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zZRMS comments:
The text highlighted in grey was provided by the evaluator.

6 Mammalian Toxicology (KCP 7)

Data matching studies for acetamiprid have been evaluated by RMS — Netherland and later by Po-land.
As a result of the assessment all reports were accepted and considered as equivalent to pro-tected studies.
Therefore, to support the authorization of CHR/I/ADEL 280 SC (ADEL 280 SC/ PYRIFOS ADE 280
SC) INNVIGO is allowed to refer to EU approved reports

In the following document, data for active substance deltamethrin was described during its inclu-sion on
Annex 1 process in 2009. Were reference to active substance data in the current risk as-sessment has been
made, it was based on the data presented by Bayer (AgroEvo).

In November 30th, 2009r Decis 2.5 EC product has been authorized in Poland thus according to the art.
59 reg. 1107/2009, data protection for mentioned data expired 10 years from date of first au-thorization of
product containing that active substance (in this case December, 1st 2019).

6.1 Summary

Table 6.1-1: Information on CHR/I/ADEL 280 SC *

Product name and code CHR/I/ADEL 280 SC
Formulation type Suspension concentrate [SC]

Active substance(s) (incl. content) Acetamiprid, 250 g/L

Deltamethrin, 30 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 CHR/I/ADEL 280 SC 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 CHR/I/ADEL 280 SC
according to Regulation (EC) No 1272/2008

Hazard class(es), categories:

Acute Tox. 4, H302
Repr. 2, H361d

Hazard pictograms or Code(s) for
hazard pictogram(s):

GHS07, GHS08

Signal word:

Warning

Hazard statement(s):

H302 — Harmful if swallowed.
H361d — Suspected of damaging the unborn child.

Precautionary statement(s):

WARNING SECHON-OF THE LABEL (first page)

P264 - Wash hands thoroughly after handling.

P270 - Do not eat, drink or smoke when using this product.

P280 - Wear protective gloves, protective clothing, eye/face protection.

P301 + P312 — IF SWALLOWED: Call a POISON CENTER/ doctor if you feel

unwell.
P308 + P313 — IF exposed or concerned: Get medical advice/ attention.

(13 A + Ay 2
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Additional labelling phrases:

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

Contains 1,2-Benzisothiazol-3(2H)-one. May produce an allergic reaction.
[EUH208]

Comments of
ZRMS:

Classification of CHR/I/ADEL 280 SC based on the calculation method with valid data
available for each component of the mixture is accepted.

Table 6.1-3: Summary of risk assessment for operators, workers, bystanders and residents
for CHR/I/ADEL 280 SC
Result PPE / Risk mitigation measures
Operators Acceptable Gloves and workwear at mixing and loading and workwear during
application.
Due to product classification:
Protective gloves, protective clothing, eye/face protection at M&L.
Workers Acceptable Workwear
Gloves during removing bolting sugar beets.
Bystanders Acceptable None
Residents Acceptable None

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

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

BBCH 37-75 65-

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
(e.g. growth Fpn (e.0. assessment
stage of crop) G, safener/synergist
Gn, |Method/ Max. number | Max. Water (L/ha))
Gpn Kind (min. interval | application rate |L/ha
or | (ingl between kg as/ha _ critical gap for
| ** - applications) min / max operator, worker, -
?p%“(?atlorl** a) Acetamiprid bystander or s|-|8|8
echnique g; EZ; g?gp/ b) Deltamethrin resident exposure | £ 2|83
season based on 8' § % E
[Exposure model]
1,2 | Winter Oilseed F | Spray, medium | a) 1 a) 8:64 0,02 200-300 |n/a R [A [A |A
rape (BRSNW) sprayer, LC |b)1 b) -0:0048 0.0024
(Autumn and i
spring
BBCH 10-5921,
30-70)
23,4 | Winter cereals F | Spray, medium |a) 1 a) 6:04 0.02 200-300 |nfa R |A [A [A
(wheat and sprayer, LC |b)1 b) 0:0048 0.0024 35
triticale) ™
(TRZAW),
(TTLWI)
(Spring
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75 (wheat), 49-
75 (triticale))
35 | Sugar beet F | Spray, medium |a) 1 a) 6:04 0.02 200-300 |n/a R |A [A |A
(BEAVA) sprayer, LC | b)1 b) 00048 0.0024 R
(Spring ™
BBCH 12-19)

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

**k

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

- Exposure not acceptable/ Evaluation not possible

Data gaps
Noticed data gaps are:

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.

Table 6.2-1: Information on active substance(s)

Acetamiprid Deltamethrin
Common Name Acetamiprid Deltamethrin
CAS-No. 135410-20-7 52918-63-5
Classification and proposed labelling

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

Hazard class and category codes:
According to RAC Opinion
(04/05/2020)

Repr. 2

Acute Tox. 3

Aquatic Acute 1

Aquatic Chronic 1

Hazard codes
H361d

H301

H400

H410

Pictogram, signal word codes:
GHS06
GHS08
GHS09

Danger

Hazard class and category codes
Acute tox. 3

Aquatic Acute 1

Aquatic Chronic 1

Hazard statement codes
H301
H331
H400
H410

Pictograms, signal words codes:
GHS09
GHS06
Danger

Specific Conc. Limits, M-factor
M=1000000
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Acetamiprid

Deltamethrin

Specific Conc. Limits, M-factors and
ATE:

M=10

M=10

Oral: ATE = 140 mg/kg bw

Precautionary statement(s):

P264 — Wash hands thoroughly after
handling.

P270 - Do not eat, drink or smoke when
using this product.

P280 — Wear protective
gloves/protective clothing/eye
protection/face protection.

P301 + P310 — IF SWALLOWED:
Immediately call a POISON
CENTER/doctor.

P308 + P313 - IF exposed or
concerned: Get medical advice/
attention.

P391 — Collect spillage.

Precautionary statement(s):

P261 - Avoid breathing
dust/fume/gas/mist/vapours/ spray
P264 — Wash hands thoroughly after
handling.

P280 — Wear protective
gloves/protective clothing/eye
protection/face protection.

P301 + P310 — IF SWALLOWED:
Immediately call a POISON
CENTER/doctor.

P304 + P340 — IF INHALED: Remove
person to fresh air and keep comfortable
for breathing.

P403 + P233 — Store in a well-
ventilated place. Keep container tightly
closed.

P391 — Collect spillage.

Additional C&L proposal

Agreed EU endpoints

AOEL systemic

0.025 mg/kg bw/day

0.0075 mg/kg bw/day

AAOEL

0.025 mg/kg bw

Reference

EFSA Journal 2016;14(11):4610
SANTE/10502/2017 Rev 4;
13 December 2017

Deltamethrin 6504/V1/99-final 17
October 2002

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

toxicology

Acetamiprid

SANTE/10502/2017 Rev 4, 13
December 2017

Deltamethrin
6504/V1/99-final 17 October
2002

On the basis of the proposed and
supported uses (as listed in Appendix
I), the following issues have been
identified as requiring particular and
short term attention from all Member
States, in the framework of any
authorisations to be granted, varied or
withdrawn, as appropriate:

-the risk to operators.

On the basis of the proposed and
supported  uses, the  following
particular issues have been identified
as requiring particular and short term
attention from all Member States, in
the framework of any authorisations to
be granted, varied or withdrawn, as
appropriate:

- Member States must pay particular
attention to the operator safety and must
ensure that the conditions of
authorisation include  appropriate
protective measures.

6.3

Toxicological Evaluation of Plant Protection Product

A summary of the toxicological evaluation for CHR/I/ADEL 280 SC 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.




CHR/I/ADEL280 SC / ADEL 280 SC/ PYRIFOS ADE 280 SC Page 10 /50
Part B — Section 6 - Core Assessment
Applicant version

Table 6.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for CHR/I/ADEL 280 SC

Type of test, species, model Result - CIassificati_on .

svstem &Guideli,ne) Acceptability (acc. to the criteria Reference

Y in Reg. 1272/2008)
LDso oral, rat > 300 mg/kg bw | Yes Acute Tox. 4, H302 | M. Kolodziej,
(calculation method) 2021
LDso dermal, rat > 2 000 mg/kg bw | Yes None M. Kolodziej,
(calculation method) 2021
LCso inhalation, rat >20 mg/L air Yes None M. Kolodziej,
(calculation method) 2021
Skin irritation Non-irritant Yes None M. Kolodziej,
(calculation method) 2021
Eye irritation, Non-irritant Yes None M. Kolodziej,
(calculation method) 2021
Skin sensitisation, Non-sensitising Yes None M. Kolodziej,
(calculation method) 2021
Supplementary studies for Suspected of Yes Repr. 2, H361d M. Kolodziej,
combinations of plant protection | damaging the 2021
products unborn child.
Table 6.3-2: Additional toxicological information relevant for classification/labelling of

CHR/I/ADEL 280 SC
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 Acetamiprid Repr. 2, H361d (criteria > | Reg. Repr. 2, H361d
properties of active (23.0 % (wiw)) |10%) 1272/2008 Acute Tox. 4, H302
substance (relevant for Acute Tox. 3, H301
classification of (criteria, ATE> 300 mg/kg
product) bw)
Toxicological Deltamethrin Acute Tox. 3, H301 Reg. Acute Tox. 4, H302
properties of active (2.80% (w/w)) | (criteria, ATE> 300 mg/kg | 1272/2008
substance (relevant for bw)
classification of
product)
Toxicological NA NA NA NA
properties of non-active
substance(s) (relevant
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
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6.4

Toxicological Evaluation of Groundwater Metabolites

Comments of
ZRMS:

Accepted. Detailed information available in Doc. B.10.

All metabolite concentrations are predicted to stay below 0.1 pg/L — no groundwater assessment is

required.

6.5

Dermal Absorption (KCP 7.3)

A summary of the dermal absorption rates for the active substances in CHR/I/ADEL 280 SC are
presented in the following table.

Table 6.5-1: Dermal absorption rates for active substances in CHR/I/ADEL 280 SC
Acetamiprid Deltamethrin
Value Reference Value Reference
Concentrate 10 % EFSA Journal 10 % EFSA Journal
2017;15(6):4873 2017;15(6):4873
Dilution 50 % EFSA Journal 50 % EFSA Journal
2017;15(6):4873 2017;15(6):4873
6.5.1 Justification for proposed values — Acetamiprid

No data on dermal absorption for Acetamiprid in CHR/I/ADEL 280 SC is available. Justifications for
default values according to Guidance on Dermal Absorption EFSA Journal 2017;15(6):4873) are
presented in the following table.

Table 6.5-2:

Default dermal absorption rates for Acetamiprid

Value

Justification for value

Acceptability of justification

Concentrate

10 %

A default dermal absorption
value of 10% may be applied
for concentrated products that
are water-based/dispersed or
solid-formulated

Yes

Dilution

50 %

A default dermal absorption
value of 50% may be applied
for (in use) dilutions water-
based/ dispersed or solid-
formulated

Yes
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6.5.2 Justification for proposed values - Deltamethrin

No data on dermal absorption for deltamethrin in CHR/I/ADEL 280 SC is available. Justifications for
default values according to Guidance on Dermal Absorption EFSA Journal 2017;15(6):4873) are
presented in the following table.

Table 6.5-3: Default dermal absorption rates for deltamethrin
Value Justification for value Acceptability of justification
Concentrate . A default dermal absorption | Yes
value of 10% may be applied

for concentrated products that
are water-based/dispersed or
solid-formulated

Dilution 50 % A default dermal absorption Yes
value of 50% may be applied
for (in use) dilutions water-
based/ dispersed or solid-

formulated
6.6 Exposure Assessment of Plant Protection Product (KCP 7.2)
Table 6.6-1:  Product information and toxicological reference values used for exposure
assessment
Product name and code CHR/I/ADEL 280 SC
Formulation type SC
Category Insecticide
Container size(s), short Acetamiprid 250 g/L
description Deltamethrin 30 g/L
Active substance(s) Acetamiprid Deltamethrin
(incl. content) 250 g/L 30 g/L
AOEL systemic 0.025 mg/kg bw/day 0.0075 mg/kg bw/d
AAOEL 0.025 mg/kg bw -
Inhalation absorption 100 % 100 %
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Oral absorption 100 % 100 %
Dermal absorption Concentrate: 10 % Concentrate: 20:94'50'%
Dilution: 50 % Dilution: 50 %

(Default value according to Guidance on | (Default value according to Guidance
Dermal Absorption EFSA Journal on Dermal Absorption EFSA Journal
2017;15(6):4873) 2017;15(6):4873

6.6.1 Selection of critical use(s) and justification

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

6.6.2 Operator exposure (KCP 7.2.1)

6.6.2.1 Estimation of operator exposure

Comments of
ZRMS:
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A summary of the exposure models used for estimation of operator exposure to the active substances
during application of CHR/I/ADEL 280 SC according to the critical use(s) is presented in Table 6.6-2.
Outcome of the estimation is presented in Table 6.6-3. Detailed calculations are in Appendix 3.

Table 6.6-2: Exposure models for intended uses

_|
o
=2
®
o
@
w

Estimated operator exposure
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6.6.3 Measurement of operator exposure

Since the operator exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) and acute acceptable operator exposure level (AAOEL for Acetamiprid) will not be exceeded
under conditions of intended uses and considering above mentioned personal protective equipment (PPE)

, a study to provide measurements of operator exposure was not necessary
and was therefore not performed.

6.6.4 Worker exposure (KCP 7.2.3)

Comments of
ZRMS:
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6.6.4.1 Estimation of worker exposure

Table 6.6-4 shows the exposure model(s) used for estimation of worker exposure after entry into a
previously treated area or handling a crop treated with CHR/I/ADEL 280 SC according to the critical
use(s). Outcome of the estimation is presented in Table 6.6-5. Detailed calculations are in Appendix 3.

Table 6.6-4: Exposure models for intended uses
Critieal-use(s) Winteroiseed-rape - wintercereals-sugar beets{max—0-16-Lproduct/ha)
Model “EFSA-Model”ver-30:03.2015
Critical use(s) —
Model(s) “EFSA Model” 2022, OPEX ver. 1.0.2.
Table 6.6-5: Estimated worker exposure
Acetarmiprid
Model-data

=

=
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6.6.4.2 Refinement of generic DFR value (KCP 7.2)

Not required

6.6.4.3 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 ane-censidering-abeve-mention-PPE, a

study to provide measurements of worker exposure was not necessary and was therefore not performed.

6.6.5 Bystander and resident exposure (KCP 7.2.2)

Comments of
ZRMS:
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6.6.5.1 Estimation of bystander and resident exposure
Table 6.6-6 shows the exposure model(s) used for estimation of bystander and resident exposure to

Acetamiprid and Deltamethrin. Outcome of the estimation is presented in Table 6.6-7. Detailed
calculations are in Appendix 3.

Exposure models for intended uses

I 2
QD

o

D

o

i

@
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Table 6.6-8: Estimated resident exposure

Additionally, no AAOEL for deltamethrin was allocated and therefore the risk assessment for bystander is
covered by the risk assessment for resident.

6.6.5.2 Measurement of bystander and/or resident exposure

Since the bystander and/or resident exposure estimations carried out indicated that the acceptable operator
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exposure level (AOEL) for Acetamiprid and deltamethrin will not be exceeded under conditions of

intended uses and—considering—abeve—mentioned—risk—mitigation—measures, a study to provide

measurements of bystander/resident exposure was not necessary and was therefore not performed.

6.6.6 Combined exposure

The product is a mixture of two active substances.

6.6.6.1 Exposure Assessment of Acetamiprid and Deltamethrin in CHR/I/ADEL 280
SC

Comments of
ZRMS:

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

At the first tier, combined exposure is calculated as the sum of the component exposures without regard
to the mode of action or mechanism/target of toxicity. Initially, the individual Hazard Quotients (HQ) are
calculated for all active substances in the PPP by assessing the exposure according to appropriate models
and dividing the individual exposure levels by the respective systemic AOEL. This is equivalent to the
predicted exposure as % of systemic AOEL from Table 6.6-3 converted to decimal. The Hazard Index
(HI) is the sum of the individual HQs.

Table 6.6-9: Aeute risk assessment from combined exposure (longer term exposure)

il
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The Hazard Index is <1 for Operators, Workers doing inspections, resident and bystanders. Thus

combined exposure to all active substances in CHR/I/ADEL 280 SC is not expected to present a risk for
OEerators, workers - bistanders and residents. *

No further refinement of the assessment is required.
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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 | M. Kolodziej 2021 |Toxicological classification of product CHR/I/ADEL 280 SC based on calculation method taking into N Chemirol
KCP 7.1.2 consideration health hazards of constituent substances.
KCP7.1.3 PUH Chemirol Sp. z 0.0.
KCP7.1.4 non GLP
KCP7.1.5 Unpublished
KCP 7.1.6
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/IN

Published or not

The following tables are to be completed by MS
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List of data submitted by the applicant and not relied on

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/IN

Published or not

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

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/IN

Published or not
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Appendix 2  Detailed evaluation of the studies relied upon
A2l Statement on bridging possibilities

A22 Acute oral toxicity (KCP 7.1.1)

Comments of |A prediction of acute oral toxicity of CHR/I/ADEL 280 SC based on calculation method as
ZRMS: specified in the Regulation (EC) No 1272/2008 (CLP) is acceptable. Acute oral toxicity
was determined taking into consideration valid data available for each component of the
mixture. The calculated ATEmix is 514 mg/kg bw, therefore the formulation should be
classified as Acute Tox. 4 with the statement H302.

Reference: KCP7.1.1

Report Toxicological classification of product CHR/I/ADEL 280 SC based on
calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Guideline(s): Regulation (EC) No. 1272/2008
Deviations: -

GLP: No

Acceptability: Yes

Duplication No

(if vertebrate study)

According to point 7.1.1 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

” A test for acute oral toxicity shall be carried out, unless the applicant can justify an alternative approach
under Regulation (EC) No 1272/2008. In the latter case, acute oral toxicity of all components shall be
provided or reliably predicted with a validated method. Consideration shall be given to the possible
effects of components on the toxic potential of the total mixture.”

The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, the acute oral
toxicity test is not necessary.

Materials and methods

We use the summation method using the formula:

100

ATE,, = 5
izzll ATE

Where:
e Ci - concentration of ingredient i ( % w/w or % v/v)
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e i—the individual ingredient from 1 to n
e n - the number of ingredients
e ATE; - Acute Toxicity Estimate of ingredient i.

We use the table:
Table 3.1.2

Conversion from experimentally obtained acute toxicity range values (or acute toxicity hazard categories) to acute toxicity point
estimates for classification for the respective routes of exposure.

Exposure routes Classification Category or experimentally obtained | Converted acute toxicity
acute toxicity range estimate point estimate
(see Note 1)
Oral (mg/kg 0 < Category 1 <5 0,5
bodyweight) 5 < Category 2 <50 5
50 < Category 3 <300 100
300 < Category 4 <2 000 500
Dermal (mg/kg 0 < Category 1 <50 5
bodyweight) 50 < Category 2 <200 50
200 < Category 3 <1 000 300
1 000 < Category 4 <2 000 1100
Gases (ppmV) 0 < Category 1 <100 10
100 < Category 2 < 500 100
500 < Category 3 <2 500 700
2 500 < Category 4 <20 000 4 500
Vapours (mg/l) 0 < Category 1 <0,5 0,05
0,5 < Category 2<2,0 0,5
2,0 < Category 3 < 10,0 3
10,0 < Category 4 < 20,0 11
Dust/mist (mg/l) 0< Category 1 <0,05 0,005
0,05 < Category 2 <0,5 0,05
0,5 < Category 3 <1,0 0,5
1,0 < Category 4 < 5,0 1,5

Note 1

These values are designed to be used in the calculation of the ATE for classification of a mixture based on its components and do

not represent test results.

Five ingredients are classified in this class of hazard.
e 0.018% (Acute Tox. 4, H302, ATE = 500 mg/kg)

e 0.009% (Acute Tox. 4, H302, LDso < 333 mg/kg)
e 0.61% (Acute Tox. 4, H302, ATE =500 mg/kg)
o 23.16% (Acute Tox. 3, H301, LDsg = 140 mg/kg)
e 2.80% (Acute Tox. 3, H301, ATE = 100 mg/kg)

100
ATE iy =

100

" ATE, 0.018 0.009 061, 23.16, 2.80

333 T 500 ' 140 T 100

=514
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Results and discussions

According to the table 3.1.2, the result (514 mg/kg bw) is higher than generic concentration level (300
mg/kg b.w.) and below 2000 mg/kg bw.

Conclusion
The formulation is classified as Acute Tox. 4, H302.

According to point 7.1.1 of part A of Annex Regulation No 284/2014, it is possible to waive from
performing acute oral toxicity tests.

A23 Acute percutaneous (dermal) toxicity (KCP 7.1.2)

Comments of Justification is acceptable, although it was not included in the cited report.

ZRMS: Taking into consideration valid data available for each component of the mixture, the

formulation CHR/I/ADEL 280 SC should not be classified for acute dermal toxicity.

A231 Study 1

Reference: KCP 7.1.2

Report Toxicological classification of product CHR/I/ADEL 280 SC based on
calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Guideline(s): Regulation (EC) No. 1272/2008

Deviations: -

GLP: No

Acceptability: Yes

Duplication No

(if vertebrate study)
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According to point 7.1.2 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

A test for dermal toxicity shall be carried out on a case by case basis, unless the applicant can justify an
alternative approach under Regulation (EC) No 1272/2008. In the latter case, acute dermal toxicity of all
components shall be provided or reliably predicted with a validated method. Consideration shall be given
to the possible effects of components on the toxic potential of the total mixture. Findings of severe skin
irritation or corrosion in the dermal study may be used instead of performing a specific irritation study.”

The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, the acute dermal
toxicity test is not necessary.

Conclusion

The active substances and the other co-formulants are not classified as acute, dermal toxic, it can be
assumed that entire formulation is not classified in this class.

According to point 7.1.2 of part A of Annex Regulation No 284/2014, it is possible to waive from
performing acute dermal toxicity tests.

A24 Acute inhalation toxicity (KCP 7.1.3)

Comments of ZRMS: |Acceptable. Taking into consideration valid data available for each component off
the mixture, the formulation CHR/I/ADEL 280 SC should not be classified for|
inhalation toxicity.

A241 Study 1
Reference: KCP 7.1.3
Report Toxicological classification of product CHR/I/ADEL 280 SC based on

calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Guideline(s): Regulation (EC) No. 1272/2008
Deviations: -

GLP: No

Acceptability: Yes

Duplication No

(if vertebrate study)

According to point 7.1.3 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

“A study shall not be required if the applicant can justify an alternative approach under
Regulation (EC) No 1272/2008, where applicable. For this purpose, acute inhalation toxicity of
all components shall be provided or reliably predicted with a validated method. Consideration
shall be given to the possible effects of components on the toxic potential of the total mixture.”
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The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, the acute-erat
inhalation toxicity test is not necessary.

Materials and methods

We use the summation method using the formula:

ATE,, = _100
- C,
; ATE,
Where:
e Ci - concentration of ingredient i ( % w/w or % v/v)
e i—the individual ingredient from 1 to n

e n - the number of ingredients
e ATE; - Acute Toxicity Estimate of ingredient i.

We use the table:

Table 3.1.2

Conversion from experimentally obtained acute toxicity range values (or acute toxicity hazard categories) to acute toxicity point
estimates for classification for the respective routes of exposure.

Exposure routes Classification Category or experimentally obtained | Converted acute toxicity
acute toxicity range estimate point estimate
(see Note 1)
Oral (mg/kg 0 < Category 1 <5 0,5
bodyweight) 5 < Category 2 <50 5
50 < Category 3 <300 100
300 < Category 4 <2 000 500
Dermal (mg/kg 0 < Category 1 <50 5
bodyweight) 50 < Category 2 <200 50
200 < Category 3 <1 000 300
1 000 < Category 4 <2 000 1100
Gases (ppmV) 0 < Category 1 <100 10
100 < Category 2 < 500 100
500 < Category 3 <2 500 700
2 500 < Category 4 <20 000 4 500
Vapours (mg/l) 0 < Category 1 <0,5 0,05
0,5 < Category 2<2,0 0,5
2,0 < Category 3 <10,0 3
10,0 < Category 4 < 20,0 11
Dust/mist (mg/l) 0< Category 1 <0,05 0,005
0,05 < Category 2 <0,5 0,05
0,5 < Category 3<1,0 0,5
1,0 < Category 4 <5,0 15
Note 1

These values are designed to be used in the calculation of the ATE for classification of a mixture based on its components and do
not represent test results.

Only one ingredient is classified in this hazard class.
e 2.80 % (Acute Tox. 3, H331)
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LDs is not known. Therefore the estimated values were used to the calculation.

ATE iy = = >gg = 107

Results and discussions

According to the table 3.1.2, the result (107 mg/L > 20.0 mg/L) is significantly higher than generic

concentration level.

Conclusion

According to the table 3.1.2, the result (107 mg/L > 20.0 mg/L) is significantly higher than generic
concentration level. Therefore the formulation is not classified in this class of hazard.

According to point 7.1.3 of part A of Annex Regulation No 284/2014, it is possible to waive from
performing acute inhalation toxicity tests.

A25 Skin irritation (KCP 7.1.4)

Comments of zZRMS:

Acceptable. Skin irritation potential was determined taking into consideration
valid data available for each component of the formulation CHR/I/ADEL 280 SC.
The sum of concentrations of the ingredients classified as corrosive and irritant to
skin is lower than generic concentration level, therefore no classification is
required for skin irritation.

A251 Study 1
Reference: KCP 7.1.4
Report Toxicological classification of product CHR/I/ADEL 280 SC based on

Guideline(s):
Deviations:
GLP:
Acceptability:

Duplication
(if vertebrate study)

calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Regulation (EC) No. 1272/2008
No
Yes
No
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According to point 7.1.4 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

” The skin irritancy of the plant protection product shall be reported based on the tiered approach, unless
the applicant can justify an alternative approach under Regulation (EC) No 1272/2008. In the latter case,
skin irritation properties of all components shall be provided or reliably predicted with a validated
method. Consideration shall be given to the possible effects of components on the irritant potential of the
total mixture.”

The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, skin eerresive
irritation test is not necessary.

Materials and methods
For consideration of corrosive and irritant properties the following table applies:

Table 3.2.3
Generic concentration limits of ingredients classified for skin corrosive/irritant hazard (Category 1 or 2) that trigger classification
of the mixture as corrosive/irritant to skin.

Sum of ingredients classified as: Concentration triggering classification of a mixture
as:
Skin Corrosive Skin Irritant
Category 1 Category 2
(see note below)

Skin Corrosive Categories 1A, 1B, >5% >1%but<5%

1C

Skin irritant Category 2 >10 %

10 x Skin Corrosive Category 1A, >10 %

1B,

1C) + Skin irritant Category 2

Note

The sum of all ingredients of a mixture classified as Skin Corrosive Category 1A, 1B or 1C respectively, shall each be >5 %
respectively in order to classify the mixture as either Skin Corrosive Category 1A, 1B or 1C. If the sum of the Skin Corrosive
Category 1A ingredients is <5 % but the sum of Category 1A+1B ingredients is > 5 %, the mixture shall be classified as Skin
Corrosive Category 1B. Similarly, if the sum of Skin Corrosive Category 1A+1B ingredients is < 5 % but the sum of Category
1A+1B+1C ingredients is > 5 % the mixture shall be classified as Skin Corrosive Category 1C.

Corrosive:
Three ingredients are classified in this hazard class.

e 0.055% (Skin Corr. 1A, H314)
e 0.009% (Skin Corr. 1A, H314)
e 0.18% (Skin Corr. 1A, H314)

We use the summation method, consisting in adding up the percentages of all ingredients classified in the
each class.

2 Csxincorr. = 0.055% + 0.009% + 0.18% = 0.244%
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Irritant;

Four ingredients are classified as corrosive/irritant to skin.
e 0.018% (Skin Irrit. 2, H315)

e 0.055% (Skin Corr. 1A, H314)
e 0.009% (Skin Corr. 1A, H314)
e 0.18% (Skin Corr. 1A, H314)

We use the summation method, consisting in adding up the percentages of all ingredients classified in the

each class.

10 x Z Corincorr. + Z Cointrric. = 10 X 0.244% + 0.018% = 2.46%

Results and discussions

According to the table 3.2.3, the result (0.244%) is lower than generic concentration level (5%).
Therefore the formulation is not classified as Skin Corr. 1A, H314.

Additionally, according to the table 3.2.3, the result (2.46%) is significantly lower than generic
concentration level (10%). Therefore the formulation is not classified as Skin Irrit. 2, H315.

Conclusion

Additionally, according to the table 3.2.3, the result (2.46%) is significantly lower than generic
concentration level (10%). Therefore the formulation is not classified as Skin Irrit. 2, H315.

According to point 7.1.4 of part A of Annex Regulation No 284/2014, it is possible to waive from
performing skin irritation tests.

A26 Eye irritation (KCP 7.1.5)

Comments of zZRMS:

Acceptable. Eye irritation potential was determined taking into consideration valid
data available for each component of the formulation CHR/I/ADEL 280 SC. The
sum of concentrations of the ingredients classified as corrosive to eye and skin is
lower than generic concentration level, therefore no classification is required for
eye irritation.

A26.1 Study 1
Reference: KCP 7.1.5
Report Toxicological classification of product CHR/I/ADEL 280 SC based on

Guideline(s):
Deviations:
GLP:
Acceptability:

calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Regulation (EC) No. 1272/2008
No
Yes
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Duplication No
(if vertebrate study)

According to point 7.1.5 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

” Eye irritation tests shall be provided, unless it is likely that severe effects on the eyes may be pro-duced
or the applicant can justify an alternative approach under Regulation (EC) No 1272/2008. In the latter
case, eye irritation properties of all components shall be provided or reliably predicted with a validated
method. Consideration shall be given to the possible effects of components on the irritant potential of the
total mixture.”

The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, eye irritation
test is not necessary.

Materials and methods
For consideration of corrosive and irritant properties the following table applies:
Table 3.3.3

Generic concentration limits of ingredients of a mixture classified as Skin corrosive Category 1 and/ or eye Category 1 or 2 for
effects on the eye that trigger classification of the mixture for effects on the eye (Category 1 or 2).

Sum of ingredients classified as: | Concentration triggering classification of a mixture as:
Irreversible Eye Effects Reversible Eye Effects
Category 1 Category 2

Eye Effects Category 1 or Skin >3% >1%but<3%

Corrosive Category 1A, 1B, 1C

Eye Effects Category 2 >10%

(10 x Eye Effects Category 1) + >10%

Eye

effects Category 2

Skin Corrosive Category 1A, 1B, >3% >1%but<3%

1C +

Eye effects Category 1

10 x (Skin Corrosive Category >10%

1A, 1B,

1C + Eye Effects Category 1) +

Eye

Effects Category 2

Five ingredients are classified as corrosive to eyes.
e 0.018% (Eye Dam. 1, H318)

e 0.055% (Skin Corr. 1A, H314)
e 0.009% (Eye Dam. 1, H318)

e 0.61% (Eye Dam. 1, H318)

e 0.18% (Skin Corr. 1A, H314)

Z Czyepam. + Cskincorr. = 0.018% + 0.055% + 0.009% + 0.61% + 0.18% = 0.87%

Conclusion

The sum of the concentration of components classified as corrosive to eyes and skin (0.87%) is lower
than generic concentration level (1%). Therefore the whole formulation is not classified as corrosive and
irritant to eyes.
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According to point 7.1.5 of part A of Annex Regulation No 284/2014, it is possible to waive from
performing eye eerresion irritation tests.

A27 Skin sensitisation (KCP 7.1.6)

Comments of ZRMS: |Acceptable. Skin sensitisation potential was determined taking into consideration
valid data available for each component of the formulation CHR/I/ADEL 280 SC.
The concentration of the ingredient classified as skin sensitiser is lower than
specific concentration limit, therefore no classification is required for skin
sensitisation.

A271 Study 1
Reference: KCP 7.1.6
Report Toxicological classification of product CHR/I/ADEL 280 SC based on

calculation method taking into consideration health hazards of constituent
substances; M. Kolodziej; 2021

Guideline(s): Regulation (EC) No. 1272/2008
Deviations: -

GLP: No

Acceptability: Yes

Duplication No

(if vertebrate study)

According to point 7.1.6 of Part A of Annex to the Commission Regulation (EU) No 284/2013 as regards
the data requirements for plant protection products:

”The skin sensitisation test shall be carried out unless the active substances or co-formulants are known to
have sensitising properties or the applicant can justify an alternative approach under Regulation (EC) No
1272/2008. In the latter case, skin sensitisation properties of all components shall be provided or reliably
predicted with a validated method. Consideration shall be given to the possible effects of components on
the sensitising potential of the total mixture.”

The complete composition of the formulation with the classification of individual ingredients is available
in part C.

Due to the fact, that all components of the formulation CHR/I/ADEL 280 SC are known, the skin
sensitisation test is not necessary.

Materials and methods
We use the table:

Table 3.4.5
Generic concentration limits of ingredients of a mixture classified as either skin sensitisers or respiratory sensitisers that trigger
classification of the mixture

Ingredient classified Concentration triggering classification of a mixture as:
as: Skin Sensitiser | Respiratory Sensitiser
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All physical states Solid/Liquid Gas

Skin Sensitiser >1,0% - -
Category 1

Skin Sensitiser >0,1% - -
Category 1A

Skin Sensitiser >1,0%
Category 1B

Respiratory Sensitiser - >1,0% >0,2%
Category 1

Respiratory Sensitiser - >0,1% >0,1%
Category 1A

Respiratory Sensitiser >10% >0,2%
Category 1B

Only one ingredient is classified in this hazard class.
o 0.018 % (Skin Sens. 1, H317)

The concentration of the ingredient is lower than a specific concentration level (0.05%). Therefore the
formulation is not classified as Skin Sens. 1, H317.

Conclusion

The concentration of the ingredient is lower than a specific concentration level (0.05%). Therefore the
formulation is not classified as Skin Sens. 1, H317.

According to point 7.1.6 of part A of Annex Regulation No 284/2014, it is possible to waive from acute
inhalation toxicity test.

A28 Supplementary studies for plant protection product (KCP 7.1.7)

Comments of zZRMS: |Acceptable. Taking into consideration valid data available for each component of]
the mixture, the formulation CHR/I/ADEL 280 SC should be classified as Repr. 2,
H361d.

Specific target organ toxicity
For consideration of specific target organ toxicity the following table applies:
Table 3.8.3

Generic concentration limits of ingredients of a mixture classified as a specific target organ toxicant
that trigger classification of the mixture as Category 1 or 2.

Ingredient classified as: Generic concentration limits triggering classification of the
mixture
as:
Category 1 Category 2

Category 1 Concentration > 10 % 1,0 % < concentration
Specific Target Organ Toxicant <10%

Category 2 Concentration > 10 %
Specific Target Organ Toxicant [(Note 1)]
Note 1

If a Category 2 specific target organ toxicant is present in the mixture as an ingredient at a concentration
> 1,0 % a SDS shall be available for the mixture upon request.
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We also took into account the point 3.8.3.4.5.: “Care shall be exercised when extrapolating toxicity of a
mixture that contains Category 3 ingredient(s). A generic concentration limit of 20 % is appropriate;
however, it shall be recognised that this concentration limit may be higher or lower depending on the
Category 3 ingredient(s) and that some effects such as respiratory tract irritation may not occur below a
certain concentration while other effects such as narcotic effects may occur below this 20 % value. Expert
judgement shall be exercised.”

Specific target organ toxicity - repeated exposure
STOT RE 1, H372

We consider only one ingredient at a concentration of 0.0055%. According to the point 3.8.3.4.5 CLP

Regulation, the content of this ingredient is lower than a generic concentration level (1%). Therefore the
formulation is not classified as STOT RE1 H372.

Carcinogenicity ( Carc. 1, H350)
For consideration of carcinogenicity the following table applies:
Table 3.6.2

Generic concentration limits of ingredients of a mixture classified as carcinogen that trigger classification of the
mixture

Ingredient classified Generic concentration limits triggering classification of a mixture as:
as: Category 1 carcinogen Category 2 carcinogen
Category 1A Category 1B
Category 1A >0,1% - -
carcinogen
Category 1B - >0,1%
carcinogen
Category 2 carcinogen - - > 1,0 % [Note 1]
Note

The concentration limits in the table above apply to solids and liquids (w/w units) as well as gases (v/v units).
Note 1

If a Category 2 carcinogen is present in the mixture as an ingredient at a concentration > 0,1 % a SDS shall be
available for the mixture upon request.

Only one ingredient (Carc. 1, H350) at the concentration of 0.0055% is relevant. The content of the
ingredient classified in this hazard class is lower than generic concentration triggering classification
(0.1%). Therefore according to table 3.6.2 the formulation is not classified as carcinogenic.

Reproductive toxicity

Table 3.7.2
Generic concentration limits of ingredients of a mixture classified as reproduction toxicants or for effects on or via
lactation that trigger classification of the mixture

Ingredient Generic concentration limits triggering classification of a mixture as:
classified as: Category 1 reproductive toxicant Category 2 Additional
Category 1A Category 1B reproductive category for
toxicant effects on or
via lactation

Category 1A > 0,3 % [Note 1] - - -
reproductive
toxicant
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Category 1B - > 0,3 % [Note 1] - -
reproductive
toxicant

Category 2 - - > 3,0 % [Note 1] -
reproductive
toxicant

Additional - - - > 0,3 % [Note
category for 1]
effects on or via
lactation

Note

The concentration limits in the table above apply to solids and liquids (w/w units) as well as gases (v/v units).

Note 1

If a Category 1 or Category 2 reproductive toxicant or a substance classified for effects on or via lactation is present
in the mixture as an ingredient at a concentration > 0,1 % a SDS shall be available for the mixture upon request.

Only one ingredient (Repr. 2, H361d) is relevant at the concentration of 23.16%. The content of the
ingredient is higher than concentration triggering classification (3.0%), therefore according to table 3.6.2,
the formulation is classified as Repr. 2, H361d.

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

submission (Registration Report - Part C).

A 210 Studies on dermal absorption (KCP 7.3)

cceptable. Default values (10% for concentrate and 50% for dilution for
was se
according to the Guidance on Dermal Absorption (EFSA Journal 2017;15(6):4873

Comments of zZRMS:

For the dermal absorption of the active-substanees product the Applicant refers to Guidance on Dermal
Ab-sorption:-EFSA, EFSA Journal 2017;15(6):4873.

Based on an evaluation of agreed dermal absorption values for a range of concentrated pesticide
formulations and their dilutions, the following default values are recommended (see opinion section
4.1.1.for details).

A default dermal absorption value of 10% may be applied for concentrated products that are
water-based/dispersed or solid-formulated.

A default dermal absorption value of 50% may be applied for (in use) dilutions water-based/

disiersed or solid-formulated.
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A211 Other/Special Studies

Not required.
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Appendix 3  Exposure calculations

Operator exposure for CHR/IJADEL outdoor spray applications

Application rate of active substance 0.04 kgastha _AppRate
Axzumed area treated 50 ha'day d_AreaTreated
Amount of active subs tance applied 2 hgas fday ¢ Amoutds
Drermal absanption of the praduct 10u00% ¢_AbzorpProduct
Drermial absorption of in-use dilution S0u00% # Ahsorinuse
Farmulation type Soluble concentrates, emulsifiab centrate, etc.
Indior or Outdoor application Owrtd
Application methad Downward spraying
Application equipment icle-mounted-Drift Reduction
Season naot relevant
expasuneday mined and kaded
Exposure values MG“ = 5 R e Comment
757 eantile 95 centile
Hands aza1 30530 AOEM
Boedy 5807 BEOD2 ADEM
Head 104 569 ADEM
- Protected hands {glowes) 54 356 AOEM
7
3 Protected bady {worlowear or
= protective ganment and sturdy 44 2493 LOEM
5 footwear)
W
E
g Protected head {hood and Face shiekd | 2 32 AOEM
inhalation 5 25 AODEM
Protective Equipment Sedect for inclusion Penetration factor Inhalation Protection factos
Gloves Incll. in ADEM model
Clathing ‘Wark wear - anms, body and begs oo Incl. in ADEM maodel
Head and respiratory PPE 1 1
Water sodubde bag 1
ug ewposune’day applied
Exposure values Reference Comment
75" centile 95" cantile
Hands 116 932 ADEM
Boedy 26 26 ADEM
Head 1 2 AOEM
E Protected hands {glowes) 5 58 AOEM
; Protected bady {workwear or
5 protective garment and sturdy 1 1 AOEM
fotwearl
inhalation 1 2 ADEM
Protective Equipment Sedect For inclusion Penetration factor|  Inhalation Protection factor
Gl Incl. iin ADEM model
Chathing ‘Whark wesar - anms, body and legs oo Incl. in AQLM model
Head and respiratory PPE 1 1
Chanad cabs o Funted
upwand spraying only
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1. Total
Without RPE/PPE 'With RPE/PPE
Longer term
Tortal systemic miingg, o 15013451 00295462
00250224 00004924
10009% 197%
124304336 0.1877229
02071739 00031287
828.70% 1251%

Operator exposure for CHR/I/ADEL outdoor spray applications

Application rate of active substance 1 kg asJha | _AppRate
Assun area tr halday d Areafreated
Amount of activ 2 kgasday | AmoutAs
_AhsarpProduct
{_Absarinuse
Expaosune values. Comiment
Hands 8281 053 AOEM
Bady i 88092 AOEM
Heaad AOEM
- Protected hands {ghoves) 54 39 AOEM
5
B [ weriowsar o
= 1t and sturdy 4 293 AOEM
=
£
"
w
7
2 (e and faca shiskd] 2 2 ACEM
inhalation
Protective Equipment Inhalation Prote
Clathing E
Head and respiratary PPE
‘Water solubde bag
Ex wre vahses . . Comment
= 757 centile 957 centile
Hands 12 932 AOEM
Body 2 2 AOEM
Heaad 1 2 AOEM
& Protected hands {ghowves] ADEM
bl
=
S AODEM
<
Inhalation 1 2 AOEM
Protective Eguipment Penetration factor inhalation Prextes
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1. Total
Without RPE/FPE 'With RFE/FFE
15013451 0.1023333
00250224 00017056
100.09% 6.82%

otal systemic &

124304336

06371199

02071739

00106187

B28.70%

42 ATH

Operator ex

sure for CHR/I/ADEL outdoor spray applications

f active substance

1 kgasjha
hafday
2 kgasJday

1 AppRate
d_AreaTreated
1 Amautds

1 AhsarpProduct

1 Ahsarinuse

osunsday mixed and loaded

Exposure values — Comiment
entile 95™ centile
Hands 8281 3053 ADEM
Body 2 AOEM
Head AOEM
w 3 AOEM
&
¥
& 43 HOEM
=
13
"
w
i
= 2 12 ADEM
Inhalaticn 2 AOEM
Protective Equipment Sedect for inclusion tration factar Inhalation Pra
Hex
Chathing El
i and respiratory PPE
‘Waler solu ag Lk
g exposureiday app
Exposure values - . Comiment
957 centile
Hands 2 32 ADEM
Body 2 2 AOEM
Head 2 AOEM
£ Protected hands {ghoves | ADEM
g Pr { wesriowsmar or
- peroy garment and sturdy ADEM
<
fosoytupear|
Inhalation 2 ADEM

Protective Equipment

Sedect for in

chusi

tratian factor

Inhalaticn Pre

Head and respiratory PPE

Closed cab
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1. Total
Without RPL/PPE ‘With RPL/PPLC
15013451 15013451
00250224 00250224
WHAS 100.09% 100.09%

ure: frowm miing,

124304336

ure: frowm miing,

02071739

02071739

B28.70%

H28.70%

kg as fha
hafday
1 kg asfday

i_Am

i AppRats

of_Aren Tregted

i AbsorpProduct

i_Absovinuse

Exposure values

ug exposune’day mived and loaded

Reference

Comment

757 centile 95 centile
Hands ADEM
Bady 3 ADEM
Head 2 A0EM
- ted hands {glowes} ADEM
&
E P ey | wtnrlowsesar o
— tive garment and sturdy 3 BOEM
%
o
kT
g and Face shisk] ADEM
inhalation 2 2 AOEM
Protective Equipment Salirt for inclusion Peanstration factor Inhalation Protection Factor
Gloves e !
Clathing Waork T, b g L
Head and respiratory PPE
Water sadu M
Exg wre valwes - - Reforancs Commiment
= 757 cantile 5™ cantile
Hands 3 A0EM
Body 2 3 AOEM
Head 3 A0EM
& Protected hands {ghoves) 2 2822 A0EM
bl
=
= ADEM
-
Inhalatian ADEM
Protective Cguipment etration factor Inhalation Protection factor
Work T, b g L
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1. Total

‘Without RPL/FPL

‘With RPL/PPL

03251030

00167085

00054184

00002785

TX25%

oam mitxing, keading and applicatio

58351313

A572318

00972522

00242872

SDZIELSD!

HDZICLSD!

Operator exposure for CHR/IJADEL outdoor spray applications

pphication r, kgas fha i AppRale
Bxzurmed area b hafday o_Arsa Treated
24 kgasfday i AmautAS
i AbsavpProduct
i Absovinuse
pasureday miced and loaded
Expaosure vales Refanence Comment
oentile 957 centile
Hands AOEM
Body 130§ AOEM
Haad 12 BOEM
w Protected hands {ghoves | NOEM
k|
= 3 AOEM
-
H] Tepovtrwaear]
w
B
g Protected haad (hood and Tace shisld ) AOEM
Inhalatian 2
Protective Eguipment Inhalation Pro
Gl
i Wark T, i
Exposure values Refenence Comment
Hands 3 BOEM
Body 2 3 BOEM
Head 3 ADEM
B Protected hands {glowes) 2 282 AOEM
E Protected bady ricessar ar
= ar BOEM
<
twsear
Inhalation ADEM
Protective Equipment Sedect for in Penetration factor Inhalation Protection factor
Head and respiratory PPE s
Clased cab )
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1. Total

‘Without RPE/PFE 'With RPL/PFPL
Longer term
Total systemic expasuns from mixing, keading and application {mg as./day 03251030 00344245

00054184 00005737
T1I5% TH5%
58351313 04997248

00972522 00083287

SDFIELSD! SDZIELS0!

ver-30.03.3015

Operator exposure for CHR/I/ADEL outdoor spray applications

o sy s tance JE i AnpRate
5 of_Arear Treser bt
2 i AmoutAS
i Abss randunl

i Absorinuse

Exposure values Comment
Hands 1613 5858 AOEM
Bady 1308 17573 SOEM
Head 12 E AOEM
w Protected hands {glowes| 14 1E MOEM
-'g y | weerlowssar oo
& ant and sturdy a5 WOEM
=
c
"
"
-
g ot andt Face shrisid] 1 ADEM
Inhalation 2 28 BOER
Protective Equipment Sedact for inclusion Penetration Factor Iinhalation Protection factor
Na
Clathing Patential ¢ E
Head and respiratary PPE
Water saluble bag M
Exposure values Comment
Hands 3 8 BOER
Bady 2 103 BOEM
Head 1 3 AOEM
E Protected hands {glowes) 2 2822 AOEM
E Prox y {weoricesnar o
5 ective garment and sturdy 1 1 AOEM
o
To-otwsar]
Inhalation 1 1 AOEM
Protective Equipment Penetration Factor inhalation Protection Tactor
Head and respiratory PPE Hone
Clozed cab M
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1. Total
Without RPEFPL With RPL/FPL

Lenger tenm

Tatal systemic expasure fram mixing, keading and application {mg as.day) 03251030 03251030

T:L.‘I'A\'J.l.u:n"'. expasure from mixing, kaading and application per kg body weight 0.0054184 00054184

{mgfig bwday)

% of RVNAS TIITR T2I5%

Acute

Total systemic exposure frem mixing, keading and application {mg as.day) 58351313 58351313

T:L.‘IFA.\'J.L":I'\"'. EXpOSUrE ing, kaading and appdic bady wesight 00972522 00872522

{mgfig bday)

%% of RVALS HDZICL/D! HDOFICLSD!
Worker exposure from residues on foliage for CHR/I/ADEL
Crop type Oilseeds
Indoor or outdoor Outdoor
Application method Downward spraying
Application equipment Vehicle-mounted-Drift Reduction
Worker's task Inspection, irrigation
Main body parts in contact with foliage Hand and body
Application rate of active substance 0.04 kgas./ha _AppRate
Number of applications 1 _Appho
Interval between multiple applications 365 days _Appint
Half-life of active substance 30 days d_HalfiifeAs
Multiple application factor 1.0 d_MAF
Dermal absorption of the product 10.00% i_AbsorpProduct
Dermal absorption of the in-use dilution 50.00% i_Absorpinuse
Dislodgeable foliar residue (i_AppRate*i_DFR) 0.12 pras/cm’ d_DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 cmz,n’hr d_DermTcUCV
Dermal transfer coefficient - arms, body and legs covered 1400 cmthr d_DermTcCVi
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment cmthr d_DermTcCV2
Inhalation transfer coefficient for automated applications MA hafhr*10n(-3) d_InhalTcAut
Inhalation transfer coefficient for cutting ornamentals MA hafhr*10n(-3) d_InhalTeCut
Inhalation transfer coefficient for sorting / bundling ornamentals MNA hafhr*10n-3) d_InhalTcSort
1. Total

4 Work wear - arms, body and lej 4
Potential exposure ! ¥ 8s Working wear and gloves Comments
covered

Total systemic exposure (mg a.s./day) 1.5000000 0.1680000 no TC ilable for this assessment
Total systemic exposure per kg body weight TTRETTTT TTTEETTT
{mg/ke bw/day)
% of RVNAS 100.00% 11.20%
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Worker exposure from residues on foliage for CHR/I/ADEL

Crop type

Indoor or outdoor

Application method

Application equipment

Worker's task

Main body parts in contact with foliage

Oilseeds

Outdoor

Downward spraying
Vehicle-mounted
Inspection, irrigation
Hand and body

Application rate of active substance 0.0048 kg a.s./ha i AppRate
Number of applications 1 i_Appio
Interval between multiple applications 365 days i_Appint
Half-life of active substance 7.7 days d_HalflifeAs
Multiple application factor 1.0 d_MAF
Dermal absorption of the product 10.00% i_AbsorpProduct
Dermal absorption of the in-use dilution 50.00% i_Absorpinuse
Dislodgeable foliar residue (i AppRate*i DFR) 0.0144 pg a.s./cm’ d _DFR
Working hours 2 hr d_WorkHr
Dermal transfer coefficient - Total potential exposure 12500 em?/hr d_DermTeUCV
Dermal transfer coefficient - arms, body and legs covered 1400 cm?/hr d_DermTcCV1
Dermal transfer coefficient - hands, arms, body and legs covered no TC available for this assessment ¢m?/hr d_DermTcCv2
Inhalation transfer coefficient for automated applications NA ha/hr*10/(-3) d_inhalTcAut
Inhalation transfer coefficient for cutting ornamentals NA ha/hr*10°(-3) d_InhalTcCut
Inhalation transfer coefficient for sorting / bundling ornamentals NA ha/hr*107(-3) d_InhalTcSort

1. Total

Potential exposure

Work wear - arms, body and legs

Working wear and gloves

Comments

covered
Total systemic exposure (mg a.s./day) 0.1800000 0.0201600 no TC available for this assessment
Total systemic exposure per kg body weight 0.0030000 0.0003360
(mg/kg bw/day)
% of RVNAS 40.00% 4.48%
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Bystander sxposure for CHRSIFADEL
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Resident sxposure for CHRSADEL
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Resident exposure for CHRSIFADEL
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Appendix 4 Detailed evaluation of exposure and/or DFR studies relied upon
(KCP7.2,KCP7.2.1.1, KCP 7.2.2.1, KCP 7.2.3.1)

Not required.
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