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CP7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION )
PRODUCT & Qb
S @
@ @ @
INTRODUCTION ~N S
SIS
< O o 2
" © >~ SN S
CP71 Acute toxicity e @ g}” @\ @ @

102000006516-02) is a water dispersible gr te formuylatio @@G @tam@g 7% g/k@}of
propineb. The product was developed as a fungicide to be usedypn vaxious CEOPS. 6\ v,
Hereafter is presented a summary of the réul he &ﬁte @%imty%tudle@erfoﬁaed with the

formulation ‘Propineb WG 70’ previously named H3(@70 (cn@ ro r@jb) S &
IS RS &

Q)
The formulation ‘Propineb WG 70’ alias ‘Antrg@él WG 70’cfalso coded @)emﬁca 1m@9umbé§

Study Species (sex)@ . @ Resﬁfts D § &@feregg§

X R
Acute oral Rat (F k® (%% o%%so %ﬁéﬁ\OO g@kg @9 §@03&9@9-01-1

QO W © ©
Acute dermal Rat M+ F)e P & LDG2 zo@ng bw &5 P %3})435-01-1
INaN 2
©

<)

" § chsgg 2.8 %géL@
Acute inhalation Rt (MéF) @ No@releva because ofﬂbw @t @\/[-013839-01-1
S o fon@a?lon
S (SIS N S
Acute skin irritationq}” Rabbit % tafing & S | M-030650-01-1
Cuesmlrrlaléé)@ h 1§ @ §©N\ﬁlrr;a Q) @&
. 5 LN N
Acute eye irritatjon ©Rab it NN Not@ltat N M-030653-0 1-1
ye imitaion |\ “Rabbit(M) | &
(SN N T o & O

Y
Propineb, Wﬁ} 70 (alias ntrac&% ) is ®low t@(lClt@tO ra@fter oral administration and non-
toxic a/f@b acute derng.tand alati apphca‘ao@t 1S ﬁ@ 1 mg to the skin or eyes of rabbits. It
was not tested for se%tlza‘tgg with rega Q) th& rmalv\fllerggmc potential of Propineb.
@ \ >
The study result@tmggg@he f ow1@lass%ﬁcatl labe@

- EU directivez] 999/ Ciy © @ _X@)R43 @nay cause sensitization by skin contact)
- Regula‘uor@EC) I$% 12@20 }ILPQ @}km spsitization Cat. 1 (H317 May cause allergic

. s n@eaotlon)
R CAF S
AN




B . Page 6 of 72
Bayer CropScience 2014-06-18
R

Document MCP: Section 7 Toxicological studies

PPB 70 WG
CP7.1.1 Oral toxicity . @ @6
i S
2%
Report: T B 20001 -030439-01 & N
Title: LH 30/Z 70 WG (c.n.: Propineb) - Study for acute e%l toxicity in@ats § <
Report No: 30527 ©) \ \ %
Document No: M-030439-01-1 e % @
Guidelines: OECD 423; Directive 96/54/EEC, Annex I, Part B, &g@trl“ﬁs C&Q
712-C-98-190, OPPTS 870.1700 S @
Deviations: The test substan ,(c commercial prod (no %0 be@able d @}
homogenous in both undllutand in read@-us&% tio 1th er. The fest &
substance was formulateddn wate@There@re by ticakds I@y ionsaf stabﬂ%y and
homogeneity of the aque@ls flatlc@ywerﬁvét pe@ned o3 & % .
GLP/GEP: yes U @ Q a Q L7 N
@9 \\@O©©ﬁ%\©§9 N ©§
Material and Q K % &) @
methods: A study for te ore@%oxw%fy rg%[ed @ale ab ema@@ats L) pefz@rmed
with LH 30/ 70 %G

Test coun @i{ 3&70& @ S
Batch to.: °$+23301327 L 2 ¢
& Q) S
Develppmef ho.; @ 30002520 @ @ 9
Cohntent: % 4°/ S {° L N
Xehicles @) raho e@wa o
§@%%pplic om@u@ te: ge to sted@ts S
Fa: g t go\a 17 hO ,I S & @
@ N \3000 ihg/kg @« § N

@ 1 \é @0 /k
P 1@10n ume;
@@ @T est%yster@j stra% % 1Star @SPF @ed)gg%stpb ‘WU
T

. Group si ats/sex/gr (o
D
&@ é% ent %agu @od:w\g~£p ;0@—1 1-08 —2000-11-24
Q\Exp@ment&phas 14~days RN
@@@ servat \o;\ @mcal@gns&ody weight, gross necropsy

<
@ @able@ IFI@Boses@norgt@% / afimals treated

Findings: Q P ose AN 1001@211 & Duration of Time of death Mortality
) fax @ 0
[mg/kg '%: res signs [%]
@7 o | $ \} | Male rats | |
AQOO oy | @003 - -- 0
\y\’ M SN Q KQ{ Female rats
@° F2000Y b, 1373 | 5d—10d | 6d | 33
'S LD so @ = 2500 mg/Kbw
3 1% nuittber @ = number of dead animals
Umoc¢! = number oI animals with s1gns
A O 2tgumbal ber of animals with
S @) umber = number of animals in the group
¢ @
§ § - cording to the OECD Guideline 423
& @ N N
N o T
& &
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Clinical signs: A dose of 2000 mg/kg body weight was tolerated by male rats without
mortalities and clinical signs.
One female of the 2000 mg/kg dose group died on day 6.
In females the reactivity was decreased, and uncoordinate@gait and hy
of the hind limbs were detected. In one animal each, alsgxdecreased méti 1t
red incrusted orbital margins and labored breathing occurred. @
The signs observed started on day 5 of the study a %sted up to,d4y 10.¢
Body weights: Body weight and body weight galn @Pmale rats not affected@ tr&*ﬁmen@@
A decrease in body weight was obsérved on deg of the stud
Gross pathology: In the animal that died during t observatlol& riod the fo é&, ing§ %§ c&

were detected:
Kidneys: discoloration, sp , both Q @ Q @§
No gross pathologic changes were, obs@d 1@@§;umal@acn®ed at'the eq@f
the study period. é @ é\g @% @@, D o %
C i 5o BosielD aftel) Patida &
onclusion: LH 30/Z70 WG V\@ f lew toxieity a%gr acugS ora@mlnlstratl to
fasted rats. \ @} & @ §

The study result triggers the followin: @{as fﬁcatl ab W\? ©
- EU directive 1999/45/EC: @ éx §2 NN > @ @ ©
- Regulation (EC) No 1272/2008 @LP)@ Q\I one gy, @Q ©@ S o\%
o & @ S @ @ (S SIS
CP712 D S S o TN & e
1. ermal tomlty(& @@

e 5

(4
é/
7@%@

7o

2 9
Repore M&z@ Vo
Title: H3 7@1 G (gt Pr ebgﬁ\i‘)tudy@)r ac@% derghl toxicity in rats
S

Report No: 30528 <
Document No: @Q 5%0 35.01-1° \\ @ é@ @& @@
Guidelines: ©© EC 402; 're(éitb9 6‘%&8@% An§x V@ﬁdrt B.3.; US-EPA 712-C-
, OPPTS 870.120 ©)
GLP/GEP» @ y@s © QD @ @ %}’
Materlﬁnd N @© § < {° ©© § ©\
methods: § A st&ely fo uteQ@rma@xwl sun er%4 hour occlusion conditions in male
© fem rats@as perform Wlt?ééi 30/Z 70 WG.
@ @ou@ o LHEY/Z 7@WG
atelono.: « Q\ ﬁOB@)
% De op§lt not=> 00252002
Gf@nten Z 8. 4@9

atlon%ute dg?@al (occlusive dressing)

\y\’ @g % ours
@° @OOO mg/kg bw
& Toest em é;@am Q Wistar rat (SPF-bred) / HsdCpb: WU
N size: @ S rats/sex/dose
&§ éﬁ P @trea nt obsérvation period: 14 days
Q@ §2 Experimntal phase:  2000-11-08 — 2000-11-22
&% @ @bs% tions: clinical signs, local skin effects,
Q© @ & L body weight, gross necropsy
N Application dose
@ Sex  Dose [mg/kg bw] Range of doses [mg/cm?]
Male 2000 26.9 —28.0
Female 2000 26.8 —28.5
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Table 7.1.2-1 Doses, mortality / animals treated @f
Findings: Dose Toxicological | Duration of | Time ofc@death Mort@@ [%%
[mg/kg bw] results*® signs @,@ S S
Male rats SRS
2000 | o5#5 | 2d—14d | w0 -- 1Y ®
Egmhalerats g & @
2000 | o/5#5 | 2d-—14d D - @] &0
LDs): > 2000 mglkg bw QY R o
* 1t number = number of deaﬁ%nim ° S © Y
2" number = Q'? number of%lmals & SlgnsQ @ &) @
3" number = number @’11mals%m the gi@up 6\ N &
# animals showed loc‘ﬁ:lbskln ngs § S A RS

@ v %ﬂ .
Clinical signs: A dermal dose of 20% mg/l@%ody@zmgh@vas to rate&by s an@é a@s

without mortalities™and clifical S.
i C& & &6 & %\ N & §
Local skin In both gender@e hgg%nen@ ea W@s yell;@v disceloredcand ingemal s%e
findings: treatment argh,was pértly réddenedand aformatipn of, @ e observed.
The signs observedstarteéon (@2 of@ l@an%@ted @to thesend of the
study. Q@ W v > SN
S & @ Q
Body weights: No t@atme@%elat effe(@ on bo@& welght an@bod@yelgh ain in males and
fernales a%zooo n@/kg vz;ght were obs%fved% N
o4 & @
Gross pathology: @o gro@ pa&@‘logw@han@ wer&%servg n @malsﬁs,acnﬁced at the end of
theétudy & @ @ & @
A
Conclusion @{ 3 70 @E qu@ionegtpxnc @mal&d f@e;male rats after acute dermal

@adnf&mstr ion. .
The study, If@bult trlggersgghe fol@wn@smf@tlom 1@6111@ o
- EU djféetive 1999/4 % - Nepe > O

- Regulation (EC)%@% 72& 8 (@LP) ‘None &\
N

\
&
Yo £F 54
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CP7.1.3 Inhalation toxicity

D @

Report: o0 i-013839-01 S N
Title: LH 30/Z 70 WG 03245/0170 (c.n. Propineb) - Study 01§cute inhalatfon B

toxicity in rats according to OECD no. 403 % § @\ 5
Report No: 29072 R N O\@ N
Document No: ~ M-013839-01-1 © o NN o
Guidelines: OECD 403; Directive 92/69/EEC, method l@@, US-EPA @%-C- -19&%

OPPTS 870.1300 o « S | ©
GLP/GEP: yes @ﬁ R e A & © @3@

N @ 9
& & DN LN N

Material and @ X S 3
methods: A study on the acute i halata@‘l tox@%)y of @l @ 30/@7 0 &G 032d5/01
and female rats hasheén cénductﬁé\icll @ NS
@

Ry
> 3047 70 WG 03@5/@ & ©§

& 9

Test compound: @ o

Batch no.: S A9ems013y O
uxmclé@%o & 009299990 Y D §@ <2

Developmen @ S S
Content: & S 1 % @ @) BN
Vehicle;, @ & v e10 @ed W@r @ &

Apphc@%n route: & o inhalation ( ose @ﬁly) S

Dose, o & L@ (dioy: 0" 496> 102 @%owﬁlg/m air
N 9 Laerosl) v 14 6§1g/

%, SXRZ o (gratemetrie con&entratjo@

Durati: @9 @ § 4%&}urs &

Tests ys@n@)str% star féits (%F breg) / HsdCpb:WU

@Q p sige: \\ N5 rat ex/ p §
©© st t tme@ rétion %lod eks
@Expeximen lphase N “’ 06@6— §99-07-14
\@ O%ervat@% @7 & 1nlc@51gn®’eﬂexes rectal temperature,

<
&@ O @© \@ o @Q bo g@gross pathology
§®) © éﬁ \@ &’\ (& %
Findings: 9 le 7.4@-1: @aara&erlst@ of t@)chleved atmosphere

NS
@©© @

Q @Q roupl @)up E@ Group 2 |Group3 |Group4 |Group5
Target (@Wﬁation [mg/m’] § Cogtrol , [Contgol’ | 500 1000 5000 5000
N3 Q' |[Ailr] [W@er] [dust] [dust] [dust] [aerosol]
Nominal concentrafibh [mgim®] 4> oy | -- -- -- 7359
Gravimetric concentratiog IR 496 1028 5005 1440
[mg/m’] @ | @
Inlet air flowfL/minp > &9 L5 <115 28 28 28 15
Exhaust airdiow @mm}\@ 139 |13 23 23 23 13
Temperagire [méan, °Cly~ @ 23 21 22 20 20 22
Relaﬁy}@ﬁum@&{y [n&an %@\ 35 >93 8 3 5 >95
[ur@j?f\ - - 2.79 2.56 2.12 3.27
G 2 @ - - 2.70 2.62 1.94 2.50
aeroso@?&s <3 um [%] -- -- 53.1 56.7 70 46.6
mass recovered [mg/m?] -- -- 611 1220 4125 1401

MMAD = Mass Median Aerodynamic Diameter, GSD = Geometric Standard Deviation
—not applicable
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Table 7.1.3-2: Doses, mortality / animals treated gf S
Summary of acute inhalation toxicity - 4 hour exposure to aerosolized test item N
Group Target concentration | Toxicological | Onset and Onset of S Rectal tempegagiire v
. ) N o
no. [mg/m3] result™® duration of mortality QS [°C] & ©®
signs @ o
Male rats @% ,ﬁ@ 5
1 Air-control 0/0/5 - o |- @9 ’ 37.8 ol &
1 Water-control 0/0/5 -- v -- @ 37@” Q\ @ @
2 496 (dust) 0/5/5 0d - 5d - ©Q A S é\a &
3 1028 (dust) 0/5/5 0d — - & 63’4.5 QR B
4 5005 (dust) 5/5/5 0dA5d 4" Sy e K32 Q@ &@
5 1440 (aerosol) 0/5/5 2407 3d - @ R399 &' @
Female rats R GRS RN
1 Air-control 0/0/5 o~ @ T & 382
1 Water-control 0/0/5 _S (@) Q@’ & K& 37& % IS
2 496 (dust) 055 N Lo 9a. N & 369 & o
3 1028 (dust) 255 7 ~0d- O 4d & O s N v
4 5005 (dust) 2/5/5 D M0d g N 1d94d = IRICEING
5 1440 (acrosol) 0/5/@Q 0d08d O gy L @ 3160 °
LCso = 2838 mg/m? air v S > ®\ D @\y S =’
Confidence interval (95%) = 1568 - 5%7 ngm?® %;@smpe,@l S O O O
1:p<0.1()s§;b:p<001 (zd—%g@sureéﬁy o @ @ N é
number = w_ number of g&id an als S
2" number = n@;ber g %Vlth s@is after ess@n ofe &@gosur@
3" number = number@f an

expased O Ro <
Clinical signs: Ai?Wa@ }og%l @@ 6@ § & v §
Al rat&poler, th@axposu@e wn&%ut sp@ﬁc @n &

@496@g/m3§

) @ypn&% motlﬁ?y reduced hl’p, p@rec@a uomed hair-coat, flaccid
@)
O alysis ofh hmb@' % S §
O Segmmiar S 6 @
.9 Labored p\rﬁ@thm atte@,\brad@nea 0t111§§feduced high-legged gait, limp,
Q\ f@j}md alysi§sof hind- llm@parﬂ@ls erection, ungroomed hair-coat,
anesl emac1at10 eriQrbicular rustations, prostration (lying on
AN QSIS %1 lar ted eng (1

Q\belly%§ abne@mal& re ea@nosm > reddened.
@ [\ 0 _{,\ 3 @

& 205 mgA a1r

& T5Es gul reat@ a@n bradypnea, tachypnea, nostrils with red
Q @enc ity reduced, high-legged gait, limp, flaccid paralysis of hind-
dlsc$ £

% hm ous)@ oerection, ungroomed hair-coat, cyanosis,
@’ e@gama
m3 ir

v B Bra@s nea, otil ity redu@d limp, piloerection, ungroomed hair-coat, labored

o hlngpatte@ igh- ged gait, emaciation.
Body welghts&@ Qomp we e air control and groups exposed to the test substance
@ \ Ve§ coﬁ%entra@)n -dependent, statistically significant effects on body
& we@ t g @
Reflex @ @Q gg
measwrements? % the rats of the control groups or test item exposure groups 496 mg/m?
r 1028 mg/m? air experienced any abnormal reflexes whilst some rats in

$ @ @ ai §1
Q é@ ps 5005 mg/m® air and 1440 mg/m? air displayed a change in grip strength
or tonus.
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Rectal

temperatures: Statistical comparisons between air control animals with those in the groups®” @
exposed to the test substance revealed a concentration-dependent statisticall
significant decrease in body temperature in groups 1028, 3§05 and 144@/11@
air. @

Gross pathology:  Animals that succumbed during observation period: Lung less collagsed, to

dark-red discolorations; trachea with serous mucoid Tontent; stoméeh fill
bedding material, black mucoid corffént; intestine:&eddish muca@co Sht, @
reddish discoloration of mucous; d?coloratlons parenchynééus @«ms v\g
(pale). &

Animals sacrificed at the endsﬁhe observ@& E%{%}@d In§r tse posed @the @Q}
test compound a conclusivgy-fiicreased in%dence macfesco 1nd s co

not be ascertained. Therefore, the disco @atlo 15v0f lurigs ob ecl a?%e not, -
considered to be causal elat@o th@ﬁ xpomre to@ test§tem. Fln(g such

as mild dlscolora‘uon&io lu ch tous 0 gan@re 0 &’
observed in controly@ mai&euth@mzed xlth pen§9bar

@

@
Conclusion: Exposure conce@raﬁ&?{&s equghto 1@ mg/ and@o h§@ulte mor@hty
qu e

when exposu&e@vas tgrthe dust whilst th e ros@@(l440
mg/m? air) Was to%rated @ﬁchou@wr‘c Th@c 1n1 sersge were
governed®@y neuromuscitar eggts a anges co der ausally
relate@i@resplﬁtory@act irritation dnd, 1n@0 c @tances Wer@) served

thro%hout 2-w po@expo@e obse Va periQ Ne@psy findings
werg unobtrusivedn su@ng rats Wh@& in st;tgcum ra@vldence of lung

edema ted.
S %@% @ OF N T8

@W 1t@regar«§ the@splraglty he aggosol ge@era (ﬁntematlonally
@ éﬂ n12&&recorr%endﬁt10ns&1 @ @199% ere fulfilled, i.e. the
@C@

A&was £4 um @IM%‘?Q 1-3.3 tm GSD 199-2.7).
70 WG 05245/0 aergyol) sl@ws a low toxicity after acute
1nhalathj\lﬁ% {@ d@nale@éts @ @,

N N
IS Q@@”Q@ @M@%%\@
© &> >
Report: @@? :2003;M-108620-04; Amended:
Title: Q@ € 8
Report Nea: Al &
Docu %No: _¥-10 -04-@? Y N
Guidelines: @\/-, &:Vlati@s: nogspegi@
GLR/GEP: . noc . O 0 Q&
o Q Q
e . @ & Q
Material a@ \% e
methods:

% Tegt om§und:©@ LH 30/Z 70 WG
Assignmént/ @Q © o
objective: @@ @%n ordépto obtain information on the particle sizes existing in the delivered

§ @ g stat “Yarious batches of the product Antracol in the commercial WG70 form
Q é@ wete to be analyzed using the modern laser diffraction method. The mass
@ distribution of the aecrodynamic particle sizes of existing secondary particles

was to be derived from the analytical data obtained in this manner. A
comparison was to be made with classical sieve analysis.
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Procedure:

Results:

The product was measured in the dry state with the Sympatec Helos laser
diffraction analyzer in conjunction with the Gradis gravity dispersion syste
The comparative sieve analyses were similarly performed on the dry mategia
using a Retsch sieving machine. @
One batch was additionally measured using an image a@zer &

The present Antracol samples consist of spherical particfes

particle size Xsoof 235 um. o
Both the laser diffraction analyzer i sieve analy$es afforded \rly @mc
results. The supplementary partlcle%Jze dlstrlbL@@ determmé%vltls@e imag
analyzer was similarly nearly 1g7§g1tlcal N
The requirements for conversi

are closely approximated ¢ present p{oduct @ @) @

No fractions with a partlc e size smal tha@O un@coul&e clel%ctedé?
any of the described et@

S

Report:
Title:

to the aero@nan@)& partlfg@ sm&d%trlb@(?on &@g}

Propineb ( 30/Z) An

%mol \@G 70)

o

&

with a n@dlan@ @

@

&

Report No:
Document No:

Guidelines:
GLP/GEP:

MO-03- @903
M- 11@8 01y,

-/- &

@

@ﬂ&@

o @

np 9 ©

©
@))@

Material and
methods:

©§
&
.9
IS

Sis ha;s@“led
§ 94

9

©@

=

@Jhandw?lde (@the

gﬁ mwn

S 6@ S &
%omp d @ A@aco@G 78,
al}fﬁgs of S%dlffere{n batcﬁ@s 0 §mtra
roach'was taken,

D ©45). This I‘é&l
trib

X

he most conservative
the lcQwes me&an A% 159 um) and the largest
rgs‘[ fyaction @f respirable particles in the left-
nalyses uted both laser diffraction and
@%@Vmg @mlly ent lre
pr@)mon ethora@c fraction’, 11©relat10n to the Antracol WG 70 as it
usedDis CQQ}erglﬁzg agam@ 0.0%. With respect to Directive
the partic %ass L0 uyis 0.02% (assuming a log-normal
rtlcfe%mas @@’hus $hie particle-size analysis is not triggering
alatlon toxicity bioassay with Antracol WG
sul %’otal with the micronized test article under
diti hialyWwerenyfiliziftg additional technologies to maximize the
ﬁ&oncentr tlo&of res& ble@\’tlcles have limited relevance, if any, for

J79E
ttib

2 s, “clasgificatiotyr
A H(@ever@ can be rg%l that Antracol WG 70 is applied as aqueous aerosol.
@"  This h, eend 440 resgy in a study in which a 40% aqueous solution of Antracol
$ %ﬁ G Qwas %a@roso zed in a Collison nebulizer (high aerosol output device).
@ Q Expgsureqf rats{dx4h) to this maximum technical attainable concentration of
@@& @@Q re@pirab@)articles (MMAD 3.3 um, GSD 2.5) did not cause mortality.
c e T
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Conclusion: The proportion of the ‘thoracic fraction’, in relation to the Antracol WG 70
as it is handled and used, is 0.0%. With respect to the Commission @ S
Directive 94/779/EEC, the particle mass <50 pm is 0.02%. Thus, the :« §
particle size analysis of Antracol WG 70 does not warrant classific
with respect to inhalation. Testing of the 40% aqueouissolution of4ntr
WG 70, which did not result in mortality up to the maximum te@nic@
attainable concentration, substantiates this concil%l%ion furthqr\.© \@ é\”@
N LN
The LCso is not relevant for the formulation because of 15w dust fon, therefO@Qhe C \siﬁw@%n &@
is as followed: N &© é\g Q § c&©
- EU directive 1999/45/EC: No%@ Q o & & < &@
- Regulation (EC) No 1272/2008 (CLP): @e Q} L@ R \© 9 @@
« @@Q %Q éj\ g @6 NS
CP7.1.4  Skin irritation © P & & ¥ v o A
) L& @ R s 9 ¢ ¢
LS D NS
LN oy g A e & §
Repore ey R
Title: Acute skin igritatiomgest (patch test) of ﬁO/@% Wein raﬁs %@2
Report No: R919 Qo o ®® o & & ~
Document No: M-030680-01-k vy S @ @ & @© .
Guidelines: EC g]@linehA.;QaECD 4@1 S @ g @
GLP/GEP: ves, &N O o @ SN W92
N Z @ § @ @% R § @
Material and @ @ O ) .9 « - Q
methods: @e aiffof @yexa 'nati@vas tg}xami@ LP%O/Z k(NV G for acute skin
irritation inGyale t4bbits (patc ). @

" PufVerizedsolid Was istened sufﬁ@ntly @%‘th w@% to insure good contact
QAN % X

Q With the skin. 5 S
S @%es‘[\:@ pout%: S . f;% L&O/@gi; W®
% Batch nog; 2 S 3013270 o

o kR
&Q\ g’glcle@el ent no.: ©© 000@%89@
Content? & . 68.4% <,

\/ehféle: S ua ad%ljectabilia

&
@@Q @lica@ rm@'\ . %@J e%@‘lo the shaved intact dorsal skin
@ O @Q RS ©\ § (segi-occlusive procedure)
Q ugn: \\ Q\ @\ hours
AN DoseZ ©° A5 o @00 mg/patch/animal
@’ | Teest sy@% / stiin: @ - rabbit / Himalayan

N

@rou SiZe: &7 Q" 3 male rabbits
\y\’ v Pos@%at&g@ﬁt 0 @Vat@period: 3 days
. Ex@ri &ital p@ase: &© 2000-11-03 — 2000-11-06
@ . .. . .
& %Qbser 0n§ Q clinical signs, body weight.
A
Findings:&§ é\ﬁ Un@er th§reser?@est conditions none of the three rabbits exposed for 4 hours

Q@ §) t0 300 i@z LH 30/Z 70 WG/patch and animal (semi-occlusive condition)
(ON

i @%ho %any substance-related lesions at the examination time-points 60 min, 24,
§ @@ @y 48 72 hours after patch removal.
Q Q& Thetre were no systemic intolerance reactions.
Concl@n: LH 30/Z 70 WG is not irritating to the skin of rabbits.
The study result triggers the following classification/labelling:
- EU Directive 1999/45/EC (as amended): none

- Regulation (EC) No 1272/2008 (CLP): none
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CP7.1.5 Eye irritation

& O
D @§
Report: B B 000003065300 O N
Title: Acute eye irritation study of LH 30/Z 70 WG by instilb§on into the \@
re . conjunctival sac of rabbits % § § >
port No: R7920 R N &
DocumentNo:  M-030653-01-1 VCQ o SN ol @
Guidelines: EC guideline B.5.; OECD 405 ©Q @ § é\a é
GLP/GEP: yes @% § ((%\9 Q @© &
Qo? N A & G o &
Material and @’ °\ (o8 6\ AN
&, 9 % S o
methods: The aim of this experm@nt wa@fto e%mme%e 1n%®ﬂnce @ﬁH 0/Z 707G on .
rabbit eyes (1rr1tatlol%orro test®y & @7 @&
Test compound: ‘”\9 H 30/Zy70 W% Q §
Batch no.: \ 2 301&270 S S8 @
Anicle/Develo@ent@g% £90005%6 899@@00@00@
Content: \ 684% N\ N
Apphcatlonsutef@ 9 @agle @ﬂla fon n%@%e cofy unctlwl sac
Dose: @ ‘”\a © ima
Test sy§m / strain: & rabt%/ % laya@ %
Groyy size: é @@ @& 3@;116 rab 1ts© N @

Post:freatment ob@rvatidn peri Q4 days> < y\’

@peri@rétal phase: (§ 200@1 0 2000&191 J%@

bser 10 @ ical sighs, b we&gt
% & & § B

Findings: @Q &g@er thg}reseny\fest\%ndlt Ons a Ské?fe glcatlﬁ@of 0.1 g LH 30/Z 7T0WG
©© an@lal mé\the dhjunctiyal sa@of thew¥ght e}%' of three rabbits did not

ausgany ¢hanges. 9 @

.9 The corneg,"the } and@’e conj@lc‘u@v@e we\r@not affected by instillation of the

&@\ %@ co@und < Q
eva ¢ RO syst C mﬁg%ra ce reactions.
Conclusion: Gq@ not j tat to@&e eyes of rabbits.

The study result @mgg @1 lassfﬁcatloglabel
- EU Directivez} 999/ d) nahe W
- Regulation EC) N©’ 12008@@)Q @one
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CP 7.1.6 Skin sensitisation @ @b
o S ¢
IS 2
Report: - B 002 428880-01 @ N
Title: Propineb WG 70 - Evaluation of potential skin senséﬁzation in th@cal @ph 2)
node assay in the mouse ©) {*ﬁ y;\ N &
Report No: SA 11384 \a @ ©) @\ %@ &@
DocumentNo: ~ M-428880-01-1 « R S & o
Guidelines: O.E.C.D. guideline 429 (20%@; US-EPA @PPTSQSW.ZQ@) (200%; @© @
Deviations: not specifie @@) Q & @&
GLP/GEP: ves @ D - 9 &

Q S
&G @@ %\5} %, N

Q SR
LH 30/Z 80 VM 00705/0790 was tested fox its ski%sensi@ng @ntia@l the l@égn@on- man_ °
— : .

maximisation test (report no. 15897; N981§In thigytest @en{p@zas found for a de

h@wi@l@o})@g@@G

allergenic potential of Propineb. For al avelfare.(@sons o serSitization s
70 will be performed éém (&@1 %\g %i %%ﬁ @ggn
. o 27, @
@ @ AN @ ®\ @@ < @ R
) S O & >

8)
Lo ISEENS
CP7.1.7 Suppleme@ sfudie%gl the @’ant p@ote@n %oduct@ é

& e
Not relevant: the formulat@n is n&reco@@end@ to be'@ombined w@ oth&g%latgot\] frotection

products. S % S @ IS ‘&Q L

v S 9 S - & .
CP7.1.8 SupplemeitaryStudies for @bg&ions f plait protection products
ul@%n is%g% recfm@nm@Qded t,i@ cog@%led@ggith r;@@r plant protection

(CREENNEAN N
products. ® S & @ AN
o & O O« g @b ©§ @

Not relevant: the

CP 7.2 Dafd on éxposaye \
O\@ % p g % b\ @ @ @7%
Operatgiekposure to Ahtra G0 was not uat@s p@ of the EU review of propineb (this

was don¢ for the /R 70 foxmulagion). ”@%r%efo‘reQ allgrxelevar&%iata and risk assessments are provided
here and are considgred adequa N \o;\ 62}% S) >

% S
Antracol WG@O is @Qate ~dispergible @nule @mul@on containing 700 g a.s./kg propineb. The
product is §2d as@ fu 1de\1'ﬁ ap graj an%greenhouse tomato. Non-dietary exposure is
estimated Q@d subsequentTisk assess s,af® ma &for operators, bystanders/residents and workers.

Exposu@stimations\ef@ baséd on th@req:ﬁive"itical GAP for each relevant scenario providing the

highq,g exposure egi@late.%ossi@art ontains the detailed use information.
N SRR
(AN Q
@ .. & & &

CP7.2.1 @ Opé %tog@pos%re o
) ? . .

Operator@pos 1S e@mate&or the field applications (apple and grapes) using the UK-POEM and

the G@i@an &Ea el. Both ﬂ@q}u‘[ch Model as well as the ECPA Greenhouse Model are used for the

gree§ouse pli%ﬁonso mato). A summary of the critical GAP (cGAP) used for operator risk

as@ssme@@s presented i Table 7.2.1-1.
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Table 7.2.1-1  Summary of critical operator GAP @f ®©
Crop F/ Application Region | German Model UK-POEM Dugch and @
G method @ A
@,@ (&eeqh@%
& Ml
Dose 1 Dose fate. | Watef BQse rat, X
kg prod% ha kg p@’uct/ volu; rodu a
(kg a.s./ha) (kg gig@a) g a@éha) q
SN /h Q
@ & &-8. a) Q Q N
Q%@* . 3 6 @ @i@
Broadcast air- N-/S-EU 225 2@5 &)
Apple F a§sisted sprayer, (@75) @' w\(}575t)§@’ 1@0 Y §
high crop q 6@@ § 3 Q§ @% @jv -
N'E . @' 1 1 Q 800 _ @
Boom sprayer: g\ﬁ > (‘&E) 6 &%12) o §
Grapes F | hydraulic nozzles, @ - ‘%@ S S & 8
low crop @Q'E%K Q 2 Q @ &ﬁoo@ )
L@ s am S| o2
R ©\? -
@ | NEU @ ] @ N
Handheld « > | > <o AR /\K@ O @@ 7O A
Tomato G lance/tan% o ©) § @ S S
sprayerslow crop %?fj § oo S < @\y\?_ 3
Sle & NS S @.1)
F = field, G h X\\g @§ RS @ § - @@)\\ &
=1elq, :green ouse
s .88 Y & o @
Apple: & N° O N NN
med & Y s & ~

The cGAP 6§ eva‘hgged or the Q;%plu:a@@on

aa&@smsted sprayers (‘airblast
&t@ maximu;

GAP when,
water vo eﬁle

with the hlgh§

Grapes:

@é methods
w_ (‘airblast’ )Q:ﬁﬂferé%ces
\ application rate

od @3in t@ctor-mounted/ trailed broadcast
iffdpe nces the @)phcﬁbn rate are accounted for by using
plicgfion rd ié S kg@ /ha@hen @ing the German Model. The critical
'ng fie UKXROE suL&s\fron@@ com@}atlon of highest dose rate with lowest
lic 1%11 cm@ntrat@n 1s@nstant the highest exposure is calculated
e§p (@5 k& S. /h@nd {Water volume of 1500 L/ha.
~

P 8 &8
app@anon@/ill @ trac w\;ﬁ-mounted/ trailed broadcast air-assisted spraying
the llc‘ag rate are accounted for by using the maximum
a.s./han N and 1.4 kg a.s./ha in S-EU) when using the German
n u, the UK-POEM results from a combination of highest
e. As the application concentration is constant the highest

212

Model.@he critical
doseasite \&iﬁiﬁo watﬁr VOI@n . icati ion i i
exposure is, calcglpted with thehighest dose rate and a water volume of 800 L/ha in northern

R

ope@nd a waler velme of 1000 L/ha in southern Europe.
S

$To %:

D
Sy

@% method of application in the greenhouse will be hand-held spraying. Differences in the
pplication rate are accounted for by using the maximum application rate (1.68 kg a.s./ha in N-
EU and 2.1 kg a.s./ha in S-EU) when using the Dutch and the ECPA Greenhouse models.
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e Endpoints relevant for risk assessment

& D
D Q§
AOEL: > @®
The original endpoint of 0.003 mg/kg bw/day in the Revi QReport for™ rgp@%)
(SANCO7574V197-final, 26 February 2003) was based on a chrglc dietary study b Nis se &,

9
sub-chronic study was not available. A new su onic rat s (14-week aral ra@ is ny
available. It provides the relevant scientific 1ﬁmmat10n for@e review oi}he duct (An
AOEL of 0.046 mg/kg bw/day (NOAEL :&7 6 mg/kg b@iday, corregtg d b@ 60%> or%@

absorption and a safety factor of 100) is est BHished from study. &
o @ < @}
6\ NS

@ \
vztro u51 uman

A dermal absorption study was perféned @@1%1 th&ﬁfG fon@’atlo
e

Dermal absorption:

and rat skin. As a result of the study der tlon@ 0. l/@(for the co
(for the spray dilution) is used 1&%6 f@wm‘g@r’sk a@ssm&f%(for @ allso\gee CP
@

7o

Summary

A summary of the exposure

S
@atei?esultn@j fronﬁle

S

&

K "\g

N %

o

arfd propo@wn@@ thecxs\ystemlc AOEL

9
accounted for by the estimatés are resen@n tl@ folloégjmg . .G &
Table 7.2.1-2: Predicted operato egosur@ § * @ @y\’
= & T (@)
@ L, @ tem1®exp0 e * N
§ § Qim@/)‘g bw
F/ ion. Q PRE
Crops | @Q od <> UK-~. ] Geryian Dut‘@ ECPA
o o § %PO&I%! @’Iodel Greenh. | Greenh.
P @J@ < N & o Model | Model
o2 | Broadcastgair- @V\g f@ @042(55\ 00257 |O - -
Apple S F ist
pple/§ highc5h rgf,y\@ Wit} 0,393 *%9.007@@ - -
T & O @O\
Grapes | o dc(%%;;e @ @l 469 0. %’83 ) )
SN
(N-EU) @mgh@ @ _ lewithed o o@ @3055 - -
Grapes Broadc@ air<Q I&i@ %@498 @J 0.0229 - -
(S-EU) assist% spra @ Y
é@’ Jigh crop With?, Q0. 0.0069 - -
e c laE?;%@:;i i@ N@)” & - 0.0720 | 0.0270
(N-EU) @ &&h o @ithz <§ - - 0.0072 0.0209
O - - : :
"{;m};?}()) &® @gggld xii?fda & 0.0900 | 0.0337
%) . | With? - - 0.0090 0.0261
S hig crg&@
'No P{vﬁ’ D UK@%M: Qoverall, no gloves; German Model: T-shirt and shorts, no gloves; Dutch Model: described
as king clothes; ECPA Greenhouse Model: Coverall, no gloves
Véﬁh PPE@ Coverall and gloves during mixing/loading and application;
* Derm: orption of 0.1% (concentrate) and 1% (spray), 100% absorption via inhalation route
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Table 7.2.1-3: Proportions of the systemic AOEL accounted for by the exposure estimates

% of AOEL & &
; (0.046 mg/kg bw/day) Q\ @
F Application
Crops | method PPE UK. | German | Dutch |CECPA &@ QQ
POEM Model Greenh. {OGreenh. °
Models, | Model (" S o
. X
Broadcast air- No 93 @6 @ - n \\ @@ @
Apple F | assisted sprayer, - 7 \V; 7 Q @f — s
high crop With 4 oY 'S > Q> Q
Broadcast air- No 102 40 R . &, - < @
Grapes . O 9 O A &
(N-EU) F | assisted sprayer, - & 5 — N & @
high crop With w b @6@’ "> w\f@ [\6 1 y\g@
@N
Grapes Broadcast air- No | ©108 @ § | - .
(S-EU) | F assisted sprayer, % %}’ \J@?: L [S] S S @% @&
high crop Wlif'\a \ﬁ S &%' e &
& o AN
SN A )
Tomato Hand held @Q 5 &\” @ [ 1569 8 0@§ ©
(N-EU) G | lance/tank sprayer, &> - T 3 SRS ©
high crop é With@ ®\ @@E (\g) 2 \%
Tomato | G Handheld @, | NS | @- & @7 § 196& §3 N
(S-EU) lance/tank sp{i%r, N Y« ab 5 = A
high Wit - KN o c
B SV & o [T
o, & N ‘27\9
Assessment b S ©§ L § N > §
v N 9 6 ° G N

() Q> > O
Exposure estimate@?edi(iacce@e r!@@ for alt int© ed uggs. Q @K
The UK-POE m s@rates&?afe(&uses in\%ple@ﬂd gm@@es. N p@ct can be applied in apple
without PPE.@gra@ exposure @unpgg@:te t&pera%?s on] igh@l exceeds the AOEL. However,
when gloves are wdfi systémic exposure will be belo e AOEL
005 AN v @

X
The Gepman Model dg nst s saf&uses in appl€and giapes without PPE.
& o APRGANG &3P

The Duch Model u@d forethie m@suroe @aluai}n oftthe gre&}louse use predicts exposure below the
AOEL for opera@ wearing Veraﬁand&gq%ves. Fhe mgin reason for the exposure of unprotected
operators aboye the L isdthat @7 mo do@ot a@unt for different dermal absorption values

for the concefitrate dad tl'%@uti{%(hig der%al ab@ption of the dilution is used).

This is %@nstrated v%th thPA@ee@gﬂse 1&«;()@(161. A safe use is predicted even for unprotected
R N
N

operators. Y
% "N SP > Q@& &
S ¥ & Q

Conclusion &@% . AN Q@ Q&
Overall, it onc‘mﬁ ﬁhe use ntracol WG 70 does not result in an unacceptable risk for

operators@& @é% @© §’
<< O % S
@’ @@ N o

& & T e
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CP 7.2.1.1 Estimation of operator exposure @ @

Exposure estimates for the use in apple and grapes are made using the UK-ROEM and th@%e
model. The use in greenhouse tomato is evaluated using the Dutch and the E A Greenhou‘§e mo@

Exposure is calculated based on the critical GAP (see Table 7.2.1- lﬁ%Detaﬂed c@s:ulat@s ar(,f@

presented in the following tables. v@@ Q@ @g}g @\\ K @@ &@
% ® %©@©
@ & & VO &
Q@°§§@&
Q'?. \@Q\©@@
SR TN
A A T S
Q @ N N W&
RO O S S
SEIT s s e
ST S S OF
SN sd s Ee ]
AN R
Q ®©@©0”\9
o o O § o &S
e ¥ S @S 9
AN @”&@Q é
" < 9
v O & o SN L9
o O N W Q\%@
\ I I S S IR
&@f@@@o@% &
S TS e §8 %0 ¢
& . § ° @Q@ @
@@"\%\0 9 N
S Ve d S TES
>y & .0 9O «7 & D @
@y\ﬂ@ \&§©%
5 @?’@’@©©©@\@7
&@ \@O\®%©@%\©%§\©
§&©\@%é&©
e N .0 & O @
QOO O N O D
¥ o KN & o
) SRS
@’ Q@Q@®\
@%\&OQ
> S SLIPRCARYS QRS
> ® o O
° N
&@%%é@@Q
§§©%©@
> O o
TS
{N@@o%
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UK-POEM calculations @
S
Table 7.2.1.1-1 : UK-POEM calculations - apple @ @® @
THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) WITH GERMAN MODEL MIX/L(@ DATA (75th PE&?EN Tl@
D
Application method |Tracb0r-mounbed,"h'ai|ed broadcast air-assisted sprayer: 500 |tha t] % § §
Product Antracol WG 70 @ Active substam{%’i‘opineb N N @
Formulation type | G or s& (=] X a.s. concentratigg 700 A @
Dermal absorption from product 0.1 % De 1 absorption ﬁom@ay 0 @ Y\g
PPE during mix/loading| Gloves =] &, PPEduinga p@aﬁ0n| Gloves R QW[;] ©©
Dose 2.25 kg product/ha @ WQ te/day ©15 ha < @
Application volume 1500 Vha % Duration ofsprayiig) ° @ 6 & N
oF & L 6 @

DERMAL EXPOSURE DURING MIXING AND LOADING é& @@ ", & @%7 S S
Hand contamination/kg a.s. 5.72 mglkga.s. < @ @ @ & % °
5 &
Hand contamination/day 135.135 mg/day % . (g @ Q @ © @j @
Protective clothing None v N \\ 6 G&es Q %, §
Transmission to skin 100 % @ o\\ @ . & & 19 Q> 2o S
Dermal exposure to a.s. 135.135 mg/day Q & & Q\ v, 135 day @
o &7, > &
INHALATION EXPOSURE DURING MIXING ARD LOADRIG ™ o ®\ § @Q S w\?@
Inhalation exposure/kg a.s. 0.036 mg/kg @ @ 6 @ Q Q ) N
Inhalation exposure/day 0.846 ma@py R o (@@ @ @ @ ©©> &
RPE None@ O\ & @ @
Transmission through RPE 105°% K § & @ & o\@ @
Inhalation exposure to a.s. 0846 mg/da(@ @ @ @ N @
N 9 & & & v 5 Q&
DERMAL EXPOSURE DURING SPRAY ARRLICAHON @ O % S)
Application technique Tr. moun ailed broddcast air-assisted, @yer: 506/ha @ % N
Application volume 1500 spray/ﬁ@ @ N) §9 ) AN
Volume of surface contamination %O() mlh
Distribution S nds &\ Tru&” NLegs °\© ©@ @é& @@
O Y 10% 65 % 25% K § 2y
Clothing @ @ Nor@ Pe@able P%%neable v @ C@/es Permeable  Permeable
Penetration @ 108% 2% o3 % S S 10 2 5%
9 (g X
Dermal expoguré?) 10w &5 mih @ @& 4 52 5 mih
Duration of@smﬁ @?7}9 6 N K A 6h
Total dermé@osure tospray @ 12]. ay @% R @ R o @ 85.2 ml/day
Conc. of a.s. in spray solution Q\) %%mg/ o @ %\ K %\ 1.05 mg/ml
Dermal exposure to a.s. @ 127.260 mgj BN o3 Q @ 89.460 mg/day
<) SSES
INHALATION EXPQSURE D@G SPRRYIN G@@ N § @§
Inhalation exposurray @ 0454 N \© N
Duration of exposure AN Q & @
Concentration . in spray .05 ’%: R @ @
Inhalation e; e to a.s. ©0.315 ay @ @ o\%
Percent absorbed N 100%
Absorb% dose § (@ mg/da@ Q@ §
N N
ABSORBED DOSE N N@’PE &Q @ &© With PPE
Mix/loay App@tlon Q Mix/load Application
Dermal exposure t % % 135. 927.260 mg/day 1.351 89.460 mg/day
Percent absorbec@ Q 3 @é/ 0.1 1%
Absorbed dos ‘mal rot@s @@l 35 §9 1.273°mg/day 0.001 0.895 mg/day
Inhalation -\Q\s-’ %@ 0.846Q 0.315 mg/day 0.846 0.315 mg/day
Absorbed dose % 0.98%> 1.588 mg/day 0.847 1.210 mg/day
& @@ § LR
P TED EXPOSURE
TotaPabsorl ose 2.5685 mg/day 2.0567 mg/day
Operator(bogty weight 60 kg 60 kg

Operator exposure 0.0428 mg/kg bw/day 0.0343 mg/kg bw/day
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Table 7.2.1.1-2: UK-POEM calculations — grapes (N-EU)

& &

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) WITH GERMAN MODEL MIX/LOAD DATA (75th PERCEXSILE) @@’

)
- O o o
Application method[ Tractor-mounted trailed broadcast air-assisted sprayer: 500 |/ha [:J @ & @
Product Antracol WG 70 Active substance Pmp@b N
Formulation tjcpel WG or SG [:J a.s. concentration % 700 mg'g § @ 7@
Dermral absorption from product 0.1 % D absorption from spragl, 1 %, Y @ N
PPE during mix loadjng[ Gloves [:J during applicatjt Gloves R @' @Q @
Dose 1.6 kg productha v Work rategay 1 @ % &
Application volume 800 lha & Duration oi s@yiing (§g QQ @@ @)
@ Q
7
DERMAL EXPOSURE DURING MIXING AND LOADING Q 9 ) > é > &\J
AL EXPOSURE DURING M: & N L@ ® @
Hand contamination’kg a s. 3 72mgkgas. . @@? N 6@, 6\ R Ry @
Hand contamination/day 96.096 mg/day 'S © N R %, IS N R
Protective clothing None Q @ @3\9 @%Glcrv @’ @ & % .
Transmission to skin 100 % % @Z}%’ @ Q @/a Q @? N
Dermal exposure to as. 96.096 mg/day ) N AN %61 mg @
N . 8
INHALATION EXPOSURE DURING MIXING AND @@u\g&\ ° © 2, @ o
Inhalation exposure’kg as. 0.036 mgkgas. © K @ @&’ §2 @ @
Inhalation exposure/day 0.601 mg/day <& @ N v N @ @@ @ %@
o ‘ Y R o D @© O O O
ransmission throush RPE 100 % @ %, @, @ @ S @ Q
Inhalation exposure to as. 0.601 geday N Q @7 'S @Q @ @ é
DERMAL EXPOSURE DURING SPRAY XpPLESaTION U & S @ . \@@ )
Application technique Tmctor;m@tedftraile oad ir-as u:m sprayg 500 Vha_ %, @ Ko
Application vohume N800 spéayha @ o §
V c..mfs of .surfa:.s contamination v\g 400 @1 @ ) @ o\ é % O\
Distribution Q HandlP @mk @ L & &
0% 659 2
Clothing § &m& °\%m§mma§e N @ @@ @&Gloves@@ Permeable  Permeable
Penetration @@ @ 100% & 2% @ 50 ¢ > @ 0 2 5%
Dermal exposure 2 &ul § s 52 5 mlh
Duration of exposu‘eb ¢§ «;;@ [ © K R <) @® S y\?@ 6h
Total dermal expos@to spray 1212 mld@ % b\ @ @ @ 85.2 ml'day
Cone. of 2.5 in Spgay solution ( 14 @’ @ @ N 1.4 mg'ml
Derma e@e oas. @9 650 day o O = . Q119280 mgday
Q, Q, ?, \
INHALATION E’XPOSL@\LRWG&S\PRAY@’ o\© x> é% =
Inhalation exposure to spr% %0_05 u@ S %@ @
Duration of exposure Q 6@ %03 S @ &
Concentration of as. #Zpray Q 1¢ gigm, @) Q s Q 04
Inhalation exposur%@a,s, € (@ mg/ A > %\ @
Percent absorb: @) '%:'Q @
Absorbed d A @
ABSORBED DOSE Q\ NoP N ith PPE
v i Mixload Application
D exposure to as. 0.961 119.280 mg'day
Percent absorbed S : 0.1 1%
Absorbed dose (demzcoute) %% 0.056S 0.001 1.193 mg/day
Inhalation expo: as. N 0.601 0.420 mg/day
Absarbed dosg_ @a §9 0.602 1.613 mg/day
ooke S
PREDIC XPOSYHE % @
Total al @ 2 8%¢3 mg/day 2.2152 mg'day

t %§60 kg 60 kg
or e V469 mgkg bw/day 0.0369 mgkg bw’'day
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Table 7.2.1.1-3: UK-POEM calculations — grapes (S-EU)

& &

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) WITH GERMAN MODEL MIX/LOAD DATA (75th PERCEXSILE) @@’

D)
- S @° o
Application method[ Tractor-mounted trailed broadcast air-assisted sprayer: 500 |/ha [:J @ & @
Product Antracol WG 70 Active substance Pmp@b N
Formulation tjcpel WG or SG [:J a.s. concentration % 700 mg'g § @ 7@
Dermral absorption from product 0.1 % D absorption from spragl, 1 %, Y @ N
PPE during mix loadjng[ Gloves [:J during applicatjt Gloves R @' @Q @
Dose 2 kg productha v Work rategay 1 @ % &
Application volume 1000 lha & Duration of s@ ing & QQ @@ @
@ N Q
T o & SE
S
DERMAL EXPOSURE DURING MIXING AND LOADING N @@ Q © @
Hand contamination’kg a s. 3 72mgkgas. . @@? N 6@7 6\ Lo @
Hand contamination/day 120.12 mg/day s © N R %, IS N R
Protective clothing None Q @ @3\9 @% Glcrv@@’ @ & % .
Transmission to skin 100 % % @Z}%’ @ Q Yo Q) @? N
Dermal exposure to as. 120.120 mg/day ) N AN @ %01 mg @
£ N > S &
INHALATION EXPOSURE DURING MIXING AND @sDH\{gi\ @ 5 \& © %\ @ & o
Inhalation exposure’kg as. 0.036 mgkgas. © K @ @&’ @ @ @
Inhalation exposure/day 0.752 mg/day & @ N v NS § @@ @ %@
RPE Nowe Q o % > ®© o O RN
Transmission through RPE 100 % Q %, @, @ @ S @ Q
Inhalation exposure to as. 0.752 %y N @7 'S @Q @ @ é
% AN .
DERMAL EXPOSURE DURING SPRAY APPLIEWTION & N @ S N 5 % &
- : |2 R KL D
Application technique Tractor;mdtgted trailebroad -assigied sprayg 500 lha %", @ Ry
Application volume Y000 spyha @ @ o @
:Jct':un’fs of .surfa::s contamination & 4(%@) @ @ @ o\ é % o\@
Distribution @ Hajzo/ @@Mﬁ i 2{;\@@ ”Le &9 @ &
(] -
Clothing @ &m& °\Pexm8§Q9Pemna§e N @ @ @&Gloves@@ Permeable  Permeable
Penetration @@ 6 100% & 2% @ 50 ¢ > @ 0 2 5%
Dermal exposure S ]@ Q32 & Ral @ § 2 52 5 mth
Duration of exposu‘eb 3 e [ o\@ @ S y\?@ 6h
Total dermal expos@to spray 1212 mld@ % @ @ @ @ 85.2 ml'day
Cone. of 2.5 in Spgay solution ( 14 @’ @ @ N 1.4 mg'ml
Derma e@e was. Q%9 60y day o O = \@ 119.280 mg/day
Q O\ Q \
INHALATION E’XPOSL@\LRWG&SPRAY@’ R é% )
Inhalation exposure to spr% %0_05 u@ %\ %@ @
Duration of exposure Q 5@ g N N N
Concentration of as. #Zpray Q 1¢ gigm, @) Q s Q 04
Inhalation exposur%@a,s, € (@ mg/ A > %\ @
Percent absorb: @)0 % '%:'Q & @
Absorbed d & 042 @/ @ i& O\?&g
ABSORBED DOSE Q\ NoP AN @ ° \© ith PPE
v o A%uma@ K Mixload Application
D exposure to as. 169 680 mg’éa<© 1.201 119.280 mg/'day
Percent absorbed S @1 S 0.1 1%
Absorbed dose (dermafcoute) % @97 mg/dy 0.001 1.193 mg/day
Inhalation expo: as. N 0.420 @p/day 0.752 0.420 mg'day
Absorbed doss_ o 2.1Y8ng/day 0.753 1613 mg/day

£

@
PREDIC POSY

Total aﬁ\&x @ Z-mﬁg’ day

t %§60 kg
or e V498 mg'kg bw/day

2.3658 mg'day
60 kg
0.0394 mgkg bw'day
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German Model calculations

&
Table 7.2.1.1-4: German Model calculations - apple Q\ §
@ @ @
Operator exposure estimate: German model. Tractor-mounted/trailed broadcast air-assisted sprafer & o <
Product: Antracol WG 70 K 2
Active substance: Propineb a.s. concentratjon: 700 %%/l or kg] o\ R <)
Formulation: WG PPE during mix/k : Respiration: @ None R \\ @Q @
Dose [l or kg/ha]: 2.25 Hands: Gloves @Q @ %, &
Work rate [ha/day]: 8 PPE during a@hcatlon Resplran@ None s, QQ @ @)
Body weight [kg]: 70 @ Hand@ Gloves© @© @
Inhalation absorption [%] 100 Head: @ N N &
Dermal absorption [%] 0.1 (concentrate) QO? %y Sta%rd Py O@:UVG i&? rall Q@
1.0 (dilution) A ea° ©
Q @ & § 2
Calculation of route exposure: v @ @ @ @ ((\%x L@% &’
Specific exposure a.s. ha tlmate xp%sure gb iy @ @
Route [mg/kga.s.] [keAlay Noi}%ﬁ %eductlég wﬂ;&BE @
¢ S ‘i'\? Q 1= In@tion
Tv = 0.008 .6 <zi§ é?”oom@ @1.0 ©@ 014@ Dermal
DwmH) = 2.0 & 126 2oy N 036 Y Ny 0.0 @QO 00% %@\ﬂwbadmg
Ia= 0.018 Q 12@ @ 0.(@24 @Q 1.6 Q 0.0@304 A = Application
Dao = 12 @ R6 &ﬁé @ Q?\Kﬂ &7 6 g | 1=tands
Daan = 0.7 & ™S S e N @bl g, 001260°| €=Head
DA = 96 Y« 1266 & 1728y K 0.05 © 0.0864 B=Body
5 O > O X 7
T IS s o v S g
Absorbed dose: N 9 ) S @ PPEY, . With PPE
S o ) @sthnast’{g %y’ste T K\Estimated Systemic
Route @ & bsorp{@@[%] @oute sure @ exposz% route exposure exposure
SO [mg/lsg w/day@ [mg/k%bw/d P [mg/kg bw/day] _ [mg/kg bw/day]
©
Dermal: @© Madmg@ & %@ v\j 0 36 @ § 00@6 0.0036 0.000004
K@hcano%\a & 1.0 @ 0.30366 0.003037
TrhalatG3: MivLeading s, @P oo 144 @ 0@144 0.00144 0.00144
N A %@ NS 100 @om 2900324 0.00324 0.00324
pplieation % . .
N Total =) = o 0.02574 0.00772
» N ) N
FE TS & oy
9 & @ > Y S
Q N < N <
@ O & . . O @
VOO & D
AN SRS ,%Q & @
o & @ E
& 2 Q &
Q A\ N @§ .
* v S L@ N
N (g @\ R Q
N & N
e N
R
@ < Q & ©@
& &S
& S
cL T
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Table 7.2.1.1-5: German Model calculations — grapes (N-EU)

Operator exposure estimate: German model. Tractor-mounted/trailed broadcast air-assisted sprayer N @§
Product: Antracol WG 70 @ @\J‘j)) @
Active substance: Propineb a.s. concentration:” 700 g/ g] N @
Formulation: WG PPE during mix/loading: Respiration: Norie @ N
Dose [l or kg/ha]: 1.6 Hands: loves Q ) 2]
Work rate [ha/day]: 8 PPE during applic : Respiration: None ~ N
Body weight [kg]: 70 %@l Hands: @ Gloves g}’ Q\ @Q
Tnhalation absorption [%] 100 Head: ©Q None @ & é\a é
Dermal absorption [%] 0.1 (concentrate) @ Body: & Standa otecﬁ@overa®
1.0 (dilution) Q T S O .Y
pJ 2 Q
QY @ R O @
Calculation of route exposure: @} ° Oy \ W\,@ @
Specific exposure a.s. handled % OEstimatedexpo [mg/kBbw/dayl
Route [mgkg as.] [ke/day] ApE Red@%ﬁ fa Wil PPE <
@ Q @ 1 al)latio &
M= 0.008 8.%@% S 0.@@24 > 1.0 § 0.001024 Dgi
Dmn) = 2.0 @6 o\\ 0 s & @1 N O.@QSG oM =MigRoading
Ia= 0.018 Q.% &N ‘3@:{)023@ d-0 @3\9 @0230 N A:Aication
Da(c) = 1.2 ©8.96K ° Q.l%& @71.0 ) D .1536@ HGfands
_ K 0@ S N
Da = 0.7 Q896 00896 & 0. @) 0.(3@6 B Head
Da@® = 9.6 S I 1&8 S a5 3O opstss - Body
& Y T
N e TS S
-~ O A S %
Absorbed dose: S o D' NoPPE’ D - & With PPE
o\“@ 9 Esit@ated @% Systemic Estiated Systemic
Route % Ab%rption [% T Xposu) Xposure o osure exposure
S S gbwiday] [igmke bwiday] | [ingk@bw/day] _[me/kg bwiday]
<@ RN
Dermal: i @sg N @ @1 @@@ 04000256 @y  0.00256 0.000003
@)@Appl%tlon &\ I.O\\ M2 Y @1472° 0.215936 0.002159
Inhalation: © xgadm@ & 100 @ %&0.001 4 " .00102 0.001024 0.001024
@ cation 10& & 0.0 4 '@ 0.008304 0.002304 0.002304
& - 9 Total = 53 0418304 0.00549
. D) @\g \U
& FE &S
A
FUEFSE S
o & & & S
SN ~ LS
o O ¢ .09 o O @
Q0O S & b
AN SRS ,%Q & @
o § & &
& S Q
Q A\ N @§ N
B R @ N @ @
S v o N o
N & N
SECSIV N
@ < Q & ©@
& &S
& S
cL T
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Table 7.2.1.1-6: German Model calculations - grapes (S-EU)

& b
. : o . S
Operator exposure estimate: German model. Tractor-mounted/trailed broadcast air-assisted sprayer A &
Product: Antracol WG 70 @ @ & @
Active substance: Propineb a.s. concentration:” 700 [ g] S @
Formulation: WG PPE during mix/loading: Respiration: None @ @ L
Dose [l or kg/ha]: 2.0 Hands: loves . Q &) Z
Work rate [ha/day]: 8 PPE during applic : Respiration: None A N
Body weight [kg]: 70 @l Hands: @ Gloves @‘2}9 Q\ @Q
Inhalation absorption [%] 100 Head: @Q None @ @ éﬁ &
Dermal absorption [%] 0.1 (concentrate) @ Body: & Standa otecth@overa@
1.0 (dilution) Q o & g O .9
4 7 V)
Q& o X O 6 @
Calculation of route exposure: @'\ N (o h\ v @
Specific exposure a.s. handled 5 OEstimgtodexpogure [mg Bow/daylQ>
Route [mg/kga.s.] [kg/day] Q @@ PPEHg}ﬁ Red@gnﬁ s Wiy PPE & o
@’ @ Q S I alatio;
Iv = 0.008 11, > S 0.&%8 S 1 @QO.O%ZS ﬁéfe L
_ A ° 0
D) = 2.0 1 N 0@ | %\ 04032 Wom- ading
Ia= 0.018 Q.Z K 002 D N0 @ 90288, Q A = Application
Da© = 1.2 2 %% 201925, \@m@@ .192@ HGrands
Dam) = 0.7 Q 112 0. S 0.4 ©© 0.001) 2 Head
DA®) = 9.6 421.@ m@ & n@ 605 Y 00368 B =Body
< ~ @)
TV o T O @ S
% O A SN L9
Absorbed dose: ((%x N @ @No PPE @ ° & With PPE
o\// 9 Estiqated Q° Sy&temic Estiatted Systemic
Route @ Ab%rption [% r Xposuf®) Xposure N routegkposure exposure
& @ gbwliny] [igke bwhiay] | [fneke bwiday] [mgkg bw/day]
s S -
Dermal: ix/Logdirg - %, 0.1 0 090032 &  0.0032 0.000003
@)@Ap @ &\ 1.()\\ DNTEENGG @oi84_ 0.26992 0.002699
Inhalation:©© Mi ading© & 100 @ %&0.001 ’ .00122?\’ 0.00128 0.00128
ication_ 10 9 00 "© 0.00888 0.00288 0.00288
& 9D Total ) & 042288 0.006862
S N
A O@Q\QQ g@@x@@%\@
A
§ N RS -
9 & @ > W @b
Q N < N <
o O & . . O @
Q0O S & b
AN SRS ,%Q & @
& @ @ y Ko
@7 o Q @ N
Q N L9
& S S
S ¥ & O
N N
C &S 8
@ < Q & ©@
& &S
& S
cL T
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Dutch Model calculations:

s
Table 7.2.1.1-7: Dutch Model calculations - greenhouse tomato (N-EU) "\@ §
OPERATOR EXPOSURE DUTCH GREENH@Q@SE Mong@ &
form |Antracol WG 70 Application including mo%g and loading @ N 2
a.s. |Propineb _ ° v
Parameter Value ' unit §References gummeq%s @Q @
MANUAL SPRAYING in greenhouses NS &
NS ®
AR Application rate 1.68 ﬁﬂ kg a.s./ha&© sumryg&ﬁtend@uses Q C&
A Area treated 1 % ha/ da@ @)Q % ch m&el <© &@
A &
Inhalation Exposure o @f@' %\ Q@ wm@( PPE %
SV Surrogate Exposure Value 1 é @@ n‘%@s./ kg@§. éj@dust ?@@ee noteNDut% i
v mod °
Inhalation Exposure (w ithout PPE) 1%& o v \@fng .s.y % @ SV xﬁx A @&
SN S &a@ N Y
Inhalation Exposure (with PPE) ®@ (E'\\\ %, N ith PP@ @
PPE-factor O % LS § @n po§ itertype
@ S @ @(mos@)nserv@ve) anore
© 9 Q @ &© sdance - see hote*
y N v S @ Q S madel)
Inhalation Exposure (w ith PPE) %, @8 o %g a.s&/@éy @E(PPE% 1/PPE@ctor )X [E
o © S @ © S
Dermal Exposure N 9 § & S Ko $ ut PPE
SV Surrogate Exposure t\@Iue @ © 200 6@ on‘@.s./ K&a.s. C&For dust@see note* (Dutch
(S Al Q S model)
Dermal Exposure § & § \Q@ 6 § @&9 mg @./ day S @%E SV x ARx A
Q N N N - 9 N
Dermal Exposur@@\nth %E) S & N &\ @ §@ t§ with PPE
PPE-factol @ ) NU @L\ﬁ \@ S @ Gloves + coverall: 10 (Dutch
% Ro model)
Dermal Exp\s re (with 33.6 Y s/ d@’ DE(PPE) = (1/PPE-factor) x DE
O%“ > & - & N
Internal exposure DY R N N
IA  Inhalation Abso@? & QQ °\©100 @%\5’ é ©%A>
DA Dermal Absorftion @ . AN A & %
ACEL @ Q @ O @ O (g a.s./ day based on 70 kg bw
R AN o o O
AN § Without BPE @ with PPE
@7 Internal @pos % a.@day ]"\% [mg a.s. / day]
Q\ Inh%ﬁion N @4}800 o Q 0.1680 IE(int) = IEx (IA/100)
R %y (o N )
AN rmafs, Q.360§ 0.3360 DE(int) = DE x (DA/100)
N To @ 5.0400 0.5040 sum
2 e 7]
R
@ @ % ADEL ©@
@& Q> d)@alatb@f 52 5 %AOEL = 100 x IE(int) / AOEL
S §9 Der 104 10 %AOEL = 100 x DE(int) / AOEL
jq\g @ ((\% Jotal 157 16 sum
@@ Systemic exposure
P (mg/person) (mg/kg bw/day)
Without PPE 5.0400 0.0720
With PPE 0.5040 0.0072
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Table 7.2.1.1-8: Dutch Model calculations - greenhouse tomato (S-EU)

&

Parameter Value Unit References,com me&
MANUAL SPRAYING in greenhouses < @
AR Application rate 21 | kg a.s./ha s&ary of mtende%“uses <
A Areatreated 1 ha/ day % Dutch mﬁ §\
R
Inhalation Exposure @ & w rt@@t PP )
8V Surrogate Exposure Value 1 % mg a.s./ kg @ For dustln@see nt@s (Du@ﬂ
mode
Inhalation Exposure (w ithout PPE) 21 mg a s@ay £ =8V &AR X A@
@ N . O o &
Inhalation Exposure (with PPE) G &° Q@ %\ %@ &§@»\@kh F%P\lgx’ @
PPE-factor 10 @ Ko S Won-pogsred mask filtekype 2
@;\f @Q Q@ b(most conse ve): more
w\?% N % @anced RPE s ote=
NN .
S > @l g S0 oy (Byteh medel)
Inhalation Exposure (w ith PPE) N4 0421 % ALY a.%@y lE( (1/PEEYactor)WIE
fy &I FE &Y
Derm al Exposure @ > S ®\ @é @ yeiout Eﬂiﬁv
SV Surrogate Exposure Value @ &@ 20%@‘) (@@ w@s.f%a 5. Qpor d@g s@note (Dutch
L S & me&pl)
Dermal Exposure R (& &0 & @ mg &s./ da&@ @DE %V X ARXx A
@ D
) o 9 © @Q § & o § © X
Derm al Exposure (with PPE) < e Qwith PPE
a @ Q @
PPE-factor "\g 6§ w\:{)) td S é G, Glowgs™ coverall: 10 (Dutch
"N @ § Q S model)
Dermal Exposure (§PPE©& Q\@J)) %, 42\ O\@ ('gJ s éé{ay @@(PPE) = (1/PPE-factor) x DE
S NN &
Internal expo U ) Q) %@’ %\j @ § @
1A hhalat%i Absor[@’n S - 100 @§ ©% %,
DA Dermal Absorption s, T ) 1Q @ %
A@n& © § N 322 @f\ §mi day based on 70 kg bw
K NN, N
§\) S @ °W%ou E & V%th PPE
lﬁ@rna@pos @’iﬂg a.g\\i day Qg as. /day]
@ O mhaipn , © @\ooq Q @ 02100 IE(int) = IEx (IA/100)
\©) @) ) \4 N @ iy ;
rm%\ Q 2006 @ 0.4200 DE(int) = DE x (DA/100)
<) % Tota) @’jf' 6.3000 0.6300 sum
@7 ° ) & N
N N &AL9
B § SACEL @ @ @
N alatign™ Q 6D 7 %AOEL = 100 x IE(int) / AOEL
@° _ Doua Q@ @0 13 %AOEL = 100 x DE(int) / AOEL
@& N tal x> 196 20 sum
SN o & 9
L @ v Systemic exposure
RS RN @ i S (mg/person) (mg/kg bw/day)
" Withouf®PE 6.3000 0.0900
_SWith PPE 0.63000 0.0090
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ECPA Greenhouse Model calculations

o

To address a data gap for hand-held applications in greenhouses, particularly in Southern ﬁ&pe,@
ECPA conducted seven operator exposure studies during the period of 2002 4o 2006. Deta@@\of th&

location and the crop are summarized in the following table. @,Q & ©®
N
Table 7.2.1.1-9: List of operator exposure studies in the ECPA Greenhouse M@l R § § \25@
- .
EOEM Countr Region %&r){) @% oot I rators, (% @
Study ID- untry g P WMix/Load @~ Applicatign |
2 Spain Almeria @} Peppers ((% 10 R Q) N 3&;@ @
) . ) 9 > N
3 Spain Almeria Q@’ Cucumber @ 10 R JO ¢0 @
10 Italy Tuscany/V enetQ cRot Pla@fg R S &f@' @6 °\i§7 10%
12 Spain Murcia/Ali%aI% %@Cuémber @6@' U©le v (%& /@ & °
13 Spain Murcia/ﬁ%izgnt{\ %mat@ &% 1@ @10 @w
| sy o e s @ o
[4
15 Ttaly < Sicilyy Melons ” | 27 NAY (&7 @0
NA: not applicable N o 9 O & OO L S
pp o XV E TS VI
AR @ ¢ @)

The studies were conduc g\accéﬁing @OE@ Guidance' §1d \@e Glj@con@iant for the field,
analytical and report pHases, i cludin;%sse@entports@he s%dies%&d@ by internationally
recognized contract resgarch niz&gions. © @6 \© é& N o

K @ S > S AN
Briefly, the expﬁe @s dete in@§ usi&g staﬁ@?diz passive d etry methodology. This
entailed the use@f inpex and Suter dosimefdss for@%dy expos protegtive gloves and hand washes
for hand expasure, and@eck wWashesifor he@}exp@re. l§ati@ exposure was monitored using

a suitable agllection degce loggg@d ingﬂ%e bré@bhing Zone t@collehe inhalable fraction of airborne

particlescd O X < D
@ . @ O\@ @7 N o\©© R o\@
v
Analysis of the W@\ﬁract{fees @exp@@@re d@ has@%nti%e% four exposure scenarios:
High crop (>0.56): =) @,% \% &
. Star%@d sc@%o @igniﬁéant ¢ontagt With tré&ted foliage
. Ll PO Ne1:

. Intensive scenari@y® dl%& cont@ Wltl@reatohage (dense crop, no or narrow rows)
Low crop{30.5m): & N % R
. andard sc%ario - i%ig]@cant &@ac@th treated foliage
* % Intensive seg ari@dirpc@ont@? Wit@Cated foliage (dense crop, no or narrow rows)

. ¥ & Q

N
In the ‘Stand&’ sc%n,ario, %rate@@ wor@%olyester/cotton standard working coveralls.
In certain @pp@ sceffarios, where-Fontact to treated foliage could not be avoided rain suit

coveralls@@useere@om@@posure of these operators was determined for an ‘Intensive’ scenario.

AN %
Alggit%mS@%ng f? 75%percentile of the exposure distributions have been developed based on
noﬁnaliz@n for the ammdunt of kg a.s. handled or applied. These have been generated for each of the

&

" OECD (1997) Guidance Document for the Conduct of Studies of Occupational Exposure to Pesticides During Agricultural
Application OECD Environmental Health and Safety Publications Series on Testing and Assessment No. 9
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four scenarios’ data sets and incorporated into a Microsoft Excel-based model [Greenhouse model
v_2.1(20101223).xls].

D
The model has passed through a workshop with European experts from ber States@nd \@S
further developed during several commenting periods according to the requiféments of Met%be i‘&es
authorities. % § § &
> SN &
More details about the model and the underlying studies¥re given in: Q@ @@ Q\ y\g@ &@
< RS P I SR
Report: d; 2010;M- 400@ Ol@o &U < @) &@
Title: Southern European greenlpfise model overview® ) \© © @
Report No: MA007I001T S e N
Document No: M-400719-01-1 Q @ é\g @j& b@ § o A\
Guidelines: -/- N Y @ Q Q @’ <
GLP/GEP: n.a. ENLIRNG N N S §§@
n.a. = not applicabl > S X
ot applicable ©Q@ (ii%\ é\ﬂ@ §& @9@ C} N & §
NN & o

N
N
Detailed calculations: Q @ @,@ @6 @Q

@ Q
Exposure calculations for torﬂ@o are*made@r the h@h crop ‘stafi MQ. d’ @fenano@ é
N AN
S @ @ K
Table 7.2.1.1-10: ECPA G@enho%se Mod@calc@mn @toma@ﬂ\l—EU}hlgh@p §ndard)

©)
S @ @ N K N
{( @%mx@%@@&K
Product: Anir >
Active substance: Prq u@ 0\ as. C(%@ntratio 70 @ @(
Formulation: @ & %PPE dur%w/\oadu&}esplranon
Dose [l or kg/ha prod@ - @ Hand@
Work rate [ha/day]: @ 1 R PPE%%mg agph@on Res@tlon @None @
Body weight [kg] @ 70 @ % & H@’s Glo y\?

Inhalation absGigtion [%] 100 Xy X @7
Dermal abg@n [%] @@ ﬁcentra
o FO o %mﬁo& O°

Head %
@ Body % rall

. NN S SN
Calculation of route expos @ \ @ @
@@ Intel e expo@\gﬁgures P . R Q 4
Route @ [ s.] used@calcula@ handled @ @sﬁmated exposure [mg/kg bw/day]
ted P@pﬁ)sure far ‘g/dayd
'Ij‘f)rotecm&@ | "Prtected"” [(N\ @} @protected | Reduction factor | Protected
% w % @V I=Inhalation
O O 44 @ @ 3 0 % 0.00032025 D = Dermal
D&@ 95118 029689 ©\ 0.05508282 0.00071253 M =Mix/Loading
Ia= @76955% @§ 1.680, 0.01624692 A = Application
oo = 9.806060 @’ Q! S8R 0.01934545 C=Head
N Damy = 25. 190@ @1652 14@ 0.6045693 0.0005197 H = Hands
Da®) = @ S 17084126 @ Qﬁ@zo 0.410019 B=Body
Absorbed dose: @ \ § \[(\U Unprotected Protected

& @ N @or‘ptlon Estimated route Systemic Estimated route Systemic

@ @ @ %] exposure exposure exposure exposure

Q@ { [ [mgkg bw/day]  [mg/kg bw/day] | [mg/kgbw/day] [mg/kg bw/day]
@erma I\@Lcad@ 0.1 0.055083 0.0000551 0.000713 0.000001
Q Applicati 1.0 1.033934 0.010339 0.429884 0.0042988
n@ Mix/Loading 100 0.00032025 0.00032025 0.00032025 0.00032025
Application 100 0.016247 0.016247 0.016247 0.016247
Total = 0.026962 0.020867
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Table 7.2.1.1-11: ECPA Greenhouse Model calculations, tomato (S-EU, high crop — standard)

Operator exposure estimate: Greenhouse model. High crop, standard @ K
Product: Antracol WG70 @ @ @
Active substance: Propineb a.s. concentration: 700 [g/lor kg] @Q & @
Formulation: WG PPE during mix/loading: Respiration: None @ °\
Dose [l or kg/ha product] : 3.0 Hands: Gloves % @ @ @
Work rate [ha/day]: 1 PPE during application: Respiration: None R °\ o @ R
Body weight [kg]: 70 Hands® Gloves & %, \\ Q @
Inhalation absorption [%] 100 Head None @ @ @ @ &
Dermal absorption [%] 0.1 (concentrate) Body: Cov @ @ v @
- & \) R <
1.0 (dilution) A < S Q @@ @%}
Q
Calculation of route exposure: @% Q @ é f($ &
Intermediate exposure figures U g \ @ @@
Route [mg/kg a.s.] used to calculate ndled @ o @ed expg?\ e [my %@may} 6 \Y\? %,
"Estimated exposure" for (Q\'
"Unprotected" | "Protected" Unpr@gpted L@Xucnonwr @iected(% ) >
O I= fation
Iv= 0.013344 w\? .100° \ N004003© % § Dgim] @
Dwm) = 2.295118 0.029689 &, 2. 1(%% 9.0688 &S N 0.00, 67 §I;/I:Mix/ 4
Ia= 0.676955 @ %j;e 0. 020&‘% ) 2, QA = Appion
Dao) = 0.806061 ) @ $) @ C=Head
Damn = 25.190386 0. 02 @ % 100 °\ 073571 16\ § ®A0006 H = Hatds
DA = 17.084126 - 2.10(9@ wg 512524y a \\)@ S B SBody
QS
PR i A A
Absorbed dose: N [N Unprof‘e/cted N @ @\Protected @
AbscEsion E@gnated rofite @@z,stemic g Estlxnan route @ SysteS%
Route @ @ expos exposure %@sw’e
. Dlmg/kg Bxdlay] @&[mykg bydy] | [adke bw/da% %Mdaﬂ
Dermal: Mi ing @ 0. 1‘7\9@ 0 @8854 6 0"@%0@689 <> 0. 00%)1 " 0001
Appiication @ AN @) 29241 $ Bw12924 0.563855 & 0.0053736
Inhalation: ading& @ @) 0004003 ©%00400@ 0.00040031 @ 0.00040031
Applicatiod) 100 0.02Q309 o 002040 18020308 0.020309
S D N Total = > < 0.033702 0.026083
¥ &O O &8 S e
TN g N @ N
S O @ @

N Lo ‘2&9 N
CP 7.812 Mea@@em@t of § %\Qr ex@suré§ N S

Since the expos@ estn%’at@ned@ut mﬁmate&th 1‘%6 AOEL will not be exceeded under
practical condifion t@wy t,o"ﬁarov@e a @asure of operator exposure was not
necessary a@@was@ efl no&@me@ut
AN @ @
d T FE
& & v e
CP 722 B& nd@;\nd@mde@ expasure
N
A harmonized ropea@’ gu{@nce @)r th&@stlmatlon of bystander and resident exposure is not
available. However, nationagigui e exf% in Germany and in the UK. The German guidance (-

- et @ 20@ 1s wed an e official calculation spreadsheet® is used in the following
evaluatlo@} @ @@
Ol 5 &
$ &S
@ & <

2 _
Guidance for Exposure and Risk Evaluation for Bystanders and Residents exposed

to Plant Protection Products during and after Application, J. Verbr. Lebensm. 3, 272-28, 2008
3 http://www.bfr.bund.de/cm/343/schutz_von_nebenstehenden_und anwohnern_v1.xls
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The cGAP for bystanders (acute exposure, 1 application) and residents (longer term exposure
considering multiple applications) is presented in the following table. Bystanders and residents V@ be I
exposed during and after spray applications in the field by off-target drift. Q\ o3

S S
Table 7.2.2-1: Summary of critical GAPs for bystanders and residents (3 S @
Crop Application | Max. dose Max % Dri@ ‘Q\Drlﬁ@ %@
(grouping) technique rate no. of 4 (1ap % %g} a@\hc N
(kg a.s./ha) appy 90™ pery., 3 m) &%ﬁp per@tﬂe&m) &
S @ % @
Apple Broadcast 1.575 2920 S @3 @
air assisted ) Q & S & &@
sprayer 0@7 N LD Y. 9 o Y
Grapes Broadcast 1.4 N &° @U@ ‘:&}0 %«@J @6 KVISE R
air assisted Q %@ Y @j& b@’ A N o
sprayer = \@’ o | 'S O & o

X
e Justification of the selection @he Gg@fcal AP @\ @ % > < Q

The exposure scenario for high cr©spra@pphc‘&tlon ifhappl nd g@es \@@ of] rget@t is to be
considered with a maximum dose ate @pd Sl%%E applicatioyfor b{@an ef9 andéépeate&apphcatlons
for residents. A minimum dlce @\\3 m in gh@rops&@con@red ray@ apples constitutes a
worst case for bystanders/r%saden& (ma@ oseqate a%i max$ rl% rlsk@assessment is therefore

presented for this scenarlc@@nd a @par@stl Fa J fo&spraymg grapes i n@nad%
Bystander/resident ex§osure @n nhOL@ (mr) ag@watkns 1K0n51de@ to be negligible and

re not@ond@ ed.

estimations are ther @ @
SN @ S @
SO S YN U e o
< \ A AN & R
Summary o @@ o é& K@j NS §
A summary,_ of the @xpostire estagnates esults @frm@w c(J@P %gg)resented in the following table.
Detailed walculations arfypre d 1@ 7.2.271. @ N\
y S o & S8
T . ? e
able 7.2.2-2: @cted &telﬁxpo&res as@, ropéﬁon of the AOEL
QS LN Tot@syst@l
Target g;\é;'@p @B @C enaQ'%) N D @&p (m /Il?oli{;/ day) % of AOEL
Y o 8 (ﬁ%/kg /day)* oe Y
5 jder o Adult @ |87 60077 17
Chid, & . 5.0061 13
N o At Q| & 00013 0.046 3
Resident @° — @
27 . gthilde” ) 0.0093 20

* Assumes a kg ‘t?@gy%vel@ for an adult@@d 16.15 kg for a child
* Absorpti 1% a the al ronte, 100 % via the inhalation route
rPHga 1% Gpray) o the e o

Assegﬁnt § @ §

E@ure calcul@ed @ the use of broadcast air assisted spray equipment using the maximum dose
rate a ighest drift. Persons are assumed to be positioned at a distance of 3 m to the application
equipment. Estimates of adult and child bystander exposure are 17% and 13% of the AOEL,
respectively. Estimates of adult and child resident exposure are 3% and 20% of the AOEL,
respectively.
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Conclusion ’ ©©
It is predicted that all exposures are within acceptable levels. Therefore, a@macceptable@sk foto”
bystanders and residents is not anticipated. @J@ &@ @g
N
3 S & o
% N
@ o &
) &S Lo
CP 7.2.2.1 - Estimation of bystander and res1den?exposure Q @ § é\g ©&
The following definitions and assumptions for byst ers and res@nts may be@)hei N @© @q}
N
Bystanders are persons: \ @ N \© %@@ @@

@’ .
- who are located within or directly ad%eent t@le agrs?wh%%’pes ﬁﬁcatioﬁ or treatment
is in process or has taken place @ % .

- whose presence is quite 1nc1de&t%l> an (@nr @d %&rk %nvolu% pest@gldes@ljlt
position may put them at risk oft xposﬁge \ @ @ %
- who take no action to avoid oKy ontlm%xpowre Q

- that are not wearing prote&@fe c]@&nng e%d/o@ K@’mg@%‘c cﬁng@ sh@yt sleeved
shirt and short trousers Q %

Residents may possibly hveﬁg&vopk\%ear a@és 0 fhca @ of p%lt pct @g products (e.g.
standing, working &g sitting in @ﬁard@ in te vicinity of\ e a@hca‘uon They may be
exposed to plant pEotectién produtts r(? ly via the derma!gﬁ@lte s g? drift deposits and
by inhalation of%apou%dnft (depe fit g e V@ur ressurétef thesactive substance). For

@)
infants and @f’dl po ht al@ ccytorallyde.g. throughvhand-to-mouth transfer
and/or obj @to-r&outh t@sfer e sosealle @outl@g and/or plc@z; behaviour?).

Exposure is cal@ \Qor adu*li an ch1ld I%}and r*sas w@l §@lt &hlld residents. The German
ot ¢

guldance for tan res1d@nt ex@sur

%@7@@?@@’

NS
a)% stander 0s1f Qass smentS” N § \@
Y @%P Rﬁ €8S n@ % N Q
Dermal Exposur@j@pra;&Drlft)g@ % @ © @@
SDE @(Al@@% BSA x &)/@ S o
Where: SDE3 @yst@c Exure&yst@éders via the Dermal Route (mg/kg bw/day)

& 2 R @Q\%
IS

%

Input parameters:

O 157.5 (= 1.575 kg a.5./ha)
29.2 (single application, 3 m distance)
1 (adult), 0.21 (child)
& pi’ ]
@& @ BO@EWeight (kg/person): 60 (adult), 16.15 (child)
o & =

Aﬁalatlo@ xpo‘s@&e (Sptay Drift):
a (&B—(I*AXARXAXTXIA)/BW

4 Pica is typically defined as eating non-nutritive substances. Mouthing is typically defined as putting objects
(e.g. hands) into the mouth. Pica and mouthing behaviour are normal parts of development for young
children.
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Where: SIEp = Systemic Exposure of Bystanders via the Inhalation Route(mg/kg bw/dgo 5
Input parameters: N @§
I*4 = Specific Inhalation Exposure S @ S
(mg/kg a.s. handled per day), @ & @
field crop sprayer: 0 01 8 (adz%) 0.018/1. 76@}111 @@
AR = Application Rate (kg a.s./ha): © %
A = Area Treated (ha/day): \a 8 ©\ %@ &@
T = Time [Duration] (min): & 5 m@%ftf hoursgg@/Sé L C&©
14 = Inhalation Absorption ( 1 1 @© @

BW = Body Weight (kg/pers@

'S 2 § ‘&7\
Total Systemic Exposure of Bystanders v S
Yy Xposu Yy Q @ g}y @j& ©@J @
N 6 % o R
here: @w\\@&&@@&©§

SEp = Systemic @ons!% of B{@and@?( @ b &)& N @ 9
SDEp = Systemi@%)e /d

osure @ Bystarlers @aie/k 0
SIEp = Syst@lc Inkg atw/gxpo e of ta@rs (migrkg h@lay)&
@” ¢ @
Table 7.2.2.1-1: Calculation %f bystéﬂer e@sure@d pr(@rtlon &f th%&OEL © &
X
Input parameters considerdd for%e estlrrla@f;)on &stam%r exp@@llre % NS
Intended use(s): X App% = 7 ft (Dy:. NN oo 2 29.20|% (HC, 3 m)
Application rate (AR)@ 4575 @a‘s@ ﬁst@[mdy @rface arka S 1{n? (adults)
N N 15& o/nt, (BSA): \)\@ w} @ 0.21|n? (children)
@) & |ke/person mg/kg a.s. (6
. O & A 60 (éhs)& J@%eclﬁ@hala i POS'i}\é 0.018 hours, adults)
Body weight BW): O ; o @
(04 S 16.161 kg/person N ﬁ*A)(§ %, 0.01034 mg/kg a.s. (6
. 9 «_ [(chi ) @ @ Qy ) hours, children)
Dermal ;;tl@orption' (DA): VO@ 3@0 % @%rst caze‘) @rQea Tr&ﬁi (A).@ 3 ha/d (based on
Inhalationabsorption (EA):~ | . ~200]% . X HCTM)
AOEL: @N K 0.0 mg/k&b%;)d v Equ,%itre duration (T): 5|min
o & = w7 Q
Bystander expos%e towa;,@ropl@ fuﬂ@ N f\Q r§
Adults © O o) S s. |Childgen
Bystander: Systemic dermal e@)s urg@lrlng@h%r ap@;,‘%tlon @\Apple (via spray drift)
SDE; = (ARXD xBSA xDA)/ BW Y  @" &, |SPB;=(ARxDxBSA xDA)/BW
(157.5 x 290% x 1 x 1%) / 66, < [57.5 x29.2% x0.21 x 1%) / 16.15
Extern@) dermal exposuze h\ﬁ\ 45.99@1{;@6:;@ | External dermal exposure 9.6579| mg/person
Extethal dermal exposure @y’ 0.7665|mg/kg bw/d > |External dermal exposure 0.598012384|mg/kg bw/d
Systemic dermal ggposure 0.00&6\3/5 @ bw/d\, Systemic dermal exposure 0.005980 | mg/kg bw/d
Bystander: Systémic in@l&iong&s ure, ring/afﬁ%‘ application in Apple (via spray drift)
SIEg = (I* , x ARX A XTxIA) /BW @ SIEs = (I*, x AR XA xT xIA)/ BW
(0,000 / 360 41.575 x&X x 10083) / 60 D (0,000/ 360 x 1.575 x8 x 5 x 100%) / 16.15
Externaldmkfglatio&@xposure 0.00315|mg/person External inhalation exposure 0.001810345|mg/person
Extern&l\l;ﬁlalat&jexpo,ﬁﬁg Qﬁ&%SZS mg/kg bw/d External inhalation exposure 0.000112096|{mg/kg bw/d
Systemic '"2’5@"0" T 19:000053|mg/kg bwd Systemic inhalation 0.000112 |mg/kg bwd
expgsure o exposure
Total S}fs@mc exposure: SEg = SDE; + SIEg Total systemic exposure: SEg = SDEg + SIEp
Total S}\/\s*{emic exposure 0.46305|mg/person Total systemic exposure 0.098389345|mg/person
Total systemic exposure 0.007718|mg/kg bw/d Total systemic exposure 0.006092 [mg/kg bw/d
% of AOEL 16.78|% % of AOEL 13.24|%
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b) Resident exposure assessment

Dermal Exposure (via deposits caused by spray drift): \@ @@6
SDEr=(ARXxNAxDx TTRx TC x Hx DA)/ BW S @® @
<

S
’s

R °\ °
A
©) Input pdxameters: \24\? S\ @Q @

AR = Application Rate (mg/cm’): X 0. 0] (=1.575 /@ 8. /@ S &
NA = Number of applications: @} 2 & @ Q § &
D = Drift (%): S 2%3 /@@2 a@zcan&gzs 3m g’%stang%
TTR = Turf Transferable Res@gj@es (%): \5 © %@9 @@

TC = Transfer Coeffi czerﬁgcmz/}@i N 73@&(61&1»@ 26@%1%& S

H = Exposure Duration<houxs 7 é}’ é@ @ @’ & % %
DA = Dermal Absor&ﬁ%yr (%)" @ © @j @

O
BW = Body Weightfkg/peison): 5 &6 60 @duzz)\?? 15@111@& ©§
R & &
Inhalation Exposure (Vapour Dﬁ@ TS N @ Q)
9 O § SRS
SIEr = (ACv x IR x 1@ BW&@ @ @@ @ (S

m
S jeb -
S N\ ( vaRour ressure@bmp
@@ @6 Iegx 100 @?’C —WWH v@nle) § V\g

. R %qhazo%on te (m g@ay) O16.5Fadult), 8.31 (child)
N 14 %[n ion orptz ( / @ ]{@7
S <
A BW oL B@ Weig (k&@ers " B0 (adult), 16.15 (child)
& % . O A

Child Oral ExpoSQ}e % @ %\ %@’ ) S

Ch11d©1@51 s hatu to @uth e@posm@ N § @
S(&H—(ARXN@D@I‘TR@EX@‘? @%XHXOA)/BW

SOE Ss@ 01 the Hand to Mouth Route (mg/kg bw/d
@ere @ ), mlc ra l@@osu@wa e Hand to Mouth Route (mg/kg bw/day)

%, @ \
A N Input parameters:
= Application Rat g/cm) 0.01575 (= 1.575 kg a.s./ha)
@ N % ﬁ bef’%@f ap pljcations: 2
rift 25.53 (= 2 applications, 3 m distance)
= T U ransferable Residues (%): 5
{\a @ SE % @ iva Extraction Factor (%): 50
Q© @@@ SI@’ @S‘urface Area of Hands (cm’): 20
@Q Freq = Frequency of Hand-to-Mouth (events/hour): 20
H = Exposure Duration (hours): 2
0A = Oral Absorption (%): 60

BW = Body Weight (kg/person): 16.15
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L @ &
Children’s object-to-mouth exposure @
S
SOEo = (AR x D x DFR x IgR x OA) / BW Qb @ @
Where: SOEo = Systemic Oral Exposure via the Object to Mouth RBute (mg/kg @v/da@Q
@ 2 @
A o
©  Input pdrameters: \24\? \\ @Q @
AR = Application Rate (mg/cm’): X 0.01 (=1.575 /@@3 S. /@ S &
NA = Number of applications: @} 2 &© @ Q § LN
D =Drifi (%) 2@53 (22 apglications. 3 istancd)
DFR = Dislodgeable Foliar R@dues (%): o \© %@2 @@
IgR = Ingestion Rate for A&@uthz @ ”\7 %G @6 S RS
of Grass/Day (cm@ @) g & & % %
04 = Oral AbSO}’ptl@/o) @ > A\ ©© © @j @
BW = Body Wezghlékg/pe%n) 71 6.§ N éﬁ éﬁ ©§
K "\g R g}?
Total Systemic Exposure of Remden@ @ @ § @' @@ @§ §y %@)
Adults: SER = JﬁR +®1ER (@/kg@ma §> @@Q KO\
Children: SER%QDER\F S+ SOEJ+ SOF ({@%g biy/day) Q
@

SN
Where: SER o—@zstem@Ex@ esidents (mg/kg @@%gy)@
SDER = Sys@glc rmal EXposy ’a of R&en@i (mg/kﬁbw/d@
SIER@ = S)@em algtion E)@@@sur "f Resi@ents @%g/kg@v day)
—@'ysten@Orn‘?)}cposu e vigi¥hie Hamd to Mouth Route (mg/kg bw/day)
Eo \QSysz{%lc Oral Ex&%sure Wig the @?]ect éMO%@ oute (mg/kg bw/day)
S & ) S < &
TS 7 2 & O @
© Dy © 4

N2 @
'S FEEY s T
S S a N L D
A N
& & & & .~ o
QRS T LS
@ 9O g © o .0 @
Q O O O N D
Y S K 9 O
3 S & W2
@’ 2 @@o%
S Q\ & ©\
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
> O o
¢y ®
{x’ @@%
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Table 7.2.2.1-2: Calculation of resident exposure, absorbed dose and % of AOEL

Input parameters considered for the estimation of resident exposure: @ @6
Intended use(s): Apple Drift (D): 25.531% (HC,3 m) ﬁ& @
1.575|kg a.s./h 2
Application rate (AR): gas/ha Transfer coefficient (TC): 73000em /h (adp@) @
0.01575|mg/cn @ 2600|cm/h (childrend.
Number of applications ’ Turf Transferable Residues % 5lo ® @ &
o
(NA): (TTR): @ x‘”\y K o S &
60 kg(;p irson Exposure %aﬁon (H): ©J 2 (ﬁ%}y Q\ 2 &@
Body weight (BW): (adults) , ) @ —S—= S
16.15 kg/person Al Concentraﬂo& O@f mg/n@ ® Ny
" "|(children) Vapout’(ACV): Q) < Cy @
Dermal absorption (DA): 1.00|% (‘worst case') @?ﬂon Rate ( @n@ Ql6.57 @d (ad@js) g@&
Inhalation absorption (IA): 100|% % S Qp 83N/ ((q‘,?lzi:ﬂdren?)(Q
Sali tractionFact
Oral absorption (OA): 60|% V@Q % o, Ssol%
ral absorption (OA) o Q (SEx 3 @@ 03 ' % ;&°
AOEL: 0.046]mg/kg bw/d=  |Sieface ér\e% of Han\& (S % S 20 & )
o ﬁ? engy f H th S
N N equ 0 a © eve /h
o & eahl@v iar l@ﬂu 2 @
& & | o @R Y & %
ngestian;Rate outh@ © N
Q) © (@& of Gr /Day @m @ é? m'/d
< S A 5 ~ @
Resident exposure towards Propiné“l}’ G (@) & @}g ° @)
Adults © Q N ildren AN 2

Residents: Systemic dermal exposure_after appllcf{tlon pple @q}depo,s@caused by Sperft) N

SDER = (AR xNA xD x TTRxTC x HRDA) / BB O [spgy=(ARXXA x%&TTR@g TC xHx DA) / BW
(0.01575 x2 x25.53% x 5%x300 x2 D1%)46Q° @) Q01575382 X 25.53% % 5% K2p00 x 2% 1%) / 16.15
External dermal exposu(é@y 58706235 @persg@ xte rmal,;@osure . 2.090907|mg/person
External dermal expo,g@ @1)9784&5%>mg/kg bwid S\ Externa dernq@ﬁ@q)osw@” @/ 129467926 mg/kg bw/d
Systemic dermal exposure 0.000978 | mgfkg bwd > |Systemic dermal e@re v 0.001295|mg/kg bw/d
Residents: Syst@c inlﬁmn g}ﬁ@g ure aftet appl%atmn iCApple (}@apoum @
SIEx = (ACv R xIA)/ & \)SIER @Oy xIRxIA) / BW
(0,001 x1653x100%) /60 % o QY M(0,001 x8313360%) L1695
Externalfhalation exposur@J 0.08637|mg/petson Exteghal inhalation e@psure 0.00831|mg/person
External inhalation expogage | 0.0082762|mg/kg bwﬁ§ [Externa) inhalation®@xposure 0.000514551| mg/kg bw/d
. - O? " - s
Systemic inhalation 9" | b0 L v @Systendyinhalation 0.000515|mg/kg bw/d
exposure & £ & exposure
@ @Q > 5 © Q Résidents:‘Systemic oral exposure (hand-to-mouth transfer)
\©) < SN
SN
D \
% @ § § i %SOF;&?(ARXNA xDxTTRxSExSA xFreq xHxOA)/BW
@7 °\@ Q @ (QQ$575 x2 x25.53% x 5% x50% x20 x20 x2 x60%) / 16.15
. @ % @\ @ \Ekérnal oral exposure 0.160839{mg/person
N > @Q N Q o [Fxternal oral exposure 0.009959071|mg/kg bw/d
© Systemic oral exposure 0.005975|mg/kg bw/d
@% & @ Q& 2
S %“ § § Residents: Systemic oral exposure (object-to-mouth transfer)
@ @
& @ ® %G Q SOEgr(0) = (ARxNA xD x DFR xIgR x OA) / BW
@ @Q @) § (0.01575 x2 x25.53% x20% x25 x60%) / 16.15
§ @@ % @ External oral exposure 0.04020975|mg/person
External oral exposure 0.002489768 | mg/kg bw/d
& QY xp g/kg
@ @@ Gog Systemic oral exposure 0.001494 |mg/kg bw/d
> Total systemi : SEg = SDEg + SIEg + SOEgq) +
Total S}&s,'@@nc exposure: SEr = SDER + SIEg Sg; SYSIemic exposure: Sir R R RED
R(0)
Total systemic exposure 0.0752762|mg/person Total systemic exposure 0.14984832|mg/person
Total systemic exposure 0.001255|mg/kg bw/d Total systemic exposure 0.009279|mg/kg bw/d
% of AOEL 2.73|% % of AOEL 20.17|%
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CP 7.2.2.2 Measurement of bystander and resident exposure

Since the exposure estimate carried out indicated that the AOEL will not be exceeded &er

. i . . N L
practical conditions of use, a study to provide a measure of bystander or Igldent expo&@);e was
not necessary and was therefore not carried out. N &

oy S
@\9% °\§ ° § y\a@
CP17.23 Worker exposure @ @x & O @@ @

The determination of the cGAP for worker re-entry js based on thcommend&tg%n pﬁ}lded@ theé
EUROPOEM II report® for worker exposure for f01fferent har@sting scena&i@ with b
@Q

S AN
Crop group Transfer (gge\f/%ci%ty Q@j "> %@’ 6\ \% g§
(cm’fB) @ @Y}’ @j& v @Q o
O @
Fruits (from trees): g\ﬁ 4&(% N < &% \© k) §
Vegetables: Q@ g&%OO %, \& %© & @Q é\g S)
Ornamentals: &© %SOOQQ § \@ § N %
Strawberries: Q % 3000 & @Q Q @Q @Q \%
& & @ﬁ\ @ @ & @© (N
SIS AN @ ©

v 0
The cGAP for worker expgsure é%lude@'@é—en@ in gl%es. A&Fra@r Co@@%cieﬁ@ (TC) for re-entry
ovided%h thOEl\@?epor’ﬁﬁThQé%)re,@e EPA policy 3° is

activities in this crop iswnot
adopted which presents transé coe@ﬁcient@(TCr aqg{@ult or Q&cmme&@l activities for use in

post-application expgsure a@ss@‘w i rap Vil@%rell 1s idefidified 4s the appropriate transfer
coefficient group,khe a@\/ity% thi igth transfer coien&s used?s a “screening-level" post-
application exp@gure sand risk asse@men@o cal«&'ﬁlate eXpos &

0\

. The_highest TC is 10100 cm?*h
provided for Kand ]@esti&@:onsi@ring%gh C@% he@ anl folzage density.

The worl&e@risk assessment 1 %a@%or tl@inten@ed gas ({@opineb WG 70. A summary of
proposé@lses and se@ioon §t}16 cGAP &éged fo§orke{9 isk #Ssessment is presented in Table 7.2.3-
; O ¢ &0 O & N

N RIS N

R
Table 7.2.3-1: @C@ritic@AP@@r w@r e@esure©© @§

Cro!) %\R%-enl:rw "giljs R@n @%}a- @@Max. dose rate No. . Min.l (Ii’HI
group1@ tas @§0e icigy @ A 100n interval | [days]
° [cm* %] &§ [@ [days]
o N A @b @ | [ ek [ e
AN § @\ R § product] | a.s./ha]
&@% . AN @ A
@unin&% @
Apple @5 hin@g/ ©©450§9 SU 8 2.25 1575 | 2 14 n.a.
S ha@tmi QO
& S

& @ 8

N) g

@ & <
S

3 EUR&%EM II project FAIR3-CT96-1406; Post Application Exposure of Workers to Pesticides in

Agriculture, Report of the Re-entry Working Group; December 2002

¢ Science Advisory Council for Exposure (ExpoSAC) Policy 3, US Environmental Protection Agency, Revised

March 2012
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PPB 70 WG
Binding/ N-EU 8 1.6 1.12 2 7 n.a o
Grapes tying/ 10100 - @ @6
harvesting S-EU | 38 2 140 | 2 7 s6 ) O
S @] @
L ? NS
Binding/ N-EU 8 2.4 1.68 4 7 ®28 S
Tomato tying/ 2500 ) - 5 %@
harvesting S-EU 8 ) 2.10 4 7 % S| &
. ng @ §% < &
@ <O & ¥ &
e Summary R ©° @ S © N
Q? N LY \© <) @
Predicted exposures are calculated from a cu@latw%ehar @osi‘e@}se%@ the mi% nu&r of
applications, the maximum dose rate and 8 Kours/d%/ confact W@the @liage. pogure is %mpared

with the AOEL. Exposure estimates and p%)pom@as of fe AOEL a counte@for byShe e
< 5.0

mmarised in the following tabl
su ised in the following tables. @} \ @} R & % ég é\’ ©§
Table 7.2.3-2:  Predicted worker exl@%re %KPPE < @’ § @ &
< YV S @Q @ N
Q c S O @) N
Crop @ %gyste@"fce sur@\) of A@BE N
N @g/kg bwiday)” | X 046 me/ 9
®, g/kg bw/day mgg
o & | & 4 @v/d@) P
° 9 & s ad
S e, Tierdno BEE) © w
Apple(N-/SZEU). 2 | o, 00482 O Ar05
Gfdpes N-E)) [*C 00860 @ , 187,
¢ Srapes (S-EW)* 010357 & @ 2%
OToméd NZEU) A @ 04338 », [ 117
" Tomato (&-\EU) S eSO @146
o [? s@wr 2@10 PPE! @
&@ g;gﬁneng@ bastd on reahs‘ug@AI ﬁé?mte@ptlon)
Apple (N- zssEUm S 00761,
Grapes (N-EUj, ~  qgD028D 62
rapes (S- @? L 0.0358 o 78
@ Togdato NekU).. ©| © 0.879 © 39
N Tomato?é@EUk O @224 49
S)) gFier 3 (With RPE)
& Apple(N- /S%UL <7 0.6p08 2
% Grapes NSEU)D | @ 20013 3
> Grapes¥S-EQ) “20.0016 4
. @omato (NeBU) <] Q" 0.0010 2
QO Tomato (SEU)™ | @ 0.0012 3
g é\’ @© §9 “Sier 4 (no PPE,
Q@ @finement bdSed on experimental dislodgeable foliar residues)
N Y Appld(N+SSEU) 0.0022 5
Q@ 4-2Grapés (N~and S-EU) 0.0096 21
&} Tomato (N- and S-EU) 0.0047 10

* 1% dermal absorption, 60 kg worker
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S
Conclusions N §
&
Predicted exposures of unprotected workers slightly exceed the AOEL@ the Tier & expc@@
assessment. N
& & o
In a tiered approach, refinements are done for the evalu@n of more ré%hstlc expog@e Réfineme@
of the DFR are made using realistic leaf area index (LAT) and crop 4 i rceptlon XpQ@g fes @

of unprotected operators based on these refinements a@ below the Q@ =L (Tier 2& Q @ @

Additional estimates are calculated for protecte&i@erators (TlerQi, pt@}ectl@&clot]gag incl. glov&g)
Exposures are demonstrated to be far below the AOEL. o\ @ 6\

N
Finally, exposure is calculated for unproteméb Wor@rs uging experimerita 1y Q@rmgeﬁ di %dgeable
foliar residues (DFR, Tier 4). All exposure%stlma@ are glow the AO & @7 @

An unacceptable risk is therefore n@ antgcﬁsated&or rKQtry dvorke’xsg@foll@ﬁng @phca@ of
Antracol WG 70. Q g& @ N &Y NI
N z @@”) 6 @® <> SR
CP 7.2.3.1 Estlmatlon@@woﬂger e osur@ 'S @Q o S A
v
The exposure is calculated in a@ered@proa@ In Per 1, exp&@’e 19\66?[1ma®d for unprotected
operators based on defatit assumptionsn T@ a refinendgsit is made f&ﬁl @o based on realistic
LAI and crop interception. The lexpésure ofprotecied G&@ator se mated\l@her 3. An additional
evaluation is cond for @pré&d@era‘co@gs1n§experlmental® detefmined dislodgeable foliar
residue (DFR) datann Tlé\él. Q N - Q @‘@ & @D
O N Loy O Y ES
© o & & L s &
S .9 & § o
Tier 1 (n%PPE) Cf@ SN "@\ 3 %

The e@ure is calc%fed a@rdmﬁ the follo@g eq@? ion: @

\ v\g @QQ\Q& Q\

Q—F

v
§5§ DF% @x TE X %@’x AR P%BW x DA
Wher@% Sys@}mc @osur@ @’Q
@ }lod le foliar regidues (3 ug as/cm?)
% mbé\- ic (@s (considering MAF)*
(2 appl., 14 d interval)
@ @pes 9 (2 appl., 7 d interval)
\y\’ * %Q § 3.2 (4 appl., 7 d interval)
@° s rc%@&r C zcz_ent (actlvzzty specific; cm*h)
oA N apble = 4500 cm*/h
@ D ES apes = 10100 cm?/h
& omato = 2500 cm?*/h
@@ Q@Q QﬂVR @Q ork rate (8 hours/day)
<\a O @ AR>  Application rate (crop specific; kg as/ha)
N) @@@ (o Protection factor for clothing/PPE (1, no PPE)
& < Body weight (60 kg person)
@ DA:  Dermal absorption (1%)

*based on Multiple Application Factor (MAF) when more than one application and
assuming DTso of 30 days
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& o
Exposure is calculated with the maximum dose rate and 8 hours/day contact with the folig@e. Thé&>
higher of the dermal absorption values from concentrate or any dilution pplied (1% hSyp
sequential applications are performed a worst case is assumed considering #&-entry directly aft&r@he
final treatment and potential accumulation of DFR from successive treatm@ts. If no datgyare @Iabl@
on the degree of dissipation (decay) over time, the worgf4ase approa@&%vould be tzéﬂ\ass 1ite that@%%’
dissipation occurs. In this case DFRy would be used for Calculations % the resid Va@e dg@@ly S
after application. However, for active substances ¢hat are org fR " chemicalgfor ch ée\re i,&©
evidence of breakdown by photolysis or hydrolys§ in soil or @ter,@gvailal&e dat&indica@ that ¥
would be reasonable to assume, as a default, t issipation eccurs &ponentiall With achalf-1if® of
30 days (USDA Natural Resources Conservat{gn Seryige, 2@ WsﬁL])\fS an&%cD ell,o@f). ere
sequential applications of an active substanc@)verg%@ade @?the @16 c%, the@lssip&tion v%lld then

be taken into account by application of cﬁ%ultie&l@’ap%i@ation Hcto A@S), ca@ulat@jﬁor@he
assumed half-life. g\? NN & R O = §

Re-entry in apple: ©Q ciix Q Q\ @v\a §))
¢ R

Re-entry in grapes ( @ ):

x AR x P/BW x DA
1®\x01 00 0’8 x 14 x 1/60 x 1%

Re-e\mry in tomat -E @ Q@ S

TC x WR x AR x P/BW x DA

N &
S %‘ng @X&?.Qx 2500 x 8 x 168 x 1/60 x 1%
& N- 0538a8ft/ke bw/day

»)
7 Willi@) H and McDowell L L, 1987. Pesticide persistence on foliage. Reviews of Environmental
Contamination and Toxicology, 100, 23-73

8 Scientific Opinion on Preparation of a Guidance Document on Pesticide Exposure Assessment for Workers,
Operators, Bystanders and Residents, EFSA Journal 2010;8(2):1501
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Re-entry in tomato (S-EU):

S = DFRx N x TC x WR x AR x P/BW x DA @ @6
= 3x32 x2500x 8 x 21 x 1/60 x 1% &
0.0672 mg/kg bw/day & T
@ RS
Q N
% of AOEL: 146 Q o & @
% o\ 9, '24\9
O @ &S @Q @
Tier 2 (no PPE, refinement based on realistic LA?and inter@)tion) @ @ &

N
The default DFR, value (3 pg/cm?) proposed by OPOEM i@ased on co&@deratlo% of@f ar@
index (LAI) for which a worst case LAl = 2 is osed for Qer 1 e@%ua‘u@ ThéEUl@POE@H

report on re-entry notes the following: = i,;?\ @ 6 \%
If no DFR data for the specific comp@nd @’ ava le @R e c@ulat{d from%t
application rate, divided by a reas&gable @’nma@of th&Je rea index (LA &
default value for this is no large{%han In 0&@ r cases, a b, c@lserm;lve default @

for the DFR may be taken as g g/c%gyor ay\gnd%ﬁﬁzed a@lzca@pn I
The default value of 3 pg/cm prov&@d 1m§e EL&R%POEM r (@ is @ul% as fﬁwk@

e Assuming 100‘@%er&ﬁg@tlon@the p t]@ S 10 @ m@@fﬁg a. s?LAI =1);

e Based on wot§tcaseassumption fo@AI £ DFs 5 ug/cm?® kg aé&(LAI 2);

e Double- mde%ﬂea&@e\\s D 5 =25 ug/ep’ (LAY is o mdec@ %

e This is roffided 3 g§ i ( EUROPQEMrepgt & &
The higher tier risk %sessnét m@ con@ler 1@ IStL @AI é§ h&cropo L@er evaluation. Also,
realistic interceptiogrates (g%p *~1 re @ﬁme@ ) S consu@red 1r‘i’\order to account for loss
of a.s. via drift o pos n gr& rop&ate L@as WE ,« as m{erce rates are presented in the

FOCUS Gr(:%é@v eport forc@ple %ﬁpes @\d tom 0. v\ m of LAI interception and a
ne

proposal for ul&g@FRo 1@)res&ted m%ie fo@vin gJable. @

@ X
Table 7. @1 -1: DFRO a@a‘esu@f L@-d mtercep@n (F Q US (&%eport)
LAT* Intaegcept@gﬁn* efaulfDF ed DFRy Refined DFRy
§§3 A S lf@m - g if LAI = (if LAT> 4 and
9 @ @ @,% L% in @b min. 4) max. interception =
@ % &Y O | BUROPOEM @ 80%)
Apple 94-6 V] 65%-80% & 28~3 & 1.25 ]
Grapes <\ 5-6 S00%88% 5, B5~39 1.25 1
Tomatol¥] 46 .[27 &% 7| 2523 1.25 1
* FOCUS Grovgdwate eport\ N Y
%, LK @ S
N v \ L S

A refined DFR@of 1 u%g/cm o Ps. h led is used in the higher tier risk assessment based on a
realistic lea@a 1&(1%{ (L mm*iimum @% 4) and a realistic crop interception (maximum of 80%).

&©@©§’

® FOCUS groundwater scenarios in the EU review of active substances, Sanco/321/2000 rev.2
Generic guidance for FOCUS groundwater scenarios, version 1.1, April 2002
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Re-entry in apple:

S = DFRx N x TC x WR x AR x P/BW x DA @ @6
= I x 17 x4500 x 8 x 1575 x 1/60 x 1% S
—  0.0161 mg/ke bw/day & 2 O
% of AOEL: 35 v & &
3 o & @
Re-entry in grapes (N-EU): < v NN é%
& @ & @ @
S = DFRx N x TC X WR x x P/BWex DAY A S
= 1X19X101®X8XQ.2X1/@9XQ6 O &
- 0.0287 mg/kg bwiday R o $ & S
% of AOEL: 62 oo N L@ O o @
\ <
% @Q @f@j %\ %@ 6 o\% %
Re-entry in grapes (S-EU): Q %@ S @% 6@’ @Q O .
SN
S = DFRx <& x-TC x@{w%xQ AR x EFBW o @
5 Lo Sl
= 1)@9&01?&09@x\&x®4&\1/§x§%©
- 0-0§§mg&gbv@y S & S § &
%of AOEL: 78R o ¢ § o & &
o & TS S U
Re-entry in tomato (N-EU): & ' S AN @° ¢ Q
S = " DERx N'x IC xgWR X% AR(X PZBWcx DA
=9 9 x32 xeZ500x 8 x k68 x<d 60X 1%
= QQOIZ% \‘:;-c@ § % %o §
% of ROELzy 39+, SO -SRN
TSe § s SR
Re-entry in tomatﬁ-ﬂég \@ § - ©© @@ < @
& o= “DFRx Nox @%%\x@ >§%R “% P/BW x DA
O £=0  Px3ax 2500 xP8 & 21 x 1/60 x 1%
- S v
X - 024 me/kgwiday o G
&> & SRS
AT % of ROELY 49 & L9
S e s Oy S
N SN @ O
) @ S &
Tier3(with,£PE)©Q ©© < °©\ § «§
Exposure %ﬁlla‘um@lﬁ ar \m t@ fol 1ng a protected worker (based on German worker
exposur 1dancelo) @ghe B{R" Excp sp@ he&g is used. The default DFRy in the German
guldanc@ 1 ug/c Q @

@’
Tthposure is g\’lculéﬁ ﬁ%tec@ factor of 0.05 (5 % of external dermal exposure)
corresponding {g,protective cky 1n%@cl. %&es for professionals
& B

@ NP :Eate factor for protective clothing (0.05, with PPE)
@ oS N

)

10, > S @h S . : i

Un Prll@ples feguarding the Health of Workers Re-entering Crop growing Areas after Application of Plant
P, $1 Protlucts (&’rebs. ; Maasfeld, W.; Schrader, J.; Wolf, R.; Hoernicke, E.; Nolting, H. G.; Backhaus, G. F.;
@@stpha .. (2000); Nachrichtenbl. Deut. Pflanzenschutzd., 52, S. 5 - 9) - Hinweise in der Gebrauchsanleitung zum
Schut Personen bei Nachfolgearbeiten in mit Pflanzenschutzmitteln behandelten Kulturen (worker-re-entry)
(Hoe e, E., Nolting, H.-G., Westphal, D. (1998), Nachrichtenbl. Deut. Pflanzenschutzd. 50 (10), S. 267 - 269)
Calculation spreadsheet: http://www.bfr.bund.de/cm/343/schutz_von personen bei nachfolgearbeiten v1.xls

' http://www.bfr.bund.de/cm/343/schutz_von personen bei nachfolgearbeiten v1.xls
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Table 7.2.3.1-2: Calculation of worker re-entry in apple (with PPE)

Estimation of post-application exposure of workers (re-entry exposure) @ @b

Active substance (a.s.) Propineb S P @
Product Antracol WG 70 @VQ & IS

Intended use(s) Apple

Number of applications (NA) 2
Dislodgeable foliar residues (DFR) pg/cm?/kg a.s.
Transfer coefficient (TC) 4500/ cm@Person/h S S

Work rate per day (WR) 8 @ R 2 @ &
Penetration through clothing (P) 0.05 %) @,\ o @ %@
Systemic AOEL. 0.046 :nglég;bwld@ L N
Dermal absorption DA) @ % rstéée, e. rd ©¢ on) 73 &

Application rate (AR) 1.575| kg a.s./h@ g\f
@
R

-

Body weight (BW) \ 70

FURIIRN @ s

" consideration of more than tw o applications will ni necegsary if d@datien@ oliagéﬁat lea§t50 % @
can be assumed betw een 2 applications (other use rﬁ%tiple agption @t@r) 2, é\ﬁ

IR

2 default of 1 Hg a.s./cn? per kg a.s./ha acc. t I@bs et 000<)\ N
% 1c 30000 cm?/person/hour (‘w orst case', h@ harvgsting, both sides offleaves) @to Kregyet al. ), °
acc. EUROPOEM Il (2002): 2500 (vegetables), 30% traw s), 4 (fruit@ tree$), 5000 mentéﬁ
acc. US EPA Policy # 3.1 (2000): 15&@@ereals\e.g. cr@spectior@ﬂomo%}rapes)@)@ @ é

Yg h/day for professional applications\t&lffre-ew tasks a@l tendef%2 h/da%fr profe@sjcnal aa&lications@
if re-entry tasks are not intended@@.g. irrig@n, main@ance @or applications in the ho d allotthent gar?i? rea
n§c

° N
%) 5 % of dermal exposure corres%nding%{protective Clothi . gloye> for p@sionalsg%o % riggdyction &?rml exposure
cations rth 9%3@ and @Ilotment gar area

|

corresponding to long sleeved shirt, I@ ouse@@and glo@s for : e h

y NS S, 9O 8
Estimation of w01§ (re try) e@osu@ © @ @
QS N - 9 N NS
< \ S AN &\ @ @ R

Input paramete;r@onsjg@ed forthe es@ﬁo%@wor@ expdsyre: §
Intended @ N ool | Dislo le folit? resiguéd )

en use(% pple& % 6 (DFR). - > pg/cm’/kg a.s.
Applicatjp@irate (AR): @) ﬁ®,575 l&.rs./ha T;@fer gﬁ%cien@@: 4500|cn/person/h
Number B?applications (@ﬁ 7 2 S wo/rk rate per digp(WR): 8|h/d
Body weight BW):  O° GOkg/persdn  _YPPE [~ 5|%
Dermal absorption(@}%; @ 1]|%yorst ‘?‘;@Eﬁ) > @
AOEL T QU Soe@ke biwd | O S

@@ f}\) (&) o O, O

Worker exposure towards Pro@peb @ Q 9 @Q
Without PPEY) O @) | With PPE?
Worker @-entry): Sys tetgic”derma@xpos ure after @lica@ophsin Apple

—_

SDEw = (DFR x TC x WRSAR xNA xDAYSBW >  JSBEy = (DFR x TC x WR x AR xNA xPPExDA) / BW
(1x4500 x 8x1.575x2X¥%) /20"~ °n . Q 1x4500 x 8 x1.575 x2 x5% x 1%) / 70

External dermal exposure iS4 R 13.40 mg{persog\w External dermal exposure 5.67|mg/person
External dermal exp8dure ) 1.6&“@/@ b@ External dermal exposure 0.08| mg/kg bw/d
Total systemic@osungﬁ /g 115§ mg/pegggon Total systemic exposure 0.06|mg/person
Total systen}i&xposm A0.016200 | mg'Re bw/d | Total systemic exposure 0.000810|mg/kg bw/d
% of AOEl) >N @ 35.2[% % of AOEL 1.8]%

Y
B acce@e Wi%@t PPE'E%locatiﬁ@)fBVL code SF245-01 for spray applications

2 acﬁtable with -allocation of BVL code SF1891 and SF190 for professional and
4@ an@btment garden <ﬂ§lications, respectively (cf. Krebs et al., 2000)

&
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Table 7.2.3.1-3: Calculation of worker re-entry in grapes (N-EU, with PPE)

Estimation of post-application exposure of workers (re-entry exposure) @5/
D
Active substance (a.s.) Propineb S @2 %@j
Product Antracol WG 70 o NS
Intended use(s) Grapes (N-EU) = @@ @}@\\
Application rate (AR) 1.12| kg a.6%ha @?’ é}\ \"\ @@
Number of applications (NA) 2 Q @ \ 2y
Dislodgeable foliar residues (DFR) 1 cmzlkg a.s.&© é% Q §
Transfer coefficient (TC) 1010&%m21personth o I ) QO &@—
Work rate per day (WR) Q8] hid NG N \© %) @
Penetration through clothing (P) 2,0.05] (5.%) @6@3 %\ %@’ 6 o\% 2§
Systemic AOEL @046 @gkgbwld & @ oS
Dermal absorption DA) N A% (w&ét ca @e.g. @ digion) é @% & °
Body weight (BW) W) 0] ke gy O « §@
> ¥ & oS &N g

@ IS .
" consideration of more than tw o applications@no%ﬁ%cess@ﬁ de@ation@oliage@ at Iea@ %@
©

can be assumed betw een 2 applications (&t rwis e muall'@ applicgfion fagt
o © -

2) default of 1 Mg a.s./cm? per kg a.s./ha a@to K@s et aI@ﬁOOO) @ @

%) 1¢ 30000 cm?/person/hour (‘'w ors%:g@é', hqn%arvesti@’both s of I@es) a%&to Kre@et al.@O), (5%
acc. EUROPOEM I (2002): 2500 etablesFSOOOQ&raw berries), 450%6(fruits o tre@, 5000 (ornamen@s)

acc. US EPA Policy # 3.1 (2000): 1500 eals,gzﬁcrop @peotion@?oooo (g%ape N 3 9 ©

N
Y h/day for professional apph'%%l)ons if re-entry @ks ﬁended@ h/da@ proféssional aﬁcatg

if re-entry tasks are not intended (e.gy rigat@, maint ce)® Gor applca ionsc:'che home™dnd all nt garden area

v\a # < o,
%) 5 % of dermal exposure@rrespc@’lniﬁwmctw@clothin§l. gIoKe}for pro@ssion& 50 %&r%uction of dermal exposure
f

corresponding to lon: evegshirt, lo usergand gloves' for gf@catior@ﬁ the home and allotment garden area
SO & S J9 0 <
Estimation ogégrk@e-eét%) e&osur@ %& S § Ry
N & & L@
Input pararfidters considéred fok t@ es@ﬁon @worke@y expasure: é&%

Intendeé&(s): L@, %pes &EU)@% . @%;ﬁ%%ablf\f@r residues |pg/cm’/kg as.
Application rate (Alg}%@\) S @“Q 12 k&\a\%s./h@% T@sfel;\coefﬁcient (TO): 10100 cr?/person/h
Number of applicatf@ls (N,,&% @ b AWork g&éﬁper day (WR): 8|h/d
Body weight BW):  ©° Y  @oke/p@pon  CJPPE @ 5%
Dermal absorﬁ@m (DA()? Q 1% worst gdse’)
AOEL __ \ 1 Qo046lnsike bipd | @

& 92 & 9 & -
Worker exposure towads Propineb S SQ
Withoit PPEY v &2 . Y &~ & |with PPE?
Worker (re-entry): §ysteﬁé%erm§%xpow;e after %f))plication in Grapes (N-EU)
SDEy = (DFR x 7€, WR xAR x }A"x DARSBW _Q SDEy = (DFR x TC x WR x AR xNA x PPExDA) / BW
(1x10100x 8&DI2 x2xW6) /A Y 5, (1x10100 x 8x 1.12 X2 x5% x 1%) / 70
External delgnél expolwre O 21.80.99 ¥e9/person External dermal exposure 9.05|mg/person
External dé&Bmal e@ure © f(\\\? 2.59|mg/kg bw/d |External dermal exposure 0.13|mg/kg bw/d
Total wﬁenﬂc,@osur@% 1.81|mg/person Total systemic exposure 0.09|mg/person
Tota@gstem@j;posg% o 0.025856 | mg/kg bw/d | Total systemic exposure 0.001293|mg/kg bw/d
% pPAOELD) T 56.2[% % of AOEL 2.8[%

Dacce e without PPE: allocation of BVL code SF245-01 for spray applications
2 acceptable only with PPE: allocation of BVL code SF1891 and SF190 for professional and
home and allotment garden applications, respectively (cf. Krebs et al., 2000)
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Table 7.2.3.1-4: Calculation of worker re-entry in grapes (S-EU, with PPE)

Estimation of post-application exposure of workers (re-entry exposure) @5/
N 5
Active substance (a.s.) Propineb [ @2 N
Product Antracol WG 70 o NS
Intended use(s) Grapes (S-EU) ISR
= , O
. S S w2

Application rate (AR) 1.4] kg a.&%ha N %, N

T X @ ¢ @
Number of applications (NA) 2 Q @ 2y

N
Dislodgeable foliar residues (DFR) 1 cm?/kg a.s. &© ©§7 Q& §
Transfer coefficient (TC) 1010&%m21personth o I ) QO &@—
Work rate per day (WR) Q8] hid NG N \© 5 @@
Penetration through clothing (P) 2,0.05] (5.%) @6@3 %\ %@’ 6 o\% %,
Systemic AOEL 0:046| @g/kgbw/d @j& > S A
Dermal absorption DA) N A% (W case), e.g. @ digion) é @7 & °
Body weight (BW) w\\ﬁ “Z0] k{\ O « §9
& & N @

" consideration of more than tw o applications % ces |f d atlon @oliage@q\ﬁat Iea@ % @
rwis 9

can be assumed betw een 2 applications (& e muallg pp|I‘B§}I0n fa&

2 default of 1 ug a.s./cn? per kg a.s./ha a@to K@s et al@ﬁooo @ @ @ @@ Q) ¢

%) 1¢ 30000 cm?/person/hour ( worst%g@é han%arvesﬂ@’both&s of I@es) a% to Kre et al. @0), (5%
acc. EUROPOEM I (2002): 2500 tables%SOOO@&raw berries) 450&(fruﬁs@ tre@j 5000 (ornamen@s)

acc. US EPA Policy # 3.1 (2000): 1500 (§ereals, gﬁcrop @peotlong@?oooo (Gapeg)’S N % @

g h/day for professional apph'%%l)ons if re-entry @ks ar ende%Z h/da@ proféssional aﬁcat
if re-entry tasks are not intended ( ngat&% maintf r app@ |onsc:§the home%nd all@nt garden area

%) 5 % of dermal exposure@rrespt@’lng tectw@clotm I gI for pro@ssmn& 50 % r%uctlon of dermal exposure
corresponding to lon: evegshirt, lo usergand glov gf@catlor@ﬁ the home and@allotment garden area

@ Q) N \ 9 @
o @) S &\ Ny @
Estimation @rk@e-e try) e suré@r %
it g o o F
Input pararfidters considéred fok t@ es@ﬂon @worke@y expasure: é&%

Intendeé&(s): L@, @pes (%)@ . @%;ﬁ%%ablf\f@r residues |pg/cm’/kg as.
Application rate (Alg}%@\) ) @“Q 14 k&a.s./h% T@sfel;\coefﬁcient (TO): 10100 cr?/person/h
Number of applicatf@ls (N,,&% @ % b AWork g&éﬁper day (WR): 8|h/d
Body weight BW):  ©° Y  @oke/p@pon  CJPPE @ 5%
Dermal absorﬁ@m (DA()? Q 1% worst gdse’)
AOEL __ \ 1 Qo046lnsike bipd | @

& 92 & 9 & -
Worker exposure towads Propineb S SQ
Withoit PPEY v &2 . Y &~ & |with PPE?
Worker (re-entry): §ystenﬁ5é%erm§3éxpowre after \a}))plication in Grapes (S-EU)
SDEy = (DFR x 7€, WR xAR x }A"x DARSBW _Q SDEy = (DFR x TC x WR x AR xNA x PPExDA) / BW
(1x10100x 8@4){2@%@)/7,@ N Py (1x10100x 8x1.4x2x5% x1%)/70
External delgnél expolwre O 1226.24 ¥e9/person External dermal exposure 11.31|mg/person
External dé&Bmal e@ure © f(\\\? 3.23|mg/kg bw/d  |External dermal exposure 0.16)mg/kg bw/d
Total wﬁenﬂc,@osur@% 2.26{mg/person Total systemic exposure 0.11|mg/person
Tota@gstem@j;posg% o 0.032320|mg/kg bw/d | Total systemic exposure 0.001616|mg/kg bw/d
% pPAOELD) S 70.3[% % of AOEL 3.5|%

Dacce e without PPE: allocation of BVL code SF245-01 for spray applications
2 acceptable only with PPE: allocation of BVL code SF1891 and SF190 for professional and
home and allotment garden applications, respectively (cf. Krebs et al., 2000)
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Table 7.2.3.1-5: Calculation of worker re-entry in tomato (N-EU, with PPE)

Estimation of post-application exposure of workers (re-entry exposure)

N
Active substance (a.s.) Propineb S @2 N
Product Antracol WG 70 o NS
Intended use(s) Tomato (N-EU) NS
%ﬁ °\© s @
Application rate (AR) 1.68| kg a.6%ha @x %, \\ @Q
Number of applications (NA) 4 V Q @@ .
Dislodgeable foliar residues (DFR) 1 cm?/kg a.s. &© é% Q\ §
Transfer coefficient (TC) 250&%mzlpersonth & S & ) QO &@—
Work rate per day (WR) @é’é h/d ~ L@ R \@ %5 @
Penetration through clothing (P) 0.05| (5% ' %@’ S \% §
Systemic AOEL @046 @arkgbwd @ S A
Dermal absorption DA) N A% (w&ét case, e.g @ diglon) é @7 N ‘
Body weight (BW) W) 0] ke S w §@
> ¥ & oS &N g

@ S .
1) consideration of more than tw o applications @not e%ecess@if de@ation oliage @ at Iea@ %
can be assumed betw een 2 applications (&t rwis e muall'@ applicgfion fagt @@ @ @ @

R
2) default of 1 Mg a.s./cm? per kg a.s./ha a@to K@s et aI@ﬁOOO) @ § @) ®@ @ N
%) 1¢ 30000 cm?/person/hour (‘'w ors%:g@é', hqn%arvesti@’both s of I@es) a%&to Kre@et al.@O), (5%
acc. EUROPOEM I (2002): 2500 etablesFSOOOQ&raw berries), 450%6(fruits o tre@, 5000 (ornamen@s)

acc. US EPA Policy # 3.1 (2000): 1500 (&kreals, crop j

o

ectionf2j10000 (&ape N 2

N
Y h/day for professional appﬁ&a ions if re-entry @ks proféssional aﬁcatg

arg\ptended, 2 h/da@
if re-entry tasks are not intended (@;rigat@, maintf ce)r applca ionsc:'che home%nd all nt garden area

X o 3
%) 5 % of dermal exposure@rrespc@’lniﬁwmctw@clothin§l. gIoKe}for pro@ssion& 50 %&r%uction of dermal exposure
fo %@ati

corresponding to lon: evegshirt, lo usergand glov ongjin the home and@allotment garden area
S O~ ~ D
Estimai @) S NS Y @ §
stimation 0%®orke e-e@try) e&os urey” o > §

Input pararfidters considéred fok t@ es@ﬁon %&worke@y expasure: é&%

Intendeé&(s): L@, %mato &E%% . @%;ﬁ%%ablf\f@r residues 1pg/cmi/kg as.
Application rate (Alg}%@ TS @“Q.&% @B\J,s./h@%’ T@sfel;\coefﬁcient (TC): 2500 cm’/person/h
Number of applicatf@ls (N,,&% @ %, b AWork g&éﬁper day (WR): 8|h/d
Body weight BW): O A4  @lke/pepon JPPE @ 51%
Dermal absorﬁ@m (DA()? O 1|%3worst gise’) &,
AOEL __ \ 1 Qo046lnsike bipd | @
& 92 & 9 & -
Worker exposure towads Propineb S SQ
Withoiit PPED  *% >V Y T S [with PPE?

Worker (re-entry): §ysteﬁé%erm§%xpow;e after %f))plication in Tomato (N-EU)

SDEy = (DFR x 7€, WR xAR x }A"x DARSBW _Q SDEy = (DFR x TC x WR x AR xNA x PPExDA) / BW
(1x2500 x 8 x PR x4x 1)/ 70 S o (1x2500 x 8x 1.68 x4 x5% x 1%) / 70

External delgnél expolure  © 2134.40 ?@/pers on External dermal exposure 6.72|mg/person
External dé&Bmal e@ure © f(\\\? 1.92|mg/kg bw/d  |External dermal exposure 0.10|mg/kg bw/d
Total wﬁenﬂc,@osur@% 1.34|mg/person Total systemic exposure 0.07|mg/person
Tota@gstem@j;posg% o 0.019200|mg/kg bw/d ]| Total systemic exposure 0.000960|mg/kg bw/d
% oFAOELD T 41.7[% % of AOEL 2.1(%

Dacce e without PPE: allocation of BVL code SF245-01 for spray applications
2 acceptable only with PPE: allocation of BVL code SF1891 and SF190 for professional and
home and allotment garden applications, respectively (cf. Krebs et al., 2000)
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Table 7.2.3.1-6: Calculation of worker re-entry in tomato (S-EU, with PPE)

Estimation of post-application exposure of workers (re-entry exposure) @5/
N >
Active substance (a.s.) Propineb [ @2 N
Product Antracol WG 70 o NS
Intended use(s) Tomato (S-EU) NS
©
o o) N w2
Application rate (AR) 2.1] kg a.6%ha @x %, \\ @Q
Number of applications (NA) 4 Q @@ 2.
N>
Dislodgeable foliar residues (DFR) 1 cm?/kg a.s.&© é% Q §
Transfer coefficient (TC) 250&%mzlpersonth o I ) QO &@—
Work rate per day (WR) Q8] hid NG N \© %) @@
Penetration through clothing (P) 2,0.05] (5.%) @6@3 %\ %@’ 6 o\% %,
Systemic AOEL @046 @arkgbwd @ S A
Dermal absorption DA) N A% (w&ét case, e.g. @ digion) é @7 & °
Body weight (BW) v, ) 0] k{\ > ® @
N @ & SR é% ) §
’ @ A 5 O %, @ Q
) consideration of more than tw o applications @not e%ecess@if de@ation @oliage@ at Iea@ %
can be assumed betw een 2 applications (&t rw is%e muall'@ applicgfion fagt @@ @ § %@
2) default of 1 Mg a.s./cm? per kg a.s./ha a@to K@s et aI@ﬁOOO) @ @ ®@ Q) N
%) 1¢ 30000 cm?/person/hour (‘'w ors%:g@é', hqn%arvesti@’both s of I@es) a%&to Kre@et al.@O), (5%
acc. EUROPOEM I (2002): 2500 etablesFSOOOQ&raw berries), 450%6(fruits o tre@, 5000 (ornamen@s)
acc. US EPA Policy # 3.1 (2000): 1500 (&kreals, gﬁcrop @peotion@?oooo (g%ape N o\@ ©
g h/day for professional apph'%%l)ons if re-entry @ks areN ende%Z h/da@ proféssional aﬁcati R
if re-entry tasks are not i?gnded (e rigat@, maintf ce)r applca ionsc:'che homednd all@nt garden area
%) 5 % of dermal exposure@rrespt@’lng tectiv@clothin§l. gIoKe}for pro@ssion& 50 %&r%uction of dermal exposure
corresponding to lon: evegshirt, lo usergand gloves' for gf@catior@ﬁ the home and@allotment garden area

NENSERY N 2 <
. O & N NN
Estimation @rk@e-e t e&os ure)? S
E @ %6 Y Voo & ©§ @
Input pararfidters comldéred fok t@ es@ﬂon @worke@y expagure: @y

Intend eﬁﬁe ©): @ %mato &EU)@% @ﬁlslo%%abloe f@r residues 1 pg/ent kg as.
° " s |(DFR): S

Application rate (Alg}%@ TS @“Q 2.1 k&\a\%s ./h@%%’ T@sfel;\coefﬁcient (TC): 2500 cm’/person/h
Number of applicatf@ls (N,,&% @ b AWork g&éﬁper day (WR): 8|h/d
Body weight BW):  ©° Y  @oke/p@pon  CJPPE @ 5%
Dermal absorﬁ@m (DA()? Q 1 "/&%vorstp%e’) S
AOEL __ \ | 0.046liactke bid | @

& 92 & 9 & -
Worker exposure towads Propineb S SQ
Withoit PPEY v &2 . Y &~ & |with PPE?
Worker (re-entry): §ysteﬁé%erm§%xpow;e after %f))plication in Tomato (S-EU)
SDEy = (DFR x 7€, WR xAR x }A"x DARSBW _Q SDEy = (DFR x TC x WR x AR xNA x PPExDA) / BW
(1x2500x 8 x x4x1%) /70 S o (1x2500 x 8x2.1 x4 x5% x1%)/ 70
External delgnél expolwre O 2168.00 ¥e9/person External dermal exposure 8.40|mg/person
External dé&Bmal e@ure © f(\\\? 2.40|mg/kg bw/d |External dermal exposure 0.12|mg/kg bw/d
Total wﬁenﬂc,@osur@% 1.68|mg/person Total systemic exposure 0.08| mg/person
Tota@gstem@j;posg% o 0.024000| mg/kg bw/d ]| Total systemic exposure 0.001200|mg/kg bw/d
% pPAOELD) T 52.2[% % of AOEL 2.6(%

Dacce e without PPE: allocation of BVL code SF245-01 for spray applications
2 acceptable only with PPE: allocation of BVL code SF1891 and SF190 for professional and
home and allotment garden applications, respectively (cf. Krebs et al., 2000)
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. | , & D
Tier 4 (no PPE, refinement based on experimental DFR data): N @@
Measured Dislodgeable Foliar Residues (DFRy) are available for propineb. CFhe above 1w 101@51
equation changes to: @JQ S N

AN § < 2
S = (DFRy x TC x WR x P)/BW x DA %, o @ %
Where: DFRy =Measured dislod, bl® duelng astom’) & & @
ere: v =Measured dislodgeable Yliar resi u,ug as/cm ) § s g

Dislodgeable foliar residues were experimentally d@rmmed und‘gr actual use @ﬁdmé&% (m@?mu
dose rate and maximum no. of applications, S@efore no coctl@ for, @102&109 rate&s
necessary). Work rates in the equation are considered with axi 1%1’1 of 8 ho c&g@llator
protective equipment is not made (PPE, P = &). Sumfariesof th tBFR tials angitesults are réported
below. The highest DFR values observed 19the&ourseé§f th%@xperts {Ere e.nsrd in the
exposure assessment (see following tabl% @ \ S % ©© @

. X
@ é\\ %@} RS PO @§
Table 7.2.3.1-7: Experimentally derlvax1mum DERM vﬁ@es Q}S\ﬁ § S @ &
4 -
Crop Max. ’bserg@d Op; @tu @ @ CG§@ @Q Report no.,
DFRwm @ond 1 Qno 0 appl.@ cument no.
(ng/em?) % @ & (no.of applésl A a@)l rags
@ Q @ @ apl. rate “@g a@ba) -
@ dreasi) | <> Q
SN o D
Apple (N-EU) @130 @ ys after 3rGl 3 /&19%75 -O é\é 1.5&% 10-2902,
§ B@ 5@.687@ & M-405621-01-1
Apple (S-EU) O%é@6 \3; dQs afte‘ig d &\3 / 1.ﬂ§@ - ?Z-} 2@575 10-2900,
§ apih; DAFY 105" Bs8 U§ - M-405614-01-1
Grapes (S-EV) 1 gg} %@d@ter @ 4@1& 0486 - |7 2/ 1.4 10-2901,
N < OapplaDAFT 38 | O 1.1 M-405617-01-1
2N s N o
Tomato indoor Q\g 41 &\ ays @ 42}% 4/ 2.1 4/2.1 10-2904,
(S-EU) N & pL,DAFTZ¢ | © > M-405638-01-1
9 . N
@ @Q @? N @@ &) § @ﬁQ

© N
It is noted that the DF R@mls@app Q\Ver @nd@d with three applications using the maximum
dose ra‘@ereas the G AP @er ev@luatign considers only two applications. Also, four applications
N

were conducted i ape%O ereas the@ APQinder evaluation considers two applications only.
Alt&&gh the fouf\applicat ns o gr w@ performed with a somewhat lower dose rate than
indicated by the cGAP t@ higlfer no fap @atlons results in a higher seasonal dose rate compared to
the cGAP. T@ maxymum @FR \?@Jes (@ax DFRym) from these trials therefore constitute highly
conservatw@snmﬁte fo Worker @sure evaluation.

o &
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Calculation of worker exposure during re-entry in apple: @o S
The highest DFRwm in apple was observed in the southern European trial (apple S-EU, 10-2900). Th1@§
value is taken for the exposure calculation and will cover the worker scenario igN-EU. @ S
S = (DFRmx TC x WR x P )/BW x DA @ @& N
=(0.3696 pg/cm?x 4500 cm*h x 8 h x 1)@0 kg x 1% @%% \© s § é\f@
A
= 0.0022 mg/kg bw/day \e Q@ @& Q\ t%@ &@
= 5% of AOEL S S Q& O
@ S S S @
S) R o & A &
o LT R 9 o @
Calculation of worker exposure during re- entrv in grap Qs @’ S @ 6\ Y <
RS S *

The DFRuy is taken from trials conducte@ in the@ﬁur(@ A@bugl@%‘le application rate
was lower than the cGAP the value ls%not &trapo @te% e it 1@he m im@ fro@ 4
applications compared to 2 apphcatlmls m*ﬁhe c%& the S

Q
case for the N-EU and the S-EU seenari % < & O
g 8 Q\@%@@@@é@@@
S —(DFRMXTCX@X%)%WXDAb QQ o ©@ @Q \&
- (1593 pglea®s 4sdﬁacm2/h@ 8 h@@lyé@g X @c& @© R &
= 0.0096 mg/kg bsw/d § o %
ePre i ay@Q ¢ @ N
=21% o&AOE% 9 o @% N O
% 9 S 5 )
§Ea S F Sy
Calculation of worker exﬁ@sure (@;mg}@entrv 1n tomagto: @ @
S & S
The DFRw is @m tréls c&gduct%}m scm\h %uro n grecnhouse. As the trials were
conducted with t a&@um $se fate of@% a.s./kg it 1§gconsidered to cover also the
northern E@ropean GAP w1tb§1@68 a.s.@. @’ @ @;\’
S N RS
A = (DI@M X {@x WRxPYBW xbA R

—3’411 g/c%@gsocmmz/h 8 h @/606@ x 1%

—00 %m@bw@ @j
—lég%o Elx, \ @\ S
NG IR
@7 N Q @ ©\
§ S . @ @ NS

Summary of DFR studf§ & @Q ©

N N
Propineb di %@%ge te folfé re@@ues were determined following foliar spray treatment in the
field on a@e @mt eand northefh/central zone), grapes (southern zone) as well as in

greenho@%s opdomaty soern zone). Summaries of the studies and results are presented in

the fo{fﬁ@mn@ %
SE T
©®




B . Page 50 of 72
sayer) Bayer CropScience 2014-06-18
R

Document MCP: Section 7 Toxicological studies
PPB 70 WG

DFR study apple (N-EU):

Report: I I I >0 405621501 & of

Title: Determination of dislodgeable foliar residues of propi@ after spraythg of ©®
Antracol on apple in the field in Germany Q> @ i

Report No: 10-2902 2 O o P

Document No(s):  Report includes Trial Nos.: 10-2902201 @x %\ \\ @@
M-405621-01-1 X Q s L s

Guidelines: US EPA OPPTS 875.2100; @\ iations: no @)eciﬁed 69 Q §

GLP/GEP: yes Q T S O .9

@ NI R
I Material and methods &° @6@3 \% §

@)
o @
LN N @6
The purpose of the study 10-2902 was to %[ermi@gthe nitugdg’ of tl@dislogeabl@sliar %duegd’f
propineb on apple leaf foliage in northermE roﬁ&afte&%hree @raying%lppli@imgwith Apiracal®VG
70. The study included one supervise@sigg@ ria‘;\g@ndgc%ed in &rth@@» Eur (G@qman uring

NS
the 2010 season. & O
& & \@ e @\@, S & S &
Table 7.2.3.1-8: Applicati % “ 2 @6 $) &© ©© @Q h
able 7.2.3.1-8: pplcalonpaz&@eelgs& @@J > &@ %ﬁQ _ @ é}
Count %y Application
ountry LIV% § @j@ (7$ @Pp 1ca§ S %éf@ &
T{ 0 Gr@th stage | wJnter X Rate
. m@ % (§§ BOC\@§ 3 (g\f%\s \@%\ (kg a.5./ha)
N O
G ) Sprayi SN 57/8%/ 6 G975 1.58/1.58/1.69
ermany @ pr;gmg ) @Q > O @@y @@ @g @@”
N
D Ve ooy >

S
Samples wer coll@&d m\\g@ man%r dé(':%ignoed@o ol@% refesent@ive samples. They were taken,

prepared irfthe field where necesSary,franspasied an@stored according to US EPA OPPTS 875.2100
Foliar é@odgeable @@idu@issi&n. I;eaf @che&f@vere @llected directly into a pre-labelled
poly-propylene jar ng a&@a pungch sa@er @eres{and CQ\EI Monte, CA). Each sample consisted
of 40 discs cut wiflya leaf pun with2.523%m diddeterand a disk area of 5 cm?. The leaf punches
represented a total dm@—sid lea @rfaeiﬁfea of400 cfiy’. A sample was collected from each of the
three subplo% pr(@e tgéé repl@cate&a@lplin%@at ac@j sampling interval. Leaf punches were taken
from the p%tential Worke@ont@zon @clud@f(’@ uppgr, middle, and lower portions of the crop foliage
and inte@ and exterics portjidrs of the cr%bfolia , Control leaf punch samples were collected prior
to the first applicati@ Treated saxples 1 ecté®on the day of application were taken after the spray
had\&ﬁed. After edth sa w%@olle@d, th@ampling jar was capped and kept cool for transport to
the field site lahoratory. L&e@ pungh samplers were cleaned after each sampling interval. The
dislodging ofsthe le%%ags W‘@perfo%ed as soon as possible, but not later than 4 hours after
A

i @
collection. N @@ - ©
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II Results and discussion

The results are summarised in the following table. o\@ @§
@ @® @
Table 7.2.3.1-9: Amounts of dislodgeable foliar residues of propineb on apple leav@n Germany & N
[ng a.s./cm2], two sided, figures in bold indicate day of treatment Q @ %
DAFT* Sampling Propineb* L “\% °\© o\@ é\g
interval | DFR (pg/cm2)§§@ o SN @ @
g FTILs
0 0 n.a @% & é\g R O &
— Q o & @) @
2 2 n! . L& VS o @
6 6 0.0021 I RGN D N N
7 0 wosos” | ST e
10 3 006 ¢ R A & O & ¢
13 6 DO | O < \© SRS S
14 (NE S PN 7 TSN SRS &
17 34 | 0.167 D § S S 2
19 5T .9 Psod @Q &© S & .
\“J
21 Q7 N | 00239 N o & &
24 T Y T Q 2 o
Z
8 4 9 o ~ S §
)
35 A @§ 212 | Yo ’ é éx é\
49 % 4" 0590 @
D . o A
< 40 RIS ) %@
2O O o 610 L oger O §

#:%FT: da@fter firse treatgent; DAT: daygafter tre@nt © %@
*\ rrected for recoveriess, O"/@' Q a @@ \@j’
@.a.: not appohc@@ﬁ (1:0\ @ple c Ctl% ZOHd:lC ©~l " Q\@
D O & L0 o & D
The 1% treatmen@ar‘ce at B S@ink&z@ stag@ flowser petals elongating; sepals slightly open)
with intervals of 7 daysach<r co@éut' Ve treagments. @hhe 2" treatment was performed at BBCH 59
(most flower®with @eta%&%m{@wa hollow ball) followed by the 3" treatment at BBCH 63 (about
30% of Wers open). THere #¥as no'rain after the@reatments. Where field recoveries were < 70%
A S
sample @ﬂts were c&%cted@ 100%. @ N

N N
A f{&tgorder single@po@tial (@Sipa@ eq@tion was fitted to the set of experimental data. Overall
mean dissipation Llalf-lif@for i@}pine@w ] &@days (see Appendix).
@ N

$A0 § N
I Conclu@n Q S = ©@
S

The me@%mm@ R Va%e is0.2130 pg/cm? observed at day 0 after the 3™ application. Thereafter, a
cons‘@% res degline isabserved with residues < LOQ from day 40 onwards. First application starts

>4 ‘bu@éwe@g’) at which leaf foliage is small, thus interception is low. Last application
will b@@fomed until BBCH 73 ‘second fruit fall’ at which leaf foliage is fully developed and
interception is high. Dislodgeable foliar residues from first treatment are ‘diluted’ due to considerable
increment of leaf growth thereafter. Therefore, the total amount of DFR is low and accumulation due
to repeated applications is limited.

3
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Appendix
& &
. N @&
Propineb DFR on apple leaves
@ @® @

Report: 10-2902 Calculation of DT5, assuming first order kinetic$> S O\Q

DALT Residues

(Days) (ug/cm?)

0 0.21296
3 " 0.16667
5 [ 0.12503
7 " 0.02353

10 " 0.05441

14 " 001176

21 " 0.00441

28 " 0.00588

40 " 0.00092

61 " 0.00092

In2t

3:C0><67kt =C,xe b2

C, 0.100749654
k 0.095799443

s 7.235398826
R? 0.827936269

DTso(days): 7.2
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DFR study apple (S-EU):

Report: - 405%@ @7 &
Title: Determination of dislodgeable foliar residues of propifiob on apple af%r O\Q
spraying of Antracol in the field in Spain % ® § 5
Report No: 10-2900 < N SRS
Document No(s):  Report includes Trial Nos.: \e @ g}” Q\ @
10-2900-01 N R NS S
M-405614-01-1 @ o R S &
Guidelines: US EPA OPPTS 875. 21ev1at10ns n spe@jﬁed@ ©& &
GLP/GEP: yes Q@ D . @ 2 \®@
I Material and methods %© @@ @é\ﬁ Q@§ b@ v é @ &
< @
Fihedis

The purpose of the study 10-2900 wa det&%nne ma&l@tud@ e°°d,1 log@”e foligr re51§es of

propineb on apple leaf foliage in so ~-” m ope @t spraying catlons wg Antrz@ol WG
70. The study included one superv:@ed re corf&ucte in So@rn @@rop pal&@aurmg the
2010 season. R & @ S
o > & @ @° o @©

N S T o

Table 7.2.3.1-10: Application n) aran(%@ers@QQ @§ - @ AN § g\@ @
Country N Application
S o & 8 O &
@\T ypeyy é\g N@ §¥ow Iistage ©  Interval \ Rate
Dy
© 'S BBCH) @ (days (kg a.s./ha)
L P T O \#@
Spain aying 3N QY /61 bS5 % 1.58/1.49/1.58

n.d. = not determified > % S 9 @ S @

& ©
Samples ‘were collect@ﬂn nn@emgn%l t@btalprese@?atwe samples. They were taken,

preparé%k in the field “here {@essary, tra@sporte@énd stored- %@ordlng to US EPA OPPTS 875.2100

Foliar Dislodgeab \esﬂue D@lpa oY s were collected directly into a pre-labelled
poly-propylene jé&y usi lea mple@ ir stran 0; El Monte, CA). Each sample consisted
of 40 disks cugyvith her @th 2@3 cnGiliamefer and a disk area of 5 cm®. The leaf punches

represented Wotal (f%hbl?dedﬂe\f su e aregoof 4@» cm?. A sample was collected from each of the
three su@ts to provide t 11c sa %gs &&ach sampling interval. Leaf punches were taken
from th&potential W%@I‘ coﬁ%ct zone in % per, middle, and lower portions of the crop foliage
and mterior and ex{crior ion the @op foliage. Control leaf punch samples were collected prior
to the first application. "@eate@mpleQeoll@ed on the day of application were taken after the spray
had dried. AftefZeach sampl e&ctm@he sampling jar was capped and kept cool for transport to
the field si@ ab%a ry eaf punch @amplers were cleaned after each sampling interval. The
dislodging th@ af s@lplegwas p‘@formed as soon as possible, but not later than 4 hours after
collect @ Q

s
IIQ?sulti@nd dlSCUSSl§

©
The res are summarised in the following table.
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Table 7.2.3.1-11 Amounts of dislodgeable foliar residues of propineb on apple leaves in Spain
[ng a.s./cm2], two sided, figures in bold indicate day of treatment éf @
DAFT* Sampling Propineb* N §
interval DFR (ug/cm?) S @®
S O
(DAT) S NS
N
0 0 n.a. % § & %
3 3 n.a # > AN e Y
7 7 n.a. Q @@ § N I
7 0 0.2870. & ~ s Q& L
10 3 0.3698) R & & © &@
14 7 01609 | & N o 6\ AN
9|l & X NN
14 0 2025002 | o > S
17 3 028y 49 & © TS e o
R . N < © @j @§
20 R SR (i T I < T B~ A &
@ O% @ |, S Q N @ N ®)
21 7l w0068 U T S @ Q
23 9.9 |2 ednt T OO @ %
S O IO
28 R o o0ss O | & ~ 9 &
35 IR Toos> k@ o . SIS
42 ookl e odeis @ S & 2 o
S
s6 L2 42 o fooise & v & &
7 S 9 | Qooty’ O & w \@
#DAFT: daysfier first tfeat ; DATgglay aftedtreatnient Q AN
* Corrected¥0r recdyeries <@§A) AN @

n.a. no@&lic%@no sa@ple cq(;llé%tion C\Mductz%Q §9 @& t§@
$ & o0 O «F g b @§ @
The 1 trea%’nent stdfted before owering (< BBCH @ not determined) with intervals of 7 days each

to the follewing treatn‘@’cs i.@‘he 2$i‘eatm was peredﬁg BCH 61 (beginning of flowering:

about 16% of flowers@pen, fllowe by the3%, tfehtmeritvat BQ@H 65 (full flowering: at least 50% of
. N . L.

flowers open, firs \als fallin &fhe;r{@/as raméfter th@treatments (1 mm of precipitation after

2" treatment). Wehere field re rie%\;verg ﬂ\%‘j% gmpl@ults were corrected to 100%.

RO S
A ﬁrst—orde@gle—@%ogal di&s%at&@equ%@n a@t‘[ed to the set of experimental data. Overall
feor

mean dissipation half-li prepineb ¢as 7. %’ays Appendix).
R
I Conclusion .
N S S

R o
The maximum £R Va@ge i @69@ ug/c&®observed at day 3 after the 2™ application. The max
residue level i@llo%ad lgrapiﬂ@eclin@)etween the day 3 and 6/7 with residues < LOQ after day
35. First ag@cati&n startgdt BBCH >4@ (‘bud swelling’). At this growth stage leaf foliage is small
and inter@gptio &5 lowelast application will be performed until BBCH 73 ‘second fruit fall” at which
leaf fgﬁ%e 1 tull deved and interception is high. Dislodgeable foliar residues from first
trea@em a@@dilvg duévto considerable increment of leaf growth thereafter. Therefore, the total

0

anigunt ofPFR is low a1§ accumulation due to repeated applications is limited.

&
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Appendix

Propineb DFR on apple leaves

Report: 10-2900

DALT Residues
(Days) (Hglcm?)
0 0.25
3 [ 023913

r
6 0.07941
7 [ 0.06176
9 [ 0.04706
r
14 0.00882

21 [ 0.00588
28 [ 0.00184
42 [ 0.00184
59 [ 0.00184

LER

c=C,xe kt=C, xe

C, 0.103062492
k 0.091162494
t, 7.603424979
R’ 0.762438521
[DTso(days): 7.6 |
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DFR study grapes (S-EU):

S @
Report: B! B I;M-4056%§®> @7 &
Title: Determination of dislodgeable foliar residues of propingb after sprayl%g of ©
Antracol on grape in the field in Spain % § @ 5
Report No: 10-2901 & & N 2 &
Document No(s):  Report includes Trial Nos.: & @ g}ﬂ Q\ @
10-2901-01 R v & &
M-405617-01-1 @} & & |V O §
Guidelines: US EPA OPPTS 875.2100, b Deviations: n@ spegified @ & © &
GLP/GEP: yes Q@ N O o 2
A R

Ny

I Material and methods v S o °
i ‘&% v @ Q % § Q @7 @&

The purpose of the study 10-2901 wa 8¢ ~ de;e?mme ma @ude@ﬁf he 1510g@e foliar res&s of

propineb on grape leaf foliage aftefl ou %pray1§ thIl‘&gWIth Antra 0. T study

included one supervised residue tr&@ond@ ed e Southern Ea@@ e (@}m) gﬁmg 20 Lg@eason.
o o

Table 7.2.3.1-12: Application pagamet < & § &> @ Q & S s

2.3. : App p@a €xs & & {\@ & o
Country % é& @@@ @ @pplication @ @“@ &
T%e @ @No €§ (&@h st@% Interval & Rate
BC ° kg a.s./h
f@ @ §a ﬁ@ & \5;19 D %@yS) S (kg a.s./ha)
Spain Spraying . 4 53/5 5/ 7/31 1.60/1.55/1.50/1.60
© @@5 ‘&% &@ g) §§ 25@
Q

oy
Samples v&@e collected%m a l@%@mgr@’ to obfain @pres@a‘uve samples. They were taken,
t

prepar i the ﬁeld @fssa ransgorte d g@?ed a@rdmg to US EPA OPPTS 875.2100
Foliar Dlslodge CSI ne Dissipatiog QLeaf\pun es We§ collected directly into a pre-labelled
poly-propylene j _] sm a feaf ginch sample irke§frandsCo; El Monte, CA). Each sample consisted
of 40 disks cut w h a @ @” cm @amet@and a disk area of 5 cm?. The leaf punches
represented al d@?ole— d leegﬁsur&@ are&*4 0%2 A sample was collected from each of the
three subplots to provide three aeplicateRam s atzedch sampling interval. Leaf punches were taken
from th ential workgr confact zon® incligding upper, middle, and lower portions of the crop foliage

and interior and ex@r partions «f the ctop follage. Control leaf punch samples were collected prior
to t&o\ﬁrst applicatien. Teated: @@plc@le@l on the day of application were taken after the spray
had dried. After each sa@f)le @@s coljgcted the sampling jar was capped and kept cool for transport to
the field siteg Jaboragory. f @%ch s&plers were cleaned after each sampling interval. The
dislodging @tbe Tea sa@ les was p@rmed as soon as possible, but not later than 4 hours after
collectim@ @Q < @
Sy &
¢ L& T

&




B . Page 57 of 72
sayer) Bayer CropScience 2014-06-18
R

Document MCP: Section 7 Toxicological studies

PPB 70 WG
IT Results and discussion . @ @6
Q\ g
The results are summarised in the following table. o @ ©)
& ©.8
D
Table 7.2.3.1-13: Amounts of dislodgeable foliar residues of propineb on grapwe;%;aves in Spgil@Q @)@ \245@
[ng a.s./cm2], two sided, figures in bold indicate day of treatr@t & %\ \°\ @@ @
DAFT” Sampling Propineb® Q@ o S & &
interval | DFR (ug/cgh) ~ & K & EN
DAT o
0 (0) 0473 \Q@@§§@®®
o IR I \ NN
3 3 W25 g | & & 7 T
7 7 S03e? Iy & 2@ @ AN
SO S & & &
7 0 = 0300 < RSN S N §?ﬁ
10 3 @] D09 @ R S N S S
14 R ESTEE SR S § & o
21 S |0 ma] S & o S
Z - @ @ @ @ N
28 @l ] @208 | & © 9O
< LT s
38 w31 58 0445 < .2 o
38 o © D (B3 Y QN L9
S S o
41 3 S22 o %o S
4 ") 5 K % N
S 1S e 09 < O & <
4507 0 Y 144407 @@ L« @
£y e Erra
SRS @ & @
19 s ? A 93T | g o
SR O TR 0568 NS
50 | 1A o 0327 « |
667 Q& O 0127 O |y
on S Sn P[5 0ud &
Qg © 1O 4 & g2

@ 105 B0 o5 L A0
:DAFT: day tef first trehtment; DAT: @/ aftgtseatment
* Corrected“?@recm%ies < @/o @§ o\%
* @ N Q @

Yoo @ &©

N

The 1 treatn@ started atgmergetice ofnflorescence at BBCH 53 (inflorescences clearly visible)
with an intedal offZ daysdtil theand tr@gatment at BBCH 55 (inflorescences swelling, flowers closely

pressed (.é;“ her@”rd tr@nen@vas pe?%rmed with interval of 31 days at BBCH 75 (berries pea-sized,
bunchesgh ang@lowed by 4™ treatment at BBCH 76 (some berries beginning to touch). There was

N>
no r{f}ﬁafte@he %@a ents. Where field recoveries were < 70% sample results were corrected to

1(@? & D

A ﬁrst@ier single-exponential dissipation equation was fitted to the set of experimental data. Overall
mean dissipation half-life for propineb was 11.5 days (see Appendix).
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IIT Conclusion

The maximum DFR value is 1.593 pg/cm? observed at day 0 after the 3™ application similar §y‘the©6
residue level at day 0 after the 4™ application (1.444 pg/cm?). Dislodgeable %llar remdueser th@j
first 2 applications are low compared to treatments 3 and 4. The first 2 applicgtions were pégform

early growth stages when leaves were still small whereas leaves were gly expandedcat th@ast 2
applications. The effect of low DFR during early growth stages was seen in other D{@ stydq@s with
propineb (apple). The ‘dilution’ effect due to conmde@e leave gr@th after ea@B ap phig atlol@gs
noted. The values demonstrate that accumulation of DFR’ after repe@l apphcatlol@ doesyp t o@tr or©
is limited. @} S @ @ @

The risk assessment is done with the highest @ value found after&e 3rd pl c@on abtho 1@%6
cGAP is based on 2 treatments only. In additign, no %rrect@s n%ﬁe fo&@’e hi dos\%te @ép to
1.6 kg a.s./ha exceeding the cGAP max1mum®ose réte of 84 kg @és/ha biabo 5%&

&

K

@

\@’
>
K

\
Appendix

"\g

Propineb DFR on grape leaves
Report: 10-2901

@alculz@ﬁon O%T
9

DALT
(Days)

Residues
(uglem?)

0
3
5
7
10
14
21

T ¥ ¥ © © ¥

S

1.4439
1.04146
0.45854
0.39756
0.5

27

@2727

.1909
0.08
0.02727

C,
k
t

g8si14zr
6017
11.51976422

0.910482305

|DT5ﬁdays):
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DEFR study grapes (S-EU): @
D
6 @
Report: B ! SUIEVEII N
Title: Determination of the dislodgeable foliar residues (DER) of propin nd@\
tebuconazole in/on grape after spraying of Antracel,ahd Folicur 25Fn the]
field after dislodging with Variou@centratlon@‘ef Aerosol %ﬂ \\ @Q
Report No: 10-2920 ©Q @ é\a
Document No: M-404866-01-1 @} é\ﬂ QR o
Guidelines: US EPA OPPTS 875.21(?@viations: n@spe@'}ied & 'S @) &@
GLP/GEP: ves 0 U RO o @
& @@“ %Q@ % @ @é ~ R
I Material and methods

3 ebycbpazold e conduded vl
Some of the 2011 DFR studies in grapésa m&g%pro iﬁeb ang, tebueéglazob er&gconduc it
Aerosol OT concentration of 0. OOI‘V@nst ad of uSihg Ih%» guid&ine @%ce@mn 0.085p.
purpose of the study 10-2919 wa@ere@gre to@leterl%@e th@%a the dislogable foliar
residues depending of the AerosoROT conlentration in the d dg1 olut@ Tworconceatrations of
the Aerosol OT, 0.01% and O. 0@1 0, g@e app@ fer eaf: unch e trea%d plots. The
analytical results of propineb@nd te"buco ole aft@dmléﬂgmgﬁ two e&solutlons were

compared to show the extraé%\fon me@ of b@h disl@siging &)lut@ (cro@—val%&tlon of extraction

. . © -
efficiency). N N 2 § @ § $ @
> f§ %@ © @6 R é N "\®
2.3.1-14: icati o Q &
Table 7.2.3.1-14 Ag@g paia S rs @@ S @@ @@ .
Countr mulation N o A ati
o U@g& > ©& & %&\ tﬁ fgz o
> No th Int 1 Rat
o @J@ - wpf Q9 & °S KW nderva ) a (;h
© 9 % & @ @ “stage (days) (kg a.s./ha)
D & & o I \@BCH)
@ @ Q) S @) Q
Antracol W 0 N 1 91 _ 0.98
Germany ! R (i%l § O\g@pra},@ é& @}%
25 87 - 0.15
@]@%g@% w@g {@% e
Q O @Q NN \

N Q @

Samples @re collected 1n a@me@ﬂes n%li t%"tam representative samples. They were taken,
prepare the field- Qgﬁere n@essary, trané nd stored according to US EPA OPPTS 875.2100
Foha&Dlslodgeablg esi Dlﬁ\fpatlo@ Le ﬁpunches were collected directly into a pre-labelled
polySpropylene jar usingy af@nch s%ple irkestrand Co; El Monte, CA). Each sample consisted
of 40 disks cut @ﬁh a lgaf puriche %@h 2. cm diameter and a disk area of 5 cm?. The leaf punches
represented ublgssided eaf S@face area of 400 cm? Leaf punches were taken from the
potential w ker ntac@zone ‘chludf@ upper, middle, and lower portions of the crop foliage and
interio @’c e or 10ns® the crop foliage. Control leaf punch samples were collected prior to
the fi appl§ néyeat arnples collected on the day of application were taken after the spray had

Aft% ach @ﬁlpl as collected, the sampling jar was capped and kept cool for transport to the
ﬁe sit; %boratory Leaf punch samplers were cleaned after each sampling interval. The samples
were (@dged by adding 100 mL of a 0.01 % or 0.001 % Aerosol OT solution (i.e. docusate sodium
salt), respectively, which corresponds to a surfactant (stored at < 6°C). The dislodging of the leaf
samples was performed as soon as possible, but not later than 4 hours after collection.
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II Results and discussion @o ©©
The results are summarised in the following table. > @® @é@j
Table 7.2.3.1-15: Comparison of dislodgeable foliar residues depending on the Aefgsol OT concen%‘atipéi@
3 O & °
Aerosol OT | Sampling | DFR (ug/lcm?) (¥ & %\ S Q
concentration | interval Propineb Tebuco @nole @) Q\ %@ &@
(%) (DAT) pineb e T &0
001 0 0.14 @ 0.17©& &© @© @
' 2 0.07 /0 012~ g7 R \é o @
' 2 o 9 Jot2y ST @ &
DAT: day after treatment % . O X N S @j @&
% SN > NS
RSN
A QN
III Conclusion ©Q R %, & @Q S @ 9
ST S O o O
The dislodgeable foliar residues%f répinehn gr, le ob@@md@th 001%Aerosol OT
. )
solution are by a factor of 1 '

igher, ar@b ainedwithethie g@lin&@conce@ati@of 0.01%.

N o
The dislodgeable foliar r%idueséf teb@naz@% on $ape leﬁve@taim&g)with@g 0.001% Aerosol

OT solution are in the same r%gnituo@as o§ineith t@@guid@line@ceﬁ@tion of 0.01 %.
S Y O

S Q

%

& e §5 98
@@xg&a\@@@&@
@©©\&K@\&\ ©§@§
D & 0 9O «¥ N O
N 2 & O @

& > @ %y
Y e & & V@

'S X O Ve & O

§&©\©@%&@%
o N .U O .0 @
©©©\\\@
¥ o K & o
S S oF LD wl

@’ Q@Q@@\
Q\%\&OQ

B %QQ@’@@

N @g@)\ Q&@

° AN
&@%%§/§Q
§Y§©%©@
& &S
Q

QQ%@

S

ST
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DFR study greenhouse tomato (S-EU): @o
D
> S %
Report: I N N 01 1M 40563801 < o
Title: Determination of dislodgeable foliar residues of pro%ineb on tomatgafte N
spraying of antracol in the greenhouse in Spain °\© 2 %@
Report No: 10-2904 @x RN SO @©
Document No(s):  Report includes Trial Nos.: 10-29%—01 Q @© § %y
M-405638-01-1 O AN &
Guidelines: US EPA OPPTS 875.2100;Viati0ns: noy speé)iﬁed & & @) &@
GLP/GEP: yes a0 @ RO & @
. N 9 & O 7 @6 N N
I Material and methods Q" @ XN @% v @ AN
& & S § & &
The purpose of the study 10-2904 was t@ﬁterﬁa@ne th&magg[u e o%the i ga\?\lﬁe foliaf\re \,(!Z.. of

0

propineb on tomato leaf foliage after @r S;g{%in @licaﬁ@ns i@e ‘eenhousy Wi‘t%\Antr
in

70. The study included one supervi@ resjdire tri@éon@ed @Sou‘c n E e ) during the
2010 season. S TN ®\ > @Q S w\?@
Ve o » & 9 .0 O ~
o & ¥ S @S U
Table 7.2.3.1-16: Application @mete?s AN @° ¢ Q
Count Application é § @j T @ \@ 9
ountry
e %l %) @ & o R < &
Ty{f @ N@) @Q(}ro . Stage Interval ¥ . @gRate
IS §9 @ (BETH) §g\ . 3(dayé O | (kg as./ha)
Spain (ﬁy\épra@ R 4w, 72/3@3\%@4/@@ @@/7@@ 2.1/2.1/2.1/2.1

Q N
e T s P T e
Samples og%%e collectedjn a @nne sigr@ to o@ai @pre{,@%tive samples. They were taken,
preparﬂ@n the field @%ere essary, tra@porte nd stored aédording to US EPA OPPTS 875.2100
Foliar Dislodgeab@Resi@ D@ipa‘gio@ Le@une@es wege” collected directly into a pre-labelled
poly-propylene j ‘i@lsin% lea nch&ﬁnpl@irke@and@o; El Monte, CA). Each sample consisted
of 40 disks cu@wnh pudigher @g@h 2523 ¢ ameég? and a disk area of 5 cm?. The leaf punches
represented &otal d@il%@ed ¢af surface aréa,of 480 cm?. A sample was collected from each of the
three subpggts to provide tiree ic Sam pgs at@ach sampling interval. Leaf punches were taken
from th@tential worker coxact zot inc@ing %fg%er, middle, and lower portions of the crop foliage
. ) N . .
and 1\217itaer10r and extétior p%tlons@f the @Qp f{{l ge. Control leaf punch samples were collected prior
to the first applicatidn. ?§ated"sample@oll@d on the day of application were taken after the spray
had dried. Afteggach sample syas m§@cte dthe sampling jar was capped and kept cool for transport to
the field si Klaborcaﬁgﬁry. af pynch samplers were cleaned after each sampling interval. The
dislodgini@@ thexlgaf sgipples.was si,; as soon as possible, but not later than 4 hours after
collectio@@ @ CEEEN
NP
@ 8
c e T

&
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II Results and discussion @o ©©
N
The results are summarised in the following table. S @@ @@j
& ©.8

Table 7.2.3.1-17: Amounts of dislodgeable foliar residues of propineb on green%use tomato § @©\ &

o

leaves in Spain [ug a.s./cm?], two sidedyfigures in b@;ﬁ% indicate @ of t"featmeé?’
Q)

S
DAFT? Sampifferentling | Propineb* R 2 & & O
interval DAT) | DFR o> < S VR O &
(ng/em™\ Q o & & @) &@
0 0 0.19 N L@ R \© » Y
o EECARONE I N T S
1 1 0192 & %Q &% S8 S 0N
3 3 0248 = O Q@ S S =) %
Sy S & o
7 7 2% SN[y &% O w §
7 0 \)@? 0453 @ \& %© N é\a S
8 1 RN S R § & o
O NS @ O N o
10 3 Q ®® O o O
14 7 @ @ & @© &
14 0 &@ o\@ 2 ©
15 19 i Q2
S
17 3 § N > XS
21 S R @© S <
N
1§ e 2 & &
2 O ¥ N S
24 @Q 3 SIS %@
. <, Yl @ \@’
S i RS
31 O] 1e R
35 @© 4 (&
R
2 @ o1 g
T
DNAFT: day after first treafifient; - day-alt t
o e G e gien
Q\ AN N 7 Q
> SIS
The} treatments were p@’fom@ during’dey&lopment of fruit stages (BBCH 72 — 75, development of

2" to 5 fruit {@;ter%with hgigrva 7 d<@&s each. Where field recoveries were < 70% sample results
RS

were correcfed to K0%. @
@ Y O s 9 . .
A ﬁrst—o@r sn@—ex entjabdissipation equation was fitted to the set of experimental data. Overall

mean ﬁipa@l hal%ife foRpropineb was 18.8 days (see Appendix).
S
II onc@on @

©
An aculation of dislodgeable foliar residues is observed from the 1% to the 4™ application. The
maximum DFR value is 1.411 pg/cm? observed at day 3 after the 4™ application followed by a slow
residue decline.
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Appendix

S
Propineb DFR on greenhouse tomato leaves @ @

Report: 10-2904

DALT Residues
(Days) (ug/cm?)
0 1.0000
1 [ 1.0111
3 [ 14111
5 [ 1.2806
7 [ 0.8444

10 [ 0.9611
14 [ 0.6000
21 [ o.5472
28 [ 04417

mt

C=C,xe Xt=C, xe '

1.215022562
0.036964156
18.75187354
0.798871678

0

- =0

172
2

Pl

DTso(days): 18.8
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DEFR study greenhouse tomato (S-EU): s @ @©
®\ g
ﬁ\b " o
Report: I N I 201 1:v1-404858-01 N
Title: Determination of the dislodgeable foliar residues (DQ.%R) of propir@ and: O )
tebuconazole in/on tomato after spyaying of Antrafel and FoliciisWG-251n &
the greenhouse after dislodging various cntratlons oﬁ?&”er OT @ &@
Report No: 10-2919 « o 2 N & o
Document No:  M-404858-01-1 @ S o R S @
Guidelines: US EPA OPPTS 875. 21v1at10ns ngsped @ & SN
GLP/GEP: ves @ S Y a2 % 9
Q Y o %
. S & O & (§ h
I Material and methods L € @ < & =) .
S 0O )

Some of the 2011 DFR studies in greengﬁﬁse P@ato ?mg &@meh&%d t&l@co le were co cted
with an Aerosol OT concentration of¥.00 l@ns Yof using til{ﬁ gul @ entt@lon o@) 01%.

The purpose of the study 10-2919, s tl”@:efor %de&gﬁu itudg of th 1slo§@ble foliar
residues depending of the AerosofdDT concentration @the dgn@ solu@n @ conée%tratlons of
the Aerosol OT, 0.01% and 0.0@1 %, were apfiliied ifferent unchés fromGhe t@iated plots. The
analytical results of proplneeggld tel%corf@ole after dlsl&igm Qllth the two differehily concentrated
solutions were compared@to sh@ the§'§c tra @n ef@wncy of @h d‘m\lodgu@ solutions (cross-

validation of extraction éﬁﬂcie%y). @ @ w\g @@
N o \ é NN
Table 7.2.3.1-18: A Qt' . @ @ § §9 © s
able 7.2.3.1-18: @ca‘gparfl eriQ‘ S @@ @ @@
Country %@ﬁmlgon & Ap@glcatlo& &\ N3 N
© @JQ %@) Type (& 9 QJNO O] Growth Interval | Rate
0\@ “ f@ % & (o8 @@ s@é (days) (kg a.s./ha)
BCH
N & %§ PSR S i
A W SRS 1 Q787 - 2.1
Germany ;@? 4 Qﬁpra@?&g %@ é 2
F 25 . 87 - 0.2
ur{@ oL NP
~ ;
eI s

Sample@re collect% @ ann@ esi ed tdw@étaln representative samples. They were taken,
preparedin the field-where ne essary, traa% ort@\and stored according to US EPA OPPTS 875.2100
Fol'@%Dislodgeabi@eg esi Di@pat L@@punches were collected directly into a pre-labelled
poly-propylene @ag usmg@’leaf@mnc ampl&QBlrkestrand Co; El Monte, CA). Each sample consisted
of 40 disks cug with a leaf chet‘@th 2.823 cm diameter and a disk area of 5 cm® The leaf punches
represented@totai\d ub ided Téa @face area of 400 cm?. Leaf punches were taken from the
potent1alrker@onta on@ﬁclud% upper, middle, and lower portions of the crop foliage and
interior@nd e g, ior ortlo%Qf the crop foliage. Control leaf punch samples were collected prior to
the ﬁé\\t’ap %e@t%dz samples collected on the day of application were taken after the spray had
drd Af each sampl@as collected, the sampling jar was capped and kept cool for transport to the
field aboratory. Leaf punch samplers were cleaned after each sampling interval. The samples
were dislodged by adding 100 mL of a 0.01 % or 0.001 % Aerosol OT solution (i.e. docusate sodium
salt), respectively, which corresponds to a surfactant (stored at < 6°C). The dislodging of the leaf
samples was performed as soon as possible, but not later than 4 hours after collection.
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II Results and discussion @o @

N
The results are summarised in the following table. > @®
S

Table 7.2.3.1-19: Comparison of dislodgeable foliar residues depending on the Aerosol OT cm@ltrat@l\ &
< o
R
Aerosol OT | Samplin DFR (pg/cm?) 9 ©
pling (Hglem?)” Q &

concentration | interval
- t’\g
(%) (DAT) Propmeb@} Tebt}gﬁazole &©

o sois i [0zt Tl &
0.01 —@ \
2 0.012 IR

0.001 0 0@ @ 0188 @ ¢§ N

' 2 9,011 @ @] 0.1 ~ S Q @’ @&

DAT: day after treatment

& . X
. & S v
Q@ N D O = @Q ISEES
S & \Q O S
III Conclusion @ Q\ o ©© @Q N
(S

$ Q .
The dislodgeable foliar res1s oi@opme@jand’@ebu@@azo@n tomato l@ves btained with a

0.001% Aerosol OT solﬁﬁon ggre incthe same J@gmtu@e as\%btanﬁ@d with the guideline
concentration of 0.01 %\@) @Q §@ < e § @ «25@

o @ o & & .9 « 7. §

SIS $ § o & O
CP7.2.32 l\ﬁu@em\o@wﬁeerosg@ é@@ & &
Since the ex 3 re§1m e caréd %@mdle@&fed that th§ ELwill not be exceeded under

practical conditiois of%se study to g@wd@ mé@sur%] worker exposure was not

necessar %’hd was the@fore tc d o @ g
A& S %@ RN
CP7.3 Déf al :isdsor & &\ N

\ > O
Summary and co@ﬁ)clusr@%on al %’somﬁ\m @@ @j@@
The extent 6f den@al rp iOh of %ﬁ)pl for@ulated as a WG 70 formulation (PPB WG

70) was 1@estlgated in ztro 1ngc1%u ancand rd®skin. A summary of the study is given in the
follow;@ sections, a%ng Qlth the! me@ a%s based on the study results and following
apph&atlon of the@w EESA I@uld@ e rules. A conclusion and recommendation regarding
the“dermal absorp\:%ion @pro@neb fé%nul@d as a WG 70 is given below.

The mean p@féent gae o &rop@@é 1n®16 WG 70 formulation that was considered to be
potentlally@osoﬂa le zrecﬁ? ab@orbed plus total remaining at dose site & stratum
corneum Ver@peri@@ of gf hours” for the neat formulation was 0.05% and 0.39% for the
humangnd rgﬁski respegtively. Applying the new EFSA guidance these values adjust to
0. l‘gg%ﬁd f@ mau and rat skin respectively.

2) RN

THe medly” percentage of propineb in the WG 70 formulation that was considered to be
poten@y absorbable (directly absorbed plus total remaining at dose site & stratum

12 EFSA Panel on Plant Protection Products and their Residues (PPR); Guidance on Dermal Absorption.
EFSA Journal 2012;10(4):2665. [30 pp.] doi:10.2903/j.efsa.2012.2665.
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corneum) over a period of 24 hours for the intermediate dose formulation was 0.33% and

2.39% for the human and rat skin, respectively. Applying the new EFSA guidance @ése o

values adjust to 0.6% and 3.3% for human and rat skin respectively. Q\ @§

The mean percentage of propineb in the WG 70 formulation that &vas conmde@
potentially absorbable (directly absorbed plus total remaining at dose @;‘e &stratum co m)
over a period of 24 hours for the low dose formulation was 0.44% %d 3. 49% for thechumag
and rat skin, respectively. Applying the new EFS%@Uldance t]@se values a@mt tQ\i% @ﬁd
5% for the human and rat skin respectively.

: : oy %
According to the new EFSA guidance there is provmor@ﬁat when t @san&p g I@@md @
24 hours (which is the case for this study) over 750&0’[“ th@%tal @so terl
the receptor fluid at the end of the study) gccurre with@alf@ﬁ‘[he duration) Z{i%urs)% the
total sampling period that the absorptiongvill b@ akeh,as the sun Q; @tor fluid, %eceptor
chamber washes and the skin sample eﬁludn@ all tape strips. Thes er1a v@re
the high dose human skin set of saiples_in t \studb Th&% s, a@o thg pr0V1 S@j@
standard deviation equal to or lar th \25% o@theéﬁean éDthe @so 1re e use
of an alternative value or rejectiod of the stud§: Th&ﬁuld&@:e @ers Q@ach@f adding

~ th
the standard deviation to the @%an to coyer th‘uppe@’4 centile V@ of ‘the results.
Q. N
Additionally where an overa}, recoy &ss than 9@ @%rs a @prm @atl% procedure is
to be used by preference. eit that t@notlﬁ@’ considers l:@th the Value®f 25% for the
standard deviation limit and t 95% cov@y limf'to be too.¢ ser&g@lve ahe application of
the guidance resultse<ifi the follcﬁ@/mg§alue& for Q&“C] fwopl@ incthe PPB WG 70

formulation: <) . .
! v f§ @7&9 @ § §9\ Q A S
Human skin §9 é \@ § \ 9 @@ SN @
& O S @ &

o 0. 1%§ the@t formulation (7%@1{{; N §

o 0.6% for th®interiediate-dose spra %L 1on &35 g/LSQ
o [ for the lowéeseg@;@yjid %n(yl /L) ©6§©@ \é’}]
Rat Skl@? v, , O
0.7% f form % s S
. 0 or neat on (4 g/@ @
e 3% for the spr. 1Iu£ @L) @b
o 5% fi he@ atlon@l / v
S & & @é
% N @% %o
& 2 Q S
S N AN
%o v\g @ (o Q@ @
S v &@\ o O
@%
PR ) SR
@ < Q & ©@
N
AN

@
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Report: ;o .« 71.:2014;M-483806-01 NS
Title: Propineb-WG 70: [14C]-propineb - Comparative in Vltr%ermal absor@\n o
study using human and rat skin Q & ©®
Report No: SA 13078 @’ N
Document No: M-483806-01-1 § 2
Guidelines: OECD Guideline for the testing @Chemlcals, in Absor ﬁm In'yY tro
Method Guideline 428 (April 2004); OECD 1r0nmen%% g
Safety Publication Series on testing and AssgSsment No:28, G nce@ O
Document for the Conduct ¢&Skin Absoxption Studie @Vlarch 00 @
EFSA Panel on Plant Pr ion Products’an elrémdl@ (P ) @K
Guidance on Dermal Absorption, EF@ Journal 26&12: 4): 02 AN
Deviations: not specified @ w\? g\’ @J& S v
GLP/GEP: ves O RN @ & N
aterial and methods @} \\ o & S N & x
Rat skin: Q KN & @ %, @3\9 @ NS}
Species, strain: Rat, Wlsta{@] W&IOB& AN, \@' @@ @@ § %@)
Source: R.J anv1e%F raﬁ@e) @@;p ©© @§ &© ©© ©© S
Sex: Malé@) \ @ KSR @Q 2 o é
Anatomical site: D@)jsal § @& v S @ \@ %@

> B
Rat Skin Preparation: ﬁach imal was k§§§ b rv1c@1 cation. After s@mﬁce the skin was
é\f c11 move for in the stu(@ Théorsal'skin was dermatomed by

@ use ofa@m- QNiT atom@to ol

Kin S@lples ofca 45??‘[0 550 pum in thickness.

Human skin: \@ourog w n @§ @
©© @J@@ Izga@;ber a K dormoss, feé@le ©§ @
om%al region: Aol% me%y s
\@ «Thickmess: 3;5@ 0 503 pm. @ g
Test rial: @) N § < ©\

Radiolabelled: [pmeanexlﬁ C]@pln@b

Batch @Md&so L& MXM &§412

@@ %pec§ act 14% kB 6 MBg/mg.
@ © @ 9
Formulation? @ forlm}[atl @ mused @thls @perlment was the propinebWG70 formulation
% (spec@tlo N 11)2@000&@1 6) containing propineb (700 g/Kg). It was used
@7 \@at thiQe ngmnal c@en s‘nons of propineb: neat, 700 g/kg, 3.5 g/L and 1
L g
Testis\}afstem' e ﬁowﬂl@oug@lff@n cell system (Franz’s cell modified, Gallas, France)
@° was L@ d to ggudy the absorption of the test substance (exposure area of 1 cm?
& Zg& d%l iffuision el consisted of a donor chamber and a receptor chamber
@ Q een which e skin was positioned. The receptor fluid was Eagle's
@& Q> edu@supp ented with 5% bovine serum albumin and gentamycin (50
S ©@ m at a pH of 7.4. The receptor chamber was warmed by a constant
g\f (O @ cmﬁg lation of warm water which maintained the receptor fluid at 32 + 2°C

Q© @@@ © %ose to the normal skin temperature). The receptor fluid was pumped
N through the receptor chamber at a rate of 1.5 mL/h and stirred continuously
@ whilst in the receptor chamber by means of a magnetic bar.
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Skin integrity: Before dose application, the integrity of the skin samples was assessed b
measuring the trans-epidermal water loss iTEWL) from the stratum corncum. §
An evaporimeter probe Technology, Denmark)& S
placed securely on the top of the donor chamber and& amount of water &
diffusing through the skin was measured. Human at skin wittra T@L
of greater than 40 g/hm?* were considered potential damaged andd wefonot v\g
used. These samples were repl @by new sk@\fragments v@wh WQ% aIS@ @
tested for integrity before use inthe study. Q @ @ ©&

Treatment: The dose preparation was agphed to the @1‘5 t ckness@%n s&mple v@% a C&

pipette at the rate of apl@@ylmately either 5 m@cm ot 0 @m @gpose
skin. The dose preparations re as d f Nadm@tn;g§ nterity(by I&\g )

by using dose check urr e d@Qe alégyg beg@, du and after %
dosing process. % @ \@
Sampling: The receptor f@d pa&\lg t \Jgh the rec@or C mnber as c
glass vials l@ n ggfrac‘u@coll@% fract@n co tor starte after
dose apph«ga 1on. @amplies were'then celle cte G4 of the
experlm (24@0urs)@4t 8 howrs peittap @atl slﬁy Wagﬁwabbed
with @hly preparedd% V@§F weéty 80 imPBS ( osp b uffer saline)
usm% atura pon@ swabs, in orﬁ%rt @Ynov@nd %tam th@on absorbed
%]e un actl@}y was@etecte Wl Mbﬁ@r monitor. At the
of the stud@(24 rs a&er ap@watloﬁ%); the @te in and the skin
adj ac@% to thg treat@ent (surl@mdmg swabs) Wer@vabbed Each skin
@ san@e v@am $e th@trat@ COﬁe}lm This involved the
11cat@ of. esivgdape Monaco) for 5
@Q \§§oan\before the% e W Naref@%@ed ﬁ@mst the direction of hair
©© ©© growth. T @&ure Wa co@nued 1 a ‘sHiny’ appearance of the
& m§ rmjs Was ev @hlc frdicatéd th @e stratum corneum had been
.9 «temoved? Th s wer coll@ted n@a scintillation vials for analysis.
&@\ UThe skin su undmg the hc& n sﬂ@ésurroundmg skin) was separated
S fr%m e @ated@n ]fg%t %goundl@ skin and tape-stripped treated skin
S W e@edf@aﬂa . © S
R
@ @@ > SRS

; . NN
Radloassay@@ <) T]éﬁamduglts Ge&@ﬁdlo%: 1vi %ﬁ the various samples were determined by
% 1%11(1@ tlll@ @%‘ung SC). Samples were counted for 10 minutes or
@’ @for fgma % in @ appgd\f)rlate scintillation cocktail using a Packard 1900

@ TR\ couriter wij 011{@6 computing facilities. Quenching effects were
ernrined usig an “éxternal standard and spectral quench parameter (tSIE)
@° methg@ Ef@lenc§correlatlon curves were prepared for each scintillation
S %“ cogltail i@% wer® regularly checked by the use of ['*C-n-hexadecane
@ Q dards. The&cintillation counter was recalibrated when a deviation of
@Q Cgreatepthan 2% was observed when counting quality control standards. The
@@ % hn@of detection was taken to be twice the background values for blank
@ 1 te scintillation cocktails.
§ ples in appropria
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Propineb was demonstrated to be sufficiently soluble in the receptor fluid to avoid any risk of
back diffusion. Measurements of the homogeneity of the three concentrations of formu@on ©©
applied indicated that it was acceptable. The study results are presented in Table 7.6.2-@\ @

& S
SIS
© @% \©°\@é§@
\s ¢ o 9 P O
Q @@%&
& Q) % L O
@ & @Q@é&
Ve & & s
o \Q@Q\©@@
Q@\@Jéo‘&@
%@Q%&@\%
SRS S & ¢
ST D OO $
@ N L0 LS O O A
R vy &
Ve o > & 9 .9 &
o = ¥ S @ O 0
SSTEEN ¥ @R éé
%, AN .9
v O & o SN L9
o O N O Q& 92
~ I S NS R
&®@©©@°©K O
P g S 9SO
@&@QQQQ@ @
@)@\@&\%\\é@@&@
o O N S o
A S %
& F§ ¥ s e
& & & & .~ &
) g SEIRN
@ O .0 & O @
©©©®\\\
Y S K 9 O
3 S & W2
@’ 2 @@o%
S Q\&@
> %@@Q@’Q@@
S @ﬂ&@\ O
@%
§Y§©%©@
(RN
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Table 7.6.2-1: Mean distribution of radioactivity at 24 hours after dose application of [14C]- propineb in an

WG 70 formulation at the rates of 700 g/kg, 3.5 g/L and 1 g/L to human and rat skin samples. @ @
Results expressed in terms of percentage of applied radioactivity. %\ §
Distribution of radioactivity (% dose) & ¥ &)
Neat formulation: High dose Dilution: Intermediate dose @’ Dilution; Low deg
Dose Levels (700 g/kg) (3.5¢/L) ) Ca
Species Human (n=5) Rat (n=5) Human (n=)) Rat (n=5) Human (nx@ I@ (n=6),, i
Mean | SD Mean | SD Mean | (\@7 Mean | $ Mean | SSD @an | /7%\3) @

SURFACE COMPARTMENT & > g

Skin swabs (8h) 100.6 | 437 | 102.1 | 1.97 | 101.9¢] 4.13 | 97.14 D323 | 102.4¢] 27&@954& 3549

Skin swabs (24h)* | 0.10 | 0.12 | 0.06 | 007 | 1.909] 412 | 0.28>] 045 | 0090 0.065 1402 | @

Surface Dose 2) SN
(tape-strips 1&2) | 0.09 | 006 | 0.07 | 010 [“ws | 0.05 |Se.14 .| @os (%8 Bos R.59.4%0.42

Donor chamber 0.06 | 003 | 007 | 0.06e] 0.06¢1°0.12.35%0.05%[70.05, [90.02. " 0.08 " 0.18.] 0.18

Total % non- @ L S
absorbed 100.8 | 4.45 | 102.3 2Q02© 1059 | BH 23@ 4®@ 102@67 284 @9 317
@CMAR{M@N N NSERY
Skin 0.01 | 001 | 0.1 0.12 S 0.05 5} 0.03, 90.74 @53» 0.04° 0.04 [ 072 032
Stratum corneum ¢ | 0.02 [ 0.01 | 0.13,¥ 0.19 og (%g 0499 0 0(,@ 0. | 18 | 147
Total % at dose
site 0.03 | 0.01 p§z4© ﬂ%ﬁ 008 | “wo4 \1@3 @% fj?w §£6 @3.05 1.68
X REQEPT%CO @RTI\@@QT . @Q (RS
Receptor fluid %) i @f”
(ogz4h) 0.02 | 0.0 042 %@ 02@’ 05 1@% &350 0.3@ (%10\3 129 | 044
Receptor fluid ' & Q A Sz L
terminal 0.001 | %02 | Dol %Eooz 0.01 | 0.04,50.0360 0.01: [20.005 | 0.06 | 0.04
Receptor chamber nd. [Sna 0.04 00@b nd(;;\ n@Q 0.02 7] 0.0§, n.ﬂ&@ n.a. 0.09 0.22

Total % directly

g Q oD

absorbed ¢ 0. 0.00° it @09 925 b0 | Pie |csa |03 | 044 | 143 | 0.58
Total % < & I N Qﬁ 2 a

Potentially N Q N 2N 9 SN

Absorbable®  1©0.055} 0.03 ¢ 039 | o3n | 0sd 039 | 239 0@ 044 | 018 | 3.49 | 1.61
TOTAL % ©

Q O S A
RECOVERY 10@? 46 | 102.7 %180 f?04.2%51.21 @00.&@%.54 103.0 | 2.95 | 100.7 | 2.63
sk

. D 1val n ac@rdirgobEF SAZGuidahde
1 0,
Absg;pilo > % O . @C @No & |, Q’ No é . Q" No No No
SD >25% ? OWes & | &7 YedO Yies Yes Yes Yes
Recovery <95% ? ,,,J@ N% & No T RN No No No
adjusted: Total % v <
Potentially @ @Q @© N ©o7 ©\ §0.6 g 3 1 5
Absorbable IO © Q [X N oy
2: sum of radm&;tlvuy found in swabs a inatipn*and @urrou@mg swabs.
b sum of ra@ctlvuy found 1égskin tape—@pplngocedi%ﬁand in surrounding skin.
¢ tape-stripsiexcluding n rs 1 & are co red t¢pe non-absorbed dose.
d: sum of radioactivity found in receptor flugh(0-2 @ rec @Qx fluid terminal and receptor chamber.
e: totah% directly absorbed + % af dose site
Qbsorbable according to EFSA are in bold Italics

f: values considered @n\the adjusted TQ % P@ntlal
SD: standard deviai é
n.d.: not detecte low ﬁlmlt etectf&ﬂ)

n.a. : not app

n: number of%n cell§\y (\ ed fo@alcula@n

In the abo le, presented m o not always calculate exactly from the presented individual data. This is due to
roundm{ﬁp dlffe@wes r@ing fg(g) the use of the spreadsheet program.

< g T
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Conclusion: @ ©©

The extent of dermal absorption of propineb formulated as a WG 70 fermulation (P@ WG
70) was investigated in vitro using human and rat skin. A summary of ti¢ study is giyen i@
following sections along with the mean values based on the study-results al@ follg 1ng
application of the new EFSA'® guidance rules. A conclusion andg{ﬁ%ommendat@n re@rdu&g
the dermal absorption of propineb formulated as a \@ 70 is glve@\below é\g O @Q %)
The mean percentage of propineb in the WG 70 formulat@% that wa&@on red &o b&é
potentially absorbable (directly absorbed p total renggining . at < e site” & cstratum
corneum) over a period of 24 hours for th t formulation V@% 0.05% ar@O 32;50 fore
human and rat skin, respectively. Applyi g he _new A &ﬁadan@ the@valﬁ“és a%

0.1% and 0.7% for human and rat skin regp ctlv@ffg/ ©@J S

The mean percentage of propineb @he \% &(@fo %’dtl @@vas c@%md@d t@}be
potentially absorbable (directly arbgb& plu@}tota em tum
corneum) over a period of 24 ho@s ‘Rﬁle @4& rn@late Y@lg)se @n§b 0 3@% and
2.39% for the human and rat Qn é)ectwely A ppl ulkéf@ce these
values adjust to 0.6% and 3. 3°/Qor k@man and ratskin §ect@ely

The mean percentage of Q’@Opll’l&b i e W@ 70 &formw that v@s can sidered to be
potentially absorbable (dz;%'ctl)ﬁabsor total@emazﬁmg %%mg Site &stratum corneum)
over a period of 24 heu R for @e losy do ormulatiop was 64 4%\@1d 49% for the human
and rat skin, respec Vely @ply@@g thehew @ SA @uidance t&ese val@ips adjust to 1% and

5% for the human gad rat $Kin @pect@ely § §9\ >

According to th¢yhew @: SA-~g daﬁce thege 1s @pr 7 '~- n the sampling period is
24 hours (wh@% case Yor this s‘u@y) anfl over 75% @f the'total absorption (material in
the receptor Buid %9 of the study) océarredewithindhalf ofithe duration (12 hours) of the
total samphing perlod that thé@ ion @H be@’ake as th@%:sum of receptor fluid, receptor
chamb ashes an @he skin’sample excludl 11 “& str@ These criteria were only met by
the high dose hun%n skin set.of s les“in th%% stud There is also the provision that a
standard dev1at1@ eq argéntha % obthe 8ean of the absorption requires the use
of an altematlv@val gtlo@of tlg\stu Theguidance prefers the approach of adding
the standa Qew n -\, e Q an t(@cove h u@yper 84" percentile value of the results.

Additionally where an @fer ss thaft 95% occurs, a normalisation procedure is
to be u@y preferegee. @@elt t@ th@no‘uf\ ¢y considers that both the value of 25% for the
standar dev1at101@gmt % ths\95% veéfp limit to be too conservative, the application of
the guidance results th&@oll ying @lues for ['*C]-propineb in the PPB WG 70

formulatlon @° @ &

13 EFSA Panel on Plant Protection Products and their Residues (PPR); Guidance on Dermal Absorption.
EFSA Journal 2012;10(4):2665. [30 pp.] doi:10.2903/j.efsa.2012.2665.
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Human skin . @ S

N
e 0.1% for the neat formulation (700 g/kg) S @® S
e 0.6% for the intermediate dose spray dilution (3.5 g/L) @JQ A &

e 1% for the low dose spray dilution (1 g/L)
Rat skin <

‘”\% N

o LS
e 0.7% for the neat formulation (700 g/kg) X Q @@ §

e 3% for the spray dilution (3.5 g/L) @& &©
e 5% for the neat formulation (1 g/L) % Q &"

eod N

. &S
. Co @ oS
CP74 Available toxicological dz@a r(gatln@@b co@r
W\% \\ \\
CONFIDENTIAL information - d @}pr %jiﬁed @z{r ‘ely (Decume éﬂ S

gRprafuled gparaesy & &

WS RS

o
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