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6 Mammalian Toxicology (KCP 7)

6.1 Summary

Table 6.1-1: Information on SHA 0100 Y/DECIDE *

Product name and code SHA 0100 Y/DECIDE

Formulation type Capsule suspension [Code: CS]

Active substance(s) (incl. content) Deltamethrin; 50 g/L

Function Insecticide

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 SHA 0100 Y/DECIDE 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:
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Table 6.1-2: Justified proposals for classification and labelling for SHA 0100 Y/DECIDE
according to Regulation (EC) No 1272/2008

Hazard class(es), categories Eye Dam. 1,

Hazard pictograms or Code(s) for | GHS05,

hazard pictogram(s)

Signal word Danger

Hazard statement(s) H318, H331

Precautionary statement(s)

P280, P305 + P351 + P338, P304+P340, P310

Additional labelling phrases

To avoid risks to man and the environment, comply with the instructions for use.
[EUH401]

EUH208- Contains 1,2-benzisothiazolin-3-one (2634-33-5) and Reaction mass
of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-
2H-isothiazol-3-one [EC no. 220-239-6] (3:1). May produce an allergic
reaction.

EUHO066 -Repeated exposure may cause skin dryness or cracking

Repeated exposure may cause skin dryness or cracking. [EUHO066]

Table 6.1-3: Summary of risk assessment for operators, workers, residents and bystanders
for SHA 0100 Y/DECIDE
Crops Result PPE / Risk mitigation measures
Operators Brassicas Acceptable Woerk-wear-{arms;-body-and-legs-covered)-Miand-A—+
(cabbage, gloves-during-M/L
Brussels sprouts, Potential exposure
cauliflower),
strawberry,
tomato

Ornamentals

Werk-wear-{arms-body-and-legs-covered}-Mil—and-A
Potential exposure

Tomato Gloves+coverall — greenhouse
Potential exposure— greenhouse
Workers Brassicas Acceptable Worlk-wear-{arms-body-and-legs-covered)}+gloves
(cabbage, Work-wear-{arms-body-and-legs-covered)—re-entry-period
Brussels sprouts, of-L5-days-afterapplication
cauliflower),
tomato Werk-wear-(arms-bedy-and-egs-covered)
None
Strawberry Work-wear-{arms-body-and-legs-covered)+gloves

Ornamentals

of4.5days

Non
Residents Acceptable None
Bystanders Acceptable None
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idlad that i  risk rmiticat ¥
Table 6.1-3-are-apphied:

No unacceptable risk for operators, workers, residents and bystanders was identified when the product is
used as intended. No specific PPE is necessary.

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 F, Application Application rate PHI | Remarks: Acceptability of
No.* | situation Fn, (d) exposure as-
(e.g. growth Fpn (e.g. safen- sessment
stage of crop) G, - er/synergist
Gn, |Method/ Max. number | Max. applica- | Water (L/hay)
Gpn | Kind (min. interval | tion rate L/ha
r . . between kg as/ha ritical for
?** (incl. applica- | 3ppjications) min / max gpgrﬁoga\',)\,oﬁker
tion technique a)as. 1 resident or bv- | 5 2| s
bl a) per use Y- 2l5|5|2
b)as.2 standerexposure | S | £ |8 | &
b) per crop/ s [5[5]8
season based on [Expo- 8- = | e @
sure model]
1 Brassicas (cab- F Spraying, a)l a) 0.0075 200 - 600 |7 Guidance on the
bage, Brussels LCTM b) 1 b) 0.0075 assessment of
sprouts, cauli- exposure of opera-
flower) tors, workers,
(BBCH 11-43) residents and
B bystanders in risk
2 Strawberry F Spraying, a) 1l a) 0.0075 200 - 600 |3 assessment for
(BBCH 11-81) LCTM b) 1 b) 0.0075 plant protection
products; EFSA
3 Tomato G,F| Spraying, |a)1 a) 0.0075 300 - 3 Journal
(BBCH 11-85) LCTM  |b)1 b) 0.0075 1000 2014;12(10):3874
4 Ornamentals F, Spraying, a)l a) 0.0075 300 - -
(BBCH 10-89) G LCTM b) 1 b) 0.0075 1000

* 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

*** e.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

B Exposure not acceptable/ Evaluation not possible

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)

Deltamethrin

Common Name

Deltamethrin

CAS-No.

52918-63-5

Classification and proposed lab

elling

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

Hazard classes (s), categories:

Code(s) for hazard pictogram(s):
Signal word:

Hazard statement(s):
Precautionary statement(s):

Acute Tox. 3 (oral),
Acute Tox. 3(inhalation)

GHS06

Danger

H301, H331

P261, P264, P270, P273,, P301+P310,
P304+P340, P311, P330, P391,
P403+P233, P405, EUH401

Additional C&L proposal

Agreed EU endpoints

AOEL systemic

0.0075 mg/kg bw/d

Reference

Review report 6504/V1/99-final (17 October 2002)
Annex VI to CLP_ATP10 1 December 2018

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

According to Review Report for
Deltamethrin

None

6.3

Toxicological Evaluation of Plant Protection Product

The classification of Deltamethrin 5% CS was performed by calculation. When considering the properties
of the active ingredient (5% w/w) Deltamethrin 5% CS is classified as a Acute Tox. (oral) 3 and Acute
Tox. (inhalation:gas) 3. When considering the properties of all co-formulants, Deltamethrin 5% CS is
only classified toxicity in respect to eye corrosion/irritation.

A summary of the toxicological evaluation for SHA 0100 Y/DECIDE prepared for evaluation in non-
European countries is given in the following tables. Full summaries of studies on the product that have
not been previously considered within an EU peer review process are described in detail in Appendix 2.

Table 6.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for SHA 0100 Y/DECIDE
. Classification
Typi Osft;enit&éﬂeigz?’ng()del Result Acceptability (acc. to the criteria Reference
Y in Reg. 1272/2008)

LDs oral, rat =5000 mg/kg bw | Yes None XXX XXX M.,
(OECD 423) 2018

LDso dermal, rat > 2000 mg/kg bw | Yes None XXX XXX M.,
(OECD 402) 2018

LCs inhalation, rat > 0.15 mg/L air Yes None S. B. XXX
(OECD 403) XXX, 2018

H331/ Acute Fox-3
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Skin irritation, RHE Non-irritant Yes None P. S. XXX,
(OECD 431 and 439) 2017
Eye irritation, model system Damage Yes NA NA
{OECD-xxx}
calculated H318/Eye Dam.1 calculated
Skin sensitisation, CBA/Ca mice | Non-sensitising Yes None S. B. XXX
(OECD 429/LLNA) XXX, 2018
Supplementary studies for No data — not
combinations of plant protection |required
products
Table 6.3-2: Additional toxicological information relevant for classification/labelling of
SHA 0100 Y/DECIDE
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 Deltamethrin H301, H331 Reg. Nene
properties of active (5% (wiw)) 1272/2008 H331
substance(s) (relevant
for classification of
product)
Toxicological co-formulant 1 | H302, H315, H318, H317 |Reg. H318
properties of non-active | (<0.00002% 1272/2008
substance(s) (relevant | (w/w)
for classification of
product)
Further toxicological No data — not
information 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 re-
quired.

6.5 Dermal Absorption (KCP 7.3)

A summary of the dermal absorption rates for the active substances in SHA 0100 Y/DECIDE are present-
ed in the following table.

Table 6.5-1: Dermal absorption rates for Deltamethrin in SHA 0100 Y/DECIDE
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Deltamethrin
Value Reference
Concentrate | 25%B% |EFSA-Journal-2017:15¢6):4873-INVitro human skin
Dilution 70%15% | EFSA Journal-2017;15(6):4873-InVitro human skin
6.5.1 Justification for proposed values - Deltamethrin

Table 6.5-2: Default dermal absorption rates for Deltamethrin
Value Justification for value Acceptability of justi-
fication
Concentrate |25% | Productis-a-capstle-suspension—othertypes-of formulations: Acceptable
5% |In vitro human skin
Dilution 0% | Product-is-a-capsule-suspension-othertypes-of formulations: Acceptable
15% | In vitro human skin
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

SHA 0100 Y/DECIDE

Formulation type

CS

Category

Insecticide

Active substance(s)

Deltamethrin

(incl. content) 50 g/L

AOEL systemic 0.0075 mg/kg bw/d

Inhalation absorption 100%

Oral absorption 100%

Dermal absorption Concentrate=25% l
Dilutions 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 Ta-
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ble 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 GAP.

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 dur-
ing application of SHA 0100 Y/DECIDE 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) Brassica vegetables (cabbage, Brussels sprouts, cauliflower), strawberry, tomato,
ornamentals (max. 825 0.15 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

Dutch Greenhouse model

Table 6.6-3: Estimated operator exposure (longer term exposure)

Deltamethrin

Model data Level of PPE Total absorbed dose % of systemic AOEL
(mg/kg/day)

Tractor mounted boom spray application outdoors to: Brassica vegetables (cabbage, Brussels sprouts, cauliflower),
strawberry, tomato

Application rate 9:8425 0.0075 kg a.s./ha
Spray application Potential exposure 0-0266921 356
(AOEM; 95 75" percen- 0.0054167 72
tile) 0.0036874 49
Body weight: 60 kg Work wear (arms, body and 0:0045000 20
legs covered) M/L and A 0-0031674 42
+gloves-during M= 0.0021282 28
Tractor mounted boom spray application outdoors to ornamentals
Application rate 8:8425 0.0075 kg a.s./ha
Spray application Potential exposure 0:0132444 177
(AOEM; 95 75" percen- 0-0027808 37
tile) 0.0018114 24
Body weight: 60 kg Work wear (arms, body and 0-0066126 88
legs covered) M/L and A 0.0014087 19
0.0009205 12
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Table 6.6-4: Estimated operator exposure to Deltamethrin (indoor application) — Green-
house use
Operator exposure % of AOEL used
Deltamethrin mg/kg bw per day
Dutch Greenhouse model Dutch Greenhouse model

Potential exposure (no PPE)

17625 392
Tomato, ornamentals 03875 86
0.2325 52

Potential exposure (with PPE™)

01875
Tomato, ornamentals 0.0500
0.0300

o SIS

*Gloves + coverall

Conclusion

According to the AOEM model, calculations, it can be concluded that the risk for the operator using DE-
CIDE is acceptable without use of personal protective equipment. ( Tractor mounted boom spray
application outdoors to: Brassica vegetables (cabbage, Brussels sprouts, cauliflower),
strawberry, tomato and Tractor mounted boom spray application outdoors to ornamentals
According Dutch Greenhouse model calculations, it can be concluded that no risk for the
operator using DECIDE (indoor application tomato — Greenhouse use) without PPE but
using work gloves

Implication for labelling: None

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.

6.6.3 Worker exposure (KCP 7.2.3)

6.6.3.1 Estimation of worker exposure

Table 6.6-5 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 SHA 0100 Y/DECIDE according to the critical use(s).
Outcome of the estimation is presented in Table 6.6-6 (longer term exposure). Detailed calculations are in
Appendix 3.
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Table 6.6-5: Exposure models for intended uses

Critical use(s) Brassicas (cabbage, Brussels sprouts, cauliflower) (max. 20251 x 0.15 L
product/ha)

Strawberry, tomato, ornamentals (max. 3625 1 X 0.15 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

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

Brassicas (cabbage, Brussels sprouts, cauliflower)

Reaching, picking /Outdoor
Work rate: 8 hours/day,

DTso: 3-days 30 days
DFR: 3 pg/cm?/kg a.s./ha

Interval between treatments: 28 365 days

Number of applications and application rate 200125 kg a.s./ha
1 x0.0075
Body weight: 60 kg | Potential 0.0223140 208
TC: 5800 cm?/person’h 0.0078026 104
0.0026100 35
Work wear (arms, body and legs covered) 0.0096181 128
TC: 2500 cm?/person/h 0.0033632 45
0.0011250 15
Work wear (arms, body and legs covered) and gloves 0.0022314 30
TC: 580 cm?/person/h 0.0007803 10
0.0002610 35

TC:5800-cm?/personth

FG:2500-cm?/personth
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Work-wear-(arms,-body-and-legs-covered)-and-gloves 0.0015769 21
FG:-580-em?/personth

Tomato

Reaching, picking /Outdoor

Work rate: 8 hours/day,

DTso: 3-days 30 days

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

Interval between treatments: 28 365 days

Number of applications and application rate 3-x-0:0425 kg a.s./ha
1 x 0.0075
Body weight: 60 kg | Potential 0:0225138 300
TC: 5800 cm?/person/h 0.0105429 141
0.0026100 35
Work wear (arms, body and legs covered) 0:0097042 129
TC: 2500 cm?/person/h 0.0045444 61
0.0011250 15
Work wear (arms, body and legs covered) and gloves 0.0022514 30
TC: 580 cm?/person/h 0.0010543 14
0.0002610 35
“Tomato(Propesal-of Re-entry peried-of-1.5-days})
DER: 212 ps/em?lkgastha
Interval-between-treatments-10-days
 apolicati licati
TC:5800cm?/personth
Work wear-{arms-body-and-legs-covered) 0.0068577 91
FG:2500-cm?/personth
Work-wear{arms-body-and-legs-covered)-and-gloves 0-0015910 21
FGC:-580-em?/personth
Strawberry
Reaching, picking /Outdoor
Work rate: 8 hours/day,
DTso: 3-days 30 days
DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 28 365 days
Number of applications and application rate 306125 kg a.s./ha
1 x 0.0075
Body weight: 60 kg |Potential 0-0225138 300
TC: 5800 cm?/person/h 0.0105429 141
0.0026100 35
Work wear (arms, body and legs covered) 0.0116451 155
TC: 3000 cm?/person/h 0.0054532 i~
0.0013500 18
Work wear (arms, body and legs covered) and gloves 0.0029113 39
TC: 750 cm?/person/h 00013633 a9
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0.0003375 5

Ornamentals

Cutting, sorting, bundling, carrying/Outdoor
Work rate: 8 hours/day,

DTso: 3-days 30 days

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

Interval between treatments: 28 365 days

Number of applications and application rate 3-x0:0425 kg a.s./ha
1 x 0.0075
Body weight: 60 kg | Potential 0:0543437 25
TC: 14000 cm?/person/h 0.0254484 339
0.0063000 84
Work wear (arms, body and legs covered) 0:0194085 259
TC: 5000 cm?/person/h 0.0090887 121
0.0022500 30
Work wear (arms, body and legs covered) and gloves 0:0054344 3
TC: 1400 cm?/person/h 0.0025448 34
0.0006300 8
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Worker exposure estimates performed have shown that the exposure limit value (AOEL) will not
be exceeded under the conditions of the intended uses and taking into account the use of personal
protective equipment such as workwear (arms, body and legs covered) and gloves.

Conclusion

It can be concluded there is no unacceptable risk anticipated for the worker re-entering the treated crops
even without suitable protective clothing.

6.6.3.2 Refinement of generic DFR value (KCP 7.2)

If no DFR data for the specific compound are available, a conservative default value for the DFR may be
taken as 3 pg/cm? (30 mg a.s./m?).
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DFR; =DFRyxe**+=3.207 uglcm? x 0.7 =2.3318 nglem?
Therefore-for DFRy = DFRyet rer-MAF =2.3318 pglem® —the DFRyes e =212 pglem® perkg-s-atha

DFR; =DFRgxe*+=3.327 uglem? x0-62 =2.0960 uglcm?
MQWML;MMQMM%&@%QMMW%W%%@%

DFR;=DFRyxe **=3.327 uglem?x0:35=11763 nglem?
Therefore for DFRy=DFRye e MAF = 11763 pgfem® —the DFRyer rer = 1:06-pglem? per-kg-s-afha

6.6.3.3 Measurement of worker exposure

Since the worker exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) will not be exceeded under conditions of intended uses and considering above mention PPE, a
study to provide measurements of worker exposure was not necessary and was therefore not performed.

! Guidance of EFSA (EFSA Journal 2014;12(10):3874): “Guidance on the assessment of exposure of operators. workers. residents and bystand-
ers in risk assessment for plant protection products”
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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
expected to incur in a single day. Therefore, there is no need for a separate acute risk assessment for resi-
dents.

No bystander risk assessment is required for PPPs that do not have significant acute toxicity or the poten-
tial to exert toxic effects after a single exposure. Exposure in this case will be determined by average ex-
posure 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 Del-
tamethrin. The outcome of the estimation is presented in

Estimates of exposure to residents and / or bystanders have shown that the exposure limit (AOEL)
for deltamethrin will not be exceeded under the conditions of intended use and taking into ac-
count the above mentioned risk mitigation measures (a buffer zone of 2-3 m should be main-
tained

Fable-6:6-8 (longer term resident exposure) and Table 6.6-9 (acute bystander exposure). Detailed calcula-
tions are in Appendix 3.

Table 6.6-7: Exposure models for intended uses
Critical use(s) Brassica vegetables (cabbage, Brussels sprouts, cauliflower) (max. 20251 x 0.15 L
product/ha)

Strawberry tomato, ornamentals (max=3-<-8-25 1 x 0.15 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

Table 6.6-8: Estimated resident exposure (longer term exposure)

Deltamethrin

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

Tractor mounted boom spray application outdoors to Brassica vegetables (cabbage, Brussels sprouts, cauliflower)
Buffer zone: 2-3(m)

Drift reduction technology: no

DTso: 3-days 30 days

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

Interval between treatments: 28 365 days

Number of applications and application rate 200125 kg a.s./ha

1 x 0.0075
Resident child Drift (75" perc.) 0-0011745 15.66
Body weight: 10 kg 0-0002528 33
0.0001517 2.02
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Vapour (75" perc.) 0.0010700 14.27
Deposits (75 perc.) 00004512 202
0:0000672 0.90
0.0000225 0.30
Re-entry (75" perc.) 00016231 2164
0.0005675 757
0.0001898 2.53
Sum (mean) 0-0031216 41.62
00017111 22.82
0.0013215 17.62
Resident adult Drift (75" perc.) 00002811 375
Body weight: 60 kg 0-00006063 080
0.0000362 0.48
Vapour (75" perc.) 0.0002300 3.07
Deposits (75 perc.) 0.000065 0.87
0:0000229 031
0.0000077 0.10
Re-entry (75" perc.) 00009017 12.02
£:6003153 420
0.0001055 1.41
Sum (mean) 0-0011305 15.67
0:0005269 702
0.0003369 4.49
Tractor mounted boom spray application outdoors to strawberry
Buffer zone: 2-3(m)
Drift reduction technology: no
DTso: 3-days 30 days
DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 28 365 days
Number of applications and application rate 300425 kg a.s./ha
1 x0.0075
Resident child Drift (75" perc.) 0-0011745 1566
Body weight: 10 kg 0-0002528 334
0.0001517 2.02
Vapour (75 perc.) 0.0010700 14.27
Deposits (75" perc.) 00004512 202
0.0000908 121
0.0000225 0.30
Re-entry (75" perc.) 00016231 2164
0-0007669 1022
0.0001898 2.53
Sum (mean) 0-0031216 41.62
0.0018873 2516
0.0013215 17.62
Resident adult Drift (75" perc.) 00002811 375
Body weight: 60 kg 0-0018873 080
0.0000362 0.48
Vapour (75" perc.) 0.0002300 3.07
Deposits (75" perc.) 0.000065 0.87
0.0000310 041
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0.0000077 0.10
Re-entry (75" perc.) 0.0009017 12.02
0:0004260 5:68
0.0001055 1.41
Sum (mean) 0:0011305 15.07
§-0606210 828
0.0003369 4.49
Tractor mounted boom spray application outdoors to tomato and ornamentals
Buffer zone: 2-3(m)
Drift reduction technology: no
DTso: 3-days 30 days
DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 28 365 days
Number of applications and application rate 3-x0.0125 kg a.s./ha
1 x 0.0075
Drift (75" perc.) 0.0007830 10.44
£:0002528 338
0.0001011 1.35
Vapour (75" perc.) 0.0010700 14.27
Deposits (75" perc.) 0.0001526 203
£:0000908 121
0.0000225 0.30
Re-entry (75 perc.) 00016376 21.83
0-0007669 4022
0.0001898 2.53
Sum (mean) 06:0029186 3894
0:0018843 25:16
0.0012936 17.25
Resident adult Drift (75" perc.) 0-0001874 250
Body weight: 60 kg 0-0000603 080
0.0000241 0.32
Vapour (75 perc.) 0.0002300 3.07
Deposits (75" perc.) 0-0000661 0.88
0:0000310 041
0.0000077 0.10
Re-entry (75 perc.) 0-0009098 12413
£:0004260 568
0.0001055 1.41
Sum (mean) 0-0010928 1457
0-0006210 828
0.0003312 4.42
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Estimates of exposure to residents and / or bystanders have shown that the exposure limit
(AOEL) for deltamethrin will not be exceeded under the conditions of intended use and
taking into account the above mentioned risk mitigation measures (a buffer zone of 2-3 m
should be maintained
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Bystanderchild Drift (95 pere.) 0.0017745 23.66
Vapour{(95%-pere.) 00010700 1427
Deposits (95" perc) 0:0004584 611
Re-entry-{95% pere) 00016376 2183
Bystander-adult Drift{95% perc) 0-0004827 6:44
Vapour{95%-pere.) 00002300 3.07
Deposits (95" perc) 0:0001993 266
Re-entry-{95% pere) 00009098 1213
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 Deltamethrin will not be exceeded under conditions of intended uses and con-
sidering above mentioned risk mitigation measures, a study to provide measurements of resi-
dent/bystander exposure was not necessary and was therefore not performed.

6.6.5 Combined exposure

Not relevant. The product contains only one active substance.
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Appendix 1  Lists of data considered in support of the evaluation

List of data submitted by the applicant and relied on
Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not

KCP 7.1.1 | XXX XXX M. 2018 | Acute oral toxicity study (acute toxic class method) of Deltamethrin 5% CS in Wistar rat Y SHARDA
Eurofins report No. G13190 Cropchem
GLP, Unpublished Limited

KCP 7.1.2 | XXX XXX M. 2018 | Acute dermal toxicity study of Deltamethrin 5% CS in Wistar rat Y SHARDA
Eurofins report No. G13191 Cropchem
GLP, Unpublished Limited

KCP 7.1.3 |S. B. XXX XXX 2018 | Deltamethrin 5% CS: Acute inhalation toxicity study in Wistar rats Y SHARDA
Eurofins report No. G13192 Cropchem
GLP, Unpublished Limited

KCP7.1.4 |P.S. XXX 2017 | Deltamethrin 5% CS — In vitro skin corrosion: reconstructed human epidermis (RHE) test method N SHARDA
Eurofins report No. G13193 Cropchem
GLP, Unpublished Limited

KCP7.1.4 |P.S. XXX 2017 | Deltamethrin 5% CS — In vitro skin irritation: Reconstructed human epidermis test method N SHARDA
Eurofins report No. G13194 Cropchem
GLP, Unpublished Limited

KCP 7.1.6 |S. B. XXX XXX 2018 | Deltamethrin 5% CS: Local Lymph Node Assay (LLNA) in CBA/Ca mice Y SHARDA
Eurofins report No. G13195 Cropchem
GLP, Unpublished Limited

KCP 7.3. | XXXV XXX N '
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

No additional study submitted.

The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data point Author(s) Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCP XX | Author YYYY

Title

Company Report N

Source

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

Y/N

Owner

List of data relied on not submitted by the applicant but necessary for evaluation

Data point Author(s) Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCP XX | Author YYYY

Title

Company Report N

Source

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

Y/N

Owner
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Appendix 2  Detailed evaluation of the studies relied upon

A2l

Statement on bridging possibilities

The classification of Deltamethrin 5% CS was performed by calculation. The assessment of all acute tox-
icological properties of Deltamethrin 5% CS is derived from the classification of the active compound
and co-formulants as shown below. For obvious confidentiality reasons, the names and percentages of co-
formulants are disclosed in Part C:

Formulant % of for- | Acute Oral | Acute Dermal |Acute Inhala-| Dermal |Ocular Irri-| Sensitising
mulation Toxicity Toxicity tion Toxicity | Irritation tation potential
Deltan_1ethr|n 499 100 mg/kg, > 2000 ma/ka? 0.5 mgll, Not Irritat- | Not Irritat- |Not sensitis-
Technical ' H301 9 H331 ing? ing? ing?
Not Irritat- | Not Irritat- |Not sensitis-
*
Coformulant 1 XXX 12600 mg/kg | > 10000 mg/kg ing? ing? ing®
Skin Irrit. 2, | Eye Dam.1, |Not sensitis-
1) 1) * ’ ]
Coformulant 2 XXX > 2000 mg/kg" | > 2000 mg/kg H315 H318 ing?
XXXXXXXXXXXX XXX > 2000 mg/kg?| > 2000 mg/kg? * Sklr;%)({;f. L NOtinI;rll)tat_ Not isne;ls)ltls-
Coformulant 3 e > 2000 ma/ka® | > 2000 ma/ka? - Not Irritat- | Not Irritat- |Not sensitis-
oformula g/kg 9/kg ing ing? ing?
Not Irritat- | Not Irritat- [Not sensitis-
1) 1) *
Coformulant 4 XXX > 2000 mg/kg"| > 2000 mg/kg ing? ing? ing?
Not Irritat- | Not Irritat- |Not sensitis-
1) 1) *
Coformulant 5 XXX > 2000 mg/kg" | > 2000 mg/kg ing? ing? ing?
500 mg/kg? " * Skin Irrit. 2, | Eye Dam. 1, [Skin Sens. 1
XXXXXXXXKXXXX XXX H302 > 2000 mg/kg H315 H318 H317
1030 mg/kg, - Skin Irrit. 2, | Eye Dam. 1, |Skin Sens. 1
Coformulant 6 XXX H302 > 5000 mg/kg H315 H318 H317
500 mg/kg? " * Skin Irrit. 2, | Eye Dam. 1, |Skin Sens. 1
XXXXXXXXXXXX XXX H302 > 2000 mg/kg H315 H318 H317
Skin Corr. 1,| Eye Dam.1, [Not sensitis-
1) 1) ’ )
XXXXXXKXXXXXXK XXX > 2000 mg/kg® | > 2000 mg/kg * H314 H318 ing?
Skin Corr. 1,| Not Irritat- |Skin Sens. 1
1) )
Coformulant 7 XXX > 2000 mg/kg”| > 5000 mg/kg 19.6 mg/l H314 ing? H317
OO oo 100 mg/kg?, | 300 mg/kg?, | 0.05mg/1?, | SkinCorr. | Not Irritat- |Skin Sens. 1
H301 H311 H330 1B, H314 ing? H317
1890 mg/kg 1100 mg/kg, 1.5 mg/1?, |Skin Irrit. 2, | Eye Dam. 1, |Not sensitis-
Coformulant 8 XX H302 H312 H332 H315 H318 ing?
Coformulant 9 XXX > 5000 mg/kg | > 2000 mg/kg® | > 4688 mg/m? NOEnlgll)tat_ NOtir:gll)tat_ Not isne;ls)ltls-
Not Irritat- | Not Irritat- |Not sensitis-
1) 1) *
Coformulant 10 XXX > 2000 mg/kg"| > 2000 mg/kg ing? ing? ing?

* No Information / but in their MSDS are not classified acutely inhalation toxic

D As co-formulant is not classified
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2 According to the Regulation (EC) n°1272/2008, Oral: ATE = 500 mg/kg is used for the calculation for co-
formulant classified as Acute Tox. 3: H302; ATE = 100 mg/kg is used for the calculation for co-formulant classi-
fied as Acute Tox. 3: H301; Dermal: ATE = 300 mg/kg is used for the calculation for co-formulant classified as
Acute Tox. 3: H311; Inhalation: ATE = 1.5 mg/l is used for the calculation for co-formulant classified as Acute
Tox. 4; H332; ATE = 0.5 mg/l is used for the calculation for co-formulant classified as Acute Tox. 3; H331; ATE
= 0.05 mg/kg is used for the calculation for co-formulant classified as Acute Tox. 2; H330.

According to Regulation (EC) No 1272/2008 classification of mixtures based on ingredients of the mix-
ture is determined by calculation from the ATE values:

100 _'EE C;
ATE,.;. — ATE,

or

-lﬂﬂ - {Ecunimm'nif :} 1‘]'?-")!}} _ Z Ci
ATE,.;.. ~ LLATE,

where:

Ci = concentration of ingredient i (% w/w or % v/v)
i = the individual ingredient from 1 to n

n = the number of ingredients

ATEi = Acute Toxicity Estimate of ingredient i.

A22 Acute oral toxicity (KCP 7.1.1)

Comments of ZRMS: |According to the calculation method ATE mix is 1 770mg/kg bw and
then DECIDE should be classified Acute Tox.3/H302

but
Under the experimental conditions, the oral LD50 of SHA 0100

Y/DECIDE is 2000 mg/kg bw in rats. Therefore no classification is re-
quired according to Regulation (EC) No. 1272/2008.

The acute oral toxicity classification for Deltamethrin 5% CS was calculated:

100
ATE i =—F—

C;
Xr ATE,

100

199 0.00002 00125 0.00025 1246
100 T 500 T 500 T 100 T 1890

ATE, ;.= = 1770 mg/kg bw

Details of the co-formulants and their classification and the calculation methodology that was used to
assess the acute oral toxicity of Deltamethrin 5% CS can be found in an appendix to the confidential
dossier of this submission (Registration Report, Part C).
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Conclusion

The acute oral toxicity of Deltamethrin 5% CS was estimated to be 1770 mg/kg. Under the GHS
classification system this component does trigger the value of the classification according to Regulation
(EC) no. 1272/2008.

Based on the composition and in according to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is
classified for Oral Acute Toxicity (H302). However, the applicant has an study of acute oral toxicity
(OECD 423), and according to this study, Deltamethrin 5% CS has a LD50 = 5000 mg/kg body weight.
Therefore, Deltamethrin 5% CS is not classified. No signal word or hazard statement is required for this
hazard.

Reference KCP7.1.1

Report Acute oral toxicity study (acute toxic class method) of Deltamethrin 5% CS
in Wistar rat, XXX XXX M., 2018, report No. G13190

Guideline(s) Yes, OECD Guidelines No. 423

Deviations No

GLP Yes

Acceptability Yes

Duplication No

(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.) Deltamethrin 5% CS (Batch No. SCL-89521)
Species Rat, Wistar

No. of animals (group size) 3 rats (females) / treatment step

Dose(s) 2000 mg/kg bw

Exposure Once by gavage

Vehicle/Dilution None

Post exposure observation period 14 days

Remarks None

Results and discussions

Table A 1: Results of acute oral toxicity study in rats of SHA 0100 Y/DECIDE
Dose Toxicological results * | Duration of signs Time of death LDso (mg/kg bw)
(mg/kg bw) (14 days)
Female rats
2000 0/0/3 - - 5000 cut-off
Female rats
2000 0/0/3 - - 5000 cut-off

* Number of animals which died/number of animals with clinical signs/number of animals used
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Table A 2: Summary of findings of acute oral toxicity study in rats of SHA 0100
Y/DECIDE

Mortality No mortality occurred.

Clinical signs No clinical signs of toxicity were observed.

Body weight Body weight gain was considered to be normal.

Macroscopic exam- | The necropsies performed at the end of the study revealed no apparent findings.

ination

Conclusion

Under the experimental conditions, the oral LDsy of SHA 0100 Y/DECIDE is 5000 mg/kg bw in rats.
Thus, no classification is required according to Regulation (EC) No. 1272/2008.

A23 Acute percutaneous (dermal) toxicity (KCP 7.1.2)

Comments of ZRMS: [Under the calculated method and experimental conditions, the dermal
LDso of DECIDE is 8828 mg/kg bw

and

Under the experimental conditions, the dermal LDso of SHA 0100
Y/DECIDE is higher than 2000 mg/kg bw in rats.

Therefore, no classification is required according to Regulation (EC)
No. 1272/2008.

The acute dermal toxicity classification for Deltamethrin 5% CS was calculated:
100
G
rATE,

ATEmix =

100

0.00025 + 1246
300 1100

ATE, ;.= = 8828 mg/kg bw

Conclusion

The acute dermal toxicity of Deltamethrin 5% CS was estimated to be > 2000 mg/kg. Therefore, accord-
ing to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is not classified. No signal word or hazard
statement is required for this hazard.

A23.1 Study 1
Reference KCP7.1.2
Report Acute dermal toxicity study of Deltamethrin 5% CS in Wistar rat, XXX

XXX M., 2018, report No. G13191
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Guideline(s) Yes, OECD guidelines No. 402

Deviations Yes, the Rat Rm 7535 was observed for clinical signs and pre-terminal
deaths (mortality) once during first 30 minutes after application and at 1, 2.5,
3.5, 4.5, 5.5 and 6.5 hours after application on day of treatment instead of
hourly intervals for 6 hours after application or more on the day of treatment.
There was no impact of the deviation on the outcome of the study.

GLP Yes

Acceptability Yes

Duplication No

(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.)

Deltamethrin 5% CS (Batch No. SCL-89521)

Species

Rat, Wistar

No. of animals (group size)

3 female / group

Dose(s) 2000 mg/kg bw
Exposure 24 hours (dermal, semi-occlusive)
Vehicle/Dilution None
Post exposure observation period 14 days
Remarks None
Results and discussions
Table A 3: Results of acute dermal toxicity study in rats of SHA 0100 Y/DECIDE
Dose Toxicological results * Duration of signs Time of death LDso (mg/kg bw)
(mg/kg bw) (14 days)
Male rats
2000 0/0/3 - - > 2000
Female rats
2000 0/0/3 - - > 2000
* Number of animals which died/number of animals with clinical signs/number of animals used
Table A 4: Summary of findings of acute dermal toxicity study in rats of SHA 0100
Y/DECIDE
Mortality No mortality occurred.
Clinical signs No clinical signs of toxicity were observed.
Body weight Body weight gain was considered to be normal.
Ma_cros_copic ex- | The necropsies performed at the end of the study revealed no apparent findings.
amination
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Conclusion

Under the experimental conditions, the dermal LDso of SHA 0100 Y/DECIDE is higher than 2000 mg/kg
bw in rats. Thus, no classification is required according to Regulation (EC) No. 1272/2008.

A24 Acute inhalation toxicity (KCP 7.1.3)

Comments of ZRMS: |According to the calculation method DECIDE is not classified, acute
inhalation toxicity was estimated 5.5 mg/|

But and

Under the experimental conditions, the inhalation LCso of SHA 0100
Y/DECIDE is higher than 0.15 mg/L air in rats (considering that max-
imum attainable concentration, no mortality occurred, no clinical signs
of toxicity were observed_and , Body weight gain was considered to be
normal and _The necropsies performed at the end of the study revealed
no apparent findings).

Therefore classification AeuteTox3/H331 is not required
according to Regulation (EC) No. 1272/2008

The acute inhalation toxicity classification for Deltamethrin 5% CS was calculated:

100
ATE sy = ———
L
rATE,
100

ATE, ;. =

199 000025 1246- 2> M4/l

05 T 005 T 15

Details of the co-formulants and their classification and the calculation methodology that was used to
assess the acute inhalation toxicity of Deltamethrin 5% CS can be found in an appendix to the confiden-
tial dossier of this submission (Registration Report, Part C).

Conclusion

The acute inhalation toxicity of Deltamethrin 5% CS was estimated to be > 5 mg/l. Therefore, according
to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is not classified. No signal word or hazard
statement is required for this hazard.

A241 Study 1

Reference KCP7.1.3

Report Deltamethrin 5% CS: Acute inhalation toxicity study in Wistar rats, S.B.
XXX XXX, 2018, report No. G13192

Guideline(s) Yes, OECD guidelines No. 403

Deviations No

GLP Yes

Acceptability Yes
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Duplication No

(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.) Deltamethrin 5% CS (Batch No. SCL-89521)
Species Rat, Wistar

No. of animals (group size) 6 rats (3 males, 3 females)

Concentration(s) 0.15 mg/L air

Exposure 4 hours (nose only)

Vehicle/Dilution 20% w/v of test item in Milli-Q water

Post exposure observation period 14 days

Remarks None

Results and discussions

Table A 5: Concentration(s) and exposure conditions
Nominal conc. Actual conc. MMAD * GSD **
(mg/L air) (mg/L air) (nm) (um)
16 0.15+0.07 1.28 £0.99 2.09

* MMAD = Mass Median Aerodynamic Diameter
**  GSD = Geometric Standard Deviation

Table A 6: Results of acute inhalation toxicity study in rats of SHA 0100 Y/DECIDE
Concentration | Toxicological results * Duration of signs Time of death LCso (mg/L air)
(mg/L air) (14 days)
Male rats
0.15 0/0/3 - - >0.15
Female rats
0.15 0/0/3 - - >0.15

* Number of animals which died/number of animals with clinical signs/number of animals used

Table A 7: Summary of findings of acute inhalation toxicity study in rats of SHA 0100
Y/DECIDE

Mortality No mortality occurred.

Clinical signs No clinical signs of toxicity were observed.

Body weight Body weight gain was considered to be normal.

Macroscopic ex- | The necropsies performed at the end of the study revealed no apparent findings.

amination

Conclusion

Under the experimental conditions, the inhalation LCso of SHA 0100 Y/DECIDE is higher than 0.15
mg/L air in rats. Thus, classification is required according to Regulation (EC) No. 1272/2008.
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A25 Skin irritation (KCP 7.1.4)

Comments of ZRMS: |Based on the composition and in accordance to the Regulation EC No.
1272/2008, DECIDE is not classified for skin irritation

and

Under the experimentals conditions (In vitro skin corrosion: recon-
structed human epidermis (RHE) and In vitro skin irritation: Recon-
structed human epidermis tests methods), DECIDE is predicted to be
NoN-corrosive.
Therefore, no classification is required according to Regulation (EC)
No. 1272/2008.

The product contains < 1% of co-formulants considered as skin corrosion (classified as: Skin Corr. 1;
H314), but the product contains > 10% of co-formulants considered as skin irritant (classified as: Skin
Irrit. 2; H315). Under the GHS classification system this component get the additive trigger value of the
classification according to Regulation (EC) no. 1272/2008.

Conclusion

Based on the composition and in accordance to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is
classified for skin irritation (H315). However, the applicant has studies of in vitro skin irritation (OECD
439) and in vitro skin corrosion (OECD 431), and according to these studies, Deltamethrin 5% CS is non-
irritant. Therefore, Deltamethrin 5% CS is not classified. No signal word or hazard statement is required
for this hazard.

A25.1 Study 1

Reference KCP7.1.4

Report Deltamethrin 5% CS — In vitro skin corrosion: reconstructed human epider-
mis (RHE) test method, P. S. XXX, 2017, report No. G13193

Guideline(s) Yes, OECD guideline No. 431

Deviations Yes, it is considered that the NC meets the acceptance if the mean OD value

of the 2 tissues is > 0.6 and < 1.5 for every exposure time but the mean OD
of NC was 0.55405 in the 240 minutes exposure which is slightly less than
the acceptance limit of > 0.6.

GLP Yes
Acceptability Yes
Duplication No

(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.) Deltamethrin 5% CS (Batch No. SCL-89521)

Test system EpiSkin kit (in vitro reconstructed human epidermis)

Number 2 epidermis units per test item
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Exposure 50uL of positive control (glacial acetic acid)
50uL of negative control (Sodium chloride (NaCl) 0.9% (w/v))
50uL of the test item

Vehicle/Dilution None

Remarks None

Results and discussions

Table A 8: Mean OD values of Individual Epidermis Units (240-minutes Exposure)
Absorption (ODs)
R1 R2
Negative control 0.5527 0.5554
Positive control 0.0866 0.08765
Test Item 0.90545 0.91825
Table A 9: True OD values of individual epidermis units (240-minutes exposure)
Absorption (ODszo)
R1 R2
Negative control 0.51125 0.51395
Positive control 0.864 0.8768
Test Item 0.04515 0.0462
Table A 10: Individual tissue viability of epidermis (relative) (240-minutes exposure)
% Individual viability
R1 R2 Mean viability Variability
Positive control 8.81 9.01 8.91 -2.24
Test Item 168.55 171.05 169.8 -1.48

Negative control means: 0.5126

Skin corrosion is expressed as the remaining cell viability after exposure to the test items.

The relative mean tissue viability obtained after 3, 60 and 240 minutes treatment duration with the test
item compared to the negative control tissues was 116.06, 115.91 and 169.8%, respectively.

The positive control had a mean cell viability of 8.91% after 240 minutes exposure.

Conclusion

Under the experimental conditions, SHA 0100 Y/DECIDE is predicted to be non-corrosive. Thus, no
classification is required according to Regulation (EC) No. 1272/2008.

A252 Study 2

Reference KCP 7.1.4

Report Deltamethrin 5% CS — In vitro skin irritation: Reconstructed human epider-
mis test method, P. S. XXX, 2017, report No. G13194

Guideline(s) Yes, OECD guideline No. 439

Deviations No

GLP Yes

Acceptability Yes
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Duplication No
(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.) Deltamethrin % CS (Batch No. SCL-89521)

Test system EpiSkin kit (in vitro reconstructed human epidermis)

Number 3 epidermis units per test item
Exposure Negative control:

10pL of Phosphate Buffered Saline (PBS)
Positive control:
10uL of Sodium 5% aqueous Sodium Dodecyl Sulfate (SDS)

Test system:
10pL of the test item

Vehicle/Dilution None

Remarks None

Results and discussions

Table A 11: Mean OD value of Individual Epidermis Units
Absorption (ODs)
R1 R2 R3
Negative control 0.7442 0.7442 0.7435
Positive control 0.0776 0.07905 0.07795
Test item 0.92145 0.92675 0.92065
Table A 12: Ture OD value of Individual Epidermis Units
Absorption (ODsz)

R1 R2 R3 Mean SD
Negative control 0.70308 0.70308 0.70238 0.70285 0.0004
Positive control 0.03648 0.03793 0.03683 0.03708 0.0008
Test item 0.88033 0.88563 0.87953 0.88183 0.00332
Table A 13: Individual tissue viability of Epidermis Units (relative)

% Individual viability

R1 R2 R3 Mean SD
Positive control 5.19 5.40 5.24 5.28 0.110
Test item 125.25 126.01 125.14 125.47 0.474

Negative control means: 0.70285

The relative mean tissue viability obtained after 15 minutes treatment with the test item compared to the

negative control tissues was 125.47%.
The positive control had a mean cell viability of 5.28% after 15 minutes exposure.

Conclusion

Under the experimental conditions, SHA 0100 Y/DECIDE is predicted to be non-irritant. Thus, no classi-

fication is required according to Regulation (EC) No. 1272/2008.
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A 2.6 Eye irritation (KCP 7.1.5)

Comments of ZRMS: Based on the composition and in accordance to the Regulation EC No.
1272/2008, Deltamethrin 5% CS is classified as Eye Dam.1/H318, with
pictogram GHS05 “Danger” is proposed.

The product contains > 3% of co-formulants considered as eye damage (classified as: Eye Dam. 1; H318).
Under the GHS classification system this component does trigger the value of the classification according
to Regulation (EC) no. 1272/2008.

Conclusion
Based on the composition and in accordance to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is

classified as Eye Damage, therefore the hazard statement H318 with pictogram GHSO05 and pictogram
“Danger” is proposed.

No new study has been submitted.

A27 Skin sensitisation (KCP 7.1.6)

Comments of ZRMS: Based on the composition and in accordance to the Regulation EC No.
1272/2008, Deltamethrin 5% CS is not classified as skin sensitiser but
with the statement “EUH208: Contains 1,2-benzisothiazolin-3-one
(2634-33-5) and Reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-
one [and 2-methyl-2H-isothiazol-3-one (3:1). May produce an allergic
reaction.”

and

Under the experimental conditions, DECIDE is not a skin sensitiser
with EUH208 .
Therefore no classification is required according to Regulation (EC)
No. 1272/2008

The product contains < 1% of co-formulants considered as skin sensitiser (classified as: Skin Sens. 1;
H317). Under the GHS classification system this component is below the additive trigger value of the
classification according to Regulation (EC) no. 1272/2008.

Conclusion
According to the Regulation EC No. 1272/2008, Deltamethrin 5% CS is not classified. No signal word or
hazard statement is required for this hazard.

However, the Deltamethrin 5% CS contains > 0.005 — < 0.05% of 1,2-benzisothiazol-3(2H)-one (CAS:
2634-33-5) which has specific limit concentration (C > 0.05%) and contains > 0.00015 — < 0.0015% of
Reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-
isothiazol-3-one [EC no. 220-239-6] (3:1), therefore the statement “EUH208: Contains 1,2-
benzisothiazolin-3-one (2634-33-5) and Reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC
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no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1). May produce an allergic
reaction.” is proposed.

A27.1 Study 1
Reference KCP 7.1.6
Report Deltamethrin 5% CS: Local Lymph Node Assay (LLNA) in CBA/Ca mice,

S. B. XXX XXX, 2018, report No. G13195

Guideline(s) Yes, OECD guideline No. 429
Deviations No

GLP Yes

Acceptability Yes

Duplication No

(if vertebrate study)

Materials and methods

Test material (Lot/Batch No.)

Deltamethrin 5% CS (Batch No. SCL-89521)

Species

Mice CBA/Ca

No. of animals (group size)

6 female mice /group

Range finding

No

Exposure (concentration(s), no. of
applications)

Vehicle control group:

25uL of DMSO (Dimethyl sulfoxide)

Positive control group

25uL of 25% v/v a-hexylcinnamaldehyde (HCA) in DMSO
Test item groups

25uL of 25% v/v test item in DMSO

25uL of 50% v/v of test item in DMSO

25uL of undiluted test item

Vehicle

DMSO (Dimethyl sulfoxide)

Pretreatment prior to topical application

No

Reliability check

a-hexylcinnamaldehyde (HCA) at 25% v/v

Remarks

None

Results and discussions

Table A 14: Results of skin sensitisation study of SHA 0100 Y/DECIDE
24 hours 48 hours Total number of animals af-
fected
After LLNA
SHA 0100 0/6 0/6 0
Y/DECIDE
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24 hours 48 hours Total number of animals af-

fected

SHA 0100 0/6 0/6 0

Y/DECIDE

SHA 0100 0/6 0/6 0

Y/DECIDE

Test vehicle 0/6 0/6 0

control group

Positive 3/6 5/6 5

control

* Number of animals with positive dermal response (scores of 1-3) /number of animals in dose group

Clinical signs: No clinical signs of toxicity were observed.

Conclusion

Under the experimental conditions, SHA 0100 Y/DECIDE is not a skin sensitiser. Thus, no classification
is required according to Regulation (EC) No. 1272/2008.

A28 Supplementary studies for combinations of plant protection products
(KCP 7.1.7)

No data available.

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).

A2.10 Studies on dermal absorption (KCP 7.3)
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Concentrate Spray dilution
50735 0.01
509.07 £3.17 0.1+0.002
3.94 0.052
8 8
Results and discussions
High dose Low dose
' (Spray dilution 1:5000)
0.01
509.07 +3.17 0.1+0.002
8 8
Recovery [%] Recovery [%]

""|||||||||| |!!|
B

1!
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Other/Special Studies

No data submitted.
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Appendix 3  Exposure calculations

A31 Operator exposure calculations (KCP 7.2.1.1)
A31l1 Calculations for Deltamethrin
Table A 16: Input parameters considered for the estimation of operator exposure
Formulation-type cs Crop-type Brassica-vegetables{cabbage;
strawberry, tomato

Area-treated-per-day-(A) 50 ha Application-eguipment Vehicle-mounted
Dermal-abserption-(DA) 25 %-(coneentr) tndeor/eutdosr Outdoor

70 | %-{(dilution) Closed-cabin Ne
Inhalation absorption (1A) 100 % Drift reduction No
Body-weight(BW) 60 kg/person Cultivation Nermal
AOEL 0-0075 | mgtkg-bw/d Watersoluble-bag Ne

Table A 17: Estimation of longer term operator exposure towards Deltamethrin according

to EFSA guidance

Potential With- work wear+PPE/RPE

Hands Protective-gloves
Specific-exposure-value 845.5048366 pefpersen | 6:3390240 pefperson
Systemic-exposure 140932473 mgtkg-bwid | 61056504 mgikg-bw/d
Bedy Work-wear
Specific-exposure-value 640.8965729 pefperson | 39174565 pg/person
Systemic-exposure 10.6816095 mgtkg-bw/d | 6:0652909 mgltkg-bw/d
Head Nene
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inhalation Nene
Application
Hands Nene
Body Work-wear
Head Nene
Inhalation None
Fotal
Y%-oF-AOEL 355.89—— Y% 20.00 %
Without RPE/PPE With RPE/PPE
Longer term

Total systemic exposure from mixing, loading and application (mg a.s./day)

0,3250042

0,1900467

(mg/kg bw/day)

Total systemic exposure from mixing, loading and application per kg body weight

0,0054167

0,0031674

% of RVNAS

72,22%

42,23%

Table A 18: Input parameters considered for the estimation of operator exposure
Formulation type CS Crop type Brassica vegetables (cabbage,
Brussels sprouts, cauliflower),
strawberry, tomato
Application rate (AR) 0.0075 | kg a.s./ha Application method Downward spraying
Area treated per day (A) 50 ha Application equipment Vehicle-mounted
Dermal absorption (DA) 5 % (concentr.) Indoor/outdoor Outdoor
15 % (dilution) Closed cabin No
Inhalation absorption (1A) 100 % Drift reduction No
Body weight (BW) 60 kg/person Cultivation Normal
AOEL 0.0075 | mg/kg bw/d Water soluble bag No
Table A 19: Estimation of longer term operator exposure towards Deltamethrin according
to EFSA guidance
‘ Potential ‘ With work wear + PPE/RPE

Mixing and loading

Hands

‘ None
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Specific exposure value 114.1317549 pg/person 114.1317549 pg/person
Systemic exposure 1.9021959 mg/kg bw/d | 1.9021959 mg/kg bw/d
Body Work wear
Specific exposure value 89.5104630 ug/person 0.4981890 ng/person
Systemic exposure 1.4918410 mg/kg bw/d | 0.0083031 mg/kg bw/d
Head None
Specific exposure value 0.9728173 pg/person 0.9728173 pg/person
Systemic exposure 0.0162136 mg/kg bw/d | 0.0162136 mg/kg bw/d
Inhalation None
Specific exposure value 2.7645962 ug/person 2.7645962 pg/person
Systemic exposure 0.0460766 mg/kg bw/d | 0.0460766 mg/kg bw/d
Application
Hands None
Specific exposure value 8.3431901 ug/person 8.3431901 pg/person
Systemic exposure 0.1390532 mg/kg bw/d | 0.1390532 mg/kg bw/d
Body Work wear
Specific exposure value 4.6649628 pg/person 0.1279678 pg/person
Systemic exposure 0.0777494 mg/kg bw/d | 0.0021328 mg/kg bw/d
Head None
Specific exposure value 0.2204821 ug/person 0.2204821 pg/person
Systemic exposure 0.0036747 mg/kg bw/d | 0.0036747 mg/kg bw/d
Inhalation None
Specific exposure value 0.6335502 pg/person 0.6335502 pg/person
Systemic exposure 0.0105592 mg/kg bw/d | 0.0105592 mg/kg bw/d
Total

Total systemic exposure 0.0036874 mg/kg bw/d | 0.0021282 mg/kg bw/d
% of AOEL 49.16 % 28.38 %
Table A 20: Input parameters considered for the estimation of operator exposure
Formulation-type cs Crop-type Ornamentals
Area treated per day (A) 10 ha Application-equipment Vehicle-mounted
Dermal-absorption-(BDA} 25 Y%-(coneentr) Indeerfoutdosr Outdeor

70 Y%o-(ditution} Clesed-cabin Ne
Inhalation-absorption-(HA) 160 % Driftreduction Ne
Body-weight-(BW) 60 kglperson Cultivation Nermat
AOEL 0.0075 | mg/kg-bw/d Water soluble bag Ne
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Table A 21: Estimation of longer term operator exposure towards Deltamethrin according
to EFSA guidance
Potential With-work wear+PPE/RPE
Hands Nore
Systemic-exposure 4.0824699 mgrkg-bwld | 40824699 mgikg-bw/d
Body Work-wear
Specific-exposure-value 2067573533 pefperson | 00407451 pefperson
Systemic exposure 3.4459559 mg/kg-bw/d | 6.0156786 mglkg-bw/d
Head Nore
Specific-exposure-value 1.6213621 pefperson | 16213621 petperson
Systemic-exposure 00270227 mgrkg-bwld | 5:0270227 mgikg-bw/d
Inhalation None
Specific exposure value 1.9936110 pe/person 1.9936110 re/person
Systemic-exposure 00332268 mgtkg-bwld | 6:0332268 mgltkg-bw/d
Application
Hands Nore
Systemic-exposure 23629764 mgikg-bwid | 2.3629764 mgikg-bw/d
Body Work-wear
Specific-exposure-value 184.5246871 HEPCESOR 24326642 HEPCESOR
Systemic-exposure 32420781 mgtkg-bwid | 60405444 mgltkg-bw/d
Head Nore
Specific-exposure-value 11646632 pe/person 11646632 re/person
Systemic-exposure 0:0194111 mglkgbwid | 00194111 ghkg-bwid
Inhalation Nore
Specific-exposure-value 1.8755480- HEPCESOR 1.8755480 HEPCESOn
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Fotal
% of AOEL 176.59 % 88.17 %
Without RPE/PPE With RPE/PPE
Longer term

Total systemic exposure from mixing, loading and application (mg a.s./day)

0,1668491

0,0845232

(mg/kg bw/day)

Total systemic exposure from mixing, loading and application per kg body weight

0,0027808

0,0014087

% of RVNAS

37,08%

18,78%

Table A 22: Input parameters considered for the estimation of operator exposure
Formulation type CSs Crop type Ornamentals
Application rate (AR) 0.0075 | kg a.s./ha Application method Downward spraying
Area treated per day (A) 10 ha Application equipment Vehicle-mounted
Dermal absorption (DA) 5 % (concentr.) Indoor/outdoor Outdoor

15 % (dilution) Closed cabin No
Inhalation absorption (1A) 100 % Drift reduction No
Body weight (BW) 60 kg/person Cultivation Normal
AOEL 0.0075 | mg/kg bw/d Water soluble bag No
Table A 23: Estimation of longer term operator exposure towards Deltamethrin according

to EFSA guidance
Potential With work wear + PPE/RPE
Mixing and loading
Hands None
Specific exposure value 33.0611851 ug/person 33.0611851 pg/person
Systemic exposure 0.5510198 mg/kg bw/d | 0.5510198 mg/kg bw/d
Body Work wear
Specific exposure value 28.8766506 pg/person 0.1196322 pg/person
Systemic exposure 0.4812775 mg/kg bw/d | 0.0019939 mg/kg bw/d
Head None
Specific exposure value 0.1945635 ug/person 0.1945635 pg/person
Systemic exposure 0.0032427 mg/kg bw/d | 0.0032427 mg/kg bw/d
Inhalation None
Specific exposure value 1.7124513 wg/person 1.7124513 pg/person
Systemic exposure 0.0285409 mg/kg bw/d | 0.0285409 mg/kg bw/d
Application

Hands None
Specific exposure value 18.2286754 pg/person 18.2286754 pg/person
Systemic exposure 0.3038113 mg/kg bw/d | 0.3038113 mg/kg bw/d
Body Work wear
Specific exposure value 25.0103169 wg/person 0.3127711 pg/person
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Systemic exposure 0.4168386 mg/kg bw/d | 0.0052129 mg/kg bw/d
Head None
Specific exposure value 0.1497424 ug/person 0.1497424 ng/person
Systemic exposure 0.0024957 mg/kg bw/d | 0.0024957 mg/kg bw/d
Inhalation None
Specific exposure value 1.4520513 pg/person 1.4520513 pg/person
Systemic exposure 0.0242009 mg/kg bw/d | 0.0242009 mg/kg bw/d
Total

Total systemic exposure 0.0018114 mg/kg bw/d | 0.0009205 mg/kg bw/d
% of AOEL 24.15 % 12.27 %
Table A 24: Dutch Greenhouse model for Deltamethrin

ORPERATOR EXPOSURE PDUTCH GREENHOUSE-MODEL

: - - Tcationincludi — Toadi

Parameter Value References;comments

MANUAL SPRAYING in-greenhouses -
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- Inhalation 0,0125 0:0125 1E(RG=1Ex(IA/L00)
_ % AOE! - -
Inhalation 3 3 %AOEL =100 IEGnt)/
- AOEL
Dermal 389 39 %AOEL =100xDEGnt)/
- AOEL
- Total 392 42 sum
fiorm | Application-including mixing-and-loading
as. 1] :
Value Unit References comments |
| MANUAL-SPRAYING-in-greenhouses |
AR Application-rate | 06,0125 | kgastha summary-of-intended-uses
A Areatreated | hal-day Duteh-model
| |
Inhalation-Expesure without PPE
SV Surregate Exposure-Value i Pg-a:5kg-as: *
rhalation-Exposure-(without PPE) 06,0125 mg-a-s-day IE=SVXARXA
| |
tnhalation-Expesure-(with-PPE) with-PRE
o I -
~nhalation-Expesure—(with-PPE) 00125 mgasiday  IE(PPE)=(1/PPEfacter) xE
| |
Dermal-Exposure witheut PPE
SV Suregate Expesure-Value 200 PRg-a:S-kg-ans: *
-Dermal Expesure 25 Fg-a.s-/-day DE=SVxARXA
| |
Dermal-Exposure-(with-PPE) with-PRE
 PPEfacter 10 *
-Dermal-Exposure—(with-PPE) 025 mgasiday  DE(PPE)=(1/PPE-factor)xDE
| | | | |
| Internal-exposure |
1A Inhalation-Abserption 100 % |
DA Dermal-Abserption 15 % |
.~ AGEL 045 mg-a.s--day based-on-70-kg-bw
| |
| Without PPE With-PPE |
| Internal-exposure frmg-asday] fmgasdayl -
| tnhalation 06,0125 0,025 HE(int-=1EX-{1A/200)
| Dermal 0,3750 0,0375 DE(int) =DEx{DA/100)
| Total 0,3875 0,0500 s
I :
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%-ACEL 1
I— i u %ACEL = 100 x JE(int) L AOEL
Bermal 83 8 UAGEL=100--BEfRDH
ACEL
Fetal 86 i o]
OPERATOR EXPOSURE DUTCH GREENHOUSE MODEL
form Application including mixing and loading
a.s. | Deltamethrin
Parameter Value Unit References, comments
MANUAL SPRAYING in greenhouses
AR | Application rate 0.0075 kg a.s./ha summary of intended uses
A Area treated 1 ha/ day Dutch model
Inhalation Exposure without PPE
SV | Surrogate Exposure Value 1 mg a.s./ kg a.s. For dusting see note* (Dutch
model)
Inhalation Exposure (without PPE) 0.0075 mg a.s./ day IE=SVXxAR XA
Inhalation Exposure (with PPE) with PPE
PPE-factor 1 Non-powered mask filtertype
2 (most conservative): 10;
more advanced RPE: see
note** (Dutch model)
Inhalation Exposure (with PPE) 0.0075 mg a.s./ day IE(PPE) = (1/PPE factor) x IE
Dermal Exposure without PPE
SV | Surrogate Exposure Value 200 mg a.s./ kg a.s. For dusting see note* (Dutch
model)
Dermal Exposure 15 mg a.s./ day DE =SV xAR x A
Dermal Exposure (with PPE) with PPE
PPE-factor 10 Gloves + coverall: 10 (Dutch
model)
Dermal Exposure (with PPE) 0.15 mg a.s./ day DE(PPE) = (1/PPE-factor) x
DE
Internal exposure
1A Inhalation Absorption 100 %
DA | Dermal Absorption 15 %
AOEL 0.45 mg a.s./ day based on 60 kg bw
Without PPE With PPE
Internal exposure [mg a.s./day] [mg a.s. / day]
Inhalation 0.0075 0.0075 IE(int) = IE x (IA/100)
Dermal 0.2250 0.0225 DE(int) = DE x (DA/100)
Total 0.2325 0.0300 sum
% AOEL
(e 2Wior) 2 2 9%AOEL = 100 x IE(int) /
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AOEL
Dermal 50 5 %AOEL = 100 x DE(int) /
AOEL
Total 52 il S
A3.2 Worker exposure calculations (KCP 7.2.3.1)
A3.21 Calculations for Deltamethrin
Table A 25: Input parameters considered for the estimation of worker exposure
Intended use(s) Brassica vegetables (cab- Dislodgeable foliar residue (DFR) 3 pefem®kgas/ha
bage, Brussels sprouts;
cautiflower);-outdoor
Application-rate-(AR) 0:0125 | kg-a-s-/ha Dermal-abserption-(DA) 0 Y%-(werst-case)
Number-of applications-(NA) 2 Inhalation-absorption-(1A) 100 (%
Interval between applications 10 days Work rate per- day (WR) 8 hid
Half-life of active substance 3 days TC dermal (potential) 5800 |em?h
Muitiple-apphicationfactor (MAF) 11 FC-dermal-{work-wear) 2500 |em?h
Body-weight- (BW) 60 kglperson TG -dermal-(work-wear,gloves) 580 |em*h
AOEL 0-0075 | mglkg-bwid Task-spesificfactor-inhalation - hath %10

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

Brassica vegetables
Outdoor
Downward spraying
Vehicle-mounted
Reaching, picking
Hand and body
0,0125 kga.s./ha
2
10 days
30 days
1,8
5,00%
15,00%
0,0375 pga.s./cm’
8 hr
5800 cm’/hr
2500 cm’/hr
580 cm’/hr
NA ha/hr*107(-3)
NA ha/hr*104(-3)
NA ha/hr*10/(-3)

Table A 26: Estimation of longer term worker exposure towards Deltamethrin according
to EFSA guidance
: | E -
(BFRXTC X WRX-ARXMAF-x- DA}/ BW
Systemic-exposure 0-0223140 mgtkg-bw/d mgtkg-bw/d 06022314 mgtkg-bw/d
%-of-ACEL 297.52 % % 29.75 %




SHA 0100 Y / DECIDE

Part B — Section 6 - Core Assessment

Page 50 /74
Template for chemical PPP

SHARDA Cropchem Espaiia S.L./ CEU version Version August 2020
) Work wear - arms, body and legs )
Potential exposure Working wear and gloves
covered

Total systemic exposure (mg a.s./day) 0,4681558 0,2017913 0,0468156
Total systemic exposure per kg body weight

0,0078026 0,0033632 0,0007803
(mg/kg bw/day)
% of RVNAS 104,03% 44,84% 10,40%

%o AOEL 21025 % 90.62 % 21.02 %
Table A 29: Input parameters considered for the estimation of worker exposure
Intended use(s) Brassica vegetables (cab- Dislodgeable foliar residue (DFR) 3 pg/cm?kg a.s./ha
bage, Brussels sprouts,
cauliflower), reaching,
picking, outdoor
Application rate (AR) 0.0075 | kg a.s./ha Dermal absorption (DA) 15 % (worst case)
Number of applications (NA) 1 Inhalation absorption (1A) 100 %
Interval between applications 365 days Work rate per day (WR) 8 h/d
Half-life of active substance 30 days TC dermal (potential) 5800 |cm%h
Multiple application factor (MAF) 1.0 TC dermal (work wear) 2500 |cm?h
Body weight (BW) 60 kg/person TC dermal (work wear, gloves) 580 cm?/h
AOEL 0.0075 | mg/kg bw/d Task specific factor inhalation H ha/h x 10
Table A 30: Estimation of longer term worker exposure towards Deltamethrin according
to EFSA guidance
Potential With work wear With work wear and gloves

Worker (re-entry): Dermal exposure after application

(DFR x TC x WR x AR x MAF x DA) / BW

Systemic exposure 0.0026100

mg/kg bw/d

0.0011250 mag/kg bw/d

0.0002610 mg/kg bw/d

% of AOEL 34.80

%

15.00 %

33.48 %
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Table A 31: Input parameters considered for the estimation of worker exposure
Intended-use(s) Tormato,-outdoor Dislodgeable foliarresidue (DFR) |3 pgfomilkg-a-s/ha
Application-rate-(AR) 0.0125 | kg-a-s/ha Dermal-absorption-(DA) 70 |%-(worstcase)
Interval between-applications 10 |days Work-rate-per-day-(WR) 8 hid

Half-life of active-substance 3 days TC dermal(potential) 5800 |emh
Multiple-application-factor (MAF) 11 TC-dermal-{work-wear) 2500 |em?h
Body-weight (BW) 69 kg/person FC dermal-fwork-wear—gloves) 580 |emh

ACEL 0.0075 | mghkg-bwid Task specific-factor-inhalation - ha/hx10°

Crop type Fruiting vegetables

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

Outdoor
Downward spraying
Vehicle-mounted
Reaching, picking
Hand and body

0,0125 kga.s./ha

3

10 days
30 days

2,4
5,00%
15,00%

0,0375 pga.s./cm’

8 hr

5800 cm*/hr

2500 cm’/hr
580 ¢m?/hr
NA ha/hr*10%(-3)
NA ha/hr*107(-3)
NA ha/hr*10/(-3)

Table A 32: Estimation of longer term worker exposure towards Deltamethrin according
to EFSA guidance
! : ) | ¢ licati
BFR%TFCxWR-Xx-ARX-MAFX-DA)/-BW
Potential exposure Work wear - arms, body and legs Working wear and gloves
covered
Total systemic exposure (mg a.s./day) 0,6325755 0,2726619 0,0632576
Total systemic exposure per kg body weight NoT05525 AR 0010503
(mg/kg bw/day) ’ § ’
% of RVNAS 140,57% 60,59% 14,06%
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% of ACEL 21213 % 9444 % 2121 %

Table A 35: Input parameters considered for the estimation of worker exposure

Intended use(s) Tomato, reaching, picking, | Dislodgeable foliar residue (DFR) 38 ug/em?kg a.s./ha
outdoor

Application rate (AR) 0.0075 | kg a.s./ha Dermal absorption (DA) 15 % (worst case)

Number of applications (NA) 1 Inhalation absorption (1A) 100 %

Interval between applications 365 days Work rate per day (WR) 8 h/d

Half-life of active substance 30 days TC dermal (potential) 5800 |cm?h

Multiple application factor (MAF) 1.0 TC dermal (work wear) 2500 |cm?h

Body weight (BW) 60 kg/person TC dermal (work wear, gloves) 580 cm?h

AOEL 0.0075 | mg/kg bw/d Task specific factor inhalation : ha/h x 103

Table A 36: Estimation of longer term worker exposure towards Deltamethrin according

to EFSA guidance

Potential

With work wear

With work wear and gloves

Worker (re-entry): Dermal exposure after application

(DFR x TC x WR x AR x MAF x DA) / BW

Systemic exposure 0.0026100 mg/kg bw/d 0.0011250 mg/kg bw/d 0.0002610 mg/kg bw/d
% of AOEL 34.80 % 15.00 % 3.48 %

Table A 37: Input parameters considered for the estimation of worker exposure
Intended-use(s) Strawberry;-outdoor Dislodgeable foliar residue (DFR) |3 pgfemilikga-s-tha
Application-rate {AR) 0.0125 | kg-a-s/ha Dermal-absorption-(DA) 70 |%-(worstcase)
Number-of applications-(NA) 3 Inhalation-absorption-(HA) 100 (%

Interval between-applications 10 |days Work-rate-per-day-(WR) 8 hid

Half-life-of active-substance 3 days TC-dermal{potential) 5800 |em?h
Multiple-application-factor (MAF) 11 TC dermal-(work-wear) 3000 |emh
Body-weight(BW) 60 kg/person FC-dermal-(work-wear—gloves) 750 |emth

ACEL 0.0075 | mglkg-bwid Task specific-factor-inhalation - ha/h %10
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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

Low berries and other small fruits
Outdoor
Downward spraying
Vehicle-mounted
Reaching, picking
Hand and forearm
0,0125 kga.s./ha
3
10 days
30 days
2,4
5,00%
15,00%
0,0375 pga.s./cm’
8 hr
5800 cm*/hr
3000 cm?/hr
750 cm?/hr
NA ha/hr*10%(-3)
NA ha/hr*107(-3)
NA ha/hr*10/(-3)

Table A 38: Estimation of longer term worker exposure towards Deltamethrin according
to EFSA guidance
: | ; licati
(BFR-%TFCHxWR-Xx-ARX-MAFX-DA)/-BW
) Work wear - arms, body and legs )
Potential exposure Working wear and gloves
covered
Total systemic exposure (mg a.s./day) 0,6325755 0,3271942 0,0817986
Total systemic exposure per kg body weight 0.0105429 010054532 00013633
(mg/kg bw/day) ’ ’ ’
% of RVNAS 140,57% 72,71% 18,18%
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Table A 41: Input parameters considered for the estimation of worker exposure

Intended use(s) Strawberry, reaching, pick- | Dislodgeable foliar residue (DFR) 8 pg/cm?/kg a.s./ha
ing, outdoor

Application rate (AR) 0.0075 | kg a.s./ha Dermal absorption (DA) 15 % (worst case)

Number of applications (NA) 1 Inhalation absorption (1A) 100 %

Interval between applications 365 days Work rate per day (WR) 8 h/d

Half-life of active substance 30 days TC dermal (potential) 5800 |cm%h

Multiple application factor (MAF) 1.0 TC dermal (work wear) 3000 |cm%h

Body weight (BW) 60 kg/person TC dermal (work wear, gloves) 750 cm?h

AOEL 0.0075 | mg/kg bw/d Task specific factor inhalation : ha/h x 103

Table A 42: Estimation of longer term worker exposure towards Deltamethrin according

to EFSA guidance

Potential

With work wear

With work wear and gloves

Worker (re-entry): Dermal exposure after application

(DFR x TC x WR x AR x MAF x DA) / BW

Systemic exposure 0.0026100 mg/kg bw/d 0.0013500 mg/kg bw/d 0.0003375 mg/kg bw/d
% of AOEL 34.80 % 18.00 % 450 %

Table A 43: Input parameters considered for the estimation of worker exposure
Intended-use(s) Ornarmentals, outdoor Dislodgeable foliar residue (DFR) |3 pgfemilkga-s-tha
Application-rate {AR) 0.0125 | kg-a-s/ha Dermal-absorption-(DA) 70 |%-(worstcase)
Number-ofapplications-(NA) 3 Inhalation-absorption-(HA) 100 (%
Interval-between-applications 10 |days Work-rate-per-day-(WR) 8 hid

Half-life-of active-substance 3 days TC-dermal{potential) 14000 |em?h
Multiple-application-factor (MAF) 11 TC-dermal-{work-wear) 5000 |emh
Body-weight (BW) 69 keg/person FCdermal-{work-wear—gloves) 1400 |emh

ACEL 0.0075 | mglkg-bwid Task specific-factor-inhalation - hathx10°
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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

Ornamentals
Outdoor
Downward spraying
Vehicle-mounted
Cutting, sorting, bundling, carrying
Hand and body
0,0125 kga.s./ha
3
10 days
30 days
2,4
5,00%
15,00%
0,0375 pga.s./cm’
8 hr
14000 c¢m?/hr
5000 cm’/hr
1400 cm?/hr
NA ha/hr*10%(-3)
NA ha/hr*107(-3)
NA ha/hr*10/(-3)

Table A 44: Estimation of longer term worker exposure towards Deltamethrin according
to EFSA guidance
: | ; licati
(BFR-%TFCHxWR-Xx-ARX-MAFX-DA)/-BW
) Work wear - arms, body and legs )
Potential exposure Working wear and gloves
covered
Total systemic exposure (mg a.s./day) 1,5269065 0,5453237 0,1526906
Total systemic exposure per kg body weight 0,0254484 00090887 00025348
(mg/kg bw/day) ’ ’ ’
% of RVNAS 339,31% 121,18% 33,93%
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Table A 47: Input parameters considered for the estimation of worker exposure
Intended use(s) Ornamentals, cutting, sort- | Dislodgeable foliar residue (DFR) 3 ug/em?kg a.s./ha
ing, bundling, carrying,
outdoor
Application rate (AR) 0.0075 | kg a.s./ha Dermal absorption (DA) 15 % (worst case)
Number of applications (NA) 1 Inhalation absorption (1A) 100 %
Interval between applications 365 days Work rate per day (WR) 8 h/d
Half-life of active substance 30 days TC dermal (potential) 14000 | cm?h
Multiple application factor (MAF) 1.0 TC dermal (work wear) 5000 |cm%h
Body weight (BW) 60 kg/person TC dermal (work wear, gloves) 1400 |cm?h
AOEL 0.0075 | mg/kg bw/d Task specific factor inhalation : ha/h x 103
Table A 48: Estimation of longer term worker exposure towards Deltamethrin according

to EFSA guidance

Potential With work wear With work wear and gloves

Worker (re-entry): Dermal exposure after application

(DFR x TC x WR x AR x MAF x DA) / BW

Systemic exposure 0.0063000 mg/kg bw/d 0.0022500 mg/kg bw/d 0.0006300 mg/kg bw/d
% of AOEL 84.00 % 30.00 % 8.40 %
A33 Resident and bystander exposure calculations (KCP 7.2.2.1)
A33.1 Calculations for Deltamethrin
Table A 49: Input parameters considered for the estimation of longer term resident expo-
sure
Intended-usels) Brassica-vegetables-(cabbage, Brussels Drift-reduction-(BR) %
(G 2600 em?/h-{child)
Minimum-watervolume | 200 Lha Drift-on-surface (D) 75" perc. | 5.60 %
&
Buffer-strip 2-3 m Drifton-surface(D)-mean 410 %
Number-of applications | 2 TFurf Transferable Residues 5 %
NA) Ry
Interval-between-applica- | 10 days Exposure-duration-dermat-{Hy} | 2 h
tons
Hal-life-of-activesub- |3 days Exposure-duration-nhak-(H,) 24 h
stance
Multiple-application 1 Exposure-duration-entry-into 0.25 h
factor-(MAR) treated-crops{Hz)
Body-weight(BW) 60 kglperson-{adults) Adrberne Concentration-of 0.001 glm?
- Vapour{VC)
10 kg/person-(children)
DBermal-absorption(BA) | 70 Yo-{worst-case’) Dislodgeable-feliarresidue 1 pelemilkg-as:
(BFR)
Inhalation-absorption 106 % Lightclothing-adjustmentfactor |18 %
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i R
Oral-absorption (OA) 100 % Saliva Extraction-Factor (SE) 50 %
AOEL 0.0075 mglkg-bwid Surface-Area-of-Hands{SA) 20 em?
75" pere. (adult) (Freq)
0327 mspray-diution
{ehild)
75" pere- (adult)y mouth-(BRowm)
0.00022 mspray-diution
{ehild)
Spray-drift dermal (SD)- | 0.22318 mbspray dilution IngestionRate for Mouthingof | 25 em?ld
mean (adulty Grass(igR)
018 mspray-diution
{ehild)
Spray-driftinhal(SD)- | 0.00009 mb-spray-dilution TFC-entry-into-treated-crops—75" | 7500 cm?/h-(adult)
mean (adult) pere:
0.00017 mlspray-dilution 2250 em?h-(child)
{ehild)
Inhalation-rate- (IR} 16.57 m/d-(adult) TGCentry-into-treated-crops— 5980 em¥/h-(adult)
mean:
831 pdld-{child) 1794 em?h{child)
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Croptype

Application method
Application equipment
Formulation type

Buffer strip

Application rate of the product

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Resident dermal spray drift exposure 75th percentile - adult
Resident dermal spray drift exposure 75th percentile - child
Resident inhal. spray drift exposure 75th percentile - adult
Resident inhal. spray drift exposure 75th 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 exposure mean - child

Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops

Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (75th percentile)

Drift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface deposits-adult

Transfer 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

Transfer coefficient for entry into treated crops (mean) - adult

Transfer coefficient for entry into treated crops (mean) - child

Concentration of active substance (in-use dilution for liquid applications)

Dislodgeable residues percentage transferability for object to mouth

Transfer coefficient for entry into treated crops (75th percentile) - adult

Transfer coefficient for entry into treated crops (75th percentile) - child

Brassica vegetables
Downward spraying

Vehicle-mounted

Soluble concentrates, emulsifiable concentrate, etc.

2-3
0,0125

0,0625

5,00%
15,00%
100,00%
0,0375

low volatile substances having a vapour
pressure of <5*10-3Pa

0,001
0,47
0,327
0,00010
0,00022
0,22318
0,18
0,00009
0,00017
2

24

0,25
18,0%
0,23
1,07
5,60%
4,10%
5,00%
7300
2600
50,00%
20

9,5

25

20,00%

7500
2250
5980
1794

m
kg a.s./ha

ga.s./I

pga.s./cm’

Pa

mg/m3

ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
hours

hours

hours

m®/day/kg
m®/day/kg

cm?’/hour
cm?’/hour

2
cm

events/hour

2
cm

cm’/h
cm’/h
cm’/h

cmz/h

Table A 50:

Estimation of longer term resident exposure towards Deltamethrin according
to EFSA guidance

Adult

Spray-rift(75"-perc)
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Fotal

Systemic-exposure 0-0000655 | mgtkg-bw/d Systemic-exposure 0-:0001512 | mgtkg-bw/d

%-oF-AOEL: 087 % %-of AOEL: 202 %
Entry-into-treated-crops{75™ perey)

Dermal

Total
Systemic exposure 0.0009017 | mg/kg bw/d Systemic exposure 0.0016231 | mg/kg bw/d
% of AOEL: 12.02 % % of AOEL: 2164 %

% of AOEL: ‘1—5@1 ‘% % of AOEL: ‘41—62 |%

N . N N N Entry into treated crops
Spray drift (75th percentile) Vapour (75th percentile) Surface deposits (75th percentile) (75th percentile) All pathways (mean)
Total systemic exposure (mg
s/t 0,0025276 0,0107000 0,0006717 0,0056754 0,0171114
TOTAT SYSTETIC EXPOSUTE Per
kg body weight (mg/kg 0,0002528 0,0010700 0,0000672 0,0005675 0,0017111
% of RVNAS 3,37% 14,27% 0,90% 7,57% 22,82%
Spray drift Vapour Surface deposits Entry into treated crops All pathways (mean)
:T;L:‘;s)temm exposure (mg 0,0036194 0,0138000 0,0013749 0,0189179 0,0316118
TotaT YSTETTIC EXpOSUTe Per
kg body weight (mg/kg 0,0000603 0,0002300 0,0000229 0,0003153 0,0005269
"
% of RVNAS 0,80% 3,07% 0,31% 4,20% 7,02%
Table A 51: Input parameters considered for the estimation of longer term resident expo-
sure

deposits () 2600 em?fh(child)

Minimum-watervolume | 200 Lha Drift-on-surface (D) 75" pere. | 560 %

Interval-between-applica- | 10 days Exposure-duration-dermal-{Hp) |2 h
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tiens
Half-life of-active sub- |3 days Exposure-duration-inhal(H,) 24 h
stance
Mutiple-apphication 11 Exposure-duration-entry-tnte 025 h
factor (MAF) treated-erops-{Hr)
Body-weight(BW) 60 kglperson-{adults) Airberne Concentration-of 0.001 mglm®
10 : Vapour{VC)
kgfperson-{(children)
Dermal-abserption{BA) |70 Y%-{worst-case’) Dislodgeablefoliarresidue 1 pefemilkg-ass:
(BFR)
Inhalatien-absorption 100 % Lightclothing-adjustmentfacter | 18 Y%
A cFH
Oral-absorption (OA) 100 % Saliva Extraction-Factor (SE) 50 %
AOEL 00075 mglkg-bw/d Surface-Area-of Hands{SA) 20 em?
75" pere. (adulty (Freg)
{child)
75" pere: (adult) mouth-(DRow)
{child)
Spray-drift-dermal-(Sb)— | 0:22318 mb-spray-dHution Ingestion-Rate-for-Mouthing-ef |25 emild
mean (adult) Grass-tigR}
{child)
Spray-driftinhal(SB)- | 0:00009 mb-spray-dHution TGC-entry-into-treated-crops—75" | 7500 em?h-(adult)
mean (adutt) pere:
0.00017 mi-spray-dilution 2250 em?/h-{child)
{child)
Inhalation-rate- (IR) 16,57 m/d-(adult) TG entryinto-treated-crops— 5980 em?h-(adult)
mean:
8.31 m3/d-(child) 1794 em?*fh-(child)
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Croptype

Application method
Application equipment
Formulation type

Buffer strip

Application rate of the product

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Resident dermal spray drift exposure 75th percentile - adult
Resident dermal spray drift exposure 75th percentile - child
Resident inhal. spray drift exposure 75th percentile - adult
Resident inhal. spray drift exposure 75th 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 exposure mean - child

Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops

Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (75th percentile)

Drift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface deposits-adult

Transfer 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

Transfer coefficient for entry into treated crops (mean) - adult

Transfer coefficient for entry into treated crops (mean) - child

Concentration of active substance (in-use dilution for liquid applications)

Dislodgeable residues percentage transferability for object to mouth

Transfer coefficient for entry into treated crops (75th percentile) - adult

Transfer coefficient for entry into treated crops (75th percentile) - child

Low berries and other small fruits

Downward spraying

Vehicle-mounted

Soluble concentrates, emulsifiable concentrate, etc.

2-3
0,0125

0,0625

5,00%
15,00%

100,00%

low volatile substances having a

0,0375

vapour

pressure of <5*10-3Pa

0,001
0,47
0,327
0,00010
0,00022
0,22318
0,18
0,00009
0,00017
2

24

0,25
18,0%
0,23
1,07
5,60%
4,10%
5,00%
7300
2600
50,00%
20

9,5

25

20,00%

7500
2250
5980
1794

m
kg a.s./ha

ga.s./I

pga.s./cm’

Pa

mg/m3

ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
hours

hours

hours

m®/day/kg
m®/day/kg

cm?’/hour
cm?’/hour

2
cm

events/hour

2
cm

cm’/h
cm’/h
cm’/h

cmz/h

Table A 52:

Estimation of longer term resident exposure towards Deltamethrin according
to EFSA guidance

Adult Child
Spray-drift-(75" perc:)
(SD*-DAX(L-CR)+SHXxARXMAFV-xDR/I-BW
% of AOEL: 375 % %ot AOEL: 15.66 %
Vapowr{75% pere)
VCxARXHAYBW
% of AOEL: 3.07 % % of AOEL: 1427 %
Surface-deposits{75*"-pere,)
Dermal
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Objecttomouth
ARXMAF % D% DRou*IgRx-OA/BW
Fotal
Systernic-exposure 00000661 | mgfkg-bwid Systemic-expesure 00001526 | mg/kg-bw/d
% of AOEL: 0.88 % %-of AOEL: 203 %
Entry-into-treated crops(75"-pere-)
Dermal
AR MAFXTFCxHp-xDFR x DAL BW
Hand to mouth
AR MAF %100% % FFR X% SE-%SAxFreg-xHpxOA/BW
Objectto-mouth
ARX-MAF %100% % DRom-*HgR - OA/BW
Fotal
Systemic exposure 0.0009098 | mg/kg bw/d Systemic exposure 0.0016376 | mg/kg bw/d
Y% of AOEL: 1213 % % of AOEL: 21.83 %
Al-pathways-(mean)
Systemic-exposure -8:0011373 | mgtkg-bwid Systemic-exposure -0:0031342 | mgikg
bwi/d

Spray drift (75th percentile) Vapour (75th percentile) Surface deposits (75th percentile) E"tz;zt‘o;;f:::zl:;‘ms All pathways (mean)

Total systemic exposure (mg

0,0025276 0,0107000 0,0009077 0,0076686 0,0188734
a.s./day)
TOTATSySTeTC EXpOSTre per
kg body weight (mg/kg 0,0002528 0,0010700 0,0000908 0,0007669 0,0018873
% of RVNAS 3,37% 14,27% 1,21% 10,22% 25,16%

Spray drift Vapour Surface deposits Entry into treated crops All pathways (mean)
:T;L:"S)tem exposre (me 0,0036194 0,0138000 0,0018577 0,0255621 0,0372629
S e e e
kg body weight (mg/kg 0,0000603 0,0002300 0,0000310 0,0004260 0,0006210
% of RVNAS 0,80% 3,07% 0,41% 5,68% 8,28%
Table A 53: Input parameters considered for the estimation of longer term resident expo-

sure
Intended use(s) Brassica vegetables (cabbage, Brussels Drift reduction (DR) %

sprouts, cauliflower), strawberry, down-
ward spraying
Application rate (AR) 0.0075 kg a.s./ha Transfer coefficient surface 7300 cm?h (adult)
deposits (TC .
posits (TC) 2600 cm/h (child)

Minimum water volume | 200 L/ha Drift on surface (D) - 75" perc. | 5.60 %
V)
Buffer strip 2-3 m Drift on surface (D) - mean 4.10 %
Number of applications |1 Turf Transferable Residues 5 %
(NA) (TTR)
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Interval between applica- | 365 days Exposure duration dermal (Hp) |2 h
tions
Half-life of active sub- |30 days Exposure duration inhal. (H;) 24 h
stance
Multiple application 1.0 Exposure duration entry into 0.25 h
factor (MAF) treated crops (Hg)
Body weight (BW) 60 kg/person (adults) Airborne Concentration of 0.001 mg/m?®
- Vapour (VC)
10 kg/person (children)
Dermal absorption (DA) |15 % (‘worst case’) Dislodgeable foliar residue 3 pg/cm?/kg a.s.
(DFR)
Inhalation absorption 100 % Light clothing adjustment factor |18 %
(1A) (CF)
Oral absorption (OA) 100 % Saliva Extraction Factor (SE) 50 %
AOEL 0.0075 mg/kg bw/d Surface Area of Hands (SA) 20 cm?
Spray drift dermal (SD) - | 0.47 mL spray dilution Frequency of Hand to Mouth 20 events/h
75" perc. (adult) (Freq)
0.327 mL spray dilution
(child)
Spray drift inhal. (SI) - | 0.00010 mL spray dilution Dislodgeable residues objectto | 20 %
75" perc. (adult) mouth (DRowm)
0.00022 mL spray dilution
(child)
Spray drift dermal (SD) - | 0.22318 mL spray dilution Ingestion Rate for Mouthing of | 25 cm?/d
mean (adult) Grass (IgR)
0.18 mL spray dilution
(child)
Spray drift inhal. (SD) - | 0.00009 mL spray dilution TC entry into treated crops - 75" | 7500 cm?/h (adult)
mean (adult) perc.
0.00017 mL spray dilution 2250 cm?/h (child)
(child)
Inhalation rate (IR) 16.57 m¥d (adult) TC entry into treated crops - 5980 cm?/h (adult)
mean:
8.31 m®d (child) 1794 cm?/h (child)
Table A 54: Estimation of longer term resident exposure towards Deltamethrin according
to EFSA guidance
Adult Child
Spray drift (75" perc.)
(SD x DA x (1- CF) + Sl) x AR x MAF x V x DR/ BW
Systemic exposure 0.0000362 | mg/kg bw/d Systemic exposure 0.0001517 | mg/kg bw/d
% of AOEL: 0.48 % % of AOEL: 2.02 %
Vapour (75M perc.)
(VC x IR x 1A) / BW
Systemic exposure 0.0002300 | mg/kg bw/d Systemic exposure 0.0010700 | mg/kg bw/d
% of AOEL: 3.07 % % of AOEL: 14.27 %
Surface deposits (75" perc.)
Dermal

AR X MAFxD x TTR x TC x Hp x DA/ BW

Systemic exposure

00000077 | mgrkg bwid

Systemic exposure

|0.0000164 | mgrkg bwid

Hand to mouth

AR x MAF x D X TTR x SE x SA x Freq x Hp x OA / BW
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‘ Systemic exposure

\ 0.0000040 \ mg/kg bw/d

| |
Object to mouth

AR x MAF x D x DRom X IgR x OA / BW

|

| Systemic exposure

‘ 0.0000021 | mg/kg bw/d

Total
Systemic exposure 0.0000077 | mg/kg bw/d Systemic exposure 0.0000225 | mg/kg bw/d
% of AOEL: 0.10 % % of AOEL: 0.30
Entry into treated crops (75" perc.)
Dermal

AR x MAF x TC x Hp X DFR x DA / BW

Systemic exposure | 0.0001055 ‘ mg/kg bw/d ‘ Systemic exposure

‘ 0.0001898 ‘ mg/kg bw/d

Hand to mouth

AR x MAF x 100% x TTR x x SE x SA x Freq x Hp x OA / BW

‘ ‘ ‘ Systemic exposure ‘ ‘ mg/kg bw/d
Object to mouth
AR x MAF x 100% x DRowm X IgR x OA / BW

| ‘ ‘ Systemic exposure ‘ ‘ mg/kg bw/d
Total
Systemic exposure 0.0001055 | mg/kg bw/d Systemic exposure 0.0001898 | mg/kg bw/d
% of AOEL: 141 % % of AOEL: 2.53

All pathways (mean)
Systemic exposure 0.0003369 | mg/kg bw/d Systemic exposure 0.0013215 | mg/kg
bw/d
% of AOEL: EE % of AOEL: EZERE
Table A 55: Input parameters considered for the estimation of longer term resident expo-
sure
Applicationrate (AR) 0.0125 kg-a.s:ha Transfercoefficient surface 7300 em?h-(adult)
depesits{FC) o )
&
Bufferstrip 2-3 m Drift-on-surface(D)-mean 410 %
Number-of-apphcations |3 Furf-TFransferable-Residues 5 %
NA) Ry
Interval-between-applica- | 10 days Exposure-duration-dermal-(Hp) | 2 h
:
Half-life of activesub- |3 days Exposure-duration-inhal—(H,) 24 h
stance
Multiple-application 11 Exposure-duration-entry-into 0.25 h
factor (MAF) treated-crops(He)
- 50 | - rorof . B
10 - Vapeur(V/C)
Dermal-absorption(DA) |70 %-(‘worst case’) Dislodgeable foliar residue 1 pefem?kg-ass:
(BFR)

Inhalation-absorption 100 % Light-clothing-adjustmentfactor | 18 %
i (R
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Oral-abserptien{GA} 100 % SahivaExtraction-Factor (SE} 50 %
AOEL 0.0075 mglkg-bwid Surface-Area-of-Hands{SA) 20 em?
75" pere. (adult) (Freq)
0327 mspray-diution
{ehild)
75" pere- (adult)y mouth-(BRowm)
0.00022 mspray-diution
{ehild)
Spray-drift dermal (SD)-- | 0.22318 mbspray dilution IngestionRate for Mouthingof | 25 em?ld
mean (adulty Grass(igR)
018 mspray-diution
{ehild)
Spray-driftinhal(SD)- | 0.00009 lspray-dilution TFC-entry-into-treated-crops—75" | 7500 cm?/h-(adult)
mean (adult) pere:
0:00017 mbspray-diution 2250 emh-(child)
{ehild)
Inhalation-rate- (IR} 16.57 m/d-(adult) TGCentry-into-treated-crops— 5980 em¥/h-(adult)
mean:
831 pdld-{child) 1794 em?h{child)
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Croptype

Application method
Application equipment
Formulation type

Buffer strip

Application rate of the product

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption

Dislodgeable foliar residue (i_AppRate*i_DFR)

Vapour pressure of in-use dilution

Concentration in air

Resident dermal spray drift exposure 75th percentile - adult
Resident dermal spray drift exposure 75th percentile - child
Resident inhal. spray drift exposure 75th percentile - adult
Resident inhal. spray drift exposure 75th 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 exposure mean - child

Exposure duration dermal

Exposure duration inhalation

Exposure duration entry into treated crops

Light clothing adjustment factor

Breathing rate adult

Breathing rate child (1-3 year old)

Drift percentage on surface (75th percentile)

Drift percentage on surface (mean)

Turf transferable residues percentage

Transfer coeff. of surface deposits-adult

Transfer 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 object to mouth

Transfer coefficient for entry into treated crops (mean) - adult

Transfer coefficient for entry into treated crops (mean) - child

Concentration of active substance (in-use dilution for liquid applications)

Transfer coefficient for entry into treated crops (75th percentile) - adult

Transfer coefficient for entry into treated crops (75th percentile) - child

Ornamentals
Downward spraying

Vehicle-mounted

Soluble concentrates, emulsifiable concentrate, etc.

2-3
0,0125

0,0625

5,00%
15,00%
100,00%
0,0375

low volatile substances having a vapour
pressure of <5*10-3Pa

0,001
0,47
0,327
0,00010
0,00022
0,22318
0,18
0,00009
0,00017
2

24

0,25
18,0%
0,23
1,07
5,60%
4,10%
5,00%
7300
2600
50,00%
20

9,5

25

20,00%

7500
2250
5980
1794

m
kg a.s./ha

ga.s./I

pga.s./cm’

Pa

mg/m3

ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
ml spray dilution/person
hours

hours

hours

m®/day/kg
m®/day/kg

cm?’/hour
cm?’/hour

2
cm

events/hour

2
cm

cm’/h
cm’/h
cm’/h

cmz/h

Table A 56:

Estimation of longer term resident exposure towards Deltamethrin according
to EFSA guidance

Adult Child
Spray-drift-(75"pere:)
{SDXDAX{1-CE)+SHxARXxMAFXx\/xDR/BW
%-of AOEL: 250 % %of AOEL: 1044 %
Vapour{75"-pere)
DCxARSHANBW
%o ACOEL: 3.07 % % of ACEL: 14.27 %
Surface-deposits{75*"-pere)
Dermal




SHA 0100 Y / DECIDE Page 67 /74
Part B — Section 6 - Core Assessment Template for chemical PPP
SHARDA Cropchem Espafia S.L./ CEU version Version

ARX-MAF XD TFFR*-SEx-SAx-Freg-x-Hpox-OA/BW

Obijectto-mouth

ARXMAFXB-XxBRom-HgR-X-OALBW

Fotal

Systernic-exposure 00000661 | mgfkg-bwid Systemic-expesure 00001526 | mg/kg-bw/d

% of AOEL: 0.88 % % of AOEL: 2.03 %

Entry-into-treated-crops-(75"-pere:)

Dermal

ARX-MAFXTCxHp-xDFRx-DA/BW

Hand-to-moeuth

AR X MAF x-100% x TTR % x SE x SA % Freg x Hp x OA / BW

Objectto-mouth

ARX-MAF%-100% %-DRoy*IgR % OA/BW

Fotal

Systemic-exposure 0:0009098 | mglkg-bwid Systemic-exposure 0-0016376 | mglkg-bwid

% of AOEL: 1213 % % of AOEL: 21.83 %

Al-pathways-{mean)

Systemic exposure -0.0010928 | mg/kg bw/d Systemic exposure -0:0029186 | mgtkg

bwid

Spray drift (75th percentile) Vapour (75th percentile) Surface deposits (75th percentile) Entz;:;o;;::::;iﬂ:)‘ops All pathways (mean)

:T;Lzys)temk exposure (me 0,0025276 0,0107000 0,0009077 0,0076686 0,0188734
T e e e
kg body weight (mg/kg 0,0002528 0,0010700 0,0000908 0,0007669 0,0018873
% of RVNAS 3,37% 14,27% 1,21% 10,22% 25,16%

Spray drift Vapour Surface deposits Entry into treated crops All pathways (mean)
Total systemic exposure (mg

0,0036194 0,0138000 0,0018577 0,0255621 0,0372629
a.s./day)
TOTaTSySTEmICTeXp per
kg body weight (mg/kg 0,0000603 0,0002300 0,0000310 0,0004260 0,0006210
% of RVNAS 0,80% 3,07% 0,41% 5,68% 8,28%
Table A 57: Input parameters considered for the estimation of longer term resident expo-

sure
Intended use(s) Tomato, ornamentals, downward spraying | Drift reduction (DR) %
Application rate (AR) 0.0075 kg a.s./ha Transfer coefficient surface 7300 cm?h (adult)

deposits (TC) .
2600 cm?h (child)

Minimum water volume | 300 L/ha Drift on surface (D) - 75" perc. | 5.60 %
V)
Buffer strip 2-3 m Drift on surface (D) - mean 4.10 %
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Number of applications |1 Turf Transferable Residues 5 %
(NA) (TTR)
Interval between applica- | 365 days Exposure duration dermal (Hp) |2 h
tions
Half-life of active sub- |30 days Exposure duration inhal. (H;) 24 h
stance
Multiple application 1.0 Exposure duration entry into 0.25 h
factor (MAF) treated crops (Hg)
Body weight (BW) 60 ka/person (adults) Airborne Concentration of 0.001 mg/m?
Vapour (VC
10 kg/person (children) pour (VC)
Dermal absorption (DA) |15 % (‘worst case') Dislodgeable foliar residue 3 pg/cm?kg a.s.
(DFR)
Inhalation absorption 100 % Light clothing adjustment factor |18 %
(1A) (CF)
Oral absorption (OA) 100 % Saliva Extraction Factor (SE) 50 %
AOEL 0.0075 mg/kg bw/d Surface Area of Hands (SA) 20 cm?
Spray drift dermal (SD) - | 0.47 mL spray dilution Frequency of Hand to Mouth 20 events/h
75" perc. (adult) (Freq)
0.327 mL spray dilution
(child)
Spray drift inhal. (SI) - | 0.00010 mL spray dilution Dislodgeable residues object to | 20 %
75" perc. (adult) mouth (DRowm)
0.00022 mL spray dilution
(child)
Spray drift dermal (SD) - | 0.22318 mL spray dilution Ingestion Rate for Mouthing of | 25 cm?/d
mean (adult) Grass (IgR)
0.18 mL spray dilution
(child)
Spray drift inhal. (SD) - | 0.00009 mL spray dilution TC entry into treated crops - 75" | 7500 cm?/h (adult)
mean (adult) perc.
0.00017 mL spray dilution 2250 cm?/h (child)
(child)
Inhalation rate (IR) 16.57 m®d (adult) TC entry into treated crops - 5980 cm?/h (adult)
mean:
8.31 m?/d (child) 1794 cm?h (child)
Table A 58: Estimation of longer term resident exposure towards Deltamethrin according
to EFSA guidance
Adult Child
Spray drift (75" perc.)
(SD x DA x (1- CF) + SI) x AR x MAF x V x DR/ BW
Systemic exposure 0.0000241 | mg/kg bw/d Systemic exposure 0.0001011 | mg/kg bw/d
% of AOEL: 0.32 % % of AOEL: 1.35 %
Vapour (75" perc.)
(VCx IR X IA) / BW
Systemic exposure 0.0002300 | mg/kg bw/d Systemic exposure 0.0010700 | mg/kg bw/d
% of AOEL: 3.07 % % of AOEL: 14.27 %
Surface deposits (75" perc.)
Dermal

AR X MAF xD x TTR x TC x Hp x DA/ BW

Systemic exposure ‘ 0.0000077 ‘ mg/kg bw/d Systemic exposure ‘ 0.0000164 ‘ mg/kg bw/d
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Hand to mouth

AR x MAF x D x TTR x SE x SA x Freq x Hp x OA / BW

I ‘ I Systemic exposure ‘ 0.0000040 | mg/kg bw/d
Object to mouth
AR x MAF x D x DRom X IgR x OA / BW

‘ ‘ ‘ Systemic exposure ‘ 0.0000021 ‘ mg/kg bw/d
Total
Systemic exposure 0.0000077 | mg/kg bw/d Systemic exposure 0.0000225 | mg/kg bw/d
% of AOEL: 0.10 % % of AOEL: 0.30 %

Entry into treated crops (75" perc.)

Dermal

AR x MAF x TC x Hp x DFR x DA/ BW

Systemic exposure ‘ 0.0001055 ‘ mg/kg bw/d ‘ Systemic exposure ‘ 0.0001898 ‘ mg/kg bw/d

Hand to mouth

AR x MAF x 100% x TTR x x SE x SA x Freq x Hp x OA / BW

| ‘ ‘ Systemic exposure ‘ ‘ mg/kg bw/d
Object to mouth
AR x MAF x 100% x DRowm X IgR x OA / BW

‘ ‘ ‘ Systemic exposure ‘ ‘ mg/kg bw/d
Total
Systemic exposure 0.0001055 | mg/kg bw/d Systemic exposure 0.0001898 | mg/kg bw/d
% of AOEL: 1.41 % % of AOEL: 2.53 %

All pathways (mean)
Systemic exposure 0.0003312 | mg/kg bw/d Systemic exposure 0.0012936 | mg/kg
bw/d

% of AOEL: EXEE % of AOEL: EZHE

g
|
@
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Spray-driftinhal{(SH-95" 0-00050 | mbspray-dilution Fregueney-ofhand-to-meuth-(fred) 20 eventsth
pere. (adult)

{ehild)
{rhalatienrate-(HR) 023 m/d-(adult) Distedgeableresiduesebjectto-mouth 20 %

107 | mid-(child) {BRow)

Drift reduction(DR) % Ingestion-Rate for Mouthing-of Grass-(1gR) | 25 em?/d
Transfer-coefficient surface 14500 | em¥h-{adult) TGCentry-into-treated-crops—95™-pere. 7500 | em?/h{adult)

Adult Child
Spray-drift{(95% perc:)
(SP*-BAX{1-CH)+SHxARX%MAFV-xDRI-BW
% of AAOEL 965 % % of AAOEL 3549 %
Vapour(95*-pere:)
(VCx IR x1A) / BW
% of AAOEL 3.07 % % of AAOEL 14.27 %
Surface-deposits{95*-pere)
Dermal
AR X MAF XD x TTR X TC x Hpx DA/ BW
Hand-to-mouth

Objecttomouth

AR X MAF %D x DRgw % 1gR x OA /- BW

Fotal

% of AAOEL 2.63 % %-of AAOEL 6.06 %
Entry-into-treated crops{95""-pere-)

Dermal

ARX-MAFEXxTC xHpxDFRxDA/BW

Hand-to-mouth

ARKMAF%100% % TTR % SExSA%-Fregx-H > OABW

Objectto mouth

ARX-MAF %-100% % DRou-%IgR x-OA/BW
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1;
|
é

Adult Child

Spray-drift(95"perc:)

{SBXBAX-(A-CH+SHhx- ARMAF V% DRIBW

Systemic-exposture 0-0007240 | mgtkg-bw/d Systemic-expostire 0-0026618 | mgikg-bwid

Y%-of AAOEL 9.65 % %-of AAOEL 35:49 %
Vapour{95* pere)

DCxARSHANBW

Systemic-exposure 0.0002300 | mgtkg-bw/d Systemic-exposure 0.0010700 | mg/kg-bw/d

%-of AAOEL 3.07 % % of AAOEL 1427 %

Surface-deposits{95*-perey)
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ARX-MAF XD FFR*TFCxHpxBALBW

Hand-to-mouth

ARMAF X DX TTR % SE % SA X Freg x Hpx OA/+BW

Obijectto-mouth

ARX-MAFXxB-x-BRou-*1IgR-x-OALBW

Fotal

% of AAOEL 266 % % of AAOEL 611 %
Entry-into-treated crops (95" pere)

Dermal

AR X MAF x TC x Hpx DFR x DA/ BW

Hane-to-mouth

AR*-MAFX-100% % TFFRX 3 SE%-SAxFreg-x-HpxOA/-BW

Obijectto-mouth

AR % MAF x-100% x DRow % 1gR x OA [ BW

Fotal

Systermic-exposure 0-0009098 | mgtkg-bwid Systemic-exposure 00016376 | mglkg-bwid

% of AAOEL 12.13 % % of AAOEL 21.83 %

Spray-drift dermal(SD)-95% | 121 mlspray-dilution Surface-area-of-hands{SA) 20 em?
pere- (adutt)
074 ot
{ehite)
Spray-driftinhal—{(SH—95% 0-00050 | mlspray-dilution Frequency-of-hand-to-mouth-(freq) 20 eventsth
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{ehile)

inhalation-rate (IR) 0.23 é/d-(adult) Dislodgeable-residues-object to-mouth 20 (%

107 | mifd{child) ORow)
Driftreduction{DR) % Ingestion-Rate-for Mouthing-of Grass(IgR) |25 em/d
Transfer-coefficientsurface 14500 | em?/h{adult) TGC-entry-into-treated-crops—95™-pere- 7500 | em?/h-{adult)
deposits(FC)

5200 | emh-{child) 2250 | emh(child)

Adut Child
Spray-drift-(95"pere:)
(SD x DA X (1-CF) + SHhx AR x MAF x V- x DR/ BW
Systemic-expostre 0:0004827 | mglkg-bwid Systemic-exposure 0-0017745 | mglkg-bw/id
Y%-oF AAOEL 6:44 Y% Y%-oF AAOEL 2366 Y%
Vapour{95"-pere)
VESHARXHAN-BW
Systermic-exposure 0-0002300 | mgikg-bwid Systemic-exposure 00010700 | mglkg-bwid
Y%-oF AAOEL 307 Y% Y%-oF AAOEL 1427 Y%
Surface-deposits{95*-pere)
Bermal
ARXMAF X DX TTRXTCxHp-x-DA/LBW
Hand-to-mouth
AR X MAF x D x TTR % SE x SA x Freg x Hp x OA/ BW
Objectto-mouth
AR*-MAF*B-%BRou-*lgR-%x-OA-BW
Fotal
Systemic-exposture 0-0001993 | mgikg-bw/d Systemic-expostire 0-0004584 | mgikg-bwid
% of AACEL 266 % %o AACEL 641 %
Entry-into-treated-erops-{95*-pere:)

Dermal
ARXMAEXTC xHpxDERx- DAL BW
Hand-to-mouth
ARXMAF%-100% % TTR %% SE - SAx-Freg xHg x OA/ BW

] sremcomare | [rgaowd
Objectto-mouth
ARMAF%-100% % PRou-xgR-xOA/BW
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Appendix 4 Detailed evaluation of exposure and/or DFR studies relied upon
(KCP7.2,KCP 7.21.1, KCP 7.2.2.1, KCP 7.2.3.1)

None.



