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6 Mammalian Toxicology (KCP 7)

6.1 Summary

Table 6.1-1: Information on GLOB1817H *

Product name and code Eledura/GLOB1817H

Formulation type Emulsifiable concentrate [EC]

Active substance(s) (incl. content) Prosulfocarb: 667 g/L

Diflufenian: 14 g/L
Halauxifen-methyl: 1.33 g/L
Cloquintocet-mexyl: 1.33 g/L

Function herbicide
Product already evaluated as the ‘representative No
formulation’ during the approval of the active

substance(s)

Product previously evaluated in another MS according | No
to Uniform Principles

* Information on the detailed composition of GLOB1817H can be found in the confidential dRR Part C.

Justified proposals for classification and labelling

According to the criteria given in Regulation (EC) No 1272/2008 of the European Parliament and of the
Council of 16 December 2008, the following classification and labelling with regard to toxicological data
is proposed for the preparation:

Table 6.1-2: Justified proposals for classification and labelling for GLOB1817H according
to Regulation (EC) No 1272/2008

Hazard class(es), categories AcuteFox—4; Eye Dam. 1, Skin Sens. 1, STOT SE3

Hazard pictograms or Code(s) GHS 05, GHS07
for hazard pictogram(s)

Signal word Danger
Hazard statement(s) H302, H317, H318, H336
Precautionary statement(s) P261,-P264, P270; P271, P272, P280, P301+P312, P302+P352, P304+P340,

P305+P351+P338, P310, P312, P321, P330, P333+P313, P362+P364, P363,
P403+P233, P405, P501

Additional labelling phrases To avoid risks to man and the environment, comply with the instructions for
use. [EUH401]
Contains cloquintocet-mexyl

Table 6.1-3: Summary of risk assessment for operators, workers, residents and bystanders
for GLOB1817H
Result PPE / Risk mitigation measures
Operators Acceptable Gloves during mixing/loading and application
Workers Acceptable None
Residents Acceptable 5 m buffer + 50% DRT
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Result PPE / Risk mitigation measures

5 m buffer + 50% DRT

Bystanders Acceptable

No unacceptable risk for operators, workers, residents and bystanders was identified when the product is
used as intended and provided that the PPE/ risk mitigation measures stated in Table 6.1-3 are applied.

A summary of the critical uses and the overall conclusion regarding exposure for operators, workers and
residents/bystanders is presented in the following table.

Table 6.1-4 Critical uses and overall conclusion of exposure assessment

1 2 3 4 5 6 7 8 9 10
Use- | Crops and situ- | F, Application Application rate PHI | Remarks: Acceptability of
No.* | ation Fn, (d) exposure assess-
(e.g. growth Fpn (e.g. safener/syn- | ment
stage of crop) |G, - ergist (L/ha))
Gn, |Method/ Max. number | Max. applica- | Water
Gpn | Kind (min. interval | tion rate L/ha critical gap for
or | incl. applica- between ap- | kg as/ha ) operator, worker,
[ % | UNCl appY plications) min / resident or by- = 2|8
tion technique a)as. 1 Mmax tander ex " g2ls5|g|z
- a) per use b)as. 2 stander exposure g 2138
b) per crop/ e based on [Expo- = § 7| g
season sure model] O X o
1 Cereals F Spraying, a) 1 a)Prosulfocarb: | 200 - 300 | NR | Guidance on the
(BBCH10-14) LCTM by 1 2.001 assessment of ex-
b)Diflufenican: posure of opera-
0.042 tors, workers, resi-
c¢) Halauxifen- dents and bystand-
methyl: ers in risk assess-
0.00399 ment for plant pro-
d) Cloguintocet- tection products;
mexyl: EFSA Journal
0.00399 2014;12(10):3874
kg/ha

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

**  F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional
greenhouse use, Gn: non-professional greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor
application

*** @.g. LC: low crops, HC: high crop, TM: tractor-mounted, HH: hand-held

Explanation for column 10 “Acceptability of exposure assessment”
A Exposure acceptable without PPE / risk mitigation measures

R Further refinement and/or risk mitigation measures required
ﬁ Exposure not acceptable/ Evaluation not possible

Data gaps

Data gaps should be listed in the summary to give an overview (especially for cMS).

Noticed data gaps are: None

6.2 Toxicological Information on Active Substance(s)

Information regarding classification of the active substances and on EU endpoints and critical areas of
concern identified during the EU review are given in Table 6.2-1.
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Table 6.2-1: Information on active substance(s)

Prosulfocarb
active substance

Diflufenican
active substance

Halauxifen-methyl
active substance

Cloquintocet-mexyl
safener

Common Name

Prosulfocarb

Diflufenican

Halauxifen-methyl

Cloquintocet-mexyl

CAS-No.

52888-80-9

83164-33-4

943831-98-9

99607-70-2

Classification and

proposed labelling

With regard to
toxicological
endpoints
(according to the
criteria in Reg.
1272/2008, as

Hazard classes,
categories:

Acute Tox 4,

Skin Sens. 1

Code for hazard
pictogram: GHS07

Hazard classes,
categories: -

Code for hazard
pictogram: -

Signal word: -
Hazard statement: -

Hazard classes,
categories: -

Code for hazard
pictogram: -

Signal word: -
Hazard statement: -

Hazard classes,
categories:

Skin Sens. 1

Code for hazard
pictogram: GHS07
Signal word: Warning

Review
Report/EFSA
Conclusion for
active substance

amended) Signal word: Warning | Precautionary Precautionary Hazard statements:
Hazard statements: statement: - statement: - H317
H302, H317 Precautionary
Precautionary statements: P273,
statements: P280, P302+P352
P261, P264, P270,
pP272, P273, P280,
P301+P312, P330,
P302+P352, P321,
P333+P313, P363

Additional C&L | None None None None

proposal

Agreed EU endpoints

AOEL systemic |0.007 mg/kg bw/d 0.11 mg/kg bw/d 0.058 mg/kg bw/d 0-05-mgtkg-bwid
(corrected for 72% (corrected for 58%
oral absorption) oral absorption)

Reference EFSA Conclusion EFSA Conclusion EFSA Conclusion DA clodipaion-
EFSA Scientific SANCO/3782/08 — SANTE/10406 /2015 | propargyh
Report (2007) 111, 1- |rev.1 rev. 1, 29 May 2015
81 14 March 2008 26 January 20181

Conditions to take into account/critical areas of concern with regard to toxicology

According to Operator safety None None None

6.3

Toxicological Evaluation of Plant Protection Product

A summary of the toxicological evaluation for GLOB1817H is given in the following tables. Full summar-
ies of studies on the product that have not been previously considered within an EU peer review process
are described in detail in Appendix 2.
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Table 6.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for GLOB1817H
. Classification
Type of ttsrsr;[’ (SGpS;:clieeslinrg;) del sys- Result Acceptability (acc. to the criteria Reference
in Reg. 1272/2008)
LDs oral Study not Yes Acute Tox. 4; H302 | Theoretical
necessary. calculations
(see Part C)
LDso dermal Study not Yes None Theoretical
necessary. calculations
(see Part C)
LCso inhalation Study not Yes None Theoretical
necessary. calculations
(see Part C)
Skin irritation Non-irritant Yes None Theoretical
calculations
(see Part C)
Eye irritation Irritant Yes Eye Dam. 1; H318 | Theoretical
calculations
(see Part C)
Skin sensitisation Sensitising Yes Skin Sens. 1; H317 | Theoretical
calculations
(see Part C)
Supplementary studies for No data — not
combinations of plant protection |required
products
Table 6.3-2: Additional toxicological information relevant for classification/labelling of
GLOB1817H
Substance Classification of the Reference | Classification of product
(concentration substance (acc. to the criteria in
in product, (acc. to the criteria in Reg. 1272/2008)
% wiw) Reg. 1272/2008)
Toxicological Hydrocarbons, |STOT SE3; H336 MSDS** STOT SE3; H336
properties of non- C10, aromatic
active substance(s) Iso-butanol

(relevant for
classification of
product)

(> 20% (Wiw))*

Further toxicological
information

No data — not
required

* Please use concentration range or concentration limit (e.g. 1-10% or > 1%) as provided in MSDS.
**  Material safety data sheet by the applicant

6.4 Toxicological Evaluation of Groundwater Metabolites

All metabolite concentrations are predicted to stay below 0.1 ug/L — no groundwater assessment is required.
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6.5 Dermal Absorption (KCP 7.3)

A summary of the dermal absorption rates for the active substances in GLOB1817H (Emulsifiable con-
centrate (EC) are presented in the following table.

Table 6.5-1: Dermal absorption rates for active substances in GLOB1817H
Prosulfocarb Diflufenican Halauxifen-methyl Cloquintocet-mexyl
Value | Reference | Value Reference | Value | Reference | Value | Reference

Concentrate 3% New study 58 % Default 70 % Default 70 % Default

reported in

Appendix

2
Dilution 6.4 % | New study 58 % Default 70 % Default 70 % Default
(1:133) reported in

Appendix

2
6.5.1 Justification for proposed values — Prosulfocarb

Proposed dermal absorption rates for prosulfocarb are based on dermal absorption studies on a formulation
identical to GLOB1817H. The study results are summarized in the following table. Full summaries of stud-
ies on the dermal absorption of prosulfocarb/GLOB1817H that have not previously been evaluated within
an EU peer review process are described in detail in Appendix 2.

Table 6.5-2: Summary of the results of submitted dermal absorption studies for prosul-
focarb

Test |Concentrate| Spray |Formulation| Acceptability | Justification | Acceptability | Reference*

dilution in study of study provided on of justifica-
(1:133) representativity tion
of study formu-

lation for cur-
rent product

Invitro |3 % 6.4 % GLOB1817H Yes Not required Justification XXXX.,
(human) accepted. 2020
Endpoint can
be used for
current
product.

* indicates that a study was reviewed at EU level

6.5.2 Justification for proposed values — Diflufenican

No data on dermal absorption for diflufenican in GLOB1817H is available. Justifications for default values
according to Guidance on Dermal Absorption (EFSA Journal 2017; 15(6):4873) are presented in the fol-
lowing table.
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Table 6.5-3: Default dermal absorption rates for diflufenican

Value Justification for value Acceptability of justification
Concentrate 58 % Concentration in the See below

formulation is below 50 g/L, so
dermal absorption value of the
dilution is also used for the
concentrate.

Concentrate 70 % Concentration in the EU Guidance for dermal
formulation is below 50 g/L, so |absorption. EFSA Journal
dermal absorption value of the |2017;15(6):4873

dilution is also used for the

concentrate.

Dilution 58 % Oral absorption is less than EFSA Scientific Report
70%, so oral absorption is used | (2007) 122, 1-84, Conclusion
as surrogate for dermal on the peer review of
absorption. diflufenican

Dilution 70 % Default value. EU Guidance for dermal

absorption. EFSA Journal
2017;15(6):4873

ZRMS:

According to EU Guidance on dermal absorption (EFSA Journal 2017;15(6):4873 ) in exceptional cases, if
oral absorption is less than 70% for formulation type such as emulsifiable concentrate (EC), oral absorption
rate can be used as a surrogate dermal absorption value for (in-use) dilutions. There are usually no oral
ADME studies for formulations that include co-formulants which are possibly modifying dermal absorp-
tion. For these reasons, estimates based on oral absorption should be applicable in only a limited range of
circumstances after careful consideration of doses and vehicle used in the ADME studies, where bile-can-
nulation was also performed.

The product Eledura (GLOB1817H) is the emulsifiable concentrate therefore the default for dermal ab-
sorption according to EU Guidance on dermal absorption (EFSA Journal 2017;15(6):4873) in case of lack
of relevant experimental data would be 25 % for the concentrate and 70% for diluted product. Based on a
corrigendum (minor modification) adopted by the Standing Committee on Plants, Animals, Food and Feed
on 24 October 2018 2 a "dilution™ is considered when the active substance is present in the plant protection
product at a concentration lower than or equal to than to 50 g/L (or 50g9/Kg or 5%). So for diflufenican
present in product Eledura at concentration of 1.40% the default value for dermal absorption would be
70% both for the concentrate and dilution, which is higher that experimentally found oral absorption equal
58%. In the opinion of zZRMS there is a very little probability that in case of diflufenican the dermal absorp-
tion may be higher than oral absorption, nevertheless additional calculation of exposure of operator, worker
and residents were done using 70% dermal absorption as a default value.

6.5.3 Justification for proposed values — Halauxifen-methyl

No data on dermal absorption for halauxifen-methyl in GLOB1817H is available. Justifications for default
values according to Guidance on Dermal Absorption (EFSA Journal 2017; 15(6):4873) are presented in the
following table.

Table 6.5-4: Default dermal absorption rates for halauxifen-methyl
Value Justification for value Acceptability of justification
Concentrate 70 % Concentration in the See below
formulation is below 50 g/L, so
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Value

Justification for value

Acceptability of justification

default dermal absorption value
of the dilution is also used for
the concentrate.

Dilution 70 % Default value EU Guidance for dermal
absorption. EFSA Journal
2017;15(6):4873

6.5.4 Justification for proposed values — Cloquintocet-mexyl

No data on dermal absorption for cloquintocet-mexyl in GLOB1817H is available. Justifications for default
values according to Guidance on Dermal Absorption (EFSA Journal 2017; 15(6):4873) are presented in the

following table.

Table 6.5-5: Default dermal absorption rates for cloquintocet-mexyl
Value Justification for value Acceptability of justification
Concentrate 70 % Concentration in the EU Guidance for dermal
formulation is below 50 g/L, so |absorption. EFSA Journal
default dermal absorption value | 2017;15(6):4873
of the dilution is also used for
the concentrate.

Dilution 70 % Default value EU Guidance for dermal
absorption. EFSA Journal
2017;15(6):4873

6.6 Exposure Assessment of Plant Protection Product (KCP 7.2)
Table 6.6-1:  Product information and toxicological reference values used for exposure assess-

ment

Product name and
code

Eledura/GLOB1817H

Formulation type

EC

Category

Herbicide

Container size(s),
short description

0.1,0.15,0.25,05,1, 2, 3,5, 10, 20 L, HDPE-F, 42-63 mm

Active
substance(s)
(incl. content)

Halauxifen-methyl
1.33¢g/L

Diflufenican
14 g/L

Prosulfocarb
667 g/L

Cloquintocet-mexyl
1.33¢g/L

AOEL systemic

0.058 mg/kg bw/d

0.007 mg/kg bw/d 0.11 mg/kg bw/d

0-05-mglkg-bwid

Safener
Cloquintocet-mexyl
is a safener and does
not have AOEL set
in the European
Union

Inhalation
absorption

100% 100% 100%

100%
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Oral absorption 2% 58 % 100% 100%
Dermal Concentrate: 3 % Concentrate: 58 % Concentrate: 70 % Concentrate: 70 %
absorption Dilution: 6.4 % Dilution: 58 % Dilution: 70 % Dilution: 70 %

(Dilution rate: 1:133) | (Default) (Default) (Default)

(Based on product

GLOB1817H) Concentrate: 70 %
Dilution: 70 %
(Default)

6.6.1 Selection of critical use(s) and justification

The critical GAP used for the exposure assessment of the plant protection product is shown in Table 6.1-4.
A list of all intended uses within the zone is given in Part B, Section 0.

Justification
There is only one intended use.

6.6.2 Operator exposure (KCP 7.2.1)

6.6.2.1 Estimation of operator exposure

A summary of the exposure models used for estimation of operator exposure to the active substances during
application of GLOB1817H according to the critical use(s) is presented in Table 6.6-2. The outcome of the
estimation is presented in Table 6.6-3 (longer term exposure). Detailed calculations are in Appendix 3.

Table 6.6-2: Exposure models for intended uses

Critical use(s) Cereals (max. 3 L product/ha)

Model(s) 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
calculator version: 30/03/2015

Table 6.6-3: Estimated operator exposure (longer term exposure)
Diflufenican Diflufenican
Prosulfocarb : :
Dermal absorption 58% | Dermal absorption 70%

Model Level of Total ab- % of sys- Total ab- % of sys- Total ab- % of sys-

data PPE sorbed dose temic sorbed dose temic sorbed dose temic
(mg/kg/day) AOEL (mg/kg/day) AOEL (mg/kg/day) AOEL

Tractor mounted boom spray application outdoors to low crops

Application rate 2.001 kg a.s./ha 0.042 kg a.s./ha 0.042 kg a.s./ha
Spray ap- |Work wear 0.1043765 1491.09 0.0878526 79.87
plication | (arms, body
(AOEM; and legs
covered) M/L
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75" percen-
tile)

Body
weight: 60
kg

and A

Work wear
(arms, body
and legs
covered) M/L
and A

+ Gloves
M/L and A

0.0053737

75.34

0.0028768

2.62

0.00345

3.14
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Calculation of operator exposure assuming 70% dermal absorption of Diflufenican

Operator exposure for Eledura outdoor spray applications

Application rate of active substance 0,042 kg a.s./ha i_AppRate
Assumed area treated 50 ha/day d_AreaTreated
Amount of active substance applied 2,1 kg a.s./day i_AmoutAS
Dermal absorption of the product 70,00% i_AbsorpProduct
Dermal absorption of in-use dilution 70,00% i_Absorinuse
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indoor or Outdoor application Outdoor
Application method Downward spraying
Application equipment Vehicle-mounted
Season not relevant
ug exposure/day mixed and loaded
Exposure values % - = - Reference Comment
75" centile 95" centile
Hands 8598 31712 AOEM
Body 6009 89349 AOEM
Head 109 598 AOEM
& Protected hands (gloves) 56 416 AOEM
ﬁ Protected body (workwear or
g protective garment and sturdy 46 307 AOEM
s footwear)
3
= Protected head (hood and face
= : ( 2 34 AOEM
= shield)
Inhalation 5 29 AOEM
Protective Equipment Select for inclusion Penetration factor| Inhalation Protection factor
Gloves Yes| Incl. in AOEM model
Clothing Work wear - arms, body and legs covered| Incl. in AOEM model
Head and respiratory PPE None 1 1
Water soluble bag No 1
ug exposure/day applied
Exposure values @ ~ Reference Comment
75" centile 95" centile
Hands 311 3946 AOEM
Body 174 898 AOEM
Head 8 25 AOEM
H Protected hands (gloves) 63 3634 AOEM
=
ki Protected body (workwear or
_& protective garment and sturdy 5 12 AOEM
< footwear)
Inhalation 2 4 AOEM
Protective Equipment Select forinclusion Penetration factor| Inhalation Protection factor
Gloves Yes| Incl. in AOEM model
Clothing Work wear - arms, body and legs covered| Incl.in AOEM model
Head and respiratory PPE None 1 1
vehicle mounted
Closed cab No X
upward spraying only
1. Total
Without RPE/PPE With RPE/PPE
Longer term
Total systemic exposure from mixing, loading and application (m
y P g gand app (mg 10,6534720 0,2070517
a.s./day)
Total systemic exposure from mixing, loading and application per kg bod
=) p 2 SENRIEHE FEALGLERY 0,1775579 0,0034500
weight (mg/kg bw/day)
% of RVNAS 161,42% 3,14%
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Halauxifen-methyl Cloquintocet-mexyl

Model data |Level of PPE Total absorbed % of systemic Total absorbed | % of proposed
dose AOEL dose by the applicant
(mg/kg/day) (mg/kg/day) systemic AOEL

Tractor mounted boom spray application outdoors to low crops

Application rate

0.00399 kg a.s./ha

0.00399 kg a.s./ha

Spray appli- | Work wear (arms, 0.0169753 29.27 0.0169753 33.95
cation body and legs
(ACEM,; covered) M/L and
75 percen- |A
tile) Work wear (arms, 0.0005942 1.02 0.0005942 1.19
Body
weight: 60 body and legs
k covered) M/L and
g A
+ Gloves M/L and
A
6.6.2.2 Measurement of operator exposure

Since the operator exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) will not be exceeded under conditions of intended uses and consideration of the above mentioned
personal protective equipment (PPE), a study to provide measurements of operator exposure was not nec-
essary and was therefore not performed.

ZRMS:

The exposure to Prosulfocarb, an active substance of Eledura (GLOB1817H) of operator wearing a work
clothing (long sleeved shirt, long trousers) but no PPE and applying Eledura (GLOB1817H)) on cereals
(BBCH10-14) at maximal dose of 3.0 L product/ha (2.001 kg a.s./ha) using tractor-mounted/trailed boom
sprayer, calculated with the EFSA AOEM amounted to 1491% of AOEL. In case the operator is using
protective gloves during mixing/loading and application the exposure to Prosulfocarb is reduced to 75.34%
of AOEL.

The exposure to Diflufenican an active substance of Eledura (GLOB1817H) of operator wearing a work
clothing (long sleeved shirt, long trousers) but no PPE and applying Eledura (GLOB1817H)) on cereals
(BBCH10-14) at maximal dose of 3.0 L product/ha (0.042 kg a.s./ha) using tractor-mounted/trailed boom
sprayer, taking dermal absorption value of 58% calculated with the EFSA AOEM amounted to 79.87 %
of AOEL. In case the operator is using protective gloves during mixing/loading and application the expo-
sure to Diflufenican is reduced to 2.62 % of respective AOEL. In case the operator is using protective
gloves during mixing/loading and application and dermal absorption is 70% the exposure to Diflufenican
is 3.14 % of respective AOEL.

The exposure to Halauxifen-methyl an active substance of Eledura (GLOB1817H), of operator wearing a
work clothing (long sleeved shirt, long trousers) but no PPE and applying Eledura (GLOB1817H) on ce-
reals (BBCH10-14) at maximal dose of 3.0 L product/ha (0.00399 kg a.s./ha) using tractor-mounted/trailed
boom sprayer, calculated with the EFSA AOEM amounted to 29.27 % of AOEL. In case the operator is
using protective gloves during mixing/loading and application the exposure to Halauxifen-methyl is re-
duced to 1.02 % of respective AOEL.

The exposure to Cloquintocet-mexyl, a safener in a product Eledura (GLOB1817H), of operator wearing
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a work clothing (long sleeved shirt, long trousers) but no PPE and applying Eledura (GLOB1817H) on
cereals (BBCH10-14) at maximal dose of 3.0 L product/ha (0.00399 kg safener/ha) using tractor-
mounted/trailed boom sprayer, calculated with the EFSA AOEM amounted to 33.95 % of AOEL proposed
by the applicant . In case the operator is using protective gloves during mixing/loading and application the
exposure to Cloquintocet-mexyl is reduced to 1.19% of AOEL proposed by the applicant. Cloguintocet-
mexyl, does not have AOEL set up in European Union, and in Poland the safeners are not considered as the
active substances of the plant protection product , therefore the assessment of risk of operator to safeners is
not required.

The sum of exposures of operator wearing work wear (arms, body and legs covered) and protective gloves
during M/L and A to three active substances (Prosulfocarb, Diflufenican and Halauxifen-methyl ) ex-
pressed as percentage of their AOELSs ( 75.34% +2.62 % (3.14 %) +1.02 % ) is also below 100%, therefore
the application of product Eledura (GLOB1817H) according to its intended use within good agricultural
practice does not pose an unacceptable risk to the health of operator wearing protective gloves during mix-
ing/loading and application.

Since an hazard Index for operators is < 1, the combined exposure to all active substances in Eledura
(GLOB1817H) is not expected to present a risk for operators when applied in accordance with GAP. No
further refinement of the assessment is required.

Summing up the application of product Eledura (GLOB1817H) does not pose an unacceptable risk to the
health of operator during its intended use within good agricultural practice providing that operator is wear-
ing work wear covering arms, body and legs and protective gloves during mixing/loading and application.
Since the product classified as Eye Dam. 1, Skin Sens. 1, STOT SE3 the operator should wear protective
gloves, eye protection or face protection during mixing/loading operations or when directly contacting sur-
face of equipment contaminated with concentrated product.

6.6.3 Worker exposure (KCP 7.2.3)

6.6.3.1 Estimation of worker exposure

Table 6.6-4 shows the exposure model(s) used for estimation of worker exposure after entry into a previ-
ously treated area or handling a crop treated with GLOB1817H according to the critical use(s). Outcome of
the estimation is presented in Table 6.6-5 (longer term exposure). Detailed calculations are in Appendix 3.

Table 6.6-4: Exposure models for intended uses
Critical use(s) Cereals (max. 1 x 3 L product/ha)
Model 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
calculator version: 30/03/2015
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Table 6.6-5: Estimated worker exposure (longer term exposure)
Diflufenican Diflufenican
Prosulfocarb Dermal absorption Dermal absorption
58% 70%
Model data Level of PPE Total ab- | % of sys- | Totalab- | % ofsys- | Total ab- | % of sys-

sorbed temic sorbed temic sorbed temic
dose AOEL dose AOEL dose AOEL

(mg/kg (mg/kg (mg/kg

bw/day) bw/day) bw/day)

Inspection, irrigation
Outdoor
Work rate: 2 hours/day
DTso: 30 days
DFR: 3 pg/cm?/kg a.s./ha

Number of applications and 1 x2.001 kg a.s./ha 1x0.042 kg a.s./ha

application rate

1 x0.042 kg a.s./ha

(arms, body and
legs covered)
TC: 1400
cm?/person/h

Body weight: | Potential 0.1600800 | 2286.86 | 0.0304500 27.68 0.0367 33.42
60 kg TC: 12500

cm?/person/h

Work wear 0.0179290 256.13 0.0034104 3.10 0.00411 3.74%
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Halauxifen-methyl

Cloquintocet-mexyl

Model data Level of PPE

Total absorbed
dose (mg/kg
bw/day)

% of systemic
AOEL

Total absorbed | % of proposed
dose (mg/kg by the appli-
bw/day) cant systemic
AOEL

Inspection, irrigation
Outdoor

Work rate: 2 hours/day
DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Number of applications and application rate

1 x 0.00399 kg a.s./ha

1 x0.00399 kg a.s./ha

body and legs
covered)

TC: 1400
cm?/person/h

Body weight: 60 kg | Potential 0.0034913 6.02 0.0034913 6.98
TC: 12500
cm?/person/h
Work wear (arms, 0.0003910 0.67 0.0003910 0.78

6.6.3.2

Refinement of generic DFR value (KCP 7.2)

The AOEM model predicts exposure to prosulfocarb above the acceptable limits for a worker assuming
arms, body and legs covered (workwear; bare hands). To refine the risk, the generic Dislodgeable Foliar
Residues (DFR) were refined (0.62 ng/cm?/kg a.s./ha) and the transfer coefficient (TC) recalculated based
on the refined DFR for the use of prosulfocarb as determined in the study of XXXX, A. (2016) summarized

under section 6.6.3.3 below.

Table 6.6-6: Estimated worker exposure (longer term exposure) - refined
Prosulfocarb
Model data Level of PPE Total absorbed dose % of systemic AOEL
(mg/kg bw/day)

Inspection, irrigation
Outdoor

Work rate: 2 hours/day
DTso: 30 days

DFR: 0.62 pg/cm?/kg a.s./ha

Number of applications and application rate

1x2.001 kg a.s./ha

Body weight: 60 kg

Work wear (arms, body
and legs covered)
TC: 601 cm?/person/h

0.00159

22.72
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Calculation of worker exposure assuming 70% dermal absorption of Diflufenican

Worker exposure from residues on foliage for Eledura

Crop type

Indoor or outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Application rate of active substance

Number of applications

Interval between multiple applications

Half-life of active substance

Multiple application factor

Dermal absorption of the product

Dermal absorption of the in-use dilution

Dislodgeable foliar residue (i_AppRate*i_DFR)

Working hours

Dermal transfer coefficient - Total potential exposure
Dermal transfer coefficient - arms, body and legs covered
Dermal transfer coefficient - hands, arms, body and legs covered
Inhalation transfer coefficient for automated applications
Inhalation transfer coefficient for cutting ornamentals
Inhalation transfer coefficient for sorting / bundling ornamentals

Cereals
Outdoor
Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body
0,042 kg a.s./ha
2
365 days
30 days
1,0
70,00%
70,00%
0,126 pg a.s./cm?
2 hr
12500 cmz/hr
1400 cm?/hr
no TC available for this assessment cmz/hr
NA ha/hr*104(-3)
NA ha/hr*107(-3)
NA ha/hr*10/7(-3)

1. Total
) Work wear - arms, body and legs .
Potential exposure Working wear and gloves
covered
Total systemic exposure (mg a.s./day) 2,2054796 0,2470137 no TC available for this assessment
Total systemi kg bod ight
otal systemic exposure per kg body weig 0,0367580 0,0041169
(mg/kg bw/day)
% of RVNAS 33,42% 3,74%
6.6.3.3 Measurement of worker exposure

Since worker exposure estimations carried out for prosulfocarb indicated that the acceptable operator ex-
posure level (AOEL) was exceeded under conditions of intended uses, a field study measuring the worker
exposure has been provided. A summary of the study is presented below. For the detailed evaluation of new
studies please refer to Appendix 4. No detailed summaries are provided if the study was already assessed
and accepted at EU level.

A worker exposure study was performed using an 800 g/L EC formulation of prosulfocarb in 2015, in
Northern France. Based on this study, the generic Dislodgeable Foliar Residues were refined and the trans-
fer coefficient was recalculated. The study is summarized below.

Report: XXXX. A (2016). Prosulfocarb: Measurement of Worker Exposure (Passive Dosimetery)
during Typical Activities Associated with Re-entry Scouting following application of an
EC formulation containing 800 g/L prosulfocarb) to Winter Wheat in Northern Europe,
2015.xxxxx, France Laboratory Report No. RB424, issue date 29 December 2015. Un-

published. Syngenta File No. A8545G_10414

The purpose of the study was the determination of dermal and inhalation exposure of re-entry workers
during typical tasks related to crop scouting activities following a tractor boom application of A8545G
(emulsifiable concentrate formulation of 800 g/L prosulfocarb) on cereal crops at BBCH stage 25-26. The
study was conducted under field conditions.
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Twelve operators were recruited and monitored. The dermal and inhalation exposure of these subjects to
the test substance was monitored at three locations in Northern France (4 workers per site) for a duration
of 2 hours for each worker, which is considered a representative duration for crop inspection activities
according to the EFSA guidance! on non-dietary exposure assessment.

Dermal exposure to the test substance was measured by workers wearing standardised whole-body outer
and inner dosimeters. The outer dosimeter consisted of a cotton/polyester coverall, which is considered to
be representative of the clothing workers would normally wear. The inner dosimeter consisted of a long-
sleeved T-shirt, leggings and cotton socks, covering arms, legs, feet and torso. Head exposure was meas-
ured by face/neck wipes. Nitrile dosimeter gloves were used for the determination of potential hand expo-
sure. Actual dermal exposure of the hands beneath protective gloves was determined by the hand wash
procedure. Inhalation exposure was measured by means of personal air sampling pumps connected to OVS
XAD-2 air sampling tubes located in the operator’s breathing zone.

The test substance was applied at a representative, label-recommended rate of 4.73t0 5.0 L product/ha (3.8-
4.0 kg active substance/ha) in water volumes ranging from 100 L/ha to 150 L/ha. Applications were made
to crops 1-2 hours before the workers re-entered the field in order to allow the spray to dry.

Samples of each dosimeter matrix were fortified in the field to assess potential degradation of prosulfocarb
due to exposure to environmental conditions, handling, packaging, shipping, and storage.

All worker dosimeter samples collected were analysed for residues of prosulfocarb. For each worker, po-
tential dermal exposure (PDE), actual dermal exposure (ADE), hand exposure with gloves, actual hand
exposure for protected hands beneath gloves and (potential) inhalation exposure were calculated.

Dislodgeable foliar residue (DFR) measurements were also collected at the same time as the worker re-
entry scouting activities were being undertaken. These DFR measurements enable calculation of a transfer
coefficient for workers scouting in early post emergence cereal crops.

Based on this study, the generic Dislodgeable Foliar Residues were refined to 0.62 pg a.i./cm? and the
transfer coefficient was recalculated to 601 cm?h.

ZRMS:

The exposure of worker not wearing PPE (gloves) but wearing a work clothing (long sleeved shirt, long
trousers) and entering for 2 hours for inspection a field of cereals (BBCH10-14) treated with a product
Eledura (GLOB1817H), at maximal dose of 3.0 L product/ha (2.001 kg a.s./ha) as foreseen in GAP, to
Prosulfocarb, an active substance of Eledura (GLOB1817H), calculated with the EFSA AOEM, assuming
standard DFR and TC amounted 256.13% of respective AOEL. However when empirical DFR of 0.62
ng/cm?/kg a.s./ha and TC of 601 cm?/person/h were taken into account in calculation the worker exposure
amounted to 22.72 % of AOEL for Prosulfocarb, thus not causing an unacceptable risk

The exposure of worker not wearing PPE (gloves) but wearing a work clothing (long sleeved shirt, long
trousers) and entering for 2 hours for inspection a field of cereals (BBCH10-14) treated with a product
Eledura (GLOB1817H), at maximal dose of 3.0 L product/ha (0.042 kg a.s./ha) as foreseen in GAP, to
Diflufenican, an active substance of Eledura (GLOB1817H), assuming dermal absorption of 58% calcu-
lated with the EFSA AOEM, assuming standard DFR and TC amounted 3.1 % of respective AOEL, thus
not causing an unacceptable risk. In case a default value for dermal absorption has been 70 % in line with
EU Dermal Absorption Guidance the worker exposure amounted to 3.74%.

L EFSA 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.]
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The exposure of worker not wearing PPE (gloves) but wearing a work clothing (long sleeved shirt, long
trousers) and entering for 2 hours for inspection a field of cereals (BBCH10-14) treated with a product
Eledura (GLOB1817H), at maximal dose of 3.0 L product/ha (0.00399 kg a.s./ha) as foreseen in GAP, to
Halauxifen-methyl, an active substance of Eledura (GLOB1817H), calculated with the EFSA AOEM, as-
suming standard DFR and TC amounted 0.67 % of respective AOEL, thus not causing an unacceptable
risk.

The exposure of worker not wearing PPE (gloves) but wearing a work clothing (long sleeved shirt, long
trousers) and entering for 2 hours for inspection a field of cereals (BBCH10-14) treated with a product
Eledura (GLOB1817H), at maximal dose of 3.0 L product/ha (0.00399 kg safener ./ha) as foreseen in GAP,
to Cloquintocet-mexyl, a safener of Eledura (GLOB1817H), calculated with the EFSA AOEM, assuming
standard DFR and TC amounted 0.78 % of AOEL proposed by the applicant. Cloquintocet-mexyl, does
not have AOEL set up in European Union, and in Poland the safeners are not considered as the active
substances of the plant protection product , therefore the assessment of risk of worker to safeners is not
required.

Thus, it is concluded that the application of product Eledura (GLOB1817H) does not pose an unacceptable
risk to the health of worker due to its intended use within good agricultural practice.

6.6.4 Resident and bystander exposure (KCP 7.2.2)

6.6.4.1 Estimation of resident and bystander exposure

The acute exposure assessment for bystanders covers the exposure that a resident could reasonably be ex-
pected to incur in a single day. Therefore, there is no need for a separate acute risk assessment for residents.

No bystander risk assessment is required for PPPs that do not have significant acute toxicity or the potential
to exert toxic effects after a single exposure. Exposure in this case will be determined by average exposure
over a longer duration, and higher exposures on one day will tend to be offset by lower exposures on other
days. Therefore, exposure assessment for residents also covers bystander exposure.

Table 6.6-7 shows the exposure model(s) used for estimation of resident and bystander exposure to prosul-
focarb, diflufenican, halauxifen-methyl and cloguintocet-mexyl. The outcome of the estimation is presented
in Table 6.6-8 (longer term resident exposure). Detailed calculations are in Appendix 3.

Table 6.6-7: Exposure models for intended uses
Critical use(s) Cereals (max.1 x 3 L product/ha)
Model 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
calculator version: 30/03/2015
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Table 6.6-8: Estimated resident exposure (longer term exposure)
Prosulfocarb Diflufenican
Dermal absorption 58%
Model data Total absorbed | % of systemic | Total absorbed | % of systemic
dose (mg/kg AOEL dose (mg/kg AOEL
bw/day) bw/day)

Tractor mounted boom spray application outdoors to low crops

Buffer zone: 2-3 m

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Number of applications and application rate |1 x 2.001 kg a.s./ha 1x0.042 kg a.s./ha

Resident child Drift (75" perc.) 0.0347793 496.85 0.0065411 5.95

Body weight: 10kg [\, our (75 perc.) 0.0010700 15.29 0.0010700 0.97
Deposits (75" perc.) 0.0030345 43.35 0.0003745 0.34
Re-entry (75" perc.) 0.0216108 308.73 0.0041108 3.74
Sum (mean) 0.0397651 568.07 0.0082245 7.48

Resident adult Drift (75" perc.) 0.0082593 117.99 0.0015654 1.42

Body weight: 60 kg [\ our (75 perc.) 0.0002300 3.29 0.0002300 0.21
Deposits (75" perc.) 0.0008725 12.46 0.0001660 0.15
Re-entry (75" perc.) 0.0120060 17151 0.0022838 2.08
Sum (mean) 0.0143777 205.40 0.0029161 2.65
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Calculation of resident exposure assuming 70% dermal absorption of Diflufenican

Resident exposure for Eledura

Croptype Cereals
Application method Downward spraying
Application equipment Vehicle-mounted i_AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_FormVal
Buffer strip 5m i_Buffer
Application rate of the product 0,042 kga.s./ha i_AppRate
Concentration of active substance (in-use dilution for liquid

. 0,21 ga.s./| d_ConcAS
applications)
Dermal absorption of product 70,00% i_AbsorpProduct
Dermal absorption of in-use dilution 70,00% i_Absorplnuse
Oral absorption 58,00% i_AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0,126 g a,sA/cmz d_DFR

. I low volatile substances having a vapour .
Vapour pressure of in-use dilution . Pa i_Volat
pressure of <5*10-3Pa

Concentration in air 0,001 mg/m?* d_AirCon
Resident dermal spray drift exposure 75th percentile - adult 0,23798 ml spray dilution/person
Resident dermal spray drift exposure 75th percentile - child 0,2175 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - adult 0,00009 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - child 0,00017 ml spray dilution/person
Resident dermal spray drift exposure mean - adult 0,12278 ml spray dilution/person
Resident dermal spray drift exposure mean - child 0,12 ml spray dilution/person
Resident inhal. spray drift exposure mean - adult 0,00008 ml spray dilution/person
Resident inhal. spray drift exposure mean - child 0,00014 ml spray dilution/person
Exposure duration dermal 2 hours d_ReExpDur
Exposure duration inhalation 24 hours d_ReExpDurinhal
Exposure duration entry into treated crops 0,25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18,0% d_ClothAF
Breathing rate adult 0,23 m*/day/kg d_BreathRAd
Breathing rate child (1-3 year old) 1,07 m*/day/kg d_BreathRCh
Drift percentage on surface (75th percentile) 2,30%
Drift percentage on surface (mean) 1,80%
Turf transferable residues percentage 5,00% d_Turf
Transfer coeff. of surface deposits-adult 7300 cml/hour d_ReTCAd
Transfer coeff. of surface deposits-child (1-3 year old) 2600 cm?/hour d_ReTCCh
Saliva extraction percentage 50,00% d_SalExt
Surface area of hands mouthed 20 cm? d_AreaHM
Frequency of hand to mouth activity 9,5 events/hour d_ReFreqHM
Ingestion rate for mouthing of grass per day 25 cm? d_MouthGrass
Dislodgeable residues percentage transferability for object to
20,00% d_DRP
mouth -
Transfer coefficient for entry into treated crops (75th percentile) - ad 7500 cm?/h d_TcEntryAd
Transfer coefficient for entry into treated crops (75th percentile) - chi 2250 cm?/h d_TcEntryCh
Transfer coefficient for entry into treated crops (mean) - adult 5980 cm?/h d_TcEntryAd
Transfer coefficient for entry into treated crops (mean) - child 1794 cm?/h d_TcEntryCh
1. Total
1.11-3yearold child
Entry into treated
Spray drift (75th percentile) Vapour (75th percentile) Surface deposits (75th percentile) oy ) All pathways (mean)
crops (75th percentile)

Total systemic exposure

0,0262532 0,0107000 0,0018398 0,0496233 0,0662003
(mga.s./day)
TOTaT SYSTEMICEXPUSUTE
per kg body weight 0,0026253 0,0010700 0,0001840 0,0049623 0,0066200
% of RVNAS 2,39% 0,97% 0,17% 4,51% 6,02%
1.2 Adult

Entry into treated

Spray drift Vapour Surface deposits wy . All pathways (mean)
Total systemic exposure

0,0287050 0,0138000 0,0049373 0,1654110 0,1643684
(mga.s./day)
TOTaT SYSTETMICEXPUSUTE
per kg body weight 0,0004784 0,0002300 0,0000823 0,0027568 0,0027395
% of RVNAS 0,43% 0,21% 0,07% 2,51% 2,49%
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Halauxifen-methyl Cloguintocet-mexyl
Model data Total absorbed | % of systemic | Total absorbed | % of systemic
dose (mg/kg AOEL dose (mg/kg AOEL
bw/day) bw/day)

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 2-3 m

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Number of applications and application rate |1 x 0.00399 kg a.s./ha 1 x0.00399 kg a.s./ha
Resident child Drift (75" perc.) 0.0007498 1.29 0.0007498 1.50
Body weight: 10 kg [\ our (75 perc.) 0.0010700 1.84 0.0010700 2.14
Deposits (75" perc.) 0.0000439 0.08 0.0000439 0.09
Re-entry (75" perc.) 0.0004713 0.81 0.0004713 0.94
Sum (mean) 0.0018909 3.26 0.0018909 3.78
Resident adult Drift (75" perc.) 0.0001795 0.31 0.0001795 0.36
Body weight: 60 kg [/ our (75 perc.) 0.0002300 0.40 0.0002300 0.46
Deposits (751 perc.) 0.0000190 0.03 0.0000190 0.04
Re-entry (75" perc.) 0.0002618 0.45 0.0002618 0.52
Sum (mean) 0.0005380 0.93 0.0005380 1.08

The AOEM model predicts exposure to Prosulfocarb above the acceptable limits for residents living near
fields treated with GLOB1817H. To refine the risk, the generic Dislodgeable Foliar Residues (DFR) were
refined and the transfer coefficient (TC) recalculated based on the refined DFR for the use of Prosulfocarb.
Reference is made to section 6.6.3.3 for the study summary in which the DFR measurements were per-
formed. Refined calculations for the resident exposure are shown below.

Table 6.6-9: Estimated resident exposure (longer term exposure)

Prosulfocarb

Model data Total absorbed | % of systemic
dose (mg/kg AOEL
bw/day)

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 5 m

Drift reduction technology: yes — 50%

DTso: 30 days

DFR: 0.62 pg/cm?/kg a.s./ha

TC adult: 601 cm?/h

Number of applications and application rate |1 x 2.001 kg a.s./ha

Resident child Drift (75" perc.) 0.0049 69.81
Body weight: 10 kg [/ our (75 perc.) 0.00107 15.29
Deposits (75" perc.) 0.0012463 17.80
Re-entry (75 perc.) 0.00036 5.11

Sum (mean) 0.005694 81.34
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Resident adult Drift (75" perc.) 0.0011 15.22
Body weight: 60 kg [/20ur (75 perc.) 0.00023 3.29

Deposits (75" perc.) 0.0003584 5.12

Re-entry (75" perc.) 0.00020 2.84

Sum (mean) 0.001260 18.00

Using the refined DFR and TC values, the risk for residents is acceptable when using a buffer zone of 5 m,
50% drift reducing techniques and a water volume of 200 L/ha.

To be able to calculate correctly the combined exposure, the estimated resident exposure for diflufenican,
halauxifen-methyl and cloquintocet-methyl were also calculated using these mitigation measures and water
volume. The results are summarized in the table below.

Table 6.6-10: Estimated resident exposure (longer term exposure)
Diflufenican
Model data Total absorbed | % of systemic
dose (mg/kg AOEL
bw/day)

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 5 m

Drift reduction technology: yes — 50%

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Number of applications and application rate |1 x 0.042 kg a.s./ha
Resident child Drift (75" perc.) 0.0010879 0.99
Body weight: 10 kg Vapour (75" perc.) 0.0010700 0.97

Deposits (75" perc.) 0.0000769 0.07

Re-entry (75" perc.) 0.0041108 3.74

Sum (mean) 0.0050085 4.55
Resident adult Drift (75" perc.) 0.0001982 0.18
Body weight: 60 kg [\, 0ir (751 perc.) 0.0002300 0.21

Deposits (75 perc.) 0.0000341 0.03

Re-entry (75" perc.) 0.0022838 2.08

Sum (mean) 0.0021799 1.98

Halauxifen-methyl Cloquintocet-mexyl
Model data Total absorbed | % of systemic | Total absorbed | % of systemic
dose (mg/kg AOEL dose (mg/kg AOEL
bw/day) bw/day)

Tractor mounted boom spray application outdoors to low crops
Buffer zone: 5 m

Drift reduction technology: yes — 50%

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha
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Number of applications and application rate |1 x 0.00399 kg a.s./ha 1 x 0.00399 kg a.s./ha
Resident child Drift (75" perc.) 0.0001247 0.22 0.0001247 0.25
Body weight: 10 kg [0 0ur (75 perc.) 0.0010700 1.84 0.0010700 2.14
Deposits (75" perc.) 0.0000090 0.02 0.0000090 0.02
Re-entry (75" perc.) 0.0004713 0.81 0.0004713 0.94
Sum (mean) 0.0015217 2.62 0.0015217 3.04
Resident adult Drift (75" perc.) 0.0000227 0.04 0.0000227 0.05
Body weight: 60 kg [/ our (75 perc.) 0.0002300 0.40 0.0002300 0.46
Deposits (75" perc.) 0.0000039 0.01 0.0000039 0.01
Re-entry (75" perc.) 0.0002618 0.45 0.0002618 0.52
Sum (mean) 0.0004536 0.78 0.0004536 0.91

Additional assessment of exposure of residents provided by the applicant

Calculation of TC values for residents and bystanders

The EFSA guidance derives TC values for residents and bystanders entering treated crops by calculating
the appropriate percentiles from the datasets for crop inspection for individuals with lower legs and lower
arms uncovered. It is possible to derive similar values from this study as the upper and lower arms and

legs were analysed and reported separately.

Consequently, the appropriate dosimeters to calculate dermal exposure for residents and bystanders are
considered to be: Outer dosimeter: lower arm, lower leg (i.e. excluding upper arm and leg and torso,

which are considered to be clothed)

Inner dosimeter: lower arm, upper arm, lower leg, upper leg, front torso, rear torso, socks

Hands: hand wash and protective gloves. It should be noted that the workers in the study were engaged in
activities which involved a considerable amount of contact between the hands and treated foliage. Hand
exposure as measured on gloves and hand wash was the highest contributor to overall exposure. As such,
the TC values are protective of members of the public who are walking through treated fields.
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Table B.6.4.3-4: Dermal exposure and DFR results for re-entry workers performing crop inspection in early growth stage arable crops

lower legs is represented.

SITE 1 2 3
WORKER 1 ) 2] 3 ] v s | & | 2 ] 8 9 | 10 | 1 | 12
Bodyweight (kg) 78 76 9% 94 60 80 66 85 54 76 %0 86
Outer dosimeter  Lower arm 361.95 7299 17.61 8.76 54.99 126.37 101.2 119.57 96.43 36.44 28.49 28.97]
(pg/sample) Upper arm 28.13 42.36 10.73 4.48 20.2 28.21 89.7 163.63 39.49 37.45 49.22 37.92
Front torso 88.82 27.54 26.77 42.88 39.13 58.53 231.88 237.54 183.5 312.78 206.75 214.02
Rear torso 104.75 48.56 66.23 40.03 50.34 74.59 300.3 192.43 66.77 174.19 117.36 108.31
Lower leg 817.54 2332 911.7  167.63] 763.24  653.12 1529.85 754.75| 346.48 11933  489.08  648.34
Upper keg 187.03 112.52 69.63 23.72 44.32 101.38 564.34 301.67, 115.71 231.61 227.53 94.97]
Inner dosimeter  Lower arm 0.33 0.58 0.42 0.52 0.06 248 2.804 5.62 0.00 0.00 0.00 0.00}
(pg/sample) Upper arm 0.12 0.08 0.54 0.3 0.04 0.06 0.237 0.24 0.00 0.00 0.00 0.00)
Front torso 0.07 1.33 2.65 0.04 0.16 3.6 7.24 3.33 0.00 0.00 0.00 0.00)
Rear torso 0.03 0.74 1.9 0.42 0.15 4.25 3.52 5.1 0.00 0.00 0.00 0.00)
Lower leg 524.03 128.3 543.01 441.22 280.31 455.6 301.06 323.16 230.24 189.06 21226  386.77
Upper keg 78.05 5.58 61.56 27.52 45.77 142.25 146.32 50.85/ 0.00 0.00 0.00 0.00)
(pg/sample) Socks 44.28 0.28 0.38 76.54 333 0.57 46.98 25.41 0.12 0.46 0.11 0.31
(ug/L) Hand wash 0.28 0.22 4.46 0.15 0.52 0.36 0.37 18.74 0.34 0.46 0.51 0.42]
(pg/sample) Nitrile gloves 2769.97 11859  305.62 84.28] 2309.24  4111.7 127018  1569.7| 593.42 2053.19 133822  762.42}
(pg/sample) Face/neck wipes 1.28 2.27 0.32 0.22 14 8.05 2.82 3.39 39 4.45 2.87 4.09
Total dermal exposure for 4597.93 564.16 1850.26 807.6| 3459.21 5508.41 3412.58 2879.86| 1346.15 3575.24 2175.96 1893.16
resident/bystander (pg)
Applic. rate (kg a.i/ha) 3.912 3.784 4.000
DFR (pg/cm’) sample 1 0993 1.889 1554 1.231 3377 2133 2494 239 3075 2459 2047 237)
sample 2 0.883 1.836 151 1.539 3522 25 3453 2855 2885 248 3.068 3221
sample 3 0.833 1.653 1.557 1.216 3.175 2378 2463 3.676 3.365 3331 261 4871
Mean 0.903 1.793 1.540 1.329| 3358 2337 2.803 2977 3.108 2.757 2,575  3.488
Mean/kg a.i./ha 0.231 0.458 0.394 0.340 0.887 0.618 0.741 0.787 0.777 0.689 0.644 0.872
Exposure tme (h) 2 2 2 2.033 2.050 2 2 2 2.017 2 2 2|
Values in red indicate dosimeters which were not included in the calculation of d; I exposure for the resident or bystander, such that an individual with exposed

In order to calculate TC values for each replicate, each worker in the study has an associated DFR value.
According to the EFSA guidance, TC values are calculated as follows:

TC (¢cm’/h) = DE (ug/h)/DFR (pg/cm’)

This calculation can be carried out for the resident and bystander in the same way using the total dermal
exposure values calculated above expressed as pg/h, taking into account the specific exposure durations
recorded. The table below shows the calculated TC values for each individual as well as the mean and
empirical and parametric 75" and 95™ percentile values. Corresponding TC values for the child resident
and bystander are also calculated taking into account the correction factor of 0.3 as identified from the

EFSA guidance.

ower arms and
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Table B.6.4.3-5: Calculation of TC values for resident and bystander

Replicate 1 2 3 4 5 6 7 8 9 10 11 12
Dermal exposure (pg) 4597931 5e64.16] 185026] BO7.60] 345921 5508.41| 3412.58| 2879.86] 1346.15] 3575.24] 217596| 1893.16
Exposure time (h) 2 2 2 2033 205 2 2 2 2017 2 2 2
Dermal exposure (ug/h) | 2298.97] 282.08] 925.13] 397.18] 1687.42| 2754.21| 1706.29] 1439.93] 667.51] 1787.62] 1087.98| 946.58
DFR (].lg.-"cml) 0.90) 1.79 1.54] 1.33 3.36 2.34 2.80 298 311 276 2.58 349
TC adult (cm’/h) 2545.92 157.35] 600.60] 298.93] 502.51) 1178.52] 608.66] 483.74] 214.75] 64831 422.52] 27138
TC child (cm’/h) 763.78 47.21 180.18 89.68] 150.75] 353.56] 18260 145.12 64.42 194.49]  126.76 81.41
Parameter man‘:f]it). Mean Em;:;cal Par;lsn:ehtric Em9|;::.cal Par;l;'::ric
TC adult (cml-"h) Yes 661.10 618.58 849.62 1793.85 2009.89
TC child (cml.-"h} Yes 198.33 185.57 254.89 538.16 602.97

For small datasets, the higher of the appropriate empirical and parametric percentiles should be used in
risk assessment. Accordingly, from this evaluation, the parametric 75" percentile TC values for both adult
and child resident should be used to calculate exposure during entry into treated crops. The corresponding
parametric 95" percentiles could be used to calculate bystander exposure. However, it should be noted
that at this point, no guidance is available for setting an appropriate endpoint for this acute exposure
scenario. For the resident, the mean values should be used to calculate exposure during re-entry into
treated crops when considering the sum of the 4 relevant pathways. The study is considered to be robust
and the derivation of the TC values in accordance with the EFSA guidance and as such provides a valid
refinement to the EFSA calculator

So the TC values to be used for the resident are the mean of 661.10 cm?/h and the 75" parametric percentile
of 849.62 cm?/h for adults, and the mean of 198.33 cm?/h and the 75" parametric percentile of 254.89 cm?/h

for children.

Using these TC values, the risk for residents is still acceptable with the use of the same mitigation measures
as already proposed by the applicant (5 m buffer zone + 50% DRT), as shown in the calculation here below.

In summary
% AQEL
Spray drift Vapour Surface deposit |Entry into treated crops Total
Resident adult 75th percentile 15.22 3.29 512 4,02
Resident adult mean 7.87 3.9 4.01 312 18.28
Resident child 75th percentile 69.81 15.29 17.80 1.23
Resident child mean 47.01 15.29 13.93 5.62 81.85
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Resident adult exposure ¥5th percentile

Farmulation (liquid = 1, salid = 2] 1
Ooserate a.i. [gihal 2001
het ater wolume [(Likhal 200
Concentration [mg a.i.fmL] 10,005
MAaF 1
Orifr reduction (0.5 or 11 s
Dermal absorption [52] G.d
OFR [pgllem® s kg a.=. = hall a.62
‘Yapour pressure [Pal o0.a0avTsa
COral absorption [24] Tz
ACDEL [mg a.itkg bw = d] o.0a7
Spraw drift TSth percentile

Dermal exposure ImLiperson)] [see table] 0.z24d
Light clothing adjustment Factor [22] 15
Inhalation erposure mlLiperson) [(see table o.ao0aos
Sustemic dermal erposure [mg a.i. 'person; 00530
Sustemic inhalation exposure [mg a.i. /per= 00003
Tatal sustemic exposure (Mg a.i.lpersanl 00633
Tatal sustemic exposure Mg a.i.dkg bw] o001
i AOEL 15.22
‘Yapour

‘Yapour concentration [pagim?) 1
Average breathing rate [m'd = kgl 023
Sustemic ernposure via inhalation (mgld] 00135
Sustemic exposure via inhalation (mgld = k 000023
i AOEL 3.23

Surface deposit=

Application rate [mglcm™) a.0z2001
Orift percentage [>2] [see table] 2.3
Turf trransferable residuss [34] 5
Transfer cosfficient [cmthl T300
Ouration of expasure [k =
Dermal absorption [52] 0. 06
Sustemic erposure [mgld] 00215013
Sustemic ernposure [mglkg bw = d) 00003554
i AOEL 512

Entry into treated crops T5th percentile

OFR [pgllem® s kg a.=. = hall a.62
Transfer cosfficient [cmthl Sda.62
Timing exposure [(hour=s] 0.z5
Oose rate (kg a.ithal Z.001
Dermal absorption [52] G.d
Sustemic exposure [mg a.=./d) o017
Sustemic enposure [mg a.=s. kg bw = d) 000028

2 AOEL 4.0z
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Resident adult exposure mean
Farmulation [liquid = 1. salid = 2]
Dose rate a.i. [alhal

‘wfater wolume (Liha)
Concentration (mg a.i./mL]

MaF

Dirift reduction (0.5 ar 1]

Dermal abzorption [24]
DOFR[pallcm® s kg a.5. = hal)
‘Yapour pressure [(Pal

Oral absorption ()

AOEL [mg =.i.fkg bw = d]

Spray drift mean

Dermal erposure [mLipersan] (s== table)
Light clathing adjustment factar (2]
Inhalation exposure (mLiperzon] (see table
Sustemic dermal exposure (Mg a.i.jperson]
Sustemic inhalation exposure (Mg a.i./pers
Total sustemic esposure (mg a.i./person)
Total sustemic exposure (mg a.i.tkg bw)

2 AOEL

Yapaour

Wapour concentration (paim’]

Average breathing rate (m'd = ka)
Sustemic exposure via inkalation (mgld)
Sustemic exposure via inhalation [mald = k
2 AOEL

Surface deposits

Application rate Imglem?)

Orift percentage [>1] (s2= table]
Turf transferable residuss (]
Transter cosfficient [cm™h)
Dluration of exposure (k]

Dermal abzorption [24]

Sustemic exposure (magld)
Sustemic erposure [malkg bw w d]
o AOEL

Entry inta treated crops

DOFR[pallcm® s kg a.5. = hal)

Transter cosfficient [cm™h)

Timirg exposurs [hours)

Daoze rate (kg a.i.thal

Dermal abzorption [24]

Sustemic exposure (mg a.s.0d]
Sustemic erposure (Mg a.s./kg bw 1 d]
2 AOEL

All pathw aus

Total sustemic exposure (mg a.5.0d)

Total sustemic erposure [mg a.s.kgbw = d
2 AOEL

2001
200
10.005

0.5

0.62
0.0007v3

0.007

QIZETE

15

0.00005
0.0322
0.0003
0.0330340
0.0005506
T.87

0.23
0.0138
0.00023
3.23

0.0z200
18

5

7300

2

0.064
00168276
0.0002505
4.01

0.62
BE1.1
0.25
2.0

0.013
0.000
32

0.07E7Ed
0.00712580
18.28
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Rezident ©
Formulation [liquid =1, salid = 2]
Dose rate . [(glha)

“whater wolume [Lihal)
Concenkration [mg a.i.'mL]

FAF

Dirifk reduction (0.5 or 1]

Dermal absorprion [X]

DFF [paf[cm' x kg 2.5 % ha])
“Wapour pressure [Pa)

COral abzarption (%)

AO0EL (mg aidkg bw = d)

Fpray drift T5th percentile

Dermal exposure (mLfpersan] [see table]
Light clothing adjustment Factor [%]
Inhalation exposure (mLiperson] [sec table]
Eyztemic dermal exposurs [mg ad.person]
Enstemic inhalation exposurs [mg a.idperss
Total systemic exposure [Mg a.idperson]
Total systemic exposure [mg a.idkg bw]

% AOEL

Wapour

“Wapour concentration [pgim']

SAuerage breathing rate [m'd x kg)
Fystemic exposure via inhalation [mald)]
EFystemic exposure via inhalation [mafd x kg
%= A0EL

Eurface deposits

e e

Application rate [mglcm')

Dirift percentags [X] [#<= tablc]
Turf transferable residues [X]
Transfer cocfficient [cm'th]
Duration of exposure [h]
Dermal absorption [%]
Eysztemic cxposure [(mald]
Eyztemic cxposure [(malkg bw = d)
% A0EL

Lt e s

Faliva cxtraction factor (%]

Furface arca of hands [cm']

Frequency of hand to mouth [cventzth]
Fystemic exposurs [mgld]

Eystemic exposure [(mglkg bw x d)

% A0EL

Dirift percentags [X] [#<= tablc]
Dizlodgeable residuss percentage [X]
Ingestion rate For mouthing graz=dday [(cm']
Egstemic exposure [(mgtd]

EFystemic exposure [ma'kg bw x d)

% A0EL

= S A I

Total systemic exposure [mg a.s4'd)

Total systemic exposure [mg a.s kg bw x d
% AO0EL

Entry inko kreated cropz T5kh percentils
DOFR [paf(cm' = kg 2.2 x ha]]

Transzfer cocfFicient

Timing exposure [hours]

Dose rate (kg ai.tha)
Dermal absorprion (%]
Egstemic exposure: [mg
Fystemic exposure [mg
% A0EL

d]
kg bw x d]

a.sd
.z

d exposure T5th percentile

0ATAGES
15
Lalululul Iy
00472
0.ooT
00453
00043
6351

1.07
o.oar
Lalulu}july
1523

00200
2.3

=

2E00

2

noGd
0.00TESS2
0.000TESS
034

S0.00
20,00

a.50
00035145
00003145
4.50

230

20

25
OLOE56S
00001657
2.37T

001246350
0001246535
17.50

ez
25453
0.25
2.001

000505
000051
T.23
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Resident child exposure mean

Formulation [liquid = 1, solid = 2] 1

Dose rate ai (afha) 200

‘wWater wolume [Liha) 200

Concentration [(ma a.ifmlL] 10,005

MAF 1

Drift reduction (0.5 or 1) 05

Dermal absorption [3<) B4

DFR [paflcm®z kg a.s. % ha)) ez

Wapour pressure (Pa) 0.00079

Oral absorption (3] vz

SOEL (Mg a.ifkg b s d) 0.007

Spraydriftmean

Dermal exposure [mliperson) [see table 0.1z

Light clothing adjustment factor 2] 18

Inhalation exposure [mbLiperson) [see ta 000014

Systemic dermal exposure (Mg ailpersc 00315

Systemic inhalation exposure (Mg a.ifpe 00014

Total systemic exposure (Mg aifperson 0.0323044
Total systemic exposure (Mg a.ifkg bw) 00032304
> ADEL 47.1

Wapour concentration [pafm®) 1
Ayerage breathing rate (m*fd x ka) 107
Systemic exposure via inhalation (madd) .oy
Systemic exposure viainhalation (mgdéd : 00007
% ADEL 15.29

1

2

Application rate [mgfcm?) 00200
Dirift percentage [24] [see table] 18
Turk transferable residues [34) 5
Transfer coefficient [cm®h) 2600
Duration of exposure [h) 2
Dermal absorption [2£] 0054
Systemic exposure [magld]) 00053334
Systemic exposure [mafkg bw x d) 00005393
> AOEL 8.56
Saliva extraction Factor (3] 50,00
Swrface area of hands [em?®) 20,00
Frequency of hand to mouth [eventsih) 9.50
Systemic exposure [magld] 0.00Z464
Systemic exposure [mafkg bw x d) 00002464
> AOEL 352
Dirifr percentage [24] [see table) 180
Dizlodge able residues percentage ) 20
Ingestion rate For mouthing grassiday (¢ 25
Systemic exposure [magld] 0LODIZIEES
Systemic exposure [mafkg bw x d) 000012366
> AOEL 185
Total sprfece FEmaol SR

Total systemic exposure (Mg a.s4d) 0.00a7e3T
Total systemic exposure (Mg a.s/kg bw 00003754
> ADEL 1392

Even if the correction factor for children of 0.3 would not be applied, the risk for the active substance
prosulfcarb is still acceptable using the same mitigation measures.

In summary:
% AOEL
Spray drift Vapour Surface deposit |Entry into treated crops Total
Resident adult 75th percentile 15.22 3.29 5.12 4.02
Resident adult mean 7.87 3.29 4.01 3.12 18.28
Resident child 75th percentile 69.81 15.29 17.80 24.09
Resident child mean 47.01 15.29 13.93 18.75 94.97

Moreover, the worker exposure study was performed at BBCH 25-26 at a dose rate of 3.8 — 4 kg prosul-
focarb/ha, while GLOB1817H is applied at BBCH 10-14 at a dose rate of 2 kg prosulfocarb/ha. Therefore
the values derived from this study are considered conservative for GLOB1817H.
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6.6.4.2 Measurement of resident and/or bystander exposure

Since the resident and/or bystander exposure estimations carried out indicated that the acceptable operator
exposure level (AOEL) for prosulfocarb, diflufenican, halauxifen-methyl and cloquintocet-mexyl will not
be exceeded under conditions of intended uses and considering above mentioned risk mitigation measures,
a study to provide measurements of resident/bystander exposure was not necessary and was therefore not
performed.

ZRMS:

The exposure estimation of resident (adult and child) to Prosulfocarb, an active substance of Eledura
(GLOB1817H), applied on a field of cereals (BBCH10-14) at maximal dose of 3.0 L product/ha (2.001 kg
a.s./ha) as foreseen in GAP, using tractor-mounted/trailed boom sprayer, calculated with the EFSA AOEM
demonstrates that such a exposure for adult and child resident, , assuming standard DFR and TC, amounted
568.07 % to 205.40% of respective AOEL. However when empirical DFR of 0.62 pg/cm?kg a.s./ha and
TC of 601 cm?/person/h and drift reduction technology (50% ) and 5 m buffer strip were taken into account
in calculation the exposure amounted to 81.34 % of AOEL for child resident and 18.00 % of AOEL for
adult resident, thus not causing an unacceptable risk

The exposure estimation of resident (adult and child) to Diflufenican, an active substance of Eledura
(GLOB1817H), applied on a field of cereals (BBCH10-14), at maximal dose of 3.0 L product/ha (0.042 kg
a.s./ha) as foreseen in GAP, using tractor-mounted/trailed boom sprayer and drift reduction technology
(50%), assuming dermal absorption of 58% and 5 m buffer strip, calculated with the EFSA AOEM demon-
strates that such a exposure for adult and child resident, , assuming standard DFR and TC, amounted
respectively 1.98 % and 4.55% % of AOEL. In case the 70% dermal absorption was taken as a default
value of EU Dermal Absorption Guidance the child resident exposure amounted to 6.02% of AOEL and
adult resident exposure to 2.49% of AOEL. In both cases the exposure of residents was not causing an
unacceptable risk.

The exposure estimation of resident (adult and child) to Halauxifen-methyl , an active substance of Eledura
(GLOB1817H), applied on a field of cereals (BBCH10-14), at maximal dose of 3.0 L product/ha (0.00399
kg a.s./ha) as foreseen in GAP, using tractor-mounted/trailed boom sprayer and drift reduction technology
(50%) and 5 m buffer strip, calculated with the EFSA AOEM demonstrates that such a exposure for adult
and child resident, , assuming standard DFR and TC, amounted respectively 0.78 % and 2.62 % % of
AOEL, thus not causing an unacceptable risk.

The exposure estimation of resident (adult and child) to Cloquintocet-mexyl, a safener of Eledura
(GLOB1817H), applied on a field of cereals (BBCH10-14), at maximal dose of 3.0 L product/ha (0.00399
kg safnerha) as foreseen in GAP, using tractor-mounted/trailed boom sprayer and drift reduction technol-
ogy (50%) and 5 m buffer strip, calculated with the EFSA AOEM demonstrates that such a exposure for
adult and child resident, assuming standard DFR and TC, amounted respectively 0.91 % and 3.04 % of
AOEL proposed by the applicant. Cloquintocet-mexyl, does not have AOEL set up in European Union, and
in Poland the safeners are not considered as the active substances of the plant protection product , therefore
the assessment of risk of worker to safeners is not required.

Summing up application of a product Eledura (GLOB1817H), on a field of cereals (BBCH10-14), at max-
imal dose of 3.0 L product/ha, using tractor-mounted/trailed boom sprayer and drift reduction technology
(50%) and 5 m buffer strip in line with GAP does not pose an unacceptable health risk for residents and
bystanders.
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Additional calculations ( presented above) using the TC values specific for residents calculated based on
the data from the worker exposure study in the draft RAR of prosulfocarb (Volume 3 -B6 (CP)) demonstrate
that the exposure of adult and child residents due to application of a product Eledura (GLOB1817H), on a
field of cereals (BBCH10-14), at maximal dose of 3.0 L product/ha, using tractor-mounted/trailed boom
sprayer and drift reduction technology (50%) and 5 m buffer strip in line with GAP is below AOEL for
Prosulfocarb and it does not pose an unacceptable risk for adult and child residents.

6.6.5 Combined exposure

The product is a mixture of three active substances and a safener.

6.6.5.1 Exposure assessment of prosulfocarb, diflufenican, halauxifen-methyl and
cloguintocet-mexyl in GLOB1817H

Note: The combined toxicological effect of these active substances has not been investigated with regard
to repeated dose toxicity.

At the first tier, combined exposure is calculated as the sum of the component exposures without regard to
the mode of action or mechanism/target of toxicity. Initially, the individual Hazard Quotients (HQ) are
calculated for all active substances in the PPP by assessing the exposure according to appropriate models
and dividing the individual exposure levels by the respective systemic AOEL. This is equivalent to the
predicted exposure as % of systemic AOEL converted to decimal. The Hazard Index (HI) is the sum of the
individual HQs.

Table 6.6-11: Risk assessment from combined exposure (longer term exposure)
Application scenario Active ingredient Estimated exposure / AOEL
(HQ)
Operators — tractor mounted - Prosulfocarb 0.7534
Gloves during M/L and A Diflufenican 0.0262
Halauxifen-methyl 0.0102
Cloquintocet-mexyl 0.0119
Cumulative risk operators (HI) 0.8017
Workers — inspection, irrigation | Prosulfocarb 0.2272
Diflufenican 0.031
Halauxifen-methyl 0.0067
Cloquintocet-mexyl 0.0078
Cumulative risk workers (HI) 0.2727
Resident — child — 5 m buffer + | Prosulfocarb
50% DRT Drift 0.6981
Vapour 0.1529
Deposits 0.178
Re-entry 0.0511

Sum of all pathways 0.8134
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Application scenario Active ingredient Estimated exposure / AOEL
(HQ)

Diflufenican
Drift 0.0099
Vapour 0.0097
Deposits 0.0007
Re-entry 0.0374
Sum of all pathways 0.0455
Halauxifen-methyl
Drift 0.0022
Vapour 0.0184
Deposits 0.0002
Re-entry 0.0081
Sum of all pathways 0.0262
Cloquintocet-mexyl
Drift 0.0025
Vapour 0.0214
Deposits 0.0002
Re-entry 0.0094
Sum of all pathways 0.0304
Cumulative risk resident — child (HI)
Drift 0.7127
Vapour 0.2024
Deposits 0.1791
Re-entry 0.106
Sum of all pathways 0.9155

Resident — adult - 5 m buffer + | Prosulfocarb

50% DRT Drift 0.1522
Vapour 0.0329
Deposits 0.0512
Re-entry 0.0284
Sum of all pathways 0.18
Diflufenican
Drift 0.0018
Vapour 0.0021
Deposits 0.0003
Re-entry 0.0208
Sum of all pathways 0.0198
Halauxifen-methyl
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Application scenario

Active ingredient Estimated exposure / AOEL
(HQ)
Drift 0.0004
Vapour 0.004
Deposits 0.0001
Re-entry 0.0045
Sum of all pathways 0.0078
Cloquintocet-mexyl
Drift 0.0005
Vapour 0.0046
Deposits 0.0001
Re-entry 0.0052
Sum of all pathways 0.0091
Cumulative risk resident — adult (HI)
Drift 0.1549
Vapour 0.0436
Deposits 0.0517
Re-entry 0.0589
Sum of all pathways 0.2167

The Hazard Index is < 1. Thus, combined exposure to all active substances in GLOB1817H is not expected
to present a risk for operators, workers, residents and bystanders. No further refinement of the assessment

is required.

ZRMS:

Since an hazard Index for operators, workers and residents is < 1, the combined exposure to all active
substances in Eledura (GLOB1817H) is not expected to present a risk for operators, workers, bystanders
and residents when applied in accordance with GAP. No further refinement of the assessment is required.
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.

MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

20200147

Innovative Environmental Services (IES) Ltd.
GLP

Unpublished

Title
Data Compan)_/ Report No. Vertebrate
point Author(s) Year Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP 7.2 |XXXX. 2016 |Prosulfocarb: Measurement of Worker Exposure (Passive Dosimetery) during Typical Activities N Syngenta
Associated with Re-entry Scouting following application of an EC formulation containing 800 g/L Globachem
prosulfocarb) to Winter Wheat in Northern Europe access
RB424
Anadiag
GLP
Unpublished
KCP 7.3 | XXXX. 2020 |Prosulfocarb — In vitro percutaneous penetration of [14C]Prosulfocarb formulated as GLOB1817H N Globachem
through human skin membranes NV
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Title
Data Company Report No. Vertebrate
oint Author(s) Year Source (where different from company) study Owner
P GLP or GEP status Y/N
Published or not
None
The following tables are to be completed by MS
List of data submitted by the applicant and not relied on
Title
Data Company Report No. Vertebrate
oint Author(s) Year Source (where different from company) study Owner
P GLP or GEP status YIN
Published or not
KCP XX | Author YYYY |Title Y/N Owner
Company Report N
Source

GLP/non GLP/GEP/non GEP
Published/Unpublished
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List of data relied on not submitted by the applicant but necessary for evaluation

GLP/non GLP/GEP/non GEP
Published/Unpublished

Title
Data Compan)_/ Report No. Vertebrate
point Author(s) Year Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
KCP XX | Author YYYY |Title Y/N Owner
Company Report N
Source
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Appendix 2 Detailed evaluation of the studies relied upon

A2l Statement on bridging possibilities

Bridging was not performed.

A22 Acute oral toxicity (KCP 7.1.1)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).

A23 Acute percutaneous (dermal) toxicity (KCP 7.1.2)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).

A24 Acute inhalation toxicity (KCP 7.1.3)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).

A25 Skin irritation (KCP 7.1.4)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).

A 26 Eye irritation (KCP 7.1.5)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).

A27 Skin sensitisation (KCP 7.1.6)

No tests were performed on GLOB1817H in the interest of animal welfare. The assessments have been
conducted according to Regulation (EC) 1107/2009 (amended by Commission Regulation (EU) No
286/2011).
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A28 Supplementary studies for combinations of plant protection products (KCP
7.1.7

None.

A29 Data on co-formulants (KCP 7.4)

A29.1 Material safety data sheet for each co-formulant

Information regarding material safety data sheets of the co-formulants can be found in the confidential
dossier of this submission (Registration Report - Part C).

A29.2 Available toxicological data for each co-formulant
Available toxicological data for each co-formulant can be found in the confidential dossier of this submis-
sion (Registration Report - Part C).

A 210 Studies on dermal absorption (KCP 7.3)

A210.1 Study 1 - Prosulfocarb in GLOB1817H

Comments of zZRMS: | The study performed according to international guidelines and in GLP conditions
is acceptable .
The results of the study were used in line with recommendations of the EU Dermal
absorption guidelines (EFSA Journal 2017;15(6):4873) to derive the following der-
mal absorption values through human skin for assessment of dermal exposure:

- 3.0 % for the concentrated product and

- 6.4 % for the diluted product (1:133)

Reference KCP 7.3

Report Prosulfocarb — In vitro percutaneous penetration of [14C]Prosulfocarb
formulated as GLOB1817H through human skin membranes, XXXX., 2020,
20200147

Guideline(s) Yes, OECD 428, Council Regulation (EC) No 440/2008, Method B45

Deviations Yes, due to a low recovery (< 95%) at the low dose level the test was repeated

and an evaporation of the radiolabeled prosulfocarb during the experimental
phase was trapped by a charcoal filter paper.

GLP Yes
Acceptability YES
Duplication No
(if vertebrate study)

Materials and methods
| Test material | Name (Lot/Batch No.) | XXV/43/A/1
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Test preparation spiking
Specific activity 7161 kBg/mg
Radiochemical purity 96.81%
Product Name (Lot/Batch No.) KS010420
Company code GLOB1817H
Concentration a.s. 667 g/L
Formulation type EC
Blank product Name (Lot/Batch No.) -
Concentration a.s. -
Test system
Diffusion cell Cell type dynamic
(if dynamic) Flow rate 3 mil/h
Exposed skin area 1 cm?
Cover open
Membrane Skin type dermatomed
Skin thickness range 400 um
Skin donors age 29-61
Skin donors sex m+f
Location abdomen + breast
Source ex vivo
Integrity test y
Receptor Receptor medium Phosphate buffered saline with 5% Volpo N20
Solubility in receptor medium y
Sample Time Exposure time 6h
Observation time 24 h
Sampling Sample intervals 1-2h
Washing post exposure + post observation
Final Procedure Tape stripping y
TS1-2 analysed separately y
Remarks:
Tested doses Concentrate Spray dilution 1
Target concentration [mg/ml] 667 5
Area dose [pg/cm?] 6670 50
Total dose [pg/cell] 6670 50
Specific activity [kBg/ml] 1529 565
No. of donors 4 7
No of cells used/valid cells 718" 13/13

“one cell was excluded due to a low recovery (< 90%)

Results and discussions

Table A 1: In-vitro dermal penetration of active substance formulated as product
GLOB1817H / Eledura through human skin - Recovery data
High dose Low dose

Dose group (Formulation (Spray dilution

concentrate) 1:133)
Target concentration [mg/mL] 667 5
Target dose [ng/cm?] 6670 50
Mean actual applied dose  [pg/cm?] 6659 50.7

Recovery [%] Recovery [%]

Mean ‘ S.D. Mean ‘ S.D.
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Dislodgeable dose

Skin washing after 6 + 24 h 94.41 4.23 83.67 7.66
Donor chamber wash 0.47 0.98 0.94 0.59
Dose associated to skin

Tape strips: 1%t sample, strips 1 + 2 0.70 0.55 9.27 5.74
Tape strips: 2™ sample; strips 3 — 10 0.19 0.22 0.57 0.43
Skin preparation 0.81 1.63 1.14 0.94
Absorbed dose

Receptor fluid 0.16 0.11 2.87 1.65
Receptor chamber wash 0.05 0.06 0.20 0.18
Total recovery* 96.79 2.26 98.66 2.25
Absoorption essgntial!y gomplete at end of stu_dy No No
E(;Z,it{;;r?)i?gﬁt;?qoglthln half the study duration) [30.26% + 11.20] [42.59% + 7.54]
If no:

Absorption estimates

= absoprbed dose + skin preparation + tape strips 121 1.96 4.78 2.61
sample 2)?

If yes:

Absorption estimates N/A N/A N/A N/A
= absorbed dose + skin preparation

Absorption estimate normalised®

Relevant absorption estimate* 3.005 6.383
Absorption estimates used for risk assessment® |3 6.4

5

Values may not calculate exactly due to rounding of figures
In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2017; 15(6):4873) the radioactivity
in the second tape-strip pool (3™ to n" tape strip) is considered potentially absorbable if less than 75% of the
absorption occurred in the first half of the study (see Table 7.6.2-1) Finally, the skin preparation is also considered

potentially absorbable.

According to the EFSA Guidance on Dermal Absorption, cells with insufficient recovery (< 95%) can be corrected

by normalisation of absorption estimate to 100% recovery; explanation should be included.
In accordance with the EFSA Guidance on Dermal Absorption, the standard deviation corrected for the number of

replicates was added to the mean% dermal penetration.
Relevant absorption estimate was rounded to the required number of significant figures.
N/A: not applicable

Conclusion/endpoint:

The dermal penetration of prosulfocarb formulated as GLOB1817H through human dermatomed skin was
determined in vitro. The amount of applied dose penetrating within 24 hours was determined to be 1.21 +
1.96 % (mean + standard deviation) and 4.78 + 2.67 % for the formulation concentrate and the 1:133 spray
dilution, respectively. The dermal penetration estimates to be used for risk assessment were set at 3% and
6.4% for the formulation concentrate and the 1:133 spray dilution based on the EFSA guidance criteria.

A211 Other/Special Studies



GLOB1817H / Eledura

Part B — Section 6 - Core Assessment

Applicant version

Appendix 3
A3.1

A311

Table A 2:
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Operator exposure for GLOB1817H outdoor spray applications

Operator exposure calculations (KCP 7.2.1.1)
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Application rate of active substance 2001 kgasitha Lommiete
Azsumed area treated 50 halday & dreaTreatod
Amount of active substance applied 10005 kgasiday L mepid &
Diermal abzorption of the product 3003 L Hdsonpfradct
Dermal abzorption of in-uze dilution 6 403 [ARLEE e
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indoiar ar Qutdoor application Outdoor
Application metkod Downward spraging
Application equipment ¥ehicle-mounted
Season not relevant
Ezposure values 1d exposul.eidag mikedland Ioa_ded Reference Comment
75" centile 95" centile
Hands 168340 E42414 AOER
Eody 90854 274530 AOEM
Head 5191 28470 AOER
= Protected hands [glowes) 630 19817 AOEM
= Frotected body [workwear ar
o protective garment and sturdy 1409 14632 AOEM
E Footwear]
E1 Prptected head [hood and Face 83 1512 ADEM
= shield]
=
Inhalation 15 32 AOEM
Frotective Equipment Select for inclusion| Penetration Factor| Inhalation Fratection Factor
Gloves [
Clothing ork. wear - arms, body and legs covered|el in ADEM model
Head and respiratory FPE [one 1 1
W ater zoluble bag T 1 |
g exposuretday applied
Exzposure values i . FReference Comment
75 centile 45" centile
Handz 14840 GGE5T AOEM
Eody 8297 42773 AOER
Head 392 1183 AOEM
o Protected hands [glowes) 517 5703 AOEM
E Protected body [workwear o
= protective garment and sturdy 228 558 ACEM
= footwear]
Inhalation 10 41 AOEM
Frotective Equipment Select Forinclusion| Penetration Factor| Inhalation Protection Factor
Gloves [
Clothing ork. wear - arms, body and legs covered|el in ADEM model
Head and respiratory FPE [one 1 1
Closed cab i1 oD
mounted
1. Total
Without RPE/FFPE With RPEIFFPE
Longer
term
Total systemic exposure from miting, loading and application [mg 94623977 6.2625906
a.sdday]
Total systemic exposure from miting, loading and application per
kg body weight [markg bewiday) 01577066 01043765
3 of RWMAS 2252 953 1491095
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Table A 13: Estimation of longer term operator exposure towards prosulfocarb according

to EFSA guidance, including input parameters — gloves M/L and A

Operator exposure for GLOB1817H outdoor spray applications

Application rate of active substance 2001 kgastha [ EE
Azzumed area treated 50 hatday g dreaTrosted
Amaunt of active substance applied 100,05 kg as=tday L dmownd S
Diermal absorption of the product 300 L ldronpfroduct
Diermal abzarption of in-uze dilution 6 40z L Adsarinere
Formulation type Soluble concentrates. emulsifiable concentrate, etc.
Indzar or Dutdoor application Outdoor
Application method Downward spraging
Application equipment ¥ehicle-mounted
Season not relevant
Ezposure values £d exposur_efdag mizeland Ioa.ded Feference Comment
75" centile 35" centile
Hands 168340 642414 ADER
Eiady 90854 274530 ADEM
Head 5191 28470 ADER
= Protected hands [gloves) 690 19817 ADEM
= Frotected body [workwear ar
= protective garment and sturdy 1409 14632 ADEM
E Footwear]
E‘l Prptected head [hood and Face 83 15z ACEM
= shield]
=
Inhalation 15 32 AOEM
Protective Equipment Select forinclusion| Fenetration Factor| Inhalation Protection Factor
Gloves Yeslel. in ADEM model
Clothing ok, wear - armez, body and legs covered|el. in ADEM model
Head and respiraton FPE [lorme 1 | 1
i ater soluble bag Mo 1 |
pa exposuredday applied
Ezposure values . i Reference Comment
75" centile 95" centile
Hands 14840 66857 ADEM
Biody 8297 42773 ADER
Head 392 182 ADEM
5 Protected hands [gloves] 517 5703 AOEM
E Protected body [warkwear ar
B protective garment and sturdy 228 558 AC0ER
= footwear]
Inhalation n 41 AOEM
Protective Equipment Select Forinclusion| Fenetration Factor| Inhalation Protection Factor
Gloves Yeslel. in ADEM model
Clothing ok, wear - armez, body and legs covered|el. in ADEM model
Head and respiraton FPE [lorme 1 1
Clazed cab Mo pehicle
mounted
1. Total
Without RPFEIFPFPE With RPE/FPFE
Longer
term
Total systemic exposure from miging, loading and application [mg 94EZZITT 0.3164238
a.s.tday]
Total systemic exposure from miging, loading and application per
kg buoody weight [mgfk.g betday) DS ZA0EE 0.0052737
*of BYhAS 2252 955 TH. 343
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A3.12 Calculations for Diflufenican

Table A 14: Estimation of longer term operator exposure towards diflufenican according

to EFSA guidance, including input parameters

Operator exposure for GLOB1817H outdoor spray applications

Application rate of active substance 0.042 kgaztha L lgmiate
Azzumed area treated 50 hatday g dreaTrosted
Amaunt of active substance applied 2.1 kg astday L dmownd S
Diermal absarption of the product 58003 L dbrorpBroduct
Dermal absorption of in-use dilution 58 003 £ drarivere
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indoor or Cutdoor application DOutdoor
Application method Downward spraging
Application equipment Yehicle-mounted
Seazon not relevant
Ezposure values pd expDSUfeFday mizediard Ioalded Reference Comment
75" centils 95" centile
Hands 8598 72 ADEM
BEiody G009 89349 AOEM
Head 109 598 ADEM
& Protected hands [gloves] 56 416 AOEM
F] Protected body (workwear or
= protective garment and sturdy 46 Jo07 ADER
E fotwear]
E Prptected head (hood and Face 2 24 A0EM
= shield]
=
Inhalation 5 29 ADEM
Protective Equipment Select borinclusion| Penstration Factor | Inhalation Pratection Factar
Gloves =]
Clathing fork. weear - armes, biody and legs covered|zl. in ADERM model
Head and respiratony PPE [one 1 1
‘wiater soluble bag (=] 1 |
pg exposuredday applied
Ezposure values . § Feference Comment
75" centile 95" centile
Hand= n 3946 AOEM
Eiady 174 898 ADEM
Head E 25 AOEM
£ Protected hands [gloves) 63 3634 ADEM
E Frotected body [workwear ar
= protective garment and sturdy 5 12 ADEM
2— Footwear]
Inhalation 2 4 ADEM
Protective Equipment Select borinclusion| Penetration Factor| Inhalation Pratection Factor
Gloves =]
Clathing fork. weear - armes, biody and legs covered|zl. in ADERM model
Head and respiratony PPE [one 1 1
Closed cab Mo pehicle
mounted
1. Total
Without RPEIPPE With RPE/IPPE
Longer
term
Total systemic expazure from mizing, loading and application [ma
8.8282112 5. 2711551
FERLET|
Total systemic expazure from miging, leading and application per
ki3 by weight [mafk.g butday) 0.1471363 00878526
»of FviNAS 133,765 TI.87x
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Table A 15: Estimation of longer term operator exposure towards diflufenican according

to EFSA guidance, including input parameters — gloves

Operator exposure for GLOB1817H outdoor spray applications

Application rate of active substance 0.042 kgaztha L lgmiate
Azzumed area treated 50 hatday g dreaTrosted
Amaunt of active substance applied 2.1 kg astday L dmownd S
Diermal absorption of the product 58003 L ldronpfroduct
Diermal abzarption of in-uze dilution 58003 L Adsarinere
Formulation type Soluble concentrates. emulsifiable concentrate, etc.
Indzar or Dutdoor application Outdoor
Application method Downward spraging
Application equipment ¥ehicle-mounted
Season not relevant
Ezposure values £d exposur_efdag mizeland Ioa.ded Feference Comment
75" centile 35" centile
Hands 8598 nnz ADER
Eiady 6009 89349 ADEM
Head 109 598 ADER
= Protected hands [gloves) 56 416 ADEM
= Frotected body [workwear ar
= protective garment and sturdy 46 307 ADEM
E Footwear]
E‘l Prptected head [hood and Face 2 14 ACEM
= shield]
=
Inhalation L 23 AOEM
Protective Equipment Select forinclusion| Fenetration Factor| Inhalation Protection Factor
Gloves Yeslel. in ADEM model
Clothing ok, wear - armez, body and legs covered|el. in ADEM model
Head and respiraton FPE [lorme 1 1
i ater soluble bag Mo 1 |
pa exposuredday applied
Ezposure values . i Reference Comment
75" centile 95" centile
Hands 3 J946 ADEM
Biody 174 898 ADER
Head i 25 ADEM
5 Protected hands [gloves] 63 3634 AOEM
E Protected body [warkwear ar
B protective garment and sturdy 5 12 ADER
= footwear]
Inhalation 2 4 AOEM
Protective Equipment Select Forinclusion| Fenetration Factor| Inhalation Protection Factor
Gloves Yeslel. in ADEM model
Clothing ok, wear - armez, body and legs covered|el. in ADEM model
Head and respiraton FPE [lorme 1 1
Clazed cab Mo pehicle
mounted
1. Total
Without RPFEIFPFPE With RPE/FPFE
Longer
term
Total systemic exposure from miging, loading and application [mg 8.8282113 01726059
a.s.tday]
Total systemic exposure from miging, loading and application per
kg biody weight [mafk g bwiday] 0.M71363 00028768
*of BYhAS 133.76% 2623
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A3.13 Calculations for Halauxifen-methyl

Table A 16: Estimation of longer term operator exposure towards halauxifen-methyl ac-

cording to EFSA guidance, including input parameters

Operator exposure for GLOB1317H outdoor spray applications

Application rate of active substance 0.00399 kgaszdha L meTate
Azsumed area treated 50 halday & dreaTreatod
Amount of active substance applied 01995 kgasiday L mepid &
Dermal absorption of the product F0.00z2 LM ronplrodct
Dermal absorption of in-use dilution F0.00z2 LM droriure
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indovor or Outdoor application Outdoor
Application metkod Downward spraying
Application equipment Yehicle-mounted
Season not relevant
Exzposure values #d exposurlefdag mikedtand Ioa.ded FReference Comment
75" centile 95" centils
Handz 1404 5072 AOEM
Eody 1143 45092 AOER
Head 10 57 AOEM
[ Protected hands [glowes) 12 40 AOEM
B Frotected body [workwear or
Z protective garment and sturdy & 23 ADEM
E footwear)
E F'rf:hte-:ted head (hood and Face 0 2 A0EM
= shield)
=
Inhalation 2 28 AOEM
Protective Equipment Select for inclusion| Penetration Factor| Inhalation Pratection Factar
Glowes o
Clathing fork. wear - arms, body and legs covered|el. in ADEM model
Head and respiratory PPE [done 1 [ 1
Wwhater soluble bag [ [=] 1 |
pg exposuretday applied
Ezposure values § . Reference Comment
75" centile 95" centile
Hands 30 T04 AOER
Eody 17 85 AOEM
Head 1 2 AOER
g Protected hands [glowes) 18 2762 AOEM
E Frotected body [workwear ar
3 protective garment and sturdy ] 1 AOEM
2— Footwear]
Inhalation ] 1 AOEM
Protective Equipment Select Forinclusion| Penetration Factar| Inhalation Pratection Factar
Glowes o
Clathing fork. wear - arms, body and legs covered|el. in ADEM model
Head and respiratory PPE [done 1 1
Closed cab 0] uehicle
mounted
1. Total
Without RPE/IPPE With RPEIPPE
Longer
rerm
Total zystemic exposure from mixing, loading and application [mg
18299442 10185171
a.zdday]
Total zystemic exposure from miting, loading and application per
k.a body weight [martkg buiday) 0.0304331 00169753
% of RWMNAS 52.58x 2927
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Table A 17: Estimation of longer term operator exposure towards halauxifen-methyl ac-

cording to EFSA guidance, including input parameters — gloves

Operator exposure for GLOB1317H outdoor spray applications

Application rate of active substance 0.00399 kgaszdha L meTate
Azsumed area treated 50 halday & dreaTreatod
Amount of active substance applied 01995 kgasiday L mepid &
Dermal absorption of the product F0.00z2 LM ronplrodct
Dermal absorption of in-use dilution F0.00z2 LM droriure
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indovor or Outdoor application Outdoor
Application metkod Downward spraying
Application equipment Yehicle-mounted
Season not relevant
Exzposure values #d exposurlefdag mikedtand Ioa.ded FReference Comment
75" centile 95" centils
Handz 1404 5072 AOEM
Eody 1143 45092 AOER
Head 10 57 AOEM
[ Protected hands [glowes) 12 40 AOEM
B Frotected body [workwear or
Z protective garment and sturdy & 23 ADEM
E footwear)
E F'rf:hte-:ted head (hood and Face 0 2 A0EM
= shield)
=
Inhalation 2 28 AOEM
Protective Equipment Select for inclusion| Penetration Factor| Inhalation Pratection Factar
Glowes Yes|el. in AOEM model
Clathing fork. wear - arms, body and legs covered|el. in ADEM model
Head and respiratory PPE [done 1 [ 1
Wwhater soluble bag [ [=] 1 |
pg exposuretday applied
Ezposure values § . Reference Comment
75" centile 95" centile
Hands 30 T04 AOER
Eody 17 85 AOEM
Head 1 2 AOER
g Protected hands [glowes) 18 2762 AOEM
E Frotected body [workwear ar
3 protective garment and sturdy ] 1 AOEM
2— Footwear]
Inhalation ] 1 AOEM
Protective Equipment Select Forinclusion| Penetration Factar| Inhalation Pratection Factar
Glowes Yes|el. in AOEM model
Clathing fork. wear - arms, body and legs covered|el. in ADEM model
Head and respiratory PPE [done 1 1
Closed cab 0] rehicle
mounted
1. Total
Without RPE/IPPE With RPEIPPE
Longer
rerm
Total zystemic exposure from mixing, loading and application [mg 18299442 0.0256522
a.zdday]
Total zystemic exposure from miting, loading and application per
k.a body weight [martkg buiday) 0.0304331 00005342
% of RWMNAS 52.58x 1022
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A3.14 Calculations for Cloquintocet-mexyl

Table A 18: Estimation of longer term operator exposure towards cloquintocet-mexyl ac-

cording to EFSA guidance, including input parameters

Operator exposure for GLOB1317H outdoor spray applications

Application rate of active substance 0.00399 kgaszdha L meTate
Azzumed area treated 50 hatday a4 dreaTreated
Amount of active substance applied 01995 kgasiday Lo 5
Dermal absorption of the product T0.005 L bsonpfroact
Dermal absorption of in-use dilution F0.00z2 LM droriure
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indovor or Outdoor application Outdoor
Application metkod Downward spraying
Application equipment Yehicle-mounted
Season not relevant
Exzposure values #d exposurlefdag mikedtand Ioa.ded FReference Comment
75" centile 95" centils
Handz 1404 5072 AOEM
Body 1143 45092 AOEM
Head 10 57 AOEM
[ Protected hands [glowes) 12 40 AOEM
B Frotected body [workwear or
Z protective garment and sturdy & 23 ADEM
E footwear)
= F'rf:hte-:ted head (hood and Face 0 2 A0EM
= shield)
=
Inhalation 2 28 AOEM
Protective Equipment Select for inclusion| Penetration Factor| Inhalation Pratection Factar
Glowes o
Clathing fork. wear - arms, body and legs covered|el. in ADEM model
Head and respiratory PPE [done 1 1
Wwhater soluble bag [ [=] 1 |
pg exposuretday applied
Ezposure values § . Reference Comment
75" centile 95" centile
Hands 30 o4 AOEM
Eody 17 85 AOEM
Head 1 2 AOEM
g Protected hands [glowes) 18 2762 AOEM
E Frotected body [workwear ar
3 protective garment and sturdy ] 1 AOEM
2— Footwear]
Inhalation ] 1 AOEM
Protective Equipment Select Forinclusion| Penetration Factor| Inhalation Protection Factar
Glowes Mo | =
Clathing fork. wear - arms, body and legs covered[el. in ADEM model
Head and respiratory PPE [done 1 1
Closed cab 0] rehicle
mounted
1. Total
Without RPE/IPPE With RPEIPPE
Longer
rerm
Total zystemic exposure from mixing, loading and application [mg
18299442 10185171
a.zdday]
Total zystemic exposure from miting, loading and application per
k.a body weight [martkg buiday) 0.0304331 00169753
% of RWMNAS 61003 33.953x
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Table A 19: Estimation of longer term operator exposure towards cloquintocet-mexyl ac-

cording to EFSA guidance, including input parameters — gloves

Operator exposure for GLOB1817H outdoor spray applications

Application rate of active substance 000393 kgasitha Lommiete
Azzumed area treated 50 hatday a4 dreaTreatsd
Amount of active substance applied 01995 kgasiday Lo 5
Diermal abzorption of the product T0.003 L Hdsonpfradct
Dermal abzorption of in-uze dilution F0.00zz [ARLEE e
Formulation type Soluble concentrates, emulsifiable concentrate, etc.
Indoiar ar Qutdoor application Outdoor
Application metkod Downward spraging
Application equipment ¥ehicle-mounted
Season not relevant
Ezposure values 1d exposul.eidag mikedland Ioa_ded Reference Comment
75" centile 95" centile
Hands 1404 5072 AOER
Eody 1142 45092 AOEM
Head 10 57 AOER
= Protected hands [glowes) 12 40 AOEM
= Frotected body [workwear ar
o protective garment and sturdy & 29 AOEM
E Footwear]
E1 Prptected head [hood and Face 0 2 ADEM
= shield]
=
Inhalation 2 28 AOEM
Frotective Equipment Select for inclusion| Penetration Factor| Inhalation Fratection Factor
Gloves ‘Yes[el. in ADEM model
Clothing ork. wear - arms, body and legs covered|el in ADEM model
Head and respiratory FPE [one 1 [ 1
W ater zoluble bag T 1 |
g exposuretday applied
Exzposure values i . FReference Comment
75 centile 45" centile
Handz 30 TO4 AOEM
Eody 17 85 AOER
Head 1 2 AOEM
o Protected hands [glowes) 18 2762 AOEM
E Protected body [workwear o
= protective garment and sturdy L] 1 ADEM
= footwear]
Inhalation L] 1 AOEM
Frotective Equipment Select Forinclusion| Penetration Factor| Inhalation Protection Factor
Gloves ‘leg in ADEM model
Clothing ork. wear - arms, body and legs covered|el in ADEM model
Head and respiratory FPE [one 1 1
Closed cab i1 oD
mounted
1. Total
Without RPE/FFPE With RPEIFFPE
Longer
term
Total systemic exposure from miting, loading and application [mg 18799443 0.0356522
a.sdday]
Total systemic exposure from miting, loading and application per
kg body weight [madkg bedday) (O R 0.0005342
3 of RWMAS 61005 119
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A3.2 Worker exposure calculations (KCP 7.2.3.1)

A321 Calculations for Prosulfocarb

Table A 20: Estimation of longer term worker exposure towards prosulfocarb according to
EFSA guidance, including input parameters

Worker exposure from residues on foliage for GLOB1817H

Crop type Cereals
Indoor or outdoor Outdoor
Application method Downward spraying
Application equipment Vehicle-mounted
Worker's task Inspection, irrigation
Main body parts in contact with foliage Hand and body
Application rate of active substance 2.001 kgas.tha { AppRate
Number of applications 1 L Appho
Interval between multiple applications 365 days _Appint
Half-life of active substance 30 days d_HalfiifeAS
Multiple application factor 1.0 d_MAF
Dermal absorption of the product 3.00% {_AbsorpProduct
Dermal absorption of the in-use dilution 6.40% i_Absorpinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 6.003 |,.|.ga.5.,-"cm2 d_DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 cmz,-"hr d_DermTcUCV
Dermal transfer coefficient - arms, body and legs covered 1400 cmz,-"hr o _DermTcCV1
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment cn‘lz,-"hr d_DermTcCV2
Inhalation transfer coefficient for automated applications MNA hafhr*104-3) d_InhalTcAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr*104{-3) d_inhalTcCut
Inhalation transfer coefficient for sorting / bundling ornamentals MNA ha/hr*104-3) d_InhalTcSort
1. Total
. Work wear - arms, body and legs .
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 9.6048000 1.0757376 no TC available for this assessment
Total systemic exposure per kg body weight
. . 0.1600800 0.0179290
{mg/kg bw/day)
% of RWNAS 2286.86% 256.13%
Table A 21: Estimation of longer term worker exposure towards prosulfocarb according to

EFSA guidance, including input parameters — refined DFR and TC

Worker exposure

DFR 0.62
TC 001
T 2
Dosis 2.001
Dermal absorption (%) 6.4
PDE (mg a.s./d) 1.491
Systemic exposure (mg a.s./d) 0.09544
Worker exposure (mg a.s./kg bw x d) 0.00159
AOEL 0.007

% AOEL 22.72
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A3.22

Table A 22:

Calculations for Diflufenican

EFSA guidance, including input parameters

Worker exposure from residues on foliage for GLOB1817H

Estimation of longer term worker exposure towards diflufenican according to

Crop type
Indoor or outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Cereals

Outdoor

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body

Application rate of active substance 0.042 kg a.s./ha i_AppRate
Number of applications 1 i_AppNo
Interval between multiple applications 365 days i_Appint
Half-life of active substance o_HaifiifeAS
Multiple application factor d_MAF
Dermal absorption of the product i_AbsorpProduct
Dermal absorption of the in-use dilution i_Absorpinuse
Dislodgeable foliar residue (i_AppRate®i_DFR) 0.126 pg a.s./cm® d_DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 cm?/hr d_DermTeUCV
Dermal transfer coefficient - arms, body and legs covered 1400 ¢m?/hr d_DermTeCV1
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment ¢m?/hr d_DermTeCv2
Inhalation transfer coefficient for automated applications NA ha/hr*104(-3) d_inhaiTcAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr*104(-3) d_inhaiTeCut
Inhalation transfer coefficient for sorting / bundling ornamentals NA ha/hr*10°(-3) d_inhalTcSort
1. Total
) Work wear - arms, body and legs .
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 1.8270000 0.2046240 no TC available for this assessment
Total systemic ?xpasure per kg body weight T e
{mg/kg bw/day)
% of RVNAS 27.68% 3.10%

A3.23

Table A 23:

Calculations for Halauxifen-methyl

cording to EFSA guidance, including input parameters

Worker exposure from residues on foliage for GLOB1817H

Estimation of longer term worker exposure towards halauxifen-methyl ac-

Crop type

Indoor or outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Cereals

OQutdoor

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body

Application rate of active substance 0.00299 kg a.s./ha i_AppRate
Number of applications 1 i_AppNo
Interval between multiple applications 365 days i_Appint
Half-life of active substance 30 days d_Halflifeds
Multiple application factor 1.0 d_MAF
Dermal absorption of the product 70.00% i_AbsorpProduct
Dermal absorption of the in-use dilution 70.00% i_Absorpinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0.01197 pg a.s.fem* d_DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 cm?fhr d_DermTelCV
Dermal transfer coefficient - arms, body and legs covered 1400 cm?fhr d_DermTeCvi
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment ¢m?fhr d_DermTeCv2
Inhalation transfer coefficient for automated applications NA hafhr*10~(-3) d_inhaiTeAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr=10°(-3) d_InhaiTeCut
Inhalation transfer coefficient for sorting / bundling ornamentals NA ha/hr*10°(-3) d_inhaiTeSort
1. Total
. Work wear - arms, body and legs .
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 0.2094750 0.0234612 no TC available for this assessment
Total systemic gxposure per kg body weight T OOTTEE
(mg/kg bw/day)
% of RVNAS 6.02% 0.67%
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A3.24

Table A 24:

Calculations for Cloquintocet-mexyl

cording to EFSA guidance, including input parameters

Worker exposure from residues on foliage for GLOB1817H

Estimation of longer term worker exposure towards cloquintocet-mexyl ac-

Crop type
Indoor or outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Cereals

Outdoor

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body

Application rate of active substance 0.00329 kg a.s./ha i_AppRate
Number of applications 1 i_AppNo
Interval between multiple applications 365 days L_Appint
Half-life of active substance 30 days d_HalflifeAS
Multiple application factor 1.0 d_MAF
Dermal absorption of the product 70.00% i_AbsorpProduct
Dermal absorption of the in-use dilution 70.00% i_Absorplnuse
Dislodgeable foliar residue {i_AppRate*i_DFR) 0.01197 pga.s.fcm® d_DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 em?/hr d_DermTclCV
Dermal transfer coefficient - arms, body and legs covered 1400 em?/hr d_DermTeCv1
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment ¢m?/hr d_DermTecCV2
Inhalation transfer coefficient for automated applications NA ha/hr*104(-3) d_InhalTeAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr*104(-3) d_InhaiTeCut
Inhalation transfer coefficient for sorting / bundling ornamentals NA ha/hr*100(-3) d_InhaiTeSort
1. Total
) Work wear - arms, body and legs )
Potential exposure Working wear and gloves Comments
covered
Total systemic exposure (mg a.s./day) 0.2094750 0.0234612 no TC available for this assessment
Total systemic exposure per kg body weight e DTS
{mg/kg bw/day)
% of RVNAS 6.98% 0.78%

A33

A331

Calculations for Prosulfocarb

Resident and bystander exposure calculations (KCP 7.2.2.1)
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Table A 25: Estimation of longer term resident exposure towards prosulfocarb according

to EFSA guidance, including input parameters

Resident exposure for GLOB1817H

Croptype Cereals

Application method jard spraying

Application equipment Vehicle-mounted _AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_FormVal
Buffer strip 23m {_Bufer
Application rate of the product 2.001 kg a.s./ha i_AppRate
Cuntfzntr_atlun of active substance (in-use dilution for liquid 2001 g as o Concas
applications)

Dermal absorption of product 3.00% _AbsorpProduct
Dermal absorption of in-use dilution 6.40% _Absorpinuse
Cral absorption 72.00% i_AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 6.003 pg a.s.fem® d_DFR
Vapour pressure of in-use dilution B ' pa i Velat
Concentration in air 0.001 me/m’ d_AirCon
Resident dermal spray drift exposure 75th percentile - adult 0.47 ml spray dilution/person

Resident dermal spray drift exposure 75th percentile - child 0.327 mi spray dilution/person

Resident inhal. spray drift exposure 75th percentile - adult 0.00010 ml spray dilution/person

Resident inhal. spray drift exposure 75th percentile - child 0.00022 ml spray dilution/person

Reszident dermal spray drift exposure mean - adult 0.22318 ml spray dilution/person

Resident dermal spray drift exposure mean - child 0.18 ml spray dilution/person

Resident inhal. spray drift exposure mean - adult 0.00009 ml spray dilution/person

Resident inhal. spray drift exposure mean - child 0.00017 ml spray dilution/person

Exposure duration dermal 2 hours d_ReExpDur

Exposure duration inhalation 24 hours d_ReExpDurinhal
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 m’fday/ke d_BregthRAd
Breathing rate child (1-3 year old) 1.07 ms_.-‘da\.-_.-fkg d_BreathRCh
Drift percentage on surface (75th percentile) 5.60%

Drift percentage on surface (mean) 4.10%

Turf transferable residues percentage 5.00% o_Turf
Transfer coeff. of surface deposits-adult 7300 cma_fhaur d_ReTCAd
Transfer coeff. of surface deposits-child (1-3 year old) 2600 Emi_fhnur d_ReTCCh
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 em® d_AreaHM
Frequency of hand to mouth activity 9.5 events/hour o_ReFreqHid
Ingestion rate for mouthing of grass per day 25 em® d_MouthGrass
Dislodgeable residues percentage transferability for object

to mouth 20.00% d_DRP
Transfer coefficient for entry into treated crops (75th percentil 7500 cma_fh d_TcEntryAd
Transfer coefficient for entry into treated crops (75th percentils 2250 cm®/h d_TeEntryCh
Transfer coefficient for entry into treated crops (mean) - adult 5980 cm®/h d_TcEntrydd
Transfer coefficient for entry into treated crops (mean) - child 1794 cm®/h d_TcEntryCh

1. Total

1.1 1-3 year old child

Spray drift (75th percentile) Vapour (75th percentile)

Entry into treated

Surface d its (75th til
CERTIEE RIS, crops (75th percentile)

All pathways (mean)

Total systemic

. 0.3477930 0.0107000 0.0303448 0.2161080 0.3976510
exposure (mg a s fday)
TOTdT SYSTETTIT
exposure per kg body 0.0347793 0.0010700 0.0030345 0.0216108 0.0397651
% of RVNAS 496.85% 15.29% 43.35% 308.73% 568.07%
1.2 Adult
Spray drift Vapour Surface deposits ey Icn’l‘;)nlsrealed All pathways (mean)

Total systemic

b 0.4955597 0.0138000 0.0523526 0.7203600 0.8626643
exposure (mg a.s./day)
TOTET SYSTETTT
exposure per kg body 0.0082593 0.0002300 0.0008725 0.0120060 0.0143777

e

% of RVNAS 117.99% 3.29% 12.46% 171.51% 205.40%
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Table A 26: Estimation of longer term resident exposure towards prosulfocarb according

to EFSA guidance, including input parameters - refined

Resident adult exposure 75th percentile

Farmulation (iquid = 1. salid = 2) 1
Oazerate a0 (glha) 2001
‘water volume [Likhal 200
Concentration [mg a.i./mL) 10,005
MAF 1
Dt reduction (0.5 ar 1) 0s
Dermal absorption (3] 6.4
OFR (pallem® s kg a.s. xhall 062
\apour pressure [Pa) 0.00073
Oral absarption [>] Tz
AOEL (mg a.i.fkg bw = d) 0.007
Spray diift 75th percentile

Dermal esposure [mL!person) (see table) 0.z4
Light elathing adjustment factar (2] 18
Inkalation exposure (mLiperson) [see table 0.00003
Sustemic dermal exposure [mg a.ilperson] 0.0630
Sustemic inhalation exposure (mg a.ilpers 0.0003
Tatal sustemic exposure [mg a.ifperson) 0.0633
Tatal sustemic exposure [mg a.idkg bw) 0.0011
¥ AOEL 15.22
\apour

W apour concentration (pg'm’] 1
fwverage breathing rate [md x kg) 0.23
Sustemic esposure via inhalation [mgld) 0.0135
Sustemic esposure via inhalation [mgld  k 0.00023
¥ AOEL 3.23

Surface depoasits

Application rate [mglem?) 0.02001
Oiift percentage [ [see table] 23
Turf transferable residues (3] 5
Transfer coefficient [cmh) T300
Ouration of expasure [h] z
Dermal absorption (3] 0.064
Sustemic esposure [mgld) 0.0213013
Sustemic esposure [mglkg bw = d) 0.0003584
¥ AOEL 512

Entruinto treated crops Toth percentile

OFR (pallem® s kg a.s. xhall 062
Transfer coefficient [cmh) E01
Timing erposure [hours) 0.25
Dose rate (kg a.itha) 2.001
Dermal absorption (3] 6.4
Sustemic esposure [mg a.s./d) 0.012
Sustemic esposure [mg a.s.lkgbw « d) 0.00020

¥ AOEL 2.64
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Resident adult exposure mean
Formulation [liquid=1, salid= 2]
Dioze rate a.i [gtha)

‘wfater wolume [Liha)
Concentration [mg aifmL)
MaF

Dorift reduction (05 ar 1)

Diermial abzarption (2]

DOFF [paifcm® 2 kg a.5 2 ha))
‘Wapour pressure [Pa)

Oral absorption ]

AOEL [mgaitkgbwad)

Spray drift mean

Diermal exposure [mLlperson) [zee table
Light clothing adjustment Factor (3]
Inhalation exposure (mLlperson) [see ta
Systemic dermal exposure (Mg ai/persc
Systemic inhalation exposure (Mg ailpe
Total systemic expasure (Mg a.0.fperson
Total systemic expazure [mg a.0.0kg bw)
% AOEL

‘Wapour

‘Wapour concentration [paim?)

FAuerage breathing rate [mid @ ka)
Systemic exposure via inhalation [mgtd)
Systemic exposure wia inhalation [mgtd !
% AOEL

Surface deposits

Application rate [mglcm?)

Dorift percentage (3] [see table)
Turf transferable residuss (3]
Transfer coefficient [cmith]
Dration of exposure [h)

Diermial abzarption (2]

Systemic exposure (matd)
Systemic exposure (mgfkg bw » d)
% AOEL

Entryinto treated crops

DOFF [paifcm® 2 kg a.5 2 ha))

Transfer coefficient [cmith]

Timing exposure (hours)

Dioze rate (kg aitha)

Diermial abzarption (2]

Systemic exposure (Mg a.=.0d)
Systemic exposure (Mg a.s.fkg bw s d)
% AOEL

All pathways

Total systemic expasure [mg a.5.4d)
Total systemic expasure [mg .50k bw
*# A0EL

1

2001
200
10,005
1

05
G4
0.g2
0.00073
T2
0007

012273

L

0.0000:3
0032z
0,000
0.0330340
00005506
187

1

0.23
0.0
0.00023
3.2

0.02am

18

5

7300

2

0.064
00165276
00002205
4.0

0.g2
EM
0.25
2.0m
G4
ooz
0.000
284

007553
0.001260
12.00

Resident child exposure T5th percentile

Farmulation (liquid =1, solid= 2] 1
Dose rate a.i. (glha) 2001
‘water volume [Likhal 200
Concentration [mg a.i./mL) 10,005
MAF 1
Dt reduction (0.5 ar 1) 0.5
Dermal absorption (3] E.4
OFR (pallem® s kg a.s. xhall 0.62
\apour pressure [Pa) 0.00073
Oral absarption [>] T2
AOEL (mg a.i.fkg bw = d) 0.007
Sipray drift TSth percentile

Dermal expasure (mLiperson) (see table] 017365
Light clothing adjustment Factar (] 12
Inhalation expozure [(mLiperson] [zee table 0.00017
Systemic dermal erposure (mg a.ilperson) 0.0472
Suztemic inhalation exposure (mg a.i/pers 0.0017
Tatal sustemic erposurs (ma a.i/person] 0.0453
Total sustemic erposure (mg a.idkg bwl 0.0043
¥ BOEL £3.81
Wapour

Wapour concentration (pglm’] 1
fuverage breathing rate (md = kgl 107
Swystemic exposure via inhalation [mgld) 0.0107
Sustemic exposure via inhalation [mgld « k 0.00107

¥ AOEL

15.29
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Surface depasits

Application rate [mglem?) 0.02001
Oiift percentage [ [see table] 2.3
Turf transferable residues (3] 5
Transfer coefficient [cmh) 2600
Ouration of expasure [h] 2
Dermal absorption (3] 0.06d
Sustemic esposure [mgld) 0.0076552
Sustemic esposure [mglkg bw = d) 00007655
¥ AOEL 10.34
Hand i month agpasane

Saliva extraction factor (3] 50.00
Surface area of hands [cm®) 20,00
Frequency of hand to mouth [eventsih) 5,50
Sustemic esposure [mgld) 0003148
Sustemic esposure [mglkg bw = d) 00003145
¥ AOEL 4.50
Oiift percentage [ [see table] 2.30
Dislodgeable residues percentage [+) 20
Ingestion rate far mouthing grasstday (em’] 25
Sustemic esposure [mgld) 0.0016565
Sustemic esposure [mglkg bw = d) 0.0001657
¥ AOEL 237
Latal mataes dapastaypanare

Tatal sustemic exposure [mg a.s.1d) 00124630
Tatal sustemic exposure [mg a.s.fkgbw v d 00012463
¥ AOEL 17.80

Entruinto treated crops Toth percentile

OFR (pallem® s kg a.s. xhall 0.62
Transfer coefficient 180.30
Timing erposure [hours) 0.25
Dose rate (kg a.itha) 2.0
Dermal absorption (3] E.4
Sustemic esposure [mg a.s./d) 0.00355
Sustemic esposure [mg a.s.lkgbw « d) 0.00036
¥ AOEL 511

Resident child exposure mean

Farmulation [liquid = 1, sclid = 2] 1
Doserate a.i [gtha) 2001
et ater wolume [Lha) 200
Concentration [mg a.i.fmlL) 10,005
MAF 1
Drifr reduction (0.5 ar 11 0.5
Dermal absorption (] 6.4
OFR [pallem® « ka a.5. whall 0.62
apour pressurs [Pa) 0.00073
Ciral absorption (4] T2
A0EL (Mg a.ifkg b w d] 0.007
Spray drift mean

Dermal erposure (mLipersan] [see table] 012
Light clothing adjustment Factor 2] 12
Inhalation expozure (mLperson] (see table 0,000
Sustemic dermal exposure (Mg 2.0 fperzon 0.0315
Sustemic inhalation exposure (Mg 2.0 /pers 0.0074

Tatal systemic espasure (Mg 2.0 fperson) 0.0323044
Tetal sustemic exposure [mg 2.0 tkg bw) 0.0032304

¥ ROEL 47.01
Wapour

Wapour concentration (palm’ 1
Buerage breathing rate (m'd = kgl 107
Sustemic erposure viainhalation (mald) 0.0107
Sustemic exposure viainhalation (magld « k 0.00107

¥ ROEL 15.29
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Surface depasits

Application rate [mglem’) 0.02001
Drift percentage [+] [see table] 18
Turf transferable residues (3] 5
Transfer coefficient [cm’fh) 2600
Duration of exposure [h] 2
Dermal absarption [>] 0.06d
Sustemic exposure [mgid] 0.0053334
Sustemic exposure [mgllkg bw = d) 0.0005333
4 ROEL 8.56
Saliva entraction factor (3] 50.00
Surface area of hands [cm?) 20,00
Frequency of hand ta mouth [eventsth) 5,50
Sustemic exposure [mgid] 0.002464
Sustemic exposure [mgllkg bw = d) 0.0002464
4 ROEL 352
Drift percentage [+] [see table] 1.80
Disladgeable residues percentage (1] 20
Ingestion rate for mouthing grassiday [cm”, 25
Sustemic exposure [mgid] 000123665
Sustemic exposure [mgllkg bw = d) 0.00012366
4 ROEL 185
Ll sl daposd ovpasans

Tatal systemic exposure [mg a.5.4d) 0.0037537
Tatal systemic esposure [mg a.s.dkgbw «d 00003754
4 ROEL 13.33

Entry inta treated crops

DFRpgllem® s kg a.s. whall 0.62
Transfer coefficient [cm’fh) 180.3
Timing exposure [hours) 0.25
Doserate (kg a.ithal 2.0
Dermal absarption [>] E.4
Sustemic exposure [mg a.=.1d) 0.004
Sustemic exposure [mg a.=. kg bw = dl 0.00036
4 ROEL 511
All pathw ays

Tatal systemic exposure [mg a.5.4d) 0.056337

Toatal sustemic esposure [mg a.s.dkgbhw «d  0.005634
% ROEL 8134
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A3.3.2 Calculations for Diflufenican

Table A 27: Estimation of longer term resident exposure towards diflufenican according to

EFSA guidance, including input parameters

Resident exposure for GLOB1817H

Croptype Cereals
Application method vard spraying
Application equipment Vehicle-mounted _AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_Form\Val
Buffer strip 23 m {_Buffer
Application rate of the product 0.042 kg as./ha i AppRate
Concentration of active substance (in-use dilution for liquid '

L 042 ga.s./ d_ConcAS
applications)
Dermal absorption of product 58.00% i_AbsorpProduct
Dermal absorption of in-use dilution 58.00% _Absorpinuse
Oral absorption 58.00% i_AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate®i_DFR) 0.126 pga.s.fem® d_DFR
Vapour pressure of in-use dilution R S R aE Pa i_Volar

pressur <5*10-3Pa

Concentration in air 0.001 mg/m*® d_AirCon
Resident dermal spray drift exposure 75th percentile - adult 0.47 mlspray dilution/person
Resident dermal spray drift exposure 75th percentile - child 0.327 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - adult 0.00010 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - child 0.00022 mi spray dilution/person
Resident dermal spray drift exposure mean - adult 0.22318 ml spray dilution/person
Resident dermal spray drift exposure mean - child 0.18 ml spray dilution/person
Resident inhal. spray drift exposure mean - adult 0.00009 mi spray dilution/person
Resident inhal. spray drift exposure mean - child 0.00017 ml spray dilution/person
Exposure duration dermal 2 hours d_ReExpDur
Exposure duration inhalation 24 hours d_ReExpDurinhal
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 m*/day/ke d_BreathRAd
Breathing rate child (1-3 year old) 1.07 ms.-fdawfkg d_BreathRCh
Drift percentage on surface (75th percentile) 5.60%
Drift percentage on surface (mean) 4.10%
Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 7300 cm®fhour o_ReTCAd
Transfer coeff. of surface deposits-child (1-3 year old) 600 .:ma_.-'hour d_ReTCCh
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 em® d_AreaHM
Frequency of hand to mouth activity 9.5 events/hour d_ReFregHid
Ingestion rate for mouthing of grass per day 25 em* d_MouthGrass
Dislodgeable residues percentage transferability for object
to mouth 20.00% d_DRP
Transfer coefficient for entry into treated crops (75th percentil 7500 cm’/h d_TcEntryAd
Transfer coefficient for entry into treated crops (75th percentil 2250 ¢m’fh d_TcEntryCh
Transfer coefficient for entry into treated crops (mean) - adult 5980 ¢m?/h d_TcEntrydd
Transfer coefficient for entry into treated crops (mean) - child 1794 ¢m’fh d_TcEntryCh

1. Total

1.1 1-3 year old child

Spray drift (75th percentile)

Vapour (75th percentile)

Surface deposits (75th percentile)

Entry into treated

crops (75th percentile)

All pathways (mean)

Total systemic

. 0.0654113 0.0107000 0.0037446 0.0411075 0.0822447

exposure (mg a.s.f/day)
TOTET SYSTETIT
exposure per kg body 0.0065411 0.0010700 0.0003745 0.0041108 0.0082245
% of RVNAS 5.95% 0.97% 0.34% 3.74% 7.48%
1.2 Adult

Spray drift Vapour Surface deposits Y Icnrt:ptsreated All pathways (mean)
Total systemic

0.0939254 0.0138000 0.0099584 0.1370250 0.1749640
exposure (mg a.s./day)
TOTdT SYSTETIIT
exposure per kg body 0.0015654 0.0002300 0.0001660 0.0022838 0.0029161

RS T

% of RVNAS 1.42% 0.21% 0.15% 2.08% 2.65%
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Table A 28:

EFSA guidance, including input parameters - refined

Resident exposure for GLOB1317H

Estimation of longer term resident exposure towards diflufenican according to

Croptype

Application method
Application equipment
Formulation type

Buffer strip

Application rate of the product
Concentration of active substance (in-use dilution for liquid
applications]

Diermal abzarption of product

Diermal abzarption of in-uze dilution

Oral absorption

Dizlodgeable foliar residue (_AppRatei_OFR)

‘Wapour pressure of in-use dilution

Concentration in air

Resident dermal zpray drift exposure 7hth percentile - adult
Fiesident dermal zpray drift exposure Toth percentils - child
Resident inhal. spray drift exposure Eth percentile - adult
Rezident inhal. spray drift exposure T8th percentile - child
Resident dermal zpray drift exposure mean - adult
Resident dermal zpray drift exposure mean - child
Rezident inhal. spray drift exposure mean - adult

Rezident inhal. spray drift exposure mean - child

Expazure duration dermal

Expa=ure duration inkalation

Expa=zure duration entry inta treated crops

Light clothing adjustment Factor

Ereathing rate adult

Ereathing rate child [1-3 year old)

Dorift percentage on surface [Foth percentile)

Dorift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface depositz-adult

Transfer coeff. of surface depositz-child (1-3 year ald)
Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity

Ingestion rate for mouthing of grazs per day

Dizlodgeable residuss percentage transferability for object o
maouth

Transfer coefficient for entry into treated crops [7Ath percentil

Transfer coefficient for entry into treated crops [7Ath percentil
Transfer coefficient for entry into treated crops (mean) - adult
Transfer coefficient for éntry into treated crops (mean) - child

Cereals

Downward spraging

¥ehicle-mounted-Drift Reduction
Soluble concentrates, emulsifiable concentrate, etc.

5
0.042

0.21

58.00x
58.00x
58.00x

0126

low volatile substances
having a vapour pressure of
«5°10-3Pa

o.o0
0.23798
02173
0.00009
0.00017
012278
012
0.0000%
0.00014
2

24

0.25
180
0.23
107
2.30x
180
5.00x
7300
2600
50,00
20

2.5

25

20,003

7500
2250
5980
1794

m
kg astha
ERAl

ug asfem®

Pa

mgim®

ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
ml spray dilutiontperson
hours

hours

hours

mtdayfkg
mtdayfkg

cmtthour
cmtthour

om®

eventsthour

om®

cm'th
cm'th
cm'th
cm'th

L zetipu
L Form s
L Sudter
Lomeinte
-t R

FREEEELA EE
L& ronpdeure

FREEEE LA SL RS
a4 LFE

L e

2 e

2 Felyplur
2 FeEyplurtet

2 EyplurTrestlrer
2 SlsehdF

2 Erathdd

2 EreathFOh

. Tard

@ Rerids

@ Ao

g K

2 iy

2 e F ety
@ MowdiFrass

a4 e

& Felnirpdla
g TeErtraish
g Tefrtrpd s
g TeErtrpih

1. Total
1.11-3 year old child

Spray drift [75th percentile)

Yapour [75th percentile])

Surface deposits [T5th

Ty T
treated crops

All pathways [mean]

percentile]) s
Vel eTEimlts 0.0108794 0.0107000 0.0007690 0.0411075 0.0500855
exposure [mg a.s.0day)
TOTAT ==TETTI
exposure per kg body 00010879 00010700 0.0000769 0.0041108 0.0050085
% of RVHAS 0,992 0.97: 007 3742 4.55%
1.2 Adult
. . Entry into
Spray drift Yapour Surface deposits treated crops All pathways [mean]
Vet S 0.0118937 0.0138000 0.0020450 0.1370250 01307948
eRpoEure [mig .5 fday)
T =TT
exposure per kg body 0.0001982 00002300 0.0000341 0.0022838 0.0021799
% of RVHAS 0.18% 0.21% 0.033 2082 198
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A3.3.3 Calculations for Halauxifen-methyl

Table A 29:

cording to EFSA guidance, including input parameters

Resident exposure for GLOB1817H

Estimation of longer term resident exposure towards halauxifen-methyl ac-

Croptype Cereals
Application method ard spraying
Application equipment Vehicle-mounted _AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_FormVal
Buffer strip 23 m i_Buffer
Application rate of the product 0.00399 kg as./ha i_AppRate
Concentration of active substance (in-use dilutien for liquid

L 0.0399 ga.s d_ConcAS
applications)
Dermal absorption of product 70.00% {_AbsorpProduct
Dermal absorption of in-use dilution 70.00% i_Absorpinuse
Oral absorption 100.00% i_AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0.01197 pg a.s.fcm® d_DFR
Vapour pressure of in-use dilution R O pa i Volat

pressure of <510-3Pa

Concentration in air 0.001 mg/m* d_AirCon
Resident dermal spray drift exposure 75th percentile - adult 0.47 ml spray dilution/person
|RE5'|\:IEnt dermal spray drift exposure 75th percentile - child 0.327 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - adult 0.00010 ml spray dilution/person
Resident inhal. spray drift exposure 75th percentile - child 0.00022 ml spray dilution/person
Resident dermal spray drift exposure mean - adult 0.22318 ml spray dilution/person
Resident dermal spray drift exposure mean - child 0.18 ml spray dilution/person
Resident inhal. spray drift exposure mean - adult 0.00009 mi spray dilution/person
Resident inhal. spray drift exposure mean - child 0.00017 ml spray dilution/person
Exposure duration dermal 2 hours d_ReExpDur
Exposure duration inhalation 24 hours d_ReExpDurinhal
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 m’/day/ke o_BreathRAd
Breathing rate child (1-3 year old) 1.07 m’/day/ke d_BreathRCh
Drift percentage on surface (75th percentile) 5.60%
Drift percentage on surface (mean) 4.10%
Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 7300 cm®fhour d_ReTCAd
Transfer coeff. of surface deposits-child (1-3 year old) 2600 cma_..’hour d_ReTCCh
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 0 em?® d_AreaHM
Frequency of hand to mouth activity 9.5 events/hour d_ReFregHM
Ingestion rate for mouthing of grass per day 25 em® d_MouthGrass
Dislodgeable residues percentage transferability for object
- 20.00% d_DRP
Transfer coefficient for entry into treated crops (75th percentils 7500 cma_.n’h d_TcEntryAd
Transfer coefficient for entry into treated crops (75th percentils 2250 [ma_.l’h d_TcEntryCh
Transfer coefficient for entry into treated crops (mean) - adult 5980 em®/h d_TcEntrydd
Transfer coefficient for entry into treated crops (mean) - child 1794 cm’fh d_TcEntryCh

1. Total

1.1 1-3 year old child

Spray drift {75th percentile)

Vapour (75th percentile)

Surface deposits (75th percentile)

Entry into treated

crops (75th percentile)

All pathways (mean)

Total systemic

0.0074979 0.0107000 0.0004391 0.0047132 0.0189087
exposure (mg a.s./day)
TOTdT SYSTETIIC
exposure per kg body 0.0007458 0.0010700 0.0000439 0.0004713 0.0018909

i I
% of RVNAS 1.29% 1.84% 0.08% 0.81% 3.26%
1.2 Adult
- . Entry into treated

Spray drift Vapour Surface deposits — |[r:|r:psrea All pathways (mean)
Total systemi
—— t.EmIE 0.0107682 0.0138000 0.0011418 0.0157106 0.0322775
exposure (mg a.s./day)
TOTET SYSTETITIT
exposure per kg body 0.0001795 0.0002300 0.0000190 0.0002618 0.0005380
% of RVNAS 0.31% 0.40% 0.03% 0.45% 0.93%
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Table A 30:

Estimation of longer term resident exposure towards halauxifen-methyl ac-

cording to EFSA guidance, including input parameters — refined

Resident exposure for GLOB1317H

Croptype

Application metkod
Application equipment
Formulation type

Butter strip

Application rate of the product
Concentration of active substance [in-use dilution for liquid
applications]

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable Foliar residue [i_appRate"_ OFF])

Wapour prezzure of in-use dilution

Concentration in air

Resident dermal spray drift exposure 7Eth percentile - adult
Resident dermal spray drift exposure 7Eth percentile - child
Resident inhal. spray drift exposare 7tk percentile - adalt
Resident inhal. spray drift exposure 7otk percentile - child
Resident dermal spray drift exposure mean - adult
Resident dermal spray drift exposure mean - child
Resident inhal. spray drift exposure mean - adult

Resident inhal. spray drift exposare mean - child

Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops

Light clothing adjustrment Factar

Breathing rate adult

Breathing rate child [1-3 year ald)

Dirift percentage on surface [7Eth percentile]

Dirift percentage on surface [mean)

Turf transterable residues percentage

Transter coeff. of surface deposits-adult

Transter coeff. of surface deposits-child [1-3 year old)
Saliva extraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity

Ingestion rate for mouthing of grass per day

Dislodgeable residues percentage transferability For abject to
mouth

Transter coetficient for entry into treated crops [7Eth percentil

Transter coetficient for entry into treated crops [7Eth percentil
Transter coetficient For entry into treated crops [mean) - adult
Transter coetficient for entry into treated crops [mean] - child

Cereals
Downward spraging

¥ehicle-mounted-Drift Reduction
Soluble concentrates, emulsifiable concentrate, etc.

Ll
000393

001995

Tz
Tz
ALILIRILI
0.01197
low volatile substances
having a vapour pressure of
<5°10-3Pa
0.001
023798
02175
LLRILILITIE:]
LLRILILIY
012278
01z
LLRILILILIE:S
LIILILIVES
2

24

025
18052
0.23
1.07
2305
1805
LIl
T300
2600
S0U0zE
20

95

25

20,0032

FH00
2250
5980
1794

m
kga.sdha

gazdl

ug a.stem®

Fa

mgim’
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
ml zpray dilutiondperson
hours
hours
hours

mtdaylkg
mtdaylkg

cmithour
cmithour

cm’

eventzfhour

cm’

cmith
cmith
cmith
cmith

L dgedgus
£ Fermlied

L Ewier

[ EE

FR -t ARy

L drarmEroduct
£ drarmplre

£ drarmiratvers
L OFs

Iz

Eaghoe

& ool
& ool

& ExpiturFroatiras
& L¥ethdF

& Ereatddls

& Erea o

2 T

& FaTols

£ R Toh

o e
e

& Rafraplil
g MleusdTrzss

£ B

& TeErtepls
& Fekripih
& Feknirpdla
& Teknirpih

1. Total
1.11-3 year old child

Spray drift [75th percentile]

Yapour [75th percentile]

Surface deposits [75th

Iy T
treated crops

All pathways [mean)

percentile] )
EElEEEm 0.0012470 0.0107000 0.0000902 00047132 0.0152170
exRpoEure [mg a.50day)
T == TETTInS
epaEUrE per kg body 0.0001247 0.0010700 0.0000030 0.0004713 0.0015217
% of RYMAS 0.223 184 0.023 0.81% 2.62%
1.2 Adult
- - Entry into
Spray drift Yapour Surface deposits (e s All pathways [mean])
el 0.0013635 0.0138000 0.0002345 0.0157106 0.0272139
exposure [mg a.s./day)
TOTAT = =TETTIS
expaEUrE pet kg body 0.0000227 0.0002300 0.0000039 0.0002618 0.0004536
% of RYMAS 0.043 0.40% 0.01x 0.45% 0.78
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A 334

Table A 31:

Calculations for Cloquintocet-mexyl

Estimation of longer term resident exposure towards cloquintocet-mexyl ac-
cording to EFSA guidance, including input parameters

Resident exposure for GLOB1817H

Croptype Cereals

Application method Do rd spraying

Application equipment Vehicle-mounted {_AppEquip
Formulation type Soluble concentrates, emulsifiable concentrate, etc. i_Form\al
Buffer strip 23 m i_Bujfer
Application rate of the product 0.00399 kg a.s./ha i_AppRate
Concentration of active substance (in-use dilution for liquid

I 0.0399 g a.s d_ConcAS

applications)

Dermal absorption of product 70.00% {_AbsorpProduct
Dermal absorption of in-use dilution 70.00% _Absorplnuse
Oral absorption 100.00% i AbsorpOralinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0.01197 pg as.fem® o DFR
Vapour pressure of in-use dilution o Pa i_Volat
Concentration in air 0.001 mg/m* d_AirCon
Resident dermal spray drift exposure 75th percentile - adult 0.47 ml spray dilution/person

Resident dermal spray drift exposure 75th percentile - child 0.327 mi spray dilution/person

Resident inhal. spray drift exposure 75th percentile - adult 0.00010 ml spray dilution/person

Resident inhal. spray drift exposure 75th percentile - child 0.00022 ml spray dilution/person

Resident dermal spray drift exposure mean - adult 0.22318 ml spray dilution/person

Resident dermal spray drift exposure mean - child 0.18 ml spray dilution/person

Resident inhal. spray drift exposure mean - adult 0.00009 ml spray dilution/person

Resident inhal. spray drift exposure mean - child 0.00017 ml spray dilution/person

Exposure duration dermal 2 hours d_ReExpDur
Exposure duration inhalation 24 hours d_ReExpDurinhal
Exposure duration entry into treated crops 0.25 hours d_ExpDurTreatCrop
Light clothing adjustment factor 18.0% d_ClothAF
Breathing rate adult 0.23 m’/day/ke d_BreathRAd
Breathing rate child (1-3 year old) 1.07 m’/day/ke d_BreathRCh
Drift percentage on surface (75th percentile) 5.60%

Drift percentage on surface (mean) 4.10%

Turf transferable residues percentage 5.00% d_Turf
Transfer coeff. of surface deposits-adult 7300 Ema_.-‘huur d_ReTCAd
Transfer coefi. of surface deposits-child (1-3 year old) 2600 em*fhour d_ReTCCh
Saliva extraction percentage 50.00% d_SalExt
Surface area of hands mouthed 20 cm* o_AreaHM
Frequency of hand to mouth activity 9.5 events/hour d_ReFregHM
Ingestion rate for mouthing of grass per day 25 cm* d_MouthGrass
Dislodgeable residues percentage transferability for object

to mouth 20.00% d_DRP
|Transfer coefficient for entry into treated crops (75th percentili 7500 cma_.-‘h d_TcEntryAd
Transfer coefficient for entry into treated crops (75th percentil 2250 em®fh d_TcEntryCh
Transfer coefficient for entry into treated crops (mean) - adult 5980 cm’fh d_TcEntryAd
Transfer coefficient for entry into treated crops (mean) - child 1794 em®/h d_TcEntryCh

1. Total

1.1 1-3 year old child

. . . . . Entry into treated
Spray drift (75th percentile| Vapour (75th il Surface d its (75th il . All path
pray ) [ }] pour | percentile) urface deposits ( percentile) O Pam ] pathways (mean)
Total systemic
. 0.0074979 0.0107000 0.0004391 0.0047132 0.0189087
exposure (mg a.s./day)
TOTdT S§SLETITT
exposure per kg body 0.0007498 0.0010700 0.0000439 0.0004713 0.0018909
% of RVNAS 1.50% 2.14% 0.09% 0.94% 3.78%
1.2 Adult
Spray drift Vapour Surface deposits e |[:|rt;ptsreated All pathways (mean)
Total systemic
0.0107682 0.0138000 0.0011418 0.0157106 0.0322775
exposure (mg a.s./day)
TOTdT S§STETITT
exposure per kg body 0.0001795 0.0002300 0.0000190 0.0002618 0.0005380
% of RVNAS 0.36% 0.46% 0.04% 0.52% 1.08%
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Table A 32:

Estimation of longer term resident exposure towards cloquintocet-mexyl ac-

cording to EFSA guidance, including input parameters - refined

Resident exposure for GLOB1317H

Croptype

Application metkod
Application equipment
Formulation type

Butfer strip

Application rate of the product
Concentration of active substance (in-use dilution far liquid
applications]

Dermal abzorption of product

Dermal abzorption of in-uze dilution

Oral absorption

Dizlodgeable foliar residus (i_AppRate_DFF)

Wapour pressure of in-use dilution

Concentration in air

Fezident dermal spray drift exposure 78th percentile - adult
Fezident dermal spray drift exposure Toth percentile - child
Fezident inhal. spray drift exposure 7tk percentile - adult
Fiezident inhal. spray drift expozure 7tk percentile - child
FRezident dermal spray drift exposure mean - adult
Fezident dermal spray drift exposure mean - child
Fezident inhal. spray drift exposure mean - adult

Fezident inhal. spray drift e4po=ure mean - child

Exposure duration dermal

Exposure duration inhalation

Exposure duration entry inta treated crops

Light ¢lothing adjustment factor

Erreathing rate adult

Ereathing rate child [1-3 year ald)

Dirift percentage on surface [T9th percentile]

Dirift percentage on surface [mean)

Turf tranzferable reziduss percentage

Transfer coeff. of surface depositz-adult

Transfer coeff. of surface depositz-child (1-3 year ald)
Saliva entraction percentage

Surface area of hands mouthed

Frequency of hand to mouth activity

Ingestion rate for maouthing of grass per day

Dizlodgeable residuss percentage transferability for object to
mauth

Transfer coefficient far entry into treated crops [TSth percentil

Transfer coefficient far entry into treated crops [TSth percentil
Transfer coefficient far entry into treated crops [mean) - adult
Transfer coefficient far entry into treated crops [mean) - child

Cereals
Downward spraying

¥ehicle-mounted-Drift Reduction
Soluble concentrates, emulsifiable concentrate, etc.

5
0.00339

0.01995

T0.0032
T0.0032
100005z
0.0m197
low volatile substances
having a vapour pressure of
«5"10-3Pa
0.0
0.2379%8
0.217%
0.00009
0.00017
012278
0.1z
000008
0.00014
2

24

0.25
18.02
0.23
107
2,302
1802
5002
7300
2600
50.0032
20

9.5

25

20,003

7500
2250
5980
1794

m
kg asiha
g asfl

ug a.sdemt

Fa

matm?
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
ml =pray dilutiondperson
hours
hours
hours

mtdaytkg
mtdaytkg

cmithaur
cmithaur

cm?

eventsthour

cm?

cmith
cmith
cmith
cmith

L e
£ Farm

L Ewdter
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£l ranmProdict
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g Relmuribal
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1. Total
1.1 1-3 year old child

Spray drift [75th percentile]

Yapour [75th percentile)

Surface deposits [F5th

Ty T
treated crops

All pathways [mean])

percentile) Py
el 0.0012470 0.0107000 0.0000902 0.0047132 0.0152170
exposure [mg a.s./day)
TOTAT = =TETTIS
exposure per kg body 00001247 00010700 0.0000090 0.0004713 0.0015217
% of RYMAS 0.25% T 0.023 0.943 2042
1.2 Adult
. . Entry into
Spray drift Yapour Surface deposits treated crops All pathways [mean)
EElEEEm 0.0013635 0.0138000 0.0002345 00157106 0.0272139
exRpoEure [mg a.50day)
T == TETTInS
exposure per kg body 00000227 0.0002300 0.0000039 0.000261% 0.0004536
% of RYMAS 0.053 0.463 001 0.523 0.91%

A34

fen-methyl and Cloquintocet-mexyl

Please refer to point 6.6.5.1.

Combined exposure calculations for Prosulfocarb, Diflufenican, Halauxi-
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Appendix 4 Detailed evaluation of exposure and/or DFR studies relied upon
(KCP7.2,KCP7.2.1.1, KCP 7.2.2.1, KCP 7.2.3.1)

A worker exposure study was performed using an 800 g/L EC formulation of prosulfocarb in 2015, in
Northern France. Based on this study, the generic Dislodgeable Foliar Residues were refined and the trans-
fer coefficient was recalculated.

Report: XXXX. A (2016). Prosulfocarb: Measurement of Worker Exposure (Passive Dosimetery) during
Typical Activities Associated with Re-entry Scouting following application of an EC formula-
tion containing 800 g/L prosulfocarb) to Winter Wheat in Northern Europe, 2015.xxxx, France
Laboratory Report No. RB424, issue date 29 December 2015. Unpublished. Syngenta File No.
A8545G_10414

Guidelines

This study was done according to OECD Series on Testing and Assessment No. 9 “Guidance document on
the conduct of studies of occupational exposure to pesticides during agricultural application”, Paris 1997.
OCDE/GD(97)148.

Deviations: None
GLP: Yes. Signed and dated GLP and Quality Assurance statements were provided.
Executive Summary

The purpose of the study was the determination of dermal and inhalation exposure of re-entry workers
during typical tasks related to crop scouting activities following a tractor boom application of A8545G
(emulsifiable concentrate formulation of 800 g/L prosulfocarb) on cereal crops at BBCH stage 25-26. The
study was conducted under field conditions.

Twelve operators were recruited and monitored. The dermal and inhalation exposure of these subjects to
the test substance was monitored at three locations in Northern France (4 workers per site) for a duration
of 2 hours for each worker, which is considered a representative duration for crop inspection activities
according to the EFSA guidance? on non-dietary exposure assessment.

Dermal exposure to the test substance was measured by workers wearing standardised whole-body outer
and inner dosimeters. The outer dosimeter consisted of a cotton/polyester coverall, which is considered to
be representative of the clothing workers would normally wear. The inner dosimeter consisted of a long-
sleeved T-shirt, leggings and cotton socks, covering arms, legs, feet and torso. Head exposure was meas-
ured by face/neck wipes. Nitrile dosimeter gloves were used for the determination of potential hand expo-
sure. Actual dermal exposure of the hands beneath protective gloves was determined by the hand wash
procedure. Inhalation exposure was measured by means of personal air sampling pumps connected to OVS
XAD-2 air sampling tubes located in the operator’s breathing zone.

The test substance was applied at a representative, label-recommended rate of 4.73t0 5.0 L product/ha (3.8-
4.0 kg active substance/ha) in water volumes ranging from 100 L/ha to 150 L/ha. Applications were made
to crops 1-2 hours before the workers re-entered the field in order to allow the spray to dry.

2 EFSA 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.]
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Samples of each dosimeter matrix were fortified in the field to assess potential degradation of prosulfocarb
due to exposure to environmental conditions, handling, packaging, shipping, and storage.

All worker dosimeter samples collected were analysed for residues of prosulfocarb. For each worker, po-
tential dermal exposure (PDE), actual dermal exposure (ADE), hand exposure with gloves, actual hand
exposure for protected hands beneath gloves and (potential) inhalation exposure were calculated.

Dislodgeable foliar residue (DFR) measurements were also collected at the same time as the worker re-
entry scouting activities were being undertaken. These DFR measurements enable calculation of a transfer
coefficient for workers scouting in early post emergence cereal crops.

Materials
Test Material: DEFI, A8545G
Description: Formulation type, Emulsifiable concentrate
Lot/Batch #: BSN4D0220
Stability of test compound: Stable when stored in cool dry conditions.

Study Design and Methods

Field phase dates: Start: 13" March 2015 End: 19" March 2015
Experimental dates: 5t March 2015 to 16" September 2015

Study Description:

Twelve workers (9 male and 3 female) were recruited and monitored for the study. These subjects all had
experience in the tasks they were required to perform. All subjects were required to give their informed
consent to participate in the study, which was conducted at three sites in Northern France.

The test substance was applied to winter wheat at a representative, label-recommended rate of 4.73t0 5.0 L
product/ha (3.8-4.0 kg active substance/ha) in water volumes ranging from 100 L/ha to 150 L/ha. The
applications were made using field crop boom sprayers owned by the spray applicators. These applications
were made before the workers re-entered the field.

Each of the three trial sites was sub-divided into four individual 1 ha blocks, one per worker. Workers
entered the field 1-2 hours after the spray application had been made and performed a typical scouting
activity. This activity involved passing through the crop on a row to row basis, periodically bending to
touch the plants to inspect them. The frequency of the hand to crop contact varied between workers. The
monitoring period for the scouting task was 2 hours, which is considered a representative timescale for this
type of activity according to the EFSA guidance on non-dietary exposure assessment.

The dermal and inhalation exposure of the workers to the test substance was monitored during the re-entry
activity. Dermal exposure to the test substance was measured by workers wearing standardised whole-
body outer and inner dosimeters. The outer dosimeter consisted of a cotton/polyester coverall, which is
considered to be representative of the clothing workers would normally wear. The inner dosimeter consisted
of a long-sleeved cotton T-shirt, cotton leggings and cotton socks, covering arms, legs, feet and torso. This
was worn over the operator’s regular underwear and directly under the outer dosimeter.

Head exposure was measured by face/neck wipes taken at the end of the working day. Two wipes (10 cm
x 10 cm) were moistened with 4 mL diluted soap solution (5 mL pH neutral liquid soap: 1000 mL de-
ionised water); one was used to wipe the face and the other was used to wipe the neck. Both wipes were
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taken as one sample, collected in a polyethylene bag and put into a freezer at the end of each day and stored
until transport to the analytical facility.

Nitrile gloves were worn by workers throughout the monitored task. After the end of the task gloves were
removed by the study personnel, put in a plastic bag and stored in a freezer at the end of the day until
transport to the analytical facility.

Actual dermal exposure of the hands beneath protective gloves was determined using a hand wash proce-
dure carried out once at the end of the monitoring period with 2 portions of 500 mL of diluted soap solution
(5 mL pH neutral liquid soap: 1000 mL de-ionised water). Solutions were combined and collected in HDPE
bottles, put into a freezer at the end of each day and stored until transport to the analytical facility.

Inhalation exposure was measured by means of personal air sampling pumps connected to OVS XAD-2 air
sampling tubes located in the operator’s breathing zone. The pump was operated for the duration of the
exposure-monitoring period, and the duration time was recorded. The pump was calibrated to a sample
flow rate of approximately 1.5 L/min. The air flow rate was measured before and after use and the average
airflow rate was calculated. The pumps were checked periodically, throughout the monitoring period, to
ensure that they were running. At the conclusion of the exposure monitoring period the sampling device
was disconnected and the XAD-2/OVS tube was sealed. The samples were put in a freezer at the end of
each day until transport to the analytical facility.

Study details are given in the table below:

Table A4-1: Summary of study parameters for re-entry workers performing crop inspection in
early post-emergence cereals

Study type Passive dosimetry:
Matrices were: cotton/polyester coverall, underwear with long sleeves and
long legs; Nitrile gloves, hand wash, face wipes, OVS air filters
Crop Cereals, early post emergent
Number of replicates 12
Spraying equipment Vehicle mounted boom sprayers
Protective clothing Cotton/polyester coverall and nitrile rubber gloves.
Site Operator Total time Area of Crop/ kg a.s. /ha Frequency of scouting
scouting[min] treated plot Growth activities
(ha) stage Touching | Crouching
plants (n) (n)
1 120 5.66 Winter wheat 3.912 100+ 81
2 120 /25-26 37 37
! 3 120 18
4 122 9 8
5 123 5.5 Winter wheat 3.784 26 19
6 120 / 25-26 54 54
2 7 120 57 37
8 120 147 43
9 121 6 Winter wheat 4 42 36
10 120 26 23 19
3 11 120 40 20
12 120 106 21

The dosimeters acted as collection media for the test substance and were removed at the end, with the
assistance of a member of the monitoring team. At the end of the monitoring period, the inner and outer
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dosimeters were sectioned into six samples (front torso, back torso, lower arms, upper arms, lower legs,
upper legs), and each sample was wrapped in aluminium foil, labelled and put into a plastic bag. The
samples were put into a freezer at the end of each day and stored until transport to the analytical facility.

All worker dosimeter samples collected were analysed for residues of prosulfocarb. For each worker, po-
tential dermal exposure (PDE), actual dermal exposure (ADE), hand exposure with gloves, hand exposure
for protected hands beneath gloves and (potential) inhalation exposure was calculated.

Dislodgeable foliar residue (DFR) measurements were also collected at the same time as the worker re-
entry scouting activities were being undertaken to enable calculation of a transfer coefficient for workers
scouting in early post emergence cereal crops. These samples were collected from a smaller area of 60 m?
which was located within each worker’s 1 ha work zone. The re-entry worker had no access to this sub-
plot. Before application of prosulfocarb was made to the crop the leaf weight to surface area ratio was
determined (for each site). From this analysis the minimum number of wheat leaves required to represent
a total leaf area (both sides) of a minimum 400 cm? was determined prior to sample collection. Three
replicates of treated leaves were collected from each of the trial sub-plots. Leaf samples were collected in
glass bottles and stored in cool conditions prior to sample analysis. 400 mL of 0.01% Aerosol OT-100
detergent solution was used for the dislodging procedure. Once added to the leaf samples the jars were
shaken for 10 minutes. Dislodging solution was then removed, replaced with new 400 mL solution and the
jars shaken for a further 10 minutes. Finally, the dislodging solutions from both sessions were pooled and
retained in plastic bottles. All DFR samples were extracted with dislodging solution within 4 hours of
sampling.

Results

With the exception of the recoveries for the Site 3, inner dosimeter, low level field fortification samples,
field fortifications for all dosimeters were in the range of 70% to 110% and no corrections to the dosimeter
samples were necessary. Recoveries for the Site 3, inner dosimeter, low level field fortification samples
were < 70% and ambient samples with low levels of analyte detected were corrected to 100%. These in-
cluded the samples for the lower and upper arm, front and rear torso and upper leg. However, the lower
leg samples were not corrected, as the workers exposure samples were above the high level fortification
level where acceptable field recovery had been achieved.

A summary of the worker exposure results is presented in the table below. For the calculation of potential
inhalation exposure an inhalation rate of 21 L/min was assumed.

Table A4-2: Individual Dermal and Inhalation exposures for re-entry workers performing crop
inspection in early post-emergence cereals

Residue (prosulfocarb)
Operator 1 2 3 4 5 6
Outer dosimeter | 4 5ag o 537.17 1102.67 287.5 972.22 10422
(ng/sample)
Inner dosimeter 602.63 136.61 610.17 470.02 326.49 608.24
(ng/sample)
Socks (ug/sample) | 44.28 0.28 0.38 76.54 3.33 0.57
Face/neck wipes 1.08
(ng/sample) ' 2.27 0.32 0.22 1.4 8.05
Nitrile Gloves
(ng/sample) 2769.97 118.59 305.62 84.28 2309.24 4111.7
Hand wash (ng/L) 0.28 0.22 4.46 0.15 0.52 0.36
PDE (mg) 5.007 0.795 2.024 0.919 3.613 5.771
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Residue (prosulfocarb)
Operator 1 2 3 4 5 6
ADE (mg) - no
gloves 3.418 0.258 0.921 0.631 2,641 4.729
ADE (mg) — with
gloves 0.648 0.139 0.615 0.547 0.332 0.617
PIE (mg) 0.016 0.012 0.009 0.003 0.012 0.024
DFR (pg/cm?) —
Mean value 0.903 1.793 1.540 1.329 3.358 2.337
DFR (ng/em?kg | 0.231 0.458 0.394 0.340 0.887 0.618
a.s./ha)
2
TC (cm%h) Actual 1892.82 71.95 208.95 233.64 383.65 1011.75
no gloves
Residue (prosulfocarb)
Operator 7 8 9 10 11 12
Outer dosimeter | 577 o7 1769.59 848.38 1985.77 1118.43 113253
(ng/sample)
Inner dosimeter 461.181 388.3 305.46 286.94 316.68 448.61
(ng/sample)
Socks (pug/sample) | 46.98 2541 0.12 0.46 0.11 0.31
Face/neck wipes | , g, 3.39 3.9 4.45 2,87 4.09
(ng/sample)
Nitrile Gloves 1270.18 1569.7 593.42 2053.19 1338.22 762.42
(ng/sample)
Hand wash (ug/L) | 0.37 18.74 0.34 0.46 0.51 0.42
PDE (mg) 4599 3.775 1.752 4331 2,777 2.348
ADE (mg)-no | 4 76, 2.006 0.903 2.345 1.658 1.216
gloves
ADE (mg) —with | 4 59 0.436 0.310 0.292 0.320 0.453
gloves
PIE (mg) 0.035 0.031 0.023 0.018 0.014 0.013
DFR (ug/cm?) —
Moo it 2.803 2.977 3.108 2.757 2575 3.488
2

DFR (ug/em®/kg | 749 0.787 0.777 0.689 0.644 0.872
a.s./ha)
TC (cm?/h) Actual

70 gloves 317.75 336.88 144,09 425.32 322.02 174.29

PDE = the sum of residues of outer dosimeter, inner dosimeter, nitrile gloves, hand-wash and face/neck wipes.
ADE (no protective gloves) = the sum of residues of inner dosimeter, nitrile gloves, hand-wash and face/neck wipes.
Potential Inhalation exposure = Residues measured in the breathing zone extrapolated to an inhalation rate of 21 L/min.

Conclusions

The study is considered to provide suitable data for the estimation of dermal and inhalation exposure for
workers re-entering early growth stage cereal crops to perform scouting activities soon after the spray ap-
plication had been applied.

Estimation of worker exposure based on measured data — prosulfocarb

Statistical analysis shows the dermal and inhalation data within the study are log normally distributed. The
table below shows the geometric mean and empirical and parametric 75" percentiles calculated for total
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systemic exposure, both with and without gloves. The transfer coefficient calculated for this work task is
also given.

Table A4-3: Summary statistics calculated from the exposure study

Geometric mean Empirical 75t percentile Parametric 75 percentile
Total systemic exposure — 0.0006 0.0011* 0.0010
no gloves (mg/kg bw/day)
Total systemic exposure — 0.0003 0.0005* 0.0004
with gloves (mg/kg bw/day)
Transfer cozefflr:lent —No 3044 3941 601.0%
gloves (cm#/hr)
Transfer cozeffluent —With 892 149.0 148.2
gloves (cmé#/hr)

*Values given in bold are the higher of the empirical and parametric estimate and are used for the exposure assessment.

The empirical 75" percentile value for total systemic exposure for workers performing crop inspections in
early growth stage cereal crops is 0.0011 mg/kg bw/day, which corresponds to 15% of the agreed systemic
AOEL for prosulfocarb. This is for workers inspecting crops with bare hands. Where protective gloves
are worn the predicted exposure (0.0005 mg/kg bw/day) is 7% of the AOEL.

Using the measurements of worker exposure and concurrent measurements of dislodgeable foliar residues,
the transfer coefficient for workers re-entering early growth stage cereal crops to perform scouting activities
soon after the spray application had been applied was calculated according to the following algorithm:

Dermal sxposure (pg/dey)

TC (CmZ/h) - Dizlodgeabls Foliar Residus (pg/em2)<Activity Duration (hours/day)

The empirical 75" percentile value for TC is 601 cm?/hour with bare hands and 149 cm?hr if protective
gloves are worn.

ZRMS:

The study performed according to relevant OECD guidelines and in GLP conditions is acceptable and re-
sults can be used in estimation of exposure of workers, The mean empirical dislodgeable foliar residue
(DFR) of prosulfocarb for 12 workers after tractor boom application of A8545G (emulsifiable concentrate
formulation of 800 g/L prosulfocarb) on cereal crops at BBCH stage 25-26 at the rate of 4.73t0 5.0 L
product/ha (3.8-4.0 kg active substance/ha) in water volumes ranging from 100 L/ha to 150 L/ha was found
to be 0.62 pg/cm?/kg a.s./ha.

Transfer coeficient was found to be 601 cm?/hour with bare hands and 149 cm?/hr if protective gloves are
worn.

Since the rate of application of 4.73 to 5.0 L product/ha (3.8-4.0 kg active substance/ha) in this study was
higher than that recommended for Eledura ( 3L product /ha (2.001 kg active substance/ha) the value of DFR
is considered as a very conservative value for estimation of dermal exposure with application rate recom-
mended in GAP>



