applications at } kg/l%’?f

are proposed as a safe use in grapes. This is much belo crltlcal G that rre " y def

in this crop in the EU, where 10 applications of up &) 1.6 kg/ha Qn been appro ed, \» L@ther@
parameters such as interval between apphcatlons or $ee-harvest 1r§wal being i @tlcal 0 milag>
Therefore, Bayer CropScience AG considers i ified to refer to %lpetéta @ned y

wherever appropriate. A folpet-specific risk as ssment 1s @ consldere@:nec ry, tm efeﬁ@“ the

Annex [ listing of iprovalicarb. é @@ w\g@ é’ @%’ N
& &F TV Teé % 5
Intended application pattern W\% \@ \\ > % § ‘”\9 @j §@
@ o O A

. @) > N
The product is intended for use as @ fungicide @ﬂgr . T]}%ﬁuse §g ern@r Qormu tion is

Q
summarised in Table 10- 1. & S YD %
Y O 9 C? N

Q By ®° @6 S
Table 10- 1: Application ern"@i Ipr@@licarb@’Folp&g@VG@ as(used for@e rlgéassessment

& . & ] ., “Maximum application rate,
Timing 0% Max §'@bphc®’on aximum dividual treatment

. @ . "

Crop | Country applicati; bet:{aglf T 12§@'al©é lab@%g te @l @g a.s./ha]
icatiéhs g 0O G4 y

IE@B;@H @ {&@ N @ [d] $ gm duct/ha] rov&ﬁvarb Folpet

Grapes|Germany| J6-758| <B4 o 10-14 0 24 o _@a16 1.3512

Czech 4 © & NS ~ RN
Grapes | p coubits) %@@ RS K@IO-I& D 18

0.162 1.0134
9 & Q
Grapes| Sp&in 15-85 %4 % 2 [o 187 Q% 0.150 0.940
Bold le@ artificial W(ﬁst cass AP 51dered for ri asse@ent O
Q & & S
The risk assessmc& th ugh %15 d&sswr @ con@icted with an artificial GAP that provides a risk
envelope for the 1nte@ & a[al&éatlo@ of éﬁ@ kg product/ha with an interval between
applications«g 10 days at H N 858,
pp a0 days @C S @\ 5
S\ o oF @
) N

Ecotox@ogncally selg?lﬁcaf@metabollt§§

Me@f}ohtes for which a@ c&l@ﬁeth@ ha@o be established for monitoring purposes, have to be
addressed as si ﬁcant@eta{@htes@ or thg@ metabolites, significant quantities have been observed
in at least c;@nwrc&gﬂent om, %}ment*f either soil, water, plant or air.
However, e oﬁhe hztws carx&’ considered as hazardous or poses a higher risk to terrestrial
and aquatic org@sms than theparent compound.

& @ SIS
E x1co£@g1call@*ele@lt metabolites

None @he metabolites, which are addressed within this dossier and the corresponding Annex II for
the active ingredients, is considered as ecotoxicologically relevant. None of the metabolites poses a
higher risk to terrestrial and aquatic organisms than the parent compound.
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IIIA 10.1 Effects on birds éf >
<
@ v
Toxicity of iprovalicarb to birds ©© &@ S
The summary of the toxicity profile of the active substance iprovalicarb t&%birds is pr@ide%g;@the
following table. < O o 2
% \ Q, '24\9
© & N
Y8 ¢ Fed

Table 10.1- 1: Avian toxicity data of iprovalicarb & P S) R ) /(\Q G

Test Species Test design Ecotoxicologics \eﬁdpoint ; . ©) @

RN Q@
Bobwhite quail acute, oral LDso > 2090 g@@&.s./ w &”\7 R
L
O KOG nt IASR.1.1/01)
= o7 @
oSN )
: , . LCso 4.>5006.  mga.s./k Red &% §
Bobwhite quail | 5-day feeding §b D
PDDag, > 1351 mga.s. kg bwid 1-1 ©
St & . XN nt 114, 8.1.2/01)
O
S
. 1%50 9> SQ@ s kb bed 4
Mallard duck | 5-day feedln% Qi DB@& > 2474 @I% s @@ / §

N ey & e & | HAR. 240 (EU p§n 1A, 8.1.2/02)
2-weekly | O @© Y © (1997)
feeding NOEC 20§ @ a.s. [~

, . Kgeed v, X177738
Bobwhite quail | ic ANOAFL 61 lnga fé? b%& = ME000124-01-1
repipductiond] & @ & w IEA°8. 1401 (EU point IIA, 8.1.3/01)
. . d . . \D’ @
Bold letters: endpogﬁs use rls,k\ @ess@éﬁ ~ - Q 2 @& @@
O A N RN £
Metabolites O @@ %© O« (;@o\g @b o @
The pareri@@ompound was the sydjor pon@}t four@y in @resid@%’ studies, and the only metabolites
of qua@tive signif@%ﬁce ydr metl;yl-87§072§1do i@\glucoside [MO1 and M02]) found in
any study were de@mine@% V@e mindd absgi?te qugntities@%d represent a metabolic pathway also
seen in animals. 2 % %\ %@J © S
The main met@oliteota@’&ial o@@s v@ p—n@yl—p@ethylamine (PMPA, M10), but it is highly
nlikely thatShis m&faboli@ po Os\a risksto b , € if its toxicity to birds would be in the same
ity ol oo gl i s iy

range az@tbe parent %)mpo&.ﬁ @’jf’ @ %

i N S o@\
Toxidity of folpet to bir@ X & ©©\

The summary ¢®the toi(icity oﬁl@ the@tive substance folpet to birds is provided in the following
table. @ \% R
S @)
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Table 10.1-2: Avian toxicity data of folpet °
&>
Test Species Test design Ecotoxicological endpoint Reference L < S
Bobwhite quail acute, oral LDso >2510  mg a.s./kg bw @ @@ @U@
. . . LCso >5000 mga.s./kg feed Q
Bobwhite quail | 5-day feeding DDDsy > 1127 mga.s/ke bw/d @ @& o\@
i . LCso >5000 mga.s./kg feed ®) @
Mallard duck 5-day feeding DDDsy >746 mg a.stke bw/d g\% y;\ \@ &
Bobwhite quail | _ S"iezn“f’n NOEC 4640  mga¥/kg feed Q@ @Q ©\ %@ &
efgowzz ks p O™ See list ofigndpojats’ (EF O
) @ Scientifi rt fi 1 006
Bobuhiteauail | feeding | NOEC 1000  dngas/kg feed “0o fe Repo TP &)@
d chronic, |[NOAEL 78.3 g as/kgbw/d | @ R \© © @
reproduction o OIS D * §

18-weeks Q @/J 5y @’ @@ >

feeding NOEC 000 g a.s¥Kg fe @ $ % <’
Mallard duck . @ ©

chronic, NOAEL %, .0 Mg askg bw % ©@ @

reproduction & N S K ~ §
Bold letters: endpoints used in risk assessatent % % @\ %U é\a @ N Q
@ & S ©@ S’ &>

Metabolites @ &@ @J@ @j@ @® Q& IS @© N
The main metabolites of folpé%\in larits a htl&limide e%d p&@%ﬂig \f@'d (]%SA Sciehtific Report for

Folpet 2006). Bird studiesyand sgparateisk essme@{ were no@erf(@@d f@hese metabolites.
. . . o RS SIS . .
Initial residues in food itéms ard assumed @ noi @re t@ foqr&the parént co@und. A risk to birds

is unlikely, even if @" tox@y toxbirds_would.cbe in?é;the sani® ran% as &Gas the parent compound.

Further details car@ obtained f; Ma@ateshilﬁ ©© @ @
°\ R \ 0\ @ & @
F B s @ O E
Toxicity of t@for@lat @rodu@ N 9 @b ©) @

o,

The acute\@R values «ier l%Qr@ref - (S@\OVCW@W le Oéf% 7 as well as Point 10.1.1 below)
are ab%ég the triggeré‘y 10. Ghere 18 no jndicati@y’ that<the fofdiulation is more toxic than expected
based on concentra&@u ad@@ivit)@f its a€hive ngstan@Qs (see%E\oint 10.1.6).

For this reason @ als%onsi@ﬁmg ?mgl@ifare, no a@e oral toxicity study with the preparation
was deemed mgcessaty: Ins@@d Eh@oxic@ o°f foraulated product was calculated according to

Finney's f(&ﬁ@ﬂa. © ©© @\\ § @@\ @@
2 @ o
Table 1(@ 3: Ayjan toxi&igdag of thg@ﬁuk@d Iprovalicarb + Folpet WG 65.3
'[\g?tvspecies Tést desj@ o ﬁotoéﬁog@ endpoint Reference
Bobwhite quail | acute, ofal < @LDso(% 3@@ mg/kg bw calculated according to Finney

YN -
For more d@ls (if@renc made to %@t 10.1.6 of this dossier.
N SR ¢
¢ & 9
Sele Qnof @x@d 0@ foriﬁe risk assessment

ion of chdpoint

(@rdi@o the @{Hd@e Document on Risk Assessment for Birds & Mammals, EFSA 2009")

&

1 EFSA (2009): Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA. The EFSA Journal
(2009), 7(12):1438.
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Data are available for more than one species and/or from more than one study

Data on more than one species will cause an increasingly conservative risk assessment if th& ame
fixed assessment factors are applied to the most sensitive species’ toxicity &alue. In me
described that allow maintaining the level of protection when more thamgﬁe required fmmbe@of

species has been tested. @ @Q )
For that reason the endpoints for risk assessment deplcte@n the table @Ve have bggb esta"s@shed@
accordance with the following criteria: X @ &@
Q & S é\a
N ~ & K

e [f acute tests for more than one species are é@%ble the gec@qetrl@meaﬁhould&be use@for @@
refined assessment, except when the endpoikPtor the mosisen % spée@j \ ore@ aor
10 below the geometric mean of all the tested s@@cles Wherg'this isithe ca 58 the ‘most sénsitive
species will be used for the risk assessmertt butg era@lyy wt ar@)}@’sses@ient factor. %

e [f more than one acute study on the g&%ﬁ SPEC &es 13\21@311%6 the%eom ~‘= mea of t nd
of the same species should be takeThls%ndpo@E is tl@ use&m thwvera@eom@nc f
refinement. Q K é\a < &Y

e For reproductive studies, the e&(%omt@&om the most’&sensmg tes@ spect ﬁ bqé@%d.

e If more than one reproduct@e stagy hag@been@ond c@)rd -a © to alsimilar, protocol or
guideline on the same sp%@s tl;@gtwo ddtisetsape m d 1t we on @udy@omg so, large
spacing between the coficentration s s may be rmmsh@ an{%ﬁore@dequate LO(A)ELs and
NO(A)ELS can be 1deﬁ§ﬁed @his %ﬁp §@1Il be used for reﬁ?@nel@ @

@ &
If separate values fo@mles @ fem%)es are mea@@ed ?g\ls pro@nsed at th@geometrlc mean be used
unless there is a cl@mcgatlon @ dlﬁ@fence 1 se@w%@ @stween @xes (e.g. > 25%).
A S L N
Short-term en}@nnt&\ Q) ) K@j @ §
AccordlngéB the ri&k assé%gmerg@sche e of %A @ blrds and mammals (2009) a short-term risk

assessrr%» 1s not requ@d eve@ﬁe endpom@from rt-t&gn dietary studies, e.g. 5-day dietary
study irds (O @ho 1d be 1@?1 11&@1 acu% risk_assessment when indicating a higher

toxicity via the di@y exp%su@te (clgwer @Dyﬂ@
But there is no nq@lcat@tha§ day @;\f)osuf‘%?wa @@tary @@te might provoke higher toxicity than one
application yj ava@?ﬁn acfite stquy @
Therefore, %1 acute risk a@ssn@t the é%lte @?poh@@ill be used.

2 @ N
Reproductive endpoiits Q &® §
Thesacute oral LDsp Valk@sed@ the 4Qute @n assessment (either the LDso for a single species, or
the geometric mgan for multi es) dfvided by 10 to obtain LDso/10 will be compared with the
lowest NO%@ frorﬁkﬁle )y duc{;on s@ (studies) ignoring purely parental effects (e.g. changes in
parental bedy we t aI:Qf od ggnsunififion).
The loend§mt fro the@@productlon study will be used in avian reproductive risk assessment.

Cmrsw end@hnts@mm ppm to mg a.s./kg bw/d

The T@@gures for long-term exposure of birds are calculated on the basis of a dietary dose or level
as recommended by “Guidance Document on Risk Assessment for Birds and Mammals under Council
Directive 91/414/EEC” (SANCO/4145/2000-final).

Therefore dietary concentrations have to be converted into a daily dose. For this purpose generally the
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mean body weight and the mean food consumption over the exposure period have to be calculate@° >

5 &
Risk assessment for birds ©© @ S
&

The risk assessment procedure follows the EFSA Guidance Document on R@k Assessment f(@lrds
& Mammals (2009). The risk assessment follows a tiered approach t:gg%ssess the %@ecw &f plant

protection products on birds based on current regulatoryggquirements. @ % \ @ @
The risk is considered acceptable, if the “Toxicity Ex%)sure Ratio’ (@R) value g&& theger@’lues é
of > 10 for acute exposure and > 5 for chronic expo e. Q& @q}

If the TER values are below the trigger Value {9 Certain areas, a r@ed r@ a&@sme@ base@n

more relevant and realistic conditions is perfoggled fo@hose@tw%ﬁ’ are&g@’ @ N
@ X S

° & @© FETS &

Calculation of Toxicity Exposure Ratimﬁ’ERﬁ \\ % § §@

N
The calculation of acute and long—ten@@oxwgy to F%&osu%&&l{at]&@“ER de@@d as @ﬂow@
Acute risk: TERA ﬁqm(@mg as./kg bw] / ]@@ § N S %

N Q @© S
Long-term risk: TERrt @@ N@(A)% [mg@@s/k/d DD& @® “
@@ O
The endpoints for acute @d longy erm@%k ssme@f derlve fro@ acu @ and @roduction studies
respectively, and are exp?essec%s dose %®dy v@%t per day §
v S &N
s 6§ it S e O
Calculation of D Digtary Dose ( ) @ @
\Sﬂ N NN

O N &
Acute exposuag;@ @@ o é& K@j (;@&9 S ©§ @
A A ‘< N
The dal%@tary dose fm; a s@e ap %twn@ gi@r@y fol&@i’ng equation:

D]%smgle appllca%\ appkg%log\gate []@13] Y\@or‘[ cut 1&&(%\190)
¥ kS

In case of multlp@i@ ap tiois-the (];ﬁﬁ)sm e apphcat@ sh m be multiplied with an appropriate multiple
application fag 906@ @\

DD@ple appllcatlons = DD])§6 appéion % @AFg%@

2 R Ny
A SN Q
Longiterm exposure;” &) @ Q@ @
v

< Q

> & @ A
For a single@p@%cat%m thg@ly %@ary Qé@e is given by the following equation:
N @
DDDggugl2 appli icatfon ratéfkg/ha] x shortcut value (SVm) x TWA
e oo @é agptication raté e

O

&
For @ﬁﬂl‘upl @pph %b Qjﬁ DDDysingle application Should be multiplied with an appropriate multiple
a atio actor A

D@mulnple applications — DDDsmgle application %X MAFn
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Where éf >

DDD Daily dietary dose ®
MAF Multiple application factor ©© @ S

TWA  Time weighted average factor (= fiwa) based on a default time Window of days-and a
DTso of 10 days leading to a value of 0.53 &% \@ @)@ \25@
Shortcut value SV = FIR/bw x RUD: Value for e;@ure estima@based on spegies crop@Q @

S
RUD Residue per unit dose: residues on feediitems normal@% on an aati@ate e": Q)

a.s./ha. %@ Q& o & & @ &@
0 90™ percentile values for acute ex@%’@ue, exten%%n for{@AF, %}% 98V w\?@ Q@
m mean values for reproductive/l@g-ter@@%p@g%e, e&t%sio@or l\g@j RUD and §V
Y 2 IR SR @ 5
NS

. TN \\.6%%\©§’%
Standard exposure scenario for rls§@8ses§kment &é@ﬁc%ﬁmg @l C} S Q
The main potential exposure route @@bird&s efp@%ed tobe C@{%’Jm@n og&nta ate%?@ed.
Accordingly this will be main &a@of;\g the ris%j@@sses@nt 1@ e f&@wi@nde&%ctiéﬁs 10.1.1 and
10.1.2. SRS T @R SIS
The risk assessment on scr%%nin&level @s we @\ theyTier Nrisk ‘agsessnfent is@based on standard

scenarios (combinationo%@mdica or spgcies @reer{ng 16@&) or g@ner@c@pecies (Tier 1) and
crop. 5, @ g O @@ O S N
Default (“shortcut” Salues Bor t@éxpo@re e@ate @l b used a®provilled in Appendix A of the
EFSA Guidance cun@t onk As; essQent ﬁoﬁ@irds M%Zj«@mal%@oo% representing a worst
case assessmer@@) ©\ S ' @ &\ N § R
> € .0 9O «7 & D @
TS e SO R
\@ N A SIRS @ ©

It is asg@ed that @Q § N @Q § ©\

e animals satisf@eir e@fre fo@ dem@Qd in@@e treated ared(PT = 1),

. . NS NG

e animals feed@ a S%le f(@ typeonily @ =1), S
e over an acgfe tim&am@@mgﬁ@t@e a@‘lals @d or@%ms containing maximum residues (90"

percenti@, Whegéas %@/ WGHE ing@t foo@onta@ng mean residues over a long-term period
(da@weeks), % § @'ﬁf N . %@

o the multiple ap@atio%%o%MAF)&§ t?e@u‘[e or long-term exposure is based on default

{ﬁiues based ofva gengri D{@J VaIQ@f)f l@ays, considering the actual (maximum) number of

application@apd the ter&@bet@en th&l@,

. long—tegredieﬁd e@nm&%?al contrations to be compared with chronic endpoints can be
calculated as f@}ﬁm@ cighted a @,@ concentration. Default assumptions are a time window of
21 andgg DTsf 10@5 leading to a time weighted average factor (= fiwa) of 0.53.

This fact@s e@ly \@i for feed items consisting of vegetation as well as of arthropods.

g

Qﬁe ‘i@g@fca‘[o@ecii@ used on screening level is not a real species but, by virtue of its size and
feediig habits is considered to have higher exposure than other species that occur in a particular
crop at a particular time and is therefore protective for all other species in that particular crop.
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Avian indicator species for risk assessment on screening level D

The product Iprovalicarb + Folpet WG 65.3 is intended to be used in grapes with four applications oﬁ§

2.4 kg product/ha corresponding to 0.216 kg iprovalicarb/ha and 1.3512 kg felpet/ha at Bi 15485
with a minimum interval of 10 days. This is an artificial GAP that providé@’ a risk env@ope %@g he

intended uses. <) O o \25@
Folpet is a 3™ party substance procured from \ ). B&r @
CropScience AG is using a risk envelope approacg for the riské@sessment Zhe r@rese@tiveé
formulation. Within the scope of this supplementagdossier, up &4 applicati&l@ at 1.3<%kg/@?folpé§

are proposed as a safe use in grapes. This is below Qe crit@ GAR that cun@ly

defends in this crop in the EU, where 10 app@gation%yf up@ﬁ @‘ha bé% be \appré%’ed, \ift@h all
other parameters such as interval between a@licw‘&iﬂ@ﬁs o@re-ha?&est @Wal fring @entic%or very

similar. Therefore, Bayer CropScience %é%coné@rs {%stig: to %fer to@@t’)lpet c@ta O@i@
- wherever appropriate. A folpet-sp@iﬁc r@k ass@mentg noté@nsi%&ed n@'ssa%to de© d the
Annex [ listing of iprovalicarb. ©Q KK S @\

0

v <
< o8
According to the EFSA Guidanc@?ocun@’nt on“Risk Agsessinent {@@Bm@% mbaltgﬁ%OO% the
following indicator species haV@to e&@res@in 1 ass@mnt@n sc@in @Qel. >
~ XS T q @Q % é
Y .
Table 10.1- 4: Relevant avian igﬁicator@ecie%fﬁr risk@ﬁsessm%nt @cree({g@ level,
Z

o 2 4 &5 %, Shottcutyalue
Crop N I@;am@jpecie@ 6@ ,For'long-term RA & For acute RA
NS S Sbasedon RUBm based on RUD9o
Grapes ¥ Small ofivorgus bird Y [ @ 38.9 95.3
~ R @
s NI

({f
@Qﬁ@ SRS Y =R N
© O SR,
Summary of%lcu@%d FER V%uesf l%%il‘ 2 S @

03 Y
Table 10.1<5: Sumngry of@?@vacut R cal€ulatjons asn u&(@ point 10.1.1
&X @y, 1 N N Q . O Result needs
Crop S In?&%}r species @@ N %A%\ﬁve &bstance SVe | TERA refinement?
Grapes < Small omnggprousbird @  [O Iprovalicarb 95.3 > 65 no
9 S . N
@ Q? Qs S @@f@ , , :
Table 10.1- 6:~ Su@ ar)%gpall reproductive (leng-term) TER calculations as given under point 10.1.2
Q 9 N\
Crop =§ In@cat@peci X <) @Active substance SVm | TERLT Result needs
o Ca @ A L refinement?
Grapess” “Small omiitvorous bird > < Iprovalicarb 38.9 19 no
S NS OIS
Conclusion: Accgrding@ the Gi)}ese%e%ris sessment, the risk to birds from the use of the product

in grapes is a tab o > < R
qceptable N
& ¢
* L9

S oS o) . .
IIIA A\ Q@ Acuté t(%@ ty exposure ratio (TERA) for birds
Acu@é\t’oxic@x e ratio on screening level for birds

Tl@ risk@%essment at Tthe screening level has been performed for grapes for an application rate of
4 x 0.Z1% kg iprovalicarb/ha at a minimum application interval of 10 days.
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Table 10.1.1-1:  Acute DDD and TER calculation on screening level for birds &°
DDD oéﬁnex
Crop Indicator species LDso Appl. rate &)D TERA @VI K
[mg/kg bw] ; SVoo | MAFs Urri
[kg/ha] < g n
Iprovalicarb v Q @
Grapes | Small omnivorousbird | >2000 | 0216, | 953 | &5’ | 309 ho65.{? 102
@ @
. X S . @@ L &
All TER values are above the Annex VI trigger of 10{or acute expoSure. Accordingly a acab Q)

acute risk to birds from the use of the product acco@ﬁg to the pr@osed@use patte can be ex@mdei@
o @ Q

D Q @
RN < S
Acute risk assessment for birds drinking céﬁami@%ted gg%er @ﬁ% @%7 N S

An assessment of the risk potentially ;%ed b@’cons@mptio@of coiitamgnated @%nki@at@%fs
i i idange Dociment {or Birds and Mamnfal
required according to the EFSA Guidanc® Docu en@§or Bl& and] amytials (@9). {S)r det@ see
point 10.1.2 of this dossier. Q@ @s%\ Ry @ w\g© S S§y < S}
As Iprovalicarb + Folpet WG 65.3@@@@@ in g%es,m po%s@n l@axil erggy acuf®exposure
. . - ©) W
possibly might occur are to be exf@cted@j her%@re thé@sses nt g@ot r&@vant©@ N
@ N @ Q S &
N KRN
The acute risk from water ﬁwpud&les fo@ed oq the %}jl surﬁ@%a o&%ﬁelc‘t@when e@(heavy) rainfall
event follows the appligif@)n of@ pes@ﬁde @5 crop or bare so@ co@ed bgﬁhe long-term risk
assessment under point 10.1. this@ossie@ 6@ . § N v §
F TS e §, 00
<& @
IIIA 10.1.2 §0&@&err@t%icﬁy expasurey tio R@ fords
s O EESA G b g
According to@ risses@wnt &em&@‘ EI%A GIpirds-and mgmmals (2009) a short-term risk
assessment_is not r@’uire&%ﬂox@yer, %e endpqint fi short-te letary studies, e.g. 5-day dietary
study in “birds (OECD@)S) @wld used in a@acutsk a@@ssment when indicating a higher
toxicitﬁ%na the diegal@expo%e route (1<§wr LDDs). But thq@is no indication that 5-day exposure
via dietary route @ b&pyrlb@—sod@ m%h prawoke lT%her toxicity than one application via
gavage in acute @dy. % & o
o N .U S & @
QL O O N NS :
Long-terl%toxwlty exposyire r@‘lo O@ree%@g le@for birds
The risl@sessmentoi@he s@?enineve@as %{éﬁ performed for grapes for an application rate of
4 x (0,216 kg iprovalicarb/ha at a piinimugapplication interval of 10 days.
216 kg fprovgiblnot s nimugranpl

o

v & N 0
Table 10.1.2-1; @iong—term pr ag;g"i‘ ER@Iculation on screening level for birds

= § DDD
N I@A)EL Annex
Crop &§In ator §peciesy, Appl. rate DDD | TERLT VI
mg/kg bw . .
@ @;@“ < @@ [mg/kg bw] (kg/ha] | SVm |MAFm| fova Trigger
g\a @@v @ Q Iprovalicarb
Gapes |©Small Stnivardusbird | 161 | 0216 [389] 19 053] 85| 19 | 5

The Tgfvalue is above the Annex VI trigger of 5 for reproductive/long-term exposure. Accordingly,
safe use of the product in grapes can be concluded.
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An assessment of the risk potentially posed by consumption of contamgjpated drmkm% wat@gls
required according to the EFSA Guidance Document for Birds and Ma%s (2009). § @\ )
~
ey Sy 2
Due to the incidental nature of occurrence of drlnklry water reseryoirs on agpisdltu telds as

compared to the contamination of food items gr ing or dw&l@hg on tho%wﬁeld@ @ara
©

@@@y

Long-term risk assessment for birds drinking contaminated water S

@@/

@
%

assessment of this exposure route is considered prlate at g@)n t@ ﬂrst{cr level. @}@
N %

Two scenarios were identified as relevant f asseg t&@lsk &pes&ade @ drittking water to

birds and mammals: % @) @ $ % &’

%@’@Q &g

R

e Leaf scenario, only releva@}or Bxés pos@bly dﬁnkln@/atex;iﬁ) @le leafﬁrls
after application of a pe@%ide%g a cro&nd s“@sequ@at raéﬁll 0@ g @ TI@; scenario
is only relevant for ac@e ex] o@lre @
As Iprovalicarb + Eplpet WG 65.®is ap@d 11@%}36@ 0 po@?s 1n@f ax@is Where an
acute exposure piglbly %lghﬁ@ecur are to be%xpe& @@ %

e Puddle scenar@ Bird9and @mm takmg@jvater from“@dd m;%@on the soil
surface of a Teld \a%en a (heavy infa VC]‘]@HOWS the aﬁphcat@ of a pesticide to a
crop or l:@e soilFPhis sgenar@ls onksele ant for @ute *d longterm exposure.

S
An “escape cla@ res@@lmen@%d int %e E@A G@Klance@ocu@ent f6§Blrds and Mammals (2009)
allows for s@mn@ e meed fapa q&@fnta%& riskyasses§ment by a comparison between the
@
apphcatlon@gate andhe to%fmty@f the %espe Q\ ¢ sub§ nce. This gscape clause specifies that “due fo
the cha@ensncs of @’ ex, re @narw in copnectiag wth@é standard assumptions for water
uptaké by animals ...,=no s, @f ic calcul&@@“ns @xpos%e a ER are necessary when the ratio of
effective appllcat@rate %ﬁ ap atlog rate @\/{A}&m /h% ) to relevant endpoint (in mg/kg bw/d)
does not exceed %0 m@a of l@%’ SOEpI tive sz@smnc@» (Koc < 500 L/kg) or 3000 in the case of

more sorptz ibst es >Q%9L/lg§§@ 2 @

6@ @
Table 1%@- 2:  Evalfgtion @)tent@ co n foﬁ&posure of birds drinking water (escape clause)
No e oS O . “Escape
x> @c @ ép@acat@ AJEL Ratio clausg”
Compound [L /kgf@a rate x M g a.s./ [(Application rate x No concern Conclusion
N é% g aig@na] {2 kg bw/d] | MAF)/NO(A)EL f ratio
N
Iprovalicar N?S 216 x ] 161 2.5 <50 No concern
roviionS{ 139 & 216x 18 :

g T S
This exa uatl@conﬁ%ns thdtthe risk for birds from drinking water that may contain residues from the
use gﬁhe %@duct@%cc@a le.

&

2 EFSA (2009): Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA, p. 69
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IITIA 10.1.3 In case of bait, the concentration of active substance in the bait @ D

Not applicable for spray application. Q\ §
& S
© S8
IITA 10.1.4 In case of pellets, granules, pills or treated seed @
N . <) O o 2
ot applicable for spray application. R NN X
VC@ @ S S & 2
@ X
IITIA 10.1.4.1  Amount of a.s. in or on each et, granu&@%lll or treéted s@ ©© C&©
- Q & @
Not applicable for spray application. 22 @ S &
% N L@ O o @
Lo e S

(—]

('S}
b
% .

%/
UE

IITA 10.1.4.2  Proportion of the LDsoér th@%‘)) . 6%10

Not applicable for spray application. % @’ \ N N Q> S @j
\ \ o & ©

& 2
ITIA 10.1.5 In the case of p@ts q&%’anu@ﬁ an@lll ,@aelr §ze a&h@@

Not applicable for spray apphcatl@ o

@&@J@J@%@Q (N

II1IA 10.1.6 Acute oral toyéxc}y O@e reparation tg@he nfére s%nsmv@peaes
The risk assessment bas&@on tHe act@? sub ncekreve @q TE@alue@\Vellmbove the respective
triggers indicating ac&ﬂptabl@ute epd lowg- terngfsk t(@)lrdsgsee Poiiits 1 .1 and 10.1.2 of this
dossier). v w\ﬁ @ § 1, & &
& )

A comparison of4 Qute en(fbomts&of the formu tlon Iptdvaligarb + ﬁ)et WG 65.3 derived from a
study on rats @’lth @ula@gﬂ@tbeor@cal %ﬂdpm@% (ca,
1990) is shéwn in Table 10.1.6:17 @ S @

S < L NS

A @ O o S < .0

Table 10.1.6- 1: Comparison df acutefoxicigyy activeingredients gg\formulation

N

Speci ip@alig@b 9% @Tolpet36.3%. Iprovalicarb + Folpet WG 65.3
pecies & @ @Calc@ ed {@%’ pro@et/kgl@v Study results [mg product/kg]
Bird (Bobwh#te quaily | & - 7 913l Y C not available
MammaF (Rat) Y D Q\\3339@ ($ LDsp > 2500

' based provahcarb LDso @f)OO &Qfolp&vLDso > 2510 mg/kg bw
2 based@provahca’ﬁg LD50 5000 mg/ké f@t — LDso > 2000 mg/kg bw

%‘\9 @ @’
The%omparlson of results of ®1s te tl% 1@ the results of mixed toxicity calculation according to
Finney showe@q‘hat %& pg@%‘u%@an beQxpected to be not more toxic than on its active ingredient
content bas @
Thus a r@ ass t entclyz sed@l the pQ?oduct would not change the conclusion derived from the risk
asses nt b 0d on,%e md@qdual active substances and is therefore omitted.

II% Supervised cage or field trials

The risk assessment based on the active substance indicates acceptable acute, short-term and long-term
risks to birds (see Points 10.1.1 and 10.1.2 of this dossier). For this reason and also considering animal
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welfare, no supervised cage or field study with the preparation was deemed necessary. éf >
. <
Q\ v
IITA 10.1.8 Acceptance of bait, granules or treated seed by blrd@ & ©®
Not applicable for spray application. @
%
%% °\© Q, @ '24\9
< > S LG L@
ITIA 10.1.9 Effects of secondary poisoning Q@ @Q Q' w «

Substances with a high bioaccumulation potentla@%ould theoﬁgg?cally bear@ rlsk@? se§1da
poisoning for birds if feeding on contaminated 1ke fish or e h\é@?yms @f %mc chemlcaé%b a
log Kow > 3 is used to trigger an in-depth evalua dn of the po@tlal -fQr blo%:xum g t10n «:05@ @
The octanol/water partition coefficients (L@ POW)@%H 1pI¢ ahc@% hap v bee determ neghas 3.18
(Diastereomer A) and 3.20 (DiastereomerB). Tlg@*efor@% sess@nt or a g@nc g w-
eating bird and a generic fish-eating blriﬁf@r tl&?prov&%arb @mpo@st hasbeen 2R«;:rforrne §

@ @ & @ O SIS

Risk t for bi lation @ ﬁ V (f@i‘ fi d
sk assessment for 1oaccumua a@[ood\ am& avi (é@ll‘ SO @ %@

@
The risk assessment according to!FSAQ_@OO?é@foHo@ a t1@ apg@ach#assé%he effects of plant
protection products on birds aqd mamgnals 7og & @Q % & é
The risk is considered accep%ble%gf the Long- &gxm Tagicity Expos @@ Ra,tl@ (TF%LT) value pass the
trigger values of > 5 for Q%))g—term expdagre. S @ N
If the TER values are:below the trigger val@es, a @%neod @Sk aécssn%%nt base@an more relevant and
realistic condltlongﬁerfon@ed ﬁeiiét’ho @ar‘uc@ args &

7 & & @
Calculation o@xw@ Exg%we Ratio (EEZR) & @ § §
The long-term Toxi@l’ty to\rEﬂxpos%re R%o (T%) dep@s on Qe se@@lon of the suitable endpoint and

is definechas follows (EESA ):
e %@g 2009): & S 4 \
Long -term risk \ Eliﬁs N(@)EL g aqx/kg b@ﬁ] / DDD

Calculation of Daﬂyargﬁse@hD@&r e@wo@%atlng birds

DDDearthworm P%CWO F%W @®

RS
Remdueggl earthw@;s ar%c%uk%ed acc@ﬁmg@ the following equation:

REcworm - PECsml X F Q §
S
C

Q

&
< R
The blocon@rat@ actﬁé FsC 0@ soil) 18 calculated according to the following equation:

BCF 0. 8@@0 OI@QDW) Soe % Koo
&
Whege 67 & &
@ @ _: . . .
Q@oc & —@gamc carbon adsorption coefficient
@ = Organic carbon content of soil (take 0.02 as a default value)
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Calculation of Daily Dietary Dose (DDD) for fish-eating birds D
&4
DDDsish = PECyish X FIR / bw @\ (g
@© &@ S
Residues in fish are calculated according to the following equation: @ S \Q
%
PECjoy = PECyy x BCFpy, ¢ > O L@ &
\& ) 5 S LT @
g e
Avian generic focal species for Tier 1 risk assessn@lt & é\ﬂ Q @@ @@}

o &
According to the EFSA Guidance Document o % Assessr%nt for@rds a@i M\@mal%%@ﬁhe
following generic focal species have to be adggssed %the T@ 1 riys\@ass%i@’lent.b \% §

< N
S S TS @
Table 10.1.9- 1: Avian generic focal specie&% theJler 14xisk asmen%f sec@ary y\pﬁoisonirig@? §@
& <&
Generic avian indicator species Bo@wei%‘ht Ig] @ Exaﬁ&fple D FI%\’V § é\ﬁ QO
Earthworm eater o 10Q O] Blagkbirdyy] 05 4 @ o
Fish eater A 1600 S “HeroRy [SHETON S
~

S S Y O 0O O
RS VAN L S
Long-term TER calculationfor ea‘lsghwo%l-eatu@’blr% @Q
Table 10.1.9- 2: Tier 1 lon%ﬁ?m '@R calé’%tion@r eart@vorm—&ting@rds ‘\Q‘) Z)
2 O

Compound § ¢, Iproyglica x@ @’Q «Origin (?Nalu§
BCFworm @‘lcu@@n: @ S S R
Pow & S L1550V & | @ All 28
Koc [mL/g] NN 1189 -« 2 A4 AHA 9.3
foc RS % 02 S § défault

BCFuorm e X YTV w8 N & @
@J) ISECworm calg@tionz% %\ @ oA >

PECi (twd 21 d)[mg/kgt” ] £97 0359 o N 1A 9.4
PECofafing/kg] @ O o064 O7 KLY

~OPDD<4alculatisn: . © =
FIR/bw N ) RS Default
DDD [mgkgbw/d] Q° ] SO0 322 &

\@@ @'Rmf(@culﬁtion: >~ -
NO(A)EL [mglkg bw/d] & Q 160 Y ITIA 10.1

TERLr @ s N @ N(’y A
Trigger & N R ng5 A

Refingd risk assessment required? |@p @ N,
' méan of both diastercomegy ~

2 Worst case PE@jon (twa, 21 for ‘@sa i@fines, early, 4 x 216 g a.s./ha, 4 x 60% interception, 10 days
interval S %% R
N @
& éﬁ Q S Q
The T alu @s abovs@’the @%ger of 5. Accordingly the risk to earthworm eating birds from the use
of th&%rodua@cco@g te.the proposed use pattern is acceptable.
cL T
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Long-term TER calculation for fish-eating birds

Table 10.1.9-3:  Tier 1 long-term TER calculation for fish-eating birds Q\ (%03
Compound Iprovalicarb Origin of Vall§§® &@ @@
PECiish calculation: o IS °N
BCFp 14 1A 8.2.63/02 o & @
PECsw (twa, 21 d)[mg/L] D 0.01993 c A7 N é\ﬂ
PECri [mg/kg] 0.028 X @ ¢l Q\ @ &@
DDD calculation: . @) I é\” Q
FIR/bw 0.159 @ Thefault O ] R S &
DDD [mg/kg bw/d] 0.004 o) 9 & A &
TERLt calculatién: NN é@ @@
NO(A)EL [mg/kg bw/d] (I&L @@f NN %}U FSA RN R
TERwr 40250 @@y .
Trigger 5 @ @ Q D § @% @§
Refined risk assessment required? 2D UNQ\\ fS &% ©)
"'Worst case PECgy (twa, 21 d) for the u@’in Vines, eal@, 4 x%16 g ./ha&&>< 5 inter tion§ days
interval > Q\ SRS
o & . L (N &
$ TS S &
The TER value is above the trigger 0&@ Ace&din @@the @ to fish ea@% bi@@@fro‘g the use of the
@)

product according to the pro@ed ué%patt@a is acceptable:

PR

@
S

A
s S0 SIS s 4O
@©&°®§ & & @
) > NN S @ X
S P R O
@6@;@%@@%5@&@©©@
% 5 oo s & 0
° NN @ U
IS @@”@@é@%@@@@\
S O R N
FE &b o
@%@%& &
QS L LS
@ O ¢ .0 © .0 @
Q O O O N D
Y S K 9 O
AN $ F e @
@’ 2 @@o%
S Q\ L Q
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
> O o
¢y ®
@’@@%
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ITIA 10.2 Effect on aquatic organisms @ @©
Toxicity of iprovalicarb to aquatic organisms > @Q\ v
A summary of the aquatic toxicity profile is provided below for iprovalicarb.@,Q AN . ©®
N
G
Table 10.2- 1: Toxicity of iprovalicarb to aquatic organisms @ gw %\ N Q
@y @
Test species Test system Test Endpoinfg[mg as/L] Q Ref@wejnce§9 é\g §
duration S @ S é\y Q a G|
Iprovalicarb ) Q &"
@ N
Oncorhynchus o Y %\ @ |D 950 %,
mylkiss Static acute 96h &t @LCuS 327 i) oy 0005601 L
(rainbow trout) N S Q@ < A8Z3.1/0 o °
%% - K} (BU point 1K 8.2, 1001)
NS 1995
Lepomi & @ .& 9 M5 (9 ©)>§
DOMIS Q & %, N %, S
macrochirus Static acute D™ 96 L < @> 20%(m JM-008850-01z-)
(Bluegill sunfish) @ S 5 S S GIIAR2.1.2/00
%) D A S > 39 | BEPpoint HA, 8.2.1/02)
N 1 @ & &R . (1997)
o o AN « .? ¢ DOM 9053
ncorhynchus . 8 < SN Qy N
mykiss Chronis 7| 284 (@ NOEC29.89 ghom) > | M;000032:01-1
. semhsfatic & 8.2.3/01
(rainbow trout) % S @ o Y CBU point 1A
% @ % 6 o\ é qx Q pOln 2
@@ YN o § & A < 8.2.2.1/01)
N ©& \® § .9 @@ N @
Oncorhynchus @@ @ AN @ > N §@ § (2000)
mykiss 3 Q v NOEC 5¢mm 443A-105
(rainbow trout)b @@’W U&@Jg}}@ gﬁ 8 © @© S) %@ M-030681-01-1
. S ) IIA 8.2.4/01
S S & & T NG
RV
2.0 . | &8 N | BB
Daphnia magna P2 & &7 O NS HBF/DM 157
O Statjc acut L8 GECH 3y >19.8(mm) | M-000039-01-1
(water flea) & Q% S oS s o 1A 8.3.1.1/01
@ |1 & .¢ © |0 @ (EU point IIA, 8.2.4/01)
NS S & O |_____§En)
& |9 @
Davhni Re roduc 6%+ HBF/RDM 57
ey 1o 2148 | ~NOEC 1.89 (mm) | M-000036-01-1
(wate emistie S| g 1O 1A 8.3.2.1/01
% 0 @@ LU S \)\ (EU point IIA, 8.2.5/01)
2 ©O oy« 2010
Chironomus ri]@us %tatic, iRed g 28% EC15 emerg. 128 (nom) EBSZL026
(chironomid@ sedi > @ EC15 develop. > 250 (nom) M-398870-01-1
g SO & |9 11A 8.5.2/01
¢ @ | VY o I 090
Pseudakipchneiiella SIS AJO/141195
bedbitata @ oW, 72n | ECe > 10 (nom) 1y 1 500034-01-1
subcegitata “Of inhilsition test EnCso >10 (nom) \ o
(eree alg@f@ 1A 8.4/01
2O (EU point IIA, 8.2.6/01)
\w
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Test species Test system Test Endpoint [mg as/L] Reference °
*’ y Eh
duration S
MO3 (Iprovalicarb-carboxylic acid) ¢
&(201 1)
Oncgrhynchus . D EBSZX15 \
50 <1
my{ass Static acute 96 h LCs0> 10 mg p.m./L (non% M-4091133p1-1 QO )
(rainbow trout) e %, 1A 8.24.3 /030 <) A
7a) ol d
201 1@
Daphnia magna . NS X15% y\ﬁ §
Static acute 48 h ECs> 10 mg p.m /O (nom) <
(water flea) %@ é 09052<01- 1©© @
&’ WA 8.31.1/04 &

. . @ Ezm TZENE
Pseudo{clrchnerlella . EbCso> 10 p,%ﬁ(no E X 1@*’ ;§
subcapitata Static acute 72 h E.@50> 10 L 11009
(green alga) S ’ < g p.%/ %@1 %

f@o (@) @ //@’
M10 (PMPA) v ) N ﬁK 0
@} . o & @& EN 1997
Oncorhynchus & S M 95063
mykiss Static acute DQ 96% N 50%7@111 / 6%1111;)% SPM-00Q114-0 &5
(rainbow trout) @ > o £§E o O IARR.1.3/4
9 P» & O & 9 point T1A, 8.2.1/03)
§ @ Yo @R o (1997)
. < £ . 1% HB /DM 170
gszig?ﬁez)agna Staticaagute é %@h ] 5‘% © %)5@“1@% M:060119-01-1
S % 8.3.1.1/02
@ RS 6@ O s 7 [@BU point IIA, 8.2.4/02)
@ MEEOEEENI  [F0)
Chironomus rlpurm@é%ta &splke@ & d E(l@mer >Q0o p m. /@ EBSZL022
(chironomid) @ ent & \\ ﬁnom M-368933-01-1
Q> 1A 8.5.2/02
0 \\, N N V
VR . (1997)
Pseudokirclgriella Growth %@J) % @ %C” , ?5 09@1‘% p-m./L AJO/151796
subcapit A @72 h M-000079-01-1
1tiogatest mg p.m./L
(green digd) s | TIA 8.4/02
N $ \ ( )
N @éﬁ © X & %@“ (EU point 1A, 8.2.6/02)
M15 (N-acetyl-P @A) ®
DS P ATS S e
ncorhynchz@ ey ® N DOM 97048
mykiss Statiutc@ @ h @@\LC 100 mg p.m./L (nom) | M-000751-01-1
(rainbow Q) S @%’ .G % 1A 8.2.1.3/02
2 0Q L | s (EU point ITA, 8.2.1/04)
NN @ @ I\ (1997)
: @ R HBF/DM 185
Daphhia magna 9
(water flea) @° Static am{é@ <@ 481@& ECs0> 100 mg p.m./L (nom) | M-000601-01-1
& IIA 8.3.1.1/03
@ ol ﬁ ™ @ (EU point IIA, 8.2.4/03)
Q& [V 1997
Pseudoner§ rowt o E:Cs0 > 100 mg p.m./L (nom) AJO/167297
Subcap@gm o 72 h M-000624-01-1
ﬁv ibition test E»Cs0> 100 mg p.m./L (nom)
gre@alga é)@ @ 1A 8.4/03
O (EU point 11A, 8.2.6/03)

Bold v

s: Endpoints considered relevant for risk assessment



Bayer CropScience

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3

(Submission for Annex 1

renewal)

Page 22 of 91
2012-05-02

Metabolites

e
M10 (= PMPA) and M15 (=N-acetyl-PMPA) are aquatic metabolites of iprovalicarb Of\§:jog§
importance that could be detected in the water/sediment study. In additié@ the toxicf %e
RS

metabolite iprovalicarb-carboxylic acid (M03) was also tested.

]
AN

N
3 S &£ o
% o\ o\ '24\9
Toxicity of folpet to aquatic organisms @ @% g}g @\ @Q
A summary of the aquatic toxicity profile is providecé@gelow for foli‘ﬁ é\”@ Q@ § C&(@&
QN Q S < @
Table 10.2- 2: Toxicity of folpet to aquatic organisr@g@ @% 2 Q @) © @@}
G
Test species Test system Test Endg;n' it [mgas/L]S v, l@grené’& v
duratiof) =« g}\’ @§ K@’ & < .
Folpet l\% . @ Y éQ — @3@ O &@7 @
Oncorhynchus N Q . %,
mykiss Static acute 6 hK %@ L%%= 0.2@% w> @Q éﬁ @§
(Rainbow trout) D NS o~ ) @y %
Salmo trutta . S S Y NS
(Brown trout) Static acute Q %6@ > LCs@ 03@ ©@ @@ N
@ | g > @” ~
Oncorhynch o AN N &Lcs«gg%l ¢ N &
m;lizo;; e Chronjc & g% @% 9 :h LCso = 0}@% °\% EF®4 Scientific Report
(Rainbow trout) | SCASHAtIC <§v 284a SQ%IO%Q §Folpet, 2006
& &P PP s
Daphnia magna emigstatic @ 4
(water flea) N acué °\® @h %) @@68(’%@
Scenedesmus ©U AN ~ § 2
. wt 958 2 E@o >10
subspicatus @ s & T2h 2 2
(green alga)fg hibitign tesé) o ﬁc 0 © Uéo
Phthalimide NS R Y - O
LepomiK\\ o . @ s Q o, Q
machrochirus °>§tati0£%.1te Ko @ §9\ E&C” = SA%g p-m./L
(Bluegill sunfish) @@ = @ﬂQ S %@ y O > EFSA Scientific Report
. o e Q> Q for Folpet, 2006
gs’aﬁgf’ge;”)"g”‘@ | Shatic a@% \@ 480" | © ECHZ 39 mgp.m./L
VPO NS & D
Phthalic aeid N L2 9
Oncorh)@%zs o 2 Q @ N
mykiss @atic %ute @ @h \© LCso > 100 mg p.m./L
(railgb\z%w trout) QY . Q
\}@J @ 9
Daphnia magna @° tatic a &e <@ 48@ EC<0> 100 me o.m./L EFSA Scientific Report
(water flea) [@ % ﬁ g @ 0= £ p-1i- for Folpet, 2006
Pseudokirdweriel@ G I@©vth §9 N
subcapi §) hibitiorJest 72 h EbCso> 100 mg p.m./L
(greenalgae) &Y %h @
SR
A

&
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Test species Test system Test Endpoint [mg as/L] Reference @" @
duration S
Phthalamic acid ©) q
Oncorhynchus N &@ Q)
mykiss Static acute 96 h LCso> 100 mg p.m./L @) O\Q
(rainbow trout) < AN
N O .9

. N L2
Daphnia magna Static acute 48 h EC@ 100 mg p.m@ EFSAsScientificRep
(water flea) for Eotbet, 2006

n KB o s
Pseudokirchneriella Growth @ S Q R ©© @
subcapitata e 72 h éEbC50> 100 m.m. ° N &
inhibition test @ R © >
(green algae) Q D . @ % %ﬁ\@
Benzamide S N ESEE 2
Oncorhynchus Q @ RN > &3 ]
mykiss Static acute 96 @”Lcs@gloo @@j p.m.@ R S @% S
(rainbow trout) VST N ® §
s X

. @ .- @ N O > N
Daphmﬁl magna Static acute )Q 48 4,1;5% QEC52102 %&p.m_/ﬁ}ﬁ SA SientificReport
(water flea) &D SR RS § Jor g t, i&ﬁ

) ) ) N 0

Pseudokirchneriella & 2) @ Q @) A
subcapitata ﬁ;oimlilo 0, “72h Y @Cso m@.m./Lb @©> &
(green algae) ng Q |, S N @ & @)
2-cyanobenzoic acid & A @ij @ ‘& O X 9
Oncorhynchus N & SEERV
mykiss gggtic ac@ ) 96 h@§ é@IZC 50 1@©00 mg p.m./Lw\’ . §
(rainbow trout) @@ @ § Q\ O A

: L L9 @ o
Daphnia magna STs at@acut&\ T8 h S . @50 é@o m@m./%@) EFSA Scientific Report
(water flea) @@ lb\ @} &\ § =, for Folpet, 2006
PseudokirchneSilla %ro w;ﬁy@ @& N 1@ @w ®) @
igfececg?;tg’g )@ : @1. bition @2 h & @@5(%@00 m\gfg\,m./L
Bold values: Endpoints@é%ns' &xdd relevant f@ﬁ’sk asSessment? o\\\}

. . N
! value to be used fo@ Tieg] rlsk®essgn@t %, é\ Q
2 Six species of fi eredested Tabig\lo.z& . Brown tro@(Salmo trutta) was the most sensitive species
tested and this L.Cso @ld sedd the@igher@@r riskyassessment. Uncertainty regarding interspecies
variation in sé@itivit}@as be€h redx&%&l. é» a "I%R trig@r of 10 should be used.
* Test conduigted with the product Eolpan 590°SC & %@
4 Test C(@cted with th\e%odu@ olpanO W. @\
Q A\ N N
R R . @ @ N
A multiple single specie@cut@sh stu% ha§so been conducted for folpet and is summarised in the
following table@"” N @@ Q&
& & v
A
% AN
& &G
Ol
N @@ @ o v
S
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Table 10.2- 3: Multiple single-species acute toxicity tests with fish °
Species Exposure time | LCso (mg a.s./L) Reference o\@ L
Brown trout 24 h 0.098 S (©) K
(Salmo trutta) 96 h 0.098 IS &@ S
Bream 24 h 0.155 @ o\Q
(Abramis brama) 96 h 0.114 A\ § § &
Roach 24 h 0.211 q B N é\g
(Rutilus rutilus) 96 h 0.211 Ubata provided)by SN @ @
3- Spined stickleback 24h 0229 Makhtcshim v & & 4§
(Gasterosteus aculeatus) 96 h 0.229 @% S é\ﬂ Q Q N
Rainbow trout 24 h 0.233\ Q & | S & © &@
(Oncorhynchus mykiss) 96 h 0 N @ Q © © @
Carp 24h NP AR D L N
(Cyprinus carpio) 96 h &.012@ & @%\’ @@ « > %
O G o
. RN Yo ¢ &6
Metabolites 2o N ®

) N ﬁ.\ NI
In the sediment water fate study fivé@metabo 1te§§g@f Fo@@t wi@ for@&i, h v@ themiselves
transient. These were (with highest ‘@%pp}%@ ragii\@ctiv@or whole s@em) thal@de up)to 26.0%
in water phase, phthalic acid up #)37.5% in water, pglala aci@ to é@%% @Nat%,\ﬂbenzamide
up to 10.2% in water and 2-cyayobenzoic acid up 9.7%1 w@r (se@FSé@cie@{tiﬁc Report for
Folpet, Appendix 1 list ofiend oir}s). They @%ave a 1%\&1 t&@mty % aq%atic or@nisms and are
significantly less toxic thagFolped(see %l& - 2). In addition, @se @snpoq&@ would have been
present in the static toxoi%ity t%cs on Folpe@ e 1@ met&bolite ?‘;\?fxicim explauis how hydrolysis is
such an effective de@tiﬁc n mechanism. | m%;&f exp@pure, ‘metabdlite PEC values will be
lower than Folpet. @eref&re, the@k to@quatic%rga@ns fr@m these met@oolites will be significantly
lower than for Fplget 1‘&& , an@%o risk asse&%nent&fsb con ed v thwi@
8 v

>y & 0 9O «7 & D @
Summary gf data @’rive&ron@tudi% witk:the fo@late@ product
A sumn@ of the aqu@e tox@y p@e of Iprov@;carb olpet WG 65.3 is provided in Table 10.2-

4. For &re details n@he speéctive studi€ytefe ch is%[ade q)oint 10.2.2 of this dossier.
e PR stug e xeer, 8 adg(e

O SN @ O >
Table 10.2- 4: ((:@"oxi@of 1 Valio@) + (Yflpet WG 65.340 aquatic organisms
@ O [o .©O o .0 ©
. O O NN D Endpoint
Test&?anlsm é T%systg\;@ @@ g product/L] Reference
% Q @a S _
S N 7 R Q@te tagipity to fish
O G S o
Ehcorhynchus mykiss Q7 @‘-i-static Q LC 0.088 DOM 22067
(rainbow @piit) 96 Q %0 ' M-079959-01-1
& @ O ] KIIIA 10.2.2.1/01
< S & %Acute@%icity to aquatic invertebrates
v o V|9 I 2003)
Qﬁhm’@agn© S static EC L6 DOM 22055
§ (wat@y flea)yy - 48 h %0 ' M-078438-01-1
& § KIIIA 10.2.2.2/01

&
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. Endpoint
Test organism Test system [mg product/L] Reference , @
Effects on algal growth @WJ
O
Pseudokirchneriella . %200@
e Static EvCso 16.0 %%
(aroc If’alga) 72h ECso (9  >100 & M- %958 %1
& Kuﬁéz 10. \3/0&
& @
In addition, the acute mixture toxicity of the foggfllated prodiét w%ccalcwg@ed {ccordn@ to &@
formula of Finney (Finney, GIFAP, 1990): Q} @ @ \ %@2
N O Y NN

@”U
)
Ctas = W/W fractl@f actiy subs&@ce A\ N @j @

N
1/LGCso expect%\jz Ct@7 L 7 C(@j & % & °
active substanc(g&— 1pr(%%1hcar@\folpe& A éﬁ

RN NS

X N %, NG
. &S g O & %
Table 10.2- 5: Calculation of the@cute niiXed toxicity of the formulatioy accoriting to\Finney

X . > N ©O Q1 Iprévalicarby+ Folpet
f\@ k3 %@]allﬁ @§ id QFogt @ @§ \MQ 65'3

Content within the product [%s} ES S83 . 9 O

¢,  Bffects ofdfish (@corhyn@ms mykiss) " s C 9
LCso [mg as/L] ~ q% %22, 7@ 4 0023 V] &
LCso— mixed toxicity Q & Ex@%ed L& & O Measured LCso
[mg product/L] é\’ YA 04> O %% g =0.088

& &) Effeets on Daphgidinagn@® &
ECs[mgas/L] > (O ]S 198 ] &7 0@ O
ECso— mixed togjCity O N (3 ctedhECso RS Measured ECso
[mg product/I° mj@ O © B Eéé 1. ©§ @ =1.60

o P o & >

% @ @
Based inney’s for finla, the max{muum deviatif t@é@xpe@%d toxicity of the formulated product
from the measured @%lclt %s afi @gﬁor of @ fo&j fish and a facgﬁ of 1.3 for Daphnia from the measured
toxicity values. ’@F@c]@s Va%atlo 1t}®the e@erlm@tal 8r1ab1hty of biological systems and below
the factor of 10 usedGn thﬁuag@’ Gutd@nc cun@ as indication for significant differences.
Thus, the riskasses§ment é@ th&f@rmu&ted p duc t@an be safely based on the data generated on its
active ing%lients. § %: © %
2 Q &

Selection of algaet@%po for@%k a@%ssm ?

Processes in ecosystemgyare @\nmant rat® driven and therefore, the unit development per time
(growth rate) &@ear mo@abl me@re effects in algae. Also, growth rates and their inhibition
can easily ompg%d een s W\\Iﬁecw@tes‘t durations and test conditions, which is not the case for
biomass. @fter n@lerog@dmc@mm e current test guidelines OECD TG 201, the EU-Method C3,
the EC\%guln fi Clas%@:atlon and Labeling (EC regulation 1272/2008) and the PPR Opinion
(EFSQ Jou 46@@1 -44:"2007) list growth rate as the most suitable endpoint of the algae inhibition
tegﬁ nl@e current G§ dance Document on Aquatic Toxicology (SANCO/3268/2001 rev. 4) still
states @9 "As there is no clear evidence available to indicate which is the most relevant endpoint for
the field situation the lower figure should be used in the risk assessment". In order to avoid
unnecessary delays in dossier reviews, toxicity-exposure-ratios in this assessment are built on the
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lower of the two values, the EyCso or the E;Cs in case both values are available, unless justiﬁcat'@ﬁs >

available. @\ @§
@ @ @
& ¢ 8
ITIA 10.2.1 Toxicity exposure ratios for aquatic species @
Aquatic organisms may be exposed to a plant protection product to some@%tent by qu’ erft,@un @@@
or drainage from treated fields. The provided studlesg data perr@t a risk ass@me@follov@lg @
exposure to the product under practical conditions. & @Q y\g Q @é\g C:§©
@ Q)
N Q @) @ & Q) &@

Predicted Environmental Concentrations in s@%ce water@dles\ @ \© \:5@ @@

° RS
Predicted environmental concentrations for @ actlg subs@nce %a,nd %@’ relg@’:t metibolites were
calculated in surface water (PEC,w) and% nt (@ECeaRaccor FO @e V@Aer

ac&% subg\nce@and {%(met@ohte@ §

scenarios as described in detail in Point

Concentrations in groundwater ar@@gso @nmdg@d agﬁro n@vat@mg&coﬁg surf@se water,
or

leading to exposure of aquatic o@ms@ Howgver, the P alue® actl@ subst@nce and the
soil metabolites are < 0.1 pg@ gmﬁﬁdwat@’ for aﬁrel vaht F@J S sc@mn@@md application rates
(for details see Point 9.6), aﬁd?thu%lot re@nt f&r the l&ggk asse@smen\

@ \
Table 10.2.1- 1: Max1mum P@w anPEC §lu§s@br 1pr§1hc§{b at F(%US S@s 1 and 2
Q (%04 @W\g @ O //&,rovalli%arb
Cl'Op @ Step @ @ @Csw, @ax PECsw 21d TWA PECsed, max
o, X %
NS RN L lne®@ o] e [ng/kg]
Vine,early o7 &) [I g |8 2731 & | R 2207 284.8
4x0216kghay & [ONECMulty, £ B54SS g, 1472 20.11
50% interception SEU Muli) & 2°24.92 19.93 27.23
@ & 2EU Shgle) Y| A 89 v 7.182 9.809
@ |2WS-EUSngle . |© w15, O 10.57 14.45
Bold letters: mlues@@gl in &ﬁé ass%ment\ ® ¢§ & @%
9 § %
Table 10.2.1- 2, Magg@um sw 9@@7 PEt& Val@or 1Q§vahcarb metabolites at FOCUS Steps 1 and 2
Q OO O “~\M03 M10 M15
Crop % @p ©\ %Q @@Csw,@{ PECsw, max PECsed, max PECsw, max
& _& A @ A [ugh [ng/L] [ng/kg] [ng/L]
Vine, early I 4 .78 46.34 128.9 45.43
4 x02)6 kg/ha, = §§EU Milt) & Q9.561 4.835 13.61 1.131
50% interception S-E@ Multi) Q7 0.561 8.629 24.50 1.155
@° 2 (N-BU s@%i@) &> 0329 1.440 4.036 0.362
& T2 & FU Single) 0.352 2.513 7.119 0.386
Bold letters@alue@ed 11@@51( agie;ssmea@
N
@
Risk a§§ ssr@t

F@ pal@j sul@ance procured from _ (-). Bayer

CropSeience AG is using a risk envelope approach for the risk assessment of the representative
formulation. Within the scope of this supplementary dossier, up to 4 applications at 1.35 kg/ha folpet
are proposed as a safe use in grapes. This is much below the critical GAP that - currently
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defends in this crop in the EU, where 10 applications of up to 1.6 kg/ha have been approved, wit,all >
other parameters such as interval between applications or pre-harvest interval being 1dent1calo% erf@
. wherever appropriate. A folpet-specific risk assessment is not considere@necessary to%efea{@he
Annex [ listing of iprovalicarb. % § & ©
% o\ Q, '24\9
© NS 6 @
Based on the representative most sensitive endpoint \Y lues (Tab 2-1) and@ﬁ%e sw &lues ©&
(Table 10.2.1- 1 and Table 10.2.1- 2; highest values @ected as waorst case), the @R vafues ha@r beek
calculated, based on the following equations: 2 S N &
TER. = LCso or ECso / initial PECiyater S &0
TERy, = ECso/ initial PECyatr Sy & Q
TERy = chronic NOEC / long-term PEC,ger. S Y & <)
L \ S
The risk is considered acceptable, if tgﬁTEB\\'aluQ%r ﬁ@&and&@er‘[eb@tes §>10@nd tiig TERy

similar. Therefore, Bayer CropScience AG considers it justified to refer to folpet data owne

> RN >
values >10. & @, N ®\ @@ @@ S %@)
RN g o > § O .0 &
Summary of calculated TE%@Ilugs%r aqt@’tic @&ani 15 Q & @© %
RS &@ % @)

& < N Q N L9 @
Table 10.2.1- 3: Sume‘%of all@ER ﬁul@& asgiven I@er pmﬁ 1

S
&y
o
%
N
;—A
—
[
~_~
=2
&
174
[s3
[=7
=)
=

; B
most releva@ndp@nts) o 6@ _Q WL @
Appl. rate Organism © @ﬁe-so@e @anc “TERQ & Trigger | Assessment
[g as/ha] S @ N [mla ,,,@ g level
Iprovalicarb ¢,” S &, D @3 @ g
O EH A | cueute, O] =~ 3 831 100
~ @ish %, long-termi [, 2 - & S 201, 4 10
. D Invertebates 7 a O - Y| @ > 100
4 x %@ Invertgtjﬁﬁates ﬁ§ lo@terg SN &6 10 Step 2
Sedi dwelle o &
(Sm]@“'ﬁe n n%;%t) Slong ey ;\\7\ e 10
Green algae P lopgsterm «| = - O  >401 10
\) J
Mo03 e o N O S o @
O @ish . [Sacup, | - s > 17825 100
- Invertebrdtds P actt® |7 - @ > 17825 100 Step 2
& Green@gae 7] lordgtermd > 17825 10
M10 QO & @
\‘% SFish & [0 acws” [ - > 11589 100
Invertebigtes €} acuts O - > 4230 100
@)
i R T e
. Gegen al@% longerm - 832 10
MI5 @ @ @ N
N @ @ acute - > 86580 100
& Irw&ebr t acute - > 86580 100 Step 2
N [(gﬁ Green a§e long-term - > 86580 10

&

Conclusion: According to the presented risk assessment, a risk to aquatic organisms from exposure
after the use of the product as described in this dossier is unlikely.
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1A 10.2.1.1  TERAa for fish & Qb
D
@ g
Table 10.2.1.1- 1: TERA4 calculations for fish based on maximum PEC;w values ac(;({@llng to FOCK Ste
Endpoint PECsw,max @Ann VI |
Species [pg/Li [pg/Li “JERr 1O Trigger P
Iprovalicar@%@ @;§ NS @§ @
L. macrochirus | e >20700 [ |, 2492 R =81 @ [ST108 |
M@ Q O P o
O. mykiss | LCsw  >10000 L@’ 0561 o > 115 | 100 g
L M. &S & » LSS
O. mykiss | Lcw  >100000° | @ 8639 S @usy | 400
S M5 9 R s 9 & @
O. mykiss | LCs >1@000\T \11536 L) 2 86580 108Y

gg% o Q

< o & & -
The TER4 values for the active su@@lnce@rova&carb 1tsm@ab@ sot the uu;&gﬁrlgger as
set in Annex VI of Council Dlratlve@l/MWEC @dlc@g a&@cce@le te risk to fish for

application of the product. Q@ N @ & @Q (S é%
Ve & v S5
o O N O S Q %@
IIA 10.2.1.2  TERGs for %sh % § & &S U
% & S N O
& & $ > &y
Table 10.2.1.2- 1: T Lt calculati f?\@based on n@nurl/;@llcs%values(%cording to FOCUS Step 2
© Y Z
& _Endpoint N PEGuiman @] $ Annex VI
Species k©© A@ o I @ %& /L] § %, TERLT Trigger
N Lgvah@&; © @

0. mykl% gﬁg NQE@ ) U| & 2%@ <T 201 10
The TER.t value § he a&tlve s@estan\gpro 1car%meets ‘F%e required trigger as set in Annex VI of
Council Dlrectl\@ / 44 ndl@ang macc%{[able é@ -term risk to fish for application of the
product. @ @ \ \@ O\ ©

¥ o 8 &S
=) % S @ %
@7 N Q @ @\
Q A\ N @§ N
B o @ N @ @
N (g @\ R Q
¢ .. & & Q
$ N %
@ < Q & ©@
@ o
&
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IITA 10.2.1.3 TERAa for Daphnia @
S S
g
Table 10.2.1.3- 1: TERA calculation for Daphnia based on max. PECsy values accorg@g toF OCU§@ep 2¢)
. Endpoint PECsw,max Anne \Qﬁ
Species [pg/L] [ng/L] T@{A ® Tr@r 2
Iprovalicarb() & RN
D. magna | ECso  >19800 | 2692 & >795 O] Qoo ? &
9) )
) & RN &
D. magna | ECsw  >10000 [ 0561 Q| >17805 & W0 o
9 \ZJ
10 @ @ \} <
D. magna | ECw  >36500 5| 9 8.6@@ ﬁ’ Saney [ 1o
§is T 3 o o
& 9 N Q" & é
D. magna HEEE 10@@0 %F \1 155@ J% >@6580 o
T

% Q& O
The TER4 values for the active sub@%ce %?rovqh@rb %HS n@a mﬁe ire¢frigger as
set in Annex VI of Council Dlre e 91/ /% m&catm@n acétabéécut k t(iBaphnia for
&

&o
(i%@@@x@ﬂ @o@@

application of the product. @ &

IIA 10.2.14 TERGs for %a©phn@ § & & § §
Q > 2 6 \ S w S
Table 10.2.1.4- 1: TERLr calculationyfor D@hma bﬁed ax. @Csw values g¢cording to FOCUS Step 2
. N S “Endpoin R PE Annex VI
Species ©© (\@ m& [:lg:]i] t@ @ &\ E:g%:i‘ @ § TERLT Trigge\;
. ~ o N e dpr Valigﬁ O ©
D. magne £ L Noge b V[ T u® 76 10
N O -, O .0

<
The TER.t value he a&we s@tanc@promllcareets “FEG required trigger as set in Annex VI of

Council Dlrec‘m@ /4ME dl%gmg amacce%a
the product.
@ \

% @ @ Q @S@ @®
IITA 1@ 5 TEI%Z& for@n aqlﬂtlc @ect’egpecws

o o .
No specific studies on t cute@oxw & of jprovalicarb to aquatic insect species were conducted.
Ho%ver chronic studiéy add@sm lotig-tden effects on the sediment dwelling insect Chironomus

-term risk to Daphnia for application of

riparius Wereg@fo e a@ve su@tance iprovalicarb and the metabolite M10 (please refer to
Point 10. 2 of tlﬁs os @
Q
FTEEs
N % <
& SRR
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IITA 10.2.1.6 TERwT for an aquatic insect species @ D
d
Table 10.2.1.6- 1: TERvwT calculations for C. riparius based on max. PECseq values @rding to Fg S @
Step 2 o8 o <
. Endpoint PEC;ed, max Q%E Q&nn@l 5
S R ©
pecies [ng/kg] [ng/ke] ST N Tigker &
Iprovalicarfy~ 2 O © @ &@
C. riparius | ECis 128000 | <2723 D 4701+, [ 1 O
M1 ~ ERZ
: R g & & .
C. riparius | ECis  >100000 @7 2450, | @ >4082 O] 9 10D

: O TS -
S-S R & S N
The TERyr values for the active substance@rog&@%arb@nd it@net ite M&) meet the%equireod
trigger as set in Annex VI of Council Dire&:gve 9\ 14 @C, %@ati& an ao@ptable@ong@jm ri@to
aquatic insects for application of the praduct., . >% S Y
U RO P S e
SIFSIRCIRSIN R
° v
IITA 10.2.1.7 TERAa for an@ua%c@jru%a\cea&s[)ec' @b @@ @Q LS
No studies on aquatic cms@an&, \&her th&h d id&@e re@%ired @me ‘@,J praduct is not an
insecticide and the active sﬁbstan&es do § shaw an ectici@% m&@ of agtion. 1@&3 risk for these
organisms is covered by &?@ aquafi® ris@sent %ovideé in th@ssi@ @y\]@
D © @ o & o @)
%@@%@ @©\_©éx§\
II1A 10.2.1.8 L for aqu@ cru@ace@%pe@es
Please refer to p@@t HLQ@O.Z Iy, \\ \© é@ @§ @@
O H e & T Ly &
ITTIA 10.24,9 @R{Qg for zgg%aquaj%c ga@opo@mol@lsc sp&ies
No st@ on aquati@%astr@d moltuscs are d@ed @ess@ according to current requirements.

The risk for these oiggnismdvis covered bipthe aguaticuisk asséSsment provided in this dossier.
® ge S 6%’ %&

A A
1A 10.2.1.@@ TT @ an \f’quat\i@}asot@pod fiollusc species
N
Please ref%to point HIA2.§ :“\?Q @g@ @@
& L Q@ Y& O
N Q
S N N
%o %, D v O S
& & V&
.. & & Q
@ O é@ ~ @
Yy O & 9
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IITA 10.2.1.11 TERvyT for algae @ @@
;
Table 10.2.1.11- 1: TERLT calculations for algae based on maximum PEC;y values @rding to Fg S @
Step 2 o8 o <
. Endpoint PECsw,max ©QAHHK§,I 5
Species [ng/L] [ng/L] ‘Q%”;%ERLT . Frigger 2
Iprovalicarfy~ 2 O © @ &@
P. subcapitata | EwCso > 10000 | & 24.92 R @ > 401 v\g\g |©© l,(@ S)
: R g & & .
P. subcapitata | ECso  >10000 @) 0561, | @ >17825 O] 9 10, @
W M S N xRN
@) T
P. subcapitata | EvCso 7180 | %\/ 8.629 [\@| @g 8370 §| @%1)0 @ ©
RRNEN TN > Sl
P. subcapitata | ECso >@90006 ] @'1158 o . >8658@0 | ,;§

®) S
&CQQ .S X @ @@@ § §f
R
The TERyt values for the active s%stal@e iprcﬁgﬂiczﬁnd @9 et&@lit@%et Ko requixed trigger as
ble

Q
set in Annex VI of Council tive\?&l /414/@1EC, ica@% an@@:ep% lon@terné‘ﬁisk to algae for

application of the product. "~ & @§) §@§ . Q 5 § @f@ %@

Q . .

A 1022 Acufétoxicity @ati@ of g&rq@xati(@ S o
. NI .

IITA 10.2.2.1 sh @uteﬁ&%ltﬁc&fres}t@amrldégate%@)eaes

Report: O] KIITA 102.2.1/0% ﬁzy\@ S =
Title: | Aguite texicity of Iprovaticarb®.0 WG + Folpet 56@to fish (Oncorhynchus mykiss).

Document Ro: | M-079959-04-7 (Rgprt NeSDOM 22067 _ @

Guide]@: OE@B G@line No. 203%"0E®—Gu@1i116 €or Testing of Chemicals", "Fish,
Asute Toxicity:-Test", @&atea\and adopted wersion of July 17, 1992

GLP [ WVes (certifie@laboritory) & O o

) O o
YT e & e

Material aeth S: @Q \\ N S @

A\ SRS %§ ) @S@ @
Test it@ Iprovalicath 9.0 WG @'Fol 56\§§ﬂ content: Iprovalicarb 10.0% / Folpet 55.4%,
specification: (bateh' no %37&004%( Oé} development-no.: 3000244654), rainbow trout

(Ort&%lfhynchus mykiss, %nog@éy length §5 cm, mean body weight 2.1 g), 10 fish per test
concentration WS exposed Q@% hgynder static test conditions to nominal concentrations of 0.0313,

0.0625, 0.12580.25 ahd 0.5@%hg tgstitem f%
@ e g@ aghiten

Finding@ 59 @© § ©
Acute@cit@ ﬁsl%base@n nominal concentrations)

N
Téé\tjiter(é@ @ Iprovalicarb 9.0 WG + Folpet 56.3
Test @ct Rainbow Trout (Oncorhynchus mykiss)
Exposure 96h, static
minimum concentration causing 100% | 0.125 mg test item /L
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mortality (96 h) §f S
LCso (96h) 0.088 mg test item / L N @@
95%C.L) (0.063 —0.125) > J@ S
NOLEC* (96h) 0.0625 mg test item / L %Q S B
*no-observed-lethal-effect concentration (NOLEC) % § @Q\ %
Observations: © R y;\ o é\g

Q) Q\ @ @

&
There were neither adverse effects nor any mortahg{ in the cont@group The no-o Ved@§fe%i©
concentration (NOEC) was 0.0313 mg test item / D Up to ﬁve@sh showed @ following ¢Fansie@

symptoms at 0.0625 mg test item / L: Remal or unu§ or@%berlo@ at @ wager sur@e

showed labored respiration, were inactive or dlS ed abno ly LQV actl@vy 6 \% §

-

@ @ % & b@ KN

IITA 10.2.2.2  Acute toxicity (24 8@%8 h) f6r D ]qﬁm%%ef%ablyphm@ ma@a @§
Report: KIIIA 10.2.2.2/013 pis O O O & ©§
Title: zzz‘fajoxicity i@ﬁrog%hcarb@O Wg?&g@et %@)) to @r ﬂ@ (Dq@lmm
Document No: M- 078438@9)1ﬁ (&i@ort @ DM 22(&@ A @U @\J .
Guidelines: OECD @ﬁ and EPA K4ERA 729 8 . @ o ¥ 0O
GLP Yes (gertifiedJaboratpry) @ O < N L9

o = ((@ & > @

S S v o RS
Material and metho < 9 > - i .
UK & § @Q S & o

Iprovalicarb 9. 0§ @&Fol &%6 Fa.s. %gonte%QO @% Ip@bv %@; 55.4 % Folpet, FI-No.:
07373/0048(0(@ r@le No.: OO§5394@ y Lﬁag .i §gna*@st instars < 24 h old, 3 x 10
animals per c@me tlonkﬂ@a statlc tes%syste@were@ pos& for 48 h to nominal concentrations of
0, 0.10, 0. % 0.48, 1.1,2.3, 5@%@3n(@mg @mula@n/L@\/Ieas@'d concentrations of the a.s. were

100 to /@)% (on ave@e 10 0) of m@al durl@thls& dy
\ @ o S
Findings: @ % & @
% @ & §
Toxicity to rfl (ba & onrQ inal &dnce @tl ns
%@e it % safritions

@ @ @

/@ Test sulz@ance(@@ @' & Iprevalicarb 9.0 WG & Folpet 56.3
Testobject, N g .9 Daphnia magna

b o § N Q\g \)@ mg formulation/L

o, Exposure &\@ @ &U24 h, static 48 h, static

A BG & O R 79 1.6

(95% cg\gﬁdeq@hms) 7 49-13 1.2-23
@ Q O @
Obsery; 10@ S §
Stat@:calllgm nt wumobilisation occurred in concentrations > 2.3 mg formulation/L after 24
ho S. &’\:s er 48 hours statistically significant immobilisation occurred at concentrations
>0. 22 formulatlon/L. There was no concentration causing 100 % immobility. Highest
1mmob111tles were 93 % after 48 hours. Abnormal behaviour or appearance of symptoms were not

observable at concentrations which showed no significant immobilisation
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IITA 10.2.2.3  Effects on algal growth and growth rate 5 @\ §
N 8\@ [r\\®
Report: KA 10.2.2.3/01; || 2002 © & D
D
Title: Toxicity of Iprovalicarb WG 9 & Folpet 56.3 to Pse@zrchneneﬂ{@ubc@zmt%
(formerly Selenastrum capricornut n a 72-hoygalgal growthsig 1b1§§°1 test
Document No: M-065958-01-1 (Report No: 844711 Q @U %Q) A §
Guidelines: OECD 201 Directive 92/69/EE§@5‘.3 N Q Q A
GLP Yes (certified laboratory) /\@% NS @ S > S
Y% o N 7
RGN LN
£ & S & 1 @6 SN
Materials and methods: Q @ N $ v @y
o O @Y @ S % &’
AN
Test item: Iprovalicarb WG 9 & Folpe§%6 3N%nte&s of ddtive %regh@ts Folpet (ENT 39)
55.4%, Iprovalicarb (SZX 0722) 10.0%: speCificatioft Batch n @/37;@@48 ): @f%’x. neS 6124-
00; Pseudokirchneriella subcapitat@®)was %«pose@und&ﬁtan@o rrin ultu@) for 72
hours. The following nominal tes@Qtem concel%ratlonbwere @ 2, Q@ 2 , 32.2%md 100 mg
formulation/L. Calculations agg, based”on ®m1 r«a;. rat s of Ghe ul t1 on. Measured
concentrations of the a.s. w @4 to 100 %@f nommal duﬁng t&@ udy@ @
N
@) @ @ N @»)
Findings and observatﬂm@g ) § NS v\ﬁ N @y\’
e & ¥ 0 O
A N
Effects on algal average gro@h I 4 (@lts b@d m@@minal@est ifém corfeentrations):
K Q&7 @
: -
Te@%em m& %& @\@ S Iprov@arb(?% 9 & Folpet 56.3
F/"%" est syg@’m & A\@ @@ Psez%okz}%%zeriella subcapitata
@ Exposure & $ @U S 17 & 72h, static
A\ @ &2 \© :
@\) & éﬁ @) /«;&/\ S Bidmass Growth rate
o v <
ECs¢0-72 hurs) &7 LY 100
[ﬁfor 10@ @ Q 9O &4
N
x west %56@ Z@t con@traggy @@ 39 39
=0-72 hours LOE, fofmulafion/L
@ Highest fed condentration \&%out@fects
a§ 1.0 1.0
& lon N@EC) fing fo&nau@m

@
Growth rate ref&ted aLue pref@red ause the validity criteria according to exponential growth
A

are fulfille @
%@ & s

Q
@ <
Conclu@on O
¥ S &
T %E,CS r the @G @nulatlon of Folpet + Iprovalicarb was 16 mg product/L and the E.Cso value
was > %}g product/L
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ITITA 10.2.2.4 Marine or estuarine organisms acute toxicity LCso/ECso D
According to the current data requirements, no studies on marine or estuarine organisms are nssary@§
The potential risk for these organisms is covered by the aquatic risk asse@ent providéd in @gs
. I NRN
dossier. °
< L o
R O ¢

< > O N &

IITA 10.2.2.5  Marine sediment invertebrates, agute toxicityd.Cso/ECso ¢ Q\ @ @
C 5 e S

According to the current data requirements, no studi (z}' marine O&Qmarme or%msms@re ne§sark

The potential risk for these organisms is covered\by the aqua@ ri%ﬁssegment @rovide@ in @@
dossier. @

@
%\ v 6\ °\% ‘§
< N
. @ A O Y
II1IA 10.2.3 Microcosm or mesoc%mbs@y Q> © @’ @&

NN WD < )
No microcosm or mesocosm studiesere o@rfom@ Wit@@he &rmu 91 p ct.\;@ased§ the
toxicity data and application rate @Q e &%duct@ae ri@asseg%ment@ih’ ER@Icu ns) presented
me

N
@
MEEERN
&@@&
@

%,

above indicates acceptable risk touatic ®rganisms. Tﬁ%refo%; mic(r@@@@os sm@%dies with

the formulated product are not %Se eg\g F@CGS%@. @6 @) @ ©© © S

R N

& AN

1A 10.2.4 Residu@@dat ﬁsﬁiorm)@j < @ 9
: "~ S o &Y O 9

Iprovalicarb: N % Q @ . % @

The steady state bi cen@tio@ctor@)r ip@alica@\in a @bor@y s‘%}y with Bluegill sunfish

was determined t in &@ rané%f @-1 1.4 (meamT0, sg%nngx 11, chapter 8.2.6). Iprovalicarb is

bio-concentrated vers\rapidl§s by Q{Blueg' sun@sﬁi. When Q‘;’-& surg_‘ceases, the radioactivity is

depurated veryyquickly withQi half$fe ofiless tl@[ ha dayddit@qally, it was considered that the

BCFS c.)botaﬁﬁ@ed may ha?\g bee&ﬁ@/ere&%ﬁate@be.cau@ all@alcul@ns referred to tot.al radioactivity

(includ ﬁ)arent co nd me@ohtes). Th@/as @ﬁm@ by a residue analysis. The BCF for

the parent compon W&&le ﬁ%vwas @mg as@{\/A (a@d@ﬁonal submission to All, point 8.2.6).

v
Folpet 2 ©® § @@’ °©\% ©© @@
Folpet does®® acc@mulai@g% f{’h% The\gveral%&CF éalue was 56 (whole fish) (see EFSA Scientific

o,

Report forKolpet, Appendix 1 of oint). @
]:% . @ § @ @ o\v\a
> N AL
IMA10.2.5 &o&sﬁ%xi ity data>
(& NS

. : . <© :
Chronic studieg,*with the mulaféd p@duct were not considered necessary, as the relevant
information @ b@gin T m*&gudie@wi h the active ingredient.

X

S
(0)
1A gﬁzs@ Clironiecoxicity (28 day exposure) to juvenile fish
B

Se@$te it profided dinder Point TTIA 10.2.5.
<

IITA 10.2.5.2  Fish early life stage toxicity test
See statement provided under Point I1IA 10.2.5.



Page 35 of 91

Bayer CropScience 2012-05-02

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

& &
IITA 10.2.5.3  Fish life cycle test 5 @\ g
See statement provided under Point IIIA 10.2.5. N &@ @g
N SRS
> O o 2

IITA 10.2.6 Chronic toxicity to aquatic invertébrates @
d

Chronic studies with the formulated product were Yot consi necess%\g as \\,Q r@vanté
information can be obtained from studies with the @e substanc% Q Q @© @Q}

S &
Q'Sb o \@@ - \© &@ @@}
IIIA 10.2.6.1  Chronic toxicity to Daphnia rg@;@gna%&d@g @@’ @6 N 2
See statement provided under Point I1IA 1 %2.6. & @Q Q@ o © ©§ =) I
R & o

& \\ \\ (& x% R
@ o @
IITA 10.2.6.2  Chronic toxici r z&é@pre@nta ke Speeiss o ua@lnﬁs S)
See statement provided under Poi@lHA 192.6."> e ®\ ©§ > NS &9@
9 9
I11A 10.2.6.3 Chronic%xic{y\for @@ept@sent%ﬁive Spe ies@aql@tic ga@ropod
molluses O @@ Y N § : 9
See statement provided u?der@%int I%A 10§ 6@ § &
NS SEPAEES
S & Y S e
§ & O . @
I1IA 10.2.7 S cc&@ula&mn in %quz{m NoR rgeé@rga@sm%
Based on the@orm@n gigen un& qu@’lllz%xl%.2.4@consi<§abl@§fcumulation of residues of the
product an%or met&Bolitesin aqugtic o%anis 1s u ly to @ccu%%,

S v, Ao @
A O@@”@@&@

Oy
7

%
4

Lo
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I11A 10.3 Effects on terrestrial vertebrates other than birds @ ©©
‘@ (g
& S
Toxicity of iprovalicarb to mammals @ S L
A summary of the toxicity of iprovalicarb to mammals is provided in the f&glowmg tabl@Q § %5@
SN
V® Q@ @g} S %@Q @
Table 10.3-1:  Toxicity of iprovalicarb to mammals (sf;%ected studies%@ i Q@ @@@ C O
sl};isi:es Test design Ecotoxicol@l endpoint Q @@f @ &fere@%ce @}
o Y %
v N h(w%
©§§ @@ % @% b@ﬁ% 22110
Rat acute, oral LDso % >@00 S/kgdw M@%
VST N A giAs2101( p
P @ &7 & ] & spln S

@ o,
NS A 199
Two- NOA %©Q Iy Q%i “ .@@bl / S éy 3('\22 K
Rat generation E%Epgd%m" © 20 ~ne ai@gg fewé@, @%j @?OO% 01-1

study @ R (og ga@ « O |1A®6.1/ 1 (EU point 1IA,
< S @ N @Q & S &6 1/01)
Bold letters: endpoints used in risk a$se NN .
old letters: endpoints use égrls ssm§) (God Q 2

\

Metabolites of lprm@icarq@@ 9 @ (&
The parent compo@gé was the m@)r cG@ponen@fo@n all@es1d e stud I85> and the only metabolites
of quantitative @ﬁic&l@e (K}droxymeb@ksz ~N)722 @ éuco@% MOI and M02]) found in
any study We@ete ned @y ver mQ& solui@ qua@tles reg@esent a metabolic pathway also
seen in animals. @ % o @, ©
The malr;%etabohte iffrot al % Wa@p— thyl;@@net%@’mine (PMPA, M10). 1t is highly
unhke]@ﬁat this met@olite @pses a Yis mam@als &ven as toxicity is in the same range as for
the parent compoua@\Howg\ler acu§ d]s% stu .é) ( with M0 has been conducted and a tier 1 risk
assessment will arrigd out mi 00 ¢onversion @friprovalicarb to M10.

%% % @” ng 0@‘5 version 3ip

S s & o
Table 10.3- 2© Tox(%ty (@e 1@@vahc@ met@hte 1@0 to mammals

Test sp@s Test@fge51gq®Q> @ (@cotoﬁmloglcal endpoint Reference
N b @ RN I 996)
\& Ny Lo Q N 25319
Rat acute@ral ADs Q" 300-500 mg pm/kg bw M-000505-01-1
@" SR @ 11A 5.8.1.1/01 (EU
St ﬁ . point ITA, 5.8.1.1/01)

Bold letteri@ndpmgts us@\m r1slgg\ssesﬂ®nt

Tox1§$y of @bet &@-amﬁyals

Aé@mm@of the tox1ci}§ of folpet to mammals is provided in the following table:
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Table 10.3-3:  Toxicity of folpet to mammals (selected studies) @o
o
Tes.t Test design Ecotoxicological endpoint @ Referen@®
species I < ©)
Rat acute, oral LDso > 2000 mg a.s./kg bw 0 (see EFSA<Scientific
Two- % Report@t F o$
Rat generation NOAELreproductlon 140.9 m a.s./kg bw/da)g\g Ap ehdix 1°l§l§ Of &
NOEC 1500 ’s./kg feed @ dpoi @
study R P‘@) g
Bold letters: endpoints used in risk assessment & &(@ y\g\g Q© @@ C&©
@ O
QN Q o & & @) &@
Metabolites of folpet Q) \ @ S

Phthalimide, phthalamic acid and phthalic aéel are@ﬁr&% m@ml@ met@ohtes%f folpet (see
EFSA Scientific Report for Folpet, Appendix 1 11%%0 Jéﬁom @nd t@lr t0x101ty @s a @ted@&
in the acute and long term studies of folpet i haam&%bs Tl@;efo@h mailﬁan risk asses§ment

for folpet adequately addresses risk flpgt@meta@\g@es %© C} @ § ®)
© %

@’ \ RS

Toxicity of the formulated prod%t @@;p ©© @ @ ©© (COIEERAN
The acute oral toxicity of theQ@mul%ed p@uct wis deteﬁsmmea s@dy on rats. é

S
& @Q @& v @ "\@ 9

N IS A
Table 10.3-4:  Mammalian tox%ity data@of tr @ted @u%\\lﬁgovaﬁearb +Folpet WG 65.3
Test species Te@sign @’ @tom@oglca@ldpm O © “Reference
N N @ of| « N 000)
Rat Qacut%\ral & LD% >«§00 Qng/k lﬁ @ § 30395
q 5 % 5 M-026075-01-1
o & K i %" d KIIIA 7.7.1/01
2 @

For m etails refergixce 1s§de t(&mt 10.3. Q&f tl@iﬁoss@\

SHEN S O Ay
N @ S @ é @
Selection of endpointsfyr ri asse@neut& & o

The select1 maahéééndp@gnts Q@lsk -a85ess e@j follows the same principles as described in
detail under point 10.1 for bu*@, Le %ﬁ? SA@?UI(I&@ Document on Risk Assessment for Birds &

Mammgl§(2009). 2 QQ @ @\%
< % F @ &

\ \
Risk Assessme t«\for ma &
& < Q
The risk as @ roc e fo&wﬂd@nammals follows the same principles as described in detail
under p01 tY0.1 @r birdgy’i.e. §E SA Suaidance Document on Risk Assessment for Birds & Mammals

(2009)@ K S

& o &
T@cre ng sl@) b@re the real risk assessment as described in the guidance based on
indica@ species level will be omitted.
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Mammalian generic focal species for Tier 1 risk assessment D

The product Iprovalicarb + Folpet WG 65.3 is intended to be used in grapes with four applications oﬁ§

2.4 kg product/ha corresponding to 0.216 kg iprovalicarb/ha and 1.3512 kg felpet/ha at Bi 15485
with a minimum interval of 10 days. This is an artificial GAP that providé@’ a risk env@ope %@g@he
@)

intended uses. <) . & \25@

. B@ﬁr @
CropScience AG is using a risk envelope approacg for the riské@sessment Zhe r@rese@tiveé

formulation. Within the scope of this supplementagdossier, up @4 applicatiﬁl@ at 1.3<gkg/@9folp&

Folpet is a 3™ party substance procured from

are proposed as a safe use in grapes. This is mu ow the c%cal G@? that %rre@y def@%is
in this crop in the EU, where 10 application&of up dgr 1.6 @ha @%e b;é@’ ap ed;with a@her
parameters such as interval between applicatiohs 0&9@6-113@651; im@cval ng i@ntic&or VerQ%similag.
Therefore, Bayer CropScience AG co%ﬁprs {@15‘[1{ t@r T % fdata ne@&&
wherever appropriate. A folpet-speci% risk\%sess@ntoi& ot c@md ne@Saryxtp deé> the
Annex I listing of iprovalicarb. ©Q gix éﬁ & @ﬁ O >

According to the EFSA GuidancglDocurffént on™Risk %ﬁses%&ent f&ir@% rqa\k&%OO% the

following generic focal species@ave tg\g@ ad@&sed ieisk a@@ess@t, @Q
~ S AN @Q 2 S é
& -
Table 10.3-5:  Relevant geperic lémmasé% fo &species@for Tier 1 rﬁ’@ass@%nt y\?@
Ve, &g SV E
v .9 O N . N .
S S e §5,° 0 ¢
@ S o L @© @ @
S QO NTN N o 9 N
@© ©\ s N @,\ &\ > § ?§
¥ £ O O g P8 e
N N S N
o\@ % @9@ @ @ @ Q@ \@7
A \@Q \@ S \@Q % \©
@ S
§ RENIIAN > é >
2 @ § & QA S~
@ 9O g © o .0 %
QOO O N O D
Yo K &2
3, § FH9 0
& N R N
S N &9
@
Ny v\g @ \@ Q
o & e &
Y AN
@ < Q & ©@
N
& ge
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Shortcut value &,° 6
For long- | For dcute I
Cro Growth stage Generic focal species Representative term RA Kig
P (BBCH) P species @ased on | Kased oty
» RUD | S RUBY
mean > 90¢ N
- w L
Vineyard 10-19 Large hfI'bIVOI'OuS r’r,lammaé Brown ha&s 6.7, > "\(?6.3 S
lagomorph ) @
] Large herbivorous mammal MR &
Vineyard 20-39 “lagomorph” & Brow&re %QS ©§ (1(@' QQ\Q
) Large herbivorous niammal @ . &M Q) @
Vineyard >40 “lagomo rp\;%wé% Brown l}% Q 3\2@& . 8.1(0%
. Small insectivorous’mammal § I "
Vineyard 10-19 “shréy” m@ @mrg@\shrzs% @%\@ N %ﬁ(\,?
. Small insectivotoussnammaf] & o
>
Vineyard >20 K{fmew%@j @ % 01% WQ\ LY K@ 5.4 @&
. Small ivorau marnmal
Vineyard 10-19 h& e L@ S 01111@n VO{—O\ @@-4 & 6§
. Sm@\ﬁerb%gﬁrous r@amm@ﬁ TS
Vineyard 20-39 Bl Q@fmo@le S 36 ¢ 682
. §h§all l@blvor@gs ma@i Y O 0O °
Vineyard >40 T sy S %on%%m volgy 5 .7@0\\ 40.9
. Smaﬁ“omn@@rous mammal @ @)
- B
Vineyard 10-19 @10115@77’& Q Wood Qrgz\g%se 2 4@7 10.3
L@
Vineyard 20-3% 4 Sthall ®HLTQ§S magmal Q%Woogé\fnousgg@ @.9 8.6
D 1” ONEY (©)
Vineyard x@o g Smgj o @g;rl:u am@ v@od nouse 4 2.3 5.2

Bold values: refer@e unl®)ses %l%\f‘))conmtute t:@ wor,st%@se e@sureé{ a sg@és. Subsequent risk
assessments are &Eent@for wotst cas& s only.
By &

@Q © N o @
% Yo as &0
S & & & NN
A @"\@& @%\© %\@
LY EFS sy e 0
& %@%& (S
Q @ - SEEN
o N .U O .0 @
A N
S\ L 4+ 9 @
& Q@" R
@’ 2 Q &@@\
S @ﬂ&@\ O
@%
§\%Q§§@Q
2 Q
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ITIA 10.3.1 Toxicity exposure ratios for terrestrial vertebrates other than birds @ D
- &

Q\ g
Summary of calculated TER values for mammals @b &@ @@
Table 10.3.1-1: Summary of TER values for acute toxicity v (\@ @ &
@ Z
Crop (BBCH) Generic focal species 7. Compound™}> $Vey | TER4 | Refinemest
\Ellrz)e}{z;r)d Large herbivorous mammal “lagomorpy Q@ 16.3 @@43 @ n@\g@ é@
10- 9 KOS
\Ellrz)e}{z;r)d Small insectivorous mammal “sh{&iv” $ @ 7.6&@ > 2800‘ o @
— . Iprovalica S -
Vineyard . Q1 p\ ) X 1O 1 @
(10-19) Small herbivorous mamrﬂna ole . @(@j %\ @4.9 ng% S N
Vineyard . w @ A S ay
Small omnivorous mamr@l ISe 10.307 > 1515 no .
(10-19) el Ly i & @% &
Vineyard . o
Large herbivorous mgmal “la%om@@h” @ % @3 e, 57
Vineyud i AR R it AR
(10_}{9) Small insectivo@m fimal “@éw”@ v § 7§‘9 @ ¢ no
- © . 1035
Vineyard ~ ®\ N> Y
Small herb{%rou amn@ “Vol@ @) @ 9 Gl e no
10-1 i :
\Eit?ey:r)d Small ﬁvoréﬁs m @g“mg@{s\e” §@® @§ - 10 3®C é no
(10-19) LIVO agqmal T T &) o
9 © @Q 3 & o § @ y\’@
o RS NS
Table 10.3.1-2: Summagﬂ of TE@alu@Qfor lo@-ter:i@xw}t@ %% « (©)
Crop (BBCH) |g) ‘Gengfic fo%@speci@} & | Compountl | SVwm |TERLr| Refinement
Vineyard S 7 @
Larg®herbjerous mammahe] 4D oy 67 | 98
oty 5 Ll ol asompi &9 "
\Ellrz)e_%z;r)d@ @J@may\g@sectiV@ous &ammak%%’hrev@ o @ 4.2 163 no
Vin @1 2 QQ L IprOVrb
(Lg ) @mall @bivo@am al “\@e” ﬁ@ \ 434 16 no
6 O
Vineyard 2N 2B S o
(10-19) @)\)Sma{l%)mm ous r@m%ﬁmoug& S 4.7 146.3 no
N ‘O

9 ) &
Conclusion: @cord to @ pge&ed@k a@%sme@? the risk to mammals from the use of the
. . A N °\
roduct in es is dcce le.
P grap BPle s Q & &
& e & Y s
N Y,
MIA103.1.1  AGite toxicityexposire ratio (TER»)
Tierl acute toxicity ex@)sur(}atio @fgmiﬁnals
° N

The tier 1 risk assessmen &@! tgg@l per@med for grapes for an application rate of 4 x 0.216 kg
iprovalicar@ at.%\mmi Hfun

i a&lﬁ)licat@nterval of 10 days.
X ICH

O
N oS
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Table 10.3.1.1- 1: Tier 1 acute TER calculation for mammals Q° @
DDD SIS
Crop Generic focal species [;gigg Appl. rate &)D TERA ,ﬁgger@j
: SVoo | MAFg 4 @\;
bw] [kg/ha] & &
Iprovalicarb 7 \)Q @ %
Large herbivorous mammal w\ﬁ XU 9 L
agomorp V ) H } @ @
Small insectivorous mammal @Q @ N é\ﬁ é
“shrew” @} 7'& 22©4\\59 > Q% Q
Grapes - >5000 K™ 0.216 S 1.5 ¢y 10 @
S R S
Small herbivorous mammal 819 <) 22 6.5 §> 18 &
“vole” Qg Q) & @ : % @@
Small omnivorous mammal ' ) N Xy Ry & S
Cmouse” o @ V@\g 5%?3 G @ ; §1SQl )
R RN N S @
Large herbivorous mamma \\ @ &\j | & N @7
“lagomorph” & (Eix @&g Q\ % é)\? @ > ©
Small insectivorous matg\hljal 79N LY S @7 E? @\ ) 12&@
Grapes shrew % 3y 216 &5 £ T
P Small herbivoro mr,n\aﬁlN § ' &@ @ 9 @% 5 | &1
“vole¥ | @@ N @ = 1©
Small omnw@yus m@mal § @ v 163 @ 1.9 91
“freuse” § SN S 43 %,

(Zy
D) @) —©O N )
S & &2 O N o o
All TER values :;§mve the tri O@for acute exp sur@Accor@ngly %1 unacceptable acute risk

N
to mammals fro &of tl@produ&aaccoxhng t@@le u@atte@» can{?excluded
é@ @K o & P Sy £

Acute rlsk@ssessment@r ma& a@mm@ cont%m@d w\a@r

For fuf@r details, r@erenc@ﬁ made to Reint 1@§ 1 (*fﬁathls d9ssier. However, according to EFSA
Guidance Docum ﬁor Bu\ds a@Maﬁ@als $09) “anlike “%r birds the scenario of pools formed in

leaf axils is not@g a for The@ ore the risk\ssessment for mammals is limited to the
scenario of pu@lles 6@ s thq g@@und @fer a icatiéay.
The acute rﬁ? from wat ﬁles 4@ ed@gn thd 011 surface of a field when a (heavy) rainfall
event fo s the app@atlolg a p@ icidg f0 a &gpp or bare soil is covered by the long-term risk
assessment under P@i 10 o«f\hls doQ @
> @

S S Q
A 10.3.1.2&@“3110 toxicity e@osure ratio (TERsT)
Not require@ndeﬁDlrec 1/4%7\21/E @

N
o5 P S
S D e .

II1A 19.3.13~ l@g -term toxicity exposure ratio (TERLT)

S P w

¢ §

Tier lroductive/long-term toxicity exposure ratio for mammals

The tier 1 risk assessment has been performed for grapes for an application rate of 4 x 0.216 kg
iprovalicarb/ha at a minimum application interval of 10 days.
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Table 10.3.1.3- 1: Tier 1 long-term TER calculation for mammals Q°
NO(A)EL DDD A8 4
Crop Generic focal species [mg//kg Appl. Rate SVe | MAFw @ DDD TE]%%\; Tr&g@j
bw/d] [kg/ha] & Ol
Iprovalicarb e Q D
. O ¢ 2
Large h‘e‘:rbworous Tammal @ 6.7 &% 1 %ig 08 é%
lagomorph V @ o N @
Small insectivorous 49 ©Q %@g 9 \23 K Q
mammal “shrew” g q Q S LN
Grapes : 146.3 %@216 o 19,05 &
Small herbivorous mammal 34 ) Q 9@§ N
P Py i
Small omnivorous mammal &S 9’ > N > ~
“mouse” S @ é\’ 47 @@ (@ ! 0& 146& L °
“@ g X ©
% ° N % < @@

N
All TER values are above the trigger @£ 5 for\the l@g-ter@pr(@are. Qord@]y a&unace§able
acute risk to mammals from the use @he &%duct@cor to use @e be clude@

& N SR @
N o b & O F 5 T
Long-term risk assessment ma@%’lals d@;kil@ﬂcon&@nn@ wég@ter (S é%

For further details, reference% m e to }§ﬁ1t 1@& 1 of @his dossier. @ @2 &
o X
\ & % R @ @
Table 10.3.1.3- 2: Evaluation o %enti@ conce@l for@ 0S Q’la kin water @ammals escape
sation offpo SN o A (escap

claiis¢) C @ & S
eS| Amication | NoCOEE ,ga;% @@@ j;;:gf
Compound %&te ““MAF S[mg ds/ ( 1ez ra*r\g Conclusion
§© [L D [g 46hal @’ | S ¥ )/ No concern
O > g @4 NQ{A)ELD if ratio
Iprovalicafp 113.9 g\ﬁ% x 19 @6 39 @ 28¢ <50 No concern
S g & < S o ©
This e§ua‘uon cs ihat theisk @ ma?gjmlalsqirom d&ﬁakmg water that may contain residues

from the use of thedproduct is table: @’ @
R 3 N
S & ©\ S ®
IITA 10.3, 2© E%ec@n @rest@ Ver@ﬁ)raé? other than birds

IITA 1(<3:2.1 Ac@ ora@)xm@y of@e préj?‘aratlon

The #indings of an, : \{gu‘[e &yll st@r W1® the@rmulatlon with rat are summarised in the following
table: @ @\

@° N @ <
oo &S
Table 10.3%\@ 1 :B@lma i toxzi,gty d the formulated product Iprovalicarb + Folpet WG 65.3
SN
Testg@@:ies Ul est de\jksjlgn ©\y Ecotoxicological endpoint Reference

o S I )

S
Srai | & 30395
Q Ra@ acute, @ LDso >2500 mg/kg bw M-026075-01-1

©® KIIIA 7.7.1/01

A comparison of the acute endpoints of the formulation Iprovalicarb + Folpet WG 65.3 derived from a
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study on rats with calculated theoretical endpoints (calculated according to Finney’s formula GIEAP, >

1990) is shown in Table 10.3.2.1- 2. @\ @§
o @ @
Table 10.3.2.1- 2: Comparison of acute toxicity: active ingredients vs. formulatlon@@@ S <
. iprovalicarb 9% + folpet 56.3% Iprovalicarb + Folpet WG 6&@\
Species S
Calculated [mg product/kg] - Stu%@sults [mg p@%etﬂ(@ M
Mammal (Rat) 3339 ! S @ LDsy>25p0 \ d @
1 based on: iprovalicarb — LDso > 5000 mg/kg bw; folpet — LDso > 2000 r@@g bw @ é\a é
@ & & & 9

The comparison of results of this testing with sults of mlxed @mty @lculé@n a cordlr@to

Finney showed that the preparation can be expec d to be ng@norg% toxic t]@n on@s actl% 1ng£@ient

content base. Q @ ?”\9
Thus a risk assessment based on the pro%:t W not@ ang@@tje co@clus&n derl@d f@he@wk
assessment based on the individual actl@%ubs%ﬁces Q@;}% is t}@efor&o 1t,te@ é\g §

’ N O
&g & e,
IITA 10.3.2.2  Acceptance ogalt g@ﬁnul& 08%3%@%(6@ N

& 2 S S
Not applicable for spray appl%@on @ @j@ @ @Q D &

1A 10.3.2.3 Effects@fsec%cﬁda@E@p gﬁn v < & %@
ts (I®

R
The octanol/water paél;\tgltlon @ffm@f @for @@ovaigcarb have be@} determined as 3.18

(Diastereomer Ag .20 @as@ome@%) s@r§carb beé%alua&g% for potential effects of

secondary poisoni Iémma\’f orﬁallQlease er tcg§4A lgl 9. @
S D N

Q
Risk assessn@lt foel@j@loa&ﬂc@nula@)n and food}hal@eha r f@ mammals

The risk Q%)essment pr@gedu@f @man@mls (@0%@16 %% principles as described in detail
under /@nt 10.1.9 for blr@ 1.e. %Guld@ce D@cume@ on Risk Assessment for Birds &
Mammals (2009) @@& < & O @%\ oD

% & & &

‘6 neru@%al c1§s\ for T1®\1 rls®©asses@h©ent
\
Accordinggo the EFSA ®1da§ R1s@§ssessment for Birds and Mammals (2009) the

follown@enerlc foca%pem@ ave @ be @lressﬁa@in the Tier 1 risk assessment.

N
%, @ S
Table 10.3.2.3- 1: Mamm n ge(p ic foc@spet@% for the Tier 1 risk assessment of secondary poisoning

Mammalian

Generic fagpal species & };\@dy w%ht Ig] Example FIR/bw
Eartpiyorm eatet @ N Common shrew 1.28
Eish e@ < H000 Otter 0.142
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Long-term TER calculation for earthworm-eating mammals éf >
N
Table 10.3.2.3- 2: Tier 1 long-term TER calculation for earthworm-eating n@mals &@ @@
Compound Iprovalicarb Origin of Aal@uje § @ &
PECyom [mg/kg] 3.064 _ Table 16:.9- 2 o \@ &
DDD calculation: S @ ¢ N @ @
FIR/bw 1.28 Default ol S o
DDD [mg/kg bw/d] 3.2 o < Q| V¥ O %
TERLt calculatiop) R & S © &@
NO(A)EL [mg/kg bw/d] 146.3Q0)° N, %103 &) @
TERLT 37 ¢’ %@ ‘© @ b\% §
Trigger ©) @ v S > oy
Refined risk assessment required? No o @ R D @ @& ¢

Y e N >
. - @90\\\ d OO S
The TER value is above the trigger@f 5 ﬁccogg@glyc \éﬁ una€@eptahle ris ea@qwor@— ating
mammals from the use of the prodico%djng ;&@ie p@se{@ pa@@n cafibe e@ﬁded@)
O § ¢ S 9

9 9
Long-term toxicity exposurtio@%"ﬁsh-e@ﬁng@?am@s @Q o é&
v .
(CEN S T LD
o ) & %Q @ @ o § @ @\y\?@
Table 10.3.2.3- 3: Tier 1 lokig tej% TEl}é@ca culz(l® f% h-e qummals R
Compoulﬁ v {Té\ﬁ vaalic@b w\g\ %ri@%of va@
PECin[m@kg] S [ V0028 © 29 Table 10.429- 3
RN <. DDD calculationg ™ VR
& &
ERbw o o | © 018, & Default
DDD [miglkg®w/d] = 00042 & [ © 9
o D JTE@]cul@’on: v @ o
NO@JEL [mg/kg BW/d] ~> [ & 1463 A ) Q> 1A 103
TER(1° o 36575, R
Triggely” S 7 % o
Refined risk assesgment reljuire Ay Np D

o O & .9 o .0 @
The TER vafde is a@ov R triggdr 0@? Ac@din & an unacceptable risk to fish-eating mammals
from th@ of the pro%lct acﬁn@ th@%posg(%{lse pattern can be excluded.
. NS
D
NI
II1A.10.3.3 %pe@sed@mge orJiel
The risk asse&@gnt ased »the Ve s@stances indicates acceptable acute and long-term risks to
mammals Poiqts 10§1 a% 10@1.3 of this dossier). For this reason and also considering

animal W@fare, @@w\?ﬁ;up@sedé&ge or?%ld study with the preparation was deemed necessary.
Q

N
@ials or other appropriate studies

N
§§9 @§@®§
@ & <

&
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IT1A 10.4 Effects on bees @ @©
Studies on effects on bees are available for the product Iprovalicarb + Folpet %G 65.3 and tl@active@j
substances iprovalicarb and folpet. The results are summarised in the followi&@table. & ©®
D
3 & & o
Table 10.4- 1: Acute toxicity to honey bees ~ R ° .9 A
Test species | Test design | Ecotoxicological e@int @ | Reference A @
Iprovalicarb AR O S D é
@ & s O

acute, 48 h oral LDso > Q ug a.s./bee 9 95 %8 064, N
Honey bee @5 @ | M-06008691-1 & @

acute, 48 h contact | LDsp >0 g @mpr/bees 5 87801 . 5 Q&

@ % ol o, %
S &P N AFEU pitt 11A, 83.1.1/01)

Folpet & ¢ o O 7 & & 4&f

acute, 48 h oral LD@ z@‘?{ Q.
Honey bee acute, 48 h contact |LBsy , “x20 :
Iprovalicarb + Folpet WG 65.3 @v N Ao

D S \\\
Honev bee acute, 48 h oral @ LDso >2
y acute, 48 h con@ct k@o 2
o
& O N N
A 1041  Hazard t'©t@?l§@ G S
4. aza Ql%lens rhees o ©© « TS

Q .
An indication of haz@ (Hazptd @%en@QH) cap be g@sived @corc&g to QN%PPO risk assessment

scheme, by calcu@'{g the rati etwin the %ax@m si@gle %)p ica@n rate (expressed in g or

mL/ha) and the @%es%@@orat@ co@ritaw\?:at and oral g@so (e eg@n p@j@e).
P &0 O ¥ 2 & & @
Qmno and Q%resp. —Q@&ppl%&tion@te [%r m] / 130 or@aj or L contact [pg/bee]
> & & SR
Qu Va]&s can be ca%%ate%%ng\c}ata fr&n’ the\s@wies%erf@ed with each of the active ingredients
and with the fo tion. Qu es 'éer @1 S@e sumed to reflect levels of concern which
trigger higher ticked te@fer iﬁc@d@%n o@he riskito hofigy bees.
Q@ ©© @@ " \@ O\@ (g
The prody Iprovalicarb@ Fo W(@B '@S%ten@% to be used in grapes with four applications of
2400 g %uct/ha corfgspondijig to A6 g@ova@%ﬁrb/ha and 1351.2 g folpet/ha. This application is
worst case and cove@ll o%er G% app@ation{.@
N SN I
. SRS Q
Folpet is a 3™ Pprty substanee~proc@ed _ (-). Bayer
CropScienng is%g?in riska\&velo approach for the risk assessment of the representative
formulatio ith@the pe &fﬁthis lementary dossier, up to 4 applications at 1.35 kg/ha folpet
are pro @d a@% safuse jadprapes. This is much below the critical GAP that - currently
defends ¥ th@rop ei%the KU, where 10 applications of up to 1.6 kg/ha have been approved, with all
othefparantéters speh asqnterval between applications or pre-harvest interval being identical or very
siéﬁlar. ’l@%éfore, Bayer CropScience AG considers it justified to refer to folpet data owned by
. whérgver appropriate. A folpet-specific risk assessment is not considered necessary to defend the
Annex I listing of iprovalicarb.

4
S
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IITA 10.4.1.1  Oral exposure Quo @
Table 10.4.1.1- 1: Hazard quotients for bees — oral exposure N 43
Crop Exposure LDso Application rate | Hazard quotient | Teigger Reﬁ@\ﬂ?)ris@
route [ng/bee] [g/ha] Quo @S asSessmenit
Iprovalicarb + Folpet WG 65.3 N
Grapes | Oral | >213 | 2400 | <113 1 5 .[9 No 2
Iprovalicarb © S
Grapes | oral | >199 | 216 X <Ll | 5057 ] \?No - &
O
| | @ N SR
The hazard quotient for oral exposure is below at%e trigger of@onc%? (Qub < 5Q). Ther&fore, o J
unacceptable risk to bees is expected using the uct accor to ot{@pro%)jd u&%aﬁgf@ @@
SEC A K O W
IIIA 10.4.1.2  Contact exposure Qug > @ <« & O @’ @&
Table 10.4.1.2- 1: Hazard quotients for beég\?— cqn%a%t exppsure &6 &% o © & §
Crop Exposure LDsy~ A@icat ra%’ Hazag&)/ quo@nt gge Refiftdd risk
route [ugi@e S [g/ha] DQued aSgessment
Iprovalicarb + Folpet WG 653 O - N o S N Ly
Grapes | contact |g,>200 7| @240 P A2 O | &0 | No
Iprovalicarb NS R @> e )
Grapes | contact Y] 2200 & @6 o | S<irv” . D 50 | No
9 © N 7

N
’ 9 & AN
The hazard quotient ﬁg\con@ expgsure i eloeon@Qgerqgf concerh (Qfy< 50). Therefore, no
. . . N :
unacceptable risk tg@es is @’pec@us%@the @uctg@cordm@to t@prom}ed use pattern.
@
FOYS T g o&
SN N\ ; N
II1A 10.4.2 .© A@e toxjeity @%th&@’ep&g}tlo 0 be§
& 9 & O |©
INA 10.42,1  AQute oral toxicity, 5 @

>
Repo&@ KI@ 10.@1/01, 5 20@ S)

@

Title: §§ects&§f Folgst + }p@vali%?b W 9 + 5613 % wiw (Acute Contact and Oral) on
oney Bees@pis g@?llife?{@’;.) inthe Laboratory

)

Document No: | M-$02284391-1 ¢€portsNo: 42361033y

Guidelines:) | GECD Giidelifie 213:and 214(1998)

GLP Yes (c%)ﬁiﬁe@abo;é@«ry) & @

ST IR ES
Executive Summ@ % . @ @} @
The 3im of the study wa®to d@mine the effocts of Folpet + Iprovalicarb WG 9 + 56.3% w/w on the
mortality of t&@ﬁo%bee is ifer@ after contact and oral exposure. For the assessment of
contact toxigly, 50 workgtbees per tregiment were exposed for 48 hours to a single dose of 200 pg
product per bee for topidal ap ationa’ a single SuL droplet to the thorax (contact limit test). There
was nrtal'§¢m the study&nd the LDsy (48h) was 200 pg product/bee in the contact toxicity test.
For t@é@assenéogaigg xicity, 5 replicates each consisting of 10 bees in which 50 worker bees
W@Xpo@ for 4% ho@to a single dose of 200 pg product per bee for feeding (oral limit test, value
based @e actual intake of the test item). Mortality was used to determine the endpoints. There was
no mortdlity in the study and the 48-hour LDso was >213 pg a.i./bee. Dimethoate was included as the
referenced item and the contact and oral LDso (48h) values were calculated to be 0.17 and 0.12 pg
a.i./bee, respectively.



Page 47 of 91

Bayer CropScience 2012-05-02

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

Objective: \§ @@6
Honey bees (4. mellifera) can be affected by pesticide residues as a result of igirect contac@ plant
surfaces, via oral intake of contaminated food or water, via inhalation of V&lp@ or by dlrec‘&overs@'
in the course of an application in the field according to normal agricultural practice. If&he p@)sed@
use pattern of Folpet + Iprovalicarb WG 9 + 56.3% w/wééldlcates suchsa,possible ex@@ure @hm@g
n @
&

bees, acute contact and oral toxicity data is necessaryfor the regl®tlon of th@ﬁaest e us

question. This study provides: @

* the acute toxicity levels of the formulated tes%@em and thc‘orrespondm@oxmt@lev&@ of 1@
active ingredients to honeybees; @ % @

* toxicity information comparable to expected remdues fr(@q stahd,ard r@es f@assemenﬁ@the
potential hazard to honey bees; é\ @ w\g@ & @, >

 information to support precautionary label sta@ment@@) g@ o ©§ @ &’

* information to indicate the need for ﬁeg;t er t‘@stmg\&g sepi-fi eld%&; ﬁel&ud;\gﬁs §@

& O L0 N O

Material and methods: @Q %x% é\” Q\ % § %

Test item A WG fo@aulatlo@of Folpet [ rova@@arb 56§9A

Specification No.: 1020 & 65&@ @‘J@ @6 @® &

TOX-No.: ToXes081:00; & @Q @ &

Batch ID.: EM20002600; &° & 2

content of a.s. (analysedo):\@ leet 54 &0 oW Lprovmﬁarb%@xZX g%Z) 9.00 Y%w/w

date ted s1 1 20@«1 BCS- -FT @alysm & Services,
v\aD @ N
o D- N @ A
@

Reference Item @ S) § ©© @
Name \glmeﬁgoatc?{roduet\\ AN

Batch No.: @© @6181@ Q ‘”\9 S § v
Formulatio% © Pé%fekt}@n E% i 1 ]@§
Active 1@gedlent/cont@tw at

@

Test Species Q\ & é’ @ &,\ é& Ry
Honeybees (Api@?ellzfe%z cal@a) ale WO ker bees c@cted from local hives.
o O : @ ©\
Test Design’® ™ © @ O @\ @
Folpet Jﬁgovahcarh WG 9 §6 3 W @rov&arh (SZX 0722) 9.00 % w/w, folpet (SR-407)
54.9 % @¥'w analytw%%) Spégification: B@l %% EM20002600; under laboratory conditions Apis
mellifera (50 Work@%eﬁ{ dos@wer@%pos’eg for 48 hours to a single dose of 213.0 pg product per
bee Yor feeding (oral v b@d on a %1 intake of the test item) and for topical application

(contact) with a®ingle dose o OO.@ progijet per bee.
S Q° %

Test Conggt<§ o ©® 2o v

Tempe@‘ 5@ rel%ve@ l@udlty 38% - 58%; darkness (except during observation)

SR
V%ﬁ%@%y C@%na (o @
Th C(ﬁ mortality should not exceed 10% at test end.

The 241 Ds) of the reference item (dimethoate) should be within the range of 0.10 - 0.30 ug a.i./bee
(contact test) and 0.10 - 0.35 ug a.i./bee (oral test)
The following table summarises the validity of the study:
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LD
Control Mortality: Contact Test \K §
CO,/water control: 0.0 % S @ S
Oral Test @,Q AN RS
Water/sugar control: 0.0 % NS %
) > .9
LDso of Reference Item (24 | Contact Test: A 0.17 pgiani./bee N Q
hrs): Oral Test: X 0.12@gaibee 5 & @ &@
Validity of the Tests: The contact and oral test are conmdere@%{dhd as the @Qg%tprol alit§ C:§©
in each case was < 1{% and the L %alues obtal&@wnh the @
N
reference item (diffithoate), were withi reqlf%d ra@es & )
. RS R,
- AN %@J @6 NN
Findings: Q @ @§’ @j& @ @, < AN
Toxicity to Honey Bees; laboratory test @n @& Q & @&
Test Item 7 @%@et%&})rova@arh ®9 + @3 %wgw §
Test object f(@w %\ ‘K\n ° >pis gg@iferg& @ N O
)
Application rate pg produc];/@e m Z]\\ﬁ S @ @U 20Q§§ & G
N VO e T
Exposure roral ar s on) 9 & 7
@ A solu@ in Adhbdsit @@ %o Ywater)
N N
LDs, pg product/bee. & >213.0 D7 osa90 O
X (76 N4
S PN
Observations S § NoQ° N X

At the end of the contaet tog@y &@(48 h@lrs @@@ %@maﬂ@ there was’Q%% mortality at 200.0
ug product/bee. Noghortality occarred @46 condrol er +.0.5 % ha51t)

In the oral toxicit@test the maximum Heminal test J{ 1 of lpe éklpr ficarb WG 9 + 56.3 % w/w
(200 pg produ@ )&TGS o%dedq‘%g an @al fake § pro?&uct/bee This dose level led to
no mortality @er 4 ours%éo mo%hty%ecurréd in thesContrd) (50 ‘@sugar solution).

No test 1ter§ﬁnduced bel;g%wour%@@ffe @/ere @%ewe@t an@tlme\ @7

O X )
&@ o .9 & @Q SIS
Conclusion Q\ &\ %G . SO
The toxicity of Felpet + Iprov. rb W&G 9 @6 3‘V®W/ yas tested in both an acute contact and an
oral toxicity testn h@ b @iﬁS «"“ 0.0 pg product/bee in the contact toxicity
test. The L%@S h@ as > (‘.) % t/beg (@1 toxicity test.
P
IITA 1@2.2 Ac@ corftact to%ut&y@ %
A

Please.refer to poi i 2y @ \

ea\ refer 0pom§ou@§% @\ Q @

N

IITA 10.4.3@ {ﬁkcts be@sgof r@s ues on crops
In view ofy ﬁ@lngs&or‘t@ﬂndeﬁo 4.1 and 10.4.2, and based on the requirements of Directive
%)
EC ex%l P(@ 0), no further studies are required. The Quc value is <50.
@’
II%& 1 Cage tests

Please refer to point Point 10.4.3.
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ITIA 10.4.5 Field tests @ D
Please refer to point Point 10.4.3. Q\ 6§
& e
@ S8
ITIA 10.4.6 Investigation of special effects N @@ N %
Please refer to point Point 10.4.3. ©) g*’ & "\@ é\’
e @ & S O @
A S -
ITIA 10.4.6.1  Larval toxicity %@ Q& &© R ©© @g}
Please refer to point Point 10.4.3. QO?(@ N L @@) ) & & @}
RN - W SIS
@%& © %Q g% @7 IS S
IITA 10.4.6.2 Long residual effects @% @Q Q@ o v ©§ = &
, , = N\ AN < @j @
Please refer to point Point 10.4.3. g*? N N &6 & \© ég %, §
NG I
IIIA 10.4.6.3 Disorienting @fects S bees _ S S @Q NN
o o © O § O 9 O
Please refer to point Point 10.4@;, %, v S @ @ (& @© %
N AN s o
. & Kz
N QS @ S \@
IITA 10.4.7 Tunn&f@ests -©effe@§ of ding on c&tanﬁﬁte@on%&(ﬁw or flowers
Please refer to point Paint 19@@%. o O 6@ RN O
@Q & e & 5 O
§ . O X Q @
&y TS §@§@§§
& £ .0 O « %’ & @
AN . & O
% - N &
S & & & NN
AS O\@ L SR O
>y O Q
§ RN > & >
2 @ § > ~ LS
o O ¢ .09 o O @
QOO O N O D
O K &2 o
=) N @% W2 %
@’ o\@ 9 L S
2 < S) @ @§ D
S ¥ & Q
@" N >
R ) N
& o &
& &EF
S
VSRS
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I11IA 10.5 Effects on arthropods other than bees ° @

Toxicity tests on non-target arthropods have been carried out with Iprovalicarb + Folpet WG 3 Oﬂ@ﬁ
the two indicator species Typhlodromus pyri and Aphidius rhopalosiphi. F@er studies I@Ve b@y
conducted on two additional species, Coccinella septempunctata and Chrysofeérla carnea. A suBymary

of the results is provided in Table 10.5- 1. % § § ©
@ < SN &
Table 10.5- 1: Iprovalicarb & Folpet WP 65.3: Ec0t0x1col(Ycal endp01n@$for arthropq@oth@ang S &@
Test species, Tested Formulation, study | Eegtoxicological @ﬁlpomt %, Q ©© S
Dossier-file-No., type, exposure %@ Q& . &© Q) @
reference aq 9 & & g N
Aphidius rhopalosiphi | IPV + FLP WG 65.3 9 RN N\ %Lg Q&
M-065136-01-1 Laboratory, glass plates & Corr. Medtality 1%)] Egct O@eprd&uction 9]
Rep.No: 20021105/01- 0.725 kg prod@la @ é\ﬁO @j& b@’ > 3&1 %
NLAp 1050 kg prdd./ha @ \@ 17.5Q A o B3 @7 @&
-.; 2002 Y > S)
KIIIA 10.5.1/01 @ N g\;;@\ , &6 S S oé\g D (§
Aphidius rhopalosiphi | IPV + FLP W 3 50 prodgdal: 1
M-071277-02-1 Extended 13&%05& on’sy *OE;@%O d@d §Mff on &e {@ncy rel.
Rep.No: 14871002 potted barlé%pla & @/Iort [%&@\ep o&" tion @ tNontrol [%]
@325 kgprodfba | S @: Q r@u.l@@ o -196%
- 2003 %@) 725%g pred,/ha T 67 @ e 706 Q° -18.84
KIIIA 10.5.2/01 1.8Q, kg d/h@% @ 533% N i@ & -19.64
9 4 800 o0 Gna s 9.2
S 1950 kg proﬁ§ @ @7 v n.a.,;@ 1.5

Aphidius rhopalosiphi <§LPV+ }3\7\{@@5.3 J QQ} N Q & N

M-311332-01-1 Aged resid spn@eposi@ §f
Rep.No.: CW08/04§ tted ¢ plants & Y Ot o Kffect on Repellency rel.
S M 1

2008 ¢ Rppl of{i} kg prod. /ha\ ¥ orpity [ Reproduction [%] to control [%]
KIIIA 1()5,3/()@@ iem s agegNor 0 @ ;N @ 0 3.6 2.6 n.sign.
Res;@ues aged for 7 f@ QS 3.0 @ n.a. 8.7 n.sign.
Y @ @

Aphidius i;h@alosiphi 1PV + F§ G "
ep051ts on

M-3916 1-1 Qemi- SEERN
Rep.Nd-xS10-02746 Jbarle DEffecton R@Qduction [%]

. 2010 V5. 1<1gg pro = \ & 2
KIIA 10.5.3/02 © >
Typhlodromus pyri® PV + T’ Y S S
M-066828- O @Q%bory, 1\‘@5\ o\@ Cor@jMortahty [%] Effect on Reproduction [%]
Rep.No.: 2002F105/013 69 od i | O 2.1 18.6
NLTp Q é“gprqd i) @ -1.08 14.2
$2002 . @9
KIIA 10.5.1/02 Q) N A @
T yp@romus pyri N IP@FL&WG 6 LDso [kg prod./ha]: > 8.5
M-296923-01-1 __  |E®endeiab., spray d@@m
Rep.No.: CW 0&@6 ond ed b@an lea@ Corr. Mortality [%]  Effect on Reproduction [%]
I \% 0.5% kggrod./ha -1.1B 11.2
KIITA 10.5&% R © 4015 kgprod./ha -898B -19.1¢
@ o |9 ©§.062 kg prod./ha 448 13.4
&S Al «@74.186 kgprod./ha -8.98 12.1
& O &) w85 kgprod/ha 1.1 8.4
& U@
N

&



Bayer CropScience

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

Page 51 of 91
2012-05-02

Test species, Tested Formulation, study | Ecotoxicological Endpoint ° @
Dossier-file-No., type, exposure . @ S
reference @\E g
Typhlodromus pyri IPV + FLP WG 65.3 @Q} @ @
M-073796-01-1 Aged residues, spray deposits (3 S . N
Rep.No.: 02 10 48 057 | on potted wine plants, 1 appl. & @\ o
2002 of 5.42 kg prod./ha Corr, Mortality [%] s@%fect on Rep@@lctio@/o] R
KIIIA 10.5.3/03 Residues aged for 0 days: 48.5 @& . \\ @Q
Residues aged for 7 days: V 14.0 Q @ 2 § %, &
Residues aged for 14 days: & 1.0 O g)\g 058 f\Q @ o
e [DLNS, g
y @ ) @
M-295911-01-1 on detached bean leaves % Corr Mo@ﬁy [“’ @mle gs/F emafc/Day>
Rep.No.: CW 07/065 Control & RS RS Q 13.9% RS
005 05  kgprodtha (P 14 > U7 Y N
KIIIA 10.5.2/03 1.015 kg pedd./ha @ @ 349 S @5 @’ @&
2062 kgprod.ha> | > 109 &% Qw162 S
4186 kgprodha' | @ -103° Q7 > 19 S
8.5 Ruprodvha & 0.0 2 < (@
Chrysoperla carnea IPV + FLP \K(\:T\J 653Q7  °~J|LDsitkg pm@%a]:@%@j N § %@
M-295914-01-1 Extended lé@, spray depogits | & Q @Q & N
Rep.No.: CW07/066 on detacligd beanJéaves @7 Corr. rtality %) E@/Fe /D% Hatching [%]
2008 Codl "~ Tl @Y g 1M o T3
KIIIA 10.5.2/04 " 0.5 ke od./hs | g 298 7 @03 o 68.1
.9 185 kgﬁ%d/ ; 298 OV 122 71.6
S 062 kgprodd |y S w1 79.1
N N .lﬁ@g proha & 7 B& N 243 70
S s kg medmal] & 29 O &l3 74.5
A: A negative value i@;{cat highdpercentage of wasps@%d opPlants n the treggtment than in the control.
B: A negative Vah@%dic a hi&h%r mortality E%%’ln théssontrokipian in @e treaifient.
C: A negative \@ ind'@es a @gher répoduct@’l rate:in'the l@atmen@an in the control.
n.a.: not assess N . 9 Q Q @
n.sign: not stégistically sigr%gglcant %&ﬁ@) levé% & v @ @
N AN
A & & o § &9
SIS Y
Risk assessmen@ﬁoce ures @ @7&9 'S S

The risk asseggment & p@m@e@acc@ing t®Gui

N : .
d@ice Document on Terrestrial Ecotoxicology

(SANCO/ 10%@9/200 ) a@to i’e~ Gu@nce @\ocut on regulatory testing and risk assessment

procedu@or plant %otec pr
2000°) S

ts @g nen-target arthropods (ESCORT 2, Candolfi et al.
N
Q

Q .
As {%Ea from Tier2 test @lable for the product the Tier 1 risk assessment was
skipped and a ’l'@ex 2 risk asse&@ﬁent@as conducted.

S <
Potential @su&} S & ©@

s@on the use pattern as given in Table 10- 1. Iprovalicarb + Folpet WG

The ex@tre §§ario 0 ba@

&S

s @ @ . . .

®olﬁé@al.: Gu1dance§ocument on regulatory testing and risk assessment procedures for plant protection
products@ith non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target
Arthropod Regulatory Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication
August 2001

N
@@r 4\s6§ecie
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65.3 is intended to be applied four times with an application rate of 2.4 kg product/ha in grapes. g)‘hs S
application is worst case and covers all other GAP applications.

S
According to ESCORT?2 and the Terrestrial Guidance Document the exposur@ calculated &s@ . @g
in-field: Application rate x MAF x 0.5 * § @\ &
off-field: Application rate x MAF x (drift factor / VJ@ X correctio&“ﬁactor v;\ c\@ é\a
X Q@ @@ Q\ v\g@ &@

e Application rate: 2.4 kg product/ha (grapes) < &© ?”\9 Q @Q ©

e Drift factor=  6.71% (74" percentile for t&yr applicatiofis in g%apes @ge E%ZORT@ &

e  MAF (multiple application factor) = 2. 70 AN @

RN <
e VDF (vegetation distribution factor ) %10 (@ult valie ag?eco i ende@@y thexl"erres?ﬁ*lal
Guidance Document, to take into %ount @l str@ture ofdhe (@‘»ﬁe @ °

vegetation; it can only be apphe he® @onte tof 2%&:& s s%ms) )

e A correction factor is 1ntend coxf&g unc&@lnty With regard t%%em ens@qty 1§
off-crop scenario. As proposed by%,e G],u@nce@cum& on @Tes‘t Ec@mco@gy

(SANCO/10329/2002) a @&fault value %f? is ged in t@e e@ rlsléﬁses
@ ‘”\g @ (5%
Table 10.5-2: Exposure calcul@%?on for\n fieldorisk assessme%t )

S
&
Crop / no. of applicatio ppl. sate @ CorIK@”actor VL@ Li?f -fiel&PECmax.
. 5 éﬁk@{%& @C (héh crops)st | %, @ Jkg/ha]
2.

Grapes / 4 O 24 o 05@ 7 &) 3.24
ST S @ N
Table 10.5- 3: Corrégyed i})&ﬁ[osure@r of@ld risk assgs%ﬁnent @10
Crop Applicitio A Drift Veg. °k Correction @ offfield Remark
@@; ]K K %}] @str.% 8§f:§ P%Cmax
Q@ O Sfactod)’| & & | @kg/hal
DN N o in case of 2-D study
Grapes «:\ % 2.7,@ 6.2@ fo @ o 0.22 design
. @ O S B in case of 3-D study
Grapes 239\ 27 &g.ﬂ\§ ;@J\ g}\ 58 2.17 desian
@ 9O g © o .0 %
NN I
SRS %Q & @
=) % S @ %
@’ 2 Q N &@ N
¥ N
@" N
PR ) SR
& S @
LS Q

4 Correction factor of 0.5 for the in-field exposure assessment in high crops according to ESCORT2 (see
footnote “a” in legend on page 19 of the ESCORT2 document)
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In-field risk assessment éf >
N Q§
Table 10.5- 4: In-field risk assessment based on study results from Iprovalicarb + Fglpet WG 65.@70@
D
. in-field PECypay | "R 0P ERs0 @Q : Refined
Crop Species [ke prod./ha] [kg Risk acceptable if: ssess ant
g proc. prod./ha] % Q' required? G
Aphidius rhopalosiphi 3.24 >04325 Effecty are < 50% ‘Yes O
Typhlodromus pyri 3.24 8.5 Efféets are < 50%0 | o No, @ @
Grapes : @ &
Coccinella septempunctata 3.24 < >85 Effects are < 50% | & N&» D
Chrysoperla carnea 3.24 & >8.5 SEffectsare <80% | X Ng

- &

o | %ﬁ NN ¢ @?
The higher tier in-field risk assessment for Typhtodromus, C@cmeﬂg and«&hrys@erlcg sndicatethat
no unacceptable adverse effects are to be e@ecte(@ th&%—ﬁel&%’lrea@ a?@pod %eci sy\})’vith a
similar sensitivity as these species. The in-field @k aS@QS’smeQ@f‘or idius rhop@bsip di e°s
that initial effects in the in-field area calgﬁot bi&clu%ﬁa Thezgfore 2 furthé refingment is e

@ NP LS SIS &
> D 2,
Refined in-field risk assessment &©Q % \Q § \@’ §) §‘9 S ©
v
Vg 6 > & 9.8 &

The results of the tier 2 risk ssméit indidited @@ initf@l effecis on @ecie@ith a sensitivity like
Aphidius rhopalosiphi can nag be exc}ude SAS g conse uence,&a@f age\@esi(@be study©c1nd a semi-field
study were performed to dgmonstrate %@ p(§@lal for recovery @p}@s r@%alosiphi, the most
sensitive tested species. > @ S 6@} § LN

RN
An extended labordtory aged residyie stfdy has %e@fﬁ on Aphzdl@ rhopalosiphi (-, 2008;
M-31 1332-01-1(?111 @5.3&)}). n i‘}fis &@y, I@@V&lli + ett&@’} 65.3 was applied once at a
rate of 5.1 kgduc@ on@otted @aiz&g@nts@pra@idu ere@gcd under semi-field conditions.
Bioassays \%th fresh drie%”res}é@@es ar%residfgs agedyfor 7 days refulted in a corrected mortality of 0%
and 3.3?@respectively@epr@ctio@f A. rhopalgsiphi~¥as t%@d in the first bioassay with freshly
dried residues. No og%ative% fegts on %du&tlon were o&@rved. In both bioassays the test item
showed no repelleffect% °\ 6&’ S @
Additionally, a setni-figld study'was %’:?rfor@d ondphidills rhopalosiphi (-, 2010; M-391612-01-
1, KIITA 10@02) @©furt§? assess the&@ect&&@[prgz@ijcarb + Folpet WG 65.3 under more realistic
conditionsgFemales was@we xposed to ey mkants which had been treated with Iprovalicarb +
Folpet @ 65.3 at ap\ @plice@on rat@of S@kg @uct/ha for 48 hours. Afterwards, the reproductive
capa%y of the tredfied V\%ps assg%ed.o adverse effects on the reproduction of Aphidius
rhopalosiphi were obserggd. @\ R §

> & @ A
These two @ies@%a at n%ﬂuna@eptable effects (>50%) on mortality or reproduction of the
most sensitive @cies@@%hidgs rho%@losiphi are to be expected after an application of 5.1 kg
productda. Si th%inten use pattern results in an in-field PECpax of only 3.24 kg product/ha, it
can bg%onc@d nq #nacceptable in-field risk for non-target arthropods has to be expected from
th@e o@rovalicarb 4$olpet WG 65.3 according to the proposed use pattern.

&



B . Page 54 of 91
Bayer CropScience 2012-05-02

Document M-III /Tier 2, Sec. 6, Point 10 - Ecotoxicological Studies of Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

Off-field risk assessment éf >
N <
v
Table 10.5- 5: Off-field risk assessment based on study results from Iprovalicarb +Eolpet WG 6%@
3 D
. off-field |} ReorERs | .. S| Refinedy
Crop Species PECmax [kg prod./hal Risk acceptable if: sessiirent
[kg prod./ha] | '8 Pro¢: Orequired? %
Aphidius rhopalosiphi 2.17 Co0.325 Effetts are < 50% ‘Yes O
Typhlodromus pyri 0.22 > 8.5 Hffects are < 50% | o No_ © @
Grapes : S
Coccinella septempunctata 0.22 >8.5 OFffects are <56% | & N Q
Chrysoperla carnea 022 @ >8.5 N Effectsare 30% | No

> 9 & & &
The off-field PEC is calculated to be 0.22 k for 2D-t® syst\e%ls a@%l %/hzg%)r 3iggest
systems. For Typhlodromus pyri, Coccinell@epte@%unc% : an@%hr@per@amga\the e%re no
effects > 50% neither on mortality nor on repro@@‘tion the &ec‘ce off—ée d e@sur@es. @g;ﬁé
off-field risk assessment for Aphidius r@)}gﬁo@hi in&%ates that in'{?}ﬁ effe@s in the off-ficld a§ can

not be excluded. Therefore, a further @net&?ﬁ&t is n\gede\& %© %\ N é\a ®)

o~ & . & X
A @Q@%@)

Refined off-field risk assessmen@ % © S ®®\ RN
o & T $ @ g S«

For the most sensitive speci@p ia’hs r@alos@hi, effects ox&@epro\c%}:tim%> 50% @ere observed in
an extended laboratory stu@y at rédes e%@edi 169.325 kg proguct/l%,@’vbi@s 10&@ than the off-field
PECnax of 2.17 kg prodt?ct/h r 3D test teher@e, semi-field s@y (-, 2010; M-
391612-01-1, KIITA 4%?5 3/60) W@pﬂf(@ned @s‘[ f@%ffect@[pro@licar@ﬁﬁ Folpet WG 65.3 under
more realistic co ﬁonb%see j&@)}eld@k assessmeut) bo@? In @is stugy, an application of 5.1 kg
product/ha did 1ot 1eo advérse effects (ﬁa}m r@oduc%n rhgg%osiphi. In addition, an aged
residue studyon 4. fropaldiphi , 2Q08; 1@113@01— SR 1114,10.5.3/01) showed that already
in the ﬁfs%bioassay with fre?sf@r dri%i res@es n@advgrse ef@ts on mortality or reproduction

occur‘r@herefore, i @%n b @)ncle@d that at ab%pligf@on r@ of 5.1 kg product/ha, which clearly
dPEC
‘g !
A
@

exceeds the off-fiel @xo 247 kg, § Sngj&eptage off—i%ld risk for non-target arthropods has to
be expected. @@@ N @Q S %@J @) >
e, Y T S e
Conclusion~Q O © N @\
Based on %e provided ris@ass@menan Be concladed that the application of Iprovalicarb + Folpet

WG 65 accordingot\(%he p@posed@lse @te %Ej\\oges not result in unacceptable adverse effects on

NTA.species in the iv:field%r th f—ﬁe@are.
Agpeces n el g igoregs

Ko
@° § D _ -
IIIA 10.5.}&6 E@tz@ ser@@we sc1es already tested, artificial substrates
Report: <> KIIA 10.5.1/01, 2002

&
Title: @@ §) Folpet + Iprovalicarb WG 65.25: Acute Toxicity to the Aphid Parasitoid, Aphidius
v ™ palgsiphi DeStefani Perez (Hymenoptera, Braconidae) in the Laboratory

Documentdyo:  ‘PM-0€5136-01-1 (20021105/01-NLAp)

Guidell@: IOBC guideline Mead-Briggs et al (2000)
GLP: Yes
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Materials and methods: \@ @§©
Folpet + Iprovalicarb WG 65.25 (Batch No. 07373/0048(0046), Article No. 0085539447, Sa@l 0.
TOX05905-00, purity: 9.8 % Iprovalicarb and 55.7 % Folpet was diluted in@ter and applied w@
spray application volume of 200 L water/ha to glass plates at rates equivalent to 0.725 l@pro@t/h

and 10.50 kg product/ha. When dry, the glass plates (length of edges: K@ m) were ug \f%}m %@;
floor and the ceiling (treated surfaces inwards) of shatlow arenas@pto which @ult ps e @
introduced. 10 wasps of equal sex ratio were placed, into each ex@ure unit ( @6 pe@ rea@a%nt) O
Deionized water was applied as control (200 L/h%ﬁond Perfekt@n (content dDa.i.: .5 @@) W@
applied at 0.30 mL product/200 L water/ha ,, xic referenc @men@ ss@men of d@ct
treatment effects were made after 0.5, 2, 24 a d 48 h. § sesSwny n@)act@& the%{ecun&@ of
surviving individuals, 15 females from thé@ontr@i@gm@ and@ (o) gﬁm t§two st substance
treatment groups were taken after 48 h an%:onﬁ 1nd uallzg ver 1d -in este@arle élbants@or

a further 24 h period. The numbers of parasi 1sed\aph1{§%that 0&% was or%d 10 days la§§

The mortality of the toxic standard gro@ was< 00%. @

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

Findings: S G " N
Test substance 9 @ Fol@Jr Ip};@llcaﬁb\WG @5 ©@ \
Test object L N @ © yphtdius rh@}élosz,ghz © )
Exposure N O N @ Glass%lat NS &
Application N \)‘f\/lort@/tjy* @ 48 lg[% @% L ﬁmd@@i‘nummies/female)
Control IS @ |, L 2640
Application rate S @ort @ Caonected rtahtyv QOmumihies/ Reproduction
§ %fter 4@ [%3§ N aftet@t§$D K & fénale relative to the
© & & N & @ @ & control [%)]
0.725 kg producthal |~ © 009 o7 & o8 § @, 16.60® 62.88
10.50 kg product/ha” 17.500) &\ 30 . A 17.60 66.67

* based gpathe number o d organis
(1): St cally mgnlﬁc@fr%‘ti)il dfgent from t ntro@Flsheﬁﬁxact@est p <0.05)
(2): Statistically mgn@Kantly&(?fffere@&from () coms\ﬂ%i (Km@kal “Wallis Test, p <0.05)
O &
Discussion and ?on@ons@ @@7 \% @ @j@
The results o e cdafrol @‘hp n&lcateﬁat te orga isms were in good conditions (0.00 % mortality
and 26.40 ummles/ fem@) resuls of thig toxu@eference group indicate that the test system was
sensitiv %marmful §u@tanc@ mortgflty @0 %)
Statistically 51gn1ﬁ %ts W%gs obs@sed on ortality in the 10.50 kg product/ha treatment group

F olpé?+ Iprovahcg?l“) W §

@ %% gf R

& O
Kt 1@%’11/02, _2002

Repor; @ @
Title: %y @\y ute@g{icity to the Predatory Mite, Typhlodromus pyri SCHEUTEN (Acari,
& hyleseiidae) in the Laboratory

)

Dc}éume,@\lo M-066828-01-1 (20021105/01-NLTp)

Guidefinbs: IOBC (Bliimel et al. 2000)

GLP: Yes
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Materials and methods: \@ @§©
Folpet + Iprovalicarb WG 65.25 (Batch No. 07373/0048(0046), Article No. 0085539447, Sa@l 0.
TOX05905-00, purity: 9.8 % Iprovalicarb and 55.7 % Folpet) was diluted irkﬁater and applied W@d
spray application volume of 200 L water/ha to glass plates at rates equival %nt to 6.9 kg @@duck@ an

10.5 kg product/ha. Deionized water was used as control and Perfekthion’ (analysed.¢ nten@)f &
417.5 g/L) was applied at 12 mL product in 200 L wate as a toxic ré%rence treat@%’nt \
The test units consist of two glass cover slides. They were fixed to@‘ner by me&r@ of twd glags: to\bars @
which were glued on them in the horizontal direct (@ In order t@revent the rfites fr(% es@mg,
non-drying glue gel barrier was set on the glass ﬁt s. The glue b rrléﬁwas @ d@ a s uare a@na
which resulted in an exposure area of approxi @sz’\After@pph@lon Ws]g,en reﬁues
were dry, the glass plates were placed tre g:e up\ ards&on w@ﬁlte@aper “The thln gap
between the two cover slides was filled with wagky by @ﬂla orcesand served @dﬂ@g water
supply. Twenty protonymphs were placeﬁ&iM th\ ine —lﬁ%stle(%}rush @ﬁgo ea@ep{ga‘ce uni ur@@q =

5 per treatment).

Assessments of direct treatment ef@s (r{%tahtg@asse@ents@‘/ere de & d 7 days The

fertility test was conducted with those tr&tmentogro %’wh@ the @rtec ity W@S <50 %.
Fecundity assessments were carried oyf20, 1& @ay Qifer t@@me@y c tlng the number of
eggs and juveniles present #ideachstest %gt and@’eterm;mng c%nulatl r of eggs per
R & @
female. & & 908 @
Corrected mortality in ﬂ&e@oxm @and@? w 7 { For@rtah@ and@pro%@tlon of control and
test groups, see the talgg belo@ & Q 6@ . & . (©)
© e § o 8 & <
Findings: & N N ©© @ @
U NG 9 N
Summarised res@% %ﬁ@e studgg N DN S AN
@ AN RS
@ AN o S e
Test sq&stance @ y\’ & N %olp@@@ Iproxﬁa’fical‘b@WG 65.25
7 [
Tesforganism N g&o\’ j@ ™ o D Oodrom\ugpyri
%E(posure . @ . O I S %glasg\p@)ates

Q\ AN Mop@htylk&@r 9 CixReproﬁ%ction
L )
Apphcatlon@@Q AN &ay S Jo4] %@ _ [e@female]

Contrd® @) @9@ .30 ©\ @) @113

Y S . .. .
N orr mo@ty” 9 Reuctlve performance Reduction in reproduction

Applicati t
PP $1on e c aftr 7 dags'[ %ol oa. %glative to control [%] relative to control [%]
1 Y% S

6.9 K product/ ha * 2.1 & I8 81.4 18.6

10'S kg product/ ka, @ o* \n 85.8 14.2
) Mottality based on the n@ﬁber @dead and mis§ihg organisms
* Negative Value@neans that gﬁ '\v ntrol group was higher as in the test group
Conclusi <§ %

Up to tl O 5 produ@t/ha @phcatlon rate no statistically significant effects neither on mortality nor
on fe dlty rved. The reduction in reproduction was below 19 %.
C ted bel@’f es@pees in all treatment groups was below 6.5 % (escape rate in control was

0 A,)@@
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I11A 10.5.2 Effects on non-target terrestrial arthropods in ext. laboratory tests @ ©©

Report: kiiA 10.5.2/01, || G ; 2002 N S 9
Title: Effects of Folpet + Iprovalicarb WG 65.25 on the Parasito@phidius rhdpalosz@@?
Extended Laboratory Study - Dose Response Test S QA
Document No: M-071277-01-1 (14871002) _ o) RN
Guidelines: IOBC guideline Mead-Briggs et al (2@%6) @} é}ﬂ QD @} @
GLP: Yes < @Q Z m@ Q7 §
@ S O @)

. QN Q o & & @) &@
Material and methods: N @ R 9O o @
Folpet + Iprovalicarb WG 65.25 (active ingredients: ;pet, @ity:@A %@pro@caﬂ{%l@@,

no

purity: 10.0 %; article no.: 0005539447, ba® @073 O4§§04%@§amp%§lo.: TOXO0 124—002;
under extended laboratory conditions appr ima}e@é% h@ld adul® Aphidius r@alos@i (S@ale er
replicate) were exposed to dried spray d@sns&f*ﬂ.ﬂinO.S@g pr@t/l}a@hlute@ in 400 de@lsed
water/ha) on treated potted barley see@lings, (6 repgtesq%&‘ treafmient g\oup) eior@d waer was
used as a control treatment and Perf€k io‘rg(%i@ prg@t/ha %uteb 40 dei@ed \@ter/ha) as
a reference treatment. The duratio@%f the mortality pagt was &' @ S \%

48 hours. The reproductive pe@“ormaﬂ&g? of su@ors e iner her, 24 hour period
using females from the con%%and from those test item concent# onggvhere corrected mortality was
<50.0 %. The toxic stand%d trea@wnt cé%ed 3 % c@recte&mo@ity. \@9 ©

° A I S S NS

> L
Findings: %, @ G O 6@ \© é& “ \@
Aphidius rhopalosiphiy exten@d la@fat@esti@ do%@esponse testO AN
N ) Q© @ @
Q- 9 V&
Testitem O | s\ S A Folget'+ Ipr(%lic WG @\.25
N\ 1S
Test objec@ 0@ O O« 2 Aplg@@s rhepualosighi
Exposuze ” 9 N D @arlemeedli@
o X C S
&@ @ortalit%fter 48 Q° orroe@ v Ma{glies per Reduction in reproduction
Treatment Q\) {h>[°/ > Q" moitality §femaleb relative to control [%]
B %Q afterd8 h [%D | s\ ’
Control 2 @ Q;é? F@’ o - & < 37.7 -
@ ) < © \S) o
0.325 ke °
© 00 O Q\ o | 335 111
product(ha Q R & @
) S @ : <
0.7@@ 2 . Q INIE
16,7 163 11.1 * 70.6
product/ha Q\ NS &@
1.88kg product/ha i ’ °\U * é@ $ 3 not assessed -
\S)
4.80 kg product/ip® 80.0 &U *@| X800 not assessed -
10.5 kg prodysjha %%86. N 86.7 not assessed -
8.5 N o
LS NN
Perfe n/ha@y 30 63.3 not assessed -
(Toxi&Refer) % &
LRO(CL 95%) @§ : 1.964 kg product/ha (1.413 - 2.731 kg product/ha)

a* >gignificant; Fisher Exact Test, o = 0.05
b* = sigpjticant; Bonferroni-U-Test, oo = 0.05

¢CL = Confidence Limits
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Observations § S
At 1.80 kg product/ha 1 parasitoid, at 4.80 kg product/ha 2 parasitoids and at 10.5 kg prod% a ]@@
parasitoid showed behavioural abnormalities (moribund and affected) after 48ggours of exp@@e. &)

repellent effect was observed. @,Q ‘YRS
AN § < 2
Conclusions: Ao N @ X
The LRso for mortality is 1.964 kg product/ha with no@ects on eH@ mortality @ﬂrep@duc 10@yat
0.325 kg product/ha. @Q %@ @ &
@ & o Q S &
o s Ve & & §
Q) N L Y \ %) @@
&y oy LS
Report: KIIIA 10.5.2/02, gzmﬁ A
Title: Toxicity to the predato mlteﬁphlo@\)omu@yn S&EU&EN (Acari, ) @& ’
Phytoseiidae) using tented IQ%rator@est &% Q1 §
Folpet + Iprovalicalp WGS6.3t08 W, & © > & & §
Document No: | M-296923-01-1€€WOR064) &~ & & & & &
Guidelines: IOBC (Blum@t al. 2(%0) K ) ©© e (,QQ W
GLP: Yo @ o & & o & © O .
N [\
Q N Q N

&@ G @ ©
Executive Summary: ¢, (& @ & v < ©

The objective of this study Wa%to 1nve@t)>1gat§e le@al abletl%l toxaglty olpet + Iprovalicarb

WG 56.3+9A W to @e pr@@tory%@te Ty, hlo@muywn n exposed%o detached treated leaf

surfaces. AN
& @
Survival and ﬁcté Wéi@@detéﬁsmne&at tl&@ateé@f 0@ 1 0@2 062, 4.186 and 8.5 kg

product/ha ap to dstached bearfde aveS@

No significan' oseﬁa‘ced@@fect on mor%éilty afid rept@@)ctm@ coul@be observed. In the highest dose
rate of 8,5 &g product/h&test 1;;\%% tl@was @l% cc@f’ect@ mort@ty The reduction of reproduction
relatlvg@he control wds 8. lower rate @015@ 062 and 4.186 kg product/ha -1.1, -
8.9, -4.4"and -8.9% @rrecied mox@hty @e fom 1@x the rguctlon of reproduction was 11.2, -19.1,

13.4 and 12.1%. & >

The figures olz@‘;a%ied @%{he rodu@lon ﬁfﬁl th@vahd@ criteria of laboratory method using glass
plates.

The LDsg &as estlmated t& @5 kg@du
& q_° S
Objective: Q

o @
The\()%]ectlve of this stu as tc@nve@@éate@ lethal and sublethal toxicity of Folpet + Iprovalicarb
WG 56.3+9A W.to the rec&ﬁéry mjte Qlodromus pyri when exposed to detached treated leaf

surfaces % §

Materlal@nd e ’*\ Ods@ @
Test itéfn’ W fon@@tlon of Folpet + Iprovalicarb WG 56.3+9A W
Spe i&ﬁcatlo@%o ‘D 02000011659;
TEXNo2 X08081-00;
Batch HY: EM20002600;
content of a.s. (analysed): Folpet (SR-407) 54.9 %w/w
Iprovalicarb (SZX 0722) 9.00 %w/w
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date of completed analysis: 11 OCT 2007, BCS-D-FT Analysis & Sery@gs, S
D- - Monheim o @§
S

The test item was applied at rates of 0.5, 1.015, 2.062, 4.186 and 8.5 kg Q@uct/ha and $he ef@@s
were compared to a water treated control. A toxic reference (a.i.: dimet%osate) applied @t 0.1@?8 k
product/ ha was included to indicate the relative susce@tibility of theygest organisng@and\ %e t
system. @ é}” Q\ @ @
Mortality of 100 protonymphs was assessed 1, 4, 7, 10, 12 and 14 d@ after exp&s@e b unt@ the &
number of living and dead mites. The number of e%@ped mites \@s calculated &3 the di ere@@ fro@

the total number exposed. Q @@f @ & @&
The reproducti ivi i iodsf 7- 2
production rate of surviving mites was then evalu§ ovey, the @rlof 7- o, da@fter

treatment by counting the total number of off@xing @és ang arva;é\)’pro@@ced, @@ S
<

% © S S e

@ ) N

Validity Criteria: W\% \@ N bQ % § @j @

OO SN S

The validity criteria are based on t]@e oﬁiﬁe {a@ato@neth@wit@laskﬁtes @LUI\%L ET AL.,
2000). & TS 6&9 > & O S~
o 2 P & H P F

L N @ ‘v @% R Va@ity c&ria Finding

MortEsc.-rate in the control %oup 01%& §)
9

N
@
day 7 & NI S

&\J

NIRRT 10 %
1[(\%
Q

&
Average mortality in theﬁ\referen@em 9 Q h@ i @ 50%. 100 %

. LN
Average number of g&:mal@cal@ted agyum 0§ asse§qent © Q &

dates — from day 7 ¢’ in tlﬁeon&o@ou&Q ) @@ & @ >4 4.3

F N Ve e T I
Findings: @© @© © O K@j &° ©© ©§ @
The mortal@j/ / esca@fng raté in e cor%ol chimbers @p'to ggy 7a ('b: treatment was 10.0%. The mean

correcte@mortality of @9 nyn@fs, a@he mean reproducgion raég of the surviving females exposed to
N,

the tesf item and the t&ic p&@ence is giv@%el&v@ N
N %0 W S
RN ARG
Mortality (7 days &ter trﬁlentﬁepr@%mion&a A @®
@ Q @9@ © ©\Mort@ty [%0° Reproduction

X \)

N ™ @Q@ Q Q & @® Red. rel. to
Treatmen@% kg product / had’| Ungprr. (%rr. %, P-Value(*) Rate | Control [%] P-Value(#)

4
Control & 0 X L 1005008 43 0
Test fem v 0@ , v 9.(9\@ @ 1.000 n.sign. | 3.8 11.2 0.84 n.sign.
Test item 1915 © 2.0 Q9 | 0.165 n.sign. | 5.1 -19.1 0.852 n.sign.
) @ \Z . )

Test item & 2.062% 6.0 <2 -44 | 1.000 n.sign. | 3.7 13.4 0.972 n.sign.
Testitem O | s 4188 200 | 89 | 0.165 nsign. | 3.8 12.1 0.979 n.sign.
Test item 5% S @ S 11. 1.1 1.000 n.sign. | 3.9 8.4 0.997 n.sign.
Referen@item 0.103&\@ 100.0 | 100.0 n.d. n.d.

LDso@ﬁ.S l@ro ctrha,

* @ er's ct test, two-s§ed, p-values are adjusted according to Bonferroni-Holm
# one-\@ANOVA, p-values are adjusted according to Dunnett

n.d. not detected

n.sign. not significant

sign. significant
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©

No significant dose related effect on mortality and reproduction could be observed. In the high‘§§ise§§

rate of 8.5 kg product/ha test item there was 1.1% corrected mortality. The re@yction of rep@mt' n

relative to the control was 8.4%. At the lower rates of 0.5, 1.015, 2.062 and 4&@@6 kg produét/ha 1@

8.9, -4.4 and -8.9% corrected mortality were found and the reduction of r&roductlon wal™ 1. A@w 1@

13.4 and 12.1%. X

The figures obtained for the reproduction fulfil the Val@ criteria OQ@’ﬁboratory %0(@5mg g@%s &@
@

plates. Q @ S
) & s & S &
Conclusion @@9 @ & & @}
The LDso was estimated to be > 8.5 kg product/ . é{} %\ Q 6\ R §
S & & e SO
F Bk K O @ @ S % & °
) L@ R SR A
S0 O DO £

Report: KIIIA 10.5.2/03 RN Y SRS
Title: Toxicity to the | @eet]@ €occi %%’a septemp. slata §(Co terag,

Coccinellida sm%@an extended lgorato \est ﬁit J@@prov@arbom 56.3 +

IAW @ @ ¢ @ (7 f§ @ Q e
Document No: M—2959£@31—1 (EW0Z065) 7 & @° & Y 9o
Guidelines: I0BC guidelif cgal (2000) Q 2 o
GLP: Yes™ R IS R

% @ ! SEIS D
N @% o S = © & QO
& o 8§ Vv S @

Executive Summ3ry: RN @ 9 @
The aim of t éﬁﬁ &s to dete tine th x1 eﬁly d re%tdues of Folpet + Iprovalicarb

WG 56.3+9AW lied_onto 1ves§’%f Ph%eolu@vulg@zs g&@he ladybird beetle Coccinella

septempbmgﬁzta

X
Survw%?nd reprod re deéfermined at@ ra@?of @ 1.015, 2.062, 4.186 and 8.5 kg
product/ha applied ta°he bean leav§ N \
At the dose rate §(? 5 kg progyct/hg 1. 4‘V(¢@0rre(é§ m&gtahty occurred. The dose rates of 1.015,

2.062, 4.186 and“8.5 @ ro t/h%@ad @%nﬂu@ce 0@§prelmagmal mortality. Therefore it can be

assumed th ff@@ akg prQ uct&@was\@t related.
Reproduction was assesséd in a@a‘ce §Fol p&ahcarb WG 56.3+9A W. The mean number of
fertile e %er female@nd was @B.9 ijtthe ¢dntrol and 22.6 and 15, respectively, in the 0.5 and

1.015 kg product/h@te %1 the rates of é 62, @86 and 8.5 kg product/ha rates 16.2, 19.8 and 19.2
fert(\’eggs per femhale a g§b ay,l spee@vely%re found. Because the reproductive performance was
within the hist Qal dat as&@)r cepytrol @Qles (= 2 fertile eggs per female and day, -ET
AL. 2000) thi ara or i md&@ as 1o impacted by all test item rates.

The LDso st@ated \\a > 8 5 kg@?@duct/ha

Objeci i% A\ @©

The gun of @he stq@ wag to determine the toxicity of freshly dried residues of Folpet + Iprovalicarb
A W applied onto leaves of Phaseolus vulgaris to the ladybird beetle Coccinella

septe@ctata.

Material and methods:
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Test item: A WG formulation of Folpet + Iprovalicarb WG 56.3+9A W gf S

Specification No.: 102000011659; o @§

TOX-No.: TOX08081-00; > & o

Batch ID.: EM20002600; ~N &Q

content of a.s. (analysed): Folpet (SR-407) 54.9 Y%w/w % @@ @\ &
Iprovalicarb (SZX 0722) 9.00 %w/w R N e N
date of completed analysis: ll@T 2007, @S-D-FT An@sis @Eerv'@ﬁ,
D- 40789 Monheim N R O & o

@ N o R O &
4,

The test item was applied to leaves of Phaseoh@gams at ratesQof g@ 1.
kg product/ha and the effects were compared Yo
dimethoate) applied at 0.0804 kg product/haéa

test organisms and

o : , ©
The preimaginal mortality was momtore@rer"the d
residues to the larvae and pupae are su

The fertility and fecundity of the svmgiﬁatch@ aduﬁéwer@@len g@luat&ve@ne p%lod of 14
S

a water %ated’wontr(ﬁ@, A

n@ﬁded@ 1ndle\@\:f\\f’e thp?claﬂ@susceﬁlbﬂ%t
et
r%tlon %the s‘ségy T§ t0>g\91ty of te§fem

@mrlgg belo@

©

the test system.

N
days. Q @ o @ § @@ @ \‘”\9
v S o S °
Validity Criteria: @ "\ O @Q % @ N
The validity criteria are based on@f{lose %ﬁﬁe lrator@smethﬁd W %g glass Plate ET AL.,
2000). 2 § 'Y @ &
& o & ¥ O o« S)
o@ v Q&% @ < Ko © o Y(ﬁidity criteria Finding
Mortality in water cgﬁ/ ol m& .9 O - ©@ @@ < @  <£30% 27.5%
Corrected mortaliyp refegé@ce L N &O\ N2 > 40% 96.6%
Mean number @%Pertll@ggs pédfemal&ind dz&@;n wal corp@l fr§ @ 22 13.9
N 73 X
Findin % % @ @ Q Q@ \@7
Monal&nd reprodtﬁhon{%ach of the {reatments are s mm%1©zed as follows
o SN
Mortality / Reproc@:tlory\% &j @%}\f . w A @CQ}
@ O @@ ,. Q QortalifP]%] Reproduction
N4 b @QD ©\ Q 3 @é? Fertile eggs Fertility
% 2 N @%\:’ L2 R per female [hatching

Treﬁent kg prodt%/ha% Un@§ @rr P-Value(*) and day rate in %]
Contibl O D LD 5 Q00 13.9 95
Test item @05 © 5759 414 | 0061 nsign. 22.6 91.8
Testitem <2 |« 108 Q° 309 | 34 | 1000 nsign. 15 89.2
Testitem O . 2062 Y| @.0 | 103 | 1.000 nsign. 16.2 91.9
Test item 5% SR .186&’ wﬁ0.0 -10.3 1.000 n.sign. 19.8 92.9
Testitet: SO 850 275 | 0.0 | 1.000 n.sign. 19.2 88.7
Referende iteg”” O 00804 97.5 | 96.6 n.d. nd.

¢ &
N

&
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Mortality / Reproduction Q1S

Mortality [%] Reproduction S @

F e@le eggs @@lht
r female ﬁhatch
Treatment kg product/ha Uncorr. | Corr. P-Value(*) and day rate@% e

LDso: > 8.5 kg product/ha % ) \\) \ é\a
* Fisher's Exact test, two-sided, p-values are adjusted accordl@to Bonfeno&@olm g}’ Q\ S%@ o
n.d. not detected g Z Q@ @@ Q
n.sign. not significant %@ Q& . &© @) @
sign. significant Ao @7(,,@ Q & A %

@

. N @ SRS
At the dose rate of 0.5 kg product/ha 41 4"‘%one@d m@lit?g L@ T]@§?ose rates tE/\f.OIS,
2.062, 4.186 and 8.5 kg product/ha had 1nﬂu§ice o, preimaginal rt%ty T@efo@ ca é&o
assumed that the effect at 0.5 kg produc $ W ﬁ%ot t Ntem Telate %
Reproduction was assessed in all rate pet + @Val carb W@36. @A @he @ﬁ:r of
fertile eggs per female and day waé 9 in, the c@tro@d 22@7and§ re §¥ 0 5 and
1.015 kg product/ha rate. At the @s of 27062 4\18 nd 8. @g pr ct/h@rates 2 1’79@8 and 19.2
fertile eggs per female and da@resp@%@/ely re fQund. @ {the rep; odu@&? rformance was
within the historical data bag&for control beetles @j 2 fettile e@ pe@emale d % ET

AL. 2000) this parameter 1s considered asidt m@cted By all test it ates
X %dé@ b P ly T
Conclusion 9 O O & ©

The LDso was estlﬁd to b@> &@ﬁg pr@uct/@ §9\ © & §\
SHCIFS RSN y &
@\ & % NS ek @ @

© R
@CQ@@ @’@©®§@

Report: 9 KIIIA 10 @?/04 20(@’ @ @?
n lacewin, rla nea Steph. (Neuroptera,

Title: &@ gﬁcny
+ W +
%rysog e)s@lng a@xtendg 1zggratory§$est Folpet + Iprovalicarb WG 56.3

Document No: @ M@S%@ I@VOW@%) & o
Guidelines: ﬁ@ (}@3C /g@\dehr&%og\\@al (%\6@)) ‘G

GLP: Yes @ @ Q

f@

@w @Q@}@@Q\

Executlve Summa]@ N
Thexum of the stu%‘ir W@O detgrmm&e t@lty of freshly dried residues of Folpet + Iprovalicarb
WG 56.3+9A \@apphed onto@%’an legves, e green lacewing Chrysoperla carnea.

The test itemSwas a@?‘he detached bean leaves at rates of 0.5, 1.015, 2.062, 4.186 and 8.5 kg
product/ha& thg}ffec er%:om 1 to a toxic reference (a.i.: dimethoate) applied at 0.0415 kg
product/l @, and@atel@eat ontrol.
The prel ag@ rno;i%lityv:g@s monitored over the duration of the study. The toxicity of the test item
resi@es to tlie la andypupae are summarised below.

Tl@ fertilgty and fecuncﬁi§ of the surviving hatched adults were then evaluated over the period of one
week.

The dose rates of 0.5, 1.015, 2.062, 4.186 and 8.5 kg product/ha had no influence on mortality and
reproduction and the LDso was estimated to be > 8.5 kg product/ha.
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) @
Objective: @

The aim of the study was to determine the toxicity of freshly dried residues afjFolpet + Ipl@hc&b
WG 56.3+9A W applied onto bean leaves, to the green lacewing Chrysoperl@rnea

<
Material and methods: ?&% \© O\Q Q@
Test item: A WG formulation of Folpet + @Valicarb W@56.3+9A V\é}” Q\ @ @
Specification No.: 102000011659; < @Q %@ N é\” &
TOX-No.: TOX08081-00; @ & o R O &
Batch ID.: EM20002600; Q " & Q & o &
content of a.s. (analysed): Folpet (SR-407) $4.9 Yow/w. @ BN Q 6\ Y §

Iprovalicarb (SZX 0@9 @@%w@ Q% @%’ N >
is

date of completed analy§§w 11 é@T 2@, B@-Dg’l@An® @rv@iﬁ@&
o- N .~ S O &

NN 2 Q %\

The test item was applied to detaca bean lea‘@s at F@es ofP’s, 1 5, §§%2, @ 6 nd 8.5 kg
product/ha and the effects were c@m are(@fo a toxic re éferenc\@)> a.i. i» et ¢) applied ?aL .0415 kg
on

product/ha, and a water treated @® &

The preimaginal mortality Wa@mon‘iﬁered yer the@lratlégl of ‘,‘Q tu% The @(wné%ﬁ the test item
residues to the larvae and pup e aﬁ&sumganse $helow @y N @ %

The fertility and fecundlg@%f the urviging h $ ed @ults ée\re theg eva@ed @wr the period of one

y

week. v S 9 R S
ST e § 90 @
Validity Criteria: @ & @ @
The validity crlt@% a e\b©ased Q} thgxe of th@ﬁlbor@b@ry n@o@ g@@ plates (VOGT ET AL. 2000).
S o &

a @ v 2 "\ @@§ > ‘27\70 Validity criteria Finding
Mortalityg@b\j\//ater controf > {&o\’ j@w > & {Q\,@ v <20% 12.5%
Correct/e%»mortality refe@nce{[@ Y O v L 9 50 —100% 57.1%
Mean number of eg@r ferhale an@ay i»&@ater £Sontrol %\ >15 17.2
Mean Hatching R@ of t};@%ggs @ilit)&n wat’é&%ontgg\l J<\© >70% 74.3%

o O & .09 o O @
Fmdmgs© ©©© \ \ @’@\ (S

Mortah@d reproduc ion in € 0@% tr@

re summarized as follows:

< @
Mort#flity / Reprodumpn @ s f(\@ Q
RS ortah@ %] Reproduction
&@ % > @U Q Eggs Fertility
@ § S @ per female [hatching
Treatment Y kg@odu@fa @ncorr. Corr. P-Value(*) and day rate in %]
Controld> <9 S 125 | 00 17.2 74.3
Testiteh O Q) |03 100 | 29 | 1.000 nsign. 10.3 68.1
Teffitem . & 7 Y015 100 | 29 | 1.000 nsign. 12.2 716
Test iteafd) 2.062 17.5 5.7 1.000 n.sign. 16.8 79.1
Test item 4.186 7.5 -5.7 1.000 n.sign. 13.3 70
Test item 8.5 15.0 2.9 1.000 n.sign. 18 74.5
Reference item 0.0415 62.5 57.1 n.d. n.d.
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Mortality / Reproduction

Mortality [%] Reproduction

Siges

r female

Uncorr. Corr.

Treatment kg product/ha P-Value(*) and day
N\

LDso: > 8.5 kg product/ha
* Fisher's Exact test, two-sided, p-values are adjusted accordl@to Bonfeno&@olm
n.d. not detected &
n.sign. not significant %@
av

sign. significant A

The dose rates of 0.5, 1.015, 2.062, 4.186 andl 8.543
reproduction.

Conclusion "\
The LDso was estimated to be > 8.5 @Qpro&gct/ha@

Q
I11A 10.5.3 Effects o@én-tiiget te@est@l ar&@rop in

3
2
O%

@
1 seini-
.9

Report: KIIIA 10.53(01; 008 @ <"

«\\

Title:

Tegg}lty o the pafasitoi

Hymenoptera:cBracordylae)

_onditfons agéd resigpes o@ea

asp ﬂphldl@@rh()p%ﬂmtp
gﬁg an@xtended laboratory @t (under semi-field
mays). Fofpet +

PHANI -PEREZ)

ovalicarb WG 56.3 +9 AW

Document No:

N

M-311332403-1 (Report-No: CWYi8/048y

&

@

Guidelines:

&

Mead-Bfiggs gt al. (2%5) Mg}d Briggs

e§@(m£§oe6), Candolfi et al. (2001)

> S @

GLP

[

Yes Q(@‘tlﬁe(@abmﬁgory) A@
2 S & T 4 K

Object'&? L

The aim>of the stu 5@215 t&%teg@me toxm{[@ of Fﬁﬁﬁpet R%rovahcarb WG 56.3 +9 A W to the

parasitoid wasp 4 ius ;%iop iphirdq an e@nde oratory test after residual contact exposure to
under semi-ﬁeld@@bnd@n gim@es oﬁgpotte@plant@ Zea mays.

@ @ @ @ o)
Materials a@ methods @ \ \
A wate@pemble g%nule mul@ n % olp@tbﬁr Iprovalicarb WG 56.3 + 9 A W was tested,
specified” by sam; descrlp 80&@0 specification no.: 102000011659, batch ID:
EM28002600 [analysed ©0 tent@’f a@ dlents Folpet: 54.9 %w/w and Iprovalicarb: 9.00
%w/w; date of analys@ con@p ete% Q@T 2007, BCS-D-FT Analysis & Services, D-40789

@"°

@

Monheim;]. & N
O S

The test m w@is&app@@i w@ﬁil @product/ha in 400 L water/ha on potted maize plants. The
&' . . . .

control@as ith nised water in the same way as the test item. The toxic reference

Dlm% ate %g d at0.0136 kg product/ha (5 g a.i./ha) in 400 L water/ha on potted maize plants
the fu @osure dates it was applied directly on the cut maize leaves. It was included

to 1nd1@ the relative susceptibility of the test organisms and the test system.

Aging ot the spray residues of the test item on the potted maize plants took place under natural semi-

field conditions with rain protection during the whole study.

9
?&9 “”\9

'\
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Mortality of 30 females was assessed 2, 24 and 48 hours after exposure on maize leaves for @ath S
bioassay started on day 0 and 7 after application. o N
Repellency of the test item in both bioassays was determined during the initialg3, h after the se O@j

the females. Five separate observations were made at 30-minute intervals @ing immedfately @@r

the introduction of all wasps. < @

For the bioassays started on day 0 and day 7 after appli%égon 15 impar@aﬁr chosen fales\f%m t

water control and the treated group were each transfe to a cylir@r containiné}antr d cepal @

plants infested with Rhopalosiphum padi for a peri&d of 24 hou@QThe numlg%@of mi@%ﬁwas&
assessed 11 days later. @ O RO A

N\ > o & < @
From these data the endpoints mortality anects on rep%du@ﬁ@m were c@ulat%l ande
summarized on the next table. @ . @Q} w;\ Q 6\ Y %@
S & O & & N
o O @Y @ S % &’
W\% \@ \@ < S IS @j @
> O @ S s &
TSNSy &g .°
SR IC E O N
R > & .9 .o o
o 9 S
o = ¥ S o ° S
< S AN @Q é
. & Kz
L O S S V-
e O N L L N L9
N @ § &S @“ R @
N o S LN
v .9 O N . N )
S TS g S e O
&« .9 % @© @
S QO NN e N
F A Ve o aL §@ <
D & 0 9O «¥ N O @
¥ SEES)
> o O & & N
A o 9 Q = .0
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Findings: ’
&
Test item Folpet + Iprovalicarb WG 56.3 + 9 &W @@
Test object Aphidius rhopalosiphi @S S @w
Exposure Dried spray deposits on maizg leaves < Q\
Start of bioassay 0 DAA® FA f\p 7DAKL . -2 A
Mrtality (%) aftd@48 h O & LD
Control 0 & ©% %) [\Q N
Test item 0 @ @ R &©3.3 . @U @
Reference item 93350 B @Q@ Q 100" ¢ @
o Eorrecte@Mortality (Y O . o>
Test item 0 (p-value 1.000Shot sgi?\ga@iﬁcagfﬁ @§ 3 (&%lue 1@)0 not mgnl%(;)ant) b
Reference item 2933 @ D R - 1009 &7 o
i\? FQpellejtey (cop@rlsompﬁ\r mga@ valy¥s)
o &> s, 9%Waspson plagt /@ SIS
Control O o455, N [or ST o
Test item Q & 44'@» & ﬁc\Q ©V @Q @% O\L\ﬁ
Reference item 0 w436 @§ Y ° @ © @@2-7@\
N 5O . Rel tocontrol () ¢ ©
Control G o N 09 © < QD
Test item S Zg&(p—vglueJOQ@not&@iﬁc ¢ 8.7 (p*alue @1, not significant) °
Reference item & @ "\9@ 4.4 @@ S DT AN 725.8
@ & & @w ~ ,\@ Re{@‘oductlﬁ){l
f,@ S) {Z\ ] N I‘kg\r{ber @num@es pa@male
Control O [[\© A é L@l W N S -d
Testitem > w N Zk{\@ /§ S) v
N X Mi\\;/ @ < hReduq@@? rel t&ontrol (%)
Test iteﬁk @ R (p- _value O 51 no@gnlﬁ&nt) c -
@ Days after applicati N Q

b Fisher's Exact test@wo -si ed p- es q@s ted @ordln@co Bonferroni-Holm

cWllcoxon test, twd-sid a J@ed c d1ng@Bonf@rom -Holm
4 invalid results@ee v y 01@ 1a,p te
-y 3 Q L
@
B

Conclus @
In this extended labg tory te@t ethal § su

W residues (agedsyjider 1 ﬁ
dete}mned after apphca@n of@\l
In this study @’ mogtality
application, &he reductio
A second bi0ass
o
this blay g@ ob ervat

contr@*’p T an
ted 16w mo

as @rte(gw days@'t

k

a onto Zea mays.

No sta&?@ally significant repellent effect of the test item could be observed in both bioassays.

seseskoskok

@hal effects of Folpet + Iprovalicarb WG 56.3 +9 A
@tlo@on the parasitoid wasp Aphidius rhopalosiphi were
p ducth

the%@st 1te@ was found in the first bioassay started on day O after
reproductivg success relative to the control in this bioassay was 3.6%.

er application and showed a corrected mortality of 3.3%. In

on potential reproduction effects were not valid due to insufficient

wasps produced zero reproduction in water control). Since the first bioassay

ity @h low effects on reproduction the study was not prolonged.
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Report: KA 10.5.3/02; || 2010 &

Title: Iprovalicarb + Folpet WG 65.3 (9 + 56.3 % w/w): Effects on the reproductien’of g}
Aphidius rhopalosiphi (De Stephani Perez) (Hymenoptera Braconidae) T
semi-field conditions. mj@ Y ©®

Document No: M-391612-01-1 (Report-No: EBSZX159) m@ a@\ e

Guidelines: Barrett et al. (1994), Mead-Briggs efgl. (2000), Caﬁ&@f)ﬁ etal. 20Q1) - 2 &

GLP Yes (certified laboratory) & 1Y O © @

%J S) @§

Objective: The objective of the study was to dete%@le the effe@ of fresh res&%es &f %rov@@car @%}
Folpet WG 65.3 on the reproduction of the aph@hrasnmd idius opalo@phx@e Stefani Pétez)
(Hymenoptera, Braconidae) under semi-field &posur%eondﬁl «:0\7\ @’ N
Q @ %
Materials and methods: Test item: Iprox%hcarl@* Fol@t W(QS 3 (@ + 5 % v@zv) ‘gfmﬁ
sample description: TOX 09082-00; s &ﬁic%%n ey 102@)001 %9 02©oatc ID: E @00
analysed content of active mgredlent 4%&\1/\&1 fg%et a&égfﬁ S@W/VQQIOV igarb, @ Q
]

Test organism: the parasitoid wasp @ dl@rho&%szpﬁpp&o@’ 4§ ©
The test item was diluted in wateé@and phe%wnh agpray applic @OOok%ater/ha to
barley seedlings at 5.1 kg prod@gt/hasDeioniZgd W@@ waggised contfot an rfe&&hlon (analysed
content of dimethoate: 414. @L) was a;@d at 40.0 g%rod&c@na iz 00 C;@Water/*@ as a reference
treatment. & @ @ v @ N
5 replicates per treatmént contained 4@ema§was eachQThe a\z&lltsi@ re peovided with artificial
food. The paras1t01ds23gere %sed% the @ate@arl@&gant &h undg%lmi field conditions,
before the reprodu units for@ fertifity tesd er@a d into the cags for 24 h of oviposition.
Counting of para @ﬂs K@caﬂ&gd OKlZ da§@afte staft of thé&dertility test.
The parasitic céﬁcn@ the tr%ated@gemale@vas cégnpaé o thadof the control.

SRS %’ @
Findings: The resugz?sj ogn be c @der as V@l as e@’vah@'ty cri@’ia of the test were met. Corrected

mortali &@f the referel@e ite @ % (> 50 /é&qulr%@ﬁ an@&he mean reproduction per female in

ater control was 9. 5 requir
w W % Qq @%\?\ “ %
Test object @ @ @7 N & z‘l{éﬁ%’ms rhopalosiphi
Exposure @@ (.%@ O] D [N ‘U’ Barley seedlings
© - -

Treatment groups S | Total z@mm@ ((%@'an mummies per female + SD R [%]
Control @ & KQ @197 PR 9.9+20.2 -
Iprovalicarb + Fol 65.3
P ope X o 18 N 764137 232
at 5% product/ha®, ™ &) |. S X
Reference item (Pe{fekthi&gﬁ at [© D

4 D o0 S 0.0£0.0 100.0
400 g product/l@@ ~ @ X K

SD: Stand iation @

an 'ar@wa @n @ %@
R: Reduct@:a in ref duc@@ rate@’mpare to the control

) ©

)
Cong@sim@%iﬂyﬁsp {'to the test results it can be concluded that Iprovalicarb + Folpet WG 65.3
caﬁ@ed n@%’ﬂverse effecty on reproduction of Aphidius rhopalosiphi under semi-field conditions at an
applic@n rate of 5.1 kg product/ha when applied on barley seedlings.

seseskoskok
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@
Report: KiiA 10.5.3/03, | 2002 R @@@
Title: Toxicity of Folpet + Iprovalicarb WG 65.25 to the predatory@ite 73 yphlod@@us S

pyri SCHEUTEN under extended laboratory conditions ( residue tesf). &
Document No: M-073796-01-1 (02 10 48 057) m@ S 4
Guidelines: IOBC guideline Blumel et al (2000) D ’ NN {5\%
GLP: Yes & D KOS @ &@

@ ~ S” SIS

Material and methods: ) Q o © @

S

The fungicide Folpet + Iprovalicarb WG 65.25 (@ty: 10 % S¥X 072@@-% 55 & %t; 9 @}
specification: Development No.: 3000244654@@ OX Ng:: 06 -00@2{&1&1@.: 0 3/0@3%(00%?
was tested under extended laboratory conditi6s ok@e pr@toryé@te @lod@nus RYri % .
SCHEUTEN after residual contact exposuf%g)to fréghly %@lied urder semi-fietd cond@ons@d @§
residues on excised wine leaves. The test ifem was applied af ®tate of 42\@ product/hg in 40
deionized water/ha to potted wine pl. T}ﬁe@ontmigwas atedwith d@@nize&vate 42400 1/ha).
Dimethoate EC 400 (30 ml produc&@ in @ I/h&g water w&@ed@ toxdyreference tréatment.
Aging of the spray residues on poftd wine pla%s tookeplace gder n@sural éﬁd c@tion&v’vitb rain
protection (UV-permeable) fr@thq applicati®ii (D§ 0) ufibi D@ 7. @©
After that time, rain protectiag was necess , be&ause fre%;en‘@@ov&{)el@wer redict@, i.e. plants
were protected against raigjn a cgyport. Qver a fime of t@e days, it V@s\ possible, t&place the treated
plants outdoor, because there was no ra%}fall e A@endii Prog‘o[%’nyrxqg,l@;10 offfie predatory mite
Typhlodromus pyri SgHEU]ﬁ W&If@ expo@d ir@‘eplie@ es 0@0 mites (per\t%atment group) to the
spray residues of ?est iiern, re@nc 'm a@con@l", re@ectivel@ Duri% the assessments the
mites were fed with pollé (pirfe.and bireh). The n r of&arvivifig, d nd escaped predatory
mites, behavioéﬁnd @ number offeggs 194%}per e‘;ﬁu ion perd wergarecorded for each exposure

. oL s .
over a period‘of 14 @S. E{ﬂ@l thes@ data‘the gn@omtorta@y and@he effect on reproduction were
calculated. Phe toxic re@ence%@i@@rem@d in 505 YogDAT @Z 52.0 % (DAT 7) and 51.0 %

(DAT orrected Héétalitg@wthi da}g% ©© § Q &
. o N N
Findings §§3 s éﬁ \@ 62}% & @Q
Mortality © @ @5\9 N Q
Tes (9 O ~ S F@%et t I?)%valicarb WG 65.25
Testobject §JJ Q) Q (@phl@mus pyri SCHEUTEN
@sure &) @© @ Q@a&/ spray“deposits on excised wine leaves
%reatment @ N S Q% Mortality after 7 days
Expsure time (DAT) £ 0 Q IO 7 14
Controb,s | <> 3@ & 0 2
Applic@ rate %% §y & N Corrected Mortality
[ke produiethal > P [%]
X42 o O] Dugs | 14.0% 1.0

§§9 @§@®§
@ & <

&
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Fecundity & 0D
, : T
Test item Folpet + Iprovalicarb WG 65.25 >
Test object Typhlodromus pyri SCHEUTEN > @?b @
Exposure Dried spray deposits on excised wine leav%uQ S &
Fecundit <
Treatment eeundity - % @) § 9
(mean No. of eggs pgr surviving fegtiale N ° é\a
. . O . @
mean Redu‘ctlon mean V Redu.ctlo@c mean @§ ed@mn %@ %
relative to relative@® r@ve t§ @)
No. of eggs/ No. o@gs/ No. of e@/ LN
control con@l . contraly @
female /@yle 2 fel@e S &
(%) Q () @ D~ (% @
. IR w,
Exposure time DAT & v N @6 S )
0 DT @ I S B o 4
Control n.d ‘ - @0 1 @\\f) Q > 20 f@?) @;}
U
Application rate & \\ N o &ﬁ o\© S §b
[kg product/ha] & 2 .S 9 5\9 f,@Q ISEIRS
5.42 nd. I @46 N @2 >y ey Y s
1)
* statistically significantly different (@< 0.0 @Q @@ O\W\?
n.d. = not determined (corrected m@stality<in the t@ltenaﬁoup * )Q& @ ©©> N
DAT = Day(s) After Treatments_ ~ & @)
N & @& Q 2 %
2 @ > S &
Conclusions: 9 § @& Qv %,
The results of the cont:c\ol ar ndl@ed th@ the et orga a@sm ereQ a go@ondmon (mortality:
3% (DAT 0); 0 % @AT 7), 3 % (DAT 18). & §a

The results of the toxic s@darcgg upt{ndlca&ed thgﬁ@e tesf@yste SQVEN @asmve to harmful
substances (coé&ted %@rtaht& 51. 6\4 (D@T 0) 5{& % %)%T 7§ %(DAT 14)).

Mortality: & @’ é,(;%

7 days @ the Ist ex ure g (@nd the 2nd (DAT %)?\cxp@re respectively, statistically

significantly dlfferea% Wer sem@ in the test;item group compared to the control
(& S

group. @

No poisoning syF@pto §malq§¥ beh%'lour@f the Qgted predatory mites were recorded in

comparlson h the @ntrol@group\@ all @pos,ul@ >

@ @ Q @@@ @
Reprod@ :
No statistically si ant %é%re ce in rqg§du&®n (mean number of eggs/surviving female) was
obseted in the tesm;tem p (DKT 7 4Hd D@ 14) when compared to the control group.
The reduction of reprod@lon at1V@to co&@)l was 9.2 % (DAT 7) and

0.5 % (DAT 14}~ Q
S

@
IIIA 1 @4 @)@F‘lel@test@n arthropods species

In Vl&%& of nd@ re&ed above, and based on the current requirements, no semi-field studies

w@h l@aaratlo@ha@een conducted.
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ITIA 10.6

The toxicity data for Iprovalicarb + Folpet WG 65.3 and the individual active s&?stances and @
metabolites are shown in the following table.

Effects on earthworms and other soil macro-organisms

Table 10.6- 1: Effect on soil macro-organisms — earthworms _

Test species | Test design | Ecotoxicologig%@ndpoint
Iprovalicarb
S
acute, 14 d %@ Q& N
Eisenia fetida | (10 % peat in test LCso > 5@@% mg as /kg d@%} -@0083@9
soil) . &S @y TARY.I/OFEU po
N2 N £\ éi% STIA, 8%1/01&’
£ S 8)
chronic, 56 d %% o\l@ \ Q @ HBF/R, 2 @&
FEisenia fetida | (10% peat in test NOF@Q >08 ™2 3>@\ I&@ s./k o\ 000750-01-,
i N
soil) <®Q KK é\g @ @9 @ 81. 2@ .(EU@omt
S K S &
chronic, 56d | R S Y O ®
Eisenia fetida | (10% peat in test NO&% %l’z’ ;§ @%s@ dws @ @M 53 /Rog737g {011
. 0\
soil) . X . h O e | 8.9.2/02
O S =4
Qo N W & -(201 1y
Eisenia fetid ch}romctgf@t)dt NoEE e g /kg'd N T-Rg-R-85/11
isenia fetida | (5% peal es% % S= %@ O a.@.% g dws OYM-405822-01-1
& Y g & O 9 A0S 1A89.2/03
Iprovahcarb-carl%@hc gld (1\1[0@5 AN ©© @@ < & -
N N @ N (2011)
Eisenia fetida Q@f"/ro Kgin6 d§ &OE @'\ >4 % -‘g dv:\;g 59691022
DL D (S} & 2 ©© g Wvke Oy M-406133-01-1
o A N @ S 1A 8.9.2/04
\) % 14
PMPA (M10) SN 2N N
N g O] YV & O .0 ()
e, 1 & OO HBF/Rg 302
Eisenia fetida (1@63’[ in test JQ LG @00 Q" mg pm/kg dws M-016516-01-1
@ o> S o @ 1A 8.9.1/02 (EU point
o) Vo S o @ 1A, 8.4.1/02)
g @ . NS (2001)
o d;mmc’@@d >R @@@? @ MPE/Rg 369/01
Eisenia fg (10% peat in testS NOEC o158 % mg pm/kg dws
& Q QS M-043357-01-1
S > Q 11A 8.9.2/05
N-acetyl-PMPA (VH3) @@ A é}g\
. R 010
Eisenia fetid @(sﬁg}mmi" Y *@@OEC ) 60.2 /kg d 52291022
isenia fetida 4 0 eail)m o < . mg pm/kg dws M-368040-01-1
)< & 11A 8.9.2/06
Folpet @(07» U@ & @
> acuge, 14
Eise@%ffetidé%(lo@j at i fést LCso >500" mg a.s./kg dws
N soil) EFSA Scientific Report
< chronic, 56 d for Folpet (2006)
Eisen@tida (10% peatintest | NOEC 5.189 mg a.s./kg dws
soil)

3
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Test species | Test design | Ecotoxicological endpoint | Reference ° @
Iprovalicarb + Folpet WG 65.3 é §
chronic, 56 d @ %(220002@ &
Eisenia fetida | (5% peat in test NOEC 1000 mg prod./kg dws § ML066524 511 D
soil) KIIIA )@6.3/0@\ %
Bold letters: endpoints used in the risk assessment ‘2”\)) °\U , D v

! endpoint corrected to allow for log Pow > 2 @ @ % \\ @Q @
2 study conducted with the formulation Iprovalicarb WG 50 V @ %o S

3 Calculated considering a soil depth of 5 cm and a bulk d isity of the so &l@l .5 g/em? ( dard nver ) c&©
4 Calculated considering the actual test conditions (surfa% of the test Ve@ pQrox the@gtual @
soil dry weight: 500 g in the test containers). Conve accordmg to the * (é’ﬁance@ocu@t on%errest@k
Ecotoxicology”, SANCO/10329/2002 of October 17;2002.
3 study conducted with 10% organic matter but no%@rrect necgﬁ@ry (ﬁ&EF Sﬁ&g@j 1en@ Repost (200%)’ 70,

1-78, Conclusion of the peer review of Folpet) < o
dws = dry weight soil ), @ Q @ @ Qé @ @&
pm = pure metabolite g\ﬂ \\ \\ [} &% S éﬁ §

> @ |\ © S LY
@Q@ NSy LS
Exposure in soil S LS ©

‘ . (ﬁ). Bayer

CropScience AG is using a@%& 61@\%10 appro oh fo& 1@ St o %%representative
formulation. Within the sco& of this su ﬁemery dapsier, up to %@pphc@ons % 1.35 kg/ha folpet
are proposed as a safe-ust in grapes rnucgg beloQche &mtwal“@AP@at - currently
defends in this crop imthe E¢;wheré10 aﬂ@hcau@as of, L@ to kg/ql%a havz\%n approved, with all
other parameters s as intervakQetweeappli tlor@m pre-harvesPinterval being identical or very

Folpet is a 3" party substance pr@eured@from

similar. Therefore@ ro "S@lGﬂCé&AG eegmde@t ]ugﬁed t@xefeolpet data owned by -
. wherever agpropriaie. A olpet @emﬁ@sk %ﬁessn‘nt is @ considered necessary to defend the
Annex | listm?f ipppvalisarb. % % @\ @ @;\’@

R %

Predlc@ env1ronme@%l c@entra@s sm@%’E(%ﬁ ya@es were calculated for the active
substance 1provah@\rb an& 1ts l@yabgl\l@s as%@escrld in &\tall in Point 9.4 and Point 9.5 of this
dossier. A soil lager of<3cm \@ﬁ J%lk density of 1.5 3, and conservative DTsg values of 68.56
days for 1pro@hcarl®g 85@213& Gor 1\@ lS@ 3 d@s for MI10 and 0.929 days for M15 were
considered. g@e accumu n ent1 M@ aftng term use was also assessed considering a
soil mix %epth of 1 m. -: 1 unﬁ(«ECsml values were calculated for the use in vines,
early (4 216 g a 4 X 6 %&nterc n, i@days interval). The PEC;.i values used for the risk
asseés\ment are pre%ented ab(@O 6 §

g <& Q
&
Table 10.6- @& MQQ%IU Csoil%lues@

7a\
Crop @& QS @@ N o Grapes

S ©@ ©© PECsoi PECsi (twa, 21 d)

SO [mg/ke] [mg/ke]
Iprdyalicagh™ Folper W(§5.3 5.120! -
Ipfovalicarb 0.398 0.359
MO03 CY 0.013 0.002
M10 0.110? 0.090
M15 0.019 0.001

! based on an application rate of 4 x 2400 g product/ha and 4 x 60% interception
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2 PECsoil, total (background PECjatean in 10 cm depth + maximum residue of one year in 5 cm depth) @o @
<
v

N
ITIA 10.6.1 Toxicity exposure ratios for earthworms, TERA an%@ERLT @® )

The risk assessment procedure follows current regulatory requirements andGhe Guidan@ Do%@em
on Terrestrial Ecotoxicology. &% . © L9 o
@ < @ @
Based on most sensitive endpoints (see Table 10.&-?) the TER©QaIues are &@&ula@ usi@ theé
following equations: @ Q& Q) R @© @
%’ AN

TERA = LCs / PECsoil
TERyt = chronic NOEC / PECs.i Q

The risk is considered acceptable, if the@ﬁRmiéX 10m\1d the@ERLNS > 3.
S @ | S @) SRS

&K SRS NS @9 3

For lipophilic substances (log Pov\&@@ the Terrcggrial ‘Guidance' D ent@cor@dsﬁf@ apply an

additional assessment factor of 2or thg ecotaxicological @)oi&t@@ @ RO),

if the study was
conducted in artificial soil %@ a o@?h confnt o@ﬁorga@@ m%%r (i.e. 10%P

at)éto consider the

possible sorption of these co*fﬁpou@s to t@rg@q@c magfer. & \(@ & .

AR VSR
Table 10.6.1- 1: TER calculatigf$ifor earth
able cg\gcua:@ or earthw sxb o@ r& é\ @
Compound NS Y & PECmi TERA /| . Refined risk
test design @ ﬁ& o @End@mt [%/kl] @gﬁg/kg\soil] @ERLT Trigger assessment?
Iprovalicarb + Félpet W&5,65.3 &~ [( NOECY, ™ 1000 P §@0 195 5 No
Iprovalicarb, agte & O PLcw, 575000 | 50398g, |=1256] 10 No
Iprovalicartigchronic 9| NOEC & 268 |, 039 >161 | 5 No
MO3, chrotic O O [NOEC Q00 ¢ w13 [27692] 5 No
M10, aciite NN LG 500! 7| 0110 [>4545] 10 No
MI10, chronic Y 9| NOEC @y 1580 0.110 1436 | 5 No
Mi5, chronic 2 &) & [ WNOEC Y &2 < 0019 3168 | 5 No

I'Study endpoi@@ide actorQ \\J o .V v

Conclusj % 2 Y @ @ s
The TER values ar®v$gri%§r of égncep@ldicating no unacceptable risk for earthworms from
the application of the pro aecOfdingo thegntended GAP.

abp PIEYt ceeotdingys theg

> & @ A
&@ %% - @ Q
1A 10.6.@ Acute foxicity'to earthworms
g 2
No studygs aC@ﬁ toxi@@y w&§f>erformed with the formulation. Please refer to Point IIIA 10.6.3 for
the reproduction studs; cond@sted with the formulation.
AAugY st cond®

& @ Iy °
@ & <

&
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I1IA 10.6.3 Sublethal effects on earthworms @ ©©
Report: K111 10.6.3/01, || 002 N S 9
Title: Folpet + Iprovalicarb WG 65.25: Effects on Reproduction@ Growth ofy Q@
Earthworms Eisenia fetida in Artificial Soil with 5 % Peat in the Test Substrafes
Document No: M-066524-01-1 (Rep. No.: 14872002)_ o) O o 7
Guidelines: BBA 1994, ISO 11268-2 (1998) o @} @\2}” D @} @
GLP: Yes < @Q Z m@ Q7 §
Q

. %@ Q& &° &© & o &@
Materials and methods: N L@ R . © & @
Folpet + Iprovalicarb WG 65.25 (Development No.: 00024@54, atch Q@‘ 07@/00‘{&004@@1" ox

No.: 06124-00) was mixed into the soil at 1Q§), 1780316,°862 a@% Oé’@r g p@uct&g artificial soil
(dry weight). The soil was based on OECDB207 b’@’with@educ@orgam magter confdnt ( eat)s It
contained 5 % Sphagnum-peat, air-dri&%v and\ﬁnel@oumﬁg rr@; 20 @ Kaglin clay’ (Kaglinite

)

content >30 %); approximately 0.2 ¢ @all@@@ac%@add&é“to e;g@st pli}o 6. O.S@pro@nately

74.8 % fine quartz-sand (F34) contafding niore th{@SO ‘@y mak¥ of pagticle sive 0.@nm@ 0.2 mm.
Earthworms Eisenia fetida (40 wegghs per treatment g@up) W& ex d atdy - Z@C, light 450 - 800
lux, 16 h light : 8 h dark, fed V@kly 1 dré cattf&ma @ inpfzal soibvate@@mtq{;%ﬁ % -254
% (51.2 % to 55.1 % of the water hf)Ning@pacity), watetscontédt at experimental effd 23.6 % to 28.3
% (50.3 % to 61.4 % of t wate@aoldi@ap@ky), irfiial pH%.S @.6;0&@& experimental end 5.7
to 5.9. Derosal SC 360 (acfive ingredicfit car@daz'm) wa@ested%s thq@@(ic s@idard at least once a
year in a dose response stu ontépl: un@ated@%d tg@noece&t study\@ulted in an ECso for
reproduction was ¢ ated as 1 @%g gﬁ@ben@nﬂk@soil ry weight S

. . . . @ .
Endpoints were allt@%ody\ ghtg ange, feegli@ acg a%g@}repr%@ctlon.

(CEENN AN N & %,
Findings: @© @© @) & ﬁg@j @;*9 ©© ©§ @
Summar}: (@Resultg@) % %@ S\ ©\ 3 @ é&w
S & & & [SEERSIIPN
A @ \@ S RS
SIS
9 @ Y (S
ORI AN S RN
@ 9O g © o .0 @
A N
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @ N
Q N S0
S @ &@\ O
@%
QNN
&§ Q Q S ©@
AN
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Test ltem: Iprovalicarb & Folpet WG 65.25 @°
Test Species: Eisenia fetida S
Exposure: test item mixed into the smb @ A
control Iprovalicarb & Folpet WG 6’@\>25 ) @
100 mg 178 mg 316 mg 562 mg @OOO @
product/kg product/kg @product/kq product/kg . Qrodu@/kq
ity [%]" 0.0 0.0 - 0.0 - 2.5 N 5.0 Y S e
mortality [%] V <@ n.<C3 Q, @
+ 0.0
body WelghE 372
change [%]
+ 6.6
reproduction 400
# of juveniles’ + 57
amount of
food added 25.0
[a1 +0.0 .
" mean + SD = mean * Standard @natlon #om 4 %pll ates; t@esu@ pre@nt ro&@ded ”\9
values calculated on the exact rawNdata%) 9 C@
n.s = not significantly different @mpa?&d to tl'@ cor@ = Fis -e tes%oc = 0.05
= significantly different comp: ed to'the agstrol & = Dppnett test o ©0.05
N & o @ & N 2 5
Conclusion: 9 v QO

The no-observed-effect- cono@%‘atl(@ (NOEC) oﬁgﬁol e@+ Valgﬁarb V\é@ﬁ 25 for mortality,
growth, reproducti a and edm@ acti of. @whworm Eisénia fettda found was 1000 mg
product/kg dry aﬁm@ml %lg@ c%centrﬁ@n td The s@tlcally reduced number of
juvenile earts in\the cof%eenhs{uon 62 rﬁg%rodlﬁ/kg Q(:Z" dry _Weight was not considered to
be treatment refated, Qince_the hlgh@ con%@ntrat@[ of @0 rod@/kg soil dry weight did not lead
toa statls‘u@glly s1gn1ﬁcant redu@on % & (g é,(;%

@
ST N

ITIA 10.6.4 %e;ld t@ts (egects on ear;glwvorg{ls) RN
Considering the ggidings\repo abg¥e no er studles fie required.
@ § @§@ @%? @3 § &
\©) < . Q o\ @
IIIA 10. 6% Residfie co q@artb%om@
RS
As no s@ ficant acu&g%r sulQethal e@ffect@av en observed at relevant concentrations (see: 10.6.2
and 1Q,6.3) no furt@ studi §@)ns
Based on the 1nformat10@glve@nder A nex@omt 10.2.4, this Section 6, a considerable accumulation
(bloconcentra&:ﬁ) oge;sugggf th@rodu@ and/or metabolites is unlikely.

An estlm@ed Bor @hwo&s 1S af%ressed under Annex Point 10.1.9, this Section 6.

%@@é\
&@@o
¢ g v

&
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ITIA 10.6.6 Effects on other soil non-target macro-organisms @ D
The toxicity data for iprovalicarb and its soil metabolites are shown in the following table. Q\ §
@
F @
Table 10.6.6- 1: Effects on other soil non-target macro-organisms m@ @ %
@ Z

Test species | Test design | Ecotoxicological endpoint  *v ! | Reféxence - - AVY
Iprovalicarb ™. @ N @ @
Folsomia candida chronic, 28 d NOEC >1000 m@/kg dws (2G30) é

(5% peat in test soil) @} & QOM-368058-019 a

~ R o @ FRE{-COLL=80/1(k_
Q¥ S .9 1460 @

Hypoaspis aculeifer | chronic, 14 d N%C °> 10% mg}s/kgé@’s 010) %

(5% peatintestsoil) | © v S (o3 e -366603-04 -1

N kraciR-2 Y
H @ R 'S G
. N A |1IAB.14

Iprovalicarb-carboxylic acid (M03) @K o @) &V f($ RN
Folsomia candida chronic, 28 d Q KOEC %, > Ry pn@g dw 011>

(5% peat in test3oil) S < %, LN S 5347691-1

Q< ™ S @b © 9201%9
9| 2 O & O A 8.1902

L
Hypoaspis aculeifer chroni@@% d ngC @ 2&@5 g p%kg dwsO| (2011)

(5% p¥at in test soil) &L e M-405048-01-1
% é § e © QY 7 | So693089
"~ & e v 8 dnasi4ns
PMPA (M10) § @@5 G O B oﬁ@ @x . )
Folsomia candida hroni¢)28 ayNOE &, 1000 ™~ mg pyii/kg dws _W
&Y (5% peat inctst ol 5 <& @ e @dw M-361572-01-1
SO & VIS P o o FRM-COLL-78/10
O RS S 11A 8.14/03
N

Hypoaspis actldifer ) chronie) 14 d ™~ OEg ngl 000" mg@m/kg dws -(2009)
Y

0 N _ 01-
o\@ (SA)peat ifest S(@% @ Q @ > g ?512;7_51;/(()); 1
& & & N a
& @ \@ Ao \@ S 11A 8.14/07
N-acetyl-PMPA (MAS) < ) ® &
Folsomia candida <y’ | chronic, °\ NOEC O>1 mg pm/kg dws t
9 test@ll) \% IS (2010)
@ @D @ \ > . QO @ M-366743-01-1
Q ©© @\ Q\ & @@ FRM-COLL-81/10
9 I1A 8.14/04
Hypoasgi¥aculeifer oni E > mg pm/kg dws
leife @Er A [N 100 /kg d (2010)
N 5% peatin %‘[ soﬂ@’\k 9 M-364283-01-1
N B @ @@\ kra-HR-24/10
@ & . 1A 8.14/08
dws = dry weighfoil % S
pm = pure m 011t RS
©@
%
N

Chron%@toxm# ex%sure@ms for soil non-target macro-organisms

Eco@ucol ical @§p01 and PEC;.iused for TER calculations for soil non-target macro-oragnisms
ar u1sed below. TER values were calculated using the equation:
O

TER = NOEC / PECs.ii
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The risk is considered acceptable, if the TERr is >5. éf >
. <
@ v
Table 10.6.6- 2: TER calculations for soil macro-organisms @b @
2 L Q
Compound . . PECmax nnex VI @eﬁn isk
Test design Endpoint  [mg/kg soil] [mg/kg soil] TER Q% Trigger @asses@yent‘;&@
Folsomia candida ©@ @% R A @DQ @
Iprovalicarb, chronic  [NOEC ~ >1000 039 > 2513 5@ [ Nev | &
M03, chronic NOEC =100 @013 27692 & R 1w §
M10, chronic NOEC  >1000 0110 39090 | o5 S| No &
M15, chronic NOEC 2100 Y0019 @b 2503 [gr 5\ |x,” No©
Hypoaspis aculeifer @g\& @@ N & Z% O@
Iprovalicarb, chronic  [NOEC ~ >1000 oy 0.398,° @@ 519 5 o 0o &°
MO3, chronic NOEC 21005 " N Q013 &y 2769 [© 5. | ™ Neg~
M10, chronic NOEC  >160 s @i S | Qi 5 &
M15, chronic NOEC =300 Sl oo |25’ | $5 L] No
& N
N % & o & & .
Conclusion: The TER values agg abowg the t@ger on 1n§eat1ng@o u@ept&ble risk for soil
non-target macro-organismsyJ, % coll%bdl@501l mites. > &@ .9 )
Q& @ @ N o @ @
@ & 5 SO &
°

IIIA 10.6.7 Eff&gts 0 gam}: ma@er bﬁkdo@n & ~ §

O
A study on the org § matter bro (& not@mr@base@ on the@Tgo \%ﬂue of the active
tabl

substance and ac ERW ues F&r earﬁgwom&goﬂ $@cro @gam@ and soil micro-organisms.

S D
SIS %© & \@;a & ©§%@
N oy @’@@ b&\@?@@ \
&@ @ O\Q% @% =N R Q\@
SIS
9 @ Y (S
QRS T LS
@ 9O g © o .0 %
A N
S\ L 4+ 9 @
& N @ y Y
& SRS &@@
= NS & &
S @ﬂ&@\ O
@%
@@&\%%é@ §@Q
2 Q
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I1IA 10.7 Effects on soil microbial activity

Table 10.7- 1: Effects on soil non-target micro-organisms % § )

Test design Ecotoxicological endpg@

Iprovalicarb + Folpet WG 65.3 P ©Q @ Q\y o §
@ S ﬁ(%gg é @

S Q @~ ° &
@267 mg dwé M-3§102-01-
5 i Q !

N-cycle 28 d no influence 17 @/bac 4809 N @@}
C o T © I@Atg /0K

\\
C-cycle 91d no i@ence\

Iprovalicarb Q @ o @§ &
T [y ]
W\% : S n %s Q § M-000096-01-1 @

&,
R >y & O o
@| N @@”) @Qm Sdws ©© -000094-01-1
N-cycle 91d < nfﬁnﬂue@e 405 AN @ /ha® AJO@#2996
e @) @& s kgas. SERZ 114,8.10.1/01 (EU
o O N § A & |poiht 1A, 8.502)
Iprovalicarb-carboxylic acid ( ) & QA @ & * @
SEEGERES SN O | I
Necvel 2§ & @§ . ﬂﬁg@ ~ 1 @mg pm/% d\@& M-404388-01-1
-eyele Q" N[O 49 é@ kg pvha <& 10 10 48 055 N
N I & > 8 % 11A 8.10.1/02
pMPA M10© o> Y T N 9 @@@ S @
2 T & © o @ N >0 0) |
N v 3 A
N-cycleﬁ\@ 28d @© § n&@iu e O 3 § QH‘@Wkg dws M-366832-01-1
RN ©@ o 0.7 _kgpm/ha FRM-N-139/10
Q) & 4 & S 11A 8.10.1/03
N-acetyl-PMPA (15) 5) @ SR

@ - S
©@ o & \U\Q S 0 |

O > 10D
} @ %@ & léf mg pm/kg dws M-366828-01-1
N-cyele o 284 S0 fiRenes” 06is kg pmiha FRM-N-138/10
& @ .
. Q S 1A 8.10.1/04
Folpet Q> N RN
C-cyele 280 o s no inflience S 15.93 kg a.s./ha EFSA Scientific Report
N-cycle 28d © &@ nogpfluenge 15.93 kg a.s./ha for Folpet (2006)
S R
NS o R
Risk asse §§ent§ o ©@
X
S O,

Accordin? to @em regula@/ requirements the risk is acceptable, if the effect of the recommended
appli{e%ﬁon ﬁof @mp&md/product on nitrogen or carbon mineralisation is < 25% after days.
In@ cas@leviati@rjls f@l the control exceeded 25% after 28 days, indicating low rik to soil micro-

organi@.

Thus, no unacceptable risks to soil non-target micro-organisms is to be expected from the use of
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Iprovalicarb + Folpet WG 65.3, if the product is used according to the recommended use pattern. éf >
5 &
IITA 10.7.1 Laboratory test to investigate impact on soil micro@l@ activity &@ (&\@
Report: KA 10.7.1/01; || 2000 S @\ %
Title: Folpet + iprovalicarb WG 65.3 (56. 3@)A W: Effec&&@n the act1v1bgof seai P
microflora (Nitrogen transformatioriest) 9 @ @ @ &@
Document No: M-359102-01-1 (Rep. No: 09 1048 052N)  ©F Y S L 1O
Guidelines: OECD 216; adopted January @QOOO OEC@UIdChnC foﬁﬂe &stmg OQU @
Chemicals, Soil Microorgalz@[ Nltroge&Transfq%hathT st ¢ @}
GLP Yes (certified laboratory), e &S @ 6 NN
Q @ %

Objectives: The objective of the test was%o det@mne e 1nf@nc%§2 Z@and 2@67 @ ol@t +
Iprovalicarb WG 65.3 (56.3+9)A W/k%fy Wegght on @oge& ans{@matga in $gl;l agrl ural

soil. @ @ @ @

Materials and Methods: Folpetg 1p1@yahc Og 3+ 9 @nal)ée?al ﬁn%hngs Folpet
(SR-407) 54.9 % w/w, Iprovahsirb (i%X 072 \@ Sp 1cat10n No.£30206001 1659, Batch
ID: EM20002600, Sample d%scn@on T 080@1 00 as used inth testeA loamy sand soil (DIN
4220) was exposed for 2g%.llays 922 %d %7 g test 1tem/k$11 d@wel . Application rates
were equivalent to 1.7 anid 1 gt t ite @erml on of the nitrogemtransformation (NOs-
nitrogen productlon)@” soildgiric w1t lucer@ me Nconc@tratl in sg#t 0.5 %). NHs-nitrogen,
NO:s- and NOz-nn@en were d us1n he@toan@yzer I (B R %HLUEBBE) at different
sampling interv@ 1 an%ﬁS days aft rtreatmen

The coefficief®® of 1at1 in @ co % -N)@vere §Xm§é§% 3 % and thus fulfilled the

demanded range (<& %). ‘”\a
5 SN b\ & & @

Findil}é& Effects oon &ﬁ-t{gr@ @ér%@anl@g %, N &

@&\é\ﬁo O D
N

2 %~ ApplicationTates®
ime @ @IQ F@ EEPHPY WG 653 (56:3+9)A W -
Interval Cont § &?’7 m@ dry ight @11 22.67 mg/kg dry weight soil
(days) 45 % @ % %
é Nitrate4N_ Nltrate—N @ ifference Nitrate-N D difference
< @, =4 “to control to control
0% 1.93 [ £7] 0y | 290 i*% 0.1 30 2.14 [+ 0.05 11*
7-14 0. 20@*1 0.16 . 43« @4 109 042 | £ | 0.17 107
1428 | 047 0.1 0.6%,] = | 0.12 1" 077 | £] 013 14
The calculat@s we&\perf W{\tﬁh unr@%ied values
1) Rate te S mg/Kg ry werght soil/time interval/day, mean of 3 replicates and standard deviation

atisti ally s 1cant difference to the control (Student-t-test for homogeneous variances, 2-

sid ?a\ <
Q@ stlé@ﬂy s @ﬁcanﬂy different to control (Student-t-test for homogeneous variances, 2-sided, p
@ 0.05)
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In a separate study the reference item Dinoterb caused a stimulation of nitrogen transformati §° S

+37.9 % and +48.3 % at 16.00 and 27.00 mg Dinoterb per kg soil dry weight, respectively, & @

after application (Appendix 4: Reference test, 5. Results of the reference test, page 28).
S

@

Observations: At time interval 7-14 days after treatment both test conce%atlons causeda ter@rary@
stimulation of the daily nitrate rate. No adverse effects of Folpet + iprovalicarb WG 656 %@@)A W
on nitrogen transformation in soil were observed in bot@st concentigfions (2.27 r@%kg @/ soil@id @
22.67 mg/kg dry soil) after 28 days. & ® @ @ S
Only negligible differences to control of 1 % (test c@centration %7 mg/kg d 011) ar% +1@% (te@
concentration 22.67 mg/kg dry soil) were rneasu at the end o\f th 2@%@ i at1®per%d

g RS
Conclusion: Folpet + iprovalicarb WG 65. &56 3@9A @ause@’ n

0 @gWers ‘e?fects 1ff rence to
é%g n

control < 25 %, OECD 216) on the soil troge@ansf@g%atl@@mea@red as

10 9
the end of the 28-day incubation periodi,The smdy@as pe@rmed%n @ d s%gl at cotice ns
equivalent up to an application rate of kg test 1ten@a N AN @

S e O &S §
I11IA 10.7.2 Further testing to 11@estlg§te pact@a so@ucr@ﬁal VltY\a
Since laboratory testing has del@mstr@@@ that@e acfive su@ncnd t@lr &ol tes Would not be
expected to cause any g@ﬁcanﬁ* effgsts on eithet™ soﬂﬁn crafjora respiratfon or nitrogen
transformation at concen@%atlon %abovéane I@%;lmur@’ field rat@@o avdg%iorgl@ testing has been

<
performed. @% @ NS
& @@ L 9 Qb 2 & 5 \@
Y N AN
I11A 10.8 ﬁ%ec&on n&a@t p{uﬁ ) @@ & @
IIIA 10.8.1 ©Ef®ts on%on gl .

%arge@rre&ﬁna &lant R
The risk assessm@it 1s‘”\base% on the “Ql%’)dan@ Doc@nent&gn Terrestrial Ecotoxicology”,
(SANCOAL0329/2002 18«2 fi %It is @str@ed tQ? ﬁe{@ﬂua‘uons as non-target plants are

7’

5

non- créﬁlants locaté@ oul;si@ the treate@lsea Spray dfift fr@{@he treated areas may lead to residues
of a product in off@p aréas @ o %\

In the case of a fion-herdy c1def;§€ree@ag re&?j& and/or T@ 1 studies give first information about the
likelihood for@errestidal p eff\c@s T@ r1sk@an b&tonsidered acceptable if there are no data
indicating &O ¢ than SO‘V@yt@m e \t at 1% m um application rate.

@’ @

Seedling emergenc vege a‘m@ VlgOQr stud@s have been conducted with Iprovalicarb + Folpet
WG\%S 3 following O te&l geh 27208 and 227, respectively (see Annex Points IIIA

10.8.1.3 and lv«xl 2). They @ 1n@lve§L species tested at the maximum application rate of 2.55

q

ke product/@§ § N
~

©f
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Table 10.8.1-1:  Ecotoxicological endpoints for non-target terrestrial plants Q°
Iprovalicarb + Folpet WG 65.3 S g
Plant species Seedling emergence Vegetative vigour @@ v
Max. effects at highest Parameter Max. effects at highest Pax‘&meter@w
rate tested rate teste Q @
[2.55 kg/ha] [2.55 ke/li QO o 9
Buckwheat 10.5 % reduction emergence v@ no negatigeimpact o N @Q
Cucumber 0.8 % reduction shoot biomass no neg@!e impact @ § - g\\ﬁ q
Oilseed rape 7.3 % reduction shoot biq\@ass no @ative impact, S N -@)@ @
Soybean 11.5 % reduction shoo%@ass 12.0% @@Jctim@ @hoo ioma@
Sugar beet 23.5 % reduction survival ‘a5 negﬁive imfiet By LS
Sunflower 0.5 % reduction skot bid@iass A~ no %ativ&@paet@ . -
Tomato 5.4 % reduction Sghoot Bpmass@® n@egativé\){mp@ © (@’ R @§
Corn 5 % reduction eﬂg@gen@e\\, . Gio ne&ﬁ/e Lm@ct S - @
Oat 6 % reduction @w &}ot bi@g\%ss“;\ no &%)ativ%%pac;@ WQ -©
Onion 6.3 % reductiCQ@ @ smi@al Y &@Tegag@ 1mp® @f &)
Reference  |[fl2009) © ) S 3609) . © @@ S
Report No. S /047 *o v @g@ R epo 0.V 9/04@ &
Doc No. M-357371-011  s& %\ ‘M-357376:01-1  ©
KITIA 10. ; 13015 @ oy U KA 10&12017

ENE SRS
In the case of Iprovalm@rb + g et \% 65.8) neithor the s@dh@em genc&g@tbe vegetative vigour
studies showed phy, ox1c e t \i\ O‘V he @mm@ﬁrat f2.4 1@ proditet/ha.
Thus, no unaccepgable @sks °EQ non%argeNerres@ pléﬁs a@to %‘éxpected from the use of

Iprovalicarb % pet @G 6&3 Whé% used cor&'ﬂ&}g toge rec@nen&d GAP.

@’
2 © \ @’ y\]
1A 108:1.1 See@er atl@ © @@ §@ 5@7

BN

N N
Please refer to Ang@%l)on{%ﬂ &8 1. 2@ %\ % N

& o & %
A 108.1.2, Vat@vng@@' s & &

Report: KITiA m@\l 2/@%9
Title: @’ ’ I@oval@rb + l@lpet@‘(] 9% 56.3 % w/w: Effects on the vegetative vigour of ten

%%pec igs of non- targgﬁterres?@al plants (Tier 1)

Doeunient No: M357376<01-1 (Rep. N&VV 09/048)

Guidelines:  @* |OECD @7 : ORGD Gdidelines for the testing of Chemicals, Terrestrial Plant Test:

~ x\?egg@fve 10urée (July 2006)

GLP R@ x% yz)@@ S S
¢ @
<
Objecﬁve § SIS

o(, 85 of th@’spegﬂc study is to evaluate the effect of Iprovalicarb + Folpet WG 9 + 56.3 %
vegetative vigour of ten plant species representing a broad range of both dicotyledonous

and monocotyledonous plant families.
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Materials and Methods:

Test item: Iprovalicarb + Folpet WG 9 + 56.3 % w/w, workorder: 07035734, sample descrlptlo&gé)%@@
08081-00, product: FLP + IPV WG 56.3 + 9A W, batch-ID: EM20002600, rigterial no.: O@
specification no.: 102000011659, content for release: Folpet 54.9% w/w andgﬁrovalicarb 9%00% ‘@@
appearance: dark brown granules. \

In total, plants of ten species including seven dicotyledonous spemg% buckwheé@(Fﬂg%pyr
esculentum), cucumber (Cucumis sativus), oilseed rapgs(Brassica us), soybe@ﬂ(G ),
sugar beet (Beta vulgaris), sunflower (Helianthus annuus) and tomLycopersz&@i es i&ntm@blus O
three monocotyledonous species; oat (4vena satzvg@omon (Alll@?g cepa) and €drn (Ze mc@ weé

grown in pots in the glasshouse. @Q}
At the 2-4 leaf stage plants were treated with rovahcarb \Fo %gt %%&g@?w u%%g a
laboratory track sprayer applied at 2.55 kg@rodut@ ha@g me,rate 00 Lha. gﬁ%’h pot

contained 4 plants and there were 20 pla%s tre@%@l 1e§)repl@es @ntrol pots @re @
deionised water. ©

Pots were grown and maintained und@&glas&gouse @ndltl&gs w1t§a temperat cm@@l se§3 +
8°C during day and 18 + 8°C at mgI@Qlth& h @%topeﬁbd Sy § %

Survival and phytotoxicity were orde@’7 14\and 21 day@ fter hc@n an@ assessment were

d with
9

made against the water treated 9 @ @ @ ©© @ ~
The study was terminated 2 ~Q- ays ‘&ﬂer llcatlo@ Thegparar@%rs %easure®weréurvwal visual
phytotoxicity, plant growth gi\ﬁge &Q sha@b A 1ght Q S

Statistical analysis of da&@\%a erto to 1n &gmﬁc e, ca&d G@us@g e Pairwise Mann-
Whitney-U-Test (one ts\gded sé\l p=0.0 @Rat st 1st1e§

@v \

@ S) &

Findings: N @
Analysis of 1pro@c of the&ngh&t applt%\lon %e rev §@@ be % of nominal.
This study ca@@e copsidered)valid@s th 1d1%§crlter@ of 9 1va1 at the end of the test in the
untreated controls Were acﬁfeve@gor all pecwé\

A summ@ of the ﬁnd@s fo@ach @ es 1sum1@r1se the{@?owmg table:

@
Effects of Iprovah@rb +®lpe§’v G 9956. 3@) w/ in the%‘!l days vegetative vigour test

@?ﬁ(— %ucun@ 01%3 %é%yy- su%@ sun- | toma- corn oat onion
e

whea@ (g@ @) flower to

Survival * 9 © N N D
(% inhibition% 0 @Q §> rg@ ) @5@ 2 0 0 0 0 0 0
Phytoto@{y . P % S

V| 05A 0 0~ 0-Af| 0 0 0 0 0
kk O@ ({\% @ @ ;\\
Shodt Dry > O R o

Weight *** @FZ.S) 3. 6) (5120 (42) | 95 | 84) | 13.7) | 0.9 | (5.9
(% inhibition) &b _ =) &f@ - R

compared@’the catedontrohy’

** see r?@erlals@md methods a description of the phytotoxicity rating

oAk 1@%61&0 @redt@ n is“expressed on a per plant basis

O) res 1@@)arenth@§es n@a‘[e that there was an increase when compared to the untreated control
Bo ﬁgg@ are statistically significant (Pairwise Mann-Whitney-U-test, one sided smaller; p < 0.05).

* survival i i@neas&@e of t@tents tha€purvived at the end of the study and is expressed as an inhibition

(@

@
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Observations: ¢

In general this study revealed a very low level of phytotoxicity as a result of a foliar apphc&@ 0%@
Iprovalicarb + Folpet WG 9 + 56.3 % w/w at 2.55 kg product/ha. @

There was no mortality in any species following an application of Iprovahc@ +F olpet W& 9 + @@

% applied at 2.55 kg product/ha. @ %
Slight stunting was observed as visible phytotoxicity in gyggbean, sugar be@%and cucquQ. S %

Shoot dry weight was not adversely affected in any spe apart from@%ybean werg er s a 1§§% @
reduction, which was statistically significant. @} &© é\g@ Q@ §9 C&(@&

R Q) @
Conclusion: R 9 @ S SN

O @
Following a foliar application of Iprovalicarb Folpet W®\9 +°96.3 O@,w/plle@f?t %\\j@ kg
product/ha to ten terrestrial plant species at cts on\sm%/al and

ﬁ
«,
agQ
%;
2
22
o é\)‘

se
shoot dry weight exceeding the 50% effect triggetfor f\éﬂer ng obtained @iy thisvegetative
vigour study. % @ \\ > % § N @e §@
& K SRS Sy
ITTA 10.8.1.3  Seedling emer&@lce SN \@' @@ (@ @ ©
J)

Report: KIIA 10@s¥3lg

N Q) S
-
Title: Iprovali€arb +°Folpe@/ G9+36.3 %w/w:@igfect%)n the %dli@mergence and
growtﬂ%f tehspecigof n%fgtarge@errestflﬁal plants (Ti€Pl) ¢,

Document No: M:357371-01-1 Rep. N&SE 09/047)s = O &

Guidelines: QECD @ OE¢D Gl@iehn@%for J;h@test & emlcal@)l"errestrlal Plant Test:
A@@eedh@ er@em@nd Se@hng@rowth est ( dyly ZOQ
GLP SRR @
©) @\ AN N AN
Objective: @© @J@ o O K@j (C’@ @ §

The purpog of this spe01ﬁc s @, is t%eval the@ffec@)f Iprhcarb + Folpet WG 9 + 56.3 %

w/wW o&@ seedling e@erge an@owth of larﬁQ}em@%representmg a broad range of both
1es

dicotyledonous and- % noc‘@{;y ckélﬁous p@t fansg %\

S @
Materials and mth @ @ @’ R @ @

\
Test item: I &alic F(ﬂpet & +\5@3 % Wiw, W@korder 07035734, sample description: TOX
08081-00 ‘%oduct V G SE3+ 9 XV ch-ID: EM20002600, material no.: 06361579,

spemﬁcg no.: 1020%)01 1 @ t f&releas& Folpet 54.9% w/w and Iprovalicarb 9.00% w/w,
appeara e: dark br; ufes.

n

n total, plants of. te @%cws @ncl Q g s@n dicotyledonous species buckwheat (Fagopyrum
esculentum), cucymber %ucu@zs sggivus) Sllseed rape (Brassica napus), soybean (Glycine max),
sugar beet (B% vul KLS), &ﬂov&?@(Hel@tthus annuus) and tomato (Lycopersicon esculentum) plus
three mono@yledﬁn us gpecies, oat ggm sativa), onion (Allium cepa) and corn (Zea mays) were
sown in pbts iné’e gl@ou@ﬂ" he soil surface of the pots were treated with Iprovalicarb + Folpet
WG9 @ ‘@ /W qsing @ooratory track sprayer applied at 2.55 kg product / ha and a volume rate
of 20@ﬁ/hch cqntained 5 seeds and there were 20 seeds treated i.e. 4 replicates. Control pots
wdjetrea w1th om@ water.
Pots grown and maintained under glasshouse conditions with a temperature control set at 23 +
8°C during day and 18 + 8°C at night with a 16 h photoperiod.
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Following the spray application to the soil surface of the pots, emergence was assessed daily until %
emergence of control seedlings. Emergence, survival and phytotoxicity were recorded 7 and - K ay%@j
after this time and assessment were made against the water treated controls. & @

The study was terminated 14 days after 70% emergence of each species. }ﬁ parameter&meas&
were emergence, survival of emerged seedlings, visual phytotoxicity, plan%growth stage and sl@t dry@
weight.

Statistical analysis of data was performed to obtain sign@ance cam@out using t@l’m@me M@% &@

Whitney-U-Test (one sided smaller; p < 0.05) by ToxRat statistics. & @ O
@;& @ &<§ Q & &
Findings: @@9 Q & @}
<

9
Analysis of iprovalicarb of the highest applicati rate revea \t tobe 95.6%s of r@mingl&
This study can be considered valid as the Va@aty c rla 0%¢gemer, ea

emerged seedlings at the end of the test in untgé’ted rols@yere a leg or a]@peci@g @& o
A summary of the findings for each spe&‘f%s ] Lﬁmma@ed 1n@e fOl{%ﬂ g %, §
~
Effects of Iprovalicarb + Folpet “@9 +8¢ 3 %@'/W ()“@eed@g eréqﬁgen @»
buck- | cu - | offseed Soy- Sin-  Cgoma-~)y Ko
S y t i
wheat @g@;l 2 rap@@f) bean (@t &ﬂoweb@ @@ c&orm oat | omon

Emergence N S K ~ 1O

eTEen 10.5 0 0 o 0 10@ P53 |5 | 0 | (143
(% inhibition) A \Qﬁ @ @ NEE 2

. * N 0 b o %

Survival o a0 P o Q35 [V 0w, 0| 0| 63
(% inhibition) o © Q) S . @) N .
Phytotoxicity ** 4> 0§ <@ 0 Foar] o¥ <0 | o [ o] ab

ytotoxicity Q@ ° ﬁ(§ (@@ S - §a 2 @R S
Shoot Dry Weight | ©° [ AN §>) 9 q @@
- & 216.6) | 0.8 g8 |45 N 1@ 08" | 54 | 04 |60/ (66)
(% inhibition) O & S O |« & @@ @
* survival is@measure of treated pé?ﬁ?ts th&\%urvn@ at thé@’nd o@he stu@’and is expressed as an inhibition
compar%§$ the untreate(@}\éntre@ 'S
** see rials and mef@ods fdea descriptioncafithe %)@totox’l%eity ra\@
**% inhibition or red@on 15&6:}pres on a@r plant basisi Q
() figures in parenthdses indicate thelgg}vas an@creas@vhef%ompared to the untreated control
Bold figures are st stic@sig ant g@lrw&%{/lannﬁ&/hltne@ -test, one sided smaller; p < 0.05).

@ @ ®\J Qo . (@) 0

© NS D
Observatigns: @ \ R @ @
In gene@ms study @/eal é\:(’)w vel .ofsphytotoxicity as a result of a soil application of
Iprovalicarb + Folp@v G 6. 3\% w/ !\. 2,58kg product/ha.
The@mt sensitive’speci @f I en gen@ We@uckwheat and sugar beet with 10.5% reductions.
The species sh mg the reaggf effegf on survival was sugar beet where there was a 23.5% reduction.
There were lﬁgnted Qg{ﬁyt ,Q'»:‘ s@toms@n this study with only slight stunting with soybean and
sunflower atid a s@qt nectdsis of oniqp®
Soybean@as t ost@enmé@e species for shoot dry weight, with a 11.5% reduction which was

statlst@y s@ﬁc @
Céﬁﬁus@ @ @

Follov@ a soil surface application of Iprovalicarb + Folpet WG 9 + 56.3 % w/w applied at 2.55 kg
product/ha to ten terrestrial plant species, no adverse effects on emergence, seedling survival and shoot
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dry weight exceeding the 50% effect trigger for further testing were obtained in this seedding S

emergence and growth study. o @§
©© &> S
IITA 10.8.1.4  Terrestrial field testing g Q& \Q
Further studies were not considered necessary. &% \© .9 \:4\9@
X Q@ e 9 v\g@ &@
v S
I1IA 10.8.2 Effects on non-target aquatic@ants &© @v)\g R ®§ @Q}

TS
The toxicological spectrum of the active substa@ towards Quatlc @%ﬁts i@rese@d u@er A@%x

o S EAN

Point IITA 10.2. é @@ w\? &% @@’ @6 NN

g & TV &
IITA 10.8.2.1 Aquatic plant grow@- I§egnna\ N > &% @Q N @j @
Due to the use of the product as ngk&%e 1nci£fhe &ﬁr@iuct@s}s\ n(@ed @ﬁplan@rowth
regulator, tests on aquatic plants ar&@) 1red.\© § \@' @@ @@ $ %@)

9 L @Q O © O
v S @ & ° 9

IIIA 10.8.2.2  Aquatic fi temng Y @Q . S

The spectrum of the b101%1cal aémtyéﬁth %duct@é’ well repr@lted&y the @gsults and the risk
assessments in Point 10. Z%The%fore f@her§ 16@1?6 nc@onmdy\\r?ed neg ssa§

‘24\9 o
& & § > S <
I11A 10.9 ﬁyfec&on ot‘%r no) target 0&@11S1§b(&1§ved @be at risk

The spectrum @he @10;;1&%1“ actﬁgty of@e prd%luct well @resefﬁed by the results and the risk
assessments 1@§ 10. 2'\9 10.8 of this dos@r Thsrefore) furt}@r data from biological primary
screenlng dPother preh@gnary@%@?s @t coﬁldere(@el%@lt f({@ae risk assessment.

&@ @ @ Q° @Q RV N O
I1TA 10.9.1 \nm&ry of@érelm@lar(gatagbwlog%al activity & dose range finding
Not relevant. Se&&tategient p@ded@der Peint ]@9 @
@ 9O g

¢ O 0 @
1A 1(@ Assess@:e@f rt@%n,c@@to R&@éntlal impact on non-target species
Not relévant. See st@meng)%vu&d und&@omﬁ@@ 9.
N AN Q &
(AN Q

IT1A 10.10 @“Otherzglal @fhesQ

The spectn.@of the Biolaggtcal ag\\ﬁwﬁ @f the product is well represented by the results and the risk
assessmegis in l@mt :&@ 8 of this dossier. Therefore, further data from biological primary
screenjifg or othe r preliminagy tests are not considered relevant for the risk assessment.

iﬁ cljmina

L
H% .1 Other/special studies - laboratory studies

Not relevant. See statement provided under Point 10.10.
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IITA 10.10.2  Other/special studies - field studies @
Not relevant. See statement provided under Point 10.10. N g
& &>
& &
. . °\
ITIA 10.11 Summary and evaluation of points IIIA 9 and II% 10.1 to 10@@0 § %

IITA 10.11.1 Predicted distribution and fate in@e envirom@%nt and tilg:&coumes é\’
N

Summary on the fate and behaviour in soil @} &© é\g Q ®© @Q}

From the studies on the route of degradation ip-%oil, it can % ciude@that@rov licarb ykas

thoroughly degraded in soil under aerobic conditions to t inal~degradation ductt COs. ree
ghly deg o, g@” i degradgs Product CO,

metabolites were identified in the soil al@ with“the s@arent%om§ d %§> 4COS. T ey\gmajor
5 @( -c@oxyli@cid an(

metabolites (> 10% of the applied radio%tivity@@R))@/ere 07 3) and
. . s . Y
PMPA (M10). Terephthalic acid (MZ@ wa&“ﬁoun@k%s mior r@%bqh@ Unextractable a ues
reached 29.5 to 33.9% of AR at studd (Qﬁine—k@@l, d«ag%l) &ﬁ@ up é@>7.9 of Aég\énd 3.5% of
AR (phenyl label, 20°C, day 100 / g@ 6%Ipr0@$car§as Q@ébﬁd to endgﬁmt @, via two
routes. In one route the breakdéwn o%the mgleculgystart ithGhe c@ag@ the\%mide bond

between the L valine and P mofities. THis le@) t ain@etabo@e P@A A{10). The other

route proceeded via oxidation the @hylxgroup@gn the, pheJQ@@ ring;to a carboxylic group

. Y 9
(SZX 0722-carboxylic qc1®(M03® an hldatlon. . < NS
S gprosgie S VS

& O . .

Under anaerobic COI}@OHS @%o@earb Wps de ded@preci@ly iéoil agﬁb would not be expected
to persist in this@ e 0 nvigc@ne%@provahcar@gra to Qwo mgjor degradates. One major
degradate, PMP@&y (M, forn&eﬁ u%ler aefgﬁc ciﬁdition@dnd ; ea@ under anaerobic conditions.
During the a@@ro‘%%@phas@ N—ac@yI—R@A @915) formed a@major metabolite. In addition,
SZX 0722-gsinoacetonitrile (M39) w. fom@’ as mfiror dggradatetater in the study under anaerobic
conditi \@%r;extractaﬁ% resgg?\és r@d 39.8% Wy the gof 8@@?;@.

o R S

H O OO N
It can be conclud§ fro %16 y concerning the @otogégradation of iprovalicarb on soil surfaces

X
that photodegraa@tion@l 1 sigr@%anté&%’ontr@ute %§t e degradation of iprovalicarb. A total of

five degrad prcts é@ludfﬁg COg ere%eie@ect%i in the soil extracts. Two of these degradates
were ider@ed as SZX 97224 ox %ci@g@(MO@ and PMPA (M10). All individual degradates
account@ for less g@@h 5% of the! ap@d r&ié\lgoactivity in the irradiated samples, with CO;
reprq%enting 2.8% Sg@AR i%llow@ the @adiat{o period. The breakdown of iprovalicarb proceeded
oxidation of the 4-meth grm@to 82%072@ arboxylic acid, cleavage of the amide bond to PMPA
and ring cleav&@%follogved on O@Oz.

The rate gr@tio%@ ip@d&licaﬁn soil has been investigated in laboratory trials, which were
run Wifft sail typ%@mder aerobic conditions at 20°C and with one soil under 10°C. The
degradatio er amaerpbic conditions and the soil photodegradation were also estimated based on
la@rator@ials. Furthel§ore, 6 field trials were conducted at different sites in northern and southern
Europ@ o derive kinetic parameters suitable for modelling purpose and environmental risk
assessments a kinetic evaluation of these data was performed according to FOCUS kinetics (FOCUS,
2006) for the parent compound the major soil metabolites.
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For iprovalicarb the non-normalised DTso mod for modelling purpose were in the range of 1.99,to
68.56 days and the normalised DTso mod in the range of 1.77 to 68.56 days (geom. mean 6.78 da@@ ) Fog§

and the DToo initia1 in the range of 6.62 to 252.12 days.
For SZX 072-carboxylic acid (M03) the non-normalised DTso moa for m(%elling purpo§wer i thez,
range of 0.56 to 1.852 days and the normalised DTs¢ mod i@he range of @5 to 1.85 qgﬁss ({@{n. m

0.97 days). For persistence trigger evaluation (non-norm%sed) the initial WETe é%he rgage 0&@58 é@

to 1.97 days and the DTop iitiar in the range of 1.94 to 653 days. &© é\g QQ § LN

For PMPA (M10) the non-normalised DTso moi@nodelling p@ose@yere the range 0@4.2&@
187.33 days and the normalised DTsg moq in the e of 39.39@ 187.\@iay§égeor%§?ea@§@.085).
For persistence trigger evaluation (non-norfralised¥the @50 l,&{ﬁf were, n - thes rangds of 4428 to
239.32 days and the DTog initia1 in the range f<?47. 758@@ day, RS v @& % &
For N-acetyl-PMPA (M10) the non—normg%ised 50 mod for@m elli&}g pu@%se tvq\zﬁere in l@j ra y\@’ of
0.422 to 0.929 days and the normali@ D@mod iw the fange @0.4&\0 0 day@i\égeo mean
0.72 days). For persistence trigger @uatf&n (np@orm%\ed)@é D& i,miagéi itthe range 0f 9.0
to 22.3 hours (0.4 to 0.9 days) an@ne DT 50y in'thesgange 0f39.0 @4.1 fiours (146 to, 3 days).

9 5 S S O S

@ N @ @j@ @ S O 0 &

Iprovalicarb did degrade app@iabl “undeanaerobic condition&in soiband (v@vould nét be expected to
persist in this type of envi@nmet@f\lpro@car@%d deg@de appreci@y under anaépobic conditions in
soil and would not be é%pect% to persist ingthis ofiron%ent.@o de kinetic parameters
suitable for modellin@urp@ and&%ivirongent@isk g&sess ts a¥kineticsgvaluation of these data
was performed ac@ding&to FO@S tics @’OC IS, 20Q9). The degradation of iprovalicarb and
two major meta 'tes\i@ana@%bic soit w SSevaluated as@nin iffereqit kinetic models. Best fit of
the parent fo pe@tenc@purp@ coul@be mgg%he(@sing FOP thodel (DT's0 initial = 25.4 days).
For modelling purp@se ac&)rdin%o FOCUS kin icsﬁﬁe deg@dati%l@of iprovalicarb is well described
assumin@@ O decay @51" 50 mgdefling 1@ days). The me@%&lit@i@MPA (M10) and N-acetyl-PMPA
(M15) Axere fitted tog@ther, @ the parengco Sand, tg\desegg best its total degradation pathways.
PMPA (M10) sho Xfery%good @%eas&@able@gﬁs, as@nin %O decay (DTso for modelling purpose:

38.6 days) and @FOPQ%;ﬁca @Ts@r p\&ssiste@e engdpodints: 43.1 days). N-acetyl-PMPA (M15)
aée ﬁt&

o

persistence trigger evaluation (non-normalised) the DTso initiat Were in the ran@@of 1.99 to 1@ d@s
@ S8

02
e

shows very gdéd to @@son ,QSsu@g SOF\ @deca@DTso for modelling purpose: 76.2 days) and
DFOP decg/ 'DTs for p@@s‘[e@ enc@nts: é@S 7 @S).
& @ @ Y Ko

It can be concluded@m the study concérnin “@% photodegradation of iprovalicarb on soil surfaces
that\p%otodegrada‘%ﬁﬁn v@not%&'gniﬁ(@ltly @tribute to the degradation of iprovalicarb. The DTso
values in the irggghiated and dar sa@es Q'\ 62 and 53 days, respectively.
$ %“ %
The kinetic éval \mn ix figld di@ipation trials for persistence or trigger purpose according to
F OCU%@inet’@) (FO&J S, @06) resulted in non-normalised half-lives of 3.7 tol2.5 days for
iprov@icarb 2@002% 4 days for the metabolite PMPA (M10). The corresponding DTy values
w@n thé&;ange & 12.@) 61.7 days and 73.6 to 758.9 days, respectively.

cy _
The agption constants Kq for iprovalicarb calculated by means of the Freundlich adsorption
isotherm ranged from 0.60 - 4.64 mL/g. The corresponding K, were in the range of 44 - 221 mL/g
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with an arithmetic mean of 114 mL/g. For the major soil metabolites SZX 0722-carboxylic @gid >
(M03), PMPA (MI10) and N-acetyl-PMPA (M15) the Ky values were in the r&ﬁl@@
0.012-0.354 mL/g, 0.67 - 11.09 mL/g and 0.34 - 0.56 mL/g and the corresponding K. Valu@%er in
the range of 0.6-13.1 mL/g (mean 5.2mL/g), 117.9-574.6 mL/g @an 290.2 ﬁ?ﬂ‘/g) Gnd
32.2 - 53.4 mL/g (mean 39.7 mL/g), respectively. § @Q\ &
The results of the field dissipation trials show no mobilit@f the cornpo{ﬁd when usedyin thefield
observed in any of the trials; neither residues of iprovali%rb nor of E@@A (M10) \’éﬁé d@ed iéﬁil é@
N X

Based on the results of a lysimeter study it can b cég%cluded wit@&a hig?proity{h?iprgglicé%&
and its metabolites will not contaminate de@?@r soil Iay%ss oug&wt%@ c&g@entns
>0.1 pg/L. A A T S

& & &

o & & Q@% Y
Summary on the fate and behaviour in@%tel‘\@j N % § @j @
In sterile aquatic systems iprovalicarb @s st’ai}e to @\drglﬁis. U@er t]qi&%xpe ywent@@ond' fons no
formation of hydrolysis products wags) bse@&%d. C«&gside?@g the‘%&dr@ic stgbility erngfi/j)led under

o

. . LN 3 .
environmental pH and tempera@ con tlons,\ it ig not ect@hat@@ydro@c pl\%@esses will

contribute to the degradation o@provail%arb ipthe %ﬁron. @ @ ©© S
s S @ S
o 2 o
The UV-VIS absorption @ta in& en&’(’)nm@ﬁally {®levant pH @ge %sgowed @hat iprovalicarb in
aqueous solutions does ot ab%rb any%ght av@%ngt St)ove:\&2’81 mq. Th %fore no contribution
of the direct photode@dati@o thg%veral@eli i tio iprc@licaﬁg in the.aqueous environment is
to be expected. §? & 0 § ‘?\9©@ ) ©© @@ . O @&
> N @
Studies with @%wli@b iJ@f%ur @Fer n\atuéwawidi[gﬁt svs%ms under aerobic conditions
showed that the cBnpouid was, thor E?]l)%@graﬁ leang t%02 as the end product of the
minerali@{jon processé;?M@(M] as 1 ent@ed aj&&@ﬁetabolite (> 10% of the applied
radioaé%iwity) in the Water oa\@sediment layers 021\1@ N-a&{yl-P@A (M15) as major metabolite in the
water layer. SZ)@Z}&%OX i 36{8@ (M@y w&foundxin amounts of 5.2% of the applied
radioactivity in @ne egtiye system @ N #eetyl —met@@—PMPA (M16) was found in very small
0©@6 on@e apmlzed n&&%ac{@y).ol\}@)vali@b was metabolised to the endpoint CO; via
several ro%es. In one rayte i@vagé@) w&@@deg@d via oxidation of the methyl group of the
aromati@ tem yielfii@g the 07 car%@xylic\%eid (M03). In the other route the breakdown of the
molecul¢ started Wi@clea age imnone of\

horizons below 0 - 10 cm.

amounts (<

e athwde bonds which led to the main metabolite PMPA
(M@ Subsequenﬁ? PI\%@\ reacted with an @Vated acidic acid derivative yielding N-acetyl-PMPA
(M15). This mefabolite was«methylated Very small amounts to form N-acetyl-N-methyl-PMPA
(M16). Ultimgately th&Bre Wm§ipr@/acarb led to total mineralisation of the aromatic nucleus in
the form of varbotidioxids® s, O

To derig&kinefie para%feter@itable for modelling purpose and environmental risk assessments a
kinetj&evaluation @thev\g ta from the two water-sediment studies was performed according to
F@J S ki@y@{ics (%CI@ZO%) for the parent compound the major metabolites.

For ip@licarb the DisTso for modelling purpose in the water phase were in the range of 16.65 to
57.28 days (geom. mean 24.61 days) and in the range of 24.20 to 78.99 days (geom. mean 46.78 days)
for the sediment phase. In the total system the DegTso for modelling purpose were in the range of
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19.93 to 58.67 days (geom. mean 34.73 days). For persistence trigger evaluation the DisTso kig}‘he
water phase were in the range of 14.84 to 57.28 days and in the range of 24.20 to 78.99 days the@@
sediment phase. In the total system the DegTso for persistence trigger evaluati@y were in th of
19.17 to 58.67 days. The corresponding DisToy in the water phase wereq§ the range of 58@%
190.3 days and in the range of 80.4 to 262.4 days for the sediment ph%e In the to@ sys§n thez,
DegToo were in the range of 66.9 to 194.9 days. ©) & %

For SZX 0722-carboxylic acid (M03) the DegTsy in ¢ total systel s for modélﬁ \ os&g’nd @
trigger evaluation were in the range of 5.64 to 23\5 days (ge&@ mean 12& day®) arltl©®neaq%

15.89 days). The corresponding DegToy were in e@%@nge of 18.74%0 8@;5 da§ & © &

For PMPA (M10) a DegTso in the total syst for mode%ng puﬁlose an - er gV ua & of
66.34 days is considered appropriate. The corfespondfag D g@m) 1%290 44

For N-acetyl-PMPA (M15) no reliable a%?caﬂ%@allyégmﬁ@t dedatlo@par@metz@ukkbe

evaluated. So, for predictive modelling, &g sematlve%d@fau@) 50 %100(@% might b

S
a total water-sediment system for N-acgyl-PMPA. @ % S @ v
y é@ oy S @ & & o
R & S @ IS & o
Summary on the fate and beha\@&gr in z@; (& @

S
Based on the results concernigg Vapgg% pre@@%re Q@my <?ant@nd t111 at%n in a field
experiment it can be conclu&%% that Egmﬁ@ant volatilisation 0 rovﬂ@carb is not t&be expected. In
addition, estimates of the emlcéhfeh@) in t@ropo@here result@n %{ 1ves@§i 1 day. According
to these results an accum%blatlo%of 11[%0\@?31110 in t]@alr arfda cong%fmm‘ag n b@et or dry deposition

is not to be expected, Q @, @9 @ § §9\ @ @

S -9 2 o
ITTA 10.11.2 @%ob argef&speg‘&es at@}( a1@°exte?§ Q‘s\g’ en ﬁexposure
@ @; «:4%© S . (%\9 @b @
Terrestn&f@’ertebrate&g %@ ) & v @ @’
O X L X
The r1®ssessment skowed %‘c 11 x10@@t0 ex@)sure%tlo @ER) for birds and mammals meet the
a-priori acceptabilg \rlte h@s, 7 an, {@cce é&( to b%is and mammals from dietary exposure

Q_

his dessier is unli

after use of the p@duc des e
0 dble r 1@0 bu@ and @’ammals resulted from exposure via drinking

It was also sh@m t u@cep

c—P

A
water and ro seconda 1s g Vl@rth ish is given.

The rlsk@ metabol@s Q»\J ebra@z 51deféd to be low.
)

S T L& &
Aqﬁatlc Organlsms @ @\ R @
The TER Vah&e@?or quatic an ba@ on PECg, and PEC;q values are in correspondence with
the trigger @Jes mditatigg-that the use@f the product according to the proposed use pattern does not
raise any@uect G@lcen@ n@atlorﬁleasures are required.
&B @ % @
H01§z ee@ 7§

Ti assessment showed that the hazard quotients (oral and contact) are below the EU-trigger
Value [ erefore the use of the product according to the proposed use pattern does not constitute an
unacceptable risk towards bees.

%@
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Terrestrial Non-Target Arthropods ° S
The risk assessment indicated that no adverse effects on non-target arthropods are to be expted im§

the in-field and off-field area from the use of the product. @ )
& N
N
Earthworms and other soil not-target macro-organisms %% § § \25@
o e
As has been demonstrated by acute and chronic studie unacceptable effects on @ﬁhw&g}s a@@o @
be expected following the application according to the proposed use@tern. @ § é\ﬂ &
@ < & VO &
Non-target soil micro-organisms | 2 @ & N
9, N @ 9 QO

The risk consideration indicates that no adve&se eff%tés on@ﬁl mg; o-o@is@re Q\&Be e&&ted

following the application according to the pr@ose%e p@m. @j& ©@J ('S % .
o \@’ \@ bQ 3 S © @j )
i N %>
Terrestrial Non-Target Plants @} \\ @} & & S Qo §
d

R L
Overall, it can be concluded that ter@rial@é&l{a@%f pla@% are@t at §k w. &he @
at rates recommended according t@ood a@iculu}al }gﬁé\ﬁce@ mitfgationcyicasurds arekrequired.

° & & & 89
@ & Y5 90 Q

N . S @
IITA 10.11.3  Short and om&tern@ks for n-targ&t orgamisms,
. g O » U L &
Please refer to point 10.41.2. % 2 § @ S Ry $ Q
& & ©l§\©é§& R

IITIA 10.11.4 k of fish $Gi S i)
0 @ 0@{ ish @s aata ies ar%@vergbrat%

, NN s . o
According to tlg aquatic risk as ssment\}owg%d under P IQQ,Qapphcatlon of the product
according totfic proposedQuse p@tern%@@i r@é\\emm@ed igat@n measures will not result in
D kS

unaccept?b@’g a.Ldverse e.f;fi:gcts fo?ro\g @ish. % @ @ @ [ .

Based @he information pr@uted@&er Points 40.1 @10.3@& is most unlikely that unacceptable
risks will occur in igge vertebrates and@?esmi\a@p edators fhen the product is used in accordance

. SrendationsS - % RS
with the label recaimendation S @ © >
Cl- W

8)
&
©
%>
S

D Y S
o NS & @
1A 10.11:9 P@éca%@)n%gﬁes@sy to@void@r minimize contamination

No una@able risk ) nonget @ni@?is{) t&%@ expected from the application of the product

according to good a@' ultural pragtice. ©\
N SN RS
. v o @ &©
S NSRS
RV
@ < Q" & ©@
N
@ O
S S
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Abbreviations gf
Abbreviation | Explanation Definition S ©)
a.s. Active substance /\@ & @%
a.i. Active ingredient v S QA
AR Applied Radioactivity ~ = 2
AV Avoidance Factor O @Z% IS @§
BCF Bioconcentration factor mQ @ Q\\Q (&\9
bw Body weight q < QF KR O /
calc. Calculated @% X & @ S N
C.L. Confidence limit % NIRRT 7
d Day S @:@ ~ & oY @V >
DDD Daily dietary exposure S S @@’ > v A 6@% <
DTso Half-life of disappearance %ﬁ °\@ Reriod requitedfor 50 ‘@%ﬁssigation @
DTy @;§ . }erio@%ﬁuir@}for 90:% dissipationt, m§
d.wt.s. Dry weight substrate ﬁQ N (&N @ oy < Yol ~
EAC Ecologically acceptable cond&iitratich *o \ @\)f @ & %@
ECso Median effective C(%%ent@lon @J) f@’ffect@ con@\e%ratnp@or 59@% of teSt organisms
ELS Early life stage@ . @ &w @nQ MRS %&
EvCso EC related to bromass @} & Oy SN &
EuCso EC related % cell density o> §@ . NN
E.Cso EC related to grodyth rate S Y © A
E,Cso ECrelated togield_ % . & |.> O & N&
ERso M@ﬁ%ﬂ effectiverdty O N @ -
f B O S A o
FIR / bw %@ood(((@ake Rate é @ (o8 %, | d@ily foodwntake per body weight of animal
h _[Holy % NN
ha N Hectare ?&9 M“\\a(/ @ O A - «(\@ (g
HCs @ Hazar@us co@ntratl% S‘V@ . @) C@Qpentra@n (HCp) derived from a distribution of

Q\) & é&g ) pemes&\nsmvmes that indicates that a certain

> N o3 Dpercentage (p) of all species have a sensitivity at or

<) @ gg}g\’ L IS belgwthis concentration.
@ Q @?@ <© ©\ Q| In‘Be case of HCs, p=5%.
HQ “| Hazard Qr;;é@ent N e 2 @
LCso m% Lethal (;foncentragfn, n@'ﬁi’an on Lethal concentration for 50 % of test organisms
LDy & Lethal@({se, median &@ @ Lethal dose for 50 % of test organisms
LDDsg,, Le@ dietdtHh dose@nedi%@ @ Lethal dietary dose for 50 % of test organisms
LLC Lowest 1égHial co@}entrati(ﬁ )
LLD < @oweét letha@se Q
LOAEC @ Lo«&@ ob ed achv\\%rse @ect
& cAncentrafipn

LOEC & @owest %%serv@%ffect concentration
LOEL*y @to@ obsg\%ed effect level
LOER: @»@ LdWest offserved effect rate
LRss A\ |Lethal rate 50%
log POWU N-Octanol/Water partition coefficient expressed as logarithm to base ten
m male
MAF Multiple application factor
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Abbreviation | Explanation Definition Q° 6
met. metabolite oD N
NOAEC No observed adverse effect S @QD
concentration N & @@
NOEAEC No observed environmental adverse v Q X
effect concentration % . ®) & %
NOEC No observed effect concentration @ @& o > o @
NOEL No observed effect level Q @w @ 2o ©&
NOER No observed effect rate g &U 6\9 QR o
NOLEC No observed lethal effect concentratlgr@ R S’ A & N &K
PEC Predicted environmental concentra@J @§ . O ~ 9 \@@
PECow PEC in ground water N NS PSRN %o
PEC; PEC initial O 9 & & 0 &
PEChax PEC maximal % , & MO imal PEC during multiple apﬁﬁcati@ @
PECai PEC in soil 0 T NT©O YA D
PEC,y PEC insurface water - & of N = o & & O
PECiwa PEC time weighted Q/@age - 7, k4 K@ N R
p.m. Pure metabolite R & D & O o o -~
PD Portion of Diet @ | N W @fProp@tlon (@ﬁ‘ferer@> foo@ﬁes I;&the diet
PT Portion of Timg~ f@ < Propomogfgf dloet@)tamgq in treated area
Quc Hazard qu(@jﬁnt co@act @v A\@ Ddse/contact 030 (dg’&@)i ﬁg;lg@pplication rate)
Qo Hazard quotientar = @§ Dosp@?ll LDsy wn, X
RUD Remd&per I@ ©© Esmnates@om l;i&eratur@;?)remdues in food
W N %ﬂrces convertéd to an‘application rate of 1 kg/ha
SV s@cm e - P o & @
TER @bxm]@&xposu{% ratﬁ& @§ AN N Y R
TERA @PTE%Qute N 2 @icitxﬁu@ ratio for acute exposure
TERsr & |TER Cshort term . 9 N @\ @foxigé'}ry exp@%ﬁ‘e ratio for short-term exposure
TERLT @\ TER lofig tern;@ @g & | Toxicity e@osure ratio for chronic exposure
TG Techq\i\gal G@ﬁ%} @% oY KN
TRR T@ ﬁadu%ctw%ﬁmduQ @ D
TWA Fane v@%hted\@erag% RS @@
<\§ WeekO @v . Q ,© (&

less than @ A Q &) f“©

greatghthan

w
<

< x@ less tha@)or eqygbto @ A 7 LR
> N > Q

> X gréhter tha@ eq\l\lg@fo ®@ @\

©
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