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CP7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT

This document provides detailed summaries of new studies which were not available at the time of the
first EU review of amidosulfuron and were therefore not evaluated for the Annex I inclusion of this
active substance. Existing studies already submitted for the first EU review are found evaluated in the
Draft assessment report (DAR) or its Addenda; in the present document the&® studies are therefore
only briefly referenced, marked in grey shade. In exemption from this, upo%ib spec%@ request by the
RMS expressed at the pre-application meeting, studies that have bee@ubmi@ as Qart of @he
confirmatory data post Annex I are summarised and discussed as ‘new @ma ‘-5)1;' ev thougg ey
have undergone review for the EU by former RMS AGES Austria and-are feund susum riseddin the
‘Addendum to monograph prepared in the context of post ex L procedure (ne Qnnex1¥ data)’,
December 2010 (rev. 1 Feb. 2011) and are reflected in th@%@pdateé[pj Lr&%f Endppints @ecember
2010. %@ %\ @7‘& § § éﬁ o
Complete reports to all studies are included in the l@tronissi @providéd by Bdser Cr@cience.
The numbering and the headlines correspond to 1a@ EU\fwuirer&%s. S @ @

| | Q & 8 & O
For transparent overall data interpretation a sk a@&sme@ﬂkey &r@pomtsg@érlv om both old
and new studies are listed in overview es, where icable. “For @y dig@grimination, new

information is printed black, whilst existi@g\nfo fation ieat@iﬂ ar @mdec@ont.
S @ R
'S DN 9

X

AN
FF o &8
CP7.1 Acute toxicity N~ LS @© § N
E O e & D
Summary of acute toxicity § é R @

The existing studies indica at th&icute %&icityo&ﬁ the Q%%hulat'0<§ Amidosulfuron WG 75 is very

low with an oral LD50 o 500@5’& @/, a dermal LD50 of 000 mg/kg bw and an inhalative
LC50 of > 5mg/L. T om§@t on }% no &in a ye-i %t@ating effects which would require
labelling, and was not@kin-sen 'tizin&i a Bughler and"LNA@gst.
PN
;“}ie6only new stlé()iy 18 an@N wiﬂ@fs fo@laﬁo& summary is provided below under CPA
. . . » \
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An overview of the studies is given in the following table:

Study/Parameter Species/Gender Results Reference
Acute oral toxicity Rat, male and female LD50: > 5000 mg/kg
bw
Acute dermal toxicity | Rat, male and female LD50: > 4000 mg/kg
bw @
QN
Acute inhalation Rat, male and female LC50: > 5 mg/L air@
toxicity o A
@ o -
Acute skin irritation Rabbit No ir@fa’tiom © &
2o @
Q @ m
Acute eye irritation Rabbit ggl ) 1mQﬁ)0n )
7198 -
| s e
Sensitization Buehler test in fen@ N@senstlon N ,; 1997; M-
Guinea pigs  ° R @142799:01-1

Sensitization Mouse, femaleg™ Q No sé@sitization , = ; 2010; M-

2 N VN

) a Q) 08-01-1

© @
o .0 & & & o
Classification/labelling: %\ 0 Q) ‘N
Based on the study results, ng @@s&ﬁc@lon/labe}ing (%ccordiéto Re}ulaﬂon (EC) No 1272/2008

&\f\g@@@

; 1989; M-123295-01-1

CP 7* @’%
er igt N
@ @)

@ M-121562-01-1
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CP7.13 Inhalation toxicity

Report: kep 7.1.3/01 N . 1959; M-123292-01-1

Title: 4-hour, acute dust inhalation toxicity study with Hoe 075032 - water dispersible
granules (75%) Hoe 075032 OH WG75 A103 in rats
Report No.: A40548 @("@
Document No.: M-123292-01-1 & .
Guideline(s): OECD: 403 (1981); USEPA (=EPA): § 81-3 N N S
Guideline deviation(s):  -- @@ %@ O @@
GLP/GEP: yes @ ] % 7,
@o & Q\ & @
AN Q . ®
ZE SN RS RS
e e . L Q & &N
CP7.14 Skin irritation € " S N &) .
D o LA
oS o S O &
Report: kep 7.1.4/0 1| NG . 19&@1\4 1&;@0-01-1@
Title: Hoe 075032 - water dispcrsi@ eranulSy (CodeTHoe 075032 00QWG75 3) Testing
for primary dermal irritation in’t] \é’n't > Q @
or primary dermal irritation inthe ity &
Report No.: A40452 Q‘& O Q @ Q&
Document No.: M-123130-01-1 @ @ BN @ 0
Guideline(s): OECD: 405 (1981);’NSEPA &EPA): @5@9—5 2, @
Guideline deviation(s): - N o @ L Y @@
GLP/GEP: yes @ & L9 Q &
o & SR
‘N o Q NN
¢ O
N ©) \\

)
CP7.15 Eye 1rr1tat10n\@ §9 < o @

Report: 1 5/ ; : 1&, M-123140-02-1
Title: % algerspe S gr¢ @s (Co& oe 075032 00 WG75 A103) Testing
- prima t@

Report No.: @/\—11 105 & R Q b@
Document No.: @ M-123140- 0\‘% @ Q
Guideline(s): ORED: 4053198 1) EPA@EPA)@%I -4

Guideline deviatidzgs): N

GLP/GEP: e @
SIS A SO S
R A
-~ O S
CP7.16  «Skin i’smzﬁ@m SNEAN)
= IS
S &
Report: o KER7.1.6/0 5 1997; M-142799-01-1
Title: % (@) Amidosulyron; witer dispersible granule; 75 % (Code: Hoe 075032 00 WG75 A110)
§ @ esting for sengitizing properties in the Pirbright-White guinea pig according to the
technggie 01 HLER
Report No. s:§ @ A%@%
Document No 4279 1 1
Guideline(s § (=Eg$>): 92/69 B.6.; IMAF: 1985; OECD: 406; USEPA (=EPA): § 81-6
Guideline deviatidn s)

GLP/GEP: \es
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Report: KCP 7.1.6/02| R : 2010; M-366308-01-1
Title: Amidosulfuron WG 75 - Evaluation of potential skin sensitization in the local lymph
node assay in the mouse
Report No.: SA 10001
Document No.: M-366308-01-1
Guideline(s): O.E.C.D. guideline 429 (2002); US-EPA OPPTS 870.2600 (2%3)
Guideline deviation(s):  not specified
GLP/GEP: yes . & o o
. S @ ¢ p
Executive summary: @
In this study the potential of Amidosulfuron WG 75, an a cheml@ fogm@étl tﬁ the
active ingredient Amidosulfuron (AE F075032) at 74.8% W/ atch 001 ication

N°:102000000550-02), to induce skin sensitization usmg% mu LoggkLymod&?%ssay was

assessed.

%\ @ @ @ &
Twenty-five female CBA/J mice were allocated to 5 @\)‘ups @Ve apimals e @ @
[&%ﬂ n Zegate

- one control group received the vehicle, 10 urom
- three groups received the test substance @&ntratlo‘mof 25<1nd 50 Vee or 100%
neat substance.

- one positive control group receive % a@la chmngﬁmaldel@de (C@N 101-86-0,
batch N°: MKAA2596) in vehicle? \ & @

The test substance and the vehicle wer %phe n exter%al su a%f:s o@h ea@@S pL/ ear) for three
consecutive days (Days 0, 1 and 2) @e appeo) %ilate@ncen fations, ’Qn @ithe cell proliferation
in the draining auricular lymph node$’'was measuredby incerporatigirof m&&%d thymidine and the
obtained values were used to calc@ate pr eratlon\mdlces &

<

No mortality and no relevanti)inicalsigns v@ obseé%ﬁd duﬁ@g the @%y No cutaneous reactions
were observed in the vehi referé@ce c@o or &eated groups. %\

treatment concentratioyis of 25, 50 al@%l OO‘V@spec Ty

The proliferatior@ldex V@le 0 pos%ﬁon@ alpha%exylcmnamaldehyde was 4.4 (£2.2) ata
treatment conéeytratl “of 30%

The formulgég Asulf*m W%@ was(;,und t&@ non-sensitizing in the Local Lymph Node

Assa
. &> @ S &
g@a\a @Q <& ateriz@s and methods

A. Materidls, 9
1. Test m erlal@Q Q @) ¢
ntlﬁcgéion @ @ @ﬁidosulfuron WG 75
hys1@l appg nce ©\Beige granules

Bait\cg @ . EFKEO001914

Content; % é\a Ry Amidosulfuron (AE F075032) at 74.8% w/w

The proliferation in é}%lues e test ubstance 8 (%) 2.0 (£1.0) and 1.8 (£0.5) at

Vi
2

CAS @ not specified
Storage con n: 25+ 5°C
Expiry daty August 10, 2011

2. Vehicle and/or positive control:  The test item was formulated in 1% Pluronic Acid L92®
Positive control: alpha-Hexylcinnamaldehyde (HCA) is a
well-known sensitizer
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3. Test animals

Species: Mice
Strain: CBA/J mice
Age: 8 weeks old
Sex: Female, nulliparous, non-pregnant ¢,
Weight at dosing: 19.0-22.6 grams I
Source: I e o O o
Acclimation period: at least 5 days before study begi % X @
Diet: A04C-10, S.A.F.E. ( §a
Water: softened tap Wateévm th@rhunidipa Watupp%@vas
available ad libi@m. > S ©\ Q7 o’
. . N g :
Housing: Mice were h@%d in dua]@ in su@ded,@ml@eh
wire-mesh €ages < Q & > @
Environmental conditions : R A > S @
W X S

Temperature: 20-242 N O Q) © @

Humidity: 2070% Q@ Sy ©

Air changes: 1Q-15/houd @f@ é% %@ @

Photoperiod: 3 hours & @ N 9

R o v QL
O o o L N 9
B. Study design and methods © N %o S) < . ©
N ©) O A

1. In-life dates:

2. Animal assignment

The animals were assi O
a
Groups @ No. of animals
Negati hicl 2 trok(1% P 5
egative (vel |g&%con r§ o
Amidosulfuron WG 759 5
Amidosulf VVG%S & 5
laosulturon
Q@ &L

Midosu§®!\\NG @;§ é& w§ O\© 100 5
Positi trol (HCA) @ og 30 5

el A W S

S 3 v

Each moug%gwas icalﬁsed &:e daily with 25 pL of the formulation using micro pipette, to the
dorsal surface ach ears Micere dosed on Days 0, 1 and 2.

There was no run .( the formulation during the application. The applied dose remained on the ears
50 a realistic skin exposure to the formulation was achieved.

On Day 5, animals were moved into an animal room within a Radiation Controlled Zone. Each mouse
was placed individually in a retention box, intravenously injected via the tail vein with 250 pL of
sodium chloride (0.9%) containing approximately 20 puCi of [methyl-3H]-Thymidine and placed in a
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plastic cage for 5 hours. Five hours (£30 min) after intravenous injection, the mice were sacrificed by
an overdose of Pentobarbital.

The draining auricular lymph nodes from each mouse were placed in an individual tube containing
physiological saline and were disaggregated by crushing with a plastic piston. A cell suspension was
obtained, free of connective tissue. @@)

3. Determination of proliferation indices: ' KN

Cell suspensions were washed with 4 mL of 0.9% physiological saline, @rif eor 2(©ninu‘@@at
1800 rpm and the pellets obtained were re-suspended in 2 mL of 5% t@@ghloroggetic a&%l (TC&) and
stored overnight at 5£3°C. After a final centrifugation, th@‘ellets Swere réSsuspe in IhL of
saline, mixed and then placed for approximately 25 mins in@n Ulttasonic Bath to ensure a‘thoroughly
dispersed suspension. Once prepared cell suspensiongere gd@d tgifwmb&g@’ sci r@k&tlon pots
containing 19 mL of scintillation fluid and assayed in a a-cog@ter. D @ § %,

The results were expressed as disintegrations per @@mte, (gPM) %ﬁ' nod& Stim legfon In@%es (SI)
were calculated according to the following formul \

Q& S @
LN @) Q) & S
DPM of treated grou
Si= DPMgfcsst?ol Srgug . § N @ % & @@

S @
U T~ ST MU S
In addition, an individual stimulation i (SI) was caleulated @mg '%a sol PM value for each
mouse as the numerator and the meagy &ue for the vehicle con ol g as the denominator.
Standard deviations (SD) were calc@latedo st gr@ on the grgu@mean disintegration per
minute (DPM) and the stlmulatlo%ndlc @QS &© \\
o @ R
4. Evaluation criteria: @ @ o @
A test substance is regarde a skj I@ensm%ﬁqf one\eonce&%&tlong he test substance results in an
increase of 3H-TdR incorpgétatio ld or{greater, when co%pared to control values in the
absence of skin irritati dif t@re isa se re g%nse.&
S
II esults dls sion Q
S $
A. Findings (@ N
The results arg s@mar‘&ed in llo@g tabl@ @

N & AN

Groups @ @) @ s (R “Test item con- |[Mean

BN A centration stimulation

N o 90 F index (SD)
Negative (vehi@?i contr@h{1% Rluronic) &) - -
Amidosulfutea WG 789, A 25 1.8 (0.9)
Amidosulfufeh WGZ5 & R o 50 2.0 (2.0
Amidosulfuron WG 75 @ o 100 1.8 (0.5)
Positiéeontrol (HCA) .0 | 'O 30 4.4 (2.2)

Y S @ O

Stimulatio“ﬁgndic%lowe ﬁ%n 3 vg% noted for Amidosulfuron WG 75 at all concentrations tested.

The resulting ¢ ated@gimulation index values were 1.8, 2.0, and 1.8 at concentrations of 25 %, 50
and 100 % (wW/\g, respectively. @

There were no confounding effects of irritation or toxicity, so the proliferation values are considered to
reflect the sensitization effects of the test and positive control substances.

II1. Conclusions

In conclusion, under the conditions of the present assay Amidosulfuron WG 75 was found to be a non-
sensitizing formulation in the Local Lymph Node Assay at all concentrations tested.
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CP7.1.7

Supplementary studies on the plant protection product

Not required by Commission Regulation (EU) No 284/2013 in the case of Amidosulfuron WG 75.

@("@

AN

CP7.1.8 Supplementary studies for combinations of plant ecti@mots @@)
Not applicable. This plant protection product is not planned to be combifgd V&Litl@ti%her gl%‘)t pr§@tion
products. D A S N
@ : AN
A § SN
O SO N
CP7.2 Data on exposure & @j% @ SRS
Cp7.21 Operator exposure RN © Q@ g@ © @
R \ S & @@
v S & o &
Risk assessment for operator Q Q© @Q c&© @
O 8 > @
Dermal Absorption @

The default values provided by the rece
25% for neat formulation and 75°/© r
concentration >50 g/kg.

Acceptable Operator Exposure Lg@el

The AOEL for amidosulfuron was @ 1ved @%)m a&é%) da %d

FSA é@ldan docu@t onQermal @sorptlon were used:

s@r dl%[lon f&amldo furO@Qs it is present at a

\ @ @\\

§®year dog study (100% oral

absorption and a safety fac@ﬁ of 1(@ resuﬁﬂ;g in ‘an AQE of lo g/kg bw/day (EFSA Scientific
Report 116. (2007). @ Q &
Q" @ \

The formulation Arm@sulfuro{}r WG 75 contglﬁmng 76@5’/

gan @mg

on cereals, flax a
formulation (WG).

rass fields
Y

amidosulfuron is intended to be used
@he f@ula‘uon is a water dispersible granule

The application %@ gra&& astull b@used @ eXp ure calculations as it represents the highest

apphcatlo worst

nd
mounted s 1on.

in Table CP 7. 2 1%3,

enario..Aveatment is achieved via downward vehicle-

e ap@atlon@ramews of the critical GAPs (cGAPs) are summarised

@ @ ) C&
Table CP 7.2@-§i. A 1catlompar§krs (&Amldosulfuron WG 75 professional uses relevant to
Operators <, % ®
S &S &
% (@) @ © D Maximum dose o
aplaaion | o0, o | TS e | Namberar | ARLERR
chmq@ @ P @ . Q (Kg/ha (kg (L/ha) applications (days)
o & \3\}\ product) | a.s./ha)
Outdoor Grasﬁture
Vehicle-Mount§ (pertanent iy F 0.06 0.045 200-400 1
Downward Sprayi grass)

Operator exposure@’stimation to Amidosulfuron WG 75 was calculated on the basis of the “EFSA
Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk

! 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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assessment for plant protection products”2 for the application scenario: “outdoor vehicle-mounted
downward”, without and with PPE (Personal Protective Equipment). Exposure predictions were
obtained out of the available version of the currently exposure calculation spreadsheet?.

Details of calculations are given in CP 7.2.1.1. The results of exposure calculations are summarised in

Table CP 7.2.1-2. 9
@
Table CP 7.2.1-2. Predicted systemic operator exposure| as a proportion of theQ%EL N £ @
N Q)
. . Total system 0s 4
Application technique PPE (g a.s. /kg\]@ﬁ)ayg@ Q%of A@L
. Without PPE") a2 01070 S\
Outdoor vehicle-mounted downward With PPED (@%08 6 %v T?. 62
1 work wear — arms, body and legs covered, bare hands; © ° NN 9 o
2 work wear — arms, body and legs covered, gloves; @ %\ @’ @ @ %
3 60 kg body weight; dermal absorption 25% concentrate and 75@4lut10@@dalaﬂ@absorp OO% @)
4 AOEL= 1.4 mg/kg bw/day. &, AN @
R \\ S h
NN N @

Assessment v
The results of the calculations reveal that situa@ is @Gurabg or Qperator @ the intended
outdoor uses of Amidosulfuron WG 75 for ss/p<15 e fé@@s @

@

NS
The exposure predictions of systemic rator e@posut@ accou@) for -\. an of the AOEL (1.4
mg/kg bw/day), while operating vehi d do%lward @phca{& equ ent, without and with

PPE, respectively. @) Q\ @
) \
Conclusion @ ©@ & & \

Based on above presented r&aults th% 18 rg?nacce‘f}table %k anti&@ted for the operator with the

intended uses of Amidosulfaron \7&@75 é‘-@ gras%?bastu& eldsi

Q S
@@V©@@\

2 EFSA (European Food Safety Authority), 2014. Guidance on the assessment of exposure of operators, workers,
residents and bystanders in risk assessment for plant protection products. EFSA Journal 2014;12(10):3874, 55
pp., d0i:10.2903/j.efsa.2014.3874

3 EFSA (European Food Safety Authority), 2014. Exposure calculation spreadsheet. Available at
http://www.efsa.europa.eu/fr/efsajournal/doc/3874ax1.zip. Version of 30.03.2015.




Bayer — Crop Science Division

Document MCP: Section 7 Toxicological studies
Amidosulfuron WG 75

Page 13 of 18
revised 2016-10-13

CP 7.2.1.1 Estimation of operator exposure

Operator exposure estimations to Amidosulfuron WG 75 G were calculated on the basis of EFSA!,
Summaries of assumptions and the calculation details are presented in Table CP 7.2.1.1-1.

Table CP 7.2.1.1-1. Predicted systemic exposure to Amidosulfuron according to EF@S@ (Downward

spraying. Vehicle-mounted. Without and with PPE)

2N o
Substance ~ Amidosulfuron ~ Formulation = Application pra@llunm@c Va}@r preségre
Wettable  granules, rate-0.45 kg a.s. 2. @ a.s. /)@7 10W &@Ule
soluble granules /ha @ %avf;anca hapour
@ o\\ %© pre %& of
Gy <5%1)- 3Pa
Scenario Grassland and lawns / Outdoor / Downwar@@prayrﬁg Bﬁiﬁﬁer—2§ ber
Vehicle-mounted %, @ phc
@) Q) @ atlon
N Q @ I = 365
RS
Percentage  Dermal for Dermal for II@C O@é 100@ I@latlor@\a\mo &
i:)]s:]z);lon Tr:duc;k 2bS . dilution = 75 A §A @ & / l@§ _ %
4 m, w/da m \
by (RS ey
DFR 3 pg a.s./cm? per @ N DT, o %days Q@@
kg a.s./ha U@ Q ) & 0@ S w@
N N LY A .
Operator Model Mlxmg @@admg@ apphc\\non AOFM é AN
Potential Longer term systemic @xposu@ 0. 17% ‘V@@IVNAS 12.45%
exposure mg/kg bw/day é\a R &, o 9 o
<&@ Q @Wlthtwt PPE, =)
Mixing and Loading @)@Glov% N Clot Cf- = -\') RPE = None Soluble bags =
© @ @} S, No
@ % . B an egs
@ @y @Vered
Application ,_ 2 °s, Gloves& No @ leoth@; = Work RPE =None Closed cabin =
@\ é\a % @Q N - arms, No
& © Q @ . @ body and legs
° N ccovered
Exposure Tonger term s@ﬁnc %bésure QP.1070 % of RVNAS 7.64%
(including PP@%%mg/k /days,
options abovg) @) @
© ©K\ © O N ' With PPE
Mixin Loading @ Gloves = Yes\ Q@ Clothing = Work RPE = None Soluble bags =
@ 9 SN wear -  arms, No
V < > @@ o O body and legs
A N covered
Application @W @Gloveg@jz Yes Clothing = Work RPE = None Closed cabin =
wear - arms, No
@ body and legs
@y covered
Exposure Longer term systemic exposure 0.0086 % of RVNAS 0.62%
(including PPE mg/kg bw/day

options above)

PPE = Personal Protective Equipment
RVNAS = Reference value non acutely toxic active substance
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CP7.2.1.2

Since the risk assessments carried out indicated that the AOEL for amidosulfuron was not be
exceeded under practical conditions of use, a study to provide a measure of operator exposure under

Measurement of operator exposure

field conditions was not necessary and was therefore not carried out. @@)
S o

: S

S @ O o
CP7.2.2 Bystander and resident exposure @@ @7‘% % %

& & O @5& >

Risk assessment for bystander and resident @ \ BN
The EFSA guidance has proposed a number of change curre@ pr tiee in as@ssm posure to
plant protection products. These changes include the 1@odu %n of ggtite rls&sses@ents " the
application of an AAOEL value (Acute Acceptabé\()per osure @ 1) Dter ed to
describe a reference value against which acute non@etary e surg ie. t{ et rmght incurred
in a single day) could be assessed. Currently, howeverxno methodology is avadable setting an
AAOEL. Non-dietary risk exposure is primaril&wa dermal ang-inhalatiop routes, Thusg the derivation

is ‘csjv dietary risk

of an AAOEL will differ from the proce(@ ing a@yARITX, whi
on, expert judgment or

assessments where oral exposure is rele\s ntIt w111 req <1£Qcar ul eval

even additional data to determine which 1c010 1 infarhatioCshouldbe used@or AAOEL setting.
It is therefore proposed that an acute ri sse ent is fhade wHéh n@seed eline is available for
establishing an AAOEL. The f0110w1@ ess t ther%’re considers tiig longer term exposure

which will be compared with the AGEL. Iil\ﬂlls comext o@r esid expoos@e is calculated using the
0

EFSA model* and is considered @over@the by%tander posuge.

NS A9 -
The intended outdoor uses cemprise @s/p@e fields, Treatment iieved via downward vehicle-
licat

mounted spray application, The ap agters of the critiéal GAPs (cGAPs), following a risk
envelope approach, are s@%arl e 1n T@p 7.2251 @ N
i S

@ @
Table 7.2.2-1. CriticalGGAP for bystal@}r and@mden posu@ssessment

\\_j/ o
g fp ™M S .
Application %2 ° % te @ pray Number of Appllcatlon
technique '~ P k @ volume applications interval
RN Kgha | (ke o Mnay pp (days)
@ N uct) a.s./ha)
Outdoor Y T O
Vehicle- Gras /Basture @
Mounted anent ;LY F@ 096 &5 200-400 1
Downward %&ass) @ %,
Spraying 2
=4 >
SIS RS

Consideration om@umatu@ of r@s@ent @z}p sure
Remd@posme estif@ations to Amid®sulfuron WG 75 are estimated using the EFSA model® with
the 1 @eenari® “Trastor-monited/trailed boom sprayer: hydraulic nozzles”. Details of

calculationg are given in € 7.2&%1. The results of exposure calculations are summarised in Table

7.2.2-2.
¢ 0 @
S
@

4 EFSA (European Food Safety Authority), 2014. Guidance on the assessment of exposure of operators, workers, residents
and bystanders in risk assessment for plant protection products. EFSA Journal 2014;12(10):3874, 55 pp.,
doi:10.2903/j.efsa.2014.3874

> EFSA Panel on Plant Protection Products and their Residues (PPR); Guidance on Pesticides Exposure Assessment of
Operators, Worker, Residents and Bystanders, EFSA Journal 2014;12(10):3874.
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Table 7.2.2-2. Predicted systemic bystander and resident exposure [mg amidosulfuron kg bw/day] as a
proportion of the AOEL

Application Scenario Exposure Scenario Total systemic exposure % of
PP P (mg amidosulfuron/kg bw/day)’ | AOEL"
. . Adult 0.0408 2.92%
Field Crop Resident ¢35 dren 00122 @, 0.87%
* 60 and 10 kg body weight for adult and children respectively; dermal absorption 75% dllutég spray; 1nba1at10&absorptlon
100%; ** 1.4 mg/kg bw/day. @ @\ S 2
QN @
Assessment @

The results of the calculations reveal that the situation is favopirable For b)&tﬁaders @1 resigye?ts for

the intended outdoor uses of Amidosulfuron WG 75 for gras@ﬁelds@ N L

@ K @ %
Conclusion @ R
Based on above presented results there is no u epta rls nt1c1p@ @/st@s and
residents, both adults and children, exposed to amulfur@ th % nte sulfuron
WG 75. N

L
LN @ @ @ &
§ & s
CP 7.2.2.1 Estimation of bystand&%and ‘gsndené@xpo@ve

The following definitions and assumpt@ for @/standefyrem%&% ma@e app@
N
Bystanders and residents are not 1n§31ved i applitation @andl§ plan\%igotectlon products or the
L S
professional handling of treated cfops. < AN
N A 9 Q @
Bystander/resident exposuresmay oc follc@g fog\\rgspra@pphca@@ outdoors. Bystander/resident
exposure is calculated regafdihg th@%app ion scenario leading t% e highest drift value. Application
scenarios causing lower y drifvill @over by thg calcuw]% n and separate evaluations are not
made. Exposure is caletlated fer adult and child residen #s.
'y 2o O @
o . @ & g O
Data used for the @lcula@m % @ & &
i B
The followmg assump iOhs have b e in ca&latir@esident exposure:
- @phcaﬁ@n ra%ls 0. %@(g/h Sof Agi@sulfuron WG 75 resulting in 0.045 kg of

amidosul o «
@)
&& é\g Q@ & S)
S & & O
Q Q ©© %\
o Lo T
& & @ .©°
% ¢ RN
o
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Table 7.2.2.1-1:  Detailed calculations of resident exposure to amidosulfuron, absorbed dose and % of

AOEL
Substance Amidosulfuron  Formulation = Application Spray dilution = Vapour pressure
Wettable  granules, rate-0.45 kg a.s. 225 ga.s./l = low volatile
soluble granules /ha substances
) having a vapour
@ pressure of
& <5%10-3Pa
Scenario Grassland and lawns / Outdoor / Downward spraying / Buft@ 2-3 \ Nu@er
Vehicle-mounted QN %, applicationg@)” =
@ QX 4% Ap tion
©° & N &mterv&~ 365
@ o > days\\
Percentage  Dermal for Dermal for in use Oral éjbOO @ In%liﬂ%tlonf 1op %
Absorpti duct =25 dilution = 75
sorption  produc ilution @ @\ S § {%
RVNAS 1.4 mg/kg bw/da AAS mg/kg bwhla
g/kg bw/day Ry S @ ghelollay 0 g
T e
Resident - Spray drift (75th percentile) mg/kg bw/day ~ 0.045 % ofRVNAS %
child R 9 @(g}g }%sg % @ @%
Vapour (75th percentile) mg/kg bw/day~y” 0.0 %0Qf RVNAS .08%
pour (75th p ) mg/kg y@ a f@@ \gﬁ @ o
Surface deposits (75th percentile) tag/kg 0053 RYo of RVEIAS 0.38%
bw/day S @5& @ N v @
; o 7 b)
Il;:lnt/rlzf ?Jsd;reated crops (75th©@ruentll 0.0138N w /@VNA@ 0.98%
All path /kg bw/day ° 6408 fRYNAS 2.92%
pathways (mean) mg ; ay%\ o Q) ) é‘o V\Q::if
Resident -  Spray drift (75th percentilé) mg/k /day, 0.010 %of RVNAS 0.77%
adult % gl%, & % Q

Vapour (75th perc gge) mg/@%w/daK 0@&0‘2 9 | ‘}@t‘RVNAS 0.02%

Surface depositdf75th l@cenm i%@g/kg €Q.0023 <\0b of RVNAS 0.16%
Q @ N

bw/day

Entry into @Yed cr&&s (75t percen 0. 00@4 @ % of RVNAS 0.37%

mg/kg bxw@ty @ @

ASD
All pathways (1@«1) m/g\@»,/da)@‘y @122 % of RVNAS 0.87%

RVNAS = Refe‘@@ce Va%\non acutély toxdg active sﬁ’&tanc@equlvalent to AOEL)
A @Q S ¥ @ =
e of >
CP 7.2.2.2 easuge em@ bys@@nder and resident exposure

Since the ¢ (?ure esgmate ca%rrled 1nd1d that the health-based limit values (AOEL) will not be
exceeded er prastical éﬂdltl of study to provide a measure of bystander and resident
exposurg\was notgecessary and ®as thergf re not carried out.

gyas nogfecessa

& o5
CP7.23 " \A%rkerigxposm@
o (o4

Risk assessment f@rker

The greatest potent@d for worker exposure following re-entry will be contamination via the skin. Risk
of inhalation exposure during re-entry is generally confined to a brief period after application, while
the product is drying, which will be rapid under outdoor conditions and would generally be avoided
according to good agricultural practices.
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Consideration on dermal exposure of workers

Worker exposure estimation to Amidosulfuron WG 75 was calculated on the basis of the “EFSA
Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk
assessment for plant protection products™. Exposure predictions were obtained out of the available
version of the exposure calculation spreadsheet’.

Dermal exposure from contact with residues on foliage should be estimat, &(@as the product of the

dislodgeable foliar residue (DFR), the transfer coefficient (TC) and the task'duratio £
e (DFR), (TC) § L &
Potential dermal exposure (PDE) in mg a.s./day = (DFR [pg/cmZ] x TC [gm/h] Kﬁj [h/da%)/ 1 0§9
S

<>

The default value for time of exposure should be taken as twi our@r cre&%spec@qgn and%?igatlon—
v

type activities. N O BN

yp G N 9 o
%, v LA

Consideration on Dislodgeable Foliar Residues ( DFR@? (04 ©) Q N

As experimentally determined DFR data are not available, tl'@lmtlg@FR @RO 1s the DF@S‘[ after

application, it assumes that no dissipation will tak@)lace\%}l tha‘tﬁverythlng is dgeab¥d) in a first
tier assessment should assume 3 pg active s,gpstanc liag plie d/ha; the value
provided was regarded as highly conservatlv EUR EM @ 00298, @ @

9, @ @

Transfer Coefficients: &\ $ @f@ & %, @

The indicative TC values are based an dified from EUROPGEM I1 | 02)5@ in consideration of
US EPA values. US Re-entry Agri ral Ayansf Fact@T we ed, recalculated by
Health and Safety Executive to accolit fords per&@ptlle g@ead 0§1thme§é mean.

For crop inspection, a TC of 12 564 cmz/@was considered.

. ~ < . .

Predicted exposures are cogpared #h thé AOE M of ar@{fosulf@ Systemic exposure values
assume the highest dermal@bsorp& t of-@0 kg is assumed for the re-entry

values= A body welg
worker. Exposure estim; base@@rop ions ofthe systgmic GﬁLs accounted for by the estimates
are summarised in the fi owiné able. talled cul@gms ar@resented below.

&
Table CP 7.2.3-1: ©©> Summary edlc worl& xpo arlslng from the use of amidosulfuron
(S Am&;}g ulfu WG@ formub ion and comparison with the AOEL

& T & D
Active substance |« < Sys emj AOEL % of AOEL
@" § Eggosure
g ¢cenario @ xpos&e (mg/kg bw/day)
o \(mg/lgg bw/day)
N Y N
3»5 CWithotfPPE" ¢ bu219 30.13
Amidosulfggon [ 4 @ 1.4
R\ @@ ‘&\ith PPE@ 0.0473 3.38

1 without worklng clofbes- baretinds; 2) \ith work?x:bg clothes- bare hands;
3 60 kg beé% Welghé;ﬁerma]@bsorptlon@% co@trate and 75% dilution; inhalation absorption 100%;

& AN
Asseﬁnt@ @ S)
The expostire of orkerspiﬁermg}eated areas is well within acceptable limits Amidosulfuron WG

75.
§ Q (o
Conclusion

Based on above @sented results there is no unacceptable risk anticipated for workers with the

intended uses of Amidosulfuron WG 75 entering in grass fields for inspection. Working clothes must
be worn during re-entry activities for safety reasons, according to good agricultural practices.

6 -et al (2002) Post-application exposure of workers to pesticides in agriculture. Report of the re-entry working group.
EUROPOEM Il project. FAIR3 CT96-1406.
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CP 7.2.3.1  Estimation of worker exposure

Details of calculations are presented in table CP 7.2.3.1-1.

("@
Table CP 7.2.3.1-1 Predicted systemic worker exposure to amidosulfuron accor%to EFSA w1th0ut and
with PPE (fields inspection)

Substance =~ Amidosulfuron =~ Formulation = Application Sp 11ut101%EL Vaﬁ@lr pr@@r
Wettable granules, rate-0.45 kg a.s. a.s. /«l@? %}bw v
soluble granules /ha o & stan

@ \ @) avmg@ vapour

@ @ °\ %gg pressure of
Q

) <3%40-3Pa
Scenario Grassland and lawns / Outdoor / Downwa@\’prayf r—2® ber
Vehicle-mounted ! @& 1ca®ns =
@) < @ @ 1, @llcatlon
Q& ~ LD & > 1n = 365
R R
Percentage  Dermal for Dermal for in Yuse O=dh=100Qy Ifibalatiorf&7100
; _ oA L IS @
Absorption  product =25 dilution = 75 \@ Q C ©@ %K @
RVNAS 1.4 mg/kg bw/day RVAA® mg/kgbw/d
& oM o %
Worker - Potential exposure mg/kg bv@ 0.4%49 © @f RVI@@ 30.13%
Inspection, - . ® o
irrigation Working clothing mg/kg @%day@\@ %@471, é @“% of WAS 3.38%
% o SN

°\§&@Q®

R
CP7.2.3.2 Measure@t of&v@rker%*posu?e Q\@J) N <
Since the exposure estm@y ca out @cate@hat th@acceptg% operator exposure level (AOEL)
will not be exceeded uider practical conditions of <2, a @ﬂdy to provide a measure of worker

exposure was not neé)sary and wasgherefogeyiot ca © c’)u‘@
Sl
N Y o
ONEEAS
CP7.3 &@ er@fl adggrptmr@ N ©

In the absence of; ﬁ@'mal a@orptlon studigs for amidosulfuron with the formulation Amidosulfuron
WG 75 the defdy §A§ o for tHe coptentrate and 75% for the diluted spray is used for
dan@gﬂ

arnidosulfurm@EFS ocumgnt on dermal absorption).
D & § <

Q" ©O
CP7. f% g%all@e t0x1c@iog1@’ data relating to co-formulants

CON DE G AL m@ at1® data@owded separately (Document JCP)

N 6\9@ @\
" &
S
@

7 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.




