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6 Mammalian Toxicology (KCP 7)

According to Regulation 1107/2009 data protection for data at European level lasts for 10 years. Due to
the fact that the aclonifen annex I was approved on 1/08/2009, data protection has expired 1/08/2019.
Therefore, Innvigo can use the European data for aclonifen for the registration of the product AKO 600
SC [Libretto 600 SC, Tanger 600 SC]

6.1 Summary

Table 6.1-1: Information on AKO 600 SC

Product name and code AKO 600 SC
Formulation type SC

Active substance(s) (incl. content) Aclonifen, 600g/L
Function Herbicide
Product already evaluated as the ‘representative ¥es/No2
formulation” during the approval of the active

substance(s)

Product previously evaluated in another MS according | ¥esfNo?

to Uniform Principles

*Information on the detailed composition of AKO 600 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 AKO 600 SC according
to Regulation (EC) No 1272/2008

Hazard class(es), categories:

Skin Sens.1, H317

Carc. 2, H351
Hazard pictograms or Code(s) for
hazard pictogram(s):
Signal word: Warning

Hazard statement(s):

H317 - May cause an allergic skin reaction,
H351 - Suspected of causing cancer.

Precautionary statement(s):

P261 - Avoid breathing dustume/gastmist/vapeurst spray.

P272 - Contaminated work clothing should not be allowed out of the workplace.
P280 — Wear protective glovesf, protective clothingfeye-proteetiont, face
protection.

P302 + P352 — IF ON SKIN: Wash with plenty of water.

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

P333 + P313 — If skin irritation or rash occurs: Get medical advice/attention.
P362 + P364 — Take off contaminated clothing and wash it before reuse.

P405 — Store locked up.

Additional labelling phrases:

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

Table 6.1-3: Summary of risk assessment for operators, workers, bystanders and residents
for AKO 600 SC

Result
Operators Aceeptable
Werkers Aeeeptable
Bystanders @ | = Aceeptable
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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.

A summary of the critical uses and the overall conclusion regarding exposure for operators, workers and
bystanders/residents 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- | Cropsandsitua- |F; Application Applicationrate PHI | Remarks: Aceeptability-of
Ne:* | tien Fn, @ exposure-as-

- Gn, | Method/ Max. number | Max. appliea- | Water Ma»’g
orF . . between L-product/ha eritieal gapfor
tion technique a)as1 bystander-or
— ayperuse  |pyay A
seasenl I based-en{Expo-
sure-model

i Ficld-Crops E Spray g +95-3.0-Eha | 200300 | na -

2 Low vegetables E Spray na 1.95-3.0LMha | 200-400 | 40 =

a)}0:8-—2.0-L'ha
200-400

3 Low vegetables E Spray na 0.2 L/ha Boa Pro 40 =

480-ECteloma-
ron--+80-g4)

4 | Highornamentals | E Spray wa 195-3.01L/ha | 200-300 | nla I

E Lovw-ormamentals | Spray nla +80-25Lha | 150-400 | na =

The risk assessment for the combinations of AKO 600 SC with BOA PRO 480 EC is covered by the risk assessment of these
plant protection products used separately. Risk assesssment of BOA PRO 480 EC is not a subject of this documents.

* 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

- Exposure not acceptable/ Evaluation not possible

Data gaps
No data required

Comments by zZRMS: | The applicant provided exposure assessment for operator, worker, bystander
and resident using EFSA online calculator v 1.1.1. (OPEX) and Field Crops,
Low Vegetables, Low Ornamentals and High Ornamentals scenarios.
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Operator
Bystander

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)

Aclonifen -
Common Name Aclonifen -
CAS-No. 74070-46-5 -
Classification and proposed labelling
With regard to toxicological Hazard classes (s), categories:
endpoints (according to the a) Skin Sens. 1A; H317
criteria in Reg. 1272/2008, as b) Carc. 2; H351
amended) ¢) Aquatic Acute 1: H400

d) Aquatic Chronic 1: H410
Code(s) for hazard pictogram(s):
GHS08, GHS07, GHS09
Signal word: Warning
Hazard statement(s):

H317 — May cause an allergic skin
reaction

H351 — Suspected of causing cancer
H400 — Very toxic to aquatic life
H410 — Very toxic to aquatic life with
long lasting effects

Precautionary statement(s):

Additional C&L proposal -
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Aclonifen -
Agreed EU endpoints
AOEL systemic 0.07 mg/kg bw/d -
Reference EFSA Scientific Report (2008) 149, 1-

80

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

EFSA Scientific Report (2008) | Operatorexposure-amounted-to16-1%

149, 1-80

4-6%and 2-9% of the AOEL
respeetively: None

6.3

Toxicological Evaluation of Plant Protection Product

A summary of the toxicological evaluation for AKO 600 SC is given in the following tables. Full sum-
maries of studies on the product that have not been previously considered within an EU peer review pro-
cess are described in detail in Appendix 2.

Comments of
zZRMS:

AKO 600 SC was not a representative formulation reviewed during the Annex I inclu-
sion/active substances renewal and was not previously evaluated in any EU countries.
For the product registration no experimental acute toxicity data are available. An as-
sessment of acute toxicity including irritancy and skin sensitisation properties of AKO
600 SC has been conducted by the applicant based on the alternative method (calcula-|
tion) according to the Regulation (EC) 1272/2008. Classification of all relevant ingredi-
ents were considered by the applicant. For carcinogenicity the alternative method (cal-
culation) according to the Regulation (EC) 1272/2008 was applied. Details of the calcu-
lation can be found in Part C.

In order to avoid tests on animals, the use of alternative method for the purposes of haz-
ard classification is preferred.

Proposed classification based on alternative method according to Regulation (EC)

1272/2008 is acceptable by the zZRMS.

Table 6.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for AKO 600 SC
. Classification
Type of test, species, model Result Acceptability (acc. to the criteria Reference

system (Guideline)

in Reg. 1272/2008)

LDso oral (calculation method — | > 2000 mg/kg bw | Yes None I. Muchewicz
alternative method) (2024)
LDso dermal (calculation method |> 2000 mg/kg bw | Yes None I. Muchewicz

— alternative method) (2024)
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LCso inhalation (calculation > 20 mg/L air Yes None I. Muchewicz
method — alternative method) (2024)

Skin irritation (calculation method | Non-irritant Yes None I. Muchewicz
— alternative method) (2024)

Eye irritation (calculation method | Non-irritant Yes None I. Muchewicz
— alternative method) (2024)

Skin sensitisation (calculation Sensitising Yes Skin Sens. 1, H317 | I. Muchewicz
method — alternative method) (2024)
Supplementary studies for No data Yes

combinations of plant protection

products

Carcinogenicity (calculation Classified Yes Carec. 2, H351 I. Muchewicz
method — alternative method) (2024)

Table 6.3-2:

Additional toxicological information relevant for classification/labelling of

AKO 600 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)
% w/w) Reg. 1272/2008)

Toxicological Aclonifen (50.6 | Skin Sens. 1A, H317 Reg. Skin Sens. 1, H317
properties of active % w/w) (criteria > 0.1 %) 1272/2008 Carc. 2, H351
substange(s) (?elevant Carc. 2, H351
for classification of L o
product) (criteria > 1 %)
Toxicological No data
properties of non-active
substance(s) (relevant
for classification of
product)
Further toxicological No data
information

* 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

No data required

6.5

Dermal Absorption (KCP 7.3)

Toxicological Evaluation of Groundwater Metabolites

Comments by zZRMS:

Dermal absorption assessment provided by the applicant is based on the cur-
rent version of EFSA Guidance document on dermal absorption (2017) and is
acceptable. Data from in-vitro absorption study on concentrate and dilution of
formulation identical to AKO 600 SC were provided for dermal absorption
value for aclonifen. The target concentration of dilution was approximately
0.45 g aclonifen/L, representing 1:1333 dilution of the concentrate formula-
tion. The highest in-use dilution of AKO 600 SC is 1:5200 (2 3 g aclonif-
en/L) wher—AKO-600-SCisused-as-tankmixture. The study is acceptable for
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evaluation of dermal absorption of aclonifen from concentrate and in-use dilu-
tion of AKO 600 SC. No pro rata correction is needed.

A summary of the dermal absorption rates for the active substances in AKO 600 SC are presented in the
following table.

Table 6.5-1: Dermal absorption rates for active substance in AKO 600 SC
Aclonifen
Value Reference
EESA Journal
Concentrate 10-% 2017:45(6):4873
Dilution o EESA Journal
= 2017:15(6):4873
Concentrate 0.49 % Lanjuin J., 2024, S24-103695
IN-VITRO HUMAN SKIN
PENETRATION OF
Dilution 35% ACLONIFEN IN
AKO 600 SC TEST ITEM

6.5.1 Justification for proposed values - aclonifen

ptionfor-aclonifenin AKO 600-SCisavailable: Justifications for default values
on Dermal Absorptlon (EFSA Journal 2017 ;15(6):4873) are presented in the fol-

according to Guidance o
lowing table.

New dermal absorption study was performed for aclonifen in AKO 600 SC and its presented in Appendix
)

Table 6.5-2: Default dermal absorption rates for aclonifen

Value Justification for value Acceptability of justification

Concentrate 0.49 % Lanjuin J., 2024, S24-103695 IN- Acceptable

VITRO HUMAN SKIN

PENETRATION OF ACLONIFEN IN

o -
Dilution 35% AKO 600 SC TEST ITEM Acceptable
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6.6 Exposure Assessment of Plant Protection Product (KCP 7.2)

o —
==

AKO600SC - OPEX 1.1.1.zip
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Table 6.6-1: Product information and toxicological reference values used for exposure assess-

ment

Product name and code AKO 600 SC
Formulation type SC
Category Herbicide
Container size(s), short HDPE, screw cap wth seal, 0.25 - 2221
description HDPE/PA, screw cap wth seal, 0.275 — 10L

HDPE/F, screw cap with seal, 0.31 — 10L

HDPE/EvOH, screw cap with seal, 0.25 - 20L
Active substance(s) Aclonifen )
(incl. content) 600 g/L
AOEL systemic 0.07 mg/kg bw/d -
Inhalation absorption 100 % -
Oral absorption 100 % -
Dermal absorption Concentrate: 46 0.49 % (Lanjuin J., 2024,

S24-103695)

Dilution: 58 35 % (Lanjuin J., 2024, S24- -

103695)
6.6.1 Selection of critical use(s) and justification

The critical GAPs used for the exposure assessment of the plant protection product are 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

A summary of the exposure models used for estimation of operator exposure to the active substances dur-
ing application of AKO 600 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.
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ke Protected
hands
Protected
Mixing & body
Loading | Protected
hands
Aecloniten Clomarzone
Totalabserbed | : Totalabsorbed | :
Model-data Level-of PPE dose sty s;’-’Es‘Ie““e dose **’f*s’-"“"““e; o
tmg/kg-bwiday) tmg/kgbwiday)
e | e
apﬁl*ea‘*eﬂe‘*.‘d.ee:*s ST ”’egeA e | e 9“.‘4.99*:5 S ‘,ege. B
f}]"le entry ""E""*”‘f’ ;P‘eaeh*;.*g P *ek***g: (f;‘f entry “Ee“'*‘? RE e&e**lﬂ.*g .p‘e*ﬂ“g:
Protected
S EESAEET — body
@5 percentile) hand
Body-weight: 60 =0-04-0-0007 1011 0.003 35
ke Protected L
Mixing & body
Loading | Protected
hands
6.6.3 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 considering above mentioned per-
sonal protective equipment (PPE), a study to provide measurements of operator exposure was not neces-
sary and was therefore not performed.

Comments of
ZRMS

study comment
6.6.2

The applicant provided exposure assessment for operator using EFSA online calculator
v 1.1.1. (OPEX) and Field Crops, Low Vegetables, Low Ornamentals and High Orna-
mentals scenarios.

According to BO GAP AKO 600 SC is a pre-emergence herbicide (BBCH 01-09 potato
and BBCH 01-08 other crops), max. application rate is 2 1/ha (1.2 kg as/ha). According
to product label AKO 600 SC should be applied not later than a week before crop emer-
gence. Thus the evaluator has revised operator exposure using bare arable land scenario
in EFSA online calculator v 1.1.1. (OPEX). As a worst case the highest concentration
for in-use dilution has been applied

(use 5-19 in Fable-6-1+4 B0 GAP).

Table 6.6-3. Estimated operator exposure

Total ab-
sorbed % of
Model data Level of PPE dose systemic
[mg/kg bw AOEL
per day]
Bare arable land/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th
percentile

Crop density: Normal
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Number of applications and application rate: 1 x 1.2 kg
a.s./ha

Dermal absorption (concentrate): 0.49 %

Dermal absorption (in-use dilution): 35 %

M/L: Workwear

App: Workwear 008 2

Aclonifen

Short term
Systemic exposure (mg a.s./day)
Mixing & Loading Application
Total systemic exposure
ML App Total per kg body weight % AOEL
(mg/kg bw per day)

0 0 0.9 4.9 59 0.1 140
0 0 0.6 32 38 0.06 o1.1

agreed endpointsAccording to EFSA OPEX calculations, it can be concluded that the risk of operator
6.6.2 exposure during mixing & loading and application of AKO 600 SC using the tractor-|
mounted on field is acceptable under conditions of intended use with PPE (workwear
and-eleves during mixing/loading and application).

In addition due to the fact that the product and in-use dilution is classified as Skin
Sens.1, H317 the operator should wear gloves and face protection during
mixing/loading and application.

6.6.4 Worker exposure (KCP 7.2.3)

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 previ-
ously treated area or handling a crop treated with AKO 600 SC according to the critical use(s). Outcome
of the estimation is presented in Table 6.6-5. Detailed calculations are in Appendix 3.

?45351(5) 133 2
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e

Aclonifen
Moeodel-data Total-abserbed | v Teotal-ab- o
Level of PPE dose **s"s‘e“"‘"g o sorbed-dose | o SQ’ES‘;““G
(megrke/day) (mg/kg/day)
. BLofAKO 600SC/ha) as/ha-95L o£AK600
SClha)
hours/day-; e 110808 | 16071251125 | 0505 731731
T potentiaby 12300 exposure
; Arms;bedy;
FC Grotlewear—arms; > i 10 .
: I ! 0-1-0-09-0.09 180128126 0:06-0-06 819 006
1400-em?h Hands—arms:
2
" Hands-covered;
Bodyweight: 60-ke o
) nlanfa nlanfa nla—nfa nla—nfa

(1) e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for
professional applications for maintenance, inspection or irrigation activities etc.

(2) e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or
US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:
Transfer coefficient

R ity ion, irrigation (all)

Aclonifen
Model data Fotakabsorbed | ,, (o | Totalabsorbed  , .
Levelof PPE dose \OEL dese OEL
(mgikg/day) (mgikg/day)
rate: BLefAKO 600SCrha) a-s/ha(-95Eef AK600
SCiha)
2hours/day-; e 140808 FOOFHIES 0505 731731
Fpotentiah—2300 expostre H2s
; Arms;bedy;
FEvorkwenr—armis: > 2 10 :
: I | 01 009 009 | 180 128 126 0.06-0.06 819 0.06
+400-em2h Hands—arms:
(o]
% Hands-covered;
Bodyweight:60-kg 3
) nlanfa nlanfa nla—n/a nla—n/a

(1) e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for
professional applications for maintenance, inspection or irrigation activities etc.

(2) e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or
US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:
Transfer coefficient
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Re-entryaetivibvreachingpickine-(all-except Brassiea))

Aclonifen
Medel-data Fotalahsorbed | . | Total-absoerbed | | :
Level of PPE dose —— dose = =
tmg/ke/day) tmg/ke/day)
Nl  aoolicati | anslicati L 18 o of aclonifenas 7 ke of aclonif
SClha)
e | Dotendal 211515 298320882088 ] 13571357
TCpotentiab)=5800-emh expesure
FC Grotlewear—arms;
] Atms—body;
’ I ; 090606 +286-906-900 0404 385585
FC - Grotlewear—arms; Hands;-arms;
: 2/ covered
Handscovered;
) Bla-nfa Blanfa nlanta nlanta

(1

professional applications for maintenance, inspection or irrigation activities etc.

2)

e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or

e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for

US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:

Transfer coefficient

hasR OTEE Eati ol

Aclonifen
Medel-data Yoot sys- Yo-efsys-
Levelof PPE Fotal-absorbed . Fotal-absorbed .
(mgfkg/day) AOEL ki) AOEL
Nl ¢ aoolicat l Licati : .
N easloaien 1% H08 ke of aclonifena.s-/tha (-85
o£ AKO 600SC/ha)
600SCElha)
Zhoursiday e 090767 | B8 0505 675675
FC(petentiab:12500-em?‘h expestre 938
FC-Gvorlewear—arms; bedy
) Arms;bedy;
: 1 1 0007007 | 150105105 0-05-0-05 756756
FCwvorkwear—arms; boedy | Hands;arms;
g 2/ covered :
Hands-covered:
. Réa-ia Riaia Alata Alata

(1)

professional applications for maintenance, inspection or irrigation activities etc.

)

e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or

e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for

US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:

Transfer coefficient
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has R ity et b v M ing)

Aclonifen
Medel data Totalabsorbed | , . | Fotal-absorbed | ,
Level of PPE Hhed **s"s‘e“"‘"g o Hosd e SQ’ES‘;““G
(mgfkg/day) (mgikg/day)
%MMW“*“WM +x15ke of aclonifen L% 108 ke of aclonifon_as i
exh o bef A0 (8L 0£ AKO-600SC/ha)
600SC/ha)
Shoursiday-; e 422929 e 1 2121 30243024
Fpotentinb—H0060 expestre 4209
em?h
Arms;bedy; 2143 1500
JEGéweﬂ(—we&r—&Hﬂs;: ] 1 15111t i 0.80.8 10801080
5000-em?h Hands;-arms;
FCwvorkwear—arms; bedyless 040303 600420429 0202 202302
@
:. 2
. nlanla nlanla nlanla nlanla

(1) e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for
professional applications for maintenance, inspection or irrigation activities etc.

(2) e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or
US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:
Transfer coefficient

Aclonifen
Model-data TFotal-absorbed | Fotal-absorbed | |
Eevel of PPE dese-(mgikg ic—AOELj dese-(mgikg AOELB
bw/lday) bwidav)
600SChha) 600SCEha)
Zhoursiday e 110808 | Y6OTH 0505 31731
FC(petential: 12500 expestre H25
2 Arms;bedy;
FC-Grotlewear—arms; 5 5
: 1 | 01009009 | 180126126 006006 819819
1400-em2h
FE-tworkwear—arms; Hands;-arms;
body-and-legs-covered-and bodytess 01008008 | 611313 0:05-0.05 B3T3t
. 21 @) eovered
. nlania nlanla nlania nlania

(1) e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for
professional applications for maintenance, inspection or irrigation activities etc.

(2) e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or
US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:
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Transfer coefficient

Aclonifen
Moeodel data Fotal-abserbed | ; o | Fotal-absoerbed | ;
Level of PPE dese M*ts"“em*e; ot dese i SE’-’E“I"““G
(mgikg/day) (mgikg/day)
600SC/ha) 600SC/ha)
Shours/day-©; ey 53232 et 55 29252925
FC(petentialy: 14000 expostre 4500
e Arms;bedy;
- b &)
FC Grotlewear—arms; : I . 180404 2571 504504 0202 3281328
5000-emzh Hands—arms:
bedy—aﬁd—legs—eevefeg—&ﬂé eovered
" Handscovered:
Body-weight-60-ke 3
) nlanfa nfanfa nlanla nlanla

(1) e.g. 8 h/day for professional applications for harvesting, pruning, tying, thinning or weeding activities etc. or 2 h/day for
professional applications for maintenance, inspection or irrigation activities etc.

(2) e.g. EUROPOEM II, 2002, Post-Application Exposure of Workers to Pesticides in Agriculture or
US-EPA policy paper [EPA, Science Advisory Council for Exposure; Agricultural Transfer Coefficients, Policy # 3.]. TC:
Transfer coefficient
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6.6.4.2 Refinement of generic DFR value (KCP 7.2)

No data on Dislodgeable foliar residue (DFR) refinement are available, therefore reference is made to the
default value of 3 ug/cm2 of foliage/kg a.s. applied/ha as indicated in the 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)

6.6.4.3 Measurement of worker 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 considering above mentioned per-
sonal protective equipment (PPE), a study to provide measurements of operator exposure was not neces-
sary and was therefore not performed.
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Comments ofiThe applicant provided exposure assessment for worker using EFSA online calculator v

ZRMS 1.1.1. (OPEX) and Field Crops, Low Vegetables, Low Ornamentals and High Ornamen-
study commentitals scenarios.
6.6.4 According to BO GAP AKO 600 SC is a pre-emergence herbicide (BBCH 01-09 potato

and BBCH 01-08 other crops), max. application rate is 2 1/ha (1.2 kg as/ha). According
to product label AKO 600 SC should be applied not later than a week before crop emer-
gence. Thus the evaluator has revised operator exposure using bare arable land scenario
in EFSA online calculator v 1.1.1. (OPEX). As a worst case the highest concentration
for in-use dilution has been applied (use 5-19 in BO GAP Fable-6-1-4). There will be no
crop growing on the field at the time of application. Therefore, it is not necessary to
perform any re-entry activities shortly after application. Inspection without contact with
treated soil scenario has been applied for worker exposure assessment.

agreed endpointsiAccording to EFSA OPEX calculations, it can be concluded that the risk of worker ex-

6.6.4 posure following application of AKO 600 SC on bare soil is not relevant.
6.6.5 Bystander and resident exposure (KCP 7.2.2)
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 aclon-
ifen. Outcome of the estimation is presented in Table 6.6-7. Detailed calculations are in Appendix 3.

Table 6.6-6: Exposure models for intended uses

= " . :
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Table 6.6-7.1: Estimated bystander and resident exposure —field-erops(eritical use: 3-01-of

9 9

Driftrate:2-3m ettt

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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Bufferstrip-S-m: Drift reduection: 50% a-s-/ha
Btk ip: 5 m: Drift reduetion: 500
0.004-0-005 Spray-deit41-3
giggggggggg Vapeur: 0404 0-003 Spray-drift:4-4-8
Surfaced 84 . Vapour:0-0003 ¥&peur—04—94
Resid it 0.006-0.0005 Surface-depeosits: 0:003 Surface-depeosits:

Vapour: 00005 1 Vapour00008 | |

147
Bynmeenitar ) No-AAOEL No-AAOEL No-AAOEL No-AAOEL
W] specified® specified® specified® specified®
R No-AAOEL Neo-AAOEL No-AAOGEL No-AAOEL
Epﬁﬁ*&w by o o o oot

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario




AKO 600 SC / Tanger 600 SC, Libretto 600 SC
Part B — Section 6 - Core Assessment
Innvigo sp. z 0.0. version

Page 30/373

005
0-020.03 Vapour—+H1+11 0-02 f 5%6—4. ’
Resid RS 0-0008-0.0008 Surface-deposits: 0-0008 poUE—==
Dril ) 3 Surface-depeosits: 2081831 Surface-depeosits: 4_1_21 :
Bod L 101 0-01- 00010002 | Entrrinto-treated 0-0008-0-00+ .
Entryinto-treated | erops: 217152 | Entryinto-treated 3‘
erops: 020101 152 erops:0-07-0-67 !i]]P‘ ]' |
Al Pathways Al Pathways Al Pathways )
Bystanders (adult) No-AAOEL No-AAOEL No-AAOEL No AAOEL
Dr—fft—r%m Fiod rod Fod i
Bystanders(children) N OEL N OEL NoAAOEI N OEL
Br—rft—fate%m Fed® Fed® ot o

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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¥&pe&r—9—9008' :.. ¥apear—1—l—1—1—:‘. . 9:92. ‘ f 33_2%: ’
sl 001 00010002 | 1231526 | Surfacedeposits: | DUrcosdepesiis:
S e Entryinto troated | Entryintofreated |  0-00070-001 o
) gne g erops: 01009 erops: 181127 | Entryinto-treated 3'
069 127 crops-0-06-0.06 e*ef’”sF'gll'l ot
Al Pathways Al Pathways Al Pathways )
(mean)-02 0.09 | (meany—264 124 | (mean)-0.06.007 | (meem85493
069 129
Bﬁ%.andefs—(&duh)
Dﬂft—f&te—Hm . EQEI*L L *ﬁgEI*L . ;iQEI*L L ;QEI o
Lo No-AAOEL No-AAOEL No-AAOEL No-AAOEL
EW. o specified® specified® specified® specified®

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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Al Pathways Al Pathways mean)-0.06-0-07
069 129
LTI No-AAGEL No-AAGEL No-AAOEL No-AAOGEL
e 9 speeified* speeified* specified* specified*
WWQ No-AAOEL No-AAOEL No-AAOEL No-AAOEL
Bod .]' 10 speeified* speeified* speetfted® speeified®

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario

Driftrate: 2 3m ]

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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Systanders (children) Ne-AAOEL NeAAOEL NeAAOEL NoAAOEL
Dr-}ft—rate—,’l%m o o o o

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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Drift rate: 2-3m soacifiod®

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario
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erops0:020.02 | Al Pathways | AllPathways | AllPathways
Al Pathways 196
-0+

Beany-0.05.0.63 40
0.03
Bynmeenitar ) No-AAOEL No-AAOEL No-AAOEL No-AAOEL
W.g] specified® specified® specified® specified®
B No-AAOEL No-AAOEL No-AAOEL No-AAOEL

* No specific results for bystandars, AAOEL is not defined — bystanders exposure value is equal to results obtained for residents
in that scenario

6.6.5.2 Measurement of bystander and/or resident 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 considering above mentioned per-
sonal protective equipment (PPE), a study to provide measurements of resident and bystander exposure
was not necessary and was therefore not performed.

For use 3 (tank mixture) The estimations performed according to EFSA OPEX indicate that the exposure
to AKO 600 SC exceeds value of AOEL when product is used as intended at maximum proposed doses.
Therefore, additional risk mitigation is required.

For use 3 (tank mixture) Resident and bystander exposure reduction, according to EFSA OPEX, applica-
tion of AKO 600 SC should be carried out with #8-5 meters buffer strip and 50% nozzle drift reduction
included for all doses.

Based on calculations, it can be concluded that the major part of the resident and bystander exposure re-
sults (only for maximum doses) from entering into treated crops (low doses are acceptable and AOEL is
below 100% for each way of exposure). Thus, to reduce the estimated exposure it is proposed to install
warning signs informing about recent use of PPP next to treated area and informing residents and by-
standers about the schedule of spraying action.

Comments of  [The applicant provided exposure assessment for residents using EFSA online calculator
ZRMS v 1.1.1. (OPEX) and Field Crops, Low Vegetables, Low Ornamentals and High Orna-
study comment |mentals scenarios.

6.6.5 According to BO GAP AKO 600 SC is a pre-emergence herbicide (BBCH 01-09 potato
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and BBCH 01-08 other crops), max. application rate is 2 1/ha (1.2 kg as/ha). According
to product label AKO 600 SC should be applied not later than a week before crop emer-
gence. Thus the evaluator has revised operator exposure using bare arable land scenario
in EFSA online calculator v 1.1.1. (OPEX). As a worst case the highest concentration
for in-use dilution has been applied (use 5 19 in BO GAP Fable-6-1—4). In addition the
evaluator has revised operator exposure for Boa Pro 480 EC (clomazon 480 g/L) used in|
tank mixture (use 3 in Table 6.1- 4). Risk assessment of BOA PRO 480 EC is not a
subject of this documents and was taken into account by the evaluator separately.

Total ab-
sorbed % of
Model data Level of PPE dose systemic
[mg/kg bw AOEL
per day]
Bare arable land/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th

percentile
Crop density: Normal

Number of applications and application rate: 1 x 1.2 kg
a.s./ha

Dermal absorption (concentrate): 0.49 %

Dermal absorption (in-use dilution): 35 %

Adults 0.01 15.4
Children 0.05 67.8

Table 6.6-7.1: Estimated bystander and resident exposure

Aclonifen

esident - Use 1: Bare arable lanc

Adult chil
Spray drift Vapour Surface deposits Entry into treated crops  All pathways (mean) Spray drift Vapour Surface deposits Entry into treated crops  All pathways (mean)

257 04 41 0,008 154 108 1.1 10,1 003 67.8

agreed endpoints
6.6.5

The exposure assessment for residents also covers bystander exposure. According to
calculations, it can be concluded that there is no unacceptable risk to any resident (child
and adult) and bystander after application AKO 600 SC. However, due to the fact that
in-use dilution is classified as Skin Sens.1, H317 and since residents and bystanders
cannot be protected by PPE, minimising the exposure towards spray drift is considered
as available option for risk mitigation. Therefore, the use of 50% drift reducing technol-
ogy is recommended. For use 3 (tank mixture AKO 600 SC + Boa Pro 480 EC) 50%
drift reducing technology, 5 m buffer zone and warning signs informing about recent
use of PPP next to treated field is recommended in order to reduce exposure to cloma-

zone.

6.6.6 Combined exposure

The product may be used as a mixture of two active substances in two different agents.

Exposure assessment of clomazone is not the main purpose of this document, just verifying whether the
proposed tank mixes are correct.

6.6.6.1 Exposure Assessment of aclonifen and clomazone in a mixture of AKO 600
SC and BOA PRO 480 EC
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At the first tier, combined exposure is calculated as the sum of the component exposures without regard
to the mode of action or mechanism/target of toxicity. Initially, the individual Hazard Quotients (HQ) are
calculated for all active substances in the PPP by assessing the exposure according to appropriate models
and dividing the individual exposure levels by the respective systemic AOEL. This is equivalent to the
predicted exposure as % of systemic AOEL converted to decimal. The Hazard Index (HI) is the sum of
the individual HQs.

Table 6.6.6-1: Acute operator risk assessment from combined exposure — AKO 600 SC and
BOA PRO 480 EC
\policati \etive Inoredi Esti 1 ! Regquired PPE
nario AOEL-(HOQ)
Operators Aclonifen 02 H-0-048-0:048
Mi £ o Clomarone 0:63-6-03
ARO-600-SCand
02EBOAPRO
480-EC
Protected-body Protected
B : Cumulative risk-Operators(HD) ey
rigation-(all)
Operators Aelonifen 021 00180018
Mi £2 01 Clomazene 0:03-0-03
ARO-600-SCand
02EBOAPRO
480-EC
Re-entry-aetivity: 0:24-0-648-0:04%
Reaching—picking
(al-l—ea.epee-t
Brassiea)
Operators Aelonifen 0-1-06.010.01
M £0.81 Clomazene 06-03-0-03
AKO-600-SC-and
02EBOAPRO
480-E€
e Protected-body Protected
Ro-ontry-activity: Cwmtative risk-Operators-(HB 0-43-0-04-0:04 hands
rigation-(al)
Operators Aclenifen 01001 0.01
Clomazenc 0.03-0.03
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Table 6.6.6-2: Acute worker risk assessment from combined exposure — AKO 600 SC and
BOA PRO 480 EC

\oplicati retive Ineredi Esti i ! Level of PPE
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Mixture-of0-SE
AKO-600-SCand
02EBOAPRO
480-EC€
B = covered
irrigation-ath
Table 6.6.6-3: Acute resident and bystander risk assessment from combined exposure —
AKO 600 SC and BOA PRO 480 EC
\policati : \etivel " Esti | | Esa 1 1
AOEL (HQ)-Adult | AOEL (HQ)—Chil-
dren
Residents/Bystander® | Aclonifen 081604790484 +9—0.951 0983
Mi £2 0L AKO Clomazene 0-078—0-042 0:204-6:088
600-SCand-02EBOA
PROA4SG-EC
: Cumulative risk- Operators-(HBH
Re-entry :.1 . it
Residents/Bystander® | Aclonifen 081604790484 +9—0.951-0.983
Mi £2 0L AKO Clomazene 0-078—0-642 0:204-0:088
600-SCand-02EBOA
PRO480-EC
Reaching._picking (al
expeetBrassiea)
Residents/ Bystander® | Aclonifen 032001930196 0767038704
Mi £0.8L AKO Clomazone 6:0786.042 02010088
600-SCand-02EBOA
PRO480-EC
Reaching_picking (al
expeetBrassiea)
Residents/ Bystander® | Aclonifen 0329014930196 0767033704
Mi £0.8L AKO Clomazone 0-:078—0-042 0:201-0-088
600-SC-and-02L-BOA
PROA4S0-EC
Re-entryactvibye
. {on_issigation (all

*As no AAOEL value was established for active substances, bystander’s exposure is covered by resident’s
exposure. Hence no risk mitigation measures are necessary
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The proposed use of the mix of 2L/ha AKO 600 SC and 0.2 L/ha BOA PRO 480 EC exceeds accepta-
ble risk for workers, residents and bystanders . Thus, additional risk mitigation is required. Intended ap-
plication should be carried out with #8'S m buffer strip and 50% nozzle drift reduction included. To min-
imize the risk, the worker should use 15 days of re-entry interval period. Additionally, it is proposed to
install warning signs informing about recent use of PPP next to treated and informing about the schedule
of spraying action to mitigate the risk of residents and bystanders.

The proposed use of the mix of 0.8L/ha AKO 600 SC and 0.2 L/ha BOA PRO 480 EC does not exceeds
acceptable risk for workers, residents and bystanders. Fhus;additional riskmitigationis required-tntend-
ed-applicati e ied with—H0-m-butfer strip-and-50%+ e-drift reductionincluded:

Comments of  |The applicant provided combined exposure and risk assessment of aclonifen and cloma-

ZRMS zone in a tank mixture of AKO 600 SC and BOA PRO 480 EC. The evaluator has re-
Study comment |vised combined operator exposure using bare arable land scenario in EFSA online cal-
6.6.6 culator v 1.1.1. (OPEX). Risk assessment of BOA PRO 480 EC is not a subject of this

documents and was taken into account by the evaluator separately.

According to revised EFSA OPEX calculations it can be concluded that the risk of op-
erator exposure during mixing & loading is acceptable under conditions of intended use
when the workwear and gloves are worn. Risk of operator exposure during application|
is acceptable under conditions of intended use when the workwear is worn.

zZRMS calculations for operator:

Table 6.6.6-1
Combined exposure Hazard
index
ML: Workwear + Gloves 0o

AP: Workwear

There will be no crop growing on the field at the time of application. Therefore, it is not
necessary to perform any re-entry activities shortly after application of tank mixture of
AKO 600 SC and BOA PRO 480 EC. Inspection without contact with treated soil sce-
nario has been applied for worker exposure assessment.

According to EFSA OPEX calculations, it can be concluded that the risk of worker ex-
posure following application of tank mixture of AKO 600 SC and BOA PRO 480 EC
on bare soil is not relevant.

ZRMS calculations for resident and bystander:

Table 6.6.6-3

Combined exposure Hazard index
Drift (75th perc.) 0.9
Vapour (75th perc.) 11.2

Resident child -
Body weight: 10 kg Deposits (75th perc.) 0.1
Re-entry (75th perc.) 0.0003
Sum (mean) 11.8
Resident adult Drift (75th perc.) 0.2

Body weight: 60 kg Vapour (75th perc.) 3.8
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Deposits (75th perc.) 0.04
Re-entry (75th perc.) 5e-05
Sum (mean) 3.9

The estimations performed according to EFSA OPEX indicate that the Hazard Index|
for residents from exposure following application of tank mixture AKO 600 SC + Boa]
Pro 480 EC is above 1. Therefore, additional risk mitigation is required.

ZRMS agreed
endpoints 6.6.6

According to EFSA OPEX calculations it can be concluded that the risk of operator
exposure during mixing & loading of mixture AKO 600 SC + Boa Pro 480 EC is ac-
ceptable under conditions of intended use when the workwear and gloves are worn.
Risk of operator exposure during application is acceptable under conditions of intended|
use when the workwear is worn. In addition due to the fact that AKO 600 SC and in-use
dilution is classified as Skin Sens.1, H317 the operator should wear face protection dur-
ing mixing/loading application.

According to EFSA OPEX calculations, it can be concluded that the risk of worker ex-
posure following application of tank mixture of AKO 600 SC and BOA PRO 480 EC
on bare soil is not relevant.

The exposure assessment for residents also covers bystander exposure. According to
calculations, it can be concluded that for tank mixture AKO 600 SC + Boa Pro 480 EC
50% drift reducing technology, 5 m buffer zone and warning signs informing about
recent use of PPP next to treated field is recommended in order to reduce residents and
bystander exposure. Drift reduction is also recommended due to the fact that in-use
dilution is classified as Skin Sens.1, H317.
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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

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

KCP7.1.1

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

1. Muchewicz; 2024

No GLP,

Unpublished

N

Chemirol Sp.
Z0.0.

KCP7.1.2

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

1. Muchewicz; 2024

No GLP,

Unpublished

Chemirol Sp.
Z 0.0.

KCP7.1.3

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

1. Muchewicz; 2024

No GLP,

Unpublished

Chemirol Sp.
Z 0.0.

KCP 7.1.4

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

I. Muchewicz; 2024

No GLP,

Unpublished

Chemirol Sp.
Z0.0.
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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 7.1.5

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

I. Muchewicz; 2024

No GLP,

Unpublished

N

Chemirol Sp.
Z0.0.

KCP 7.1.6

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

I. Muchewicz; 2024

No GLP,

Unpublished

Chemirol Sp.
Z 0.0.

KCP 7.1.7

Muchewicz 1.

2024

Toxicological classification of product AKO 600 SC based on calculation method taking into
consideration health hazards of constituent substances;

Regulation (EC) No. 1272/2008,

1. Muchewicz; 2024

No GLP,

Unpublished

Chemirol Sp.
Z0.0.

KCP 7.3

Lanjuin J.

2024

IN-VITRO HUMAN SKIN PENETRATION OF ACLONIFEN IN AKO 600 S.C.

Regulation (EC) No 440/2008 — Test method B.45; Guidance on Dermal Absorption, EFSA Journal 2017;
15(6): 4873; OECD guideline for the testing of chemicals: Test No. 428: Skin Absorption:

in vitro Method (13 April 2004); OECD guidance document for the conduct of skin absorption studies,
OECD series on testing and assessment. Number 28, 05-Mar-2004 (ENV/JIM/MONO(2004)2).

OECD Guidance notes on dermal absorption, series on testing and assessment n°156, 18 August 2011
(ENV/IM/MONO(2011)36).

Lanjuin, J (2024) Report No. S24-103695

GLP

Published

Chemirol Sp.
Z 0.0.
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Title
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
The following tables are to be completed by MS
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/N
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/N

Published or not
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Appendix 2 Detailed evaluation of the studies relied upon

A21 Statement on bridging possibilities

Not required.

A22 Acute oral toxicity (KCP 7.1.1)

Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the

Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP 7.1.1

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

Deviations: -

GLP: No

Acceptability: Yes

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 AKO 600 SC are known, the acute oral toxicity test is not necessary.
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Materials and methods

We use the summation method using the formula:
100

n Cl
2 ATE,

i=1

ATEmix =

Where:
e (i - concentration of ingredient 1 ( % 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 acute toxicity range estimate Converted actzizf;&;:;t;;)pomt estimate
Oral (mg/kg bodyweight) 0 <Category 1 <5 0,5
5 < Category 2 <50 5
50 < Category 3 <300 100
300 < Category 4 <2 000 500
Dermal (mg/kg bodyweight) 0 < Category 1 <50 5
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 4500
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/1) 0< Category 1 <0,05 0,005
0,05 < Category 2 <0,5 0,05
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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.

Four ingredients are relevant.

0.000125 % (Acute Tox. 4, H302)
0.0000038 % (Acute Tox. 3, H301)
0.0075 % (Acute Tox. 4, H302)
0.025 % (Acute Tox. 4, H302)

For above ingredients estimated values ATEi are used.

ATE 100 100 100
mix = o C; 0.000125+ 0.0000038 . 0.0075 _ 0.025 ~ 0.000065288
=1 ATE, 500 100 500 500
mg
= 1531675
ke bw

According to the table 3.1.2, the result (1 531 675 mg/ kg bw >>2 000 mg/kg bw) is significantly higher than result triggering classification. Therefore the for-
mulation is not classified this this hazard class.

Conclusion

According to calculation method, the result 1 531 675 mg/kg bw is significantly higher than result trig-gering classification. Therefore the formulation is not clas-
sified 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 per-forming acute oral toxicity tests.

A23 Acute percutaneous (dermal) toxicity (KCP 7.1.2)

Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the
Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP7.1.2

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
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health hazards of constituent substances; I. Muchewicz; 2024

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

GLP: No

Acceptability: Yes

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 AKO 600 SC are known, the acute dermal toxicity test is not necessary.

Materials and methods

We use the summation method using the formula:

100

n Cl'
2 ATE,

i=1

ATEm[x =

e (i - 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:
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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 acute toxicity range estimate

Converted acute toxicity point estimate
(see Note 1)

Oral (mg/kg bodyweight) 0 < Category 1 <5 0,5
5 < Category 2 <50 5
50 < Category 3 <300 100
300 < Category 4 <2 000 500
Dermal (mg/kg bodyweight) 0 < Category 1 <50 5
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 4500
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/1) 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.

Only one ingredient is relevant.

e 0.0000038 % (Acute Tox. 2, H310)

100 100 100
ATEnx = —— ¢ = 00000038 = 5.05000007¢ = L 315 789 473
i=1 4TE, 50

“F

According to the table 3.1.2, the result (1 315 789 473 mg/ kg bw >> 2 000 mg/kg bw) is significantly higher than result triggering classification. Therefore the
formulation is not classified this this hazard class.

Conclusion

According to calculation method, the result 1 315 789 473 mg/kg bw is significantly higher than result triggering classification. Therefore the formulation is not
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classified as Acute Tox. 2, H310.

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

A24 Acute inhalation toxicity (KCP 7.1.3)

Comments of ZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the
Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP7.1.3

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

Deviations: -

GLP: No

Acceptability: Yes

Inhalation study on AKO 600 SC is not required 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 the inhalation test must be carried out since the preparation is:

a gas or liquefied gas,

a smoke generating formulation or fumigant,

used with fogging equipment,

a vapor releasing preparation,

an aerosol,

a powder containing a significant proportion of particles of diameter <50 um (> 1% on a weight basis),

to be applied from aircraft in cases where inhalation exposure is relevant,

contains an active substance with a vapor pressure > 1x10-2 Pa and is to be used in enclosed spaces such as warehouses or glasshouses,
to be applied in a manner which generates a significant proportion of particles or droplets of diameter < 50 um (> 1% on a weight basis).
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The active substances and the other co-formulants are not classified as acute inhalation toxic, it can be assumed that entire formulation is not classi-
fied in this class. According to point 7.1.3 of part A of Annex Regulation No 284/2014, it is possible to waive from acute inhalation toxicity test.

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

Materials and methods

We use the summation method using the formula:

100

ATEm[x= n C
2 ars,

i=1
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 acute toxicity range estimate Converted actzizf;&;:;t;;)pomt estimate
Oral (mg/kg bodyweight) 0 <Category 1 <5 0,5
5 < Category 2 <50 5
50 < Category 3 <300 100
300 < Category 4 <2 000 500
Dermal (mg/kg bodyweight) 0 < Category 1 <50 5
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 4500
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Vapours (mg/1) 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/1) 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.

Only one ingredient is relevant in this class of hazard.
e 0.0000038 % (Acute Tox. 2, H330)

100 100 100 mg
ATEmix = ¢ ~0.0000038 ~ gogooze o 00T
i=1ATE, 0.05

According to the table 3.1.2, the result (1 315 789 mg/l > > 20 mg/1) is significantly higher than result triggering classification. Therefore the formulation is not
classified this this hazard class.

Conclusion

According to calculation method, the result 1 315 789 mg/1 bw is significantly higher than a result triggering classification. Therefore the formulation is not clas-
sified as Acute Tox. 2, H330

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

A2S Skin irritation (KCP 7.1.4)

Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the
Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP7.14
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Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

Deviations: -

GLP: No

Acceptability: Yes

Materials and methods

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 predict-
ed 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 AKO 600 SC are known, skin corrosive test is not necessary.

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, 1C >5% >1%but<5%
Skin irritant Category 2 >10%
10 x Skin Corrosive Category 1A, 1B, >10 %

1C) + Skin irritant Category 2
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Corrosive effects to skin (Skin Corr. 1, H314)

Two ingredients are relevant in this class of hazard.
e 0.0000038 % (Skin Corr 1C, H314), H314: C>0.6 %

e 0.01 % (Skin Corr. 1A, H314), H314: C>5 %

0.0000038 . 0.01

ZCSL:!'H Corr — 06 Yo + o % = 0.002%

Since ingredients has a specific concentration limits for the Skin Corr. 1, H314 classification, the classification was recal culated using this concentration. Sum of
concentration (0.01 %) is lower than result triggering eye hazard classification (5%). Therefore the whole formulation is not classified this this hazard class.

Irritating to skin (Skin Irrit. 2, H315)

Four ingredients are relevant in this class of hazard.
e 0.000125 % (Skin Irrit. 2, H315)

e 0.0000038 % (Skin Corr 1C, H314), H314: C > 0.6 %
e 0.025 % (Skin Irrit. 2, H315)
e 0.01 % (Skin Corr 1A, H314), H314: C>5 %

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

10 (X Corin corr) + 3 Coim trrie. = 10 (0.0000038% + 0.01%) + 0.000125 + 0.025%
=0.1% + 0.0252 % = 0.125 %

The result (0.125 %) is lower than result triggering eye hazard classification (10 %). Therefore the formulation is not classified as irritating to skin (Skin Irrit. 2,
H315).
Conclusion

The concentration of relevant ingredients (0.125 %) is significantly lower than concentration triggering the
classification (10%). Therefore the whole formulation is not classified as Skin Irrit. 2, H315.
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A 2.6 Eye irritation (KCP 7.1.5)

Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the
Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP 7.1.5

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

GLP: No

Acceptability: Yes

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 produced 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 AKO 600 SC are known, eye irritation test is not necessary.

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 Concentration triggering classification of a mixture as:
as: Irreversible Eye Effects Reversible Eye Effects
Category 1 Category 2
Eye Effects Category 1 or Skin >3 % >1%but<3%
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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, >3% >1%but<3%
1B, IC +
Eye effects Category 1

10 x (Skin Corrosive Category >10 %
1A, 1B,
1C + Eye Effects Category 1) +
Eye
Effects Category 2

Five ingredients are relevant in this class of hazard.
e 0.000125 % (Eye Dam. 1, H318)

e 0.0000038 % (Eye Dam. 1, H318, Skin Corr. 1C, H314)
e 0.0075 % (Eye Dam. 1, H318)

e 0.025% (Eye Dam. 1, H318)

e 0.01 % (Eye Dam. 1, H318, Skin Corr. 1A, H314)

Cskin corr + Cye pam, = 0.000125% + 0.0000038 % + 0.0075 % + 0.025 % + 0.01 % = 0.043%

Sum of concentration (0.043 %) is lower than result triggering eye hazard classification (3%). Therefore the whole formulation is not classified this this hazard
class.

Conclusion

According to calculation method, the result 0.043 % is significantly lower than a concentration triggering classification (3%). Therefore the whole formulation is
not classified as Eye Dam. 1, H318.
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A 2.7 SKkin sensitisation (KCP 7.1.6)

Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the
Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP 7.1.6

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

Deviations: -

GLP: No

Acceptability: Yes

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 appli-
cant 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.” Due to the fact, that all compo-
nents of the formulation AKO 600 SC are known, skin sensitisation test is not necessary.

The complete composition of the formulation with the classification of individual ingredients is available in part C.
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 Cat- | >1,0 % - -
egory 1

Skin Sensitiser Cat- | >0,1 % - -
egory 1A

Skin Sensitiser Cat- | >1,0 %
egory 1B

Respiratory Sensiti- | - >1,0% >0,2%
ser Category 1

Respiratory Sensitis- | - >0,1 % >0,1 %
er Category 1A

Respiratory Sensitis- > 1,0 % >0,2 %
er Category 1B

Four ingredients are relevant in this class of hazard.

e 50.6 % (Skin Sens. 1A, H317)

e 0.000125 % (Skin Sens. 1, H317), H317 >= 0.036 %
e 0.0000038 % (Skin Sens. 1A), H317: C >0,0015 %
e 0.025 % (Skin Sens. 1, H317), H317 >= 0.036 %

The content of ingredients sum is higher than concentration triggering classification. Therefore the formulation is classified as Skin Sens. 1, H317.
Conclusion

According to calculation method, the concentration of relevant ingredients is significantly higher than a concentration triggering classification (1%). Therefore the
formulation is classified as Skin Sens. 1, H317.

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

Not required.
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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).

A2.10 Studies on dermal absorption (KCP 7.3)

Comments of zZRMS: Study on dermal absorption was performed according to OECD 428 and was GLP compliant. The study is accepta-
ble. Dermal absorption assessment for aclonifen provided by the applicant is based on the current version of EFSA|
guidance document on dermal absorption (2017) and is acceptable.

Reference: KCP 7.3

Report IN-VITRO HUMAN SKIN PENETRATION OF ACLONIFEN IN
AKO 600 SC TEST ITEM, Study code: S24-103695, Lanjuin J. 2024,
Eurofins Agroscience Services Chem SAS75B, avenue de Pascalet
30310 Vergeze, France

Guideline(s): Regulation (EC) No 440/2008 — Test method B.45
OECD guideline for the testing of chemicals: Test No. 428: Skin Absorption: in vitro Method (13 April
2004)

OECD guidance document for the conduct of skin absorption studies, OECD series on testing and assess-
ment. Number 28, 05-Mar-2004 (ENV/JIM/MONO(2004)2)

OECD Guidance notes on dermal absorption, series on testing and assessment n°156, 18 August 2011
(ENV/IM/MONO(2011)36)

Guidance on Dermal Absorption, EFSA Journal 2017; 15(6): 4873

Deviations: -
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GLP: Ne-Yes
Acceptability:
Materials and Methods
Test material:
[aniline-U-*C] Blank formulation
Name I aclonifen AKO 800 SC AKO 600 SC
aclonifen Placebo
Supplier Selcia Supelco PUH Chinglrol Sp.z | PUH Chgn;lrol Sp.z
Batch number 14252NXT002-1 BCCH7675 CHR/03/2023 CHR/03/2023
Specific activity 136.0 pCi/mg - - -
Concentration Solid - 604.02 g/L aclonifen No aclonifen
Density - - 1.2072 No data
Purity (Radio) 99.4% 99.8% - -
Expiry date Not relevant 31 May 2027 01 Mar 2025 01 Mar 2025
Storage Temperature set at - | Temperature setat | Temperature set at
conditions 20°C 20°C 20°C Room temperature

According to the Conclusion on the peer review of aclonifen (EFSA Scientific Report (2008) 149, 1-80):

ACLONIFEN
CAS N° 74070-46-5

MW

264 .66 g/mol

Salubility at 20°C

>730 g/L in acetone
49 2 g/L in methanol
1.4 mg/L in ultra pure water

DT50 (20°C, pH 7)

Log Pow pH 5-6 437
Vapour pressure at 5
2000 16x10°Pa
Aqueous hydrolysis -
DT50 (pH 5-9) stable
Aqueous photolysis 107 days
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The mean results cbtained are presented in the following table.
In-vitro dermal penetration of aclonifen formulated as AKO 600 SC through human skin - Recovery

Test results: data
High dose Low dose
Dose group Formulati ?:=|:B::|]ncentra.te Spray dilution 1:1333 (n=8)
Target concentration [mgfmL] 600 045
Target dose [pgiem] 6000 4.5
Mean actual applied doze [pgiem] SBE61.49 347
Recovery [%] Recovery [3%]

Mean | 5.0. Mean | 5.0.
Dislodgeable dose
Skin washing after & h 95.35 1.58 63.26 13.30
Cronor chamber wash 0.09 0.10 1.23 0.66
Dose associated to skin
Tape sfrips: 1% sample, sfrips 1 + 2 0.12 0.08 6.20 298
Tape strips: 2™ sample; strips 3 — n 0.07 0.03 6.62 523
Skin preparation 0.12 0.10 3.80 228
Absorbed dose
Receptor fluid 0.17 0.09 2163 9.13
Receptor chamber wash BLO MC 0.05 0.0v7
Total recovery ' 95.92 1.71 101.96 347
Absorption eﬂs_ential_ly com plete at end of stL_.ld'_-.r Ves Ves
E;?:b“a‘suﬂart;ﬁ;pg?;;nhm half the study duration) [75.40% + 14.67] [81.92% + 3.99]
Measured absorption 2 036 | 015 2548 | 1082
::Ss;rsrg:rllzlr'll teastlmates used for risk 0.49 35

Values may not calculate exactly due to rounding of figures

2 In accordance with the EFSA Guidance on Demal Absorption (EFSA Journal 2017;15(6)4873), the
radioactivity in the second tape-sirip pool (3™ to n™ tape sfrip) is considered potentially absorbable if less
than 75% of the absorption occurred in the first half of the study.

* In accordance with the EFSA Guidance on Dermal Absorplion (EFSA Joumal 2017;15(6):4873), total
absomption = mean + k*SD, where k= 0.84 based on the number of replicates employed {n=8).

BLQ: below the limit of guantification; MC: not calculated; MN/A- not applicable; SD: standard deviation

The dermal penetration of aclonifen formulated as AKO 600 SC through human dermatomed skinwas de-
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termined in vitro. The amount of applied dose penetrating within 24 hours was determined to be 0.49%
Conclusion: (mean + k * SD) and 35% for the formulation concentrate and the 1:1333 spray dilution, respectively,
based on the EFSA guidance criteria.

A 211 Other/Special Studies
A2.11.1 Carcinogenicity
Comments of zZRMS: The hazard assessment has been conducted by the applicant based on the alternative method (calculation) according to the

Regulation (EC) 1272/2008 and is acceptable.

Reference: KCP 7.1.7

Report Toxicological classification of product AKO 600 SC based on calculation method taking into consideration
health hazards of constituent substances; I. Muchewicz; 2024

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

Deviations: -

GLP: No

Acceptability: Yes

Materials and Methods

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 as: Generic concentration limits triggering classification of a mixture as:
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Category 1A carcinogen

Category 1B carcinogen

Category 2 carcinogen

Category 1A carcinogen

>0.1%

Category 1B carcinogen

>0.1%

Category 2 carcinogen

> 1.0 % [Note 1]

One ingredient is relevant in this class of hazard.

e 50.6 % (Carc. 2, H351)

The concentration of relevant ingredient is higher than generic concentration level (1.0 %). Therefore the formulation is classified as Care. 2, H351

Conclusions

The concentration of one of the ingredient (50.6 %) is higher than concentration triggering classification of whole formulation (1.0 %). Therefore the whole prod-
uct will be classified as Care. 2, H351.
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Appendix 3 Exposure calculations
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Product name AKOB00SC

Formulation type Soluble concentrates, emulsifiable concentrate, etc.

Product category Herbicide

Name of active substance Aclonifen

Concentration of active substance [g %IL;: 600
i

ACEL [mg/kg bw/day] 0.07
AAOEL [mg/kg bwl]

Inhalation absorption [%)] 100

Oral absorption [%] 100

Dermal absorption [%] (concentrate) 10

Max. Interval
applica betwee
tion Max. . n Min. Max. Indoor/ Applica Type of Appl_lca Buffer Drift
rate of no. of multipl volume volume . . tion - .
Use Crops N outdoo tion cultivat __ strip reducti
the applica e water water r method ion techniq [m] on [%]
produc tions applica [I/ha] [I1ha] ue °
tllor fions
kg/ha] [days]
Field grc:jwnw Vehicle
Use 1 3.0 I/ha 1 NA 200 300 Outdoor . Normal mounte 2-3 0
crops sprayin d
g

Operator—shert-term-exposure
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Aclonifen (%
AOQOEL)
Normal &
Mixing/loading Application  vehicle-
mounted

0 0 =
@ O =

D Q@ =

]

Total % of

absorbed syste

Model data Level of PPE dose  mic

[mg/kg bwy AOE

per day] L

Field crops/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th percentile
Crop density Normat

MNumber of applications and application rate: 1 x 1.8 kg a.s/ha

Dermal absorption (concentrate). 10 %

Aclonifen Dermal absorption (in-use dilution): 50 %

M/L- Workwear + Protected hands
App: Workwear + Protected hands

002 296
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Total absorbed ;
% of systemic Re-entry
Level of PPE  dose ['“g::% Eﬁ AOEL restriction [days]

Inspection, irmgation / Qutdoor

Work rate: 2 hours/day

Interval: NA

Body weight: 60 kg

TC (potential): 12500 cm?h

TC (workwear (arms, body and legs coverad)): 1400 cm?h

TC {(workwear (arms, body and legs covered) and gloves): 1250 cmh

T {gloves AT

Number of applications & application rate: 1 x 1.8 kg a.s./ha
Dermal absorption: 50 %

Aglonifen DFR: 3 pgfcm? foliage per kg a.5./ha

DT50: 30 days

Potential 1.1 1607 121

Workwear 01 180 26

Workwear and gloves 0.1 161 21

Hands covered, no workwear
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Total absorbed

% of systemic

Model data Level of PPE dose [mg/kg bw AOEL
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: O %
Interval between treatments: NA
Minimum volume of water: 200 |
Number of applications and application rate: 1 x 1.8 kg a.s./ha
. Dermal absorption: 50 %
fxclonifen DFR: 3 pg/cm? foliage per kg a.s./ha
DT50: 30 days
DTt (7510 perc.) 9% ] T7F
Vapour (75th perc.) 0.0008 11
Resident child D its (75th 001 20.8
Body weight: 10 kg eposits (75th perc.) : :
Re-entry (75th perc.) 0.2 217
Sum (mean) 0.2 284
Drift {75th perc.) 0.03 41.3
Resid dul Vapouyr (75th perc.) 0.0003 0.4
esident adult .
Body weight: 60 kg Deposits (75th perc.) 0.006 88
Re-entry (75th perc.) 0.08 121
Sum {mean) 0.09 122
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Total absorbed o .
Model data Level of PPE dose [mg/kg bw 7o of sﬂec';';z't
per day]

Season: Not relevant

Buffer zone: 2-3 m

Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |

Mumber of applications and application rate: 1 x 1.8 kg a.3./ha

. Dermal absorption: 50 %
Aclonifen DFR: 3 pg/cm? foliage per kg a.5./ha
OTEO- 30 Hsujn:

Drift (95th perc.) 03

Bystander child Vapour, (95th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 02

Drift (95th perc.) 0.07

Bystander adult Vapour, (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02
Re-entry (95th perc.) 0.08
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Soluble concentrates,

MName of active

Formulation type emulsifiable substance Aclonifen
concentrate, etc.
Concentration of
active substance [g 600 Crops Field crops
a.5./1 or kgl
Area treated [ha/day] 50 Application method Downward spraying
Dermal absorption s . .
[%] (concentrate) 10  Application technique Wehicle-mounted
Denna[{!ﬁa]tizﬁruﬁ;‘.;r:: 50 Indoor/outdoor Outdoor
Oral absorption [%] 100 Drift reduction [%:] 0
Inhalation ahsorptE;:] 100 Type of cultivation MNormal
Body weight (kg) 60
AQEL [mg/kg bwiday] 0.07
AAOQEL [mglky bwl
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Indoorfoutdoor

Outdoor

AOEL [mg/kg bhw/day]

0.0v7

Re-entry activity

Inspection, irrigation

Dermal transfer
coefficient - Total
potential exposure
[emi/h]

12500

Crops

Field crops

Dermal transfer
coefficient - Arm,
body and legs
covered [cmi/h]

1400

Application method

Downward spraying

Dermal transfer
coefficient - Hands,
arm, body and legs

covered [cm?*h]

1250

Application technique

Vehicle-mounted

Dermal transfer
coefficient - Hands
covered, no workwear
[em?/h]

Max. application rate

kg/ha]

DFR refined worker

kg
a.5./ha]

Max. no. of
applications

DT50 foliar worker
[days]

30

Interval between

multiple applications MNA
[days]

Multiple application 1
factor

Body weight (kg) 60

Name of active .

substance aclonien

Dermal absorption 50
[%] (dilution)
Inhalation absorption

100
[%]

Time [hours per day] 2
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Max. Interval
applica betwee
tion Max. n Min. Max. . Applica .
U c rate of Unit no. of multipl volume volume Inc:(d)orf :ppllca Tyﬁ?oz tion B:iffer dDr;:!
se rops the M applica e  water water OUtcoo °r:h d cultiva techniq ?]p re L[I"f:i
produc tions applica [l/ha] [l/ha] r metho fon ue M onl
tllor tions
kg/ha] [days]
Low Ert;wnw Vehicle-
Use 1 vegetab 3.0 lha 1 NA 200 400 OQOutdoor . Normal mounte 2-3 V]
les sprayin d
g
Aclonifen (% AOEL)
Normal & Normal & Normal &
Mixing/loading Application  wvehicle- manual-hand manual-
mounted held knapsack
0 0 852 5277 1323
@ @ 526 671 178
m®ﬂ @ 255 512 128
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Total % of

absorbed syste

Model data Level of PPE dose mic
[mg/kg bw AOQE

per day] L

Low vegetables/Outdoor/Downward spraying/NVehicle-mounted/Drift reduction: 0 %/75th percentile

Crop density: Normal

MNumber of applications and application rate: 1 x 1.8 kg a.5./ha
Dermal absorption (concentrate): 10 %
Aclonifen Dermal absorption (in-use dilution): 50 %

M/L: Worlkwear + Protected hands

App: Workwear + Protected hands 002 296
Worker
Total absorbed .
% of systemic Re-ent
Level of PPE  dose [mgl/kg bw Y AOEL restriction [day?]r
per day]

Inspection, irrigation (All) / Outdoor

Work rate: 2 hours/day

Interval: NA

Body weight: 60 kg

TC (potential): 12500 cm®h

TC {(workwear (arms, body and legs covered)): 1400 cm?h

TC (workwear (arms, body and legs covered) and gloves): 1250 cm®h

TC {gloves): NA cmah

Mumber of applications & application rate: 1 x 1.8 kg a.5/ha
Dermal absorption: 50 %

Aclonifen DFR: 3 pg/cm? foliage per kg a.5./ha

DT50: 30 days

Potential 1.1 1607 121

Worlowear 01 180 26

Workwear and gloves 01 161 21

Hands covered, no workwear
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Resident .
Total absorbed o .
Model data Level of PPE dose [mg/kg bw % of systemic
AOQOEL
per day]
Season: Not relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |
MNumber of applications and application rate: 1 x 1.8 kg a.5./ha
. Dermal absorption: 50 %
Aslonifen DFR: 3 pg/cm? foliage per kg a.5./ha
DT50: 30 days
it (75%h perc.) U1 174
Vapour, (75th perc.) 0.0008 1.1
Resident child D ts (75t 0.01 208
Body weight: 10 kg eposits (75th perc.) : :
Re-entry (75th perc.) 02 217
Sum (mean) 02 284
Drift (75th perc.) 0.03 413
Resid dul Vapour, (75th perc.) 0.0003 0.4
esident adult .
Body weight: 60 kg Deposits (75th perc.) 0.006 88
Re-entry (75th perc.) 0.08 121
Sum (mean) 0.09 122
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Bystander

Model data

Level of PPE

Total absorbed

dose [mg/kg bw
per day]

% of systemic
AADEL

Season: Mot relevant
Buffer zone: 2-3 m

Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |

Mumber of applications and application rate: 1 x 1.8 kg a.5./ha
Dermal absorption: 50 %
DFR: 3 pg/cm? foliage per kg a.5./ha

DT80 30 days

Drift (95th perc.) 03

Bystander child Vapour, (95th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 02

Drift (95th perc.) 0.07

Bystander adult Vapour, (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02
Re-entry (95th perc.) 0.08
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Appendix—Operator
Soluble concentrates, Name of active

Formulation type emulsifiable substance Aclonifen
concentrate, etc.

Concentration of

active substance [g 600 Crops Low vegetables
a.s./1 or kg
Area treated [ha/day] 50 Application method Downward spraying
Dermal absorption . . ;
[%] (concentrate) 10 Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoor/outdoor Qutdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsorptg’ul] 100 Type of cultivation MNormal
Body weight (kg) 60
AOQOEL [mg/kg bw/day] 0.07

AAOEL [mglkg bw]
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Appendix—Weorker

Indoorowtdoor Cuidoor  AOEL [Imgfko bww/day] 0.07
Dermal transfer
L Inspection, imgation coefficient - Total
Re-entry activity Ay potential exposure 12500
[cm*ih]
Dermal transfer
Crops Low vegetables cmbfgg;?gha‘?:;é 1400
covered [cm*h]
Dermal transfer
Application method Downward spraying ‘;ﬁfﬁ;&’:;jrg :':;_,; 1250
covered [cm*'h]
. ) Dermal transfer
L ) Vehicl e-mnunted: coefficient - Hands
Application technigque manual-hand held; covered. no workwear
manual-knapsack ’ [eméfh]
Max. application rate DFR refined worker
F—fpogromTfoliageper ko 3
ko'hal a.5./ha]
Max. no. of 1 DT50 foliar worker 10
applications [days]
Interval between Inhalation task
multiple applications MA specific factor 0.0
[days] [ha/h*10"-3]
Multiple application 1
factor
Body weight (kg) a0
Name of active )
substance Acloniten
Dermal absorption 50
[%a] (dilution)
Inhalation absorption 100
[%a]
Time [hours per day] 2
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Brassica))
Assessed-use
Max. Interval
appl_ica betwee ) )
tion Max. N Min. Max. Lan0n Applica Typeof APPHCE pygrer Drift
S8 rops ni M OutdoD 1on cultva - snp reguct
the applica e water water - technig
produc tions applica [Uha] [Wha] | method fon ue [M on [%]
t[lor tions
ka/hal [days] _
Low Er?j‘““w Vehicle-
- =3 i
las sprayin d
g
Aclonifen (* AOEL)
Normal & MNormal & Normal &
Mixing/loading Application vehicle- manual-hand manual-
mounted held knapsack
0 0 852 5277 1323

526 671 178

0O O
% % 29.6 515 129
255 512 128
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Operator—Short-term-exposure
Total % of
absorbed syste
Model data Level of PPE dose  mic
[mg/kg bw AOE
per day] L

Low vegetables/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th percentile

Crop densify: Mormal

Mumber of applications and application rate: 1 x 1.8 kg a.5./ha
Dermal absorption (concentrate): 10 %
Dermal absorption (in-use dilution): 50 %

M/L: Waorkwear + Protected hands
App: Workwear + Protected hands

0.02

296
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Weorker

Total absorbed
Level of PPE dose [mglkg hw
per day]

% of systemic Re-entry
AOEL  restriction [days]

Reaching, picking (all except Brassica) / Outdoor

Work rate: 8 hours/day

Interval: NA

Body weight: 60 kg

TC (potential): 5800 cm®h

TC (workwear (arms, body and legs covered)): 2500 cm®h

TC (workwear (arms, body and legs covered) and gloves): 580 cm®h

FEtgtoves AT —

MNumber of applications & application rate: 1x 1.8 kg a,5./ha
Dermal absorption: 50 %

Aclonifen DFR: 3 pg/cm® foliage per kg g,5./ha

DT50: 30 days

Potential 2.1 2983 147

Workwear 09 1286 111

Workwear and gloves 02 298 48

Hands covered, no workwear
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Resident
Total absorbed .
Model data Level of PPE  dose [mglkg hw ~ ° Of systemic
AOEL
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |
Mumber of applications and application rate: 1 x 1.8 kg a.5./ha
. Dermal absorption: 50 %
Aclonifen, DFR: 3 pgicm® foliage per kg g,5./ha
OT50: 30 days
Drrift (75th perc_) 0.1 174
Vapour (75th perc. 0.0008 1.1
Resident child D i {?Eth perc.) 0.01 208
Body weight: 10 kg eposits ( perc.) : :
Re-entry (75th perc.) 02 217
Sum (mean) 02 254
Drrift (75th perc.) 0.03 413
Vapour (75th perc.) 0.0003 0.4
Resident adult D its (751h 0.006 3.8
Body weight: 60 kg eposits ( perc.) . i
Re-entry (75th perc.) 0.08 121
Sum (mean) 0.09 122
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Bystander
Total absorbed .
Model data Level of PPE dose [mglkg bw % of sf;%ngf
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |
Mumber of applications and application rate: 1 x 1.8 kg g.5./ha
. Dermal absorption: 50 %
Aclonifen, DFR: 3 pg/cm?® foliage per kg g,5,/ha
OT50: 30 days
Drift (95th perc.) 0.3
Bystander child Mapour. (95th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 02
Drrift (95th perc.) 0.07
Bystander adult Mapour (35th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02

Re-entry (95th perc.) 0.08
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Appendix—Operator

Soluble concentrates .
. X : Mame of active .
Formulation type emulsifiable Aclonifen
substance
concentrate, efc.

Concentration of

active substance [g 600 Crops Low vegetables
2.5./1 or kg]
Area treated [ha/day] 50 Application method Downward spraying
Dermal absorption C . .
[%] (concentrate) 10 Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoorfoutdoor Outdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsnrptigﬁ 100 Type of cultivation Mormal
Body weight (kg) 60
AQEL [mglkg hwiday] 0.07
AAQEL [mglkg bw]




AKO 600 SC / Tanger 600 SC, Libretto 600 SC
Part B — Section 6 - Core Assessment

Innvigo sp. z 0.0. version

Page 86 /373

Indoorfoutdoor COutdoor AOEL [mglkg bw/day] 0.07
Dermal transfer
- Reaching, picking {all coefficient - Total
Re-entry activity except Brassica) potential exposure 5800
[cm®lh]
Dermal transfer
coefficient - Arm,
Crops Low vegetables body and legs 2500
covered [cm®h]
Dermal transfer
Application method Downward spraying [;[:;th;;?jr: ;:I da TE'LES’ 580
covered [cm® h]
Vehicle-mounted; coe?f?::}gﬁ:; trﬁgifgsr
Application technique manual-hand held; = owear
manual-knapsack ’ [em?h]
Max. application rate DFR refined worker
of the product [T or 3 [uglcm® foliage per kg 3
kg/ha] a,s,/ha]
Max. no. of DT50 foliar worker
S 1 30
applications [days]
Interval between Inhalation task
multiple applications NA specific factor 01
[days] [ha/h*10+-3]
Multiple application 1
factor
Body weight (kg) 60
Name of active .
substance asloniten
Dermal absorption 50
[%] (dilution)
Inhalation absorption
100
%]
Time [hours per day] 3
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Maox. Interval
applica betwee
tt'o'; Max]; “_r: IMm' IMax. Indoor/ Applica Type of Apptl_lca Buffer Drift
Use Crops rate ob it ne. ob - muitip’ volume  VOIUME o \t400  tion cultivat ton strip reducti
the applica e water  water thod . technig
produc tions applica [/ha] [Wha] r metho fon ue [m] on [%]
titor tions
kg/ha] [days]
Low Ert:jwnw Vehicle-
Use 1 armame 25 Iha 1 MNA 150 400 Qutdoor . Normal mounte 2-3 0
ntals sprayin d
g
Aclonifen. (% AOEL)
Normal & Normal & Normal &
Mixing/loading Application  vehicle- manual-hand manual-
mounted held knapsack

0 O 739 4403 1102
0 0 453 563 149

w w 219 425 106
|
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Operator
Total % of
absorbed syst
Model data Level of PPE dose emic
[mg'kg by AOE
per day] L

Low ornamentals/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th percentile

Crop density: Normal

Mumber of applications and application rate: 1 x 1.5 kg a.5./ha
Dermal absorption (concentrate): 10 %
Aclonifen Dermal absorption (in-use dilution): 50 %

M/L: Workwear + Protected hands

App: Workwear + Protected hands 0.02 254
Worker
Total absorbed ,
% of systemic Re-entry
Level of PPE dose [mgéﬁigﬁ AQEL  restriction [days]

Inspection, irrigation / Qutdoor

Work rate: 2 hours/day

Interval: MA

Body weight: 60 kg

TC (potential): 12500 cm®h

TC (workwear (arms, body and legs covered)): 1400 cm®h

TC (workwear (arms, body and legs covered) and gloves): 1250 cm®h

TC [gloves): NA cm™h

Mumber of applications & application rate: 1x 1.5 kg g,5./ha

. Dermal absorption: 50 %
Aclonifen DFR: 3 pgfcm® foliage per kg a,s5./ha
DT50: 30 days

Potential 09 1339 113
Workwear 0.1 150 18
Workwear and gloves 0.09 134 13

Hands covered, no workwear
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Resid
Total absorbed .

Model data Level of PPE dose [mglkg bw % of systemic

AOEL

per day]

Season: Mot relevant

Buffer zone: 2-3 m

Drift reduction technology: 0 %

Interval between treatments: NA

Minimum volume of water: 150 |

Mumber of applications and application rate: 1 x 1.5 kg g.s./ha

. Dermal absorption: 50 %

Aclonifen, DFR: 3 pg/cm® foliage per kg a.5./ha

DT50: 30 days

Dirift {75th perc.) 0.1 194

Vapour (75th perc. 0.0008 1.1

Resident child D it {?Eth perc) 0.01 173
Body weight: 10 kg eposits { perc.) : :

Re-entry (75th perc.) 0.1 181

Sum (mean) 0.2 264

Drrift (75th perc.) 0.03 459

Mapour (75th perc.) 0.0003 0.4

Resident adult D its (75th 0.005 73
Body weight: 60 kg eposits ( perc.) - i

Re-entry (75th perc.) 0.07 100.4

Sum {mean) 0.08 107
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Bystander
Total absorbed .
Model data Level of PPE dose [mglkg hw " of sf;%ngf
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: MNA
Minimum volume of water: 150 |
Mumber of applications and application rate: 1 x 1.5 kg a.5./ha
. Dermal absorption: 50 %
Aclonifen, DFR: 3 pg/cm® foliage per kg a.5,/ha
OT50- 30 days
Drift (95th perc.) 0.3
Bystander child Mapour (35th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 0.1
Drift (95th perc.) 0.08
Bystander adult Napour (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02

Re-entry (95th perc.) 0.07
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Appendix—Weorker
Indoorioutdoor Outdoor AOEL [mglkg bw/day] 0.07
Dermal transfer
Re-entry activity Inspection, irrigation pE::]::?igIIEen:p_ -:E:t?el 12500
[em®/h]
Dermal transfer
Crops Low ornamentals coel:"lf::g :_3;':1 ET:;;: 1400
covered [cm®/h]
Dermal transfer
Application method Downward spraying [;[:;HE'I;%T érll-l ; II::;S, 1250
covered [cm?h]
Vehicle-mounted; cueli:‘}f?;g::: trﬁg‘:‘lfgsr
Application technique manual-hand held; covered. no w{;rkwear
manual-knapsack ! [em?/h]
Max. application rate DFR refined worker
—oftheproductftor———————— 25 {pgfom* fotiage per kg 3
kg/ha] a.s,/ha]
Max. no. of DT50 foliar worker
. 1 30
applications [days]
Interval between Inhalation task
multiple applications MNA specific factor 0.01
[days] [ha/h*10+-3]
Multiple application 1
factor
Body weight (kg) 60
Name of active ,
substance felonifen
Dermal absorption 50
[%] (dilution)
Inhalation absorption
100
[*]
Time [hours per day] 2
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Appendix—Operator
Soluble concentrates, Name of active

Formulation type emulsifiable substance Aclonifen
concentrate, efc.

Concentration of

active substance [g 600 Crops Low ornamentals
2,5./1 or kg]
Area treated [hal/day] 50 Application method Downward spraying
Dermal absorption I . .
[%] (concentrate) 10  Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoorfoutdoor Cutdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsnrptigﬁ 100 Type of cultivation Mormal
Body weight (kg) 60
AOEL [mglkg hw/day] 0.07
AAOEL [mglkg hw]

Max. Interval
applica betwee
tml]: Maxf i "I IM'"' II\I'Iax. Indoor/ Applica Type of Apptl_l €8 Buffer Drift
the applica e  water  water thod . techniq
produc tions applica [I/ha] [ha] r metho fon ue [m] on [%]
tllor tions
kg/ha] [days]
Low E;w”w Vehicle-
Used  omame 25 lha 1 MA 150 400 Outdoor Mommal mounte 2.3 0
ntals Sprayin d
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Aclonifen. (% AOEL)
Normal & Normal & Normal &
Mixing/loading Application vehicle- manual-hand manual-
mounted held knapsack
0 0 739 4403 1102

458 b3 149

0 O
% % 234 429 108
219 426 106

Operater

Total % of

absorbed syst

Model data Level of PPE dose emic
[mg'kg bw AOE

per day] L

Low ornamentals/Outdoor/Downward spraying™ehicle-mounted/Drift reduction: 0 %/75th percentile

Crop density: Normal

Mumber of applications and application rate: 1 x 1.5 kg ga,s./ha
Dermal absorption (concentrate): 10 %
Aclonifen Dermal absorption (in-use dilution): 50 %

M/L: Workwear + Protected hands

App: Workwear + Protected hands 0.02 254
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Total absorbed .
% of systemic Re-entry
Level of PPE dose [mg/kg bw AQEL restriction [days]
per day]

Cutting, sorting, bundling, carrying / Outdoor

Work rate: 8 hours/day

Interval: NA

Body weight: 60 kg

TC {potential): 14000 cm®h

TC (workwear (arms, body and legs covered)): 5000 cm®h

TC (workwear (arms, body and legs covered) and gloves): 1400 cm®h

TC {gloves] NA cmTh

Mumber of applications & application rate: 1x 1.5 kg g,5./ha
Dermal absorption: 50 %

Aclonifen, DFR: 3 pg/cm? foliage per kg a,s./ha

OT50: 30 days

Potential 42 6000 178

Workwear 15 2143 133

Waorkwear and gloves 04 600 78

Hands covered, no workwear
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Resident

Model data

Level of PPE

Total absorbed

dose [mglkg hw

per day]

% of systemic
AOEL

Seaszon: Mot relevant
Buffer zone: 2-3 m

Drrift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water; 150 |

Mumber of applications and application rate: 1 x 1.5 kg a.5,/ha
Dermal absorption: 50 %
DFR: 3 pg/cm? foliage per kg a,5./ha

DT50: 30 days

Drift (75th perc.) 01 194

Vapour (75th perc. 0.0005 1.1

Resident child D i {?Eth perc.) 0.01 173
Body weight: 10 kg eposits ( perc.) : :

Re-entry (75th perc.) 0.1 181

Sum (mean) 0.2 264

Drift (75th perc.) 0.03 459

Vapour, (75th perc.) 0.0003 0.4

Resident adult D its (75th 0.005 73
Body weight: 80 kg eposits ( perc) - i

Re-entry (75th perc.) 0.07 100.4

Sum (mean) 0.08 107
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Bystander
Total absorbed .
Model data Level of PPE  dose[mghkghw O Yereric
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drrift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 150 |
Mumber of applications and application rate: 1 x 1.5 kg g.s./ha
. Dermal absorption: 50 %
Aclonifen, DFR: 3 pg/cm® foliage per kg a.5./ha
OTEO- 30 Hm;t'.
Drift (95th perc.) 0.3
Bystander child Mapour (35th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 0.1
Drift (95th perc.) 0.08
Bystander adult Mapour (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02

Re-entry (95th perc.) 0.07




AKO 600 SC / Tanger 600 SC, Libretto 600 SC Page 97 /373
Part B — Section 6 - Core Assessment
Innvigo sp. z 0.0. version

Appendix—Operator
Soluble concentrates, Name of active

Formulation type emulsifiable Aclonifen

substance
concentrate, efc.
Concentration of
active substance [g 600 Crops Low ormamentals
2.5,/ or kg]
Area treated [hal/day] 50 Application method Downward spraying
Dermal absorption . . .
[%] (concentrate) 10  Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoorfoutdoor Outdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsnrptigﬁr]l 100 Type of cultivation Mormal
Body weight (kg) 60
AOEL [mg/kg hw/day] 0.07
AAOEL [mglkg bw]
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Indoorfoutdoor Outdoor AOEL [mglkg bw/day] 0.07
Dermal transfer
.- Cutting, sorting, coefficient - Total
Re-entry activity bundling, carrying potential exposure 14000
[cm®h]
Dermal transfer
Crops Low ornamentals cn-el:"lf::s ;?g:l _d’?:;; 5000
covered [cm*h]
Dermal transfer
Application method Downward spraying gﬁ?ﬁ'&'}t E_irll-l ;‘l TE'LSS’ 1400
covered [cm*h]
Vehicle-mounted:; coeli:‘}f‘ia;g:l trﬁgif;;
Application technigque manual-hand held; covered. no w{;rkwear
manual-knapsack ! [cm?/h]
Mazx. application rate DFR refined worker
—oftheproductiffor 25 (pgicm® foliage per kg 3
kg/ha] a.5./ha]
Max. no. of DTA0 foliar worker
. 1 30
applications [days]
Interval between Inhalation task
multiple applications MA specific factor 0.1
[days] [ha/h™10~-3]
Multiple application 1
factor
Body weight (kg) 60
Name of active ,
substance Acloniten
Dermal absorption 50
[%] (dilution)
Inhalation absorption
100
[%]
Time [hours per day] g
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Max. Interval
applica betwee )
ttlo'; Max'.: i r: IM'"' II\IIax. Indoor/ Applica Type of Apptl_l €4 Buffer Drift
Use Crops ra Eﬂ? o Unit a[l;lg?l.i ct:)a mu Ipe VDwualt\‘:‘: vowual;r:: outdoo  tion cultivat tech:'?i: strip reducti
produc tions applica [Wha] [Wha] r method fon ue [m] on [%]
t[lor fions
kg/ha] [days]
High Dowmy Vehicle-
Use 1 omame 3.00 Vha 1 NA 200 300 Outdoor spravin Normal mounte 2-3 0
ntals pray d

g
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Operator—short-term-exposure
Aclonifen (% AOEL)
Normal & Normal & Normal &
Mixingloading Application vehicle- manual-hand manual-
mounted held knapsack
0 0 1030 5277 1323
0 0 454 671 178
M m 14.7 515 129
% 129 512 128
Operator
Total % of
absorbed syst
Model data Level of PPE dose emic
[mg/kg bw AOE
per day] L

High ornamentals/Outdoor/Downward sprayingVehicle-mounted/Drift reduction: 0 %/75th percentile
Crop density: Mormal

Mumber of applications and application rate: 1 x 1.8 kg g,5,/ha
Dermal absorption (concentrate): 10 %
Aclonifen Dermal absorption (in-use dilution): 50 %
M/L: Workwear + Protected hands 001 147
App: Workwear + Protected hands ’ ’
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Werker
Total absorbed :
% of systemic Re-entry
Level of PPE dose [mglkg hw AQEL restriction [days]
per day]

Inspection, irrigation / Outdoor

Work rate: 2 hours/day

Interval: MA

Body weight: 60 kg

TC (potential): 12500 cm®h

TC (workwear (arms, body and legs covered)): 1400 cm®h

TC (workwear (arms, body and legs covered) and gloves): 1250 cm®h
T A{gloves NA T T

Mumber of applications & application rate: 1x 1.8 kg g,5./ha

Dermal absorption: 50 %

Aclonifen, DFR: 3 pg/cm® foliage per kg a,s./ha

DT50: 30 days

Potential 1.1 1607 121

Workwear 0.1 180 26

Workwear and gloves 0.1 161 21

Hands covered, no workwear
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Resident

Model data

Level of PPE

Total absorbed

dose [mglkg bw

per day]

% of systemic
AOEL

Season: Mot relevant
Buffer zone: 2-3 m

Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |

Mumber of applications and application rate: 1 x 1.8 kg g.s./ha
Dermal absorption: 50 %
DFR: 3 pg/cm?® foliage per kg g.5./ha

DT50: 30 days

Dinift { 75th perc.) U1 174

Vapour (75th perc. 0.0008 1.1

Resident child D it {?Eth perc.) 0.01 0.8
Body weight: 10 kg eposits { perc.) : :

Re-entry (75th perc.) 0.2 217

Sum {mean) 02 264

Dirift (75th perc.) 0.03 413

Mapour (75th perc.) 0.0003 0.4

Resident adult D its (75th 0.006 38
Body weight: 60 kg eposits ( perc.) - i

Re-entry (75th perc.) 0.08 121

Sum {mean) 0.09 122
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Bystander
Total absorbed .
Model data Level of PPE dose [mg/kg bw % of sf;%ngf
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: MNA
Minimum velume of water: 200 |
Mumber of applications and application rate: 1 x 1.6 kg a.5./ha
. Dermal absorption: 50 %
Aclonifen DFR: 3 pgicm® foliage per kg g,5,/ha
DT50- 30 days
Drift (95th perc.) 0.3
Bystander child Mapour (95th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 02
Drrift (95th perc.) 0.07
Bystander adult Mapour (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02

Re-entry (95th perc.) 0.08
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Appendix—Weorker
Indoorfoutdoor Outdoor AOEL [mglkg hw/day] 0.07
Dermal transfer
Re-entry activity Inspection, irigation pf:r(t]:rﬁiiglletan:p- DLT?J 12500
[em?®/h]
Dermal transfer
Crops High ornamentals coe:::ﬁ;fg::l _dﬁ;:;é 1400
covered [cm®/h]
Dermal transfer
Application method Downward spraying [::s‘ﬁﬁ;?;}t ;rl;l da II::;SS, 1250
covered [cm®/h]
Vehicle-mounted; coe?f?é}g::: trﬁg:‘fgsr
Application technique manual-hand held; covered. no w{_}rkwear
manual-knapsack ! [cm?h]
Mazx. application rate DFR refined worker
of the product [Tor 3 [pglcm® foliage per kg 3
kg/ha] a,5,/ha]
Max. no. of DT50 foliar worker
e 1 30
applications [days]
Interval between Inhalation task
multiple applications MA specific factor 0.01
[days] [halh*10+-3]
Multiple application 1
factor
Body weight (kg) 60
Name of active ,
substance aelenifen
Dermal absorption 50
[*] (dilution)
Inhalation absorption
100
[%]
Time [hours per day] 2
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Appendix—operator
Soluble concentrates, Name of active

Formulation type emulsifiable substance sclonifen
concentrate, etc.

Concentration of

active substance [g 600 Crops High ornamentals
2.5/ or kg]
Area treated [ha/day] 10 Application method Downward spraying

Dermal absorption

[%] (concentrate) 10 Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoorfoutdoor Outdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsnrptigﬁ 100 Type of cultivation Normal
Body weight (kg) &0
AOEL [mg/kg hw/day] 0.07

AAOEL [mglkg bw]

Max. Interval
applica betwee
tion Max. n Min. Max. Indoor/ Applica Type of Applica Buffer Drift
—se Erons rate of it no. of _multipl volume volume outdoo—tion cultivat tion stri reducti
P the applica e water  water thod . techniq P
produc tions applica [Wha] [Iha] r metho fon ue [m] on [%]
tflor tions
kg/ha] [days]
High Down Vehicle- )
—Useﬂ—cM—ﬂm—T—hHﬂﬁ—Bﬁﬂ—&ﬂdmnWmI—mﬁmm =3 fr

ntals d

g
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Operatoer—shetrt-term-exposure
Aclonifen (% ADEL)
Normal & Normal & Normal &
Mixing/loading Application  vehicle- manual-hand manual-
mounted held knapsack
0 0 1030 5277 1323
0 0 484 671 178
129 512 128
Operator
Total % of
absorbed syst
Model data Level of PPE dose emic
[mg/kg bw AOE
per day] L

High ornamentals/Outdoor/Downward spraying/Vehicle-mounted/Drift reduction: 0 %/75th percentile

Crop density: Mormal

Mumber of applications and application rate: 1x 1.8 kg a,5./ha
Dermal absorption (concentrate): 10 %

Aclonifen Dermal absorption (in-use dilution): 50 %

M/L: Workwear + Protected hands 0.01 147
App: Workwear + Protected hands ’ ’
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Total absorbed i
% of systemic Re-entry
Level of PPE dose [mglkg bw AQEL restriction [days]
per day]

Cutting, sorting, bundling, carrying / Outdoor

Work rate: & hours/day

Interval: NA

Body weight: 60 kg

TC (potential): 14000 cm®h

TC (workwear (arms, body and legs covered)): 5000 cm®h

TC (workwear (arms, body and legs covered) and gloves): 1400 cm®h

T {glovesNATm h—

Mumber of applications & application rate: 1 x 1.8 kg a,5,/ha
Dermal absorption: 50 %

Aclonifen DFR: 3 pg/em® foliage per kg a,5./ha

DT50: 30 days

Potential 5 7200 186

Workwear 1.8 2571 141

Workwear and gloves 05 720 86

Hands covered, no workwear
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Resident

Model data

Level of PPE

Total absorbed

dose [mg/kg hw

per day]

% of systemic
AOEL

Season: Not relevant
Buffer zone: 2-3 m

Drift reduction technology: 0 %
Interval between treatments: NA
Minimum volume of water: 200 |

Mumber of applications and application rate: 1 x 1.8 kg a,5,/ha
Dermal absorption: 50 %
DFR: 3 pg/cm® foliage per kg g.5./ha

DT50: 30 days

Omift (7 5th perc.) 01 74

Vapour (75th perc. 0.0008 1.1

Resident child D " {?Eth perc. 0.01 0.8
Body weight: 10 kg eposits perc.) ' :

Re-entry (75th perc.) 0.2 217

Sum (mean) 0.2 284

Drift (75th perc.) 0.03 413

Vapour (75th perc.) 0.0003 04

Resident adult D its (751h 0.006 38
Body weight: 60 kg eposits perc.) . :

Re-entry (75th perc.) 0.08 121

Sum (mean) 0.09 122
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Bystander
Total absorbed .
Model data Level of PPE dose [mglkg bw % of 53:;%";{
per day]
Season: Mot relevant
Buffer zone: 2-3 m
Drift reduction technology: 0 %
Interval between treatments: NA
Minimum veolume of water: 200 |
Mumber of applications and application rate: 1 x 1.8 kg g.5./ha
. Dermal absarption: 50 %
Aclonifen, DFR: 3 pg/cm?® foliage per kg g.5./ha
OT50: 30 days
Dirift (95th perc.) 0.3
Bystander child Yapoyr. (95th perc.) 0.0008
Body weight: 10 kg Deposits (95th perc.) 0.04
Re-entry (95th perc.) 02
Drrift (95th perc.) 0.07
Bystander adult Yapour (95th perc.) 0.0003
Body weight: 60 kg Deposits (95th perc.) 0.02

Re-entry (95th perc) 0.0
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Appendix—Operator

Formulation type

Soluble concentrates,
emulsifiable

Name of active

Adlonifen

substance
concentrate, etc.
Concentration of
active substance [g 600 Crops High ornamentals
2.5,/ or kg]
Area treated [ha/day] 10 Application method Downward spraying
Dermal absorption . . .
[%] (concentrate) 10 Application technique Vehicle-mounted
Dermal absorption
[%] (dilution) 50 Indoorfoutdoor Cutdoor
Oral absorption [%] 100 Drift reduction [%] 0
Inhalation ahsnrptll%r]l 100 Type of cultivation Mormal
Body weight (kg) 60
AOQEL [mg/kg bwiday] 0.07

AAOEL [mglkg bw]
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Indoorfoutdoor Outdoor AOEL [mgl/kg hw/day] 0.07
Dermal transfer
. . Cutting, sorting, coefficient - Total
Re-entry activity bundling, carrying potential exposure 14000
[cm*h]
Dermal transfer
. coefficient - Arm,
Crops High ornamentals body and legs 5000
covered [cm®/h]
Dermal transfer
Application method Downward spraying [::;f,[ﬁ;?;}t ;:I ;‘l redgﬁs, 1400
covered [cm®*/h]
Vehicle-mounted: coe?f?::}gﬂ:: trﬁg:’.fjsr
Application technique manual-hand held; covered. no w{;rkwear
manual-knapsack ! [em?/h]
Mazx. application rate DFR refined worker
of the product [Ior 3 [pgicm® Toliage per kg 3
kg/ha] a.5./ha]
Max. no. of DT50 foliar worker
. 1 30
applications [days]
Interval between Inhalation task
multiple applications MA specific factor 01
[days] [halh™10*-3]
Multiple application 1
factor
Body weight (kqg) 60
Name of active .
substance Acloniten
Dermal absorption 50
[*] (dilution)
Inhalation absorption
100
[%]
Time [hours per day] i
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i . PP
Ty i 1 aetive sul (s)

Productname AKOB00SC
Hrocraleaboaon: sedblecs
Name-of-active-substance Aclonifen
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Oral-absorption[%] 100
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