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CAS8 ECOTOXICOLOGICAL STUDIES ON THE ACTIVE SUBSTANCE

Data on the ecotoxicological profile of propineb and its major metabolites had been submitte(} &in ©©
the EU Dossier (Baseline Dossier), which resulted in the Annex inclusion undeg Directive 91/@/EE@
in 2003. In the Supplemental Dossier for renewal of approval of propineb ented here@@r@ﬂy t
ecotoxicological studies are described, which had not been submitted within the Bas@ne Qssier.
However, studies which were already evaluated during the first EU revi@%of propineg@ndowfﬁch a@@
@ed in this @%plemental @ssiarke@@n @
grey letters in the endpoint tables. g @Q %@ Q@ @tﬂ\” C&@&
The codes and structures of propineb and its metabs are pres@d 1(% Table 1.& @) @

needed for the ecotoxicological risk assessment are pre

P Q O >
D N ) © @
Table 8 - 1: List of codes and structures . @@AQ @ g\\"\ w (o %6\ > N
Formula Codes@sed I QX
Report name used in summaries IUIg:)C inocle@%&me /@%ﬁer na@@sy / coc@ [(\\@ @% @% o) ¢
Propineb é&chm&%ic fo@la: (C@Is N> Q%h)% © %, §
- olegiftar mass:889.76 Simole (@nom@\ N N ®)
CH S 24 S % é\a S AN @
H 3 Zn OMUPAC pq}ly@enc @@)mpy&@é-bls@uoca ate &
S N /& Parit compound NS @ N 2,
N S Bentracol® b ®® S @@ O S
S H @@ﬁ o\ﬁ’ropine TK8B§ &@ @§ @ @©> é
n
%, LHSOZ .9
& AN 9
o w1y @ T S 9
-~ ST ﬁoicetric@mule 8T a §
@H § %@ Molectlar - 116:9 g/maly 'S N
/_@ 3& § @C: ethyl@ﬂdazc@dine-}t@ne AN
IR e
> Y 2y
S 5 Begia &
@"Q{(@ © O |Beshasgse & @
o ST N g : o ©
U N Z é}g @f éﬁoichic%em@omut& Hs &“@\'
&@ . @-I . @ M wlagn@s: 10042 g/mo@
/@ 3 &\ v |T@PAC: &Nethy@%midaz&@nd—one
<
@ BNFSS® O
HND N@@ S BNF.5569A s &
Q@ 1 & 1@559{
@ ©\ ) Pr;)%ne u@
@ . Q@ @EEE 1375609 w1
~ BCSMAIZRY
4- e\zﬁryl-'m'da olin&y . $Ch1 ric formula: C4 Hg N2
1\& Hmcazot CH§ @\ olec&ass: 84.12 g/mol
&@% . 3 SN Q@j IUP@/}4-Methy1-4,5—dihydr0-lH-imidazole
/ % %, |4:ML MI
N\@N § @
% BCS-AB78877
@& @»Q @© ((\@ BCS-CT29489 = Cl-salt of 4-Methyl-imidazoline
Propiﬁ&x)- DID@ @ § Stoichiometric formula: Cs He N2 S3
$ @ 3 § molecular mass: 190.31 g/mol
Q Q@ \/ TUPAC: 6-methyl-5,6-dihydroimidazo[2,1-c][1,2,4]dithiazole-3-thione
(’9 \ Methyl-DIDT, methyl-dihydro-imidazo-dithiazole-thione
NY S BCS-CU99534
S—S
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CA 8.1 Effects on birds and other terrestrial vertebrates
CA 8.1.1 Effects on Birds @ @6
> S F
Table 8.1- 1: Endpoints Birds S &@ @
Test substance Test species Endpoint o Reference
Acute oral LD50 QXS?Q G
(‘Uz‘um?g ::()(ru;”ni\‘ /(;/)()IYiL‘([ LCso @> 5000 me/ ké&v M—QQZWS-O‘& é\g
' ] S i @ K@ B.1401 @
) N
Sub-acute di < S oF ) Kﬁ
ub-acute dietary LC50 LC @ > 5000 Hpm (@amended 20 @
Coturnix coturnix japonica (923.3 g/@v/d)§ M-04§7011-02- &
Propincb N KCX8.1,9 019

Q @U % U@ @ ?, %
S g & (L
Coturnix c(m/rn1'.\‘,/'(1/)011%1 @T&” @ Q IS M- 014@ @&
SR SV . N ) :

Reproductive @L g& EOA@ @(&550?&@1 ‘”;9\ é%/l é%$§21481_
Coturnix coturni. onfegq % 64.7@ng/k /d)

@ |€nd) % ;@gg O] KCA.1.19/02

T o o O & 9 O O N

e .~ v F L YE s

N AN
CA8.1.1.1 Acute oral m&ﬁty to birds@© o ©

LN [9og AN &
For information on studi&@lread@eva]@ﬁ &

ed $§mg @e ﬁrs@EQU rex\i?)v of\@i&opi @,please refer to the
corresponding section{\rﬂl the @hn%)ossi@ roxgéd l;y@aye@ropSc%nc{)e in the Monograph.
& e §5 97

& @
CA 8.1.1.2 S@rt-teé dieim;y toxitity toshirds . Q §2 @K @@

: O N Ny, &Y N .
For 1nformat1§on @165 @read@vah{@ﬂ during thig,first § review of propineb, please refer to
correspond'%g secti in the Baseline %ssier Vid@@y ]%j@r C@rg%%cience and in the Monograph.

& e & S

CA 8.1.13 Subschronje.and ggrodu@e toicity g&birdsg\
In the addendumtd the mono@ph (;[ﬁly %&@), th@RM%evaluated the 6-week reproduction study
(KCA 8.1.1.3@1; , 20@? M-@JOI@-I) @h regard to the protection at the population
level as aim 6P the e@)to@logi@@}ris@sess@nt rather than individuals of a species.
Therefor %\he overall gprod&ve @%ces Was c;gg%idered as the appropriate endpoint, rather than
interme@e effects “(e.g. thchrKked egg in @k 4) that did not affect the overall reproductive
suceess. For this tr@asox@)e Or\@od@e @icity NOEC was set to >2130 ppm (equivalent to
>234.8 mg/kg bw/day). @ffeq&@bbse@/e ir&@ded temporarily decreased feed intake associated with

lower egg weights p%dom 7 tly%é@he b%inning of the exposure period. As these effects coincided

and they h: dis@earet the late er four weeks of treatment they were considered not to be
signs of @
time. eo@the ectsy;g@served at the concentrations 472 and 2130 mg a.s./kg diet had obviously
no @’uen n th@pver&d] reproductive output. Therefore, an adverse effect on the population was not
ob rv&;&@mn at the highest treatment level.

1c1t@1t to®e du an initial food avoidance with an adjustment to the treated diet over

This evaluation by the RMS was supported by the results of an evaluation of the 6-week avian
reproduction study reported as amendment to the study report (author of the amendment: _
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2004, see below). The evaluation consisted of a new conceptual and statistical evaluation of the study
results on a “per pen” basis over the whole study period. Additionally it was analyzed Whet‘r@he ©©
slightly increased mortality at 2130 ppm may have a relevant influence on the population leve@Unde@’
@ar any hea{@y c

the number of all hatched chicks of these females were set to 0, 1ndepen(@’ntly whethgr or net the
respective pair had produced any healthy chicks before death or not. T?Q%number of &hicks @er p%

was again statistically analyzed. This analysis revealed dlfferencetween anygsﬁ the%tg\t gr@ @
and the control. Therefore the overall long-term ani reproductlve@)EC (on Qgﬁ@ulam@ eve&wa5©

the assumption that none of the prematurely dead females at 2130 ppm woul

confirmed at 2130 ppm. @ Q& @© @Q}
Qv?(‘} & o &
Table 8.1.1.3- 1: Evaluation of the avian reproduction stugy of @pme‘lﬁ(w%@ame@nent 2004) <
Test substance Exposure Species f\\& @n p@\}ht L Reference
| % o @&9 @ v &meni@rep@(ﬁ °
_— .R‘epr‘o‘dt‘l%‘twe Japghese N %EL 21 3 @gp%m (2004) §
ropineb risk assessment ail oo @pro 29% 1o a kg b Q &1701@02—1
K O @”“1“@ & @ A §].1.3/02
S © EU egluated
S N U © S
o <2 o & @ § Q
Report: KCA 83:1.3 764; sMR0170 @302 mendéd? 2004°07-16
Title: Effects’of dsubchgénic dj uy exgyosur e B A @wol (% Vl\/%on japanese
qua@inclu@ng cts §repl %ductlgqand kealth
Report No: SXR/ o @ % @
Document No: -01 S \ Q é& é\
Guidelines: @ OF&CD 20@(1(1 04Rpril P84) @,
GLP/GEP: O N 90 v & D
X Yy 7 N
o 6 S &
o @ SR,
N S s .2 S © &

9
Object} & a new ev t10 as c ucted Wlﬂ@atls@ on @%;r hen” basis according to OECD
TG 20@984) wh h 1s stit the @iﬁmal@\@ado yted algithus \@hd guideline, and derivation of a sound
endpoint for pop@tlon gvel nﬁ@%ss §me:n?t§7 @’ ©) @@

@D @Q @ @ S @

Methods: S@lstlca@e-sm\oﬁdata%gn reQ%Qduct%e performance. Data from adults which had to
be remove%from the cage as§;ons eienceémt phydical injuries were discarded. In addition, weight
data of @s without &@lcm@shell were @me ~Prior to analysis all ratio data (i.e., percentage data)
werextransformed @g Q%uar@ot a@sme nsformation. Statistical analyses were conducted on
the transformed data fofoall p@meter@ha‘t@ere calculated as a percentage. Bartlett's test of equal
variance was Q@fo ed 0. lvel @ significance for each parameter to determine if the dose
groups hav@qualw 1an§
parametr@echn@ues @@erw@' non-parametric techniques were used.
Param{‘;@c pr@edur%s 1ned subjecting study parameters to a standard one-way analysis of
Var1§e ( Q@, D%%S) If significant differences among the means were indicated, a Multiple
Rﬁige Test) e.g. a LS
deternfipe which treatment groups differed significantly from control.

CIf the vai@ances were equal, subsequent analysis was conducted using

east Significant Difference) - Test on a 5% Level (a < 0.05), was used to
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Results: For reproductive parameters relative to eggs laid, statistically significant (a < 0.05)
differences to control birds were found at the 2130 ppm dietary level. The average number of c@ed ©©
eggs per hen and week was increased during week No.4. Consequently, a reduced number of eges wad?
set into the breeder, causing other parameters which were related to the mea@mber of 1&@ eg

be also significantly decreased in week No.4. Relative to the mean numb@ of incub{@d e%@, no
significant effects were found on a 5% confidence level. wo \© . \25@
In the 472 ppm group, significant effects on egg fertilit eek No.l)@ad viability gﬁaemh@%s (v@( @
No.3) relative to the number of eggs set were fou&d. The prob@ity of errg\;@in est at@ theé
viability by candling eggs of Japanese quail is vef high becay$e of the shaddws fr%n t da@
spotted shells. This made it difficult to reliably i ret these ﬁndmg@?@’fore@%r th@igni%cance s
only given for two weeks and a clear dose respon(%urelag@ishi&"jis nc{y@ealiz@x Thgﬁsefor@ese
effects are considered as biologically not sigi@ficant@ v @j& ©@J o3

The average weight of laid eggs per he;%dugilf% weelkoNo. 3 wa s1gni@antly @%cre@ f(@%il
concentration levels relative to the conir%‘l (f&g§5.3m 1&%1 ad{%)nal\@ in &‘ﬁk I\?&).l . @egg
weights of the 95.3 ppm and the p \gro retufned tc&gntr@leve@n ‘@hird Week of
exposure. In the 2130 ppm the d%gase@ eggweightuvas i iﬁ@ threigho e isq\{y%y. These
effects on egg weight conespond@rec@ to th@signi@antl crep$ed feeding rafes, with a time shift
of approx. one week which nsi@ed to@’e a@ciat&%it}@@e e geve@)me inside females
oviduct. Therefore a reducé:ﬁvfeeQng rafg;as a gonseqyence dof food aversion cag@be assumed to be
responsible for the effecoti@a egg@reig : § S
t di

&, > R @ X
Aside from the descrigegd eff@; nogjgnifi @eno@%etw@en treatdd andbyi
B Q AN

Qntreated birds in any
other reproductive p metef&” We@sbser@d. § A & &
s O X @© @
Qo RN 9 N

@

Conclusions: ng g-wee@iet@{y expasure o O\opin% (pnte%ﬁAntrawl@ premix (80VM),
results givenCas @pro&@eb/kg@ﬁet %ppng)).%ﬁo J@nes e Huailgsignificant differences in feed
consumptiép between control &% tre&@lent@oups@ere@bsew@% While the food aversion lasted
only 1 @ in the 95&éppm§d 47%ppm ggoup,@em@%d fc®\a period of 4 weeks in the 2130 ppm
AN S SN
At the 2130 pp @’etax%evﬁglrd&%hed gf@matu@ly, showing severe signs of emaciation at gross
necropsy, whi@h as e He@% thedu @Q foo@ntake. At 472 ppm, 95.3 ppm and in the
control, slighp) anoria iesﬁ@@re &fmnd ros%&ecro&y in few birds, often combined with injuries
caused byt%e mating. Birds W@ut injuries @@owly very rarely anomalies at necropsy (1 female
of the c@ol; 1 fem&l@and Qmale a@%.@m@females at 472 ppm; 1 female and 2 males at 2130

AN NG G
ppm), N S
Based on these results, thie NO@ of %nta@oxicity is 472 ppm. The LOEC for adults is 2130 ppm,
based on a sli&l@; i cr@aﬁorta@/ in c@nbination with emaciation and food avoidance.
During one @gle week t ercer%’ége dDcracked eggs was significantly increased at 2130 ppm and in
conseque@@e the@%rcex@%e o@ving hdtchlings related to eggs laid was reduced. Similar numbers of
brokep\i@gs wire regorde ring other weeks also in the control group. Therefore the conspicuous
resu fron@/eek@ nof Considered treatment related.
AQ 2 «({? §
the pntage of viable embryos before hatch related to eggs set was reduced in week 3, both

the percentage of viable embryos on day 11 related to eggs set was reduced in week 1 and

significantly if compared with the control. These results were only found in these particular weeks
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without any indication of a dose response. In those weeks the respective data at 2130 ppm were higher

and without any statistical differences to the control. ©©
In single weeks the egg weights of dose groups 95.3 pm and 472 ppm weg slightly inc%@ed ifv?
compared with control. Hatchling weights were not affected. S &@ ©®
Based on these results the NOEC for reproduction is 2130 ppm. v N

. ) : : : . SIS
Additionally it was analyzed whether the slightly increased mortahty%%'hlch deﬁp\e@ the @Hent&f@
NOEC of 472 ppm may have a relevant influence on th ulation le@l. Under the %ssu(%g})n t@a @
prematurely dead bird will not rear any healthy chick, the number @ll hatched cflicks Wste s@o 0, &

independently whether or not the respective pair h@oduced ar@healthy chicléﬁ)eforeQdea@r n@

analyse{ This @%iysi@evea@ no%iffere@%s
between any of the test groups and the control. . @f@’ i,;?\ Q 6\ \% §
Therefore the overall NOEC (on populatiélevel@can 6@; con@?ere 6& be @0 ]&)m (2% mg/kg
bw/d). %@’@Q s O &S
LTS O D OO s
RN PN N
During the peer-review process it @@ sug%sted@c@condﬁ aqs{@y t@eted @Séfia é& théavoidance

induced by propineb in birds. N@reg@ator@@tudy @ thi@\rp&@w @Q())nd d bythe notifier,

however in the meantime pat@% a atio@aQ has&@een@i@lbmitted b B a CropScience
(http://www.google.com/paténts/WO2010d 173@1?0@) fotk, the e{%)cign@se %f propineb as bird
repellent in maize seed trg@ed at 800 a@ 60 @pm. & o § @ @‘?\,
FOVSICI: - |

However, another rep@uc@ﬁ study Wl@rop b has@)eené&rfom@%d recently in Japanese
quail and is submigted w@in thi\s@hp@le tal Dossqer forew@of a@oval of propineb. This new
study aimed to rcog@ the i‘ﬁterf@@nce (}%ﬁhe d@%—rela‘t& indec&eg se in food consumption with
egg-laying, as3een @he o\\lg@study@men(ﬁed Qyﬁ, 2004: Mp017014-02-1.

Thereforg fhe test levelgn th@gil%@w @@y W%\e sele@ed @conc@rations (250, 400 and 550 ppm)
where é@ng avoida@woa@t expected, and p@o-s@lgti& for egg-laying was induced after 2

weeks of treatmel@whergﬁ)od gnsu on @ thquventu@\case of initial avoidance) would have
S @ ©

stabilized. Y 8 & S ©©
o XS & @
Table 8.1.1.3:Q: Ad(ﬂaion%l\lan Iiﬁig—tep\g study~of propineb
Test substance Expﬁ%’ﬁre N é‘@%cief@// @ Endpoint Reference
> | 7 B oy |
roduciive < 2014

. S
Itz?opmeb é&m ent ?apaz@@e qggg NO(A)EL 64.7 mga.s./kgbw/d | M-487532-01-1

The number of chicks per pair was again statist]

KCA 8.1.1.3 /03

. T O o O
G @ © 9
gE v,
Y O & 9
> O o

¢y ®
@9@@%
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Report: I I >0 1+ 1-487532-01 & £
Title: Avian reproduction toxicity test of propineb on Japanese quail (Coturnixy O
coturnix japonica) @
Report No: 13/069-206FU ~N S ©®
Document No: M-487532-01-1 < @ 2
Guidelines: OECD 206 (adopted 04 April 1984) modification ofgﬁeatment dg@ltion@ N
. & %, N N
according to the request of the sor @ @ N @ @
GLP/GEP: Yes S o N &
2 & o RO &

R o &
Q} \@@ @Q \é ‘2’5@ @Q}
Objective: investigate the effect of dietary e)%osure@ i)r(é&@eb %@@rctio{z@@ Japahese qu%ils.

S & oo

v @ K Q &
Material and Methods: Japanese quailﬁ@e Q’&a die\Nont%ing y%%test 1@% ir@oncent@o 0,
305, 487 and 670 ppm propineb tech cg%sespo ding to\‘@», 250,300 Q@J‘SO pr@meb pyre ass.,
n s

¥ <
for a period of 13 weeks. The evalu@i e d\a@ is lgg(s\ed orfgppm éf)ro b p@a.s.@jld results

are expressed throughout the rep@ in terms %nomi&l co e%ntra QU (e&%pt @}calc@ﬁtion of the
daily dietary dose in mg/kg bw(@d which,is baséd on asur&at K (S O
Analytical determination of s@ contetit oﬁ@opi&eb n th&qua&@e 21
Europe GmbH as an OEC%MuIt&e ac§§fty. @ v K D =)
> TS e & S
Each dose group wa@et u@ithx@?% m%e a@@ 20 @male &}rds, %hich@%%e 9 weeks old at the
beginning of the @tm@t. "lle@irds@lere @us@ndoo@ by dosagroups in pens. Each pen
consisted of one@le Q@one@nale.% \\ é\ é@ @& %@
After 2 weel%@f tr@nent@birds&ere g{{@we%gby p@topeg§ manipulation, to start laying eggs.
Eggs were collect@ overva t@wee%peri artif§ally mcubated and hatched, and the young
maintai@ for 14 daysg}ﬁ @’ @ Q> Q@ \@7
The fo‘ﬁ%wing param\rs \@% m%rﬁlitored@ﬁd s@@ﬁcaﬁ%’ eva Qted:
- Adults: b@ weigﬁit, fo consg%pti(@g}’paﬂ@%gi al changes.
- Egg pargﬁhetegs 1d, e@heﬂ\%ﬁickr@s, egracked/broken, egg weight, egg fertility,
viahj an@‘l ré@mc d@% \© \© v
- O%pring parameter: n@ber bo@ﬁ@veig@of hatchlings and of 14-day old survivors, food
umption aggl ge@ stat@of h@ith. o\%
N N

&
N N

Resiﬁ’s: § @@ 0\@’ Q@ ©©\
Chemical ana]@is &@ @ &
Chemical a@sis cenfi he @ﬁinal %’ge‘c concentrations of propineb pure a.s., i.e low dose 250
ppm (meap wieasured: 233 ppmy 94% sPnominal), mid dose level 400 ppm (mean measured: 388 ppm,
97% o@nina@@%nd 556 ppr@%nean measured: 532 ppm; 97% of nominal), respectively.
Agyltbirds. T O
Achie‘\@@me: The overall test item intake over 13 weeks of treatment was calculated based on mean
body weight, mean food consumption and analytically determined exposure concentrations of pure

t satmples, was petfdrmed by PTRL
N

o,

propineb as 27.9, 45.5 and 64.7 mg a.s./kg bw/day in the low, mid and high dose groups, respectively.
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Mortality and clinical signs: One animal died in the control (6166, female), and two animals in the
high dose group (6018, male and 6181, female). In the case where one member of a pair died @ng o
the treatment period, the other member of the pair was also euthanized (more details iné@esult@’
section).No mortality or clinical signs considered related to test item expos was obse%@l d@
the study. v IS N
Body weights: no statistically significant body weight é;in differencq&%’ere obsery\@ at a§ do%@
level when compared to the control group. @& v \\ @Q @
Food consumption: no statistically significant differences were obs@ed after 13 Weeks @th@& &
Gross-macroscopic post mortem examinations: @o test ite lated macréscopic an@@ w
detected. No test item related effect on organ we@%&ras obseged duriff@ the @po@per@ . @}

. N 9 SRS 0 @6 N N
Reproductive Data: Q @ A @% S < AN .
Egg production: No significant differenc%wege@serv@gj compared to%e @trol. ©) @7 @&

Egg weight: No treatment related egg v‘@ghg d@eremé wet@)bseQ/e Q&I@)are the contr<§

Y
Abnormal eggs: No test item relat@chaﬁg%s were obgervedan the@erce@e ofQbnorrhal eggs
compared to the control. &© (é \Q L \@' N N) %@)

Eggshell thickness: No test item@late@ffect@/as o@rve(@rin Ghe ex ure Q?iod‘i\

Viable embryos of eggs @ (vi&ﬁﬂity) @;d &ce%e chlin of @ggs t: Significant

differences were observed %etwe;gl the atedgroupnd the congrol. Hewvever deviations in the

treated groups were in @)sitivé@dir fon, §§ t%refore not ¢Qr ide@ as ta%

treatment. %\ IS ©) 6@ . § & o - Q

14-Day survivors: Statisticilly si ificagl diff@]ces@re ok@ewe&t th@\})W and at the mid dose

groups when co ed @the cg@ol.@%w ver thgf@)vas ose@elatec@ffect, as the deviation was

in negative dire§tion @ase ofthe Jow do whilg\lt was¥h ;.Q) ¢ direction in the mid dose group,

and therefore fwt cop§idered® be réfated‘te trea‘@}ént tesrn. @

Body weights of hatch{yngs a&@of 14§gay @Vivo@f Ini@al hat@ﬁng mean body weight in the test

groups @\s similar to co@l. n bodg wegﬁ of@ 1 4-@;/ survivor hatchlings was below the

control value in the’maid dgse group, whifehit wis.aboye contr@ivin the low and in the high dose groups
) . (O S EPOKE contiy

during the exper%ﬁnt. % @ 2> %@’ S} S

Food consum@)tlon he $ tch@’gs: &o te@@tem@]ated differences were observed in food

consumption®etweén the @@chl{@s of exp ose%and c&trol groups.

Mortalit Q‘%nd symptom@ofQ @ chi. Thége w&@no symptoms of the chicks in the control or in

verse effect from

the test 4t treated g@%ps. © &@ ©\
> AN o O
G @ © 9
& O é@ S @
Yy O & 9
> O o
s
N S <
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Overall reproduction results (10 weeks of egg-laying)

Experimental group @ @
Nominal concentration (ppm) 0 (control) 250 400 550 N @§
Mean measured concentration (ppm) 0 (control) 235 388 NS32 @9)
Dietary dose (mg a.s./kg bw/d] 0 (control) 27.9 45.5 gl 64.7 N ©®
Number of hens (cage) 20 19 19 V117 & @
Eggs laid per hen 63 64 64> 59 O e @
Eggs abnormal per hen 3.65 3.42 (9 3.74 & 3.00x_ N
Eggs not abnormal/eggs laid (%) 94.2 94. 7 9449 940 O %@ &@
Eggs set per hen 56 53 50 N ES Q)
Eggs sct/eggs laid (%) 88.5 2 9.0 Q9.4 FISHE
Egg weight (g) 12.82 G>12.70 1299 o126 @}
Eggshell thickness (mean) (mm) 0205  W[0.203  g>[0203 o, (0396 « 7| O
Viable embryos per hen 527 &« [ O [Sd v (892 s Y
Viable embryos/eggs set (%) 943 © 6.6 Q) @5.7 ‘}&«@J 094.8 & =~ o
Live embryos per hen 51.3 Q545D N 53.9 o] 489 LY @§
Live embryos/viable embryos (%) 97.3v SR O [ O |93 §
Hatchlings per hen ARd B8, N &1.6% « B2 A S
Initial hatchling body weight (g) SR96 ¢ N3 2909 O <®8. Q)
Hatchlings survivor per hen NG EERN 43@’ f@} 37$ ﬁ\\@
Hatchlings/eggs set (%) R | 869 6 1925 &7 |96 © |[&m2 S
Hatchlings/eggs laid (%) @ |99 O |86 @7 lR0.8 O §IB.0
14-d Survivor body weight (g) « 0.250> 6236  W35488 68.19
Hatchlings/live embryos (%) N]946Y o] 96.8 90X - 2| 9%
Hatchling survival/no. hatehed (%) 1% & R0 ~s [844 O (W2

* statistically significant differeng&not sideregd adv / tredBnentgelated v @
JifferengEanor egp ¥/ uolentydated

IS N
& C§ Q@ S @ s
Given the lack of@dvers€eftects,in a &&se-re&ponse@@tterg@alcu%ﬁon @CIO or EC20 was not
RV

considered m%@@f’ngﬁé&nd %&efoﬁ@“\not &@uct@% S §
Rz

©) @
ot Tl T2 oS T &
onclusion? %G Q&g §9 Q@ N
Under@ conditior}s é%hios Stydy the NOEG of P@%ineb\admin@tered in diet to Japanese quails

in 13-weeks exp@e ig\cor@ereod@o b%\SSOKppm <§r\opineb pure active substance,

corresponding togg% acha%ved @y di%:}rybdgs@jof gl m@s./kg bw/d.
o XY oS & @

9
%
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CA 8.1.2 Effects on terrestrial vertebrates other than birds
CA8.1.21 Acute oral toxicity to mammals @ @©

For information on studies already evaluated during the first EU review of p@pineb, pleas fer t(@j
corresponding section in the Baseline Dossier provided by Bayer CropScienc@d in the Ménography:

3 S & .o
New LD50 studies submitted with the supplemental dossier o R S o 9 A
. . Test Endpoint
Test item Species Guidance [mg/kg bw] V
Rat OECD
Propineb a LDso > 2000%@
M+F 423 @
Y
(5’% @Q o,
S} o ©@’ ('S < .

CA 8.1.2.2 Long-term and reproduc%&%toxjc\@ to Q@hmalsQ@j % § )
For information on studies already ev@ﬁated\ﬁmine Oﬁlﬁ&@EU ie\gij@f I@eb, S
corresponding section in the Baselin@@oss{é%pm\@%d @aye@rop @ence e graph and the
Addenda generated during the E§reviev@F or New %ﬁ%ﬁes @ase to@% supplemental dossier,
e.g sections CA5.6.1,562,00571. 7 7 & & < L &
NS AL

AN @ AN
de@bpme@’ of litters i@ats \AQ% studied by [ <t al.

L
The effects of propineb o%eprodg@tion
1973 (baseline dossier: KCA 5.1 /01; @et al.;Q973; m075@%—01€§)’ and recently by .
| ACD.; 2010; M=370252-01-1.

Il 2010) (Supple tary@si@r\\%(CA 6.1 @; @
In the first stud)& et § 19 the %ts @e exposed to diets containing propineb at
concentrations @, 2%@0, 2@? and 600 %% for< da;@@pre-@%&tin@eriod} followed by 20-days
exposure dur@ the@tin@perio& an&%rin%\l e p@gnan§ (21-days) and lactation period (28-
days). o o N © ©
: 2 D N U g o

In the a dum to the@AR@OB') e wild mar@al rdueg@é risk assessment was based on the
treatme%t level of &(%pm\% t al&@%), sifice at that level there were no effects on the
reproductive perﬁ&ance&of f\ parent ge@atio LOAEL: 600 ppm). Effects on reproductive
performance of ﬁ@e 5€qQ) ey ati ere\}%t co@sidere@relevant for wild mammal risk assessment,
since conti ex ureéﬁth fig is%@ited\tg@on%one wild mammal generation, due to the rapid
dissipationyof propineb. Since ﬁ@ach%@d dgg@ wasggiot reported in the study by - et al. (1973),
the 200 4pm level Wa@origi@y as@%ciat@b in tié%addendum to the DAR with a dose of 10 mg/kg
bw/d%However, no%@\day%t is c@side@ mo@ppropriate to employ the food conversion factor of
0.08vprovided in tl;%gEF ﬁGD@OO9 (s@tior@. 1.1) for effects seen to relate to the pre-mating phase
of a reproducti@nstudy, whith is in @preement with the typical food consumption reported for
reproductio %diQﬁ% th oratery (@% 2005).

Therefore@gilp dposed @ em@ey this%ood conversion factor of 0.08 from the EFSA GD 2009 to the
< et al. 19esu1ting in dietary doses of 1.6, 4.8, 16 and 48 mg/kg bw/d at the test
concezﬁﬁrati Qs of 0,.2080 and 600 ppm, respectively.

In%e se@d reproduc@e toxicity study (-, 2010) the rats were exposed to diets containing

propi at concentration of 0 30, 60, and 180 ppm. The diets were analysed and the dietary levels of

results @

0, 30, 60 and 180 ppm were equivalent to an achieved intake of propineb in males of approximately
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1.6, 3.2 and 10.0 mg/kg bw/day, and in females of approximately 2, 4 and 12.5 mg/kg bw/day during

the parental premating period of about 70 days). @

Apart from minor yet statistically significant effects on female body weight (5.1% day 35, 7@% da@
g@e -mating. @plte @

difference in female body weight further increasing with exposure duration, 18 effects at @ re u@g

63, 7.5% day 70) no effects were observed in the parental generation durin

)

Given the higher sensitivity of female rat than the ma t to effect@mduced by @sopm@@ an @
much higher relevance for small mammal populations, it is conmdé@i approprlat@to selgct t}@dose©
achieved by the females in the reproduction studies @endpoint fo@d‘m rlsk asses@‘lent @ @g}

v @’ Q o @

0
For the reproductive risk assessment, results of both studie et 55@’197@_, 2(@@ are
considered relevant to assess the toxic effect& profineb @athe @rod Gtive pesformances. Rherefore

their results are combined according to the%com%n tféns of@e %ﬂ GIQ\QOO9 @§
In the reproductive toxicity study run %?7 (1& en&@llthéeo p&m in § diet
ec e(@lﬁy

} 1Ch@ere sth of fHe hind
extremities with mobility impairmeqt: the @%e

ctéd animéls co @ elr d bV W and feed
dequately. A b ht d@ d suRlival Qa tddﬁsl the 70-
adequately. As a consequence @;) weﬁg ] e ase@n sul 1%6 s a@% ed dwring the

day premating period. @Q %
Of the FO generation at 600%p &nly 5@0 fefy ale rags wer&stlll@hve at@ﬁhe ﬁ%t mating and only
13/20 after the second- Q@ln% e migin c equ@ces gqthe taxic e@ctf‘ge the reduction of

mating success (percent pregant fomales) @nd o&re p\L@s pe‘i\htteggt the est concentration of
600 ppm (Table 8.1 232- 1). © @% @@

the reproductive performance when producing the F1 offsgrlng

provoked severe clinical signs in the

S @
F A’ TS \@ Sy @@
o O SRS S o
D & 0 9O «¥ N O
N 2 & O @
& & Dy @ v
S & & & o &\
&@ @ \Q% @% \@ v \@
SIS
5 & & & .~ S
ORI AN S RN
@ 9O g © o .0 %
A N
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @ N
Q N S0
N N S & &
S @ﬂ&@\ O
@%
N %%gf § N
&§§ Q S ©@
AN
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Table 8.1.2.2- 1: Effects of propineb on reproductive performances in rat (F1 litter generation) @ @
Concentration Dose Performance S (%
Refi
[ppm] [mg a.s./kg bw/d] [% of resp. control] elerence ((\© ) @® &
Mating success (proportion pregnant females) v A R
0 0 100.00 | EFREAN IO
20 16 95.00 “Hl TN
30 2 92.92 . 0m0) @ & & §
60 4 96.40 @ o0 O % P g
60 48 95.00 O’ SAL(1W) © ¢ @
180 12.5 96.52 e Q010 & LNV oY
200 16 95.000° @ = @ (1978
600 48 5080 @ @ etal. (1873) © &7 &
Live pups per litter g\’ N NN &Y © D §
0 0 Qoo™ & o e 130, I o0
20 1.6 NEECTREYE al. ()973) & 9
Q s
30 2 w% %@_57 @@ @@ @QC Qe O S
60 4 & 096,60 N o) © &
60 4.8 NI fal, (973) .
9 N -
180 125 - GO o o (2000) &
200 16 S g 90D Y O etal. (1973)
600 gg»@ T A & & stal. (1973)
* statistically significaht effest ons e\ﬁ)@)du tive performarié®of P erieration @
&t onigpidduagive perlormari@of P gireratin

Oy S NIRRT
o O N oL@ 0. > . . ) .
The effects oithe Mind s wefd als&obserssd 1@@ icitygstudies with rat. In the chronic
toxicity sidy et al., 1979) (}g&ine dossier KCA 55 /03 R <t 21.; 1974; M-050009-
01-1) cj&é@ry adminis@%ion ropineb at 1000 @ 20@@pr}1 @uivalent to approximately to 60 and
120 mg/kg bw/da;j@rodic%d inirease ealgi?ss ofithe mufstles in the trunk and hind extremities.
This myasthenia@gkdua%y res@%d i@mq&@i’ty an@mm@lity in the 2000 ppm group after 5 weeks

of treatment. %e eff@ WC@’HO}'G@@)HO dnced i@%e f@ﬁles.
In the secon@epro@ctixi@i@stu(@(%, 2018) the test concentrations were selected in order
to avoic@onset of t cliniign@%ven %?)er —generation exposure, and there were no effects
on any 0fthe repro%f@we %z:r e&rs andpup odg@lopment in both sexes in any generation.
The&%ﬁore, it can be,assume th\a@’repr cti@n rat is hindered at concentrations provoking severe
systemic toxici%@nd af@’:ﬁ
$ %“
In the diet@uoni

né@le p@sibiliﬂx@f adequately feeding.
@ < N

ST
foxicity study Y [Il-: =1. 2003) (EU Addendum KCA 5.3.2 /061l

] :2003;M-108777-01-1) propineb was administered to groups of 10
male IOal istats each at dietary levels of 0, 10, 25, 100 and 400 ppm (equivalent to
0.@1.91@@?.60 & 31@ and 0.89, 2.42, 10.25 or 40.61 mg/kg bw/day in males and females,
respec@ y) up to 14 weeks. Adverse effects were observed on the skeletal muscle of hind limbs in

both sexes, females being affected more severely. Observed clinical signs (stepping gait, slow hind
limb retraction and dragged hind limbs) were correlated with gross and histopathology findings of the
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skeletal muscle in the thigh (fiber atrophy, increased fatty tissue, nerve fiber swelling) and in the
skeletal muscle adjacent to the spinal cord, the sternum and in the skin. The study LOAEL W@OO @©
ppm, equivalent to 31.52 and 40.61 mg/kg bw/day in males and females, respectively. Q\ g

In the 90-day dietary neurotoxicity studies (- et al.,, 2004) (EU dendum I&@A SQ@

o2 T 2004;M-066913-01-1) propineb was adffiinistered in.the gt to
young-adult Wistar rats (12/sex/dietary level), using nominal concentr%%ns of 0, 3&@15() &nd 3@5@
ppm (equivalent to 0, 1.45, 7.63 or 17.11 and O, 1.90 6 and 21.@ mg/kg bw@izy i@\?ales@d @
females, respectively) for 13 weeks. All 12 rats/sei/dletary leve@vere used%t@r n eh@oralé
evaluation, with six/sex/dose used for micropathgtéogy. Only @nales@were&@ffected n@ow@
decreased body weight and food consumptigfy "~ clinical ﬁigns, @creas@ m@r agljvity @d

micropathology findings at the 300 ppm dietary levgl. The@)A@is g@’pp quji’}tentg@ .36
mg/kg bw/day) in the females and > 300 ppniJequiv@lent @17.1 @g/k@/d in t&e malc%
v & °
8 .9 R s 9O & g
Also taking the observations from thesdos“fu}les @m acc&@nt, &f%ta%@(po@@e ley\g} of 2§ppm
as included in the reproduction study{ro al (@%) %g e céj\fside@ safgsfor exp@sure of

the most sensitive gender (fernalxg in @re most senSitive xpecw@at) @er a expg\g@e period

corresponding to the premating period and firgBlitter productipn, K@?h i iﬁc@iy exceeds the time
period of realistic worst casexexposure in_the fiefd (2 ap 10a@s, %0- 4d ter@ rapid residue

dissipation from foliage or invertebrates),C AN S %)
P ¢ %g; )Q o © L &
. o R S 2o
d'to ota Sevaf oS St
It is therefore propased to retain ¢his tesd eve 29\(@)p et :d\l. 973) that had been
selected for the pugpose d@ine Ammex @'stin roces@for @ropineb also for the Annex 1
renewal of propisneb, f(@the I{l wﬁ m&mmaﬁ@)rotive@sk %@ssment.

o X @ § R
There are n@ew@din&y@:cntrictﬁg tl}is@;}ﬁdp@ asgighmedt. With the appropriate factor
of 0.08 ﬁo@onverting@ndpo&% fr maxb\nalia@’toxi@ty stl@es from ppm to mg as/kg bw/d

(EFS@@ 2009, Ta@?@ 2),@ daily dietary d@ fori?er 1 @s\)roductive risk assessment can be

. o, 25 o "\
established at 20(§9.08 216 mgke ob\@. @%\ & @%

9 SRS

For higher tie@wild @nm&brisk @@ésy@nt it @mp@nt to note that the high sensitivity to gait
abnormalitié§from %yo ~© 1c e@cts @ter e@osur@o propineb has consistently been reported at
moderate Qt%atment levels in @ (> mgfRe b%@ay), with females being more susceptible than
males. the rabbit Veloﬁgengl toxi&‘é st@ neurological effects (ventro-lateral recumbency,
ina‘t{%@y to sit or stand, a@m}a@ﬁead sitigivand inability to move the extremities) were observed
in the rabbit at 100 mg/@ bw@y b@ not &1@0 mg/kg bw/day (baseline dossier KCA 5.6.2/2; -

-., et n2@@@823;%4-05 4-0@ . NQsimilar neurological effects were observed after dietary

exposure 1 her@am li mice_ et al. 1980: baseline dossier KCA 5.5 /06 -.;
et al; @; Me03665501-1y50r dogs (Il 1999: Baseline Dossier KA 5.3.2 /04 Il R. D
1999, M-009667-01D). >

& @ Iy °
Y 9 53
Also i\i§geted studies on the focal species common vole, these kinds of effects were not observed up
to concentrations of 1050 ppm, equivalent to ca. 100 mg/kg bw/day (supplementary dossier KCA
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8.1.1.2.2/01; | NN >0 13; M-476238-01-1; Supplementary Dossier KCA 8.1.1.2.2
/02; KCA 8.1.1.2.2 /02; | . R ; 2014; M-487560-01-1). & @©
S @
kokokokk @b @ @
@ S8
.
Report: D : ;2%@-476238-@& 2 &
Title: Toxicity of propineb to the com vole (Micranils arvails) g}” Q\ @ @
Report No: EnSa-13-0672 N R O O & o
Document No: M-476238-01-1 @ & o R S &
Guidelines: Method specifically develor the test (nOQ-stagghrd @cies)@& &
GLP/GEP: No Q@ N 2
. Y T -
S © N N AN RS
Objective: © %@ &> > b@ K SN

Q

& .
SN
The purpose of this test was to evalua@e @Zﬁvexgnsitiéig of%dult m&n@ole%us
arvalis) when exposed to propineb m@}e dl@t do@ knéwn to@fec‘g@@com@@n 1&@0){& gical

> & & & 8
to@ fernale ratsowithin 4-6

studies with rat (Rattus norwegicus)© KK é\g <&
12003:M-108777-

Daily dietary doses of > 40 mg/kgbw/d eff¥ited hindlimb’
weeks of treatment (EU Adder@,lm K@ 5.3&?/06'
01-1). This neurotoxic sign&gﬁs th%\nosi@sensixtive pareﬁnete& raté’@whic;%t such@aresis was not
observed in mouse Mus n@culu.éﬁase@e der KC@ 5.5 /06 : ‘et al©1980; M-056652-
01-1) which was also Toss se%sitive than & r%@% a@?ge%of othetvtoxigological effects from
S I S S
Hindlimb paresis @ tthfm;e § coered%otl@ a s@msitive mark@ or toxicity of propineb
(indicative of W@ler @er tog% effe?t”s 01&§g. réproductiye peformaiice would be expected at that
exposure levnd relgyant t@yic eﬁ&e@t’ its%ﬁ%‘
The objectiye of th&urrent invesfigati Waséherefo@go determin@%whether hindlimb paresis effects
would @nduced at @’ons@abl@gh level o@xp (t(%gget: > 100 mg/kg bw/d) in female
Commion voles. O\@ \Q N @@“ \© o g\
The Common Vo]§/as chosen thissgest a@presétati e species behind the generic focal species
scenario “small g@rbiv@us gia@%\i Vo@ in the. EFSAGD 2009.

O o O @

%

paresis in

or wijd magathal risk assessment.

©@ & QO O N D
Material %d methods: & ©\ Q @g@ @@
In this ‘@ 4 adult OCégnrnoQ%les ere @limat\ze%l under laboratory conditions for 4 weeks to feed
on untreated pellets@ % N &9

N LR L @ ) "
Afteg, acclimation, a tre@enk}roup %SIS@ of 10 voles was selected with regard to minimum
fluctuations in ¢he food constimptiof@overthe acclimation phase. These voles were initially offered
feed pellets ta&ﬁﬂ%gj te ical‘&gradropineb (TGAI) at a nominal concentration of 800 ppm
(equivalent to a @emina@con@gtratié@of 643 ppm pure propineb). Four voles received untreated

o

controkpetlets. ©©
Sinc%%l?fody i ht@ﬁl actyal food consumption in the treatment group still varied considerably
be@en indiv@uals@ld over the study period, the treatment level of four voles with low food
consur@?on needed an adjustment in order to achieve in average at least a dose of 100 mg pure

propineb/kg bw/d. Following day 8 (two voles) and day 21 (two further voles), these four individuals
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therefore received diet containing 1200 ppm technical grade (TGAI) propineb (965 ppm pure

propineb) for the remainder of the study. ©©
Throughout the test, behavior and feed consumption were observed daily. Inltgly, body we@ was‘t?
determined daily, after day 10 body weight was measured 2-3 times per week. Q> & ©)
Chemical analysis was conducted to confirm that nominal concentrations wakte mamtam@g un% e
conditions of the test. . 2
< < @ S
T ¢ O &
Results: N Q @ S é\a &
During the test, 10 female voles exposed to proping®in the diet @hleved mear&goses 0 pu@ctivé}
substance in the target range of 100 mg/kg bw/d 4 weeks, \ Q - @}
o @ x@ R
Treatment [ppm] ean @ Yﬁshl dose .
Vole TGAI (pure) i FIR@W a:fmg & a. s@ bw/d]@j §Q bsg@mn& °
Cage 5 800 (643 DATI1-29 *o T7 N 7
age (643) ppm EN 07 s ca@() R & & ©§
800 (643) ppm DAT1-7 4 S °\ v\g
Cage6 | 1200 (965) ppm DAT8-2,9©Q SO10GT S 86y § §y SN
Cage7 | 800 (643) ppm DATI-3Q ez » c@?w o & o &
g AT
800 (643) ppm DARIZ18
Cage8 | 1500 (965) ppm PATI9.290 &) 01 fea )0 ¢ T O
S @) ©x O " ©5| no effect on
Cage 9 800 (643) ppm@@ATl-@ © Q36 g (@%103 R S {é\, survival,
> B bodyweight
800 (643) ppm DA@WW q SIS . O YLES
Cage 10 1200 (96®ppm T&&ﬁ o O.l@ ca. lg ((%x &\ behav10r. or
= % < ~ S @i locomotion
C 11 800 AT~ 0.19 23
age PPRPAFLZY =, QO | @ N

00y643) ppm DATI-18%, N ~
Cage 12 @3@%%(9@@gm&m@; K@ O'c%&’ f@ Ca'(<]§ @

Cage 13 . @00(643)13%1)“{?9 @% jb\lﬁﬁ\@’ @ 104 @

Cage 14 | 800 (64&&7%m %@1- &7 020° . [ >
N

@ @)
X
All voles behavf?i n lly§ ot ‘&ho 51g;§0f impairment, decrease of body weight,
@
behavioural €hangesor oﬂ@é)\/lsu@ﬂy 0 rvab%%sym%oms of intoxication.

S F &0
Conclu@l: \@9 Q @ @
Thesg results sugg@@ha‘c @mm@vole@ e sfgnificantly less sensitive to propineb than rat.
S ¥ Q
@° @
& B
O O

Report'@& QS ;2014;M-487560-01

Title: & Q@ vole (Mlcrotus arvalis): 28- day feeding study with propineb

Re 2637 4599-6

@ 1\@87560 01-1

G id&@s: The test is especially designed for testing propineb mixed into feed pellets,

with voles
GLP/GEP: Yes
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Material and methods: @o o
The purpose of this test was to evaluate the relative sensitivity of adult Common voles (Mierotus?
arvalis) when exposed to propineb in the diet at doses known to affect locétion in toilo icl
studies with rat (Rattus norwegicus) but not in mice (Mus musculus). The &mmon Vol@was osen
for this test as representative species behind the generic focal speciegq\ﬁ%@nario “sm\z@ hgr@'@zoro&sf@
mammals — vole” in the EFSA GD 20009. © @ é\a \\ @Q @
In this test, 20 adult Common voles were acclimated u&r laborat@ conditiong\g for 4 ::? ks @feedé
on untreated pellets. %@} $ ) Q) @© @g}
After acclimation, 10 voles were offered feed pq@s containir&t%m@ gra@%ro@eb (%atch @de
AE F074263-01-03, Spec.-No.: 102000008955, "Customer gder%%o.: T@X O@S-Q@\aat r@%’mal
concentrations of 800 or 1250 mg/kg (equigglent & measured @‘we@ongﬁ 55{ or 834 mg/kg
pure propineb), targeting an average achie}%d dpﬁz%f 10@mg/k&dw/d o pu@ropi@. @7 @&
Throughout the test, behavior was obseri%ﬂ daﬂ? \\ > & (,\@ %o N §
Feed consumption was measured 3-, boég\veig@é t%é pe%\gek. é\y @Q Q& Q

© % EN v \@7 § N @ %

SO

§
Results: R 2 © S § @ @Q O N
. @hean i @: 6& @ $ Q
The exposed voles achleved@ ean ¢ ily digtaryqgose 9.5%ig a(g/ ¢ b ove§he 4 exposure

weeks. RN QN N

The exposed voles did no@show@ny i ere§§@§' to ihe co&tr@l velg wi@ega f?o behaviour, body
iy, &S T8

A S &

weight, food consump%on an

Oy

Conclusion: & § .9
Q N N N,
NV .. D .
These results crm t Cortimonyoles signifl antly%ss 1t1v %propmeb than rat.

& £ . &
N o & @” Q v \@
A @ .S S « . O
QY
Report: @@Q > : :2012;M-428256-02; Amended:
20410 (O o7 & @j@
Title: Q@ §%ne tmour@%@TU)%Qel ction of the relevant NOAEL for
ifd>manamral lg@-terl%@repr@wtive risk assessment
Report % 8256-02-® @ R
Docurrent No: < 8 6-&2-1 & Q\
Guidelines:  «_ xge@’eva@t' )
GLP/GEP: o o
@" N
PR ) S Y

Propylenhiour@f(PT 18 a @amme?@nd plant metabolite of the fungicide propineb.

For moliwhi h wepddetected in animals at levels above 10%, it is assumed that these
meta@éﬁtes@in d.ifthe NOAEL-values of the chronic and reproduction studies conducted with
thQactiv@bstance. H§ce the risk assessment for propineb based on the chronic toxicity of this
active @os‘tance should cover the potential risk deriving from PTU. However, the Scientific
Committee on Plants (1) suggested that for PTU an assessment should be made for wild mammals of
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the possible effects on the thyroid and the results of these effects on the survival and reproduction rate

of wild mammals. @ o
Therefore, the purpose of this document is to evaluate the available toxicity studies carried @t witho?
PTU for selecting the relevant toxicological endpoints to be used in wild mam@s risk assei@lent ©)

The proposal has been developed by taking into account the recommendafon provided in the last
EFSA guidance documents for the wild mammal risk assessment. A@%rdingly, ri@ltso ftgm th\\ef@
toxicity database, in particular reproductive and develona@ltal toxicit\@&udies mustge conqs@ered@Q @
In addition, for PTU it is important also to consider the carcinogeni%@( studies in &t andgious 'nceé
they add valuable information on the different to&@y effects %cited Py di&é}\ém d%ng@tho@
(drinking water vs. gavage vs. dietary). 'Q} @@9 Q & % @}

This distinction is important since the exposure %mwa@or «:@ild i@nma@\to J{é\a con@%red
according to EFSA GD (2009) include (i) diet@yy e@@sure@ﬁcen andgﬁl) %drlnki%g water

exposure scenario. > @

. <
One objective of this evaluation Weroe&?e t@enﬁ@ an@mp\a@ th espg\cﬁtive @city
thresholds, with clear effects on body weicgﬁt as ‘henchinark for-potentially &leva ild flammal
ik o gl &

risk assessment endpoints, betweel&@e foléb%vin U stu iesx\ S @@ S %@)
9 9 [r\\b § 4(@ O H

Study Administr@ﬁ | Effect observagion  [MTDRx 7  © &

bw/d d

. R AN | 2.3umg/
iatr(z)(_jii?gztlon i;:fll(l;n ater & Eﬁg@g\;fl no effe(ﬁt@@k&n s@t@al, ofrall health status or
p —L@ & clitter dvelopment (>3honths)
=4 w
Rat W & B O ¥ D7.0 mg/kg bwid . ©

N 0 S :
developmental ven by @a g bw & 12% gr 13d_~ | no Edfect am&}vwal, overall health

o at§9 mg/kgbw/ O @tus or develgpmental effects critical for the
toxicity @ é :\ R, N . @ @roge@%o Q 5)
S S ”7.26Qng/kgbw/d
e/ «O] O y 26mg/kgbw/d .
iartcilll(zoz:i C/it I I@d in (e diet Q E:NI %0 /O/a&@gvj/‘té@ nppifect gy survival, health status and thyroid
g z Y o %@ § @ morphdtegy (24 months)

7 \) (7 ¢
N o @W N 21.15 rivg/kg bw/d
21
Moqse '\1'10 / mi@ i iet o bw | after£65d no é%ct on survival, health status and thyroid
carcinogenicity N

D % at %gﬁnga& W/@Ei morphology (12 months)

Ry S~ & O o
. . v .

Comparative evglf?ﬁlatle@ f tl§st&§?%s d@%nstr@es t ffects on body weight as benchmark, and
the relevanticityggres@ds (MTD: vnaximmum tolerated dose) clearly depend on the method of
administr%ion employetPin th€respettive stady, b@also on the duration of exposure. It is therefore
propos@) consider, iﬁ@ endfipint fro th@i‘mkmg water study (2.3 mg/kg bw/d) only for long-term
drinking water expo&ire %%mrio% @§ @\

N (g @\ . R Q

S o o . ¢ $ . .
The reprodu%@e toxicity endpoint for @tarv exposure scenarios for PTU can be conservatively

N4

derived fro e rat evmenﬁﬂl stugdy where the dose level of 7 mg/kg bw/d (after 2 weeks of
gavage ¢ sure@id n@@rov§e sevé% effects, in agreement with the lack of significant effects after
lifetim etapo ure at%@.% mg/kg bw/d in chronic rat or mouse studies.

The e;%gndp@% a;§15(§%tective for wild mammal populations from potential adverse effects on the
thewotd. é@

&
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CA8.13 Effects of active substance bioconcentration in prey of birds and mammals

Substances with a high bioaccumulation potential could theoretically bear a risk of sece@a ©©
poisoning for birds if feeding on contaminated prey like fish or earthworms. Far organic che@als, &
log Pow > 3 is used to trigger an in-depth evaluation of the potential for bioacc‘,@@nulation. &@ @g

N
As the log P.w of the active substance propineb and 1§s metabolites«ds ot above\t e trigger, ng

evaluation of secondary poisoning is needed. See MCP point 10.1.1.2 @more detaig}ﬂ

S)
Ky &
CA 8.14 Effects on terrestrial vertebrate wildlife (birds, ma@lals%eptilnd a@phibia@)
@
Information on effects of propineb on reptiler amphibi@ iS%Q(@ av(p@ilalebNilsk @@bird@and
mammals is assessed in CP section 10.1. é& @ SN
Ry S
o0 s O &
CA 8.1.5 Endocrine disrupting pr&ﬁertiex\ @}\ @ &% (\@ “
S s dE.°
Wild Mammals T RN @ 2
Propineb exerts an activity on tl%thy@id, b is las@d Q@repcti Extoxicity. New data
support the lack of classificatin forqeproductive (@fdev% pme to%%mty. ref(%» propineb does
not meet the interim criteria ‘as endocrine diSruptér. @y AN ©
Based on a complete tox{%logic@ dat@%t, t is 1O evidence of\ﬁy e@ocri@%isrupting potential
of propineb in wild ngma@The@adap@e) e@éts ofdthyraid Weig?&hf areQgovered by the apical
endpoints relevant fgiithe witd m@’nal @@k ass§me§\ © & &\
DERS S

/
%
4

o

S . @D
NN O N T 9 N
S NN
The populati@rel t eﬁ{g@ts of propirieb on b}\rﬁds @e Stl§§ inga newly performed reproductive

toxicity stédy on Japa;gse q@f@.d@tati@ally @énif@ant e@cts on adult birds, offspring or
reprody@\ze paramet@wer@un 550 mg P@inebzﬁ@ di@equivalent to 64.7 mg/kg bw/d), the

. . N Q N
highest dose teste@ & é\a \@ 6§ & S
As there have @e@?n e@ishﬁv@t v@i%h r@du%ﬁ? was not affected in an avian species, it is
@ 9

concluded tHat baséd 01@@1 agiﬁapri riskégssess@ent there are no population relevant adverse
effects @pineb. Pr(()(@pineb @ no@fﬂ 1%@{1@@ WI;Lg@IPCS (2002) definition for endocrine disrupters.
. Q N

N Y
No fugther testing @end@jﬂe d@\rupt' pr@rties is warranted.
b @ S
CA 8.2 &%ffe son a tic gﬁ;@anisn@
Shoidhe the Suatic risk @ : .
In order to‘Complete th aquatic risk ggSessment and to address new data requirements according to

Regulatjé®y (E(@QNO @07/@@), additional studies were performed. Studies that have not been
evaluate du@ th@rst@ review of this compound, including those on new metabolites, will be
@7 o

su@ariz
For stuﬁ submitted within the first Annex I inclusion, please refer to the corresponding section in
the Baseline Dossier provided by Bayer CropScience and in the Monograph.
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The degradation pathways in soil and water and sediment are given in the two figures below. For

further details refer to Section 7: “Fate and behaviour in the environment”. @ @
@\ @&
~N NS
Figure 8.2-1: Proposed degradation pathway of propineb in soil IS N
% ® § &
o °\ o v
- & & N oS
@ ¢ o .2 &@
R TS &0

&

Remark:"In principl@ER %3;1 carbon di

v directly Srindir . @ N
S y Orndip )@\ L S
@ S &2 @
@ <) § N e
Q O & 9
N
@ (RN
S Q
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Figure 8.2-2: Proposed degradation pathway of propineb in natural water (i.e. water .
containing oxygen and organic matter (like in a water/sediment systen@% @@
; Q
> 2 4
I N ©)
S Polar transiegﬁroducts -~ ©
,JJ\ J\/H S + @ d
> B D : - 19 &f
H @ /H AN /H ?”\9\ S @
S 'l s @ s Ga” D @ @
n S O S
Propineb Polymer + Water @ N N7 NP NP NH § @
& \& <
QO? . @ o 9 @
N N LSS
(o Ly o T B S
Q" @ Shio-rfhr PTGisomer” PTY-thio®
v NS % <’
WIS DS &% o

N SO . % $
: @ * S %
Unpolar transient produ > kkg@%' v\g© e @y@ & O
i.e. Propineb-DIDTand ~© .
others (ROI 3, RO 8) @

. O .
S
& WO a
é @ N \@carbon dioxide

&
*. diffe@ ism@% (pc@n of%qethy@roup) are possible.
X

& @)

Remarlég' ({7 prir@{%le NER an@arbon dioxide formation can result from all structures shown (either
directhy, or in@ctl : %@

SEC K

TE T

&
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Ecotoxicological endpoints

©

o
Table 8.2-2:  Endpoints used in risk assessment and additional studies for propineb and its met@bﬁiesf\@
Test substance Test species Endpoint 3 Referg@ ©

Fish, acute @'S\ -(2()&) @Qg)
Oncorh ;zchus n; tiss LCso 6.81 mg product/L M-4012@501—%\
4 4 KCP 1621 /08> .9
© & oy <
Irg;rthe:ir;t;,aacnl;te ECsy ¢ 4.10 mg pr@éct/L N@%WSS@ -1 t4\9@ @
P & < O 1020 /02 q
@ S
Propineb WG 70 X 2. § & &@
ropine o e o 968%@@1-1@@
é @@“ %Q é’ = Q) ¢ %
Algae, growth inhibition M(ZOIO% .
Pseudokirchneriella Eﬁé'éo @QO.ZSQ% pro@ct/ M-3977379:85~ @&
subcapitata %, S N N % ®) CP 10.2.3+/03
SN S
Gl A Aie
|
Oy | LS & G
T $ T B
g Wiy @ EM-016891-01-1
S & S L@ o Q
LN @Q o> @ S -2 | N 2004
@F;fh ;@i‘gf 2 § LCsk, 2667 mg a.s./l?g@ -088008-02-1
W AT S 2O ¢ ENKCA 8.2.1/06
S Tae o € & 9 & O
Q> Y 0@ M-016895-01-1
&orhu D Q @
o O N . o PR
Propineb VM D @ AN B - (2004)
S Irgg;:faﬁ?%‘g dew O l.§g ag/LY | M-086995-01-1
% G S o 5, KCA 8.2.3 /03
o Lo D) %) [
N NN I
A & \QQ &@@ RS o
Reagna Q S S M-016899-01-1
O ! N
%DQ © 6@)@ r@\ & 9 >
@e, th infyBitios IS B 2004
@ | O serﬁcﬁ&helkt& N g'gg s p;gg'ji M-088372-01-1
Q| O Qubcagitita > EFPVy, 0053 mgprod. KCA 8.2.6.1 /04
AN R > .9 9 T 2005
@’ K g’;t%%f Zl@%iw@ NOEC  0480mgas/L® | M-252129-01-1
O TpImaLagna ot 1Q KCA 8.2.5.1 /04
SRR S SR .
o Lenticfres @}ter 'croco&@> (2005)
.  Lenti 2
Propineb WP&@ Onco chm@%kisx@ NOEC > 0.6 mg a.s./L M-246864-02-1
@ <) £ N o KCA 8.2.8 /01
& 9 . Q N 2005)
@ @) %%dlm@:%‘l sdzegf;s ECis  0.89mgas/L M-253817-01-1
N P KCA 8.2.5.3 /03
S @ @% . B 2014
Q& eriebrate, acute ECso  0.112mgpm/L M-481861-01-1
Propi P & KCA 8.2.4.1/04
DID Algae, growth inhibition o4
Pseudokirchneriella E.Cso 0.114 mg pm/L M-485275-01-1
subcapitata KCA 8.2.6.1/05
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Test substance Test species Endpoint Reference
| [
M-016918-01-01\§y @@
S)
G
X
PTU 2 -
(propylene @ S
thiourea) SRiniey® § M-046917-0151 &@
e N Qs /00 D
o S & 7 M
O W& &0 02T -016914-01]
WY G @ &’
A L@@ R o | KCOR2 @ g
OIS S A Q
@rion ° @ | Q) %\
Rils ™| oS S &
§© ‘% N g\a ,@@' @@ S
& Q
TN S SR <3 & {M01922-01-1
N, L by @ Nl
 Gish. @iy 4@ X s | AL016921-01-1
f/\\% & Q @j@ Q" « c&% _ q 1
Q> (03 2, N DD
f;iopylene S § P Ny >@lf@mg VLY ME016924-01-1
P % 9 2 o @
SSIEN N
o O Swwonic @ Sy
MO NOECQ M-016926-01-1
N v, A @) 0O @ @
AL &2 § @ . @Q § ) & M-016920-01-1
X S @Q S g
a.s. = active substangg? pm = pur@wbol‘iﬂ;@, prod&@}’ prod@
) The EU agreed éadpoiptgfers £-the t@%d itefvPropjneb V . The endpoint used in risk assessment is
calculated on ghasis 2.3‘@@& cofitent (@inal E@%al with analysis)

2 Endpoint officrocdsh s

1s ugedbin thigefinedsisk a
oint obtained%’th g;%!v sh@& 2&,

3 Lower e
4 The va

assessment

5) Endpoint of the 35 d Da;@%a o3

£0.026 mgay/L th,
NOECbut is in rea]@the ECso{see KCA

&y

o

ppeat@in thg

s
RS
lation%dy ed in the refined risk assessment

the transient nature of the metabolite, no acute fish test is

D

9 Based on the lagy acute toxicitho pr@ﬁeb a
considered necéssary. \ ® %,
D The EU agge¥d endpoint refers t
risk assesnt. éﬁ ©© §9

o o

% § SN
& VLS

Adgition
proce

studies will be summarized in the respective chapters below.

ssment

M-086995-01-1)

U Review Report for propineb is mistakenly attributed to the
). ?NOEC 0f 0.015 mg as/L is the endpoint used in the risk

o the N(@ from the chronic test, and this endpoint is also used for the acute

tudie@wer@erformed, which were not submitted during the first Annex I inclusion
d are submitted within this Supplemental Dossier for the propineb Annex I Renewal. These
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The metabolite 4-methyl-imidazoline (4-MI) had already been identified as a major metabolite in sgil
in the baseline dossier, without a need for aquatic testing. It now also occurs in the Water-se(@ent o
study at initially (0 h) 17.5 %, but not after 4 h and 24 h and at later samplings at just over S‘V@Due 60
its transient nature and similarity with the acutely non-toxic PU, instead Q@ aquatic tei@ Q@g
calculations were performed, confirming low toxicity. Accordingly, the risklssessment.will only be
performed for acute effects. The overall lowest aquatic endpoint &09% several g&@reptﬁg@
calculations was acute toxicity to Daphnia with an E t 7.3 mg/lgae ECso 69 m\and@ @
acute LCso 393 mg/L (KCA 8.2.8 /02; | M-488533-01-1). O & $

@ Q& o &© Q @© @%}
Two spiked-water studies with Chironomus for @metabolite&PTUc a@U dk ava@ble t@jt ind@te
low chronic toxicity as for the other aqu@téc orgé)nqismsggﬁncegﬁoth%@tab es {%ﬁ not major
metabolites in sediment and as the endpoints (@rive@re @Ver nd @ue& (bot]%NOECos
> 0.1 mg/L, from limit tests without effe&)s), pc@éepg@é risk ssegment@perfo@led@ng se
data. i\? \\ N (& <& R

@ N 0K O O &9

R &Sy o L
The 35-day Daphnia population@%dy @ a ‘water-sédime syst@ wi@expﬁﬁa@ growing
Daphnia populations includes m tipl@@appl}%g@ion%@t th§gh{@ tes@@)nc ationSof 960 pg/L
complete recovery of the Dapltiia p&p%lati n was @serv& Th@co ery-bas@ en@@int is not used
here to derive a NOEC. In ait other congu rati no agute or&shr%g effec®s on %e population were
observed from propinebo%r@its me@abol'@s. Theefore, this @mnic&udy{t@a C of 480 pg a.s./L
that can be used for the ecc@ical@sk a@ss of the test compound t&nvertebrates for both
exposures, chronic acute.@in e@%élusi@, the@E 480 pg/L a clﬁr&nic assessment factor of
10 can be used forhie ﬁ@k risk\assmﬁﬁt f% aqug&'@mve@ra‘%@ @

<
S T A §

RS

A 28-day hig@r ti@&tud&@/ith nginé({% WP @' onnbo@ rout@n a microcosm enclosure under
semi-field &posure cog@tions@%h@ mul@le app@ycati@s is a:géﬂable. It showed no effects at 600
ug a.s.@us demon@ﬁﬁng@t muRiple ex%posu@Qoesq\gﬁ i{l@se the toxicity of propineb.

An acute laborato@btud@%ith %@pige@ M_ 86 resylted ing*LCso endpoint of 329 pg a.s./L and a
NOEC of 125 %@.S./I%(KC .2.1%7@,0 > M.2Y1998; M-016891-01). This acute/chronic-
ratio also und@lines t thestoxicity ob@ved ®'the dgtite study does not increase in studies with
prolonged e@osure@Thu&@he %§§day tdoogz@%ncl@lre study covers both exposures, chronic and
acute. VI‘g@generally %sumend @ﬁ 1@% i{l z@g@gtudy with carp that rainbow trout is the most

sensitivesfish specigs, Thus “the chronig sses@ent factor of 10 can be used for the final risk

Sththe T8 day-Bicroc
ass&s’%ment for ﬁsh%based@j@n thé\ pioa dacro@g@m enclosure.
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CA8.2.1 Acute toxicity to fish
For information on studies already evaluated during the first EU review of propineb, please rﬁ to &
corresponding section in the Baseline Dossier provided by Bayer CropScience %d in the Mon@aph v

ol G
Report: I B >0+ 1-083008-02; Amended@%%@ 2.9
Title: Acute toxicity of Propineb to fish (@/prmus ca y\g S @
Report No: DOM 24020 1@. @Q @\ %@ @
Document No: M-088008-02-1 & S @
Guidelines: Directive 92/69/EEC, C.1 (@2), JMAF 2 Nogsa %@ 814 7%00@ EP
FIFRA § 72-1 (1982), co%@ ring als OEC 1992); an OPP
850.1075 (1996) . % 6 %
GLP/GEP: Yes N9 Y (*f ;s/ Q <
v RS & >
R TR @Q S & M)
Objective: SN o &g & & ©§

. QO O
The aim of the study was to detemé@ th@i%cute @ici@f th@s‘[ 1§m to é@p @m’m{gjs carpio),
expressed as 96h-LCs for mortal@s v S v ®\ S @Q S

o&@ & @1@6 @®
N

/

Materials and Methods: Q@

Test item: Propineb (VM @%0) plé\\ty 8&% W@, batc@’no E%FL@O 5%\ was i@@ed, tox no.: 6603-
00.
Test organism: Carp ‘{Cypr r@o) n@a 1 4é%cm;;§mean Q%y weight 0.8 g. The

biomass loading foygis test was
Thirty fish were pos®1n aJimit t@s f&r\% h@der @gmc &st C @tlons to a nominal (mean

measured) conéﬁtrat@ 0f©1 (66@) mgg%st itefn (a%)§L §1nst &awater control with further 30
fish.

Durlng thd‘%}est ﬁs@; were e Fﬁned%g @r ho@ an@ then@lly for mortalities and signs of
poisoni o> Within thggs\fudy@e pKsvalue, the s° gen@atur@en level and the temperature were
measured daily. DIS% ved ex ge&conce@@atm& ran%}fro 6% to 99% oxygen saturation, the pH
values ranged fro@ 9107.2 § the “water L@lpera@ ged from 22.3°C to 22.6°C in all aquaria
over the whole té@cmg@md pl@épe@é«l Wa@6 ho of light and 8 hours dark.

After 4, 24, 48 72 @@ 96 Keurs. g%xpo@re th&ish W@e inspected for the number of deaths, toxic
syrnptorns or ‘abnormalitggs. mortality aft @1 24, 48, 72 and 96 hours of exposure was
calculat @ each tre@jmenoup &groyﬁ& the concentrations of the test substance were

measured at the san@ve t%de points. ©\

The\é&srdpomts WCI”@@XPIK';&'@ as @eana&;&gﬁ> concentrations.

Dates of expeg@flen Lwor, A@OS, 2@)4 to April 09, 2004
2 © @
<

%

R
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Results: o
Validity criteria: @ @6
N >
Validity Criteria Recommended | Obtained > @® o
Mortality in the control <10% 0% (@’Q s Q\Q
Constant water quality and environmental Yes Yes ) § § 2]
conditions during the test C &% %\ \ IS o
Concentration of dissolved oxygen >60% V 78 - :Q‘SZ) @@ § v\g@ &
3 ° y TS s
@ & o &
All validity criteria for the study were met. @@f @ S @&
0
_ > N 6\ YRS
Analytical results: @ g\’ N A

Y
Based on analytical determination (in wa % @V) ropﬁ@ me@ure&val@e‘tw&e‘n
62% and 70% of nominal were found. A];JN ul‘e eba& 0 mean asurgd concentrati @
It was not possible to analyze propm@ dlre\}}y inggie test, solu@ns uded for ee sure@> fish
owing to its low solubility and lovb%dr %ﬂc s@ht}@ wa tq\xfbre samples were
hydrolyzed totally by forming of @opyle@’ “thiotiea (PTU) b uﬂh@ oc@ng wat%@s’)amples at
65°C for 24 hours. After this process wéger saitiples @e a zed&t@ P folléﬁed by‘¥recalculation
from PTU to propineb based %@fnolegﬁiar weight. @ @ Q SN

v & & S8 N ©
Biological results: N % é @ @ © @ @ %@
There were no behavioral obs@ga‘uo s of ﬁ§ hby t]@@es tem ovéirthe @le exposure period.

There were neither a t4“%/151%)@? ab%g‘nalﬂ@s nor @y m&%ﬁhty @the @ntrol @wup.
@

LCso values for ¢ to @pme VM waa edion n mal meagy me ed concentrations
Rropineb sedon nom i meaqur
@st s@nce@ é o é}\g [\@ m@’mp&% (VM 80)

& Tes%(%bject' &) h\ @:\ . Carp&yprinus carpio)
,\(z\\ Expos@“ N @ Q @ houts, static test design (limit)
LC b% h V)) L 6? 7 my \ljnean measured) test item / L
g‘% S Q @\ & 7 me
A
% &
Conclusions: @ § @@’ ©\% ©© @j@
The LCso (9@) of &0@@‘[ (@rinué}arpi@» in a static 96-hour-test was determined to be
@ LS 6 @
>66.7 m S @ %
o\@ N N &@ ©\
%o § % > L "\

CA}Z.Z Long—tel@ and@ron@c)g&lc&@to fish

For 1nformat1®g1@on %lfdles ca aluated during the first EU review of propineb, please refer to
S
corresponds squon in the Ba&ehne wswr provided by Bayer CropScience and in the Monograph.

SN
@ ©
@ Q@ S @
CA822.1 @Fls@ rly i@e stage toxicity test
S omté@ 2. No addﬁ@nal studies were performed.

&

CA 8.2.2.2 Fish full life cycle test

See point 8.2.2. No additional studies were performed.
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CA8.2.23 Bioconcentration in fish @ @b
D
See point 8.2.2. No additional studies were performed. S @@ @@j
N
@ S8
CA 8.2.3 Endocrine disrupting properties % § § ©
I S
Fish X Q@ @ ) @ &

As propineb has a DTy in water of less than 1 d, n@hromc test@ 1s requlregliow@ a @@emk&

growth test and a 21 d prolonged toxicity te%@;}x rainbow tioht a@ avajlable a&d in bSth e&@

sublethal effects (on growth) occurred only at cOfdentrations @ere 1% m ality. was ohé?ve an

outdoor pond test, four applications of 600 @ZL re@ted @0 eg%cts ofisurvigal, length, w§ﬁght or
SR

growth of juvenile rainbow trout.

Based on the absence of relevant efficg% it ‘ca \oncl@% g&g pro@eb \:igs not a@al)
"\

endocrine disrupter. @ \ @ %\ Q& é\g
No further testing is indicated to ev&te %@%nd&@z\\ﬂ pt{f@ote@ of ﬁln@o ﬁ%
Ve 6 » & 0.F <
@ N @ @j@ @ Q @ @© .
SN e S @ o
CA 8.24 Acute toxi%ty to @atic @erte@tes @ S @ Q\@@ o
o X
S S g & & < §
CA8.2.4.1 Acut@mlcn@m D@hnm magna § N é& O

For information tudés alreQ ew@%ated\durm e ﬁ EU aeview@f propineb, please refer to
corresponding é@twn&x the B%sehm&Doss(%x pro ided b %ay opSgjence and in the Monograph.

. @; «:4% H \@ y\?@
Repor%\ _ 4;M-086995-01
Title: ! ¢ % Daphnia magna
Report No: Q\DOM 24 é
Document No: ¢; 086 &)

Guldelmes ﬁ% ]@sectl $92/6 %ethod C2; EPA / FIFRA Guideline 72-
@uldl ne 85%11)10 &aft 1996
GLP/G
@7 °\ N
% N @ : @ ¢ @Q
Ob]\ectlve ¥ N @

The aim of tlg@tud wizgeteg@ne th@mﬂuence of the test item on mobility of Daphnia magna
over 48 ho n aNa sure, €x 3ed as ECso for immobilisation.
o e, Cxprgs *

N
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Materials and methods: .
Test item: Propineb (specification: Batch EDFU310354, Article No.:0004804643), purity: 8@%. ©©
Daphnia magna (1% instars < 24 h old, 6 x 5 animals per concentration) were exposed in a sgitic tes@’
system for 48 hours to nominal concentrations of 0, 0.15, 0.30, 0.60, 1.20,@0 and 4.8&@g a@‘
without feeding. v S N
The content of propineb in exposure media was measured for \ggﬁ%ﬁcation Of\ Ghe Ot§ ite&@
concentrations at start and end of the exposure period. ©, @ é\a \\ @Q @
After 24 and 48 hours, the behaviour of the water fleas was Visu@ evaluated & cong @bile&
daphnids, defined as animals with swimming mqo@ments withit approx. 15Secon aft@@gen@
agitation of the test vessel. Additionally, all visi atures of the test@jﬂ ianater @&WII@S pos@le
signs on sublethal affected daphnids had to be recorded., &S @ 6\ Y <&
. G SRR N s S Ny
For verification of the prepared exposure congentratins, t%&a.s. @np .@@, t pr@ﬁneb gvas ar%ytlcally
determined and quantified as propyleneth%urqa @T U) &@hich che%ﬁydro]@is product @rop@b.
Before measurement, propineb r651dues<§fere @%pl%@ v triﬁferrfél toQ{@U %heaty\lgg up §5 C

@ N .
for 24 hours. S N N N
S EFs s FEE,
SR Y. S &S s
Dates of experimental work: N dpne (@200@4@ Julp?l, 2&@ ©© (OJEEAN
@ N @

L S XS v AN @)Q

Results: D O G S NN
: - o QO N AN
Analytical findings: o 2 ST Q RS
The actually dissolvegLﬂand a@fﬁc@y de ined“amouits oﬁggropine%\’ino thig)freshly prepared test
solutions at test initjation r%ge@etwe@ 76‘@nd§% (an: 8@6) o&?ﬁe aspired nominal test
concentrations. S \Q N 2 I @
The correspondifig condentrations O\Qhe ;% test&%lution@at nd @w 48 hours exposure period
ranged betwe&n 85%Gnd %@’/o (m&an: 94%%) of@‘min@ S @
No contamépations of pg&pineb&%re de%cted@ sampies fr@l unh@ted water control.
D
ST N
Biological ﬁndings"g\ &\ %, § N
No immobilities_ ey oth% effe@&n J@havio@’ occuived i&the untreated control within 48 hours of
@ QRS T LS
@ O ¢ .0 © .0 @
MRS ENOEEN
- . S Sronas

Toxicity /@'t)pmeb to (%aphngn@ o~ %",

4

exposure.

Test Con ratiig N xposﬁ Immobilised daphnids
(m&fwoduct/L) niga.s./LQy mg\a@f/L 1 daphinids 24 h. 48 h.

Nominal JNomina@g @ﬁff: (<® %) n % + SD n % + SD

QO Capfral & %% |, 30 0 0 0 0

<« DMEControl®)® D 30 0 0 0 0

0.1 @ 019 | A9.15 30 0 0 0 0

036 ) 030 PO 0.24 30 0 0 0 0

073 @ | 060 - ]° 0.50 30 0 0 0 0
71 467 1.20 1.07 30 0 0 7 23 +27
24D 2.40 2.18 30 5 17+ 15 26 87+ 16
58 4.80 4.04 30 9 30+ 11 28 93+ 10

*) DMF (0.1 mL/L dimethylformamide)
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Conclusions: .
Based on mean-measured concentrations of propineb, the ECso for immobilisation after 24 a@% ©©
hours of static exposure were assessed: Q\ g
@ @ @
S N QS
Statistical results of probit analysis conducted for determination of ECso values: N
- S
Probit analysis for data m;:aczo o lowy a9§ //1‘101 o uprﬁegre?S%d \°\ @@ @
obtained after (mean measured) (mean measured)ﬁQ (mean r@asure§ Y é
24 hours 5.66 Q> 348 & ard. X O é}
48 hours 1.50 = 128 N & S 17K ) @}
n.d.: not determine X Z ) @
d.: not det d QL Q Q} N & 6\ 27
& ZNERES RSN IS T
Q @ X @% v @y
TS O S s @é@
i @ > @ [ﬁ\\ﬁ )
Report: @% &
Title: Acute toxi@' R ) to@ w ea Raphnia
magna in a Staticdabor: & ©© @Q S
Report No: EBLHN47 -~ N (S &
Document No: M-4818 1-%-1 § & @ 'S \@ 2
Guidelines: EUdirectiye 91/43¥4/E Q @ %@»)
Regulation1107/2009.(Eurogp) ©®“ T
USEPAOCSPP 85010100 . 5 o
GLP/GEP: & Yes N RS Q &
S N N~ <]
SOV Ve o &
SRR WS
Objective: & & O O & (;@&9 &

. ©)
The study &yas perfgg)@jrmedi\gto détect p%sible fects§ the@test i on mobility of Daphnia magna

caused @ 48 hours@ @f e %sur@ a statib@%borggf@ry @t system, expressed as ECso for
immobilisation. ° S L - INY

@\ & éﬁ \@ S
Materials and n%tho@ § @@’% \% N @b
Test item: —C[J@%M@ropiheb—DHQ@), b"a@g n :@%CS—CU99534—01—01 (origin batch No. SES
11956-8-],%purity: 99.5@/@)( 90-@9 (cen&ate mz00769).
Daphni@agna (1 j&@ars Q4 h 0%9, 6 @ anim%[s per concentration) were exposed in a static test
system for 48 houg\g m@—@e@red ﬁlc%{gions of 0, 37.0, 83.8, 186, 410 and 1006 pg p.m./L

v & R

S

without feeding.

The content &@CS-C%U% ios@ media was analytically measured for determination of
actual test 1@ co&%tra ions. Y @

After 24 48@urs<@e b@viour@f the water fleas was visually evaluated by counting mobile
daphnidsy def asqani ith swimming movements (slight movements of antennae were not
interpeeted ingting, ifrevement) within approximately 15 seconds after gentle agitation of the test
v §% A@tionally, all§sible features of the test item in water as well as possible signs on sublethal

affect@aphnids had to be recorded.

Dates of experimental work: February 02, 2014 to February 12, 2014
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Results:

Analytical findings: ©©
Due to the limited solubility of BCS-CU99534 in water, the test concentratloglad to be pre@red asy’

N & ©®
The chosen range of five geometrically spaced exposure concentrations is g@red to tOX@ty c@ and
the measured test concentrations, obtained from NON- GLP range findin dies. N @)

the freshlyepared stog%soluﬁg} ﬁl@ @
&

©

sub-dilutions of a supersaturated and filtrated aqueous stock solution.

The accompanying chemical analysis of BCS-CU9953

revealed a maximum saturation concentration of 31.1 mg BCS- CU9 4/L Elend@/ﬁ Y
Corresponding measurement of test solution- co@ma‘uons a art of exp@ne Vgﬁe@Qone@
preparation of the dilution series. Q? \ @9 @ @ @
Measurement of the test solution- concentratlons at th end 0 ﬁ*hours @pos@ pen%d rev@;@ed a
dose-depending loss of BCS-CU99534 in e te@ sol 'r. inc smide %mon at
concentrations below 1000 pg/L. No conta%unatl@ﬂs of C@9534 were@stecte@m ] es %m
untreated water control. \ \ &
Due to the dose-depending degradat of &@’S C S@urm&QS hgurs n@%@ €0 olutl@l M7-
medium), all reported results were &@ted@ meag%eamed tQt on@rau S

R o o 6 @ O & O °\
Biological findings: @ w\’ v @ Q & @© LN
No immobilities or other effects q%n beh ﬁur Qccurr@& in thg, untpe@%d céptrol %w in 48 hours of
exposure. \@2 @ § § § @‘v\,

C&

)

@ﬂa%@ (bas§on @n —me@ure«é&nceﬁ@ratmns)

mean measured @Eﬁ gh@ed -~ * llﬂmObll‘li\\d)daP@lds oY &

concentration) nids & 24 A @ o
(ng p.m./ =100%)| & % | n O] @
Contfal 30 2o @0 U @ [@700

A0 G0 L o 008 0 N 67

7%3.8 2 30- 0 D 007 | Y7 ] 233

186 NEESTES §3 25 83.3

410 o | 30 K 29% 6.7 A0 100

1006 &, |30 . LS 1000) 30 100

TS &0

Conclu@
Based onr mean-meagired cm%nt&tlons @@CS@U%SM (propineb-DIDT), the following ECso
er 24%nd our®df static exposure were assessed:

2 o @@

@° @
Statistical resuﬁks of [%fblt @ysm ﬁducté@for determination of ECs values:

V&ll&é%flfor 1mmob1ﬁs>at10

probl ¢ an ﬁiﬁls f @da ta § % ECs lower 95‘;%)Lcl upper 95‘;%)Lcl
ed affer gp-m. ng p.m. pg p.m.
§ @ean measured) (mean measured) (mean measured)
< 4 hey Q! 253 214 298
@ 48G%ours  © @ 112 90.6 137

¢
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CA 8.24.2 Acute toxicity to an additional aquatic invertebrate species
No acute studies on an additional aquatic invertebrate species are required since propineb is E@ an ©©
insecticide and does not show an insecticidal mode of action. @
& s
@ S8

CA8.2.5 Long-term and chronic toxicity to aquatic invertebrates N @\

9

%)
For information on studies already evaluated during the@rst EU rev1@9of propme%\plea&e§ refe@

corresponding section in the Baseline Dossier provided %Bayer Cro@élence and éﬁhe @og &@

S)
@ « & R
CA 8.2.5.1 Reproductive and development t y to Daphma%ag# S & o SN

& > @ h\ SRS
Report —q i
Title: Effect of propineb %WP %ap@ap ation

a&atlc l®ra‘@ﬁ est &

systems 51mu1at1n tur@kexp Sure candition ©
Report No: ALT.WB.2005. @ N o R %d @S% N & ©®®
Document No: M-252129- 01 K W\ﬁ @)
Guidelines: Guidance dchme@on fﬂg%er-fier a @w @ as@meﬁr %@icides
(HARAP),@ET@f—Eu@pe P@;hca§ 1999 S
GLP/GEP: Yes @ g mj @ @ § %

@ @@ @)
S T GNP SR .
5 O N W T Q&
Objective: " © SR %@ N
The aim of the study was i}(\)@ss% the effeth andten‘&@rec guery of repe{@ applications (4 x) of
the fungicide Propiggp 70 savmixe@age populatida of Daphnidinagnésin aquatic laboratory test
g p @ n§m pdag (iGn of Dap g q ry

SN @
systems. N) Q N \\ \@ §3 @& @

@) \ S & & R
Materials an C?ne ?s v\g© © K@jo (;@& @b ©§ @
Test item; @Propmeb V&é& 70, &p@n@mc@\h: %04@696,@%@ No.: PF31112692, content:
L% A6, & & o & OO
To simulate a pho@ytlc {Erad@@n of(@ropngb sindlar to its*fate under natural outdoor conditions,
an artificial a@?ght %llum 10n s@y d&y@fght @mps@was installed above the test aquaria
(approx1matel@270 @ or 14 pe@day) was carried out in 18 aquaria containing
18.7L test ‘Mediurt T re-&gﬁtm pha@ last@ two weeks. The treatment consisted of 4
apphca‘z@ of Propmeb V\@at 0 ekGhter @% The treatment levels were: 60, 120, 240, 480,
and 966> ug a.s./L g trlphate \aquarlaxé 39@Whree aquaria served as controls. After the last
appligation the tes@ntl for‘@not (@eeks In all aquaria the concentrations were measured
directly (within 1 hour)@fter&@ch a@)hcat@. In all aquaria, except for the three reference systems
(0 pg a.s./L), the congentrafi@ of;za@ actif ingredient and its metabolite propylenethiourea (PTU) in
the water se were dmined 0 ime. Dynamics in alkalinity, total nitrogen content, total
phospha@ont@ chldtophy = - a content of phytoplankton, and community metabolism (temperature,
pH a@ms@d oxé%gen tQntent) were also followed over time in all aquaria. Effects on Daphnia
é%e t10 @@mp ion @ abundance were recorded and evaluated using ANOVA and logistic
s

echnlques

Dates of experlmental work: February 01, 2005 to April 5, 2005
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Results: .
Analytical findings: @ o
The dosed amounts were 94 + 4% (mean + SD) of the intended amounts. The ¢oncentration ofthe testt”
compound decreased rapidly. Mean DTso was 2.1 days after each appli@on (minin& 0&@1
applications 1.13 + 0.52 days, maximum 2.83 + 0.83 days). Also the metabolite PTU disappearedkfrom
the systems: for the total of propineb equivalents (propineb + PTU) ;g%mean D”l:so@vas §2a§§@
(minimum 2.92 + 0.58 days, maximum 4.63 +1.27 days ©, @& % \ @ @
Time-weighted average concentrations of propineb over 21 days f@he nommal@reatm.ﬁ le@h of & ®
60, 120, 240, 480 and 960 nug/L. were 5.6 pg/L, 19%@ , 47 ng/L N0 ug/L and&% ug?% @gtwe@
day of {(:ond @hcat@l) to@y 2 ( 7 @/s
after the last application). Time-weighted average ncents ons, 0 of propineb r 28%ayst§ the
nominal treatment levels of 60, 120, 240, 4 and 0 ﬁL g& .8 L @ ug/L, 46 %ﬂd 103
png/L and 239 pg/L respectively (average Q%three @uarr or th&period o d@g 0 to day 28@7
In the pre-treatment period the pH 1ncrei§éd u&% almg\st 11 Qe toq to@h f algae. T\§days
after the first treatment the pH drop Pto lig%w Tbecausg, the @ e v@se lled®y grafihg of a
far more dense Daphnia populatr% nd oxygen congent Q@pe@ron ut %\9 ® 3 mg/L.
Due to a slightly increased aeratioh thepxygen) content inc sed thereaftey to Eg)ut 8'mg/L and the
pH gradually increased to ab%@i y%pt for@e hl§est K&tme, Where the @(ygeontent and pH
diverged because of the rediced ai&ae co ptiQn. Q>
N @

(average of three aquaria) for the period of day 7

\ o
R Ny % b & “§ & @’@
Biological findings (Dﬂphnla@pula@ons) Q @

In all aquaria the adyit, Juve@le neO@te p@atl 1ncre§)ed e@onen&%lly in the pre-treatment
period and up t r@elma‘ce@ egk afternGhe fu'gt’ tre{[ment @Thereafter the population
abundance in a][but t 1ghe§5§ trea;{nents % rea«gﬁed more or LS 1ts~z<\;§ryrng capacity.

From day -1 ©nwardS the_rfdximufd feeding ratg o7of @I e cells/L was applied in all aquaria.
Directly aff@r feeding, th&e wat%@ﬁl th quar@was Skéen @m tb@pphed algae. In the hours before
the ne edlng the r inthe aqéaria begameé%ar ﬁnost@camons indicating that most of the
algae had been cme(g’ey the\;daph@s }{,GWW%& the @ter in the highest treatments was still
green at the t1rn the next fi 1ng?€t%day w, 1nd1@t1n%hat a part of the algae fed the day before
had not been ¢ nsurn @ @’ \ < @j@

At day 13 sofe Wnﬁer e&é a %en oerve%m alléguarla indicating that the Daphnia populations
suffered su%ss probably erp 5 ath@ %@

The de@pmen‘[ of {Q@[otal@mbers of D@hm §n the aquaria was dominated by the development of
juvendles. Overall,quveni wer@ost gnsitike. From day 13 onwards the juveniles in the 960 pg/L
treatment decreased mo@”than@ the %trol@nd other treatments. However, the Daphnia population
at the 960 pg/&qreat ent le ot rec@@e)red @m day 22 onwards. In consequence a consistent NOEC of
480 ng/L W@obsaw ﬁeraﬁons@tlve sampling dates (univariate statistics). Since a NOEC of
240 ug/ Wwas obégrved@ a s@’le isolated sampling date only for juveniles (day 6) and neonates (day
3), the 8 ﬁ%r »- fthr dy is 480 pg/L.

A c%%srstenre s0and ECso and total abundance from day 13 to day 27. For the juveniles the

etrl ean ECio vatues was 276 ug/L and the geometric mean ECsy value was 650 pg/L. For

total adance the geometric mean EC;o value was 361 pg/L and the geometric mean ECso value was
741 pg/L.




B . Page 36 of 104
sayer) Bayer CropScience 2014-05-30
R

Document MCA: Section 8 Ecotoxicological studies
Propineb

Conclusions: .
Propineb disappeared from the test water with a mean DTso of 2.1 days. The 960 pg a.s./L trea@ent o
. L 5 <
level showed a consistent treatment-related effect on the abundance of juveniles, neonates and the totafd?
Daphnia population. At 480 pg a.s./L treatment-related effects had only bee@alculated f&@a si@y
isolated sampling day after the first application for juveniles and neonates@l"hus, the NOEC “gf the
Daphnia population exposed to four treatments of Propineb WP 70 With&%me interval\@ oge@geekg@@

480 pg a.s./L (based on nominal initial treatment levels)vC@ @& 5}” @\\ @@ @
Q (TS o S
& Q) % L O
CA 8.2.5.2 Reproductive and development toxic%@to an addit@al aquatic i&@“tebra%sp@ @Q}
’ N

S
No chronic studies on additional aquatic inve@ate species.are ;e@%red @ﬂce@pin is @an
insecticide and does not show an insecticidal mode ofzgetionsy: é’\ %@’ @6 \% N
o
©@§”@@@ FE¥Is &
CA 8253 Development and emerge&cﬁ%in Ghironomus si S % § @j §@

Q!
7

: : : &N Lo . ¢
@h OQ‘
For information on studies already eat ﬂ\durle ;ﬁ\f§>t EU @view Of Py 1neb@lease@ fer to
Do
9

corresponding section in the Baselin®) s%: prp{@ed @%ax{@ro fenceand il@e Megograph.
SO

S

S © Q) .
Propineb-WP 70 @Q %, @,@9 @6 @® $ ©© ®©© N »
A KRN @Q O
R & & @ &
N O Q @ N 2

Report: %005'@?53%-01& §
Title: Chdgono ipafius 28 day chitonictoxicity‘test with Propin@b WP70 in a water-

1men@s%@§fusigﬁpik@ate§ﬁ Vé x&
Report No: S LHEX048 Q o S @@

RN .

Document No:¢,” Ms 817401-1 N S N

Guidelines:©© D @lidel& 21%®S@ent-@@atel§ml@)mid Toxicity Test Using
®piked- W ater (A%‘l 2 e

GLP/GE®  Yes N o @
A e & S & O = .90
NS ST DG
Objectives: N 2> %@’ © S

The aim of th'@ stud @Q s t@eter@@e tlf@\inﬂu@e of@ﬁe test item on emergence and development
of Chirononts rip@fius§@r 28@%1ys @s a s@ic wager-sediment-system (spiked water exposure),

expresse “% NOEC, L(%E ar@CX @“‘fe r%énc%@io and development rate, if possible.
N Q né @\

AN SN
Mat\&ials and Metﬁds@ A <
Propineb WP 70, a.s. c@htet@\il.% wa&@sted, specified by batch-no.: PF31112692, TOX-No.:

06763-00 andaaricle-no.: 0004479606, <

First instar. C@\Qno "EA\ riparius ae, 4 beakers per test concentration and control (with 20

animals @h) V@Qe exed ina static test system for 28 days to initial nominal concentrations in the
overlxj\\&me WM &ggked ater application) of 0.176, 0.35, 0.70, 1.41, 2.81, 5.63, 11.3, and 22.5 mg
fon@i c<§éspor@a g t}\)9.125, 0.25, 0.50, 1.00, 2.00, 4.00, 8.00, and 16.0 mg a.s./L. of a water-
sedimentSystem. Dissolved oxygen concentrations ranged in the water phase from 6.9 to 8.7 mg O,/L
(7.8 Oz/L: 86 % O, - saturation), the water pH values ranged from 7.2 to 8.7 and the water
temperature ranged from 19.8°C to 20.3°C measured from parallel beakers of each test concentration
over the whole testing period.
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Propineb could not be directly determined owing to the low solubility and low hydrolytic stability in
water. The hydrolysis product of propineb propylencthiourea (PTU) had been analysed and tl‘@eal o
amount of propineb was recalculated. Recoveries of propineb were measured_three times dysing th@
study: 1 hour, 7 days and 28 days after application in one additional test c@iner of ea&l@lo

initial test concentrations of 0.125, 1.00 and 16.0 mg a.s./L corresponding t6%. 176, 1.41 nd 2@ mg

form./L and control (only on day 0) of the overlying water and the pore \&ﬁ%r of the sqd@ent %
N Y <
X Q@ © Q\ v\g@ &@
Dates of work: January 11 to March 01, 2005 & ® %@ N IS Q)
%@ Q& . &© Q @© @%}
‘ 2 R & © @}

Findings N @

Chemical analysis of propineb (recalculated) in e %erlyl@vat&\nd Gre W@ oveif*tlme% ect

expected aquatic fate data with recoveries &% 49.9%% t(@%}) 9 %@(m af0?>5.14%5) o&noml | at the
i,

beginning of the exposure period. Taking hﬁ%o acc’@t‘lnt th@prom@b a%:lysm imvthe a@hca@ l@ﬁon

(114 % of nominal), the physico- chelﬂlcal pwpe e eXp te&k@fat of p&pmeb@fual

nominal concentrations of the formul@on v&&re us@v or @ortm%and e@luat@of@ewlt@
©

Biological results: Q @ @‘@ @ @ @ @ @Q \%

Start of emergence was on @% 14{% or the contr@fand&t@e l%ﬁst test con(@ﬁra‘[@a of 0.176 mg
form./L. The start of emer@encewas rgdiiced &or ong; day 4t the'teSt commentrations of 0.35 and
0.70 mg form./L, for t‘;{@da SQ‘[ tes} con tra%on of 141 mg foﬁ@L four days at test
concentration of 2.81 g forél‘ fa)five days at co@entrazgon of %3 n@form /L and for eight
days at test concentgition ofq1 3@ for@ /L T@emegence cgld ‘t@obse&{ed at test concentrations

of 22.5 mg form. @ é N ”\9 Q @@@ &
96.3 % of the éﬁerte@{n— 86§> lam@e ma@sated w\adult n §c0n5§after 28 days, fulfilling the
guideline req@emg@ O f%ﬁ @6 © @

2 S &>

nd déyelopihen
Inﬂuel& n emergené’%nd Qelop t g&e aft@gs d ?(ba@ on nominal initial concentrations of

the test item in the g&ﬁglym&\vate}%ﬁ © ~ & Q\

Concentratlo% NumBér of « @meré@ﬁce (%inserted larvae Development rate
initial nominal ~ @melﬁu@@ “Total @‘@ @?ale Female (%) | (pooled sex) (1/d)
mg form®. O o N N an ()
Contol YO A 963 G 613 35.0 0.064
K6 9 @ 7 [ O815 46.2 413 0.060
0.35 A 66 oS gy 825 48.7 33.8 0.058
N\ 0.70 > B R & 46.2 43.8 0.057
141 @° 89 O |5738 41.3 32.5 0.055
281 & ISCENIREEE 35.0 425 0.051
53 ] © M, Q] 675 37.5 30.0 0.046
NG s 20.0 12.5 7.5 0.039
SN225 @“ & N0 - - - -

Te% condjtions met all Vahdlty criteria, given by the mentioned guideline.

The Chi=Test indicates no statistically different sensitivities of sexes within the range of unaffected
test levels. Therefore male and female results were pooled for further statistical analyses to increase
the statistical power.
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Conclusions:
Results are based on nominal initial concentrations in mg form./L of the test item in the ove@ng ©©
water: N
o @® @
N & AN
Endpoints ECs EC1o EC1s ECs
Emergence ratio (pooled sex) 0.55 0.869 1.25 ® 4.§ &
(95 % confidence limits) (0.003 — 1.599) | (0914 — 2.244) m 1-2.87) °N (L83 1628
Development rate (pooled sex) 0.186 >10.580 125 ¢y 1.8 @ @
(95 % confidence limits) (0.082 — 0.322) | (0.337 — 0.847A§ (0.860 - 1.68) | @07-592) |
@ N o VR O &
S) R o & A &
& R O @
. @ > 0 o N P
CA 8.2.54 Sediment dwelling organisms 0 @ T N @6 N %,

For information on studies already evaluate@dur he figst E@ew of pfopinek, pleas%

refer to
corresponding section in the Baseline Doiig‘s%r pro@d K@B e%ro@cien &and in the h@o@.
SN \ $ 0 o
o O @ & S é}’\ >SS

Q & v DR
CA 8.2.6 Effects on algal gro&@ %ﬁ& Q\@ N \@7 § S @ %@)
For information on studies already ev%ated @jmng he firstEU réyiew ropggch, please refer to
corresponding section in the @hm sBossm@’row@ by&@ayer@ Q%pSci@ce in t&@b@ Monograph
AN %
N S o %)
S S @& @ Q i L9
CA 8.2.6.1 Effects o&gowth of gr@y alg @ @% N $ Q‘”\a
& & &7 © & S SN
X
& S L O 9 @n @ &
Report: N) ,200
Title: @ eudokirchrig 1ella ca&ﬁﬁata arowth @ 1t10iNest with Propineb
Report No: @ SPOM24014 @ © @ ©)
DocumengiNo: M-08837%201-1 & Ko @,
Guide@es: D@ﬁld e201: "F @shwa@r algae and cyanobacteria, growth
A hd% n test", FT\@S Febr. 2004); JMAFF Guideline (12 Nousan
@ 4 N,ov©20 OP&TS Glf§>lellne 850.5400 Draft (July 1996)
GLP/GEP: Yes FoOlrs
=4 U@V o, %
©@ @Q @? \@ \®\ . § o4
N
Objectives; @© @ Q @g@ @é

The ai the studycyvas Qdetel@me @e m@ﬁence of the test item on exponentially growing
Pseugl\?oklrchnerlella@bca%tata g@ress as N@C LOEC and ECx for growth rate of algal biomass
(cels per Volurne) A
X QO
T 4

Materials a M th%ﬁs: R
Test mater I: pine®" (anglysed “purity: 82.4 % w/w was tested, specified by batch no.:
EDFU%@%% X-No:: 66@3-00; article-no.: 0004804643).

Pseu@kzrc 4OF siell@subcapjtata were exposed in a chronic multi-generation test for 3 days under
st@ expdggure co@fu@to the geometric mean measured concentration of 0.010, 0.031, 0.10, 0.31
and 1.0-@¢g a.s./L in comparison to a water and a solvent control [100 uL. DMF = Dimethylformamide

(including the appropriate concentration of the test item) / 1000 mL nutrient medium was added to all
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concentration levels and the solvent control]. The test system consisted of three replicate vessels per

test level and six replicate vessels per control. The initial cell number was 10,000 cells/mL. @ o
The test system consisted of three replicate vessels per test level and six repli%te vessels pe@ontro@’
level. The initial cell number was 10,000 cells/mL. S @ ©®
Growth inhibition was calculated using algae biomass per volume. The surro@éte for blo@ass \%g cell
density (used as response parameter). o

The pH values ranged from 7.9 to 8.3 in the control G the 1ncu@ﬁon temper: re r&@ed 1@1 @
24.5°C to 25.0°C (measured in an additional 1ncubatei glass Vessel)é%r the whol erlo te@qg at &

a continuous illumination of 7850 lux. &
Quantitative amounts of propineb were measure@%ll treatm&t groq@and @he @Hol@ on d@%@ 0
and day 3 of the exposure period.

N 9 &

% % \
O T o & ¥ (§ ~
Dates of experimental work: June 11 20%4 to Jady 21 04 Q

R
SRS

SN o N S
Results: Q@ &> w\g@ %\& v\g© & § NS}
Validity of the study: &© %»\ \Q %y \@ @@ @Q S %@)
| 9 9 [r\\b @Q & \)@ S
Validity Criteria: Obt@f@d in this study? @ &@ @Q ~ A
Increase of biomass: Bidtwass increasedey the eontrol by morehan 1 -fold wighin the evaluation
pesiod. é& @ & @{7 é N 9

Sectional control rates: Nean ercent c@fﬁc @@atlon @E%ectm%l gr%\\fh ra§\\f’rom day 0-1, day
@day@3 in thd cont dm@excééd 35%

Control replicate rate {@? Per nt c@ﬁmer@)f Va$0n (§he averﬁée gr@\th ra&m each control
70

replicatedid no‘t\{@ceed
RN SO
In conclusion©@ can@ stat@l that@e te&t@’ondm%ns all @dlty ctiteria given by the mentioned
guideline. N \ @ %

Strain &aterlal of gle@hed\s@smwty wa@msed\@s shéwn b;g@eference substance testing with 3,5-
dichlorophenol o@asm&m dld@vom @Re%@nceéﬁts are§conducted event driven (i.e. in case of
receiving new @mln@ntr ctlogﬂ@, of r?&w te@ con@ons apparatus, etc.). These tests are
documented afid arc&@ed tc@@thex\\gfth st@n p;o@cols ©
38} O o O

Analyticgbr %sults 2 QQ @ %

The ané?ytlcal ﬁnd@s of. ropmqb in the treﬁ@lent levels found on day 0 were 23% to 84% of
nom*%él (average 39% @anal@lcal @dmgs of 32% to 87% of nominal (average 56%) were
found. Under tggt condltlons&propin@ is yigtually insoluble in alkaline nutrient medium as used for
algae testin@heref&g% st solu@ ns with DMF were used in this study. After application of these
stock soh& si oustest urn it had to be reckoned that most of formerly dissolved
propin @W §prec1§&ate us, the 0 and 72 hour aliquot samples should be handled with

ion o

rese fore\g porting of nominal values is preferred.
& &

&
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Biological results:

& O
N @@
Effect of propineb on Freshwater Algae (Pseudokirchneriella subcapitata) in a 72 h g@wth inhibitio @'" t A
Geom. mean measured Cell number (0-72h)-average s S N
concentration after 72 h specific growth rgates @Inl}lbltlon gﬁfwera&e
[mg a.s./L] (means) per mL [days™] = specific gf Y ra@“ %l %
Control 493 000 © - & - O
Solvent control 493 000 - &2 IS NS
Pooled controls 493 000 & 1.296 © 2y @\y < S)
0.003 428 000 Y 1.2525 D 34, @
0.010 259000 @ L0810 2 | & 166 o
0.031 165000 ¥ @34 - b s 79
0.10 35000 & 9" 406 ) & Ne8T
0.31 16000 ¥ |7 70120 Y| O < 904\
1.0 400 @ © 9O 074 S O 189 g
test initiation with 10,000 cells/mL @N N @\ &CQ} &ﬁ Q\@) é\g N §
~ o %, @ Q
X N
No morphological change in algae i@@ob%%edoi\l@ny{g co&c”&tr 1@% §‘9 @ ©
Ve 6 » & 0.F
Conclusions: @ \& o @j@ &@ @ (& ©© N
The (0 - 72h)-E,Cs for prop‘iﬁaﬁ 1§§0.055 @ a.s.@. @ &@ \@ 2 ©
o O N O @ <2
N I S S
@ v N Q&
Report: sMAE5273-01 @,
Title: @Q & ifata - G&t&g@%blt@ test with propineb-DIDT
S &c U99 S
Report No: % EBEHNO46 S ©o b
Docume %Io. 1\@4852% 01- @ @
Guid S: t1v /414/EEC eguﬁ?on @C) No. 1107/2009;not specified
GLP/GEP: \)’) & .
\ S)
o @ § o %@ o &
o~ & .Y © S

Objectives:Q@ O O NN
. SR o)
The aim % the study veas tc§eter

th@@(?nﬂu@ce of the test item on exponentially growing

populat@ of Pseudo@@rchn@zella ca@zta @pressed as EC50 for growth rate of algal biomass

(cellg,per volume), @ N N
% N @ Q\@’ @

N
@ &
Materials and ®ethods: <5 @ S

&

Propineb-D ( C 34)%aly@d purity: 99.5 % was tested, specified by origin batch no.:
SES 11956:8-1, @ton‘@@o @m TOX10290-00 and LIMS no.: 1334297

Pseudo@chngglkz %subc ata (freshwater microalgae, formerly known as Selenastrum

capr&gornut@ W§

ed in a chronic multigeneration test for 3 days under static exposure

tlon@@:@) geometrlcgn measured concentrations of 1.53, 6.14, 20.2, 62.9, 234, 839 and 2983 g
pure n@bohte/L in comparison to control. The pH values ranged from 7.9 to 8.2 in the controls and

the incubation temperature ranged from 22.2 °C to 22.8 °C (measured in an additional incubated glass

vessel) over the whole period of testing at a continuous illumination of 6544 lux (mean value).
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Quantitative amounts of propineb-DIDT (BCS-CU99534) were measured in all treatment groups and

in the controls at test start and end (day 3). @ ©©
S S °
Dates of experimental work: January 31 2014 to April 09 2014 S &@ ©®
g .
SIS
Results: v\% °\© .9 ‘&@
Validity of the study: vC@ @& @z} @\\ @@
X S
< @Q @ S & O
Validity Criteria: Obtained in this study: @ \K, @U @
Increase of biomass: Biomass increased in the @%l by more-\than 16§d w1t<@1 the @alua%n
period. Y
Sectional control rates: Mean percent coefﬁc@ of V@‘ﬁtlon@éecnégal g6 ra rom day 0- %day
1-2, and day 2-3 in the con&ﬁl did 35% ‘
Control replicate rates: Percent coefﬁm&ﬁ&o? %iﬁatlon o?\ﬁhe a\@age iﬁyth r@ in e%ﬁh contr(ﬁ“ §
replicate did n(@exc%é& % « 0@7@ @

o° c& @ @ @' @w &
In conclusion, it can be stated th@fhe %st cox%monsbglet al@ hd@rlt* glvg?by I&%ﬁmentloned

guideline. @ & @ S
<& S @ &@Q 2 o @ é
Analytical results: & é @Q @& @ @ N

The analytical findings of prq%meb -DIDT §§S (@9956@ in the trea§§ent y\’els found on day 0

were 93.5 % to 110 @of n@ﬁnal {@(f?era e 102 @On day 3 lytégJ ﬁndmgs of 32.3 % to 90.0 %

of nominal (avera@ﬂ &%) Wi @%ﬁ Based 0@%6 ar@lytlcal d@gs all results are given as

geometric mean@kam&e@ con&%ntr%g;%”s OQEe tei&uem 1@‘1@%6 te&d ed‘f@n
S S o O % & O

The static 7@510ur algae growth ln@bltlolﬁ\tbest p@uded the fol]@wmg ulated effects:

Geom. é@n measured O C umb@ (O 72 Vera.@ In @mon of average

concentration N eafter 732\ﬁh C@ speeific growth gspeciﬁc growth rate
mgas/L] OV (heans)fermb P rites [daysy] [%]
Pooled controls,” 895900 o Y1497 0.0
1.53 AR 63000, [ 14A13* o 5.7
6.14 O O] ~#13008 °,285% 14.2
20.2 O 448090 N SA2617 15.4
629" o, 200000 @ | & 0,999% 333
3 N7 33000 N 93 73.8
2,839 02606 @ 9311% 79.2
2983 16000 N @ 0.150* 90.0

test initiation witgg,[0,000 cells
* slgnlﬁcantégéw 0. O%@ne- $éd sr&%ﬂ\ér) reé%ced based on Williams multiple sequential t-test procedure or

Welch t-test mh@ogen s V%{\lgances@ bonferroni adjustment

& & & @
Concl ns @
Aft§72 ho@s th §° propineb-DIDT (BCS-CU99534) is 114 pg pure metabolite/L (95 % CI:
90@ — 1 pg pure metabolite/L) based on geometric mean measured concentrations of the test
substaficg.
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CA 8.2.6.2 Effects on growth of an additional algal species
No additional species were tested. Not a data requirement for fungicides. @ ©©
S S °
@
CA 8.2.7 Effects on aquatic macrophytes @,Q AN ©®

D
For information on studies already evaluated during the first EU review%f propineb, &ase@’er t
corresponding section in the Baseline Dossier provided by ayer Crop%}éi\eﬁnce and in\;t\\ﬂl% I\/I{mtgra}@li@% @
<

S Z § Q S

. ) Lo Yy Q o &
CA8.2.8 Further testing on aquatic organisms @ Q& &© < @

‘ S

For information on studies already evaluated d@g the first~EU rgv@%% of ﬁop' €b, please refedto
corresponding section in the Baseline Dossier@grovid% by Bé%r C@Sci%@ ar@n the@fonogﬁ)h.
@ @ 6@% @ @ & % o °

Report: X '5,M§468@b2; @
Amended: 2005280\ o < & ' Q0 x &
Title: Effects of pr@b o@inb&y tro@in a(%@@co or @roc enclesures
Report No: ALTID2004E o -0 o (0 0§ %
Document No: M-246864£§-1 o & &
Guidelines: OECD Guidang oc@len;@@@res te entiel Tests,', 2004
(Drat@Gui‘ﬂanc ocumenit on Festing) roc@jlures r Pegticides in
FreshwateN\/Iesggsms@ETA@aEuro%e V\@rksho\ﬁ?Mo%(s Wood, UK,
MR o7 & o e o O s
GLP/GEP: Yes PR, @S@ O . %% S
TS e %0
@ S § < V& @ @

N

Summary: &

The aim of %tu(g@\vas ® ass@% th%@ec‘%\\é‘ r@ted ic@%ﬁs (4 times) of the fungicide
Propineb 7@)WP on@rowtﬁﬁnd @Wiv%of ju&nile ragnbow trout er outdoor field conditions.

. R, A . @ W

The stu%\was carried @it usifag 10 @losures in &y exgi;@mengi ditch at -, the Netherlands.
All en&sures cont&%ned &Rprox« 433 d§%of water, some gacrophytes and had a bottom layer of
sediment. The treent consistgg of i%pplic@%ons @ntl%col 70 WP (active ingredient: propineb) at
one week intervg?s, sifulati spraé@lriftfﬁémin@ trea(@nt levels were 80 pg active ingredient 17,
150 pg actigre@@nt @@30{%&(; aC{Q@e ingzedient I'"and 600 pg active ingredient 1. Treatments
were dupl'%ted, using 2 @clo s é@ t 16& and 2 controls. The test lasted for 28 days after
the ﬁrs@)plicatiom \(@ the €@st sul)@?tanc&n &Q%August 2004. The concentrations of the active
ingre@ent and its @n me%saboli%(prenet@urea, PTU) in the water phase were followed over
time> The weight and lemgth (é}ﬁsh were defgimined 4 days prior to the first application of the test
substance (day @Y, when th ernsfe@d to the enclosures, and at the end of the experiment (day
28). Dynami§$ in chloropliyil-a c&itent@f phytoplankton, macrophyte species composition and cover

and conity @tabc&@n (t@peratﬁ?e, pH and dissolved oxygen content) were followed over time

SEPEENEEN S RS

1 =R s @ @
in all exCosures;

S @ o
D@ of @erime@ﬁ’tal @rk: August 23, 2004 — September 27, 2004.

&
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Findings: .
Residue Analysis @ ©©
The measured concentrations in the spray solutions were 106 + 17% of nominal target conceré@tions@ﬁ
indicating that the initial concentrations in the enclosures will have been 6&36 to non&i@l t@t

concentrations. S D
The concentration of test compound decreased quite rapidly after the app\ﬁh%ation. The, Q@asgré§ waige\\rg@
concentrations in the enclosures measured 1 h after application were@ - 55% of nom@ﬂ ta@ﬁt @
concentrations. A very fast initial period of disappearance (usua@lasting leg\gs@than® oy as&
followed by a slightly slower phase of disappee%%ce with a %lf—life of a oxim%ly @ da@

s). The ]{F 5 fO@%’le firsh part@f the@issip@@n
was less than 1 hour. At all treatment levels there was a.sligh cre\:i% of tl@initi&ongéﬁtrati@fter

. . . 1 R Y
each of the treatments, i.e. a slight build u>of théztest g}bstan@ 1n%@§ﬁng@t n&t all of the test
substance had disappeared from the Water;%theb if&”rve{ Betweehdapplica ion@ Q @&
Time-weighted average exposure levels&&g/er @28— treatnent %od Were T4.ug I, 16 H§1,41
-1 -1 @ ~ @" S S) w\?\ @ S Q

ug 1t and 105 ug 1. Q 'y

(average value over all enclosures and all appli

In all enclosures the concentratig@ of a& meg%oliteﬁT&@cr@d raprdly §§ér &%h of the
applications, indicating the rapid @nsf@}naﬁc@of th&test tan%@int . Aer edoh application
the concentration of PTU dse&@im da@jl totay f?”' er ication. Bath PT.and the parent
compound propineb disappear rathgr fast from the aquegus phase. In-alFenclésures, only 6% or less of
ive) amBant of%h o s tSsent-athe ead i
the total (cumulative) ame nt of the tesf subsgance %osed still presentsgd he§y of the test period
R
S

(28 days after the ﬁrstygeatm@, eit@jr as pry ir %s\ . é

NGV NN
< @ Qv QO &
Biology § é S > @© @@

N N - o @
No treatment-r ed cts oﬁmaqg)phyt%specig}comﬁ@siti Gnd e@?er were observed, nor could
any treatmentrelat effq&@ be (@non&a‘[ed@! th@easv§en@ndpoints temperature, pH and
chlorophylEa content o@hyto@%lz@Oxyé@x conf@nt of@he en@sures was slightly lowered in the
highest @tment lev@@iuri he wee%k of @tmg@@, poro@bly because of slight differences in
macrophyte blomnd &Eratmg@etzv@ en?cg@surqﬁ& Smc&%ecreases were small (< 1 mg I'') and
oxygen content a%@ays % § %\ %@’ @) @
remained abox@g 0 1@11 1@ lloe@%su tl}6§llff@§lces are considered to be of no biological
relevance. < O o O Q\ &
During thé@S-day perioc@f e@sur@%%o the @st subdtance, 1 out of 100 fish had died (in one of the
replicatés-at 600 pg «Qg@and Jish was mi@ng e end of the study (in one of the replicates at 300
pg I'Y, There was @pp t roel@onsh@ etykeen mortality and treatment with the test substance.
There were no significaftf diff@nces %me@ length, weight and growth of length of the fish in the
various treat%%le eb;@th o@veig@)f fish was slightly, but statistically significant, larger in
the highest @tmm. i he le%gths @nd weights of the fish were not affected by the treatment, this
slight in(é&se i&grov@ of @ight is considered to be not relevant. No consistent changes in the

behavidtr of we%obsd in any of the treated enclosures.

S @ .
N) v
Céﬁclus'@?z @
At all tment levels up to and including 600 pg 1" no treatment-related effects were observed on

length, weight, growth of length and survival of juvenile rainbow trout. The growth of weight of
juvenile rainbow trout was slightly, but statistically significant, larger at the highest treatment level.
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However, the weight of the fish at the start of the study was slightly less at this treatment level. Since

the lengths and weights of the fish were not affected by the treatment, this increase in grox@ of O
weight is considered to be not relevant. In addition, no consistent treatment-related efffets of?
chlorophyll-a or community metabolism endpoints could be observed after phcatlons P the fest

substance in a weekly interval. Thus, the NOEC is > 600 pg 1", the highest tr@tment leve@sed R
©
% o\ o\@ '24\9
O ¥y oo & K
Q S o
Report: : ; 2%@}\4 488533 gp Q o
Title: Ecotox1colog1cal predlctlonség)r 4- methyln@daz%me & ©
using ECOSAR and Vegah¥fC N R O @
Report No: P13096E “ @Q @6@’ %\ %@’ D &
Document No: M-488533-01-1 o NN A
Guidelines: QSAR calculation b%ed on @ere@%SA@Odel@ @% @j %
GLP/GEP: No NI @
%
@ N @ OO S A
The current study was conducted to @s ss %Qe pot@ml %&toxm@gm&éffe@ 4- %yli%idazoline
[1], a metabolite of propineb [2 @&ed on uantl}u tmct@act@ rel@ons QS&RS) The
ecotoxicity assessment was per@nnedé?mg QS AR mo@ E@SAR@M \é@aNIQCx
AR ©
.9 @Q N § H @ S
§ S Q RPN
SO &9@ © 5 N \[‘r &
SSHINC < @ &
s 88 &8
< N\ [1]& @ 2%

Structures of @ethy@ida@me []&nd &%m%&%], p@se nﬂ&rop@n&ﬁ is depicted as a monomer
here o
& @ @’

. @’

A sum@ of the aq 44 c ec 1c01@cal estlm@ ba ‘@m t@mmula‘uon models ECOSAR and

VegaNIC is prov1qg\;n tl@fo lowing ta@ t Q\
WA

Predicted ecot@ucolo@ en&@nnots @@4-0@@1yllr§azoli@ased on different QSAR models

RS AN NS SRS ECOSAR” VegaNIC"
Predlctedécotoxwlty for @eth@}md ne © @Mpoints Baseline toxicity Endpoints
(@

based o OSAR an@%ga%@? @ @ L mg/L mg/L m/L
Fish O | 965hr LCso & P 393259 5426.248 968.78
[4 )

< SR R 5
Daphnid ogshe e el § 36 2535.646 16.85

skkkok

@

AN
@
N ‘§

7319
Green Algae 96 bf”\ & o 49.171 844.016 -

" For detail@ ct\{ SARvand @ VegaNIC in the report (M-488533-01-1).
) Based on ori 1ns;g§ the £-S.T software for US EPA.
b Based @% RA 1dpdel. <> S
<< O
S\ SN
A

-

&
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CA 8.3 Effect on arthropods
CA83.1 Effects on bees & Qb

For information on studies already evaluated during the first EU review of p@pineb, pleas fer t(@j
corresponding section in the Baseline Dossier provided by Bayer CropScienc@d in the M@glogor :

S ©
Commission Regulation (EU) 283/2013 (1** March 2013 setting out *data requirements fg actige
substances in accordance with regulation (EC) 1107/%909 of theopean Parl@en@nd of@he &@
Council concerning the placing of Plant Protection Rroducts on th arket) re n\ re are ©
likely to be exposed, testing by both acute (oral an%%ntact) and@%‘nron'c loxicnc@ding sub-leth@?
effects, to be conducted. Consequently in ad(@n to the standard @xicity@tuc&@ perfégmed@@lth
adult bees (OCED 213 and 214) the following.additiong] studis a@so p@’ide%b NN
*  Chronic 10 day toxicity to adult bee&%%derog@rat@{g@ co%d%)ns% ©@ @j @
* Acute toxicity to larval bees under@bora@/ co@tiops& & \0;\ é\g %o ©§
* Colony feeding studies (Oomer@ al %%98)0. @Is i@ly t@ger@hen&% a Qor% LDso for

adult bees is less than 100 ug@/bee Which is nogﬁ sit@&ion ro b. }ﬁe\/@r\a study has
, i wiGs O Q7 G N
been conducted using a ree@ltlc worse c@ sprags solu@ centrn

COVErs €xposure for

effects on brood (egg@ouné\and@d larv@é) afid thei) | velppment; nmé bee on-going
behaviour in brood care and c@ony é@ngh@x o S @ \@9 2
o 2

T S I -
These additional stu on (}@cn&@ hone@ be d bg@bro@bhav&beeno&e ormed with technical
propineb (TK 83) @e formulted p@ﬁct (Rﬁ)pin@W GFOA Widccording to current, guidelines,
guidance or the %@srent\@ers@ﬂ ing ?&fthe\ %@te—oé?e—a@f@f tes@»g. @@

Y @6 Q S W O o ~
These studies were@ot su"&mitte%duri%%le f{%’) Angex [ in@tsio&?ocess and are submitted within
this Supp]@@fgental Dossé)e; for pr(@a b A@ex g{ene@ Tlg@hdies will be summarized below.

@ v L0

L& 0.9 Y8 5
SIS
9 RS ©©
o N F.O & O @
A N
S\ L 4+ 9 @
@7 ) Q@" o%
<2 R S o
Q N S0
> %@O@’Q@@
> @ﬂ&@\ O
@%
QNN
&§§© & ©@
S8
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Table 8.3.1- 1: EU evaluated and additional studies on bee toxicity of propineb
Test species/ Endpoint References @
Test substance study type . &9 §
ED @
@§ M- 017002&1 1 @
2 SR &
%@ & &2012)
. Honey bee, acute Oral. LCso 07.9 ug a.s.
Propineb TK 83 Apis mellifera Contact: LCsg 18 > 100 pg a.s.&é é
@ D .
& Q
Qi 100 ggasiy
G@ @@»“ %Q < @@
Propineb WG Honey bee, chronic N@& >@90 m@é@sj /kg @cro
70A W Apis mellifera *LCso ™ 120mg as, /k%) sucr§
o \ \ & \ R
O;) & Q
@ Alt &gh a gm ntly ¢y y
@ sigpyfica ct 89,0 i te <y .
& m gg ina ra e
Q %as ob Prgpine G 7@
. Honey bee bgppd cono@ ratlo@@f 2. ]@ (typl or 1.3/01
Propineb WG feeding (OoRen er® volume ray) djd not ers q
70A W
al., 1992) % ovetall hongy bee bood - @@
Z) Q elo nt or success and dl&%t @ y\?@
S % creasothe gyprall nfartality rite ofithe X
N Y colofiibs co@aredg c;,&strol i . )
o v ek @ o & |y
Propineb WG “e.y%ffr br°§ <& %E6 SHigas/larva @, | S13-01495
70A W @Q A@‘@;em‘? > O LDy Sga, s@arva@ M-488422-01-1
q S & & x S KCA 83.1.2 /03
S ag/ R
@ S Q@’ & \%’5%’
CA 834T Acute@oXIcgt@) bees” oo, O % S
CA 83.1.11 @ Ol‘al&kmﬂc > @ w\j\ LS %\
. @ @
Report: @ @) ;2012;M-442120-01
Title: % Sts ofpi ' ‘acute contact and oral) on honey bees (Apis
ﬁ@elhf
Report No: 73821035 \ @
Seument No: %@M 120@’1 IQI
Guidelines: OECD m a-&g 4 &@98)
GLP/GEP; @~ Yes o
& O & < @
& éﬁ QO & 9
) @ O
Objectige: @

The @\r’pos

to@ ho@

effect@ch as changes in behaviour, were also assessed.

@thl %udy was to determine the acute contact and oral toxicity of propineb TK 83B W
bee (Apis @Zilfem L.). Mortality of the bees was used as the toxic endpoint. Sublethal
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Materials and Methods:
Test item: Propineb TK 83B W (Batch ID: EDFU911415, Sample Description: TOXO9@)1

Specification No.: 102000008955-03, purity: 82.3 % w/w analytical). Q\ @’
Test organism: Honey bee (Apis mellifera L.), female worker bees, obtained f@ a healthy &@d qu@
right colony, bred by IBACON, collected on the morning of use. N

NS ©
Under laboratory conditions Apis mellifera 50 worker bees per treatrnen‘gq\ﬁ\%re exposegl for 48 &purs {0
a single dose of 100.0 ug a.s. per bee for topical applic (contact 1@1‘[ test) and 8@ S%E dOS@%f
107.9 ug a.s. per bee for feeding (oral limit test, value based on the @al intake of@le te
@ & @%}
Qo? N @) Q @ @ @}
Appropriate amounts of propineb TK 83B W or refe nce i di °ﬁ>ons 1®acet@ wgr&{nlx@mth
syrup (ready-to-use syrup; -, — y§osm{)n of %e sugar
component: 30 % sucrose, 31 % glucos%, 39 @% fr{c@bse i or%r to @hleve Ghe r@ue Qf‘ st
concentrations in a final dilution of 50& symp sol@\mn (i Z 5&@; s@p amiﬁS % @one
(w/w)). The final concentration of sr syr‘&p int qu@us testand r@ren@ ution§dffered
to the bees was 50 % (w/w). For ¢he sol@nt céntrol, the sa 0@0 @Esug ru&%vater and

acetone was used; for the water gntr(ﬁ@tap a@su y Qlas a€ed at e san%e ratio 50 %
(w/w) tap water, 50 % (w/w)y te%use S gé)??sy@ %@ ruQég ? @
The treated food was offered”in s 1ng hlcwere @elghe&be @@ and @ter 1%roductlon into the
cages (duration of uptak&@as 3 hours @§N S fo&the t taltemm;eatm@ts) er a maximum of 3
hours 55 minutes, the yptake Q@ complete and th rul @con%%mmithe treateyl food were removed,
weighed and replacggdby ond&& com@hm @esh, @rea@ food. &
The mean target dose 1@15 (eg IO(th a&/bee fiéminaly,would haV @een obtained if exactly 20
mg/bee of theéé (giood w%re mgeste@n prégtice, uptak thexgreated sugar syrup solutions
differed shg@y f@- t%@wmn@l 2é§mg/‘tf@ a §e5u® are @given based on the measured
consumptiéfi. The test was coa\\ﬁg@c éﬁg da@ess t@mel@ure wgs 25°C and humidity between 53
and 89@ﬁ3mloglcal @%%erv@ns i dlngmo ity a@eha@ural changes were recorded at 4, 24
and 48 hours after§§;ng @sulté&re ba@ on% asu&d cor@\tratlons of the a.s. per bee.

&
Contact toxicity @s?uds@@ N @@ °©\% § e§
The test 1telﬁ®vas applied & on NL (@plet %%prop@eb TK 83B W dissolved in Acetone, placed on
the dors @ee thorax using a§u @&’f A@hca@@ The reference item was applied as one 5 pL
droplet €f dimethoat $solvid in Aceto S
For the controls, ong*> p@ople@of a) 7*- w@r containing 0.5 % Adhisit* and b) pure acetone was
used\A 5 uL droplet wa@hos@ in V1at10 @ the guideline recommendation of a 1 pL droplet, since
a higher VoluQ@ens ed a e reF@ble d@ersmn of the test item.
The test W con&u darkness perature was 25°C and humidity between 53 and 89 %.
Blologlc@obse t10n@nclu®ag mortahty and behavioural changes were recorded at 4, 24 and 48
hours {f@r dg?ig }@ults ate based on measured concentrations of the a.s. per bee.

Oral toxicity study

S @ Ry
D%es of €x perimental work: August 21, 2012 — August 29, 2012
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Results:

The results can be considered as valid, as all validity criteria of the test were met: control morta@r is ©©
< 10% in the oral and in the contact test, LDso (24 h) of the toxic standard_in the oral te@ Sequaléy?

0.16 ug a.s./bee, the LDso (24 h) of the toxic standard in the contact test equal@7 ug/bee & ©®
SIS
Mortality and behavioural abnormalities of the bees in the contact toxicity t&% . Q § ©
After 4 hours Affe?24 hours o~ Affer 48 hours o~ | @,
. Behavioural . Behaviofwal @, @%av' ral |
Mortality . Mort&hty D Mortality .
Dosage abnormalities @ abnormalities Q QI)HOI@?I]]U?,%%

[ng a.s./bee] Mean % Mean % I\@n % Mein %%° ]@an °/& Mean /'S

TSt item XN @y K\ % N

100.0 2.0 20 & 4P LY a0 s [y 20
water 0.0 0.0 9.0 o © 40 A 0.0 o °
" @y @ Q = Q IQ(@? é
solvent 0.0 0.0, S 0.0 X 0.0% o 49 0.
@  Referend@item & © > & X &
0.30 2.0 20 0§ o O] Qo g 00
0.20 0.0 o 00 C 680 7| N 1400 [¢)776.05 | w7 0.0
Q 9)
0.15 00 |, = 062 @@ 3 O 200 Y 38 6.0
0.10 0.0 "2.0 00 4 e | 0 o 0.0
results are averages from five rephcatemen bé&each) osag $gontrol @@a N N - . 9
water = CO,/water-treated control @Vent /solv ontro @ @ @ y\?@
T w8
Mortality and behav1®ﬂal ah@ma&iﬁ%s of the be@ thearal toé%ity test N
&After @urs@ s@?er Z@hours e After 48 hours
> ) o%ghav%ural %eh ur . Behavioural
Ingested ©© Mahty ablk%smalit@ M&Nahty abﬁllﬁz? Mortality abnormalities
O D I N
[ug a.s./ln)e§ @ean% - Mean % . @@/[ear)@ﬁ @’Iea{{@% Mean % Mean %
N S g VTegiem O T
179 Q0 &) 00 . cpo =] . Qo 0.0 0.0
water KON 0.0 | & 0007 (> 08 | 00 0.0 0.0
solvent oY 00 & 00 P o0® b 00 2.0 0.0

Q U U@-’ o .
S T Ry

@

0330 [C100 | 3o [ 768, 4.0 80.0 0.0

0.16\ 207 | 1668 | G o0 12.0 70.0 0.0

e G0 Q@ 20 <[ 280 10.0 42.0 0.0

2 0.05 @o.o% @ 00@" 780 0.0 10.0 0.0
resuftare averages from five repfigdtes (teithees eacl%%er do@ / control
water = water- control; sglvent S Vent cé?trol @ &
Observatl % gj
X

Contact @ @
At th Sc{i?d 0&?& co%act te@mty test (48 hours after application), there was 8.0 % mortality at 100.0
ug @/bee 0rt§t§7 occurred in the water control group (water + 0.5 % Adhisit) and in the

ol group (acetone), respectively. One single bee was found apathetic during the 4 hours
and 4urs assessment, respectively.
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Oral Test:

In the oral toxicity test, the maximum nominal test level of propineb TK 83B W (i.e. 100 pg a.@e}) o
corresponded to an actual intake of 107.9 pg a.s./bee. This dose level led tQ no mortality é@ter 48
hours. No mortality occurred in the water control group (50 % aqueous sugéyrup soluti@@. 2.
mortality occurred in the solvent control group at the end of the oral toxicit@est (after @hm@}. 0

test item induced behavioural effects were observed at any time in the or@xicity tesl;.\© & \245@
S

& ) &S L0 @
Conclusions: N ©Q %@ S é\a &
@ $ o R O &

Toxicity to Honey Bees; laboratory tests ﬁ)@% @%f @ é ea @7%

Test Item Propi@ TK83B Wgy R\ %,

Test object § D APis mellifera Z)% e S

contac @) @ 7 oral &,

Exposure (solﬁ%pn in g%’ito@ @ Q (sugar symﬂ@cetone@vate@@tio@%
Application rate (ug a.s./bee) {\\” lﬁQﬁ N $ &\5 O 182.9 @

LDso pg a.s./bee 9O 100,99 - O w7 79 O

LDy ug a.s./bee S 100.0 O Y Y S

LDjo pg a.s./bee N ‘C= 1000 v S @}f> 1@ w,”

NOED pg a.s./bee* 9 >1@o O ) 2 SO >{g19 S

The NOED was estimated using the F m@élixaq,t{%m (palrwf% co son, g%%lded ter, o &55) @ é

~ N NS

@)

The contact LDso (48 h)oo@proph@(&@ TKR3B

The oral LDso (48 h) of propineh TK 83B W%
e oral LDsy ( )(;\9 p pm@ég S

A S

@ s .o X

S (O SN N

CA 8.3.1.1.2 ute@mact toxicity_ @

LN

See point 8.3.¥1.1 aﬁve.v\@ @© %
9
o\ Lo R
CA 8342 Chllo@gtozxi@§ to b§ & L0 N N
O O &9 o o D

Q
Report: & 5 :2014;M7487104-01
Title: @@ & opingb WGT0A W'~ Asédssmeffof chronic effects to the honeybee, Apis

melifera Q in a@ day@onti@ous laboratory feeding limit test
Repo : Sl —OO@ 5L, 9 %@
Docustnt No: 9-487@4-0 1 -@ @ S

G;gdelines: @No s%cific ideli %vail&%% (however the method use is based on an adapted
v verSion of OECDQ13) §
GLP/GEP: . Y& O o = &

@ Q
L oAn N
Objective: @ \% § S @

> O Q. . . .
The pu@ of@s study wassdo determine the chronic effects of the test item Propineb WG 70A W

on thed ney@, A@ mellifera L., in a 10 days continuous feeding test in the laboratory.
& @ N
S & v
ialsoand Methods:
: Propineb WG 70A W (Specification No.: 102000006516-02, Sample description:

FARO01501-02, Content of active ingredient (a.s.): 68.3 % w/w (683 g/kg) (analysed).
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Honey bees were exposed to 50 % (w/v) aqueous sucrose application (feeding) solution, containing
nominally 120 mg a.s./kg of the test item Propineb WG 70A W over a period of 10 days by conti@%us o
and ad libitum feeding. The control group was exposed for the same period of time under jdenticalt?
exposure conditions to untreated 50 % (w/v) aqueous sucrose applic (feedin%olu Q).
Mortality, sub-lethal effects and behavioural observations were assessed eve@/ day thro&hou‘%ge 10
days exposure period. Furthermore, the daily food uptake was detennined\\.% \© ) \25@

& %, SO

@ R I N )
Samples of the application (feeding) solutions prepared freshly @y day thr&g@hou‘[§e 1@@1@5&
continuous feeding period were taken daily for sub&equent cheptical analysis @ ordero regyeal t
actual concentration of the test item. The chemi %nalysis o&he ap@%tion@feed@) so%ltions@as
performed by Bayer CropScience AG, ﬁG@mm@@’ iﬁ;y\ %@’ 6\ \% §

Q @ & & Y > S
Dates of experimental work: 31 May 20 1%— 09 @éi}iy <@3 R Q> é @j @§
NN &% ®

OO . 8
Results: @} \\ "\g@ \& v\g© W\’\ > & §
The reet S TESURSTRNI AR &

e results of the study can be censiderédrto bewvalid “as nomoﬂal@occ d inthe c&@rol group
over the duration of the test (0% niortaligy). A%oxic eren@ﬁer&@ou@as néibvas ndt included in
this test, since one has not <dgsen d@ﬁed or validated £o thi@@(pe of stud@Furé@rmore a toxic
reference is not considered Yr%cesggry iné@e st desigp as the do%recej{@l by((t@he bees of the test
item was verified analytig@y. § T S $ @X&

After 10 days of continuous @%osu@, mor@lity %e 168D iterfy treatment levebof 120 mg a.s./kg of
Propineb WG 70A Wswas n@ st&@'ﬁcall igni§antl§d\iffere§? whed comﬁa\red to the control group.
The cumulative ¢eptrol @rtah&as@ %,\as de@té@line@% theimaéﬁssment after 10 days. The
cumulative mo@ity @the tre%tmem leve@f 120&1§g gﬁg P§%ine G 70A W was 2.0 % at the
final assessm@t. @,@ © SN . f%% Q @

At 120 mi@s./kg Propig%:b W%%A HN0 r@arkab@ subgjethal @ects or behavioural abnormalities
were o}é@ved throug@&t th@qtire servation 1§od @ﬁ 0 da@

After 10 days of c@ﬁjnuo&%exp%ure,@ b® oniﬁering\the ac@}l food consumption of the honeybees,
the accurnulated@‘nin inta the\t}st 1@%@’ Prop@eb W{ 70A W at the treatment level of 120 mg
a.s./kg was 45@8 ug @ eesdhe o(:(:@«@spo?@ing a@age@ly dose was therefore 4.6 ug a.s./bee.

The overall ¥aean d@ly umpg%n oe ap@icati%(feeding) solution (i.e. the average value over
10 days) %g the test item tr@ner@grou @@Vas%@tis‘[ically significantly different (lower) when
compar@o the untr@g?ed comrol group & 8 1@%66 at 120 mg a.s./kg, compared to 42.9 mg/bee in
the centrol group). @ . @ @ D

The mean daily cgnsum@on 0@16 a@ueou&@crose application (feeding) solution was not statistically
significantly Q@erer%@o@z@%etv&@n the‘Qontrol group and the test item treatment group throughout
the entire t@g &ﬁ%ﬁod -by-day c@paﬂson), except for the 5th day of exposure.

RSN
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Mean consumption of application (feeding) solution, mean nominal intake of test item accumulated over
all test days, average daily dose, cumulative mortality after ten days of continuous exposure (test e@fas @
well as the LCso and NOEC o

Ko
Treatment Level Control' 112)30:11 Xg (Zl?)?n;tl S
Number of bees exposed @’ S
(10 replicates of 10 bees) 100 100 ﬁQ EQ\ &
Number of dead bee after ten days of continue exposure 8 f% k 2 e 2 v
Cumulative mortality after ten days of continuous v @ @ @
exposure [%] 0.0 ﬁQ é” § (5\\9 &
Overall mean daily consumption of application @ N % R Q
(feeding) solution [mg/bee] ? S 429 <2 @@° f$@7i§ @@ @{\@
Mean nominal intake accumulated over ten test days @ N | R
a.s./bee/10 d] X AR SN
Average daily dose (nominal) throughout ten day@ %) L @3
continuous exposure [pg a.s./bee/d] @§ @7@ (@Q @ v 4'% 6@% v&
LCso VS | 2100 mggs.kg omingd) < §@
NOEC! @ | @0 mghs. /kg@omlg,a“ﬁ @ S &

! Application (feeding) solution: 50 % (w/v@%lmlﬁs\sucrose(@igutlo@ @7
2 Application (feeding) solution: 50 % (W/AQ aqueo@’sucro%solum%co ng Pr
3 The mean values per replicate over the@t period (non unded@lues) e use@or th culat@ of th’wverall mean

daily consumption of application (fe@mg) salyfion p@t’rea
4 Determined to be the NOEC/NOER based sy mo%ty (nott%@jn

1ﬁca3g;ly dlfét co%pared to@e co@l Fisher’s Exact

Test, Bonferroni-Holms correcte%vone-&ded p 5) &
a.s. = active substance © @ \
, & BN % @ '27\7
- - g S8
Analytical Results ~ «, S) N (& @

The actual concentggjion of pro w i @le a cat1@§f(sto k) solu@on w%s on average 89% of the
nominal concentrgfion c@ equ’exg 1t°¢is acc&gtable t@presg’t the@sult@nommal values.
)

S »
Conclusions6 @,@ v\g© @ K 9 @ Q @

It can be c%ncluded that, the @Q}l’[ln@ ad @num @éed of h@iey bees in the laboratory over a
perlod@ 0 consecut@ da ith the test item P@%meb@ G 7& W at the treatment level of 120 mg
a.s./kg caused no &@rse @ect @rdm@mo%ﬁw, sb- _lethalSffects and behaviour.
S & &
On every single day @ ng@@e 10@ay c@tmuo§ exp@ure period, the mean food consumption per
bee was not%@tlstlcg’fly s@lﬁcw\}y diffprent @wer in the test item treatment group compared to the
control @p, except for th (@' osw@ The overall mean daily consumption of the
application (feedin g?utlon% e the ave&@ V@ over 10 days) in the test item treatment group was
statistically signifigantly rc&@’low wh@ompared to the untreated control group (37.8 mg/bee
at 120 mg a.s./kg cornp@red 16742, @ng/b@@n the control group). Overall, it can be concluded that
there is a VZ§ ght%n%tl -fi ng %@ct (8@4) consumption compared to the control) of the test item at
the treatme eve&%f 126 a@iﬁ/kg @
@

The NQ%C f@‘l I@y Wﬁ%etermmed at the end of the test period to be 120 mg a.s./kg (nominal).
& @

TgL(@aS determlned to be > 120 mg a.s./kg (nominal).
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CA 8.3.13 Effects on honeybee development and other honeybee life stages

Report: I B 03 M-454682-01 & > i
Title: Study on the effects of propineb WG 70A W on honey&e brood (Apis @Q
mellifera L.) - Brood feeding test - S @ I
Report No: 71391031 %% O o P
Document No: M-454682-01-1 & OGS @
Guidelines: GLP compliant study based on the method ording to %&nm@ al. é\”@ &
(1992) N L
GLP/GEP: Yes @ Q .. &, h S @
Q'?Q} N . & KR \© o @
IS T S S §
N @@ %Q g% @J&, IS S
Objective: © %, O AR © & <\ o °

The purpose of this study was to investig@% the.effectsql theggite%ﬂop@ WG OA@j‘[o Bhey
bee brood when exposed by oral inges@n. \\ @} RN o ~
SEESIGIRSIT Ay N
Materials and Methods: & N Y S § @Q N ‘”\9@
Propineb WG 70A W: propine@(%—[ 3\@2) 6@@ % @@v (a@'tic A] ©70 / @%%min;h' Batch ID.:
: : . iy @ ; -
EM20004026; Sample Desc@on: NRO@I-OI;@)em&:aUO&i 1320000 512.
Propineb WG 70A W mb%%d Wit]é% L r@y—to@%e Sugar syrup wa@d to@f?e colgnies and mortality
of adult bees, pupae and'darvae bserve@at t@nd daygfter fest in@ongne mixing ratio was
3.07 g Propineb WG F0A V}@l 1%@ugar @rrup lso °@ br(@ dev@opm@@ eggs, young and old
larvae) were recor ong day re initiahion @ aft@ 4, 8, 13 and%22 days. As control pure
sugar syrup (30% sucre, 3% glitose, 39% f@@tos@as @ed. g/L syrup Insegar (25%
fenoxycarb, g fe yca@b/ ) \és used@rs refgﬁ%nc ubsta@
Bee colonies were fiee flying in@gatura qﬁeldq@f@diti@, wit@accq%@i:o natural food sources, but due
to the se@%n, there g@re @ma@owe@g, @ee @étiv&@fops or flowering weeds in the
) R NRN)

surrounding area. =~ @ N

A -
Dates of experi@nta@ork:@lay%, 291&@{) J@e 22, @2
@ O S .& & .9 @
© L 8 Q 9o D
3 S g 2 P
N N\
Q N S0
N N S & &
> A o O
G @ © 9
@ Q% Q %& ©@
SN
AN
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Results: .
Effect of Propineb WG 70A W on honey bees (Apis mellifera) in a bee brood study @ @6
N @
Test item Propineb WG 70A W @Qb S
Test object Honey bees (Apis mellifera@, complete céloniess
Exposure Natural conditions I %(\\
=) S) -
Cont Teskit ‘Referencd iteni>
on r@ & em %Re erence iterpy
eggs 16.0 ©Q38.4 * @ §7.4z§\9 §
\9)
Termination rate [%] " young larvae 8.9 @% 10.4 n.s. {\© . N 83@© @
’ s X O x
old larvae @@ 2.7 N . @2 nf} @%.2 §<\@
Mean brood termination rate over all stages [%] @@75 O | S17.80s & N 65.6%
) & U@J @ o
Mean mortality of pre-application phag\ Q%%ﬂ 15.3@© Q@j g n.s, @& h@?@%s. &
& @
worker bees/colony/day during entire p(s\\t” N S = )y
: 2) &
during application phgte .’ @is S S 14‘520%1.& @n@ S 54.7©§
Mean mortality of UNRTI. S N QRS O % S
worker pre apphcg&@ phagg> [ =~ 0.k O ngg@ 0%n.s
pupae/colony/day during entire pést 9 O, @J D Q 9 N
during? applidétionghase | %@.4 @ Q& 3.3X%:s. ®© 11.9n.s.
Mean number of bees befoke application $ < 18165 &Q . 6@485(@9 19485
1) mean termination rate of 3 colonies e treat up Y @ v N 9
2) $2:2 nelrﬁbt?' O?IGZZdelrone;obell;% ayrzzdn::%f;}o%@l in de e trap& @% § @ N
3) mean number of dead pupae/larvae per dag%-d colony found i ad b e@ps Ko @
Statistics: n.s. = not statistically&:ggniﬁcan i feren@mpare the co I;* =sta ticalt&gniﬁc tly differgnt pared to the control; Student
t-test, a©9.05, paiilyise contparison, two-sided (@re appli%tion), onedided ér%ter (afterapplication)
X @

N>

SR,

S .

The mean termindtion ®te (&f\eggs S\“oi\ifter\matm«eg@ wi@@ro@b 70A W was statistically
RS

significantly @ﬁ c@are@to theéalueg%@ the @%tro@roup§

No effect on the dé¥elopriient O%youn%‘larv @as @erved@fter&%sumption of the test item. The

mean termjnation rate B yo lar in the tesiitem tm%@,group was lower with a mean of

10.4 %&ﬁmpared to @8.9 9630 the cont@%grgu@ Acc%pdingl\@ this was not statistically significant
Mol ey, & . O O &

compared to the ¢ 1 goup. & o @;\, o

There was also &® sig@can@fec@ the*devel&gmen@ old larvae after consumption of the test

.0 & O @

item. @ ©© G o X
Adult bee mottality in t@st@m tr@nen \oups lower and thus not statistically significantly
differen@;n compargg to theontrah gro LN
No effects of the testdtem on honey bee papae gﬁ@arvae were observed.
The\r%ference item‘treat (InsCgar, @s. = oxycarb) resulted in a statistically significant increase
of unsuccessfu]@gg—, young- Qi olrvaevelopment and thus confirmed the sensitivity of the test
system and t Valgi%fof testseg dit@n .

% N O
Concl@: @Q ©© §
It canbe co@ude@cc ﬁg to the results of this study that the administration of the test item
Pr, eb 70A0W r@lted in an increased termination rate of eggs, but neither of young and old
larvae § of pupae. Overall, Propineb WG 70A W fed at a concentration of 2.10 g a.s./L did not
adversely affect honey bee brood development or success and did not increase the overall mortality

rate of the colonies compared to the control.
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skskeoskosksk @o @
N @§
Report: oo+ 45342201 S @° &
Title: Propineb WG 70A W: Honey bee (Apis mellifera L.) @al toxicity fest L
(single feeding exposure) - Final Report - % § Q\ 5
Report No: S13-01495 ¢ & N 2 &
Document No: M-488422-01-1 @ é}” Ny @
Guidelines: OECD Draft Test Guideline on Honey Bee is mellifer®) Lar@ é\a &
Toxicity Test, Single Expos@ (Version dated 21 Febr@[‘y 20@); @) &
Current draft version of ‘r-\' ost-WNTZQApmjdved@arvalgloney%ee &@
Test, (Dated April 2013 Qgﬁ CD237 N, . \© @ @@
GLP/GEP: Yes @ Y (*’\ T D S w
o 9 & T @ .
& & o S &

%, (@
s IS & O

Objective: AN 5.9 o &
jective: @} \\ @ & N

The purpose of this study was to detinqtihe toxiSity (@f piggb WG@EA @0 lagyae of the honey

a
bee (Apis mellifera L.). Mortality &f the béds waswsed ds-the Sg( ce oint@@bleﬁf@@s, such as
changes in behaviour, were also a%e sedh 9 O (©) © © O S
’ S A A N

SN e @ ©
W OO o SN L9
@ (B@@?h @E 0004926 S@§l ﬁ@\ i @' FAR 01501-02

@ M2 @ , ple & crl@@n. -02,

of@y

@)

—_

Materials and Methods:
Test item: Propineb WQ@O%

Content of active ingredient (%@s.): 683 % whv (6@%/1{ @nal&@d). N \@
3 GRS o &
The effects of th§; it@ PreRb \ng 7% W pﬁ@arva@;@)f thethoney®ee, Apis mellifera L., were

assessed in tweJ-daglests in“the $aboratoly. Sirﬁe\e t %orta in #the limit test (= first test) was
& %

above 10 % a eco@es‘[ «;\\@s perfo©rmed§%1 a_dése response design With 5 doses. Only the data of the
dose—respo?@e test were@porte@@ % & v %) é’}’
> § €.

AS @ S oo

o

Per treatment grou@\w h@y b@lawa&rs@@stm%l) fraig\l three hives were transferred onto a 48
well-plate, each @}e rec%esen e a re@’icat&@ tota@of 4@ Jarvae were used per treatment group and
fed a standard'@ed an@nt Q tiﬁo@@die@@n d§4 (D§of the test, five different doses of Propineb
WG 70A Were u@o thxﬁ%rva@vith @e diegy The control group was exposed for the same
period o Q§1§me under ideicxpo@ﬂ: c r@tiorg@@o the untreated artificial diet. Mortalities were
recordedon D5, D6N'1@r91d DQL%M h, & h @ 72 h after application, respectively). The median

o

lethakdose (LDso) was de@nige ort n&@the test period (D7).

N

@° S : :
Samples of the stock solu '\"" pr{iﬁred f%hly before feeding were taken for subsequent chemical

analysis in der@» revthe actua] @ncentration of the test item. The chemical analysis of the

O 2o
applica@(sto@ solufion W@by Bayer CropScience AG, -, Germany.
O Q
S S TIEN
Bi% icalé@ase \@§ cc@ucted at Nds. Landesamt fiir Verbraucherschutz und Lebensmittelsicherheit
(LAV

E@@nstitut fiir Bienenkunde _, Germany.

Fisher’s Exact Test (one-sided, 0=0.05) was used to evaluate whether there are significant differences
between the mortality data of the test item group and the control group in order to determine the NOED
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(No-observed-effect-dose) for mortality. Test item data were Bonferroni-Holms corrected prior to analysis.
The reference item was not statistically evaluated. The LDsy was calculated using a probit analysis @a O

likelihood regression). The y*> was used as a goodness of fit measure. 5 Q\ §
N & ©®
Dates of experimental work: 10 June 2013 — 07 July 2013 v IS N
3 O & 2
R N N X
Results: © @& & \ @Q @
No mortality occurred in the control group on the ﬁrst two assessm ays D5 an@)6 la e 1n§
the control group died until the last assessment day ( 4.2 % r@ﬁahty) @ Q @ C&
At the assessment D5 (24 hours after ure to i @[alm@ d1®ent level@%f

Propineb WG 70A W) the mortality in the test item group (‘@as g&tlstlc@’y m@ﬁcgﬁﬁy 1@5&
compared to the control group at dose level®of 12, 25 %md 1 @b ug §®aW@15§r S E%ct Test
v

Bonferroni-Holms corrected, one-sided, p%o 05)@ @ @7 @
At the assessment D6 (48 hours afteg exp‘egure i+N trea@? foo&)%the @ort was stat@ally
significantly increased compared to coﬁ@ol g@up at@ﬂ dos&%velé}exc@of@iowe@one of
6.25 pg a.s./larva. @»
At the assessment D7 (72 hours %ter egposurd to tréated fi ) a @tls%® 1ﬁcaﬁ$ly increased
mortality occurred at all dosQ@ind {%ched a ma@num@@ms@mona ty o@ 00 g& at the highest
dose level of 100 pg a.s./larve. c& < & Qy
In the reference item gro@ (dos 8. 8@% a.g rvaithe a@ustedgmorteﬂ@y W@?) .5 % on the final
K

evaluation on D7 (72 ];JQUIS a app@fatlor@ tre food).
The LDso was Cyted a@ll@%%g §a@@/larv th‘@} &C@nﬁd&e 1rﬂ@rvals of 9.1 — 13.1 pg
a.s./larva using a grobit afalysi elihood reg@sm e = 331, p 0.15).

plysia ey ¥ eT

&
Adjusted mor@ty a@r 72 Kof a sn@le em@lre&trea f00()§ t epd) as well as the NOED and LDso

Ref
Dose Leve\@ @o\g C%(@Ol /@% @ @Opn@a WG@A \%% eiferz?ce
1)

[ng a.sdfarval @ @0 0 625 @‘12.5 NI 50 100 8.8
No. tested Y 48y | O1g o 48, | <8 48 48 48
No.dead D7) ¢~ | & =L e 7| 33 O 39+ 46* 48* 45%
Adjusted morgglity @Q Y LG Sy O e

42 80 .|9674 80.4 957 | 100.0 93.5
TARER N < el N N
NOED @ X & @ <6.25 pg a.s./larva
LDso @y .9 QV 9 @ N 13.6 pug a.s./larva

o L)

95 @\aconﬁdence limiof % @ @@ @ 559/332

Refers to the nomlngl conten{‘%f actl@é 1ngr@1ent )

*Significantly i 1n ed compare ont; ishe %xact Test, Bonferroni-Holms corrected, one-sided, p < 0.05
**Slgmﬁcantly@ rea\ mp to cofitrol, F@er s Exact Test, one-sided, p < 0.05

Q
Analvtlg@%les@ﬁ

The {éﬂml O en@on $ propineb in the application (stock) solution was 92% of the nominal
co@ntra‘r@n cons@we@ it is acceptable to present the results as nominal values.

&
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Conclusions: @
With respect to the results it can be concluded that Propineb WG 70A W caused a sta 1cally@a
significant increase in mortality on day 7 (D7) compared to the control up nd 1ncludll@$00®
a.s./larva, the highest dose tested. @

The NOED of Propineb WG 70A W could thus not be determined for da@ (D7) and 1s&®su to 1\35@
below 6.25 g a.s./larva, the lowest dose tested. @ & \ o~ N

? N @ @
The LDso of Propineb WG 70A W was calculated to be 11.1 pg a.s. /a (95% co@enc mitgQ.1 —

O
13.1 pg a.s./larva) for day 7 (D7). @ R 0o

g S
O
Qo? \Q & @ O o @
TN & D LSS
%, RS

R A
CA83.14  Sub-lethal effects S & é\g@ @x&’ @

& <
There is no particular study design / te% guid@line t&@assess sub- etha@ffect n @%ey ‘@%es.
However, in each laboratory study as V\@T as m\anyer;& study, su&@tha@ffec% if o

cadiyring,
)
are described and reported. > o S N < S}
Sy ST FFsFe&,
% v Q\ @@ ©@ @Q \%
CA8.3.2 Effects on non-tar tar@‘op thepsthan
N fpuctegtion i &

For information on studies @ady e%alu@d during the First E@ eviey of roplneé please refer to

corresponding section in t% Bas@ @ @71de Bayer Cl@m%ge and éa the Monograph.
0 9 & R
> % &
Studies on non—targe@&rthr@ds 1%%% been pe r@ned 1th the epm@entamg%ormulatwn Propineb
WG 70 and are pregmed dn MC@nn@ oint$0.3. 2@ @
8 N N e
Do SN
CA 8.3.2.1 ©foe$ on Qg@udlus@mpa&@phl@;\ﬁ Q@ S @
No additiofal studies wgre con&ﬁ@te @ase @fer to Boint 832 @;\’
N < D
S i O 5
CA 8.3.2.2 Ef: on 'yphl mus@yri & Q
No additional sm€§ {coﬁ \leasw@er 0%01 @3 2
ofiegplesestion o i 2

Q) S .0 @

Q

@
éﬂ”@/
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CA 84 Effects on non-target soil meso- and macrofauna
CA 84.1 Earthworm, sub-lethal effects @

N

For information on studies already evaluated during the first EU review of p@pineb, pleas fer t(@j

corresponding section in the Baseline Dossier provided by Bayer CropScienc

d in the M@gogr

In order Ito address new data requirements according to Regulation (EC) No 1107/2909, @ era

additional studies on chronic exposure to earthworm ha@ been perforthed and are sg@mltteg@m‘[@&
SN
this Supplemental Dossier: \a @ O
N & LS &
Table 8.4.1- 1: Ecotoxicological endpoints — additi%@il earthwor@ reproductli@ studie weactl@
substance propineb and its metabo/'\;@s (7%) @ % (7%
. Test species,
Test item test design Eco@ﬂcol@l e@omt&@’ &? Ref@%’nce R,
U T © 2014) -
Eisenia fetida m
Propineb WG 70 reproduction &%’OE& % odu tkg d@ LHNDS @
56 d, mixed g 387 gas% dw Q> @
fr\\Q Gz\ @\9 &
FEisenia fetid&© %% °\© B \@7 O §
PTU reproductiél) & NOEC 178 pm dw©@ MATRI83.01.1
>6 d, miged v & @0 & © 29]keasdios
Az & 2000
E/sc/fo\\t/fu‘m& § & Q A N @MPE R(‘(“"N) )
PU refpducti®’ SN > 1000 mgIm/kadys < P00 02
3., Sl&;’ed D @} Q° W QO M-033580-01-1
Q&S \@ & Q) | KCA 8.4.1/02
QElsen@fetl@% @ § v © é K\ - (2013)
4-MI ' brodit C NOEC <& 90,488 pmike d Kra/Rg-R-118/12
o O ahts pmikg dwsg M-449101-01-1
» d, mixed > N Y @ X
KON\ & D & — & KCA 8.4.1/07
O
S «§ Eim@% fetida ) S O @ EBLHNOS?OM)
Propineb-BIDT éﬁ rodugtion § N@C v 32ang p dws M-486083-01-1
N - 01-
N q@‘ed S <o KCA 8.4.1/08
dws = dry weight soi N%s Aotive stanc@\pro%% pro%ct COQ\E corrected
Bold values: endp used%”or rigkasses$ment;
grey script = study&s pa the ehn@bssw&énn%l mcl@
@ O & .9 o
N ERCEENE @\ @
O o K & o
% ) O @%: y RS
@7 N Q @ @
Q A\ N @§ N
¥ - N
N N
SECSIV N
@ < Q & ©@
& e oe
VS S8
S @ .
S




B . Page 58 of 104
sayer) Bayer CropScience 2014-05-30
R

Document MCA: Section 8 Ecotoxicological studies
Propineb

Report: I 0+ V476355-01 RS
Title: Propineb WG 70A W: Sublethal toxicity to the earthworm Eisenia fetid%@ §
artificial soil S @ &
Report No: 131048 179 S ~N L9
Document No: M-476355-01-1 Q @ L
Guidelines: ISO 11268-2: 1998(E): and OECD 222: April 13\:%004 \© .9 %@
GLP/GEP: Yes @, E O S g
NS
& S 7 QQ SES
Objectives: @ > &' &© < @© &@g}
The purpose of this study was to determine@ sublethakeffectszof Pr@ine{@wG HA @on

reproduction, mortality and growth of the ea@wom@ﬁisen@%ﬁdz{;}y d&@al alimetitary-uptake
using an artificial soil with 8 different test co@ent&@ons @ labﬁtor@t. ('S <\ .
RIS SN

Materials and Methods: o N X ) &6 S \q;\© Q x §
Test material: Propineb WG 70A Vb@ho&%ame&PB @ 70@9w: é@tch@ E 0093@1; BCS
Code: BCS-AG23438, Sample déscripti&s’ FARO01702%0; cificatyon 1@ 1 00%6@5))16 - 02;
Material No.: 05468906; pure s bsangf@cong%? of @(aned)&@.l"/@/w .@Q S

Adult earthworms (Eisenia féfigla, about 4 gonths 6@, 8 %10 anggrals @r the ¢ trol@up and 4 x 10

animals per test concentration of tle treattwent @up) wore exp%se ifhan a fﬁcial@)il (with 10% peat

content) to the nominal te@%cogentrati@s o&@, 1(@1 8, 3@56, 169, 17\8\;@d @ng test item/kg soil
dry weight. v S 2 o ¥ .° & w \@
Toxic standard: 5§mg Nutda 5(@&0W§arb§dazi@, SC 500) /kg-dry weight soil; control:

NS Q© @
untreated. S o N N N é@ SN
Artificial soi@ po&m v@va% 68o qu@ sa&& 20% Kkaolig\tlay, *%0% sphagnum peat and 0.5%
CaCOs. The sselg§ere kept in a tem &tuye\-f@bntm@ed roéin at é@i 2 °C under a 16-hour light to
8-hour da&@ess photoperiod anda %énter@ty at light %@iod{@Ween approximately 400-800 Lux.
Earthw@%s were fed&fthﬂ@ animal manyre. @Q v , ©
The test item was @odu@gﬁ by @%pegs@ th@o\q\anti@ of test tem required to obtain the desired test
concentration in volume c@%ate \equi@@jto hy rate&he soil to 40-60 % of its WHC. After 28
days the numpgr of iV@ anirfials a@thei eig%&lteration was determined. They were then
removed froiPthe a&fﬁci@oil@ﬁer f@her 2§§Iays@®e number of offspring was determined.

5 L, 9
@ o N

Dates o experlme@l work: st %@o October 16, 2013

S N

N
% v @
N T e o V8
Results: > © @
: &@ =Y SV
Validit . & tai
alidity Cz a o § Qﬁ@Recommended Obtained
S E R
Adult motéali <10% 2.5%
D 1y
Nun@r of %@enile@ r@cate >30 94 — 143
N .
Coefﬁ@ of variation of reproduction <30% 18.9%

All validity criteria for the study were met




B . Page 59 of 104
sayer) Bayer CropScience 2014-05-30
R

Document MCA: Section 8 Ecotoxicological studies
Propineb

To verify the sensitivity of the test system, the reference item Nutdazim 50 FLOW (Carbendazi@soc &
500) was tested at concentrations of 5 and 10.0 mg product/kg soil dry weight. In the refereice testQy
the number of juveniles was reduced by 39 and 100 % by the toxic stand utdazim @9 L@y
(Carbendazim, SC 500) in comparison to the control. Therefore, the obser¥&d effects @sure a high

sensitivity of the test system. @ {\% \@ \@ é\”
\s ¢ o 9 P O
Effects on earthworm reproduction after 56 days ﬁQ @ S D (<§
o R O 5
Pn@eb WG 70@\' AN < @
Lo%’ st item /kg dws] @g@ Q 9o o @
G D oD R
Control | 5.6 10 8 O 32 56 100, i “v316
ontro @%& @@ %Q & é\} @g 8
S Sy AR
i{[ﬁ\ﬁﬁ%alit&@’ad%&o rgftf: g weelg@@ ) @j §@§
Mortality N 2N B VR N E S
o 2.5 0 0w O\ 5 % Q5 O 2s
[%] @@@ «§§ & $ ks @@ \;g{@ &,
Bigmass change < N
(Changgn frésh we% afte;i@veelatix@o initfal fresiWeighi)
Mean [%)] 30.6 | 28.2@@ ozé?} 1.8 @T 2@? ‘@ 76 | 26@ ‘ (<§§28.0 ‘ 275
N . NN
© Nur@r oéﬁenll@%er su@lvmg adul@rm after 8 y\\vq@@eks
Mean 12.9 12.5@ RO |§11.9:9 1y o 116 P 9%\ 5.5 2.9
2 S ~
§ o v @Qw?{u@ of j nile@’er r@licate 4fter 8 weeks
Mean @ 924.8& 117% | N193+]7 1 @138 Q> 89.5% 54,0 28.0%
+SD @&238 PP 1687 | 8326 @r+1818 | 4108 165 169 | 169 | =145

&
~ @’& %U @\J gﬁ;m%fe%on @igﬂe@to C%P@@rol [%]

9
% to contral 100 £79.8071 &% | 9470 967 [2N904 | 711 [ 429 [ 222

No stat‘f§\$ically signiﬁcé%% diﬁ@%ces compar€dto tk{%ntromere @%%ulated for mortality (Fisher’s Exact
Binomial Test with errofy Corr@on,, o2 0.05:0ne-sitted grea’ér)
*statistically signi ntly%ffere@ompa@ to ¢ rol (Wi lian@t-test, o =0.05, one-sided smaller)
SD: standard deyiation Q N) @@7 N N N
e OO . O @
Q9 O >
Propineb %G 70A W sh@ed statlly@j%niﬁ@ntly adverse effects on mortality and biomass of

the eart@rm Eisen;{%tida@ artifidal S(@up t@é% mg test item/kg soil dry weight, i.e. the highest
conc%tration teste@ he t%t ite@how@b stati%%ally significantly adverse effects on reproduction at

100478 and 316 mg tesjten/ig soil dw. R

@
A &S 9
Conclusio %
sew@Effe&)@lon@ﬂraﬁ(}@({\I OEC) was determined to be 56 mg Propineb WG 70A W
/kg soitw., the Low, bserved-Effect-Concentration (LOEC) was determined to be 100 mg
Propineb WE70A W Jkg Soil d.w.
3

&
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Effects on mortality, growth and reproduction of the earthworms

Test item Propineb WG 70A W & @6
Test object Eisenia fetida @ @
Exposure Artificial soil @ @ 7 @
Adult mortality | Biomass change | @ﬁeproduction i N
[mg test item /kg dws] - I N
LOEC 316 >316 B 100, O ¢ 2
NOEC >316 £316 563, N O
S o F s é
o & S R S O
Metabolite Propineb- propylenethiourea (PTU) % Q 2N @ & © &@
& R \© % D
X N . T T AN
MR AN S N

S
. . '<J \ - U@J @7 <o
Report: _q_ﬂﬁ M-475183-0L S & <
Title: Propmeb—propyle% hargstoft: X%ty to earthwormélseg

fetida in artificialisoil , S N v %
Report No: 13 1048 180 5 ‘&\ . O & > & 9
Document No: M-478183- @ \@' @@ D @ )
Guidelines: OECD 22 00%% @5 268@(1998} ® @Q @Q \W\ﬁ
GLP/GEP: Yes @, RS @@ S O .
LS TS @ ~
. & Kz
o A S R
v & &g " < @ &@
Objectives: \ RN 9 & 2o
The purpose of this to Getermit th ble«ﬂg@l ef@ts %prop@@ propylenthiourea on

reproduction, mortgdity an&d gro f %@eaﬂ@om@&em@’enda @/ dermal and alimentary uptake
using an artlﬁcml@oll \&@ 5 d{f%{erent Test C(ﬁa@entr%@ns 1§>lab®torysé{
S

@ & K@j % & §
Materials and Methods: % \@ @ S) @
Test matcg% Propinebsprop thl(@ (B Cg A @86 Batch code: AE B007299-01-
01, LI@NO 13087&2 Cu@nero TO@ 10062-00, (@igm Batch No.: NLL 3790-7, content

of a.s. (analysed): 993 % @w) N @ &, S Ry

Adult earthworn®)(Eis '- Na fe hs 19 8 @@ animals for the control group and 4 x 10
animals per te@conc@ ati f ‘gh&reat@lt greup) wée exposed in an artificial soil (with 10% peat
content) to ‘FI% nommal @ cogcntra:\?@s of@%O @@ 316, 562 and 1000 mg test item/kg soil dry

=

weight

Toxic s@ard 5, @mg%u%lazs@ 50 @@W@arbendaznn SC 500) /kg dry weight soil; control:

unt@%{’ed @ @

Artificial soil C@mposmon W&@68 5% quartz sand 20% kaolin clay, 10% sphagnum peat and 0.5%

CaCO:s. The @ssels&gére in @mpera re-controlled room at 20 + 2 °C under a 16-hour light to

8-hour darkiress od and at intensity at light period between approximately 400 —

800 Lux@ éart rms Were @wﬁh drled animal manure.

The tes@ 1ten@ d 1@ the soil. After 28 days the number of surviving animals and their weight

alt @wn det@'mn@ They were then removed from the artificial soil. After further 28 days, the
ber offsprmg was determined.

Dates of experimental work: September 10 to November 05, 2013
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Results: @
N S
Validity Criteria Recommended Obtained @® @
% S8
Adult mortality <10% 0% Q> @
) ) O .o >
Number of juveniles per replicate >30 9 103 - 134, %, S Q
e Q@ @@ Q\ v\g@
Coefficient of variation of reproduction <30% & 1 @>;% o QQ < q&©
@ Q © @© @
All validity criteria for the study were met Q7 N R @@)o Q & @}
@)
. \ SN
To verify the sensitivity of the test system, he re Qf nc%\g item I}{&tdammy@o W (Carbendazim,
SC 500) was tested at concentrations of 5 and % gé@odu 2 s 0@ ry w@ght 4n th fer ce
test, the number of juveniles was reducee@

39and 10Q

% %th tQQ)c sta

N
Carbendazim, SC 500 Sto the. Sontr@l’ Thefef Served i
(Carbendazim, ) in comparisom,to @ on wif@ efefore ,@e 0]& rv @ ec@assu

rd Nutda21

F @J
\ h1gh

sensitivity of the test system. o (5% N Q Q\ @’
& R @ @ &2
Effect th t@5$©®&©§©@\
ects on earthworm repr(i@ ion.after ays \@ S SO
R Prop@-pr&pylen 10ureaK@ o\@@ 2 S
% @ [13g test @em /kg dws] S @ <)
N
Cantrol 4 1 S 2 o 316 562 1000
S \%@ S| S
@
&9 & \@ ﬁortahty of @tw 4 sa&er4§g\@/ks
Mortality [%] @@ @f & &s 7 @ 2.5 | 2.5
Q @JQ © NS 9 Blo@(ss change @
© (char{@ in fedsh weight aftef weeks relatifito initial fresh weight)
Mean [%]> 4@5?’ L 29 [ g0 7 ad | 399 [ 241
X e i
@ & um@er of@enllmper Qrku%\adult worm after 8 weeks
Mean+ SD Y 118 L@ 1154, l&“@\’ 1017 [y 8.l | 6.1 | 1.4
7 R
Q@ @@Q > @umb@ of Ju@mles fler replicate after 8 weeks
Q
Mean+ SD 1179i@5 |@3Sig@g7 | ,6@31@% | 80.8*+15.1 | 595%:22.1 | 13.5%+68
ﬁ
@7 @J) Q Re@duc‘t@n compared to control [%]
% to ggntrol 100 NI @ | M\\834 | 68.5 | 505 | 115

No s%tistically significant @fere@s

comﬁ\%ed t®\\he control were calculated for mortality (Fisher’s Exact

:§95, one-sided greater)

to Control (Williams-t-test, o = 0.05, one-sided smaller)

Binomial Test wigh“Bonferroni Hec@ o
*statisticall}:@iﬁcan%? differént coagpare

SD: stand;;x Via@ @@ w, O

N

Propm@@pro@entm%ureaﬁ%wed no statistically significantly adverse effects on mortality of the
eart@eﬂorm sem@zd §n artificial soil up to and including 1000 mg test item/kg soil dry weight, i.e.
thethighe§t concentration tested. The test item caused a significant reduction in adult biomass change
of theworm Eisenia fetida at 1000 mg test item/kg soil d.w. The test item showed statistically
significantly adverse effects on reproduction at 316, 562 and 1000 mg test item/kg soil d.w..
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Conclusions: .
The overall No-Observed-Effect-Concentration (NOEC) was determined to be 178 mg pro@eb- ©©
propylenthiourea /kg soil d.w., and the overall Lowest-Observed-Effect-Congltration (LO?@) wadly

determined to be 316 mg propineb-propylenthiourea /kg soil d.w. @,Q &@ ©®
Eff , : L ©
ects on mortality, growth and reproduction of the earthworms % . Q & %@@
Test item Propineb- Q@) lenthioures, Ro > <
Test object Eis%ia}etida Q @@ Q\ y\g@ &@
Exposure Artificial soil © mg S Q&©
Adult mortality | @?omass changey® | R@@oducticﬁ @} @
I@etest item /kg dws] .2 0 &> @}
LOEC >1000 Y 10000> - o N6 w7 O
NOEC >1000 9 562 N | v, aPI8 N g
) g R @, ‘o7 @ g % .
RN © & o
. . NGO S £
Metabolite Propineb-propylenurea (@ \\ @ & & NS
RS & B & > ©
Report: . ;@00;1\@?’5358@61 ©@ Q\? o\\ﬁ
Title: Influenc@of prépylenu@a ondhe 1‘0&@ uct@ of C@lwv@s (Isggenia fetida)
Report No: MPERS 329 S &@ . % @)
Document No: M-%3580&§1-1 §9 @ @ @ ° &
Guidelines: ks @ & & & 0n S S
GLP/GEP: Yo & o & 3@ 0 & S

> TS e §
& ENIRS A
Objectives: @Q \ QO N
. & N .
The purpose @thls@.\dy @as to&e‘[e e the, sublgthal e@ts of propineb-propylenthiourea on

reproductiQ%, mortg@fy anﬁvgrO\@gl of %e ea hwonrgﬁsenia@etidy dermal and alimentary uptake

using an axtificial soil @h 5 @ere st conCentrations<ga labqratory test.
el ol 5 Geene conemgon S g

Materials and M \())ds: &\ é\a °\© @ﬁ’\ & A

Propylenurea, (d%.-copfent: 99.74 ‘V@'peci@@atm@Devment-No.: 3000096248, Batch-No.: KTS
9525-1-1, T@-No@')@lﬂ@ 0)-was séd in&@ stuc@j Adult Fisenia fetida (4 x 10 animals per
application, rate) were ex@sed@ an i@ﬁciqg@oil t@@le test concentrations of 10, 32, 100, 316 and
1000 m, t substancg/kg weighit so Artig%ial soil composition was 69% quartz sand, 20%
kaolin clay, 10% sp@nu peat aad lo/@QaCO\Qnd 1% ground cattle manure. Earthworms were fed
with;\}ried animal t%ianu@§ hé«test co@itio@were 20 £+ 2 °C, 70- 90 % relative humidity and 16:8
hours light-darlggycle (400- luxYOAfter 28 days the number of surviving animals and their weight
alteration w$§lete{%§ed. ey were tl@n removed from the artificial soil. After further 28 days, the

b j termined."Q
number o@f§ sp@;)&gs w& e e@g,me
N
Date@bﬁf ex@nme@l wa$ February 03 to March 30, 2000
& & T e

&
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Results: .
Effects on earthworm reproduction after 56 days @
Test substance Propylenurea & @
Test object Eisenia fofida D7 &,
Exposure 56t A R
Application rates (mg a.s./kg) control | 10 323 ] 100 | @6 [o1000 D
Mortality of adult carthworms (%) after 28 days 0@ o ) 0 400 (S
Weight increase of adult earthworms (%) 28 26 Q36 gl | =8
Number of offsprings per surviving adult @%23 221 ¢ [7 233 Zé%?ﬂ @3 @230
Q N @
N & & «
99) N @ \ 2) @D
Observations: é@f S DD @
Mortality or a body weight reduction of adu&arth@%)rms@;w s n@obs%@’d t@y a pﬁcatl n rate 1n
this study. Also the number of offsprings \%s not@uce@at anyQpplication @e @7
SO0 s §
. @} . @ NS S A
Conclusions: Q A O N & (SHENS)
NOEC (56 d) > 1000 mg/kg dry weight soify -~ N A & o
S O CHEES AN
S S N
Reference Substance: @ & @ @ @ Q S
Under the same conditionsia stg{ly Waé%am@ out 1th tlag refe &Ace @bbstance©Derosal (active
ingredient: 36 % Carbendé@lm) T 199 to 22th D@nb@999&@pon HBF/Rg 323
of January 07, 2000). The folldwin dosag n te b apphca“ﬁon o@e soil surface at the

start of the study: @”O 04 @@ 5 kg a @rtaht@ or @dy \&&’gh’[ reduction of adult
earthworms as cq ared&to cor@ol O?insms Wa@t ob%rverd at any, dosage. Only the highest

dosage of 0.5 kga.s. a reduQed e num@ S 0 ?&wem@ea m@y 37 %. The no-observed-
effect-level ( L @sas 0.25 kg/ha)(= (}Q k@ctl §®gre t/ha@and the lowest-observed-effect-
level (LOE@ 0.5 kg a@g—% (g@bg ac%e 1n@dlent@ é’}’

& FS o

Metabolite Prop

B
;‘l';
=
(4]
-
=

Report:

Title: @
Repart No: % N
Dotument No: §

Guidelines: @° ISO 68-%@998@: and OECD 222: April 13, 2004
GLP/GEP>  \Ves

azolme (BCS-AB78877): Effects on survival, growth
e@@ﬁworm Eisenia fetida tested in artificial soil

ction o
i é
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Objectives:
The purpose of this study was to assess the effects of Propineb-4-methyl-imidazoline (BCS-AB@Z o
metabolite of propineb) on survival, growth and reproduction on the earthw03Eisenia fetid@during@’

an exposure in an artificial soil with one test concentration in the 1* gt and S di@ent @@t
concentrations in the 2™ run. S
=\ © S e
) e 9 X
- < NI
Materials and Methods: @ NN @ @

Test material: Propineb%-methyl-imidazoline-BCS-AlEg877 (1 @: Batch co@@ BAB@W%&
01-01; Material: BCS-AB78877, pure substance; &gin Batch Ne.: BCOO64§\—94—5; %ﬁt@@&O %&
wiw; 2" run: Batch code: BCS—AB78877—OI—@€aterial: &CS—A@%@W@M&& sibstapee; Ogjgin
Batch No: BCOO 6454-11-4; purity: 98.8 %w/w). . & i,;?\ @ 6\ \% §
Adult earthworms (Eisenia fetida) were ex&ed ian @s%cia%soil @h 5%§pea&comte ) to thf:
nominal test concentrations of 100 mg tesi%temo/ 1@%9 dry ®eight §9il in the 1“@@5‘( run@nd @, 2@50
and 90 mg test item/kg dry weight arti@%i’al SQ{I\in tl;qg“d tésh run&% the & tes&gun 8 x 10 a@aals,
- @ G b treat Dot gion N nd
approximately 5 months old, for the rol %\Vell‘zas for&e tre%\\g ent @eup ¢ g In th test
run 8 x 10 animals for the contro&@oup%ld 4x10 ammalgg r t@onc@ rati f tiliy@treatment

groups, approximately 6 months (@, wes usedy @@ S &© Q ©@ S
Toxic standard: 1.25, 2.5, 5. Ca@%ﬁdazi@’ (36Ge a.s@@/ kg@%r Wei{,@t soib; col: untreated.
Artificial soil composition Was 7&@3% q&tz sand, 2@&) kaolin cl%§f?%° spjlagn(%m peat and 0.17%
CaCO:s. The vessels werg fept in@ ten@atu @%ont@lled ogm at 20 + %@ under a 16-hour light to
8-hour darkness pho%perioc@w &, light §§ns§9 at light period bé%(vegr@pproximately 400 —
800 Lux. Earthwo ere féd w@rie@mm@an SR Q x\
In both test runs, tes@tem K@mix@ into the soiy Aft days the mymber of surviving animals
and their wei alte%ﬁjon wis det&rmine% hek}vere ﬂ%n ovedigom the artificial soil. After
further 28 days; the @nb@&@f offs@ing as det%‘nin@ @
O\@ % %@ % & @ @ @7%
Dates @ork: @Q § 1* rl@ Se tgmbe@ to May 0@012
Ny 2% yn: @re Ber 165,2011 tagJuly 10, 2012
NN QR S
N @ PRSI N
“ & ¥ > & 8

Results: @ Q @? .

Validity Criteria > @Q N Q\l(em@lend@ Obtained
/@% § @’}%’ ?&@ %@ 1t run 2" test
. N R < N
N < 0 0
Adult motiality Q 2 > RN 0% 0%
Number of juveniles per r@acate@\ <2 § 30 282.9 271.0
&
Q
Coecfficient 0%@%&0&0{ rq})@uti@ Q <30% 18.8% 9.3%

All validity @ﬁ}‘teria@the y were me 7
> oS @@ Fre

To Verai\i% the@'}siti&&gy of'fhe test system, the reference item Derosal fliissig (Carbendazim, 360 g/L)
is r@inel%@swd @pconggntrations of 1.25 and 5.0 mg product/kg soil dry weight.

In ﬁ recent toxic standard study with the reference test item mixed into the artificial soil, was
perfortaed from February 24 to May 02, 2012. No mortality of the adult earthworms was observed 28
days after application. The change of body weight of the adult earthworms of the test concentrations of
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2.5 and 5.0 mg a.s./kg dry weight soil was statistically significant reduced in comparison to the

@6

The number of juveniles per test vessel of all test concentrations were statisti§y significant g uce@’

2.19 mg &.@./kg dy

weight artificial soil. Confidence limits (95%) could not be calculated. S <
The results of the reference test item indicated that the test system Was&%sitive to tb\c@efer@ce

control.

in comparison to the control. The ECsy for reproduction was calculated to

item. VC@ @& é}” \°\ @@
g ITFed
1% run: Effects on mortality, growth and reproduction %@the earthwo@s &© Q @© @Q}
> PR @
Propineb—4-methyl-azoline @ N @ 6\ %@ A
[mg test itemitkg dw@s;f@Q N g\a LS RS
T T o
Control & oo Q@ & o @% >
M@litx@:dult@orrps&a%er @eek&h @@ A ©§
Mortality [%] ®\% S @ | AN @7 6.@ @y Jg@ ©
‘O Bioma changey) <o N |
(change in sh Woight af@r 4 s rq@ve t(&@tlal §@h wq@%ﬁt) S
Mean + SD [%] 73.6213. 7 ~ 2 12:163 © f}

Nu%ber ;ig Juve@s pe@survw@g aduﬁ%wo%ﬁf%te; %eek%

Mean+ SD 7 83+63 ] s w3038 &
S0 S
[(‘24\\9 @&@um@r of J®enli@)er r@@catéﬁer kweekns\
Mean+ SD Ol 955 I o, 1229:267
D
»@ Q &\ Regpﬁfodg%ion cmg%?areé@ con@l [“/&@@
% to control s O O A NG [ & S 43.4%

* statistical s@;gﬁlfﬁcar@ compared tg@the co%nt%l (S@T@)E]\%@ test, Gdle- s&é&” smaller, o = 0.05)
N @
@© § @ %
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2" run: Effects on mortality, growth and reproduction of the earthworms

©

Propineb—4-methyl-imidazoline @g/
[mg test item /kg dws] S @
© @
Control 9 16 28 -l €90 @@
BN
Mortality of adultfworms after 4 \s@%{s O 2 5@
7 &

S
Mortality [%] 0 | 0 | o T o @ 0 of 5 @
Bigmass change ® v\g@ N L
(change in fresh weight afté®4 weeks rel%%se to initial freSh weigh% @© 7

Mean + SD [%] | +44.12£6.68 | +47.82+735 | +43.6%6.21 | +52.84 25550 +54.6p% 9.78}F +60,31 = 5.89\
&) o D
Number of juvegies per(%lbrvw@dg@on@ter @eks\ %,

Mean+ SD 27125 | 27733 [VY283=728 7289805 V24731 4 254435
S O

Nun{l@of jqug;liie\Ner r@licatiﬁterﬁ@@eks - @@j @Qj

Mean+ SD 271.0+252 | 277.0:887 [S986.85280 | 288.8+134 Jf\f}%@.l 473 €31.3

©
g@&@ R%ﬂdu‘@@% comﬁre%t co@ [0/@@ §J %@)
% to control - | %0229 [, 9210520 | O106s 7 [:9 9197 | 91.2
¥ O \%2)

SR R o o

After 28 days of exposure in'both test ru @Q‘lo wdims digd in th&conﬁle@grgL@. In (%16 treatment group

of the 1% test run one we@@{)in thr@e rephcates@nd 2 Qorms&onem lica@ﬁv%ﬁead worms in total).
. . kY o 1.

One worm died in the@ghes@e t copgentration 0@% 2" fost TR, @

Statistically signific, diffefent @es faythe @wh gbl\ative t@the &Uol@re observed only in the
. . n @ .,
two highest test ¢ ent@qonspg e} tes&run. Sifige thelgh&mcr@ of the adult worms of the

two highest teé&onc@naﬁo& Wasxhighed%han i@g\the c%trolis isgiot considered as an adverse
effect. o @,@ «;4\?© SN f;% L& O

In the 1% ré@ (limit tes% stati%@l{g@niﬁ@t diff@ent vglues @ the number of juveniles per test
vessel @ive to the éﬁatro@ere erved at tl@@est @cgn etion of 100 mg test item/kg dry wt.
artificial soil. In thex™ te@%run sq—r@%on@i%est)qgo statisfically significantly different values for
the number of ju@iles er tesgyesse@}gﬁ%lati&g@’() the @mtr%were observed.

@ @Q @? O o , § @ﬁQ
Conclusion$s®) O 0 N N @\
Overal‘i@ed on the bi?og@ an%@%tisti@l si&gcance of the effects observed on growth and
reprodu€hion, it is conc uded,Qhat the N @ fopsthis study is 90 mg propineb—4-methyl-imidazoline
/kg dry weight arti;@%al s@ Tb@the @era]@OEC is determined to be 100 mg propineb—4-methyl-

il.

o . . N
dazoline /kg d t 1 ©
imidazoline /kg dry weight ar &1@313 %8 o

@
Effects on m})@%lity, g%ﬁvtl}\@ re@ucgﬁm f the earthworms

Testitem ¢ > X Q Ko 9 Propineb—4-methyl-imidazoline
Test obje @Q G § Eisenia fetida
Exposur N A Artificial soil
& @@ @§ . MAdult mortality | Biomass change | Reproduction
o~ k2 [mg test item /kg dws]
LOEC O >100" >100 100
NOEC'Y 2100' 2100 90
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Metabolite Propineb-DIDT @ )
N >
S 2 ¢,
Report: I - I 0014:M-486083-01 @ N
Title: Propineb-DIDT (BCS-CU99534): Sublethal toxic1t)%o the earth Eignia
fetida in artificial soil 2 % N ol? &
Report No: M-486083-01-1 « o S L
Document No: M-486083-01-1 ©Q 2 & &
Guidelines: ISO 11268-2 (1996) @} 69 R © @
BBA, Guidelines for the@mg of Plant@rot@ﬁon @wdu Withitt &
Registration, Part VI, 2 J anuary (%@94 \ «:5@ @@
GLP/GEP: Yes & R LT N
@ \ @ @,
(@) & o
Objectives: % @’ @ Q o © @% )

The purpose of this study was to detme%he su thal @fects@w% th @st @m 0 repro@lon,
mortality and growth of the earthwg nia fetida de ang alim
y and g i i by s i

artificial soil in a laboratory test. & &N \ @ N %@9
NI @6 S O &
Materials and Methods: @@ o\& v 703 &@ Q (& (&

Test item: Propineb-DIDT (BCS- QU9953@§ BCS§ CodeyBCS ‘@U99§§% Ba@@h code: BCS CU99534-
01-01, Origin Batch N@ QES 11956- , LI ’g Nog: 133%%7 Cus om@rde@o TOX 10290-00,
analysed purity: 99.5 ng/w @ 6@

Adult earthworms ema@zdc@@bout@mon§ %were e%ose&o 10§ 18 — 32 — 56 - 100 mg
pure metabolite/kg\dry @ght &@1 @01Qontam@g 68&4 @rtz sa@d, 20 % kaolin clay, 10 %
sphagnum peat, D % @d and .5 % CaCQOyvat 18@ 21 @’ ’a phgtoperiod: light : dark = 16 h :

8 h (530 Ix) dnd W%§fed‘&v@h hotsé mdhure. M@rtal py-and b rnas@:hange were determined after 4

weeks and @Qproductlo% was dq&%}m @fter@\week@ @;%
Toxic &@dard 5 an@@o n@?ﬂu‘cd 50 FLC@kg d\@ control: untreated, solvent control:
INS
& O & Kl Sy 8
Dates of worl@ ©Q7eb 2(&?@’ Ap@L 17, @4 @
S COEEN .
© L 8 Q 9o D
Results: % ¥ % 9 @
Validity*Criteria N 0 ded Obtained
S oy (Nome
Adulemortality > O Q &10% 1.3%
Number of]uﬁﬂes p%feplj@ @ Q >30 127,132, 104, 90, 96, 129, 142 and 156
Coefﬁcwnt@?varl@n of(@)rodgion <30% 19.0%

All V{l?dlty @f’emaé@% the&udy were met.
@ @@@
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In a reference test, the number of juveniles was reduced by 39 and 100 % by the toxic standard
Nutdazim 50 FLOW (Carbendazim, SC 500) in comparison to the control. Therefore, the ob@red ©©

effects assure a high sensitivity of the test system. Q\ g
@ @ @
& ©.8
Effects on mortality, growth and reproduction of the earthworms after 56 days Q @ o
Propineb-DIDT (BCS-CU99534) R N Q\@ o
[mg pure metabolite/kg-3gil d.w.] @% A ) @
Control | 10 | 18 | 32| 560 [ 57100 | &
Mortality Q\@adult wormg%iter 4 weeks Q) N (@9 7
Nioratty (74 o T s b o0 S0 5] o g
Biomass ¢hiange’, Y
(change in fresh wWight afié? 4 wgz%@s rel@ﬁve to thitial frgsh weight) >
Mean (mg) 133.6 1248 wga O s o ®o & 933
Mean (%) 37.8 3560 )| 3685 | o 397 Se. >3

L3539
Numbe@f juv@es p@urvi&g\?{g a(@i worin aftex® weeks, mét
Mean 23 | At dw & g & 43

1 @ 4
S NumBEr of juveniles per replicat€after §Weeks®  «,”

Mean 1220 ] V1299 192 1Y [Oss” RO me? [ as
N ‘\w Q&roduct@n co&pare(@%coqgol [%]® ®)
% to control 10 7 | 50105907 [ Auo12qr | Sss9n L D63se, | 340

No statistically significant differefices between ‘(ﬁg\éontr
Binomial Test with Bonferroni orreé%m, J=0.05,
sided smaller) X N 9

N N
* statistically significan ifferen@om \: to tl@contr@r re@duction 9’ illia&t test,%qne-sided smaller, a = 0.05)
&, < @

nd tegt item were calculgted foﬁ@ona@qF isher’s Exact
sid%(@eater d fogxbiomass Willial@ ~test, [ = 0.05, one-

Propineb-DIDT@CS-‘g@%S&b s}%&\;%d n&%tatis@&ally &@@?iﬁ ’f? adSerse effects on mortality and
adult biomas@ang the@arthw@rm E'@@ia %ﬂ'da inyrtifi “; soilLup to and including 100 mg pure
metabolite/g;ﬁ soil g@ we?@ht, {9@9 the highesfsoncenty: tio@rz testedThe test item showed statistically
s1gn1ﬁc&@l>y adversoe @@:ts\ @@o@epr@ngj‘t 5\6 @@d 10@0@@ i metabolite/kg soil d.w.
Conclusions: §§3 N éw \© @’ & =
Based on the s@tisti@ ev atim@f t;]{:%reSL@s, theQoverall No-Observed-Effect-Concentration
(NOEC) wa@tem@%d t@@e 32@% pL{@meE{b@lit k?jsoil d.w., and the overall Lowest-Observed-
Effect-Co%entration (L@C) @detg@ine@é@ be égmg pure metabolite/kg soil d.w.

& 2 QQ @ L

N

N

Q
Effects on mortality@owt@pd re@)du&g@n of the earthworms
o @

Test item . @ &Q Propineb- DIDT (BCS-CU99534)
Test object &@ %% ng} Q Q Eisenia fetida
Exposure O N s Artificial soil
&@ 2y ©\ M@élity | Biomass change | Reproduction
@@ @QQ ©) QQ [mg pure metabolite/kg soil d.w.]
NOECY” & ISIES >100 >100 32
LOESS U@ AR >100 >100 56

&
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CA 84.2 Effects on non-target soil meso- and macrofauna (other than earthworms)

For information on studies already evaluated during the first EU review of propineb, please;@ to @6

corresponding section in the Baseline Dossier provided by Bayer CropScience d in the Mon@@aph. ©
S N

Testing on springtails (Folsomia candida) and soil mites (Hypoaspis acule?ér) was pe@m@with

the representative formulation and four soil metabolites o@ropineb. Thzgﬁrespondin&@lm;i@ies arg

ided bel der point 8.4.2.1. AP @
proviae clOw under pomn v Q@ @@ § %@ &
& O %, <
@ & & VO &
) R & & @
o 2 Qo >
N L @ N 2
AR N
A A T S
Q @ N N W&
%Q@b &%&°
D ETT s s e
A R SRS I 5
TS sy & °
St & . & v S @@)
N S
Q ) (IR R
o © O § O 9 O
o = ¥ S @ O 0
N e @&@Q@ & &
D O G S NN
o O N O Q& 92
\%@§@x@%%$@
v .o O ¥y 9O & )
F T S 0O
@& o © @Q@ @
S QO NTN N o 9 N
@©©\&K@\&\©§@§
>y & .0 9O «7 & D @
TS e SN IRy
N é}’@’@©©©@\@’
N T8 Ve &8
Q AN
§&©\@%&©
TS F s s §
@ O & .9 © O @
©©©\\\©
¥ o K & o
=) S o L2
@’ Q@Q@®\
NN N
S ¥ o O
> &
&@%qu&?@
& s o
% Q
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Table 8.4.2- 1: Ecotoxicological endpoints — Collembola and soil mites reproduction studies with active

substance propineb and its metabolites &
. Test species, . . . N N
Test item test design Ecotoxicological endpoint S Referenc{;e@ @
Collembola, reproduction @J@ S @w
Folsomia candida %
Propineb WG 70 reproduction NOEC & mg prod./kg dws
28 d. mixed .1 mg a.s./ S
’ Q
N © N
Folsomia candida @ S O
PTU reproduction NOEC 9.0 mg p%/kg@ayfs @
28 d, mixed N .
- &° \i@’ S
Folsomia candida QO %@ N 6@& @ ¢§
PU reproduction I@EC 3 mg pin/kg dws IS
28 d, mixed LSO D % Q
@ N r>\ & & ° AN
° R
Folsomia candid Q & é\g Q\ @9 <) @ 16532/?3}3)
4-MI reproduction & I\@%EC EN %100§g p dw@ L 473%3% 0.1
28 d, mixed » o O O O S KCAR42.1/06
& S T r
Folsomiq Gandida™ Q> v AN @% © S 710 48 0(5.2184)
Propineb-DIDT reproduction % §JDEC@§ @100 g pritkg dw{(@ @M.481886.01.1
28 ‘1&1@"6‘% D & o oo v O &KCA842.1/08
2
Soil mites, reproduction, & © S} A\@ O é& W O
% §f R TR 2
Probineh WG 50 @ ypo%pisac er NOEC Q" 56a3g prod./kg dv@ 111048087 S
ropine mlcxl SO 301 mg Es kg dws M-421441-01-1
@ = LU x> N KCA 8.4.2.1/02
7 L2 & O 9 2014
2 @ypoaspzs ac@elfer \ § 03 > 14 10 4% 09 6)S
PTU & re uig @ NO & mg &/kg dws MLA84793-01-1
2N o L O ”\9 O KCA 8.4.2.1/03
& O = B o011
@@\ Hipgaspis é@%’f % v é@ e H56/1 |
PU re@gﬂn@ NgEC & 0 mg pm/kg dws M-415889-01-1
Y @ - KCA 8.4.2.1/04
R
% Hy oaspls@glelf@% I 2 %@ (2014)
4-MI @7 oduct N‘&C ©\ >100 mg pm/kg dws EBLHNO054
“ @1 d, m%ed N M-487109-01-1
Q X KCA 8.4.2.1/07
- 2014
Propineb-DI o g; Oélsp ncul& N%%EC >100 mg pm/kg dws 1410 4; 094)8
ropineb- 9 21 @) =100 mg pmikg aw M-487493-01-1
& e g KCA 8.4.2.1/09
dws = d@elght@ﬂ a.8o= ac@ substance; pm = pure metabolite, prod. = product
Bold values @omtsﬁt%sed iR risk assessment
S
&S

&
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CA 84.2.1 Species level testing
& &
Report: v -2011;M-416315-01 @ o
Title: Propineb WG 70A W: Effects on the reproduction of th@eollernboleu@ ©®
Folsomia candida @
Report No: 111048088 S % @ 2
DocumentNo: ~ M-416315-01-1 © %
Guidelines: OECD 232 (2009): OECD Guidg}ine for testj of chemlcga 0@2 v\g &@
(adopted 7 September 2009):Collembolan ¢e roductlon\g il ISQ Q)
11267 (1999): Soil quallty hibition 0 productw&@‘ Collemb l@© @
(Folsomia candida) by s llutants @) Q @ % @}
GLP/GEP: Yes Oy N Q
@ NS
& @@ O S N
A @ Q@ > @g @% %
Objectives: % \ \ > ) § @

The purpose of this study is to dete nf'? 6&1‘[13&]%@26 efféets of@lffer@ co

Q : .
item on the reproductive output ofJhe g%,lembﬁns @fmmz %cw%@‘@a a3 rep@énta@}e of soil

micro arthropods during a test pe@l 0%8 day@% > ®®\ o ©@ @Q \%
o .~ TS @S @ 9 &
Materials and Methods: «:§ ~ @ s @

Test material: Propineb WG 70&\7\/ %@m le @escrlp@(ﬁ)n TOXO@@'}' gBat D EDFLO010973,
Specification No.: 10206@006‘%6 02,”Mat;

étial Noy: 05468906, anal dient: 69.8 %
@21)1 e a o @ analy @ ingredien 0
w/w Propineb (LH 3@) w@ sohability: dispe %\ @ é& &\

Ten collembola (@ days old ere*@@poseﬁ 18, 32, 56 and 100 mg test item/kg soil dry
weight contam1@4 7 ‘@qua@%sand %/ Kaolin clay, 5‘3@ r§um and 0.3% CaCO;3, at 18.0 -

22°C and a p&@ope@ light : da@ IQ@’ 8 20 @x) a er@fed weekly with granulated dry
yeast. % KO S S D @ é&w
Mortah‘%s&nd reprodu were’detet@iined a§ ter @day&@ NS
Toxic é%andard 44, 6@10%%0 and 225@@ bc&@ ac@il}%g soil d.w.; control: deionised water, solvent
control: none. @ @ \ Qo
& % & & %@ O
S Shot o0 A

Dates ofwo@ S ©©© t% 01& Ag@ t30, 2011

F &7

) S &

Results@’ .9

Validity Criteria & N @\\Recoghﬁended Obtained
N > N R

Mean adult mort @ Q% 20% 6.3 %
%Q] @ [\& 0 (V

Mean numb@ Juv%g%s pg st vesgel @ >100 436

Coeffici »-@ @on ot@epg&@galon <30% 10.7 %

All V&\?ﬁty c@%?ia t@ﬂe sttidy were met

Q& S

&
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Effects on collembolan reproduction after 28 days

Propineb WG 70A W . @ L
[mg test item /kg soil d.w.] N O@ v
S S @®
Control 10 18 32 086 go N
N
Mortality of parental L °\U . 9 %@
collembolans after 4 6.3 5.0 7%@ 7.5 @ 7.5 N 45.@§\ @Q @
weeks [%] Q a ke o
— O N Q)
Mean number of juveniles 436 491 @>34 %99 430 5*" e @Q}
after 4 weeks N Q % L e < o
®)
CV % 10.7 151 @ 263 b 44| s x\D R
(@
% Reduction of @CS% @@ %\) &L\? é\} Q S ”
reproduction compared to - 3 ‘&9 0O @2 @ § 58 % &
control % @ Q @

<
* statistically significant differences compared t%j\fe coﬁ:tg\i (a 1%er S % t Bmgn@al Teé\f%wth ferroni Corregjon for
mortality, a = 0.05, one-sided greater; b Welch- tz&’é& for eneous \@mncegﬁwnh ferr(@ 'Adjug@nent for

reproduction; o = 0.05, one-sided smaller) gé\’ @)
Calculations were done using non—rounded& ues @y °\ ”\a NS § N S @)
S O

Percent reduction: (1 - Rt/ Rc) * 100 % Q N @Q \
Rt = mean number of juveniles observ@ in thgtreated @ps N @ N @ Q
Re = mean number of juveniles obseyed in the congél group Q @
Negative values indicate a higher l*émodu%ve perf@) ance{ompar%gto con@@ \@ &
& Q N3 @ § N @

<A
The test item Propineb WG 70§W S o?ved § y 51§r~ :%gtly advérse e@ts on adult mortality
of the collembolans @Som@v cangida m@rtlﬁchsoﬂ?@b 100 fg te tem/&} soil d.w. The test item
caused a mgmﬁca@edu@{lon 0 pro&%tlon of th lem@lans FOZSO@I(I candida in artificial soil

at 100 mg test 1@ %&9 dr}&%ﬂg&t 1.e. te&\hlghiﬁt con@ﬁr&@% tested
@ @ % @ K f@ @© O @
Conclusio @\ 3 @%
The ov@l No- Obser\@" Efi Co@ntratlon (NQEC) %@s defermined to be 56 mg test item/kg soil
dw., e&l the LOW§ Obsg%d ?Eﬂffect cen&@wn E%OE&Q was determined to be 100 mg test

item/kg soil d. W @
% @ &
Effects of Pr@eb V&@WAOW onoc\%»em&@ns &Qmahy@i‘ statistical analysis

AN W ,%,N ¢~ Profiineb WG 70A W
& & mQ @ fr%mg testitem/kg soil dry weight)

N I Mortality <O Reproduction
LOEG. IS RS 100
LCs0PECso R @iés Q 96
95% confidence @mit, N
lower - uppe:rAf$@m ° @ @2 17 (92 -98)
NOEC @ N 56 56
Refer@e te S

In t@mes‘t@cen@d}gocmm project No. R 11 10 48 004 S, dated May 05, 2011) the ECso was
de%érmm@b to be 107 mg a.s./kg soil dry weight. The LCso was determined to be 193 mg a.s./kg soil
dry wéight. The NOEC for mortality and for reproduction was determined to be 67 and 44 mg a.s./kg
soil dry weight, respectively. The ECso value for the reduction of reproduction was close to the value
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of 100 mg a.s./kg soil dry weight as stated in OECD 232 (2009). The ECso therefore showed that the

test system was sensitive. ’ ©©
@\ (g
sk ok sk ok ©© @ @
@ S8
& L o
y s 7
Report: I I 0 1 11142144101 NN
Title: Propineb WG 70A W: Effects onthe reproducti@ of the pred@ry @% @
Hypoaspis aculeifer < @Q %@ > é\” &
Report No: 111048 087 S @ & o> R S &
Document No: M-421441-01-1 % R 22 @ S &
Guidelines: OECD 226 (2008): Predatory mite (@oas&l@(G%!ael .,‘s\ &iter g
reproduction testinseil = ©&° < &% ¥ @ NN
GLP/GEP: Yes Q Y9 & & U & \
AN O S
O NI S gﬁ§®@
SN @ & SIS SRS
Objective: ©Q & SRS @9 §) @ B@y o
The purpose of the study was @asses@?the cffec s?%’f P ineb@VG @ W n nfertality and
reproduction on the soil mite @ecie&%’ypow@w a@#e@%te wurinn sugi of 14 days in
artificial soil comparing con@ andoﬁfeatm@t. A @ ¢ ©
W OO o SN L9 .
© O & & S
Materials and Method3$s, 9 § * %, N

NN
Test item: Propineb 70 (%@1 nane: P@@WG\%A @San&gle de&%tion: TOX09313-00;
Batch ID: EDFL2§ 3; Specification 102@000@16 —@2; puri@ (anaf?sed): 69.8 %w/w).
Ten adult, fertilized, fenfale Hypoaspisaculéifer peé%plig@ 8 @ﬂtrolicates and 4 replicates for
each applicatigd rate ere@xpos@\to %i@rol gg%ter &eated@d treatments. An additional 2 test
run with changed @cenﬁ%tion%of th%;[]est it&% waserforfed b%use no NOEC and no ECs for
reproductiofi could bﬁe i fr@g e re@ﬂts f the @est@ Concentrations of 100, 178, 316,
562, I@mg test ite kg dipweigh soi@w&s te§ted in‘the 155{@1 und 5.6, 10, 18, 32 56 mg test item/
ke dry weight soili@the Z&d\run.é\ﬁ S é& S
In each test ves 0 @Nﬂ W@‘lt %%ﬁcig}rxs%}\ijl Vgre W@ed in. The Hypoaspis aculeifer were of a
uniform age n@j diffeding n@% tha@thre@ay§ @' run‘@9 days after start of egg laying; 2™ run: 35
days after s‘cﬁ of egé la@). ?mg @ test{%}ley e fed with Tyrophagus putrescentiae. During
the stud emperatul@of 2 2 O@j\gnd @g@% ge\%gjgme of 400 — 800 Lux, 16 h light : 8 h dark was
applied.¥The artificiab soil wa preparedeaceording to the guideline with the following constituents
(pelié\ﬁtage distribiition o{@ﬁgh‘[ @@s)is):@S% fine quartz sand, 5% Sphagnum peat, 20% kaolin
clay and appro@nately 29 &&lciu@ carbanate (CaCO3).
After a per‘:@f lﬁﬁys, su@ing adults and the living juveniles were extracted by applying a

temperatu adignit u a&lg\/IaCFen high-gradient extractor (heat/light extraction method).
Extrac‘%&mitg&re cc@lecte@] a fixing liquid.
SIS
D@& of erim@’tal é@rk: August 16, 2011 to November 14, 2011
&

&
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Results: .
Validity Criteria Recommended Obtained Obtained @ @6
1% run 2" run Q\ @
. S5 @ &
Mean adult mortality <20% 2.5% m)@&S% IS
Mean number of juveniles per replicate | o N N
(with 10 collembolan introduced) 250 - 2718 % 2733 /2\© o\§ é\f@
Coefﬁcient. of Va.riation calct.llated for the <30% Nal 15.7% Q@ 7 %ﬁ D) t0\9@ &@
number of juveniles per replicate " ® [\Q S Q
9 S S S &
All validity criteria for the study were met. Q?% N @@ Q \& © @}
@’ 6 %, %@
~
Effect of Propineb WG 70A W on Hypoaspis ac@tfer&@ 14-@37 ruct@ studf@’ & % %
15t run f\% °\ @j @Q@
Test item @ N Pro;@eb W% 70A® Hy@}spts letf@@ﬂ @
Test object ©Q qix @ @ A@cla
Exposure 4 @ v
mg test item/kg dry weight < Adult mo@hty @ n nu@ber Rem\ﬁuctlon
artificial soil @ | @ L @jdventlps + s@ %5 (% to control)
Control R @35 Ul 2918, ¢y 427 o -
100 15 o> | @110* A RIB e 595
178 .2 9 0 o ¢t wF XN B 100.0
316 O e 5 Y e « £ V1718 97.8
562 &7 @ % 25 & | N5 O £ 0,6y 99.8
10000 Al 300 S 0%, 0 100.0
NOEC eproduction (m@st itefkg diw weiglthartifisial soil o 9 @& @@ could not be
LOEC,e,mductan (@ test idm/kg dty weight artifisial soil) ' determined
* statistically m@ﬁcant@?ﬁ'feren@comp@d to é%ft)rol (%her s %@t B11 T@t for mortality, o = 0.05; Welch t-test
for reproduction; o = 0¢08) N %
S & & @ s MR
2“drun&@ . @ @ L . S) L0
N Q& > Q & N
Test @J‘ﬁ N @’Pm[@eb \%G 70A W Hypoaspis aculeifer
Test @bject ) @ @,&9 L5 & & Artificial soil
E@posur@Q fQ O o O &
mg test item/kg dry &éigh@@ N Ad@i mor@iity @ Mean number of Reproduction
artificial soil ") (%% @ juveniles + SD (% to control)
L8 control © o |9 & - 273.5 + 217 -
5.6 <O 25,9 275.0 + 427 -0.5
= 100y ) LY &7 278.3 + 18.7 -1.7
18 RS © 293.0 + 227 7.1
@ @ NS 274.3 + 6.9 0.3
56 = b 5. 0 241.3 + 415 11.8
NOECrepmd i st 1te@‘kg dry weigh€Qrtificial soil) 56
LOECepro@ation ( test it€m/kg /@ weight artificial soil) 100

No stafissic cally@gmﬁc t diffepeiices compared to the control were calculated (Fisher's Exact Binomial Test for
mort{ * @ t-t-tést Tor reproduction; a = 0.05)

@@
Qrtal S

Mo ?
In the Control group the mortality rate was 2.5 % and 3.8 % in the 15" and 2™ test run, respectively,
which is below the allowed maximum of < 20% mortality. The observed mortality rates for adult
mortality in the test item treatment groups compared to control were not statistically significant up to
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and including a test concentration of 562 mg test item/kg soil d.w. (Fisher’s Exact Binomial Test, a =
0.05, one-sided greater). However, a statistically significant effect on mortality compared to c@ml o
was found at 1000 mg test item/kg soil d.w. The No-Observed-Effect-Concentration (NOEC)@]d théy?
Lowest-Observed-Effect-Concentration (LOEC) for mortality were determi to be 5 @mg @t
item/kg soil d.w. and 1000 mg test item/kg soil d.w., respectively. v IS @

> ' 2 2
Reproduction: @ @ é\a @Q @
The test item caused no statistically significant redugion of repro@tion up toy\g in Qdm test©
concentration of 56 mg test item/kg soil dry weight (Dunnett-gest, o = 0. 0@ one-sided @alle@
However, statistically significant effects on repr@on com&rg to @ﬂrol@ere @nd 1nn1®at
a concentration of 100 mg test item/kg soil d.w. (Welch.t tesi,g?&’ Q£§ on@ded@nallgf}v 2,\9
Therefore the No-Observed-Effect-Concentraion Cyfor reprodu t@n is § mg test 1te%/kg dry

weight artificial soil. The Lowest-Observ Effe@onc@maﬂ L forre ro@ctlo 10
g velEffeapCon @( % ) e w5 100 me

test item/kg dry weight artificial soil. N Ao
&S 5O %\ S @§
SEESIRSIRIY RO

Conclusion: 'S RN EVEN § N § ©

2
The NOEC eproduction 1S 56 mg tes Qtem@g soibg.w. and th OE&@H,@ @100 fng testitem/kg soil

Q
d.w. Q@ \& © @@ g@ @Q & é
i Q .9
S @ T ey
Reference test: . @ © © § & o § @

A
To verify the sensitiyity of @ test system, th CI‘CI§ item Dlmem\ﬁoate& 400 was tested at

concentrations of 4.19,°5.12 @1’40@@0 ang 10 0@15; @g o@dry @gh‘t&
In the most rece udyéBmCh@l p@ct {0 NDITO 4%03 2, date@a@\/larch 29, 2011), the ECso
@

(reproductlon) {as ca lated %@ be @4 mg &s./ kg@%ﬂ 4w %,
§ te

The results ofd @enc&@st derfdnstriite thesghsitiyity of st@ystern
S T Y o &
R R
Metab%ﬁte Proping%@progx%nethioure@éPTQ KN

. N
N A
5 & & & = &
Report: @ ©®CA@§%.2 140: U. @)1 4;M-484500-01-1
opylenthiouten (BAA663 86): Influence on the reproduction of

Title: Profiheb;

% %%e coll ol ’%\ipeca @701&\39 ia candida tested in artificial soil.
Repor&: o -&811-169/14 & ©\
Document No: @M- 500@-1 @§ N

Giidelines: (200@ O@D Guideline for testing of chemicals No. 232
@° (adopt;g 7 @em&r 2009): Collembolan reproduction test in soil

GLP/GEP: & Yes
& S Y
Yy O & 9
Objectiyés: o O
The 0se @his udy Was to assess the effect of propineb-propylenthiourea (BSC-AA66386) on
survigal andgiepro on of the collembolan species Folsomia candida during an exposure of 28 days
in% aﬂi@al soil comparing control and treatment.
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Materials and Methods:

Propineb-propylenthiourea (BCS-AA66386), analytical findings: 99.3 % w/w AE B007299, in O
batch no.: NLL 3790-7, customer order no.: TOX10062-00, CAS no.: 2122-19-2, batch code: Aﬁ§
B007299-01-01.

Since the 1 test run on the test item did not provide a final result, a 2".4&st run was<perfo
studying lower test concentrations. In the 1* test run 10 collembolans (9-12 days old) perep icate (8
replicates for the control group and 4 replicates for each treatment grour ) were exp\(@d oto@ontr&f@
(water treated), 10, 18, 32, 56, and 100 mg test item/kg dtfificial soil di& weight. In the ZHd&e%t runQo
collembolans (10-12 days old) per replicate (8 replicatesvor the cont@ifroup and é@pli@s forgach <
treatment group) were exposed to control (water treatéd) and 3.0, é@and 9.0 mgiest it% g ici

soil dry weight. Both runs at 20 + 2°C, 400 — 800 \\@ 16h light : da%., Duriq; the@tu y, they wete
fed with granulated dry yeast. N @ QO ¢ @}
Mortality and reproduction were determined after28 days. @f@’ v;?\ Q 6\ \% @
& @ A @% @’% § AN
Dates of work: August 23, 2013 tgebm@@' 19,@14 Q & @& %
Results: @} N (NN & DN §
Validity Criteria @Q R@b\(’)mm@ided@?}?’ @Q &tai@ %
S e MRS
) st ot
| 9 12 @\6 OE © lh @@ Ko
Mean adult mortalit SR Qs O essy | O 15%
ean adult mortality ®, é\ @@) @_ % o %\ '\@9 L 5%
5 . o Ko
Mean number of Juvenll"e@%ei@gst Vf;f@l § (@QOO m@ Ko @.8 /A? 1372.3
. v S - o 2
. _ . K O | & o
Coefficient of mrm@t@p@ oirc@'od?n @ §< é@ o8 @_; 940\ 4.9 %
Q ~N 0N . 9 N
All validity cri -f fo%he study wege met \\ QO v L §
S Q <oy S
9 @) @
TN g S %
N & .9 R
SENES) Q
§ RN > & >
@ 9O g © o .0 %
W OO0 oD
SRS ,%Q & @
=) % S @ %
X < S) @ @§ D
S ¥ & Q
@° N >
s A &SR
@ < Q & ©@
@ o
<&
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Effects on collembolan reproduction after 28 days

&
Propineb-propylenthiourea (BCS-AA66386) N\ @
[mg test item /kg soil d.w.] S @® &
1 run o3 NS
Contr =N Q AN
N 10 é%; 3& 56 - . \1@) V g
Mortality of parental X v O |Q e
{ @SS
collembolans after 4 weeks 3.8 15.0 & 7.5 " 5 95.0 Q 10@
[%] © > . 1O & @
Mean number of juveniles | 12706 | 1040&7| 12238 | .58 |Y 05 | 22042
after 4 weeks ’ C&' &’ g@ %Q '%@ % IS %
CV % 105.6 | 1021 {0 1304 g 2208 55 S | 407
% Reduction of reproduction 0 O ~ N "~ @@ @
compared to control * @%%2'6 - %}%'3 n@’ @{%4 5-Q % - 16@
Qa2 N o & & S
C@%‘ @ 5 0" " \L @ SRS 9
3.0 5.2 0 O L -
| a ° > @? M S & -
Mortality of parental @ & v S © @Q YIS &
collembolans after 4 weeks «| g% @)@I0.0& @}5 &é X 5@ & - ) i
[%] 5l O & O © &f 2
Mean number of juvenilés @ . NS
after 4 weeks & @% ‘?i@ 9'0©6J li 0 S 128%8 @ § 0
©
CV % § 769> | 169, o 2 - L

% Reduction of &?ion PR
compared @ contfd d% 5| ons. AN 93@5 § 93$ g i

* = Welch-t test Yor 1nl®ogen<e@us variances, onle\\-SIded g@aller@ 0.053. = s1g@?ﬁcant n.s. = not significant for the 1st
run, Wllham @@est one-sided- smallergo\\({@ 0.058, = s1g®cant 1@ n(@jlgmﬁ@ for the 2nd run

@ L L < N
Obser&»ﬁons @ @ {° \© e \©
Mortality: Q\ O Ko (& S

In the control gr@ﬁ) % (1s %} 7. 5&"7@7 (2“d run) %@he adult Folsomia candida died which is
below the aIIO@ed m@ 0,70 m@tahty@

I
Reproductg' n® ©© ©\ Q @g@ @6
COHCCT@ the numiser O@Veni@s inthe .J®vtest run statistical analysis (Welch-t test for
inhomogeneous Va@ces oné-sided smai er, (‘i@ 0.05) revealed no significant difference between
control and the U%atme@rou t 1@ g item/kg artificial soil dry weight, while all other
treatment groups 1nc1ud1@ 10 fig test item/kSartificial soil dry weight were significantly reduced.
In the 2" test 1% no sgatlst ly sigmficafp effects were observed in the treatment group 3.0 mg test
item/kg aﬂ@al 1ghti§’epro@1ctlon 101.2 % of the control). In the next higher test item
groups 5 mg t g artfficial soil dry weight the reproduction was 93.4 % and 93.7 %
of the ¢ rol icating a s§( ical significant difference of 6.6 % and 6.3 % (William’s test, one-
sided sm lle =0 @g), reSpactively. Since the observed statistically significant differences at 5.2 and
9.0 @g test@tem/kg’ artificial soil dry weight are very low and no dose-response relationship was
obs¢rve se differences can be regarded as not biologically relevant.
There the biological relevant Lowest-Observed-Effect-Concentration (LOEC) for reproduction is
considered to be 10 mg test item/kg artificial soil dry weight and the corresponding biological relevant
No-Observed-Effect-Concentration (NOEC) for reproduction is considered to be 9.0 mg test item/kg
artificial soil dry weight.
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Conclusions: D
The overall No-Observed-Effect-Concentration (NOEC) was determined to be 9.0 mg test 1tem@ 501@§
d.w., and the Lowest-Observed-Effect-Concentration (LOEC) was determ1@d to be 1 ‘%t
1tem/kg soil d.w. @

\
Reference test: % @
The most recent non-GLP-test (FRM-Coll-Ref-24/14 %ﬁ _ March 1@2 w1t @ @
reference item Boric acid was performed at test concentrations 44 @7 100 — 15@and m@«orlc o
acid/kg artificial soil dry weight. @
Boric acid showed an ECso of 90 mg test item/kg=yrtificial soﬂ@ry §5 % @nﬁden@: li @
from 68 mg to 119 mg Boric acid/kg artifici 1 dry wi %ht) fo@repro (a%@icco@ng
analysis using maximum likelihood regression. Thg res ] 11% e e m ded\i%nge the
guideline (about 100 mg Boric acid/kg artlﬁd@ soﬂ@ry A/ ht)
The NOEC eproducion Was calculated to g B@ric a@kg Qlﬁ(:@l soﬂ&ry @ ht
accordingly the LOEC;eproduction 1S 44 or c%md/ artifigjal s&ﬂ%lry Wight.accordin

ams
multiple t-test procedure, o = 0.05,@pne-sided sn@ ler, Ql§hls sBows Tq\tlﬁlt t test@igan§ are
sufficiently sensitive. ©Q QQ% @ @ @9 §
SIS
R 2 @ffj‘** @:@ @@ &© ©@ ®@ S
@ %

. S)
Report Mzom@m R
Title: Propineh-propylénthiogtea (BLS-AAG6386 )\ Effe n eproduction of
the p@w mjte H@§sculeé§; &, S . §
Report No: @ § w\ﬁ\ S) & &\
Document No: @ M-Q8479 -1 58 @Q @
Guidelines: @ & (20&8) redatory mit yp@%pls olaelaps) aculeifer)
Q (8uct10 est isoil %& S §
GLP/GEP: O Syes. | N 9 & 6 @
% P e v Y e o
o\ Lo R \
A& s & & o S & S
Objective: O O I = Q" & & L

The purpose of @ stu Was@ det 1ne%@entlagffe@ of the test item on the mortality and the
reproductive (@tput (@w @ mlt@spec@Hy spis @guleifer (CANESTRINI) as a representative of

soil micro- a?@ropo du@ a %sg\perl@of l@ﬁys

) S
@
Maten@ and Met @%: Q @

Test\%em' Propinéb-pro thl(@’rea @e BCS-AA66386, Batch code: AE B007299-01-01,
Origin Batch Iéz;) NLL @ C@ No&@lﬂ 19-2, LIMS No.: 1308795, Customer Order No.:
TOX 10062-0Q analg%ed p 9@@% W/,

Ten adult m@ (femates) Jere exq sed to 100 mg pure metabolite/kg dry weight (d.w.) of soil
contalnlr@&M 7 qual@ san@o % kaohn clay, 5 % sphagnum peat and 0.2 % CaCO3, at 19.7 - 21.2
°C and a pho@etﬁlght@ark =16 h: 8 h (517 Ix) and were fed every 2 - 3 days with Tyrophagus

entige (SC ortality and reproduction were determined after 14 days of exposure.

éﬂ @@ard (Dlmethoate EC 400): 4.10 - 5.12 - 6.40 - 8.00 - 10.00 mg a.s./kg soil d.w.; control:

untreated, solvent control: none.

Dates of experimental work: February 04, 2014 to March 04, 2014
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Results:

N N
Validity Criteria Recommended Obtained S @@ K
Mean adult mortality <20% 5.0% ~N O
D
Mean number of juveniles per replicate - % § AN &
. ) > 50 244.6 . 9«
(with 10 collembolan introduced) o) < I %\ N Q
Coefﬁment' of Vgrlatlon calcglated for the <30% 11.9% Q @ § % &
number of juveniles per replicate & . (@) é\g Q @ N
<}
e N 2 @ N &@
All validity criteria for the study were met. QY NS @ O o @D
Q Q@' \ @ 6\ o % g§
S & = &% 2 @Q o
Effects on reproduction of soil mites after 14 &ys Q%%a @Q Q < @& @ (7& °
@ s
Endpoint g\ﬁ \\ &%pme%prop&l?\hthlo@a (B§§-AA663§6) §
Q@ g > {@% pur%@ietagallte/ ild Q%f Q
&© @%% @ﬂr&@? @ @ 00.%
Mortality of soil mites after 14 days @) & & 5 @ A @) 3@ @\f 78
Mean number of juveniles afteré&@dayg o o @% Z{@ 6 S @U 222.5
CV (%) % % B & 119@9 2 | Ug.s
Reproduction (% to contrgl) S @))Q A 91
No statistically significant differences’com d to cont ol we ul @hl 26@%& or mortalitye = 0. (@
Calculations were done using n(mgounde % %
Percent reproduction: (Rt /Rc 0% @ sﬂ\g @ Q
Rt = mean number of juveni 1te%$tthe treat, roup@ @ @@ @ @
Rc = mean number of juv mite; he ceqtrot groug,, . &
SN NI RS

RV
The test item *pln@vprop@enthl@lrea @@S @663&@ sh0€§§ HO@tatlstlcally significantly adverse

effects on agult mortality and re@odu%on 0

at 100 @ure metabo@}é/k@ﬂ dr&Weight.

@
\ %
Conclusion: @ &
Therefore, the o@erall@

pure metab@/kg 89 dlé%velgm and\@e m@%l
was deten%ned to be > 1@ m bol@%g s

& 2 Q N

& <
‘&

O
Q\

e pr@ator\@mlte @zpoaspzs aculeifer in artificial soil
&

§1fve @%ffeet\ once@ératlo&\IOEC) was determined to be > 100 mg
t$§west -Observed-Effect-Concentration (LOEC)
dry weight.

Effecst\(a)n mortality rep@uch@f Hg@aspzs%culetfer
Test item @ &©Pr0p1neb-propylenthlourea (BCS-AA66386)
Test object Hypoaspis aculeifer
Exposure A~ %% J@ § Q Artificial soil
%, § N @U Adult mortality Reproduction
(7% S © ) (%) (% of control)
NOEC & & 7 > 100 > 100
LOEGC > O &) w > 100 >100
) '
& & &

&
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Metabolite Propineb-propylenurea (PU)

Report: I N 0 42041401 > i
Title: Propineb-propylenharnstoff (AE 1379609): Influence gfsthe reprodu@&gon o@g

the collembolan species Folsomia candida tested in artificial soil & @ i
Report No: FRM-COLL-130/11 N Q ¢ %@
Document No: M-420414-01-1 @, v\g\ \O\ N @
Guidelines: OECD 232 adopted, September% 2009: OE 'l Gllldelléé) for@@stin&@ &

Chemicals - Collembolan Re@goductlon T{@ in Soil é\a Q @Q ©
GLP/GEP: Yes = Q & Q h O .Y

@
\% . @ b > D . &@ 4
& @@ %Q é% % IS S
Objective: © (GG b@ LS

and reproduction of the collembolan @mes@blson@ﬂ canili
artificial soil comparing control and m@@ RS § > S @
Q Q)

Materials and Methods: @ %@ @,@9 @© @® @ ©© ©© N
Test material: propineb- propi%nureaNAE@79609@7(ana§ytlcal&@mdmg§ 98 % w/w,@rigin batch no.:
RDL 125-21-1, certificate . Aémsé?zm@o 1109639, batchode:-AE 1379609-01-02.
Since the first test run ofsthe test item @id n§ a fifal result, a s&ﬁnd § run was performed
studying lower test ¢ t@ns&@collel@ool (102@ dayé%ld in the 1%test run and 11-12 days
old in the 2" test per, rephca@ Qgg%ates%r the@ontr@ group and 8 I%phcates for the treatment
group in the 1% t@ & rephicates Tor eath trea@%nt @up 1@§the / test run) were exposed to
control (wate @eate @nd 1 0 mg t 1ter®(g &Q%ma@oﬂ d§welgﬁ%ﬂm the 1*! test run and 10, 17,
30, 52, and 9? mg f@t 1teﬁvkg a(%lﬁm 011 @vel in thépnd t&s@run at 20 = 2°C, 400 — 800 lux,
16h light-<8h dark. Du 1th la&ary yeast.

2 v@ O
Mortaliy*and reprodL@lon, e dete n@%after day& .

The purpose of this study was to assess t&&%ffe’@g@f @mel@r py@ure E 1379609 Zgﬂv
i 8 dag>1n an

@
/

N
Q\ < & &, & <
Dates of experl@nta@ @uly@ 201%‘[0 O@ober @ 2011
@ @ .
Q @ Q \ \ \
Results: @ Q Q @(f‘@ @7»6
Validity @eria & Q© @'| R mm{i@ed Obtained in this study
S 9
MIESIENEE S 1 run 2" run
O @ N
Mean adult mort@fy @ @)& <20% 7.5% 13.8 %
Mean numb@ JuveQ%s p phcat %)
(with 10 call o@% intzaioed « =100 1491 1389
Coefﬁc@g of v alcul for the <30% 152 9% 173 %
numb fj _]uV eph&g
N
% >

All Va@ criteria for the study were met.
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Effect of PU on reproduction of Folsomia candida after 28 days

Test item Propineb-propylenurea (AE 1379609) § ©©
Test object Folsomia candida Q\ @
Exposure Artificial soil @
mg test item/kg soil dry weight | Adult mortality | Mean number of juvenil@@J Reproducti%n 0\
. . o
nominal concentration (%) + SD % 01; c0©@rol) S %@
1% run D oy N J@ @
Control 7.5 14914+ 92271 o N & A
100 23.8 &1146.6 £ 1230 | & 769 o %©
2" run J Q < < @
control 13.8 59" 1389.4 @%40 5 O - a
90 32.5 1250.3.0° ﬂé\ 14920 | ) 90.00s N
52 35.0 & @ 134457 & 1887 | S 96.8ns
30 17.5 13895 &% 33 [T 920 °
17 24@5 | 1389.5 + A 5625 100.0% 4
10 /&5 \ o333 7 A 1045 [ &7 10320
NOECeproduction (g test item/kg dry wei j/ Ko N %, @\a @ Qo O
LOECeproduction (Mg test item/kg dry wef &% S8 o ) @ 100 &
The calculations were performed with un-rou: values @ > v N
* = gtatistically significant (Student-t test one-siced-snégler, o —@)5) @ S} Q O S
n.s. = statistically not significant (Wllll%@ test o\ﬁ&ymded s@ler Q 05) Q& @ ©©> é
L 8 & o> @ & \@ %
Mortality: 2 Q) @ N
In the control group 7.5"% (15‘%1n) ang@B 8§(2“6un) @B adut F olsOmi @ndzda died which is
below the allowed makimu < 20% mortalit X
gim W‘@ 209 Y@ N O é& N

X
. SO § Q@ @ @© @ @
Reproduction: & (O /S o \ \ @ @& S

Concerning th un@ of @Veni]ésta 1@&31 malymgsmd -t testf\”one sided smaller, a = 0.05)
revealed st%stlcall%lgmﬁ@ant @}ffere&ge bet%?en c@rol afid they\t%atment group in the 1* test run.
In the Zn&test run W@ms@est @ s1de@sm er, 0 Oi%vealed no significant differences
betwee%xcontrol and 48y trca@ent group @bhe 2Ctest r&ﬁ

Therefore the No@serv%d Effé%t’ Ca @ntr@} @ éﬁ%r reproduction is 90 mg test item/kg

artificial soil dry@yven The bsemd E ect-Coneentration (LOEC) for reproduction is 100
mg test item/ artlt&)@ ry w&ght . @@j

% @ Q @@@ @
Conclusj @9 "

NOECreproductlon 90 @tes I'tlﬁ “ SOll@y welght
LO&&epmdumm IOMg @ ten% al dry weight.

Reference 1@& %
The most& n‘g@on- -test\ﬁ(FRoll -Ref-15/11, U. _ March 08, 2011) with the

refere \Q(? em Boric ac% wagyperformed at test concentrations 44 — 67 — 100 — 150 and 225 mg Boric
acid/@wr‘[iﬁ@ so@%y wgght

B@ acides owedan @o of 91 mg test item/kg artificial soil dry weight (95 % confidence limits
from g to 104 mg Boric acid/kg artificial soil dry weight) for reproduction according Probit
analysiS using maximum likelihood regression.
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The result is in the recommended range of the guideline (about 100 mg Boric acid/kg artificial soil dry
weight). @ >
The NOEC eproduction Was calculated to be 44 mg Boric acid/kg artificial soil dry weight and acc@lingl@
the LOE Creproduction 1 67 mg Boric acid/kg artificial soil dry weight according@ iams-Test@lti%@-

test procedure, o = 0.05, one-sided smaller. S SN
This shows that the test organisms are sufficiently sensitive. N < 9«
& %, SO
EEEEES V Q@ @© § ?”\g@ &@
> © > Q& >
@ ) S & @
Report: -ﬁzon YETETY &
Title: Propineb-propylenharnstoff (AE J1379609): I&ﬁuenc@n m&hty and %
reproduction on the s%mte cie ypo@pls % 1ferf§ted in artificial
soil % @ o @ @7 @&
Report No: KRA-HR-56/11 s ) ° \ @ % @ N
Document No: M-415889-01-1@} N S ST
Guidelines: OECD 226 fr %b 20(®OE gu1®‘ine @ thedjesting of
Chemicals <] y mige (Hyﬁswas§ Ge@lap@)}acul r) %@2
reproductien te%ln soil, S RN
GLP/GEP: Yes @ @ S > é O O o
AN ¥ @~ ¢ )
RN & S @ S W2 e
Objective: & O & ¢ @ &
jective: o SIS
The purpose of the Ys%udy \@ to @sess @he ets o@proe opylen@a (AE 1379609) on
N Q
mortality and reprodijetion R th il mige spe§s Hgaaspzs aculegfer tes%e during an exposure of
14 days in artificiabsoil é‘mpar@com@ al& treatﬁ@lt @@ &
@) @\ S G& > v @ %
S © T Sy &
Materials an e§§ N 9 & Q @

Test item: fopineb- pro@llenu@?( 9@ 796@ (Ba@h cage: AE§379609 01-02; Origin Batch No.:
RDL @1 1; Mat 9 techmca@@ubs@e @tlﬁcate No.: AZ 17285; CAS No.:
6531-31-3; purity: @\%w@g & @ O KN
Ten adult, fertili@é’ fe%lle H asp@}cul&@’r per Qphc@e (8 control replicates and 8 replicates for
each apphcatl@l rate@g@ere @poseé@’o c@irol @ er &@ted) and treatments. The concentration of
100 mg test¥m/ k§ry y@ight ol waltestedNn cagh test vessel 20 g dry weight artificial soil were
welghi%@ The Hypoaspzs a@ezfeg\verq &Pa u&g@rm age not differing more than three days (28
days a tart of eg §‘ ymg)Q)urmg the tl@%were fed with cheese mites bred on brewer’s yeast.
During the study ate re 0@’ 0 *J' @d light regime of 400 — 800 Lux, 16 h light : 8 h dark
was applied. The art1ﬁ01@’5011@as epared &dcording to the guideline with the following constituents
(percentage d&@lbu‘%m 0 gy {oht ba&i¥): 74.8% fine quartz sand, 5% Sphagnum peat, air dried
and finely @nd 20% Kaolin clay and@proximately 0.2 % Calcium carbonate (CaCOs).
After a @od @4 days, the@mwmg adults and the living juveniles were extracted by applying a
tempeg:\ﬁ re 1ent%smg dMacFadyen-apparatus. Extracted mites were collected in a fixing solution
(ZO‘§ethy @ne gk§)l tO%"/o deionised water; 2 g detergent/L fixing solution were added). All
aspaculeifer were counted under a binocular.

Dates of experimental work: July 04, 2011 to July 29, 2011
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Results: .
Validity Criteria Recommended Obtained @ @6
D
Mean adult mortality <20% 7.5% S @® ©
Mean number of juveniles per replicate @ . N
. . >50 269.5 N
(with 10 collembolan introduced) & S
Coeffici f variati Iculated for th % O < @
oefficient of variation calculated for the o 3 o v AN
number of juveniles per replicate <30% D 12.5% f\@ g}” Q\ @Q @
Sy o S S O
& N & T & &
All validity criteria for the study were met. % Q &’ 'S < (@) &@
Q'Sb Q} \@ - \© 2 Q@
Effect of propineb-propylenurea (AE 1379609) (ﬁgHypm@ns acaldifer gﬁa 14- d@y rep@uctlonstudy"\a
Test item P@meb@ﬁopyl@%rea @E 1379%09)© ) &
Test object W\% N SJHypeaspis %etfer©@ @j @
Exposure N o Artificighsoil N §
mg test item/kg dry weight Ad@qn \hty ‘Nean @\mbe Tof g oduction
artificial soil &Q juyéfiiles N of coptrol)
Control R ~ 269 &F 3% [ LV
100 o tf@.s Y & 265B &+ 6.5 0 97.9
NOECieproduction (g test item/kg @ty weight artificial soil0” &~ @3 % 9 o=z100
LOECreproduction (Mg test item/k&dry weight ariticial seil) & S & > 100
No statistical significance (Stud’gﬁ-t—te@one-s'd&l smal@, a = 0.05) was found. @ @ ‘Y\f@
S Q° S
S 6 & ¥ .9 & K
Q NN O NN
Mortality: © @ § §9 Qo &
In the control groﬁ 5"@& th € @ult@oa spis acwdgifer gﬁd WIQch is iglow the allowed maximum
of < 20% mortalisy. 6\ & N NI N
O @ A D §
03 X

Reproducti@' >
Conce the numbgy of emle@ahshcal ys@vea@ no significant difference between

control and all cong¢entrations upsto 100§g tisiwte kg dryQ%selght artificial soil. Therefore the No-

Observed-Effect- @@?@nce tratio OE@for r@rodu(@on ige> 100 mg test item/kg dry weight artificial

soil. The Lowest-Obsédved- ect-@ce%ga 10n (LOEC) Yor reproduction is > 100 mg test item/kg
% QY

dry weight a@ Ficial @oil.

o 8 5
Conclu@r @ QQ @ @ \%
: D
The %OECmpmdum(@g} > @Q m @t 1te@kg Q‘? d.w. and the LOEC eproduction > 100 mg test item/kg
soil &.w. w @\ N QO

R &-@ u) g &Q@ <

eference HEEN @

The mos &recen@om@me@ﬁ(MaAgnes B «2/HR-O-10/11, March 21, 2011) with the
referen@newgfmet oate @ performed at test concentrations 0.990, 1.780, 3.156, 5.517 and 9.853
mg '&éthc@kg weight artificial soil.

D@etho%@ showed Cso of 4.051 mg as./kg (95 % confidence limits from 3.222 to
5.313 @a.s./kg dry weight artificial soil) for mortality of the adult mites according Probit analysis
using maximum likelihood regression.
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The NOEC:cproduction Was calculated to be 3.2 mg a.s./kg dry weight artificial soil and accordingly tlle
LOEC: eproduction 18 5.5 mg a.s./kg dry weight artificial soil according Williams-Test multiple@est ©©
procedure, a. = 0.05, one-sided. Dimethoate showed a ECsy of 6.445 mg a.s./kg dry weight @iﬁcia@’
soil (95 % confidence limits from 6.02 to 8.02 mg a.s./kg dry weight artiﬁcéQ%soil) for reg%duc@y

according Probit analysis using maximum likelihood regression. IS N
This is in the recommended range of the guideline of 3.0 — 7.0 mg a.s./kg%ﬂ% weight a{@ciaol §§ \25@
N %, SO
@ NN,
v R g & &
> I~ S R S «°
Metabolite Propineb-4-methyl-imidazoline (4- Q . g (@) @
& & VO 5 &
Report: _?;F@B; 47 ~
Title: Propineb—4—methyl—'%ni az%gsae (BgS—A 77) ¢ onthe % & °
reproduction of thg collemb lanweciFo so%'a cal@la te\y\fted in 4ttifici
soil & o \ @\ & & N 2y
Report No: FRM—Coll—16 ) K\ ) Q\ v\g© @3\9 @y@ SSEEN)
Document No: M-473 843-%@ % \Q %, TS @ 9
Guidelines: EU Direct@e 91%14/E%C; Rgﬂati W(EC)No 1@7/20@ US.EPA
OCSPP ot Applicable; O 232 alopted, Seprem 07,45%009 OECD
Guidelfnes f(f?%Tes@g AN @ ¢ Q
Chemlcals%Coll@bola@Repr@uctio% Te@in Soi\F@ )
GLP/GEP: A Y Q%
v
« & 9 O O« )

S . .
(AP ISP T -
Objective: > < § Q@ N @ SR
The purpose of st d@was&% asse%ﬂthe\ dffect @{?ropg@b-&@%thyidazoline (BCS-AB78877)
on survival an@®repr Qitction, of theleollenfbolanspecies. Folsofitia canddida during an exposure of 28
@ (ORGLS &
days in an artificial ®pil co‘i&nzpari%g con%ﬂ an%{r@?atm@ ©) %@
N &> & & o &\
Materﬁﬁ? and Methéds: , O ISR ©
- SebAonethemiddobling B ﬁ\ . o o
Test material: profineb-4smeth: 1mu§ lin C%ABR 7), analytical findings: 98.8 % w/w,
origin batch no% C@ 64 1—%§eer§iﬁgate @ A%@W?j, batch code: BCSAB78877-01-03,
LIMS no.: 1202055, ©° ¢ . © © © @
s (9-12 dag old)pe ° ;
10 collemboldns (9-12 d 01®per r@cat% re@ates for the control group and 8 replicates for
~y ol (water treated), solvent control (aceton treated) and

the trea@t group) wgre e@sed@ co§g W

100 mg test item/kg@tiﬁ(%l soildry weighit at°\@) + 2°C, 400 — 800 lux, 16h light : 8h dark. During

the cs\g%dy, they werevfed )gi’ gla@@latery t.
. . < > Q)
Mortality and r@ﬁoductlon WET det@nm ter 28 days.

& > N
- v g
Dates of e{@rim@ptal k: sAugust@3, 2013 to October 01, 2013
@ & O
S S
N SRS
S
& &

&
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Results: o
Validity Criteria Recommended Obtained in this @ @b
study Q\ @
Mean adult mortality <20% 5% @ @ @
- @) NS
Mean number of juveniles per replicate < @\
(with 10 collembolans introduced) = 100 R 1282 % o\© Q\@ Q@
Coefficient of variation calculated for the VJ @D g}” NS @ @
OV ; <30% 87% L v &
number of juveniles per replicate . @ N) Q O
%@ Q& &6&’ N S >
All validity criteria for the study were met. @ @@9 Q & @§
o) N . \ %)
@ N @ D LN
Effect of propineb-4-methyl-imidazoline on rep@duct'&@ryf of som fé@mdt@fter f@’days& {(@% o
Test item Proplneb-d@?lethxl- 1mmzohnb(B“cs-i§p7ss® (AE 137960®
Test object @ \ lsom@ can §
Exposure Q % chal m} g}? f@
mg test item/kg soil dry Adult P M@ nun@r of?wvem&s oduction 1gn1f@nce
weight nominal mortali@ per test ves@ EN] o of éﬁtrol&§ N )
concentration (%, %9 & L g2 A [ Ql .
Control B D 12908 % N056 @7 ¢ Y10o
Solvent control 03 %] @338 £ Q1240 [ 1019 L -
Pooled control 950 Y| g8, ¥ 1119 N
100 3 L 13 @& B39, 103.7 & -
NOECeproduciion (g tesgitem/kgigoil dey Weight) ~ o7 s Q7| &21008 ©
LOECreproduction (Mg tg(@uem/kg soil @ Wﬁ{g@) N &’ . O > 10p

The calculations were pefermed px?\d@d valygs x )
N

(*) = (Student-t test one; ded- N er, a@ S, + = signifi ——n&ﬁ&lgmﬁc
N
& o0 o ¥ &° @ & -
N
Since there@vas no statgégwall&(%’én@t dl®rence@’etW@n COI@I and solvent control, the pooled
contro@ues were uéd? for @her culations. @Q § ©\

A T O R\
@&QQ@J&&

@S
Sp
a

De

Mortality: N KN 2> w S
In the pooled ontro@@rou % @?‘Ehe @dult @om' candida died which is below the allowed
maximum of& 20 %@nm%@ y. \ Q\ @\ >
PR AP
Reprodé : °N ) &@

Concerning the number uve@es stlc% nalysis (Student-t test, one-sided smaller, a = 0.05)
reve\led no statlstlcally@’lgmﬁg\ant é}f re&@ between the pooled control and the single treatment

@*
group. & 5 AN
& O é@ S @

Conclusi@a 59 @© §’ ©

NOE(;&&@C“ D> 100mg tegbitem/kg artificial soil dry weight.

LO@CPM%@> ]@m%%t item/kg artificial soil dry weight.
s

&
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Reference test:

The most recent non-GLP-test (FRM-Coll-Ref-21/13, U. || ]l March 26, 2013) w@he

reference item Boric acid was performed at test concentrations 44 — 67 - 100 — 150 and 225 r@Borlc@’
O

acid/kg artificial soil dry weight. @ & @g

Boric acid showed an ECsy of 108 mg test item/kg artificial soil dry we%)t (95 % con@enc 1ts

from 98 mg to 120 mg Boric acid/kg artificial soil dry weight) for reproduction a&@rdm@ rolag

analysis using maximum likelihood regression. @ % \ @ @
The result is in the recommended range of the guldehge%bout 100 @3 Boric am%@ artlal s@ﬂ dr&@
weight). &

The NOEC cproduction Was calculated to be 67 mg ¢ acid/kg %lﬁma@ﬂ dr@ve l@and %corm@ly
the LOECeproduction 1S 100 mg Boric acid/kg ar@mal %ﬂ dryé@gh&}cordﬁ@ Wl@» ms ﬁ%ﬂltl‘p&gﬁ -test
procedure, a = 0.05, one-sided smaller. This @ows tRat th@éest opémsl‘@re s me&tly ser%twe

T
‘f\%o@j\ @Q&% & & o

. X
gv@¢@§§&§
Report: 55 '71 01 °s
Title: Propi N thy1- imi&hzolipg @ uertde on fortality and
reproductloqu;% the@il m{e spe%zgcjs Hy@ 161@‘ test@e n artificial
soile, @ D
Report No: LARH 106/14@ @“ o $ Q\y\’
Document No: @1 487@ -01% @ @ % ©
Guidelines: UD ecti %1/4@/EE§R ation @C)@) 11@2009 US EPA
§” OCSPP; ! @t@oabk og§l 2 October 03, 2008: OECD
< ideline efor the Te%}lg 0£€hem<©al L§ 2@%7 mite (Hypoaspis
©© @eo@elap cul&@’r) repgrodu@mn n so
GLP/GEI@’@ @ Yes's ,,, - C} @ = @7
SOREIE R S R
Objective: °\ S @% N

Q
The purpose of this stu%%vas&ﬁsse&&the e@’ct of@ropl&eb -4-methyl-imidazoline (BCS-AB78877)

on mortality anc@epr tionof the@oil mite species oaspis aculeifer tested during an exposure
of 14 days 11ﬁc(§11 @paﬁgﬁ an@@reagent

o f@
Maten@nd Metho@ QQ @lj? @
Propltg’eb -4-methyl- %daze&gne (%S A@§877§analytlcal findings: 98.8 % w/w; batch code: BCS-
AB78877-01-03; certlﬁ o AZ <@293@ rigin batch no.: BCOO 6454-11-4; material: BCS-
AB78877, techffical su?stan
Ten adult, fgflilized, Tem lypoaspis @guleifer per replicate (8 replicates for the control group and 4
rephcates for ea@frea nt g@ap) w& exposed to control and treatments. Concentrations of 10, 18,
32, 56 0 10$1g 1te artificial soil dry weight were tested. During the test, the H. aculeifer
Wereﬁed w $ 1té§ﬁbred on brewer’s yeast. During the study a temperature of 20 + 2°C and
hg@( reg of 40 Lux 16 h light : 8 h dark was applied. The artificial soil was prepared
accord@ to the guideline with the following constituents (percentage distribution on dry weight
basis): 75 % fine quartz sand, 5 % Sphagnum peat, air dried and finely ground, 20 % Kaolin clay and
Calcium carbonate (CaCOs3) for the adjustment to pH to 6.0 £ 0.5

‘”\g
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After a period of 14 days, the surviving adults and the living juveniles were extracted by applying a

n O
(20 % ethylene glycol, 80 % deionised water; 2 g detergent/L fixing sollgon were add@) Al§

S)

temperature gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing s

H. aculeifer were counted under a binocular. S &

g
Dates of experimental work: March 26, 2014 to April 7@75 2014 &% «
N v
@ 6 & ©
Results: < ¥ K Z §

Validity Criteria Recommended Obtaj in this é\g Q @© @Q}
& stdy " 4 & o &

Mean adult mortality Z\OéA) @ L,ia% 0o4 6\ o\% @

<

5
Mean number of juveniles per replicate @ >5 a
(with 10 mites introduced) AN @9 q R

. . . \ o Y\g
Coefficient of variation calculated for the a °§O% @ | & 6% %\ Q é’ &

number of juveniles per replicate Q) N 2 N 2
© . o
< 2 NS ®\ S
All validity criteria for the study Were gt o O S ©
o & TS 20 U

R & o &

é @Q @ @ SIS

Effect of propineb-4-meth5@%>midﬂzoline i) rep@ctio&of Hyg@&spis %ule%ﬁftel@”days

Test item & ¢§ G@’roplﬁe)b 4@9thyklmlda@llne BCS- A§7§S77)
Test object @ @ @ @asp aculeifép
Exposure m& . @ < ~QArtifictal soil @
mg test item/k ryé %, Mem&num&eﬁmf Ju@;nl Y RQ@%duction Significance
weight artificial sm@ mgytalityQ pg{@st veéssels i@anda§ %, of control) *)
“adults) Mviatigp O
Gonttol L 187 02008 17 @2 D - ]
S0 of &3 2813 o =« 1540 104.3 ]
18 NG | 25w, | @838\ £, 384 105.2 -
32y 0.00> | 'N297.8%0 O 38 110.2 -
56 92 O Q{Q\ o 2955 o 24 109.5 -
100 O Y Wio, O+ “@’13.9 107.9 -
NOECrepmduchmg test lte\‘ﬁ% ry We@t art@ml s > 100
LOEC;W@ n (mg test 12% ﬁ Y ¥ t@l@@imalns > 100
(*)=Willia -test one sided aller on-si cants&t™ 51gn1ﬁcant
Mo%ality: ¥ O N Q

)
In the control@up 3 ‘Vﬁ&he aHy}@%spis aculeifer died which is below the allowed maximum

of <20 % r@ah‘@x & ©@
@ @©

X
&
Repro@tlo%EQ S
Con@mm veniles statistical analysis (William's-t test, one-sided smaller, a = 0.05)

re aled @ 51gn1ﬁcant ifference between control and any treatment group.

There the No-Observed-Effect-Concentration (NOEC) for reproduction is > 100 mg test item/kg
art1ﬁc1a1 soil dry weight. The Lowest-Observed-Effect-Concentration (LOEC) for reproduction is >
100 mg test item/kg artificial soil dry weight.
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Conclusions: @o ©©
NOEC:eproduction: = 100 mg test item/kg artificial soil dry weight. Q\ g
LOEC eproduction: >100 mg test item/kg artificial soil dry weight. @b &@ ©®

g .

N

Reference test: % @ @ \25@
The most recent non-GLP-test (Maria Ivonne LA@{R O-14/ 14@&0&?1 2 @
with the reference item dimethoate was performed at iest concentra@s 1.0, 1.8, 3@ 5.6:3 d 1@ mg &
dimethoate/kg dry weight artificial soil. @ S @ @g}

Dimethoate showed a LCso of 3.51 mg a.s./kg %b conﬁde%e 11m1@%?r0m@46 r@ a. s%(g to @7
mg a. s./kg) for mortality of the adult mites accorgj@mg P@t a%ﬁsysm Gsing @mmﬁﬁ& hk&g ood
regression. @ @ L & @ KN

The reproduction of the soil mites was not%lgmﬁ@’ntl uced@l co parls% to th@ont up t@§ 2
mg a.s./kg dry weight artificial soil. Ti&érefé&e the\N @% calQ @) be3.2 g{ﬁg as@ and
accordingly the LOEC is 5.6 mg a.s. @ Sn‘ige varfj ces e d@‘ga we@ho illiafds-t test
o = 0.05, one-sided smaller was usg D1 hoatQ C 460 G§ we@n of &@s/kg (95
% confidence limits from 4.02 1& a.6/kg 16)6.47 @g a@?kg)& re@duc acCording Probit
analysis using maximum 11k0d 7 ess10n @ & @Q @ @ é%

A @2

This is in the recommenc%ﬂ ran@ of @ u @f)me 1ndlc%1;;g th&n E@o baged on the number of
juveniles of 3.0 — 7.0 %g a. s dry@5e1gh§ soil @ows@at ﬂ(ili o5t or@nsms are sufficiently

sensitive. @Q N § @é\a @@ . Q &\
Q ~ R .
&’ A Y oy Y ES
S AR
Metabolite Propingb-DIDT N o & § @
O\@ % %@ % & @ @ @7%
S . @ ) AN &
Report: , 12014;M#81886-01
Title: N vinebel; k Z 995@) Eg§cts on the reproduction of the
‘* o
Report No; & £ 4 o4
Document NO: (_,0 § &
Guidi@: ECD (2@9) g@nz@@m%)
GLP/GEP: .
AN % @ >
%o %, Lo N
Objective: 3 & Q S

The purpose Qﬁfns udy w, %0 as€ess th@fect of Propineb-DIDT (BCS- CU99534) on survival and
reproductlo@)f tlyi} ollﬁlan spe @@ Folsomia candida during an exposure of 28 days in an
artificial @11 cormntr@@and treatment.

@
Magﬂals (‘u Methodsx

Te@ mat€rial: Propineb-DIDT (BCS- CU99534), Batch code: BCS-CU99534-01-01, Origin Batch
No.: 11956-8-1, LIMS No.: 1334297, Customer order No.: TOX 10290-00, analysed purity:
99.5 % wiw.
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Ten collembolans (9-12 days old) per replicate (8 replicates for the control group and 8 replicates for
the treatment group) were exposed to control (quartz sand) and 100 mg test item/kg artificial s@ry
weight at 18.7 — 21.6°C, 520 lux, 16h light : 8h dark. During the study, they were fed with gr@ula‘ced@’

o

dry yeast. IS & @Q
Mortality and reproduction were determined after 28 days. v IS @
%% \© o\@ %@
Dates of experimental work: February 11, 2014 to M@ 11,2014 @ é\a N @Q
Sy ? & &
5 © s Q@ & O
Results: @ Q& . @ @© @
Validity Criteria Re%@%ended Obtagéd in t@s study o @
— e N NN §
Y
Mean adult mortality Q" <o, o> S @3% @ .
T;r”éﬂ Pl & & &

— . S HNE @
Mean number of juveniles per replicate v N, 1 ..§ @ % 6@ Ko §
(with 10 collembolans introduced) @ NER) S & A

&

X

Coefficient of variation calculated for tl@Q & \B” S @’ §Jf 55 § @ %
number of juveniles per replicate S v @ ) S

< R
e & & 85 0L
e @ v S @ SRS EING)
All validity criteria for the ser{ﬁﬁet.@ O« @Q o (S é%
N O N N %
Effect of Propineh-DIDT g Folsgm @% §@28 S S &
ect of Propineb- on os&mza c:z aa &Z}y W f\@
Test item & @% N Pro@eb D:LDT (@ CU99534),
Test object N Q@ N) @omz candid®d S
Exposure (\& . S QArtific Ghl sog @
mg test item/kg <oil dra@ Adult Medn numbe er of Ju@m Re&\%duction Significance
weight no@ mgytalityQ K@‘ te Nessel@x SD (@» of control) *)
concentration @’ (%) . %
C@%rol o 13 ) 644@ + m@o b
N100 ol &3 611 A% = 105 © 98 -
NOECreproduction (mg st item/kg soil d{y wei N . SO >100
LOECreproductmn (m& ltemjkg SOB7 1y WEILg t) @%,\7 @ > 100
The calculations were figrformed=y yith un ded
(*) = (Student-t tes@f‘%de—a 1er 05 mgnlﬂmt - —§s1gn1@§t)
@ @ \ N
Since theré%was no statls@caH@gmagt dlﬁrqug@between control and solvent control, the pooled
control &alues were u.é@ for @'ther calcul ns
. S N
}ahty w @\ @Q §
No statistical gi &!ﬁlﬁ%&t effggf on p@ental@ortahty was found for the concentration tested.
)
N

Reprodu@. @ @© )

Concerisng thémumber of ’eniles statistical analysis revealed no statistically significant difference

betvgen thtrq§nd §%\%ingle treatment group.
Conclns.

NOECreproduction: =100 mg test item/kg artificial soil dry weight.
LOEC:eproduction: >100 mg test item/kg artificial soil dry weight.
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Reference test:

In the most recent study (BioChem project No. R 13 10 48 004 S, dated July 16 2013) the %o wa@ﬁ
determined to be 108 mg a.s./kg soil dry weight. The LCso was determined t@ e 192 mg @

dry weight. The NOEC for mortality and for reproduction was determined to®Be 100 and g mg &.. /kg

soil dry weight, respectively. &% & @
The ECso value for the reproduction was close to the Va@of 100 mg@x /kg soil d%wvelg]%ﬁs st@ﬁd @

in OECD 232 (2009). The ECs therefore showed thez;}the test systzé@as sensmvéi@ Q@ §9 C:§©
SN Q o & & < &@
o @ R 9 @
*** N N\ ©
X N . T T AN
N 2 > g\f S S RS
Report: I G
Title: Propineb-DIDT (BC C@953®Eff%§ on tl% repr Ctl&lﬁl of the@g
mite Hypoaspis gguleifer @ |\ @ %\ QN
Report No: 14104809480 S & & O & ~
Document No: M-487493-a1-1 @ S RN § N @9
Guidelines: OECD 226@200&3 Predytor Qnite (@poi@is ( ael ’ ac"ulelfer)
reprod fost i é & O
pro ion in sGil Q SN
GLP/GEP: Yes RS <7 9" o S
\Y) (%07 o 2
NI Q& 92
S
Objective: @ & Q 6@ @ &

The purpose of this dy Wk to@term@e po@ml ects ofthe té§t 1te1mon the mortality and the

reproductive outpdfof t ké%; @ spe% S ]% oasopz@acul esfor (CQnestrl@) as a representative of soil

micro- aﬁhropo@dur@ a tes‘%%perlc%l of ayssg} NO § L were determined. The test
8.0

was perfome@accg@ng 1;%@16 OE®eD gt linéf% (@
N

% SYRS A @
: L % @
Materj@and Meth(&gﬁ- N @7 X ©© S ©\

Test item: Propi @)ID@ BCS<¢ode: &S @99@%4 Ba?gh code: BCS-CU99534-01-01, Origin

Batch No.: SES @956%8 1, @S %& 1334297, @usto@er Order No.: TOX 10290-00, analysed

R
purity: 99.5 % w/w. Q N} @ ©\ § @
10 adult soﬂ@mtes@fe «,(.' vs{%@ expased tonl.8 @.2 -56-10-18 - 32 - 56 - 100 mg pure

metabolitefkg dry Welgh(d.§ of spi go?@aini&é@ﬂj % quartz sand, 20 % kaolin clay, 5 %

sphagnuan peat and 0.%%%) Ca€0D;, at 19.7 —@ and a photoperiod: light : dark =16 h : 8 h (512 1x)

and were fed ever@ -3 W@ﬁ Tyr@ a@ putrescentiae (Schrank). Mortality and reproduction
N

were determined after 14ddays Q}expos Q

Toxic standar%i thoat 2 4. 1@ 5.12 - 6.40 - 8.00 - 10.00 mg a.i.’kg soil d.w.; control:
untreated, s@ent sqntrol: W\” @
Yy O & 9
5 &S
Dates @xpen%l works® March 12, 2014 — April 01, 2014
BN
SE T

&
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Results: .
Validity Criteria Recommended | Obtained in this study o\@ @§
S
Mean mortality of adult females <20% 3.8% @© @ @
§ S0
Mean number of juveniles per replicate >50 187.4 § §\ 2
. . . - °\ o v
Coefﬁment of Var'lat1on (mean number of <30% g 24, % %y \\ @@ @
juveniles per replicate) X S @@ NS %,
@ & Q o
The validity criteria for the control group were a ceik%)lphshed. Q &’ @ 'S © &@
)
Effect of Propineb-DIDT (BCS-CU99534) on mortﬁﬁ? and repr@tioN@Hyp@gspis leife& Q@
N N % Qo

- @ %ﬁ@l %?IDT§C§$953@ N RN )
est item % oaf acu'e r & Q @7 a
Test object N N Al;;gﬁcml shil
Exposure (O%Adul\%ort@y & | Q) \Repr@lctlm >
Q N (g pug&neta ite/kgesoil ARY o> ~
NOEC @y 56 %, NN
LOEC Q 400 x v | o & ® -
ECio @ v @56, @’ BN O 85
(95 % confidence limits) N ™S & - SN @ ¢ (1.7-39))
ECy N O 5% @& SIS L9 304
(95 % confidence limits)? |~ ¢~ g N Q7.6 51.4)
B

%7@

o O 9 O
In the control groﬁpare@l r@ahty@f 3. g% co%a“be o@ew%\The&l%ortahty in the test item

treatment groups ré&xged twegr@o q&®7 5 %. & @
Fourteen days dffer int oducﬁon the enta]&ﬁutes ?Eto test %@ssels the mean number of
O

juveniles wasdl87.4QGn the@ontro@and 6.0 @88 3,991 5® 80179 5, 159.8, 91.3 and 96.8 at
concentratl@s of 1 @3 2 6 1@@18 3% 56 @d IOO@g pye met@ohte/kg soil d.w., respectively.

o i)
The ob&’rvatlons arm @ed?g the ta@% beK@ *o §\
NS
Observations: @ \ v
I 7 ©Q» S @ S feat group
Endpoint @@ e $) @ng Ry llte/kg soil d.w.)
Control [ 1.8 3%@ @ 18 32 56 100
Mortality il el N) % N %
mites afi€e’14 3.8 50 G o 0.0 5.0 5.0 2.5 27.5 %!
da%z‘ (%) s\ KN = \§ RS
mber of N &
jujc%iles after 74 @766 @g Qo915 | 1698 | 1795 | 1598 | 913% | 968 %
14 days @° N AL
CV (%) 240 ° A 26.0 25.5 34.4 18.5 11.5 75.0 70.1
. T O
(Iﬁ/‘";f)"f(‘)‘lftt&) z@ QK’94 w, r@Q 102 91 96 85 49 52
0
*l %@stlcall@1gn1ﬁcar¥d1ffer@:es compared to the control (Fisher’s Exact Binomial with Bonferroni Correction for mortality,
e sidef\greate

*2

& statls mgd@ﬁz nt dl%rences compared to the control (Williams-t-test for reproduction, a = 0.05, one-sided smaller)

Ca@latlons ¢ done using unfovnded values
Percent 1 fuction: (R¢/ R;) * 100 %
R = meanglimber of juvenile mites in the treated group(s)

R. = mean number of juvenile mites in the control group
CV (%) = Coefficient of variation
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Conclusions: @o ©©
The test item Propineb-DIDT (BCS-CU99534) showed no statistically significantly adverse effects oy
adult mortality of the predatory mite Hypoaspis aculeifer in artificial soil u and includig a tost
concentration of 56 mg pure metabolite/kg soil dry weight. However, at a tes@oncentratign of 190
pure metabolite/kg soil dry weight a statistically significant effect on a%ﬁ%; mortality @sher@QEx%&{@
Binomial Test, o = 0.05) could be observed. @ @% g}g \\ @Q @
Furthermore, the test item showed no statistically mg?ﬁcantly a@rse effects @n reuc of &
Hypoaspis aculeifer up to and including a test co ntrat1on 0 mg pure @tabof@/k so1l d@%
weight. However, at test concentrations of 56 -_g» nd 100 mg%ur@%eta te/k@%oﬂ (%ry w%ht
statistically significant effects on reproduction ( V‘ lliamg-t-te (NJS) cq@ld be%bserv*éd
Therefore, the No-Observed-Effect- Cox&ntrat@ (@: L st- Observ% Effect—
Concentration (LOEC) for mortality were%eterm@d to®@e 56 1@ and 100 n@pure @etab@ /k@o il
dry weight, respectively. & \\ \
Therefore, the No-Observed-Ef Sy &-C c%ntragpn @)E@ st- erve@Effect-
Concentration (LOEC) for reprodl&c@on w%e de&g‘mneﬁo K@Q n@nd f@ﬁ @@bohte/kg
soil dry weight, respectively. R 2 @

@ 4 @J@ @ Q
Reference test: v - § b @ @
In a separate study (BloCK@m prc@ct I\@R § 48 00@7 S, dated Y(&Q*” eb@ry 2@\7@) the ECso
(reproduction) of the referenc em %meth EO %§ }l&lated tosbe 6§ mg a.i./kg soil d.w.
The results of the ref@ence test deionstrafe the sensitivity of thetest syste

N e

O NS N QO
S Fo & F 2 &S
¥ 92 & o @
G 58 H T e &
S & & & o &\
N} o .8 Yo & 0
SIS
5 & & & .=~ S
O AN S S
@ O & .09 o . O @
S
S\ L 4+ 9 @
@’ o & @ &S
°\Q @\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
&%“ﬁ@@
&§§©%©@
AN
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CA8S Effects on soil nitrogen transformation
For information on studies already evaluated during the first EU review of propineb, please rég to @6
corresponding section in the Baseline Dossier provided by Bayer CropScience d in the Mon@aph. ©
N &@ ©®
Additional N-transformation studies were performed, which were not s@mitted du@ng thesfirst
Annex [ inclusion process and are submitted within this Supplemen:@%Dossier f&l@hq \ﬁﬁ)pine@
Annex I Renewal. These studies will be summarized b . @ g}ﬂ N @ @
S o § & &
SN S X S c&©
Table 8.5-1:  Additional studies on nitrogen transg@mation with@mpine? and <Z@metﬂab%ite5@© @
Test species/study @’ . 2 Q @fer e @
Test substance type _ Ei)j%mtc\@ o ) é@ N
S i 20i2)
Propineb WG 70A W | Study duration 70 d §cc§§%ﬂe é\\iig k@rid' @ &4220 Il
Neffect © 2404ug prod-kg dus CA 85705 @
TSN §%>48 ) \U Q (201
PTU Study duration naccepable °«J 7y ig7ha M&g0253D1-1
&égd f;e%‘fectQ %11‘%““%‘% ws § AS%J%
no O 013)
PU Study dura 5629 u&cept@ - 63 kg;% d@@ @Q M-478711-01-1
M{\\@ N effects g7 97 @ g ) 8.5/07
N Sho ) (2013)
4-MI Study duragipn 28 & unagseptabl®” ig'ikg/}@ . P MAT2I08.01.1
. 2 s o Aw C MEREAST S KCA 8.5/08
) © @o & . Q . (2014)
Propineb-DIDT %tud%@ra@qﬁ4z una 6tabl&\ 3@ ketba -, M-485360-01-1
P N o S 218.49 méfkg dws: KCA 8.5 /09
@“6\9&\0\4@&@@ '
< \ A AN &\ @ @ R
& £ .0 O « g @
AN . SR
& o &y @
S & & & & & &
A . @ O\@ Q° o\@ L Q\@
PFOUFSITEE S
o O ¢ .09 o O @
Q0O S & b
AN SRS ,%Q & @
& @ @ y Ko
@7 N Q @ @
T A @ o
N SN IS
(AN &©
N N
C &S 8
@ < Q & ©@
& e oe
& Q
{x’ O @ RS
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Report: T B 2012 M-422074-01 @9 >
Title: Propineb WG 70A W: Effects on the activity of soil microflora (nitroge@ §
transformation test) S @ S
Report No: 111048053 N ~N &Q
Document No: M-422074-01-1 L «© ¢
Guidelines: OECD 216; adopted January 21, 2000, OECD Q%delme for{@ Testing 0&@
Chemicals, Soil Mlcroorgamsméﬂltrogen T@nsformatlog \\ @Q @
GLP/GEP: Yes Q @ § & 18
) D
@ & & VO &
S) R o & A &
Objective: Q?% N @ R O © @
& . DN <

S
The purpose of this study was to determine the effect&pf t}@s‘c 1@% on the acti of °SQ?% microflora
with regard to nitrogen transformation in a la ora%gl tes@@ Q@ b@ NS

g
Ty
D%
Q
K
&

NSO
Materials and Methods: & N o @} é\g é\g ©§

O

Test item: Propineb WG 70A W (a@rtlc‘,@fﬁndn@ 69®o v@ pr@el@?& zg), SQ%Clﬁcatlon
No.: 102000006516-02, Batch I@&EDFJ@?IOW? Sglp e @np @ TO 0,

? S

05468906) was used in the test, &@ S @© ©©
A loamy sand soil (DIN 42@ was%xposgd for 7@9days§to 4, (@%nd@o 00 mg tesl@tem/kg soil dry
weight. Application rates were eo@zale@% 3 a@ 30 k@fest 1te&m/h% \@
Determination of the nifregen %ansfon@atlo@ Og@ttroge@ﬁrodﬁ%\tlon)% sorgmched with lucerne
meal (concentratlon oil %) I@hmlt@ge ®O3 Q%nd Né@m‘m@en were“determined using the
Autoanalyzer I (@N#—%UEB@ atdir erem@a g 1r@rvals @ 7, lﬁ“ 28, 42, 56 and 70 days
after treatment). < . @ @& S
SIS @ S &

Dates of e)%erlme lwé‘lsk: @gust% , 20&@0 N@mbe@9 2@7@1

> o & o &\
Resultéix 2R S Q = ,0

@
/

N %@Q

Validity Criteria Q° & R @Reco meqﬁed Obtained

. 7 % \D}
coefficients of varfation @e cg@ol fopy> 0\% <1 Q 2 1%

NOs-N @ QO 7 91 Q
Q ©

K
O O S © D
The V&l@ criterion f% %e %@r W@T’%eu@ <) %@
o ~
S S @ Q@ @Q
S ¥ & Q
@° RN
$A0 §f N
@
@ Q Q & W
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Effects on nitrogen transformation in soil after treatment with Propineb WG 70A W

Application rates &9
Time [Propineb WG 70A W] <
Interval control 4.00 mg /kg soil dry weight 40.00 r@g/kg soil dry %@ht
(days) Nitrate-N ! Nitrate-N ! % difference to Nlnat?@: % dlﬁ\e/renc
control ~.contr
0-7 1.87 + 0.06 1.64 +0.29 -12.2 -0.12 0.16 O1064S G
7-14 0.67 +0.11 1.07 +0.14 +6(0) " 0,64 + 0.33 S 3600
14-28 0.70 + 0.07 0.68 + 0.07 g 078+014 O 4.1 59Q
28 -42 0.63 +0.02 0.65 + 0.07 <+3.0 " OY.96+ 039, 7 98218 (
42 -56 0.31 +0.01 0.50 +0.13 @611 b 0.44+0.0D SSH0SD o)
56 - 70 0.31+0.12 025+0.07 |7) -18.9 % @H(@O S +45“ S

The calculations were performed with unrounded values \7 % @/
! Rate: Nitrate-N in mg/kg soil dry weight/time interval/day, mea%f 3re tes ax@, Stan @7 devi @h N 2’\?
n.s. = No statistically significant difference to the contrg}){Stude@i-t-test*or ho @neo rlan 2 s1ded)

n.w. = No statistically significant difference to the cqntrol ( h-t-t rin ogendells Varlances ed) &
*s. = statistically significantly different to controlt(% ent— -test foq\ mogeneous %ances LSided, p 0. 05 @

The test item Propineb WG 70A Wse&g%mp @gy %mula‘[ s of@% i§§mt %rate@c a test
concentration of 4.00 mg/kg dry w&%ﬁ sajlat the time ﬁ%erva&@-M@d 42 ftegéjﬁ’phcatlon
Temporary stimulations of the da% nitegte rat@were@ TVe @ 40 (Z@ rng & dry ‘seil beginning
at time interval 14-28 until@e b&%fval 4 -56 @gys %@r a@catlon Fu rm@e, a temporary
inhibition of the daily mtrat?é\ratec&()uld t@%bs%@ged at@ﬂ 00 &g/kg@@% soikat tlr%e interval 0-7 days

after application. @ & o %, @
However, no adverse effect Propjineb gﬁ W én nitrogen transfon§10n in soil could be
observed at both tes, conc@tra@ﬁ at t@ end §the §§ 70 (@ys afty qxr app@catlon (time interval 56-
70 days after appli 10n©& N ‘?\9 N Q &
Only negligibl@@ffe@es to&eonm&l of -189 % Q\st cor@entr @ion 4@? mg/kg dry soil) and +4.5 %
(test concenttation @kg dl@ soﬂ%were@leas at gie endgpf the 70-day incubation period
(time 1nter®l 56-70 dax&gafter é@hc & © @ é&%

S & & S SR
Conclusion: N &\ %, ® \ Q\

Propineb WG 70AW ¢ usecgﬁlve{\s} eff&@ (dlf@enc@o control < 25 %, OECD 216) on the soil
nitrogen trans rmat1@(me red @?‘N OaaN pr@ctlogﬁt the end of the 70-day incubation period.
The study w43 perférmed @ a fglﬁ st co@entra@)ns up to 40.00 mg test item/kg soil, which is
equlvaleng\%p to an apphc 10n g tést 1te

Refexence test @ % @ @
In the most recent test @Qated@ 01 \7 0§011 the toxic standard Dinoterb caused an effect of
+42.0 %, +68&1@% % . +9 % (rred @5 %) on the nitrogen transformation in a field soil at the
tested con@ratiegs ofﬁo m%’ 16890 mg and 27.00 mg Dinoterb per kg soil dry weight,
respectiv@(, 28 @j@w\?}’fs até@ app@ﬁtmn@d thus demonstrates the sensitivity of the test system.

&
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Metabolite propineb- propyvlenethiourea (PTU)

& &
N @
Report: . B 2014480253401 S @° &
Title: Propineb-propylenthiourea (BCS-AA66386): Effects dirthe act1v1téo&f soi,l\©
microflora (nitrogen transformation test) % o @@ >
Report No: 141048 022 N < {\9 N é&
Document No: M-480253-01-1 \a @ g}’ @
Guidelines: OECD 216 (2000); adopted January 21, ZO@OECD Gu@elmog N é
Testing of Chemicals, Soﬂ oorganls Nltrogen ’@énsfo%at@ @
GLP/GEP: Yes - é @&
@U RN > D . NS
Objective: 8 @ v g& S T

The purpose of this study was to determing the ef of
with regard to nitrogen transformation ima, boiﬁtory test.
AN BRI I
N
Materials and Methods: @Q KK é\g § Q};\’ § @ o
Test item: Propineb-propylenthi@a B(@-code BES- AA@%, tch _gode: @E BOG%299 01-01,
g , Centit

@i@f
By
:
&

g
%
<

%@
o
S

Origin Batch No.: NLL 3790-@, LI 1 No.: @;@ (@33, Qlalysed purity:
99.3 % wiw. N 28 O
A loamy sand soil (DIN @}20) \éﬁ% e@ed f@%S da@% to 1.13 11 mgv\\)t@t item/kg soil dry
weight. The nitrogen traﬁsfom%tlon wa e&@ 1ne@ﬂn so] I'lChg% wm&g meal (concentration
in soil 0.5 %). NHs- n@ 03-@%21 NOz-mtr@n were det 1ne&@y an sgu oanalyzer at different
@il &
sampling intervals @ 7, ]< and ?@ay s@f fer tr&m @@ & @
N
Dates of exp@nen@wor@ ‘Ja@aryi@’mlﬁg% Fe@}lary § 2014
. S
& 9 % & g %
R © s o B @
Validitf:Criteria @ | Q) &con}n@nded L~ Obtained
coefficients of variatjon’in th‘&contr@or O o 5 o
NOWN @@ s B15% O 5 40%

ORI
The validity s?iteriorn’for 460 stu as N
AN d% § 6@@ @©

RS
Effects &itrogen trag%%orm@on in soil a&t@ tr@ment with propineb-propylenthiourea (BCS-AA-
66386) Q& ~ .

AN contr@§ @L 13 mé%st itetn /kg soil dry weight | 11.31 mg test item /kg soil dry weight
Time interval || 5 « equdyalent ¢0 0.85 kg test item/ha equivalent to 8.48 kg test item/ha
(days) 4 Nih%ta—N 1 g@rate-ﬁ% % difference to Nitrate-N ! % difference to

A @ control control
0-7 & || &351+099 [& 3.82%0.50 +8.8 1 3.80+0.16 +8.3 "
7-14 0 |[@137+019 @ 1.25+034 -8.7 s 1.46 + 0.43 +6.2 ™
14-28,° @Y 1.16%0.12S 1.06 +0.19 -8.8 1= 1.11+0.14 -4.3 0

Nitr, in mg/kg sofNIry weight/time interval/day, mean of 3 replicates and standard deviation
ns. = N@ istically significant difference to the control (Student-t-test for homogeneous variances, 2-sided, p < 0.05)

The @ulaﬂg@were @forn‘i’ with unrounded values

No adverse effects of propineb-propylenthiourea (BCS-AA66386) on nitrogen transformation in soil
could be observed at both test concentrations (1.13 mg test item/kg dry soil and 11.31 mg test item/kg
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dry soil) during the 28-day experiment. Differences from the control of -8.8 % (test concentration 1.13

mg test item/kg dry soil) and -4.3 % (test concentration 11.31 mg test item/kg dry soil) were me@ed o

at the end of the 28-day incubation period (time interval 14-28). Q\ §
@

&
& NI

Conclusion: IS SN
Propineb-propylenthiourea (BCS-AA66386) caused no adverse effects @ference to, i@trgl &5 ‘Z{&f@
OECD 216) on the soil nitrogen transformation (expres ] NOg-N-@duction) at&w end\o\f the@-
day incubation period. The study was performed in a {wld soil at te@oncentrati%@up tas.48 @tes‘cé
item/ha. @ > © & @

& | O @
N . N 2
= é@f DD \&, <&
In a separate study the reference item Din«&b cdused Fstimylation @ nitrggen transformation of
+101.8 % and +172.8 % at 16.00 mg and 27.065mg DinotertPer kg soil dry wefght, 1 ecti@sy,

determined 28 days after application (ti@ iqt&g%l 1@) an@thus@non\@ates@be segitwit@f the
S)

@

Reference test

4

@ N O S 0
test system. % N v N
SIS
@ LA S S @b @Q @Q S
A
Metabolite propineb-propvlemurea (%E%) @’@) S @® @ (& @© %
- O S N .9 ¢
Report: 10k O &
Title: Propin > 17927): Effects o@e activity of soil
&nicr@ora Mitrogen tra fion test) & §\
Report No: 134048 N @ @
Document No: <> %@727‘1%—01—1% N §9 @& S
Guidelines:_c’ Ecg%ﬁ @) LT &
GLP/GEP:©O  Sves, v e LS @
& 2 o v © @
> & & & & & S
Objective: o .9 S Q %

o 0\ o\ °\
The purpose of th@dy was to@%ter%@ th%ﬁ@ffecté*@f the 't%st item on the activity of soil microflora

with regard to nifgoge nsfﬁa iq@ﬁn a l&borat test©©
P

@) &S © N ©
Materials&ﬁ Methods@© ©\ Q\ @g@ @é

Test ite Propineb-@ypyl@ea, S-dede: BES-AA-17927, Batch code: AE 1379609-01-02,
Origin §‘?ch No.: ROL 125-2 -I&IMS@%NO.:J@@% Certificate No.: AZ 17285, CAS. No.: 6531-
3 l—xﬁnalysed purity: 9%5‘% W/K@ Q ©©\
A loamy sand ggil (DIN 4220) was@xposéd for 56 days to 0.97 and 9.68 mg test item/kg soil dry
weight. The gitro en&fans atiap was determined in soil enriched with lucerne meal (concentration
in soil 0.5 éﬁ;%ﬁ-nitr , NQ3- andNO»-nitrogen were determined by an Autoanalyzer at different
sampli@]ta@s (0% 7@1 4,@ 42 and 56 days after treatment).

v ©N g,
D@ofe@@p@erimﬁal @rk: September 18, 2013 to November 13, 2013

&
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Results: .
Validity Criteria Recommended Obtained . @

- .. N Q
coefficients of variation in the control for <15% 5 4% 6 @® @
NOs-N N &

@ N
<
The validity criterion for the study was met. &% O . § \;45@
0 &S S
Effects on nitrogen transformation in soil after treatment with propme@ropylenureCS§ 17929)
control 0.97 mg test item /kg @) dry weight ¢ 9. 68 mg test@’m /kg@nl dr@vel t,
Time interval equivalent to 0.73 ki test item/ha Q rivalerfito 7. 2@ kg test em/h@
(days) Nitrate-N ! Nitrate-N ! @%A) difference.to trateﬁ% N SXA d@fere&@
controf®’ \ o @\ .. contgo
0-7 3.17+0.12 3.60+ 0108 | @135 &7 3.43% 0.2 +83 ™
7-14 1.58 + 0.48 1842037 o +163™ 0] 2341036 RS g
14 - 28 1.01+0.32 0.55 5032 °«) d45.5°% 0.75 £9.09 L5820
28 -42 0.52 + 0.24 0.71,50.27, 3618 IS 0.7940.40 +51,
42 - 56 0.59 + 0.06 0.6D+ 0,1%. | 5o +1,\3{%ns v\g Qg;? + 00 [N +133ns
The calculations were performed with unrquided vales
! Rate: Nitrate-N in mg/kg soil dry welglé‘}ne interval/day, mea f 3 rep es a@andal@ew
n.s. = No statistically significant difference’to th@ontr(ﬁ?tude test omo eficou mded% <0.05)
*s. = statistically significantly dlffe@o control (Student-t-te ho - ene ‘G Varlanc p &Q;OS)

The test item propineb—prépylent@a (
of the daily nitrate rate at’bot

time interval 28-42 @v}”ys after
(BCS-AA-17927)

the end of the t
from the confty

S
Conclﬁon'

Propmeb—propyle
OECD 216) on e

st concen
1cati

ion in soil

nitrégen tr@for@

d

56Mays after agghcatlog}tlm&?ntew@}

of

©)

Q@ @
ol

7 %test @nceﬂ@@10n@§97 gc

9.68 mg/kgdry soil@wegy%eai@d at%e en@f the

S @
179N) cal@d noadvegse effects (difference to control < 25 %,
s NOs-N-production) at the end of the 56-
n %ﬁeld soil at concentrations up to 9.68 mg test

@Ormei%n (express

&

NS
N

day 1ncubatper1q9 Th@@tud{wvas orm

item/kg sc%dry weight. . @g@
N Q v & @\%

Reference test § @ N

In the most recent test thé}oxic

caused an effec@of +33.7 %

ted c%lceg

soil at the

%

@197927) caused ter@ar}@mul@%}m and inhibitions
onss (@97 @%g %d 9. 68%g/k§
. HoWeveryto advelse

oil dry weight) up to
@%cts @ﬁ propineb-propylenurea
bserved at @)th tested concentrations at

ay@er application). Differences

respectlv, 28 @s af@ app, @aﬂon@d thus demonstrates the sensitivity of the test system.

@
%@
Q&

&

soﬂ@nd +13.3 % (test concentration
—da@ncubn period (time interval 42-56).

s@%nda&conducted from 04.01.2013 to 01.02.2013), Dinoterb
d +@% quired > 25 %) on the nitrogen transformation in a field

tionsSof 16,00 mg and 27.00 mg Dinoterb per kg soil dry weight,
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Metabolite propineb-4-methyl-imidazoline (4-MI)

Report: v; -2013;M-472708-01 S @® T
Title: Propineb-4-methyl-imidazoline (BCS-AB78877): Effe@ on the activity of ©®
soil microflora - (Nitrogen transformation test) Q @ i
Report No: 131048 112N 2 O o P
Document No: M-472708-01-1 @) N v\g\ \\ N
Guidelines: OECD 216 (2000) \g & & 9 2 &
GLP/GEP: Yes EN RS s & & ©
5 . O @
Qo? N - & Q& o @
Objective: YN @ 6\ LN

° B
The purpose of this study was to determine t@effe(@ of the, test %é}n o%@e ac@y of s3il l%icroﬂora
with regard to nitrogen transformation in a%lboravﬁy tes Q

SO Yy ) § @
\ AN & o S
Materials and Methods: @ & @ é\ﬁ\ @Q é\g ©§

Test item: Propineb-4-methyl-imi @ olin KBCS\%de gé%s Q@SS % Batch cod&CS%BRSW—
01-03, Origin Batch No.: BCOO @54 kL- -4, L%ds N@lZO@S C@tlﬁc@o & 17@5 analysed
purity: 98.8 % w/w. @ & @ Q S @© %

A loamy sand soil (DIN 429}% was exp@d f({28 d s to @Jﬁ a‘%@& 13agng test©1tem/kg soil dry
weight. The nitrogen tran@)rmat@n w@ete 'Q") edén soil enrlch@wth@ceme%%eal (concentration
in soil 0.5 %). NHas- nltroger§® Q%d NOS tro & wer§eteggnned byran @analyzer at different

@
sampling intervals (

@ays affer tre§nent &\
S § "
Dates of expen@ent*work &%ct&ber 08%%13 Q\Noveﬁﬁberg@ §

@ K @ &
& & O L@
Results: ¢, 9 SN @ (g @ @g\}f
Validit%@teria Q) ﬁ(\Q Recomn}r@ded O@@mned
coefficients of variation in théseontrok for N
NOWN Sk ' @% O ﬁo\l}% @ % 3.6%
©
. 2 % § < &
The validity, @eno@@)r thes udy\\%s I{@ L Q @
SR 2 &

Effects 7@itrogen tr@sfor@on 1@5011 é{ter tféatment with propineb-4-methyl-imidazoline (BCS-
AB788 N

Ko vgb\ntro@ s 0®1 m kg soil dry weight | 8.13 mg test item /kg soil dry weight
Time interval Y equiva ntt .61 kg test item/ha equivalent to 6.1 kg test item/ha
(days) @Nitrate-N ' 4 @ate-& % difference to Nitrate-N ! % difference to

q ® % control control
0-7 & 3102 3.9549.18 +9.2 1. 3.81 +0.01 +5.5 0V
7-14 S | @31+004 1S 1112014 -14.9 s 1.27+0.18 -2.9 0
14 - 285 \@1 20 027~ 1.17+0.06 -2.8 1.27+0.17 +5.7 0
The Cilatio ed@th unrounded values
é‘! itratgN in m@’g so&y weight/time interval/day, mean of 3 replicates and standard deviation
No staiStically significant difference to the control (Student-t-test for homogeneous variances, 2-sided, p < 0.05)

n.w. ]@atistically significant difference to the control (Welch-t-test for inhomogeneous variances, 2-sided, p < 0.05)

No adverse effects of propineb-4-methyl-imidazoline (BCS-AB78877) on nitrogen transformation in
soil could be observed at both test concentrations (0.81 mg/kg dry soil and 8.13 mg/kg dry soil) during
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the 28-day experiment. Differences from the control of -2.8 % (test concentration 0.81 mg/kg dry soil)
and +5.7 % (test concentration 8.13 mg/kg dry soil) were measured at the end of the 28-day incupf@tion

period (time interval 14-28). Q\ §
@ @ @
Conclusi ~ SRS
onclusion: -
<

. o e oS
Propineb-4-methyl-imidazoline (BCS-AB78877) caused no adverse @ts (dlffelge\l@e Eo@yontr&f@
<25 %, OECD 216) on the soil nitrogen transformation ressed as @3-N-produc@9n) a&ﬁe en@f @
the 28-day incubation period. The study was performid in a field s@at test cor;&@ﬁtrati@ up@v 6.1 &
kg test item/ha. %@ Q& &© R @© @Q}

& 2 | S o @
Reference test . S @ 6\ RN
. . SR 5 2
In the most recent test with the toxic standa& (cor@uct;§from (%.01%@3 to@ .02&20 3), Dinoterb
caused an effect of +33.7 % and +42.6 %g(sgquil@ﬁ > 28) offdhe nitrogel@ransf@ati n a@%ld

. . S andl Y -
soil at the tested concentrations of @(’)Obmg and\27.0 @1{; ]{%ter@%er ég soil dry @ght,
est

o

U

h—

respectively, 28 days after applicatiod %zg}den&nstr%s the géeg@siti\@y of't w\fcem.©
COTN VTS § 8
Ve o » & 9 .0 O ~
. . o v ¥ S @ @ (S SIS
Metabolite Promneb-DID’[é\j@ N <« O« e o S
N Q) Qy A Y N . 2]
NI Q&S 9
o @ @ @ V& 8@% ?0\9 @ §
Report: Eﬁ%v;ié;% @f&l—é} 60-Q1 s
Title: ropi —I@T (B@S—C[§S34§Effect@m tlé%ctiv{? of soil microflora
(nitrogen teansforfration t st)© @ @
Report No: &4@0 48021 N N $ &
Document Ng© -485360-0 CEENEEN v
Guidelines: @;@ OECD 216; ado %%d Jarfaary Z¥, 2000) OE(® Guideline for the Testing of
.9 C{lgemic& 5 Sol icr(@ganis s: P@troge@T ransformation
GLP/GEP: Yes O L X N
o g o\w @% O\\\jj °\
Q& &0 K D

Objective: N \;9\ ] S
The purpose of s stt@waﬁ degﬁmine{%é effésts of Qe test item on the activity of soil microflora
. @i O & S (?} @j . .
with regard {eynitrogg traéﬁorm‘&gon in a-laboratory.test. The test was performed in accordance with
OECD gu%eline 216 (20@) by@easug@g thesfitrog@n turnover.
& @ @ y o
SRR
Materials and Methods: & @ RN
Testsitem: Propinte%—Dl@% , B@S—code. BC§U99534, Batch code: BCS-CU99534-01-01, Origin
Batch No.: SE®/11956-8-1,LIMS§b.: 1834297, Customer Order No.: TOX 10290-00, Certificate
No.: MZ 00769, a%ll%sed ity: 99.5 Yegy/w.
A loamy sgand s@ﬁ(DI@220§was e&@osed for 42 days to 1.85 and 18.49 mg test item/kg soil dry
Weighte ngen trans ation was determined in soil enriched with lucerne meal (concentration
in soi@iS °/H Qitrogér, NOs- and NO,-nitrogen were determined by an Autoanalyzer at different
sa@ing@'@ewals%, 734, 28 and 42 days after treatment).

¢

Dates of experimental work: January 09,2014 to March 07, 2014
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Results: .
Validity Criteria Recommended Obtained @
coefficients of variation in the control for N o N @&
NOWN <15% 7.5% S & o
@ S8
. . Q N
The validity criterion for the study was met. % ® § &)
% o\ Q, '24\9
< S
Effects on nitrogen transformation in soil after treatment %h PropmeDT (BCS- @95@
Time Control 1.85 mg test item/kg dry weight g ~18.49 mg tes@%m/k@oﬂ d@%elg&g
Interval equivalent to 1.39 légtest item/ha ) eguivalentto 13. &7 kg tesfitem/h
(days) Nitrate-N ! Nitrate-N ! Qf% differenceto @ltrateN! O differenc@to
contr&ﬁ@’ N o2 \ .. Nvcontgo
0-7 3.80+0.51 3.95+0.208 4.0 4 @OZ@ -89.8
7-14 1.59 + 0.64 1.46 + 0.51 i, -84 0l 693 +0.08 -4@
- 25 [0 RT3 O 37 *@
14-28 0.78 £0.11 0.99 +0. +27. 3.72% 12 9.4
28 -42 1.12+0.31 0.92.40.18 \17626\j Sl 0@\\10 10 -10.4

The calculations were performed with unroun@/ valifieg Q ©
I Rate: Nitrate-N in mg/kg soil dry weight/tifQk Inter¥al/day, @n o% phca@’and @f&ard iatio ((’@
n.s. = No statistically significant dlfferen@ the cofltrol (Stident-t-te¥t for oge us vagigrices, @ded BsS 0.05)

n.w. = No statistically significant differenc® to ti)ycontrolfWelch{Btest fi riancds)2-sidedy p < 0.05)
*s. = statistically significantly differer@o conttel (Stud@-t tegtfor hon@geneoégrarlan > P 3&05)
S

The test item propineb-DIDT (B%CU%QZM) @used .fempo&clry @snula 1@ of %e daily nitrate rate
at the tested concentration of 1.85 fag te§ 1teg d@%oﬂ ‘b t1 mte@] 14-28 days after
application. %o <

However, no adve Qeffect@of % i ID3§BC$€\U9 %) o@mtroﬁn transformation in soil
could be observedy the@xsted s@ncenﬁsatlon&f 1. &é@g tegﬂtem@ dl 42 days after application
(time interva @2 d&) é& @a % >

Temporary in bltlf§ of the daj nltra%ratc @ere erveat 1{7@9 mg test item/kg dry soil until
time 1nterv@ﬂf>7 14 days sagﬁter apgplic re, a t o r@tlmulatlon of the daily nitrate rate
could éﬁé@ observed z@ 8. 4%mg t@l kg @ d% wej @ at time interval 14-28 days after
application. How@r 1@@ ad@ﬁse @ects&}f pinebDIDT (BCS-CU99534) on nitrogen
transformation 1@%11 ce%ld b@ \at t@@@’ested cog?ﬁraﬁon of 18.49 mg test item/kg dry at the
end of the testg42 da gfte@phcﬁmn (t@e int€@val 28842 days)

Differences Trém the con@ of 476 % o@st c@entr@on 1.85 mg test item/kg dry soil) and -10.4 %
(test co@ratlon 18. %% mg t@@ 1ten@§§ %@%ﬂ) were measured at the end of the 42-day incubation

period (time 1ntervq!§8 42% @
Ro N
N Q $
Conclusion: @ @
Propineb- @ (B(%@U 4) Qé%sed n@adverse effects (difference to control < 25 %, OECD 216)
rl&zﬁmon pressed as NOs-N-production) at the end of the 42-day

incubatig@y peg@ The@tudys performed in a field soil at test concentrations up to 13.87 kg test
1tem/h&3 &S @ Q §

@
R%r N §

e
In a sgﬁie study the reference item Dinoterb caused a stimulation of nitrogen transformation of
+101.8 % and +172.8 % at 16.00 mg and 27.00 mg Dinoterb per kg soil dry weight, respectively,
determined 28 days after application (time interval 14 - 28).

on the soi
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CA 8.6 Effects on terrestrial non-target higher plants

For information on studies already evaluated during the first EU review of propineb, please réﬁ to ©©

corresponding section in the Baseline Dossier provided by Bayer CropScience d in the Mon@@aph. ©
N

CA 8.6.1 Summary of screening data

According to the data requirements for plant protection p@ucts (Comr@%sion Regul{tg‘i@n Nox, é\”
&

284/2013), screening data shall be required

herbicidal or plant growth regulator activity. For propineb as a fungicy

for plant profection produ@

v

other t

, tier 1 li%@tes‘t§®ere é\” O
P

< O
S
S & .o
han thigse e@biﬁn &@

conducted with the representative formulation Propiggb WG 70. ']@e studies are fresentedin ]@ , @g}
Annex point 10.6.2. @ 2) @ & AN
CA 8.6.2 Testi 1 > 2 N\ 2 4

0. esting on non-target plants o & % 6 " %,

9 Xy
Studies on non-target plants (seedling emergéace q&@veg@‘tive @our@ve b@Qn cogducte%with the
representative formulation Propineb WG ?é%and e pre@@te%&C&A
R S N o

nné@point Q6?@j @

7

LN v
> @ N S SN
S e s &S
CA 8.7 Effects on other t@%strial@ga%is}ls (%1 an@%una@b @@ @Q O\%
No studies on other terrestria@ganisﬁ% Wer@iece@ry. @® @ (& @© &
S S @ g Q
VM O & o SN Lo
o O N L N
g1 9 < N AN Q
CA 8.8 Effects on'biolepical method r sewge treafment S

?”\g o o
For information gdies @fead@evah@ed d@]g the Yirst U re&w o®opineb, please refer to

corresponding se

@) N A N N &\

in@e Ba&@le @sie&prov%

o &
An activateddg@ud&g@ith p@pine&@vjas p}ffor@, W, wags not submitted during the first

Annex I in€jusion process and s@u‘:@d w@in thi@Sup@lfmen@?’Dossier for the propineb Annex I

Renew@ his study \@?ﬁ be §§ﬁma
o\ N

v O

dbelgw. ©© & ] ©\

O%\
RO

o @, . .
y Bayer CropScignce and in the Monograph.
Ny P

Table 8.8- 1: z};@?tion@l stu(;'{@@on si%mge t@tmen@vithg@}ropineb

ies/O7 - N % . References
Test substan@ @Q es@eae@ q Q @Endpoint
S s o
s ctivatedSludgs,” a2 w. M-361047-01-1
propn@tech. o\@ QU & &Q }%6@ > 1000 mg a.s./L 2009/0132/01
& > @l KCA 8.8/01
S S
& @
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Report: B 0o 36104701 &
Title: Activated sludge, respiration inhibition test with propineb N
Report No: 2009/0132/01 > D o
Document No: M-361047-01-1 @,Q S
Guidelines: Council Regulation (EC) No 440/2008, Method C,11 Activated @udg@ L
respiration inhibition (2008). This test method is equal to OE\@ .9 %@
Guideline 209 (1984) ©@ > N e
GLP/GEP: Yes X Q e 9 «
O Y A
@ & & VO &
o ) R o & A &
Objective: N @ ) \© & @
A study was performed to assess the toxicity @{propi@b to l@eri%\ %@’ @6 o g§
@ X S
"y FET Vs & s
Materials and methods: W\% \@’ N % @@ @j @
Test item: Propineb (Batch: EDFU71 1, puih&y: 8 1@%). &6 NN éﬁ % §

The activated sludge was exposed ro%%eb to@@mi@cong&auaﬁ«@ of , 138y 320, @60 and
1000 mg test item/L. The respira rate®f each mixtiire W§ eter@ed I a tiobng;g%)}iods of 3
hours. @ &@ @@9 @6 @® &© ©© @Q

Two controls without test itentwere‘tcluded in thd@st design, at El@le start %d thé%ther at the end
of the test series. Each batch of avate%@udg@%as cligeked &ing@—DLc\l@)rop@nol as a reference
compound. \@ 9 Lo N $ @t@

The physico-chemicat_oxy @%con@mpti(@ co W{@% out, since\@)me substances may
consume oxygen byghemical reagtivit ordegto bgble to differéntiate Between physico-chemical
oxygen consumpton a@ bielogicaloxygen cgi@mpt@@y (rlrat , at least the maximum

concentration éﬁ\e t@item was a@dition@ testéd without actrated $ludge.

o
To measure tHe oxygen @Qmmp@on, 350 mb of studge @ith te@ item (or control or reference

compoun&{@vas incubated for s%j{) i@ mL@}osed @;len@eyer f@y\?sks (with air inlet and outlet) and
aerated@ough a gla@%boe @%0—1 L/h with ¢ oikdree ai® For measurement, the content of the
Erlenmeyer ﬂasks@s coql%lete@atram@ﬂed{(}%()&gm BAD bottles and Os-content was measured
with an Oz-mete@%doglect@) Wﬁb\wri%@’ © S
The respiratiO@ rate ea&l}}copo@%}aﬁ@ was&tern@ed graphically from the linear part of the
curve of Oz—‘@ntentgersime\ﬁle i@bito@\effec@f the test item at a particular concentration is
expressﬁ a percen%ge of medl of 41 ri:sgl%tion rates of two controls. An ECso value was
calculated from the @plraﬁo%ratg at dif@nt t@e item concentrations.

%o %, D v @ @
Date\s of exper%@r}ental @rk;&@\ @%ecggber 07, 2009 to December 12, 2009

g &S Q

Results: @ Q S N ©@
All Véllid@ crit@ of the tes Q'\' thod were met:

- %spi@ry ra%s 02@ 2 controls differ less than 15 % from each other
Q§ T@Cso he gierence compound 3,5-Dichlorophenol is in the range 5 — 30 mg/L
N

Propi showed 17.8 % respiration inhibition of activated sludge at a test item concentration of
1000 mg/L.
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Conclusions:

The ECso is higher than 1000 mg/L. @o @6
The effect value relates to nominal concentration, since no analytical monitorinwas performeé@ g
& e
@ S8
N
CA 8.9 Monitoring data @ s&% \© o\§ Q@
No monitoring data are available. & Q@ @& § %@ &@
@ < SN
Ve & & «
@ N O @ &
X N . T T AN
A A T S
Q Y & & O @
R ERCARN S D &> & e
@} °\\ Q?} A Y & A é\g % §
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Ve o > & 9 .9 &
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o O o & S
AN ° & o .Y L
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S TS e e %0 <
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